me?wA}O YTBEPXJIEHA
4 "-?/, %,
o Eﬂmex» [Ipukasom Poc3apasuanzopa
Tlposoporcxuii Ot /Y genit peb 200,/,‘&1". Ne #/PX97 */J'Z/’J//C“-X

MHCTPYKIOHUA

10 IPUMEHEHHIO Habopa peareHToB s oOHapykenus JIHK
Mukornna3smel reauTaauym (Mycoplasma genitalium)
METOJOM I'IOHHMepa?.HOﬁ LICHHOﬁ peaKkiiiu

MNOJIMMHUK 2

1. HASBHAYEHHE

1.1. Hab6op pearentoB «IIOJIMMUK 2» npenHasHaueH juis kadecTBeHHOro obOHapyxeHus JJHK
Mukomnnasmel reautannym (Mycoplasma genitalium) B OHoIOrH4eckoM MarepHalie desoBeka (CoCKoObl
SIUTENHAIBHBIX KIETOK M3 YPeTphbl, Biarajiuila; 0CagoK MOYH) METOJOM IOIUMEPa3HOH ULENHOMH
peaKu.

Habop npenHa3HadeH AUisd IPUMEHEHHS TOJIBKO in Vitro.

1.2. HaGop pearentos «[TOJIMMUK 2» MOKeT GBITH HCIIOTB30BAH B KITMHHYECKOH THATHOCTHKE
HOCUTENNbCTBAa MuKoI1a3mbel renutanunyM (Mycoplasma genitalium), a Taxkxe Ui oleHKH 3 deKxTrs-
HOCTH [IPOBOJIUMON Tepanuu.

1.3. HaGop umeet opmatsr: bazossiii 1 D1yoponon, pasMyaronecs KOMIIEKTaluel (4UcIom
PeaKIHOHHBIX J03 - TOCTAHOBOYHBIX PEaKIIHii. CTENEeHbIO FTOTOBHOCTH KOMIIOHEHTOB K MOCTaHOBKE
aMIuuKanun) 1 crrocodoM aeTekuuu amrunduuuporantnoro gpparmenta JJHK (anextpodopernyec-
KO€ pa3/iejeHHe MPOIyKTOR B arapo3HoOM rejie WK (JIyopecleHTHas ISTEeKIHs Ha aJanTHPOBAHHBIX 11
3TOro npudapax).

®opmar ;Ba30]31>1ﬁ. HaGop paccunran Ha nposenenue ananusa S0, wiu 100, wim 200 KIMHAYECKHX
obpasuos, 5, win 10, wmm 20 mpoO® monokuTeNbHOr0 KoHTpohbHOro obpasua JIHK Mukoniasmer
rendTasiuyM 1 S, win 10, wim 20 npod® oTpHLaTeIbHOr0 KOHTPOIbHOrO obpasua (Bcero 60, umu 120,
umi 240 onpenenenuit) u nocaeayromeit gerekunu amnauguuuposantoro gparmenta JJHK meromom
3eKTpodopesa B arapo3HOM rele.

®opmar Dayoponoin. Habop paccunran Ha nposejenue ananuza 100 kIxHHYECKHX 00pa3nos, 10
11po0 NMOJIOKUTENILHOr0 KOHTpobHOro odpaszua JIHK , 10 npod oTpuiarelbHOro KOHTPOJILHOTO
obpasna, 10 mpob ponoseix 06pasnos (Bcerol30 onpemenenuii) u nocieayiomel $GayopecueHTHOH
JeTeKIuH aMmriguunpoBarHoro pparmenrta JJHK MeTooM rubpuan3anii ¢ 30H1aMH «I10 KOHEUHOIH
TOUKE» PEAKLIMH UM «B PEATbHOM BPEMEHM) HA aAalTUPOBAHHBIX IS 3TOr0 Npuoopax.




2. IPUHIUITI METOJA

2.1. HaGop pearentoB «[IOJIMMUK 2» ocHOBaH Ha MCIIOJIb30BAHHM METOJa MOJIUMEPA3HOIL
nenHo peakuuu (IILP) ans onpenenenns cnenuduyeckux yuactkos JIHK Mukommna3mel reHHTATAYM
IyTeM HAKOIUIEHUs (amMIimpuKanuu) cnenupuueckux GparMeHToB.

B pesynbrare MHOrOKpaTHO [OBTOPSIOMIMXCS IHMKJIOB CHHTe3a HOBeIX 1enei JIHK,
TOMOJIOTHYHBIX crielpuueckoit odractu JJHK-mumenu, npoucxoaut Hakomienue ¢pparmentos JJHK B
KOJIMYECTBE, JIOCTATOYHOM IS JI€TEKIIUH.

AHanus ¢ uenoap3zosanueM meroaa [P skiarouaer 3 srana:

1. I[Tpo6omoaroroska (Beinenenne JIHK).

2. ITocranoska peakuuu [TLP-amnnudukanmu.

3. Jlerexkuus npoaykToB ammuiHdukanuu. OCymecTBiseTcs AByMs CIoco0aMH B 3aBHCHMOCTH OT
thopmara Habopa:

- MeTOJIoM 3J1eKTpodopesa B arapozHom rejie (popmart bazosbrii);

- METOJIOM (pryopectieHTHOH aeTeknuu (hopmat Oryoporot), KOTOPbIH MO3BOISET IPOBOAUTD
perucTpanuio npoaykros amminpukanuu JJHK-(parmenta B npouecce peakuuu. JleTekuus npoayKToB
aMIUIH(QUKANUHU IPOBOIUTCSA B PEAKLIMOHHOM PacTBOPE 3a CUeT Crelu(HIecKOi rTHOpUIn3aInK
AMIUIMKOHOB ¢ OJIUTOHYKJICOTHIHBIM 30HI0M, HeCyLIUM (IIyopecLieHTHYIO MeTKyY. B xoze
MOCJICAYIOIIEH MTOJIMMEPA3HON peakuu NPOUCXOAUT pa3pyllIeHUe 30H/1a U BEICBOOOKIEHHE
(hyopecleHTHOM METKH B pacTBOP, YTO J€/1aeT BO3MOKHBIM €€ PErHCTPALHIO Ha (IIyOPeCUEHTHOM
netrextope. [Iporpammuoe obecrieueHue, npuiaraeMoe K aMiinuKaTopy Him (IyopeciieHTHOMY
JIETEKTOPY, HO3BOJIAET ITPOBOJAMTE KOPPEKTHYIO0 00paboTKy naHHbIX [uls BeisiBiaeHus JIHK Mukonma3zmel
TeHUTAINYM|

@nyopecueHTHas aeTekuMs He TpedyeT OTKpbIBaHHs MpoOUpok mocie nposeacHus [ILP u
M3BJICYECHHS | U3 HHUX MPOAYKTOB pPEAaKLUMH, YTO 3HAYMTEIBHO CHHKAET OINACHOCTh KOHTAMUHALUU
TIOMEIIEHHS M PeareHTOB aMILIMKOHAMH.

3. AHAJIMTUYECKHE XAPAKTEPUCTUKH

3.1. CoeunduynocTs anaiusa

100% ¢nenuduunocTs

CrengpuaocThb onpenensercs OMUTOHYKICOTHIHBIMH 3aTpaBKaMH (mpaliMepamu),
n0100paHHbBIMM K TOMOJIOTHYHBIM yyacTkaM TIocjeioBare/ibHocTd reHa P69 Mukoriazmbl
TeHUTAUYM; a Takke crneuduuHbIMH  (IyOPEeCleHTHBIMH OJUIOHYKICOTHAHBIMH 30HIAMU JUJIS
rudpuau3aniy ¢ KOMIUIEMEHTApHBIM  YYacTKOM  aMIUTMKOHa  (CrerugHuIeckoro  MpoayKrTa
ammudukagun). Menonszosanne nadopa «[TOJIMMUK 2» nmo3BossieT BBISBIATH TOJIBKO MHKOILUTIa3My
FEHUTAIMYM| M HMCKJIIOYACT NEPEKPECTHbIE peakuuu ¢ OJU3KOPOACTBEHHBIMH MHUKPOOpPraHHU3MaMu U
APYTHMH HHQEKIHOHHBIMH BO30YTHTEIISMH.

3.2. UyBCTBUTENBLHOCTh aHAIH3a

C nomorsio Habopa «[TOJTUMUK 2» mokHO 06Hapyxuth 10° reHOM-3KBHBaNTEHTOB/MIT H GO-
nee JIHK-martpui Mukomniasmel reHUTaIHYM B mpotneamei oopadorky (Beinenenune JIHK) npobe.

4. MEPBI IIPEJOCTOPO’KHOCTH

4.1. IlorenunanbHbIi pUcK NpuMeHeHus Habopa — kiace 2a.

4.2. Bde koMnoHeHTBI HA0Opa B UCIIOJIB3YEMbIX KOHIEHTPAIMSIX SBIISIOTCS HETOKCHYHBIMH.

4.3. Mepsl npenoctopoxkHocTi - cobmoaenue “IlpaBun ycrpolicTBa, TexHUKH 0e30maCHOCTH,
MPOMU3BOJACTBEHHOH CaHUTApUH, MPOTHBOIHIEMHYECKOIO PeKHUMa M JIMYHOH T'MTHEeHBI Ipu padoTe B
jJaboparopusx (OTAENEHHUSIX, OTAeNax) CaHUTAPHO-IMHAEMUOJIOTHYECKUX YUYPEXJIEHUH CHCTeMBbl
Munucrepcetsa 3apaBooxpanenuss CCCP” (Mocksa, 1981 r.).
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4.4. TIpu pabote ¢ ananmu3MpyeMbIM OHOMATEPUATIOM CIEIYET Ha/IEBAaTh OJHOPA30BbIE PE3UHOBbIE
HJIA T1JTACTHKOBBIE Nnep4yarky, T.K. OMOJIOrHYeCKu MaTepuall 4HeJloBeKa MOKET ABJIATBCA HCTOYHHKOM
MH(EKIHOHHBIX UM BUPYCHBIX 3a00J1eBaHuil.

S. COCTAB HABOPA

B coctaB Ha®opa peareHTOB BXOIAT TPH KOMILJICKTA:

5.1. KomnuiekT aast npodonoaroroku (Beiaenenne JJHK):

Pearent B nmpobGupkax mans Beiaenenuss JJHK u3 Guonpol ¢ wesibio MOCHEaYIOIIEro aHaaus3a
MmeTonoM nosmmepasnon uenuo# peakunu («IHK-DKCITPECCy) (ma 100 ananu3upyembix mpob).

Kommuext «JHK-DKCITPECC» coctout u3 100 npobupok THma DnneHaopd BMECTHMOCTEIO 1,5
MJI C 3aIeTKHBAIOICHCS KPBIIKOH, cojepkaiux 1o 200 MKj1 peareHTa.

5.2. Kommiekt pearentos aas nposeaenus [HIP-amnmnpukannu.

JlaHHBIC KOMILJIGKTBI BBIMYCKAIOTCS B pPa3lWYHBIX (opMarax, B 3aBUCHMOCTH OT 4YHCJIA
PEaKIHOHHBIX 703 (MTOCTAaHOBOYHBIX PEeaKi[Hii), CTENEHH HX FOTOBHOCTH K MOCTAHOBKE aMIUTH(UKAIIHN
(cMm Tabn. 1).

Tabnuua 1
®opmar
MapkupoBka Cocran Komnexrauus
Dopwmar bazoswiii 1. PeakiMoHHas cMechb® ... | npobupka — 165 mMkn
Mapxkuposka (50) 2. Tag-TIOMMMEPARA < v mwmns smmimswasmmm s g e s 1 npoOupka — 31 Mkn
3 PasbaBuTeis. o mmssn ity 1 npo6upka — 2 Ma
4. MUHEPATBHOE MACIO . .ttt it it et e ieeiee e en | npobupka — 2,2 ma
S.IMonoxkuTtensHbli kKoHTponbLHLIA ob6pazen JTHK. .. 1 npobupka — 60 mkn
dopmar bazoBbii | 1. PeakumoHHas eMechb™. ... 1 npoGupka — 310 mxn
Mapkuposka/(100) 2. Tag-MOMTHMEPA3A. ..ottt 1 npoGupka — 31 MKa
& PABOHBIITEID v vssmmumscasmsn s s v s s s s 1 npoGupka — 2 ma
4. MMHEPaTBHOE MACIIO: & c:viiivinniionstivsiviinnns 1 npoGupka — 2,2 mn
5. TlonosxuTenbHBIH KOHTpOIbHBIH 0bpazen JIHK.. .. 1 npobupka — 60 MK1
dopmar bazoBbrit | 1. PeakUMOHHAT CMECB*........ovvviviiiiiieiininenn 1 mpo6upka — 620 MK
Mapxkuposka|(200) 2. Taqg-MOMHMEPABA. .. ..ot 1 npobupka — 55 Mk
3. PAaBaBUTeab ccorommssviamamiv sy s orims 2 npoOHpKHU — 1o 2 Mn
4. MUHEPATBHOE MACHO. .\ vivuuiienisinnanssnnsennnnnss 2 npobupku — o 2,2 miu
5. INonoxkuresnbHbIA KOHTpONBHBIH 06pazen JIHK. ... | 1 npobupka — 100 mkn
Dopmar Dnyoponon | 1. Peakunonnas cmecy** | npobupka — 680 mkn
MapkupoBka| KT (o | 2. Tag-MoMHMEPasa.......oovvvvrivriiniiiiiiiniinienenn 1 npobupka — 30 Mk
KOHEYHOM TOUKe) 3. Paz0aBHTCTE i iiiivrmssss it it ik s s s o e I npobupka — 2 M
4. MHHEPAIBHOE MACIO. ...vvviitiiiieeiiiieeiraiins 2 NpoBUpKH — 1o 2 M
5. IonosxuTensHbli KOHTpOaLHBIH obpazen JTHK. ... 1 npobupka — 100 Mk
6. Pearent «/IHK-DKCITPECC» 1 npo6upka — 200 mMxa
@opmar Dayoponon | 1. PeakunoHHas cmech™* 1 npobupka — 1360 mxn
MapkupoBka) PB (B | 2. Taq-MOMUMEPA3A.........vvvieieinieeininerineenanns | npoGupka — 60 MK
peasibHOM BpeMeHH) | 3. PasbaBUTelb. ..o 2 npoOUpKH — no 2 ma
4. MUHEPATLHOE MACHO. .. tovveiriiinreinrineaeriaeins 2 npoGHpKH — 1o 2 M
5. TMonoxkuTenbHbli KoHTpObHBIH 06pasen JTHK. ... 1 npobupxa — 200 mkn
6. Pearent «/ IHK-DKCITPECC» | npobupka — 200 mxn

KOMHHCKTBI I TIPOBEICHUSA aMHHH(bPIKaHHH BKJIHOYalOT 'OTOBLIC K IPHMCHEHHIO pEearcHThI.

*B cocras peakimonnoii cmecu (opmat ba3oselii) BXOIAT:
e pactBop 1HT®;
® pacTBOp crelU(PUUHBIX ITpaiiMepoB;




[TLIR-Oydep;

BHYTPCHHHI ~ KOHTPOJIb  (PEKOMOMHAHTHAsi —IUIa3MHd, COJepiKamas  (parMeHT-BCTaBKY

OIPENEIEHHOr0 pa3Mepa);

**B cocras peakiuonnoii cmecu (hopmat Dayoporo) BXOIAT:

pactBop tHT®;

pacTBOp cneun(UYHBIX TPaMEpOE;

[TLP-Oydep:

(ryopecrienTHBIE 30HABI (2 30HAA): 30HA A1 crieHHYECKOro hparMeHTa CoAePIKUT
(myapodhop FAM, 30H. /151 BHYTPEHHErO KOHTPOJIS COAEPIKHT thiayopodop HEX:

IpanMepbl JUIS BBISBJICHHS BHYTPEHHEro KoHTpons (reHomuast JIHK); BHYTpeHHUH KOHTpPOIIb
MO3BOJISAET KOHTPOJIMPOBATH TMPONECC MPOXOXKIAECHHS peaKIHH aMIuTMDUKALMH, a TakKe
TECTHPOBATh HAJIM4KE B MPOOAX BEILECTB, HHTHOMPYIONIMX TOJIUMEPA3HYIO LEMHYIO PEaKIHIO 1
kauecTBo BeIienenusa JJHK.

KoMmtexT 1u1st nposesienns aMmnnukamus (1o JKeraHnio KIHeHTa) MOKET TaKKe [IPeICTaBIIATh

FOTOBYIO K TIPHMEHEHHIO PachacoBAHHYIO 110 HHAMBHIYATLHBIM IPOOHPKaM aMITH(UKAITHOHHYIO

CMECH.

5.3. KoMI/IeKT peareHToB sl 3J1eKTPo(OpPeTHUeCKOIT TeTeKIHH.

Tabmuna 2
Dopmar
Mapkupoeka Cocrap Komnnekraums
1.Araposza 1 pnakon —4,0r
Komnnekr Nel 2. PacTBop 6pomucTOro 3THIKA 1 npobupka — 30 mkn
3. 50-xpatublii TAE-Oydep 2 nakona - no 13 mn
Kommmekr Ne2 1. 2% arapo3Hbliii renb (40 nyHoK ) 3 nnaHeTa
2. 50-kpatubiit TAE-Gydep 1 diakoH — 25 ma

6. ObOPYJOBAHHUE, PEATEHTBI 1 MATEPHUAJIBI

1-# stan — Beiaenenue JJHK u3 GuonpoGh
s Bcex dopmartos

— peareHT B mpobupkax i Belaenenus JIHK u3 6uonpob « JHK-DKCITPECC»

— JIaMHUHapHBIH O0KC 2-r0 K1acca 3allyThL;

— ueHtpudyra a1 npoOHpok BMecTHMOCThIO 1,5 M1 Ha 8000 — 12000 06/MuH;

— MukpoueHTpudyra-soprekc Ha 1500 — 3000 o6/ MuH;

— TBEpJAOTIBHBIM TEPMOCTAT JUIs TPOOUPOK BMECTUMOCTRIO 1,5 Mi1 THa Drneraopd.
1o y1ep/KUBAOIIHiT TemnepaTypy 10 + 99°C;

— MHIETKH1103aTOPBI IEPEMEHHOI0 00BEMa CO CMEHHBIMH HAKOHEUYHHKAMH, [M03BOJISIIOLIME OTOUPATE
o0bembl pkuakocTd 5-50; 20-200; 100-1000 Mk,

— CTepuibHBIC HEHTPUDYKHBIC TPOOUPKH BMECTHMOCTBIO 15 Mil;

—  (usnonornueckuii pacteop (0,9% NaCl);

— TCPYATKH PE3UHOBBIE HIIH IJIACTUKOBBIE OJIHOPA30BbIE.

2-ii otan - nposeaenue [1LP-ammudukanuu
2.1. Jlms Beex ¢popmartos

- KOMIIJIEKT peareHToB s nmposeaenus [11P;
— TILP-60kc ¢ Y D-nammoii;
— TepMOCTaT porpaMMupyeMelil (amrindukarop);

— MukpouetTpudyra-soprekc Ha 1500 — 3000 06/mMuH;
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— THIETKH-03aTOPbI MEPEMEHHOr0 00bEMa CO CMEHHBIMH HAKOHEUHUKAMH, MO3BOJISIOIINE 0TOMpaTh
o0beme1 xuakoctu 0,5 — 10; 5-50; 20-200; 100-1000 mxr;

— OJHOPa30BBIC MOJHIPOMHIIEHOBBIE MHKPONPOOMPKH BMecTHMOCTBIO 0.5 mn (mmu 0.2 mi) mis
amMIuTH KA,
— OJHOpa3pBbIe HAKOHEYHUKH C PUIBLTPOM (a9Pp030LHEIM GapbepoM) 10 100 umn 10 200 MK:
— XOJIOAWJIbHHK C MOPO3HIIBHOM KaMepoi JUIsl XpaHEHUSI HCXOIHBIX PEareHTOB;
— [MCpYaTKH PE3NHOBBIC HJIM IJIACTHKOBBIEC 0THOPA30BbIE.
2.2, 1ns dopmara Oiyopomnon

— TEpMOCTAaT MPOrpaMMHUpPYEMbIH (aMrMpUKaTOp) WM aHanusatop a1 mposenenus [P ¢
JETeKIHEeHN pe3ylibTara B peKUMe «PEaTbHOr0 BPEMEHMY;

— OecuBeTHbIe 0HOPA30BbIE MOMHIPONHICHOBbIE MUKPOITPOOHPKH BMECTUMOCTBIO 0,5 M (mnu 0,2
MJI) JUTSL aMITTA(HKALIAH.
3-0 374N - IeTeKUUs MPOIYKTOB aMITHDHKALIHH,
3.1. Metoziom anexrpodopesa B arapo3nom rene s hopmara bazossiii.

— KOMIUICKT PEareHToB /15 2MeKTpodopeTHieckoi aeTexiuy (kommrekt No 1 uin kommaext No 2)

— Kamepa JiI1 FOpH30HTAIBHOTO 3JIeKTpodopesa;

— HUCTOYHHUK MOCTOAHHOIO TOKA ¢ HampsikeHHeM He MeHee 150 B;

—  YO-TpaHCHLTIOMHHATOP;

— CBY-neys mist niaBieHust arapossl;

— BECBI TEXHHYECKHE,

— BOJA TUCTHJIJIMPOBAHHAS,

— BHJIEOCHCTEMA 15 ﬂOK}’MEHTHpOBaHHﬂ Fe..'lb-fi.l'lel'('pr(IJOpel"paMM CO CBETO3alllUTHBIM kaOHHEeTOM
MM TYOYCOM, OIK/IIOUEHHAs K TIEPCOHAILHOMY KOMITBIOTEPY:;

— IHNETKH:103aTOPBI IEPEMCHHOT0 00beMa O CMEHHBIMH HAKOHEYHHKAMH, I103BOJISIONINE OTOUPATh
o0Bemsbl kuakocti 5-50; 20-200; 100-1000 mx;

— ©MKOCTb [IJJaCTHKOBas 00/Ib1IOro oobeMa 11 e3aKkTuBanuy Oydepa u rejei.

3.2. Metoaom duyopecuenTHO#M geTekiuu 11 Gopmara Pryoponosn «I1o KOHEUHOM TOUKe»
- (ayopecleHTHBIH AeTEKTOP.

7. MIPOBONIOATI' OTOBKA
7.1. B3sTHe, 10cTaBKa H XpaHeHHE KIMHUYECKOTrO MaTepHasa.

OOpasibl  cOCKOGOB MOMEIIAIOT HENOCPEJACTBEHHO B TNpoOMpkM ¢ pearentom «JJHK-
OKCTIPECC): uccnenyemplii MaTepuan, MOTyYeHHBIH ¢ IIOMOIIBIO OJHOPA30BEIX CTEPUILHBIX 30HJIOB,
TIEPEHECTH B| MOJIHUIPONHICHOBYIO IPOOUPKY BMECTHMOCTBIO 1,5 M1, comepikantyro 200 MK peareHTa
«THK-DKCIIPECC», nepemeniare, 30H1 H3B/I€Yb H yTHIM3UPOBaTh, MPOGHPKY MIOTHO 3aKPHITh.

[lonyuennpie o6pa3ubl HCNONL30BaTh B TeueHue 2 yacoB s Beyaenenus JIHK. Jlomyckaercs
xpanenue 1po06 B pearenre «[IHK-OKCITPECC» mpu temneparype +2-80C He Gosiee 1 cyTok miu mpu
temneparype -18...-200C  ne Oonee 2 Hexelb.

Moua: |coGpats nepByro mopuuio yrpeHHeii Moun B KonudecTBe 20 MIT B CYXOH CTepHIBHBIIA
(hr1akoH ¢ MIIOTHO 3aBUHYMBAIOIIEHCS KPBINIKON; MOYa JUIS HCCIIe0BaHUs AOKHA OBITh CBExKeil (He
OXJIaXK/1aTh M |HE 3aMOpaKMBaTh!).

7.2. IlpensaputenbHas 06paboTka KIMHHYECKOr0 MaTepuaa

O6pasusl cockobos B npodupke ¢ pearentom «/JHK-DKCITPECC» ne TpeGyrOT mpeaBapHTeIbHOI
00paboTKH.

[Tonyuenue ocaaka Mouu:
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- Bech 00beM MOYH THIATEeNbHO mepememath i 10-15 My 0TOOpaTh B CTEPUIBHYIO HEHTPHBYKHYIO
npobupky. Ilentpudyruposars B tedenne 15-20 munyt npu 1500-3000 06/MHH HpH KOMHATHO#

Temrepatype (+18-250C), HanocanouHyr XHIKOCTh OCTOPOKHO YIATHTh, CTAapasch He 3aXBATHTh
0CaIoK;

- cycnien3uio ocaaka (0,5-1 M) mepeHecTH co IHA B 0JHOPA30BYIO MPOOUPKY BMECTHMOCTBIO 1,5 M
tana Jnnegaopd, npoOupKy IOTHO 3akpbith U ueHrpudyruposars npu 8000-12000 o6/Mun npu
KOMHATHO# TeMmIepaType B TedeHue 15 cekyHnm;

- TIIATEJIbHO YJAUTh MUMETKOH HA/10Ca0UHYIO KHIKOCTE,

- IPH HEOOXOIMMOCTH MOXHO OJHOKPATHO MPOMBITE OCANOK: 106aBHTL K ocaaky 200-300 Mk
(u3nonoruy4ecKoro pacTBopa, pecycIeHIUpoOBaTh Ha BOPTEKCe, LHEHTPU(Yruposats npu $000 — 12000
00/MHH TP [KOMHATHOH TeMIIepaType B TedeHHe |5 CeKYH/ U YAaluTh HaJ0CaT09HYIO KUIKOCTS;

- K ocanky B mpobupke 1006aButh Bce cogepxumoe (200 MKI) W3 OXHOW MPOOHUPKU C peareHToM
«THK-DKCIIPECC», TmarenpHO nepeMerath NHNETHPOBAHAEM H 00Pa30BaBIIyIOCs B3BECh EPEHECTH
00paTHO B MPOOUPKY ¢ 3allIeIKHBAIOIIEHCS KPBIIIKOIA.

Xpanenue mnpeaBapuTenbHo oOpaGotannbix 1po6 B pearente «JIHK-DKCIIPECC»: npu
temnepatrype +2-80C ne Gosee 1 cyrok umm npu temneparype -18...-200C  He Gounee 2 HelEb.

7.3. Beinenenue JTHK.

7.3.1. Tpobupky ¢ pearenrom “JHK-DKCITPECC”, comepallyio aHaIM3MpyeMbIil Marepuai,
TINATE/ILHO MepeMeNaTh Ha MUKPOLIEHTpudyre- Boprekce B TedeHue 10 cexym.

7.3.2. IlpoOupKy ¢ mHepeMEIIaHHBIM COAEPKHMBIM IOMECTHTh B TBEPAOTEIBHBIN TEPMOCTAT
TpeIBapUTEeALHO POrPeThIil 10 Temmeparypsl + 98°C, u mporpeTs npu Temneparype + 98°C B TeueHue
10 MUHYT.

[IpumeuaHue: nepea MOMeIIeHHEeM MPOOHPOK B TEPMOCTAT HEOOXOAUMO MPOBEPUTEL, YTOOBI BO
BCeX NpoOupkax ObL1 3amIeNKHYT 3aMoueKk Ha Kpblukax. s 3¢ ¢ekTnBHON mpoOOnoaroToBKu
HeoOX0aMMQ yOeIMTECS, YTO TBEPAOTEIbHBIN TEPMOCTAT MOIEPKUBAET TeMIlepaTypy Ipolecca He
MeHee + 980C.

7.3.3. Ilocne mporpeBa NpoOUpKH mepeHecTd B LeHTpudyry u nentpudyruposars npu 12000-
16000 g (8000 - 12000 06/MHH) MpH KOMHATHO# TeMIiepaType B TeueHune 15 cexyHI.

7.3.4. Ilomy4ennslii B pesyjbrare LeHTPUDYTHPOBAHUS CYIICPHATAHT HCIIOIb30BaTh B KaueCTBE
ucenexyemoro oopasna JIHK i noctaHOBKH aMITH(GHKALIHH.

[Tomyuennble mpoOEI MOKHO XpaHUTH 11pH TeMrieparype +2- 8°C He Gosee 0HON HEAETH HIH [IPH

temneparype -18...-200C ne Oosee 6 mecsues.

8. IPOBEJIEHUE AHAJIN3A

8.1. Tlposenenue [ILIP-amnundukanmy ¢ HCIOMB30BAaHHEM KOMILIEKTa peareHToB (opmara
ba3oBblIil.

8.1.1. IlpuroToBuTH M NpoHyMepoBaTh NpoOMpPKH BMecTHMOCTRIO 0.5 Mi (mim 0,2 i) s
MPOBEIEHHUS AMILTH(DUKALMH, BKIIIOYas IPOOHPKHU [UIs OJIOKUTEILHOTO KOHTpobHOTO 00pasina JIHK u
OTPHUIATEIBHOTO KOHTPOJILHOTO 00pasiia.

8.1.2. Ba 20-30 MHHYT 10 NPUTOTOBJIEHHS AMILTM(DHUKAIMOHHON CMECH H3BJeYh KOMIUIEKT
peareHToB I aMIUTH(QHUKAIHH U3 MOPO3HJILHHKA, PA3MOPO3HTh COJEPKHUMOE (JKEIaTelbHO TOMECTHTE
npooupky c¢ | Tag-nonumepaszoif B neasnyo OaHro). [TpoOHpKY ¢ peaklHOHHOH CMeCHIO TIIATeIbHO
BCTPSIXHYTh /IS EPEMENIMBAHUS COJIEPIKUMOTO.




8.1.3.| IIpUroToBUTHL aMIIH(UKAIHOHHYIO cMech (hopmar ba3oBEIf) cOrmacHO MpPHBEACHHOM
tabnuie (tabi. 3).

Tabnuna 3

Koz-o npodHpok Paz0aBuTenb, MKJI PeakunoHHas cMech, MK Tag-nonumepasa, Mk
1 17,5 2.5 0,2

5 87,5 12,5 1

10 175 25 2

15 263 37,5 3

20 350 50 -+

25 438 62,5 5

BHHMAHHE! Ilpu npucomosienuu amuiu@urayuonnol cmecu Heo0X00umo 6¢e KOMROHEHMbI
00bassms OMOEIbHLIMU HAKOHEYHUKAMU!

8.1.4. [[Tocne nobGanenust Taq-moammepasbl, KOTOpOE MPOM3BOIUTCS B MOCIEIHIO OUYEpeslb,
HEeO0OX0AMMQ TIIATENBHO MEPEMEIATH CMECh ITHITETHPOBAHUEM.

8.1.5. Brectn no 20 Mk aMIUIMGUKALHOHHON CMECH BO BCe MPOOHPKH, MOATOTOBJIEHHBIE s
aMITH (DU KALTHH.

8.1.6. Jlo6aBuTE BO Bee mpoOHpKH 1m0 20 MKJI MHHEPAILHOTO MAacia.

8.1.7. \Buectu 5 Mk oOpasuma u3 006paboTaHHON aHanmu3upyeMod npodel (cMm 1. 7.3.4) B
COOTBETCTBYIOLLYIO TMPOOMPKY € aMIUIM(QHUKANHOHHOM CMechbi0 [0 CJIOH Macia, HCHOIb3Ys
WHIUBHyaIbHbIe HAKOHEYHHUKH ¢ (DUILTPAMH.

8.1.8. | BHectn B mnpoOHpKY I MOJOKUTEIBHOrO KOHTposibHOro oOpasma JHK 5 mkia
MOJIOKUTENIBHOTO KOHTpoabHOro obpasua JIHK Mukoniasmbl reHUTaIMyM, a B HPOOMPKY s
OTPHLIATE/IBHOI0 KOHTPOJIBLHOIO 00pa3na — S5 MKJI paz0aBUTEITsL.

8.1.9. ITpoGupKH 3aKphITh U HEHTPU(YTHpOBaTh B TeueHne 3-5 cexyn npu 2250 — 4000 g (1500-
3000 o6/MuH) npu KomHaTHOM Temnepatype (+18-250C) Ha MUKpOLEHTpH]YTe-BOpTEKCE.

8.1.10/ Ilepenectn mpoOGHPKH B MpOrpeThiii jo Temrmeparypsl +93° C nporpamMMupyeMbilii
TepMocTat (AMIUTHGHUKATOP) U MPOBECTH aMITITH(UKALIUIO IO Cleyolel mporpaMMme:

+93°C - 30 cexynn

+93°C — 10 cexyH1
+57°C — 10 cexyHa KOJIMYECTBO UKJIOB 40
+72°C — 20 cexkyH/

+72°C — 1 muHyTa
[Ipumeuanue. Ilpusedennas npocpamma ompabomana 015 NOCMAHOGKU peakyuu Ha
amnaugpuxamope mooenu «Tepyur», umerouem pexcum axmuenoeo pezyauposarus. Ilo eonpocy

adanmayuu \npocpamm 01 UCNONb30BAHUA HA OPYZUX MOOeIX amuiuguxamopos odpawamvcs K
npoussooumenio Habopa peacenmos « [1OJTHMHK 2 ».




8.2. [lposenenue IILIP-aMnnudukaiun ¢ HKCNONIb30BAHMEM KOMILIEKTA peareHToB (opmara
®ayoponon,

8.2.1.| IIpMroTOBHTE M, 1O BO3MOKHOCTH, IPOHYMEpPOBATH
COOTBETCTBYIOLIKE TUITY PHOOPa (COrIaCHO HHCTPYKIHH K IPHOOPY).

8.2.2./3a 20-30 MHHYT 10 HPHrOTOBICHHA AMTTM(GUKALMOHHON CMECH HM3BJI€Yb KOMILIEKT
peareHTOB Ji1sl aMITHOHKAINH H3 MOPO3HILHHKA, PA3MOPO3HTH COACPKNUMOE (FKEATENbHO TTOMECTHTD
npobupky ¢ Tag-nomumepasoit B easHyio Gauio). [IpoGHPKY € peakIMOHHON CMECHIO TIIATENLHO
BCTPAXHYTD JIJIA ICPCMEIIMBAHUS COAECPIKUMOr0.

OecuBeTHble  TIPOOHPKH,

8.2.3. |IIpUroToBHTE padouyio cMeck, CMEIIAB HYXKHBIE KOTHUSCTBA Pa30aBHTENIs H PEAKIHOHHOMN
cMecn B COOTHOWICHWH 3:1 (Tabm.  4), ¥ TWATEIBHO TepeMelaTh MUIETHPOBAHHEM, eClTH 00bheM
Menblne 200 MKJI, HJIH Ha MHKPOIEHTPU(Yre-BOpTEKce.

Tabauna 4
PazbaBuTenb, MK PeakunoHHas cMech, MK O6bem pabouyeii cMecH, MK
15 _' 5 20
30 | 10 40
60 20 80
300 100 400
600 200 800
900 300 1200
1200 400 1600

8.2.4.|Ecun tpebyercss mpurotoBieHne (OHOBBIX NMPOOHPOK, B KAKAYIO U3 HUX HEOOXOIMMO
BHECTH HEOOXOIMMBIH 00beM (COrnacHo HHCTPYKIMHU K prGopy) paboueii cMecH .

8.2.5. JInst IPUTOTOBIICHNS aMILTHDUKALHOHHOM CMECH B OCTABIIYIOCS Pabouyio CMech T00aBHTE
Tag-nonmmepasy. Buocumelii 00beM gomken coctaBiasts 1/100 oT o6bema umeromeiicss paboueii cMecH.
Cwmech THIIATEIbHO TepeMenIaTh MUIETHPOBAHWEM WM Ha MUKPOLEHTpUdyre-BopTekce (TadiL. 5).

Tabnuna 5
Obnem paboueii cmecH, MK Taq-nonnmepasa
20 0,2
40 0.4
80 0,8
400 4
800 8
1200 12
1600 16

8.2.6. BHecTH B NpPHMIrOTOBIEHHBIE NPOOHPKH, KpOMe (DOHOBBIX, VKA3aHHBIH B HMHCTPYKIMH K
npubopy o0reM amIInpUKAIHOHHOMN cMecu (Tadn. 6).

Tabmuna 6
O6bem O06bem 00pasioB, MKII
aMITH(HKALMOHHOH OtpuuatensHbiii | [10MOKHTEIbHBI TR HepRE HpUGHToR
CMECH Hccnenyemsiit KOHTPOJIbHbII KOHTPOJILHBII
Ha obpaseus, Mk obpaseu o6paseu JIHK
20 S 5 5 Tepunw/Tsun (JHK-mexuonocun)
40 10 10 10 MiniOpticon, 1Q5 (BioRad)
80 20 20 20 Cobas Taqman 48 (Roche)

8.2.7. Ilpn HeobGXoaMMOCTH (COIJIACHO MHCTPYKIMH K MPHOOPY) 106ABHTE BO BCe poOUpKH
VKa3aHHOe KOJIHYEeCTBO MHUHEPAIBEHOI0 Mac/a.




8.2.8.| JlobaBuTh BO BCE NPOOHPKH HHIMBHIYyAIbHBIMH HAKOHEYHHKAMH C a3PO30JbHBIMH
dunbTpamu B o0beme 1/4 OT BHECEHHOM aMILIU(UKAIIMOHHON CMECH:

a)| B donosrle npobupku — pearent « JHK-DKCITPECC» (BxoauT B cocTas Habopa);

0) BIPOOHMPKY OTPUIATENEHOIO KOHTPOILHOrO 00pasiia — pa3taBHTEb;

B)| B IPOOMPKH HMCCIeIyeMBIX 00pasLoB — uecneayemple o6pasus! JIHK;

r)| B NpoOMpPKY NONOKUTETPHOTO KOHTPOJIBHOIO 00pasua — MOJI0KUTEIbHBIN KOHTPOJIbHBIH
obpasen JITHK.

Jlnst CHHIKEHHMs pHCKa KOHTAMHHAIMH 00pasubl ciedyeT A00aBIATE B YKa3aHHOM IIODPAJIKE.
[TpoGupky, B KOTOpyt0 OBLT BHECeH 00Opasell, CieiyeT M0 BO3MOKHOCTH HEMEUIEHHO 3aKphIBATh
KPBIIIKOH.

8.2.9. I1poGupKH 3aKpbITH (€CIH 3TO He ObIIO C/IeaH0 paHee) U LIeHTPU(YrHpPOBaTh B TEUEHHE 3-
5 cexkyHa npu 2250 — 4000 g (1500-3000 06/MuH) npu KoMHaTHOMH TeMrepatype (+18-250C) na MUKpO-
ueHTpudyre-Boprekce.

8.2.10. B cmyuae mposenenus I[P ¢ merexumeil pesymbrara «ro KOHEYHOH TOUKE» peaKIHHU

TMEPEHECTH |MPOOMpPKH B TporpeThiii g0 Temmeparypsl +94°C  mporpaMMHpyeMbIi  TepMOCTAT
(aMIIM(HKATOP) U MPOBECTH aMILTH(HKAIIHIO T10 CIIEAYIONIEH mporpaMmMe:

+94 °C 1 munyTa 30 cexyna

+94 °C 10 cexynn

+64 °C 10 cexyHx 40 uuKIoB
F72°C 40 cexyHa

+72°C 2 MHHYTBI

+10°C XpaneHue

Ipumedanue. IIpusedennvie npocpammul ompaGomanvt O NOCMAHOSKU — Peakyuu  Ha
amnaugpuxamope mooeau «Tepyuxy, umerowem pedxcum akmuernozo peeyruposanus. Ilo eonpocy
aoanmayuu \npoepamm 05t UCNOb306AHUS HA OPYeUX MOOCNAX AMPIUDUKAMOPOs 06pawamscs K
npouseooumento Habopa peacenmos « [1OJTHMHUK 2».

8.2.11] Ilpu nposenenun I[P ¢ netexmnmeit pesynprara «B pealbHOM BPEMEHH» aMILTH(HKALHIO
CIe/lyeT IPOBOUTE 110 CIIeIYIOIIeH porpamme:

+94 °C 1 munyTa 30 cexyHq

+94 °C 10 cexyun

+64 °C 10 cexynn

+72.°C 40 cexyH Wmaos
+50°C CYHTHIBAHHE

Ipumeuanue.  Iloopobroe pykosoocmeo 0as pabomvl HA amiaugukamopax ¢ dOemexyueti
pe3yiemama, «8 pedicume PpPeaibHo20 GPeMEeHU» NPeOCmAasieHo 6 CReYUaIbHO PA3pabomanubix
HPHIIOJKEHHAX ons konkpemnozo euoa npubopa.

8.3. lerexkuus npoaykToB amranukaruu (s Gpopmara bazossrii).

8.3.1. IlpoBenenue anexrpodopesa
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8.3.1.1. 3amommuts kamepy ams snekrpodopesa IXTAE GydepoM, NpHIOTOBICHHBIM Ha
JAUCTUITHPABaHHOM Bozie pasbasieHueM SOXTAE Gydepa B 50 pas.

[Ipumeyanune. Ilpn ucnonesoBannm «Kommnekta st 31eKTpodopeTHyeckoil eTekiuu No 2y
IpoBeJIeHHe 31eKkTpodopesa HaunHaTh ¢ 1. 8.3.1.5.

8.3.1.2. K 2 r arapo3si 106aButh 2 M SOXTAE Gydepa 1 100 M1 AMCTHATHPOBAHHOI BOIbL.

8.3.1.3. PacnuiaBuTh arapo3y Ha 3J1€KTPHYECKOH IUTHTKE, WIIH Ha BOASHON Oane, umu B CBY-neun.
Jlo6asuts k100 M1 pacTBOpa araposst 10 Mk 1% pacTBopa GpOMHCTOrO STHIHS, MepeMelarh.

8.3.1.4. Oxumaaute araposy j1o Temmeparypsi +50-60°C npu koMHaTHOl Temmepatype (+18-250C)
M 3aUTh B IUIAHLIET /I8 3aJUBKU rejieid. Jlas moaydeHHss kapMaHOB B arapo3sHoM rejle YCTAHOBHTH
rpeOeHKY HAa MIAHIICT, MCHONB3Ys 3a)uM Tuma "Gyisxor". [Tocne 3acTbiBaHus araposbl OCTOPOKHO
BBIHYTb I'PEQ0EHKY U3 rellf U MepeHeCTH MUTAHIIeT ¢ refieM B Kamepy s POBEACHHUS d1eKTpodopesa.

8.3.1.5. Hanectn B kapmanb! rest o 10 MK MpoAyKTa aMITHHKALNH B TTOCIENI0BATEILHOCTH,
COOTBETCTBYIOLLIEH HyMepaluuH mpoo.

8.3.1.6. Tloakmounuts >71eKTPOMOPETHUECKYIO KaMmepy K HCTOYHHMKY TIMTAHUS MW 334aTh
Halps’KEHNUE, COOTBETCTBYIOIIEE HAaIPsKEHHOCTH 3jekTpuyeckoro mois 10-15 B/em mHBL ress.
I[IposecTn sekTpodopeTnueckoe pasjieneHue MpoyKToB aMIIH(BUKALNN B HalpaBlIEHHH OT KaToja (-)
K anody (+). KoHTpoimb 3a 31eKTpO)OpeTHHECKUM pasjeleHHeM OCYLIECTBIATh BH3YaIbHO I10
JABMKCHUIO 110JI0CEI KpacuTesis. [Tomoca kpacurens nomkHa npoifTi ot crapra He MeHee 1,5-2 cM.

8.3.2. Beructpanust pe3ynsratoB s1ekTpodopesa

8.3.2.1. BpHYTb renb H3 TUTaHIIETa M IEPCHECTH Tejib HA CTEKIO YIbTPa(HOIETOBOrO
TPaHCHJUTIOMUHATOPA.

BHHUMAHME! C renem arapossl ciejyet pabotarh B I€pyaTKaX. BpOMHCTBIH THIHI sSBIsIeTCS
CHIIBHBIM MYTAarcHOM.

8.3.2.2, BK/IIOUHTH TPAaHCH/UTIOMHHATOP M MPOAHATM3UPOBATL Pe3yIbTaThl aHaIH3a. OparMeHThI
anamasupyemoi JIHK nposBistioTes B BiIie CBETSAIIMXCSA MOJI0C OPaHKEBO-KPACHOTO I[BETA.

BHUMAHME! TIIpocMoTp rems cieiyer NpOBOAMTH TONBKO Yepe3 3aIIMTHEI SKpaH HIIH
3ALIMTHBIE OYKH, TaK KaK yJIbTPaQHOIETOBBIH CBET BLI3LIBAET OXKOTH U BPEJIEH JUIs I71a3,

8.3.2.31 TlomydeHHBIC pe3yJIbTaThl MOKHO JIOKYMEHTHpOBaTh (hoTorpagupoBaHHeM Trejel c
HCIIOIb30BaHHEM OPAHIKCBOTO MJTH HHTep(hepeHIIHOHHOTO (594 HM) cBeTOdHABTpA.

8.4. lerexkuns npoaykToB amraudukarmu ( a1 popmara Gryoponon).

8.4.1. Jletexuus npoiykToB amiiudukaiu aas popmara OIyoporos «Iro KOHEYHOH TOUKeY.

[Ipu nposenennn I[P ¢ netexumel pe3yjibTaToB «I0 KOHEYHOH TOYKE» pEeaKklMH CjeayeT, 1o
OKOHYaHUHM peakUWH, [E€PEHECTH NPOOMPKH M3 amiMpuKaropa B Hpudop aist (IyopecieHTHOM
AeTeKuuH pesynpTatoB peakuuu (IILIP-merexrop) u mpoBecTH H3MepeHHs COIJIACHO HMHCTPYKIHMH K
npubopy. AHanu3 NpOBOAMTCS ympasisomeidl mporpammoit  [TI[P-neTekTopa aBTOMaTHYeCKHM Ha
OCHOBaHHH YKa3bIBa€MBIX ONEPATOPOM IMOPOTOBLIX 3HAYECHHUIA.

Jns TL[P-nerexropa « DKWMH» ycraHoB/eHBI CiieiyIONHe NOPOroBble 3HAYCHHUS:

Bo3byauTens - e BK

Mpukomnnasma reHuTalIinym 2,00 2,25 2,25
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IIpureyanue. Ilpusedennvie Xapaxmepucmuku u nopo2o6bie 3HAYEHUs: ompabomarv O
nocmano6Ky  peakyuu Ha amniugukamope mooenu «Tepyux» u ITI[P-oemexmope «/DKHHy. Ilo
80MPOCY A0GNMAYUU NPOSPAMM OISl UCHOALIOGANUS HA OPY2UX MOOEAX amniuguramopos obpawyamecs
K npoussooume.nto Habopa peazenmos «[TOJTHMUK 2 ».

8.4.2. Jletexuus mpoayKToB aMIuHbHKamiH 11s GopmaTa Diyoporion «B pearbHOM BPEMEHM).

Ilpu riposenenunu ITIIP ¢ netexuueil pe3yIbTaToOB B PEeKHME «PEATbHOTO BPEMEHH» H3MEPEHHA
MPOBOIATCA | B KaXKIOM UKMKiIe amiupuraiuu. [lo 3aBepuiennn peakuuu npuéop BhIAeT KPHBBIE
HaKOTUIEHHS (hTyOpPeCieHTHOIO CUTHAITA,

9. AHAJIN3 U UHTEPIIPETALIUS PE3VJIbTATOB
9.1. Ananus pe3ynsTatoB i GopMaToB Bazosblii.

9.1.1. |B oTpunartensHOM KOHTPOJIBHOM 00pasie A0MKHA BBIABIATBCS TOJBKO OIHA MOJOCA
OPaHKCBO-KpPAaCHOr0 IBETa, COOTBETCTBYIOLIAs BHYTPEHHEMY KOHTPOIO, pasmepom 750 rm.H.
[losiBnenne | BTOpoif MOMOCEI Ha ypOBHE [OJOXKMTEIBHOTO KOHTPONbHOrO obpasua JIHK
CBHJETE/BCTBYET O KOHTAMHHAIHH (3arps3HEHHH) KOMIIOHEHTOB Habopa.

B nonoxurensnoM koHTpoasHOM o6pasie JIHK 10/KHbI BBISBISTHCS ABE MOTOCHL:

1) nanoca opaHkeBO-KPaCHOTO IBETA pazMepoM 525 ILH., COOTBETCTBYIOMIAS MIOJIOKUTEIILHOMY
KOHTpOoJIbHOMY 00pasiy JIHK Mukoria3Mel reHHTaInyM;

2) momoca OpaH)KeBO-KPacHOro IBeTa pasMepoM 750 IML.H., COOTBETCTBYIOLIAS BHYTPEHHEMY
KOHTPOJTIO.

AHau3upyemMble MpoObI.

OTcyT¢TBHE MONOCHI  OPAHKEBO-KPACHOIO LBETA CTPOI0 HA YPOBHE MONOKHTETHHOTO
KoHTposbHOTO oOpasua JIHK (525 mn.n.) cBupmerensctByer 00 orcyrerBun JIHK Muxkomasmel
TEHUTATUYM B aHATTU3UPYEMOit mpode.

Hamuuke mosnockl, coOTBETCTBYIOMIEH M0 31eKTPOPOPETHIECKOM MOABHKHOCTH MOT0KHTEILHOMY
KOHTposbHOMY o6pasuy JIHK (525 m.m.), cBuzmerenbctByer o npucyrctBur JIHK Mukoniasmbl
PEHUTATMYM B aHATH3UPYEMOit npobe.

Bo Bcex oTpunarenbHbIX 00pasliax J0MKHA BBIABIATBHCA I10JIOCA OPAHYKEBO-KPACHOTO IIBETa
pasmepom 750 1m.H., COOTBETCTBYIOIIAs BHYTPEHHEMY KOHTPOJIIO

lpumeyanue. Ecnu 6 npobe npucymemeyem 6oavwoe koruvecmeo JJHK uckomozo 6036y0umens,
mo Ha 2elb-s1eKmpogopezpamme  O0INCHA HAONIOOAMbCS  UHMEHCUBHAS NONOCA HA  YPOBHE
NONOACUMENBHO20 KOHMPONbHOo20 obpazya JHK, Ho npu smom modxcem He HAOM0OaGmvbCs NOA0CHI
BHYMPEHHe20 KOHMPOA, makxue npobvl ciedyem UHMepnpemuposams Kax nOI0NCUMENbHbLE.

Ecan B amanusupyemom obpasiie OTCYTCTBYET Kak MOJI0CA, COOTBETCTBYIONIASA O MOABHIKHOCTH
MOJIOKHUTEIIEHOMY KOHTpoJibHOMY 0Opasny JIHK, tak u momoca BHyTpeHHEro KOHTpOIIs, 3TO 03HAaYaerT,
4TO peakuus amIUIMQHKaUu He TMpouuia (BO3MOKHBIE NPHYHHBL Mpoda COJEPKUT BEIIECTBA,
unrudupyromue I1IP: nHeanexBaTHas pabota ammMQuKaTopa; OMMOKA BBIMOTHEHHS MPOLELYPHI
NPOBEJICHHS aHanu3a u JIp.). B sToM ciydae HEOOXOAMMO MPOBECTH MOBTOPHBIA aHAIN3, HAYHHAS CO
crajuu Beiaenenus JIHK.

9.2. AHanu3 1 HHTepIIpeTalus pe3yIbTatoB s (opmara Diyoporod.

9.2.1. Tlpn npoBeneHMM MCTEKUHH «II0 KOHEYHOH TOYKE» PEaKIHM aHATH3 MPOBOIHTCS
YHPaBISIOUIEH NPOrpaMMOH aBTOMaTHYECKM Ha OCHOBAHHH YKa3bIBAEMBIX ONEPATOPOM IOPOrOBBIX
3HAaYeHUH. PE3ynpTar BEIBOANTCS B COOTBETCTBYIOIIEM MECTE MPOTOKO/A, 3ABUCAIINEM OT KOHKPETHOI
MPOrpaMMBL.
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Wurepnperanus pe3ynbTaToB aHanu3a NPOBOJHTCSA B COOTBETCTBUM ¢ Tabnuuel 7.

Tabnuna 7
Pesyabrar | Cneundguxa™ BK* Hrepnperanus
+ Curnair>«+» moboH Peaknusa npomna
- Curnan<«-» | Curgan>«BK | Peakuus He npouuia.
» HEOBXOJIUMA nepecranoBka
K+ | ua (na, N/A) | Curnan<«-» | Curnan<«BK
»
7 «-»<Curaan 1000
<«t+n
HA (na, N/A) | Curan<«-» | Curnan<«BK | KontamMuHauus oTcyTcTByeT
»
- Curnan<«-» | Curnan>«BK | Kontamunanus reHOMHO JIHK
K- » 4esI0BeKa.
_ [TepecranoBka HE TPEBYETCSI.
+ CurHamr>«+» mo00i Cremuduyeckas KOHTAMHHALIHA.
2 «-»<Curnan moboi HEOBXO/IMMA nepecTaHOBKa.
<«t»
= + Curramr>«+» moboi [TonoxkutensHas npoda
E - Curnan<«-» | Curnan>«BK | Orpunarensnas npoda
% »
= - ? «-»<Curnan 000i CoOMHHUTETBHBIN pe3yibTar.
= § <«+» HEOBXOJIMM norTop aHaH3a.
g S ua(na, N/A) | Curnan<«-» | Curnan<«BK | HenocroBepHelii pesyibrar.
<3 » HEOBXOJIMM noBTop aHajiusa.
- dion He unTepnperupyercs.

* Cuenan coomgememeyrouje2o Kananda CpasHu6aemces co cleoyiouuMu NOPOoGLIMU 3HAYCHUAMU.

- ons cneyupuyeckozo cuenata(Cneyugura) — nONOHCUMENLHBIM «» U OMPUYAMETLHBIM &=

HOPO2OBLIMU SHAYEHUAMU,
- 0N BHYMPEHHe20 KOHMPOIS — € NOPO2OBLIM 3HAYEHUEM BHYMpeHHe20 KoHmpo.is «BK».

B cronbue Pezyabmam BLIBOJUTCS KAUeCTBEHHBIH Pe3y/IbTAT aHal|3a, onpe/ie/ieHHbIM Ha OCHOBE
CpaBHEHHA ITOJIYYCHHbLIX IMOCJIC HOPMHPOBKH 3HA4YeHUH cUrHasaa ¢ MOPOTOBBIMH.

B cronbnax Cneyugurxa n BK BRIBOASTCSA YUCIECHHbBIE 3HAYEHHUsI CUTHAJIA B COOTBETCTBYIOLIUX
KaHajax, HOpMHPOBaHHBIE HA (QOH (YCpeIHEeHHBIH (OH MPUHMUMACTCSA PaBHBIM 1, HOPMUPOBOYHBIE

KOB(beHI_!PICHTBI JUTA KaiKJ10Tr0o KaHalla BeIBOAATCH MO COOTBETCTBYHOIIHM CTOH6HOM). Te xe 3HayeHus B

rpa(bnqecmm BHJIC MIPEJCTAB/ICHBI HA JHarpaMMe.
lpumeuanue. Ilpu 603HUKHOBEHUU COMHUMENLHBIX UNU HEOOCIMOBEPHBIX PE3YALMAMOE, d MAKICE
coobWeHULl O HEOONYCMUMOM PACXOACOCHUU 3HAYEHUL (POHOBBIX NPOOUPOK clledyem nposepunty
ROPSIOOK PACCMAHOBKU NPOOUPOK 6 demekmope, a Markdice camu npoOUPKU Ha NPUCYMCMEUE
Mewaowux gemexkyun Gakmopoe u npu ux Omcymemeuu eue 2 paza noemopumes 0emexKyuio.
Koppexmuviym cuumams pezyibmam, 3ape2ucmpupoGantulil He Menee 4em 6 2 usmepeHusx us 3.

9.2.2. Ilpu nposenenun [IIIP ¢ nerexkumedl pe3yapTaroB «B pealbHOM BPEMEHH» H3MEpPEHHS
MPOBOASTCS |B Kax /oM IHKJIe amruinpukaimu. 1o 3aBeplieHMH peakluu CclelyeT SKCIOPTHPOBATh
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JIAHHDBIC, TOIYYEHHBIE YIPABIAIONIEH I[POrpaMMOH, M Jajee aHaIu3MpoBaTh HMX B MporpamMe,
npeaHa3HAuYeHHOM /IS aHAJIN3a Pe3yIbTaTOB.
[oporosas 1uHMS 1715 OTCEYKHM IIyMa U aHa/ln3a BbIOMpaercs coriiacHo tabmauie 8.

Tadmuma 8
Kanan @ayopodop IloporoBasi THHHSA Kohowiias in
Buyrpennunii konrpoun F2 HEX 2 35
Mukonna3ma reHUTAIIHYM El FAM 1 35

C wucriosip30BaHMeM JTHX HACTPOEK AHAIM3UPYIOLIas NporpaMma aBTOMATHYECKH pacCuUMTaeT
[HKIBl NEPECEeUeHMs KPHBBIX HAKOIUIeHUs (POHOBOIO CHrHAlA € MOPOroBoi auHHel. OTCyTCTBHE
3Ha4YeHus JI1s oOpasna O3HayaeT, uTo [epecedyeHHss KPUBOH HakorjieHus (OHOBOrO CHrHaza ¢
noporosoi |nuHMed He Obw10. Bee uMerommecs 3HAYeHHUs CPABHHUBAIOTCS C COOTBETCTBYIOIIHM
3HaYeHWeM KoHeuHoro uukia. Curyanus, Korja 3HadeHHe OOJIblIe KOHEYHOTO IHKJA, PaBHOCH/IbHA
OTCYTCTBHIO 3HAYEHHSI.

AHanM3 pe3yinbTaTOB MPOBOAHMTCSI B COOTBETCTBHM C HHCTPYKIMEH 10 TNPHMEHEHHIO
[IporpaMMHOro obecrieyeHus npudopa.

9.2.3. MnTepnperanus pe3ynbTaToB aHAIH3a IIPOBOJIUTCS B COOTBETCTBHU ¢ Tabiauned 9.

Tabmuua 9.
| Ct FAM Ct HEX PesyabTar
K+ | <KII Mmoo Crneunduyeckas peakius npouuia
H3 i > KI[ 0o Crenuduyeckas KOHTAMHHAIUSA OTCYTCTBYET.
. Crenuduueckass KOHTAMHHAIIHS.
K- _ <Kl oo TPEBYETCS noBrop mocTaHOBKH.
- Konrtamunanus renomuoii JITHK genoseka.
=M IToTop nocranosku HE TPEBYETCSIL.
§ = <KII Mo6oit [IPUCYTCTBUE JIHK Bo36yauTens.
S =
s}
= r.g‘ H3 wm > K1 < KIJ OTCYTCTBUE JIHK B0o30ymuTens.
s =
o , WNurubuposanue wiu HepoctarouHoe Beiaenenune JJHK
< 4 > KL | 35 wm= Kl ] TPEBYETCS noBTop aHajiu3a JaHHOTO obpasia.
Don HE UHTEPITPETUPVETCS
B Tabnuue uenosib30BaHbl ClIeyomnue 0003HauYeHUS
Ct FAM -~ mumki1 nepeceueHHss KpuBoil Hakomienus cnenuduyeckoro (dayopodop FAM)

(nyopecLeHTHOro cUrHaia odpasia ¢ MOpOroBo JTHHHEH;

Ct HEX — ki1 nepeceyeHus: KpUBOH HAKOIIeHHs (DIYOPECHEHTHOIO CHIHAIa BHYTPEHHETO KOHTPOJIS
obpasua (payopodop HEX) ¢ mopororoit nunueii;

H3 - nepeceuenne KpuBOM HakoIUIeHHS (JIyOPECUEHTHOrO CHIHAjla C MOPOroBOM JIMHHEH He
3apErHCTPHPOBAHO;
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KI[ — KOHeYHBIH LHKI — MepecedeHus KPUBOH HaKOMIeHHS (hryopeciieHTHOTO CHrHANA ¢ MOPOrOBOIA
THHHEH TOC/e HEro MONHOCTBHIO AHATIOTHYHO CHTYAlHH, KOTJA [epecedeHre He 3apEerHCTPUPOBAHO
BOBCE.

Ilpumeuanne. [lpuBenennbie xapaxktepuctukn KI[ u moporosble 3maueHms MpeacTaBlIeHbl Ha
npumepe npubopa Cobas Taqman 48. Ilo Bompocy amamrtaimu IporpaMm JUIst MCITOJIb30BaHUS Ha
APYTHX MOJENAX aMIUIM(uKaTopos obpanuiathes K npoussoautenio HaGopa pearentoB «ITOJIMMUK
2».

10. YCJIOBUSI XPAHEHUS U OKCILIYATALIMA HABOPA

10.1. Pearent JJHK-IKCIIPECC nomxken XPaHHUTBCS B YNAKOBKE NPEANPHATHI-H3MOTOBUTENS
npu Temmeparype +2-8°C B TeueHHe Bcero cpoka rogaHoctH. J{omyckaeTcsi XpaHeHHe peareHTa TIpH
Temneparype 10 +25°C He Gonee 5 cyTok.

10.2. Kommektsr mis NPOBEJICHUs aMIUTMGUKALMKE  BeeX (OPMATOB JOJDKHBI XPAHHTHCS MPH
Temnepatype Munyc 18-20°C B TeyeHHe BCero cpoka rogHocTH. JIOMycKaeTcs XpaHeHHe KOMILUIEKTOB
npu Temneparype e soiue 0°C me 6onee 1 CYTOK.

10.3. Kommekt st anekrpodopernyeckoil aetekimu Ne 1 nomken XPaHUThCA IIPH KOMHATHOM
Temnepatype (+18-25"C) B Teuenue Bcero CpOKa roJIHOCTH, KOMILIEKT Ne 2 - ipu temmnepatype +2-8°C
B TEYEHHE BCEI'O CPOKa I'OJHOCTH.

10.4. Cpok roanoctn Habopa— 6 mecsaues co aus npuemkn OTK [PEANPUATHSA-U3TOTOBHTEITS.

10.5. O6paborannbie (npoieamue Bolienenne JJHK) POOBI MOJKHO XPaHWUTh MPU TEMIIEpaType
+2 -8°C me Oosee onHOI Hee M WK IpU TeMnepaType -18 -20°C ne Gonee 6 MecsIEB.

10.6. 1XTAE Oydep M0KHO XpaHUTE P KOMHATHO# Temriepatype He Gonee | Hemenw.

JUis moydenus: HaAeKHBIX Pe3y/IbTaTOB HEOOXOMHMO CTPOTOoe COOMOIeHHe WHCTPYKLIAU TIO
NpPHMEHEHUI Habopa.

[To Bompocam, Kacaromumes kadecta Habopa, ciemyer obpamatses 8 000 HIID «JIUTEX»
1o azpecy: 119435, r. Mockaa, yi1. Manas [Tuporosekas 1, crp.3, Tenedon/daxc: (499)246-45-01, umu
e-mail: info@lytech.ru
M B MHCTHTYT CTaHJapTU3alMM H KOHTPOJS JeKapcTBeHHBIX cpeiacts PI'Y  «HI[ ACMIT» Poc-
3apaBHaa30pa 1o azapecy: 117246, Mocksa, Hayunsrnit npoesn, 1.14 a, ten: (495)120-60-95: 120-60-96.
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Jpextop OO0 HITD «JTutex» /7 [Iposoposekwuit H.C.
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