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MHCTPYKLUWA

Nno NPMMEHEHNIO Habopa peareHToB A1 o6HapyxxeHns AHK
Xnamugun tpaxomatuc (Chlamydia trachomatis)
MEeTOAO0M MONMMEPa3HOM LEenHOM peakuum

MONNMUMK-Xn

B3aMeH UHCTPYKUuUK, yTBep>aeHHONn M3 P® 27.04.2002 .

1. HA3SHAYEHWE

1.1. Hab6op peareHToB «[MTOJTMMWMK-Xn» NnpefHasHayeH Ans Ka4eCTBeHHOro obHapyxeHuns OHK
Xnammaym TpaxomaTtuc (Chlamydia trachomatis) B 6uonornyeckom matepuasne (COCKO6bI
ANUTENNaNbHBIX KIETOK N3 LLEPBMKANIbHOTO KaHana, ypeTpbl, KOHbIOHKTMBbI [Na3, 3afHei CTEHKN
[7I0TKY;, 0CaZlOK MOYK, cnepma, OTAeNsieMoe NpocTaTbl) METOLOM MOIMMEPA3HOWN LIEMHOM peakumu.

Habop npefHasHaveH 418 NMPUMeEHEHUA TOJIbKO in vitro.

1.2. Hab6op peareHToB «[MTOJTUMUMNK-XNn» MOXKET 6bITb MCMOMb30BaH B KIMHNYECKOW
[MarHoCTUKe HocuTenbCcTBa Xnammngum tpaxomartuc (Chlamydia trachomatis), a Takxe ons oLeHKM
3(pXheKTBHOCTM TEpPANMKN Xnamuamnosa.

1.3. Habop nmeeT chopmatbl: ba3osbii 1 dnyoponos, pasnnyarolinecs KoMiaeKTaunen (YMciom
peaKLMOHHbBIX 03 - MOCTAHOBOYHbIX PeakLMid, CTEMeHbI0 FOTOBHOCTU KOMMOHEHTOB K NMOCTaHOBKe
amnmmkaumm) 1 cnocobom getekumm amnanguumnposaHHoro gparmeHta AHK (anektpodopeTnyec-
KE pa3fenieHne NpoLyKTOB B arapo3HOM refie Unm iyopecLeHTHas AeTeKUuMsa Ha afanTUPOBaHHbIX A1
Jroro nprbopax).

®opmar basoBblii. Habop paccumTaH Ha nposefdeHue aHanmsa 50, nam 100, nnam 200 KAMHUYECKN
obpasuos, 5, wam 10, mam 20 nNpo6 MOMOXMUTENbHOrO0 KOHTPO/bHOro o6pasua AHK Xnamuan
Tpaxomatuc 1 5, nam 10, nnm 20 Npo6 oTpuLaTenlbHOro KOHTPONMbHOro obpasua (Bcero 60, wnn 12(

U240 onpeaeneHnin) 1N Nocneayolen aetekunmm amnanguumposaHHoro gparmeHta AHK metoao
aneKTpoopesa B arapo3HOM rene.

WHcTpyKuma paspaboTtaHa: 3am. gupektopa OO0 HMN® «JTUTEX», 4.6.H. EoBopyHOM B.M.,
Hay4HbIM cOTpyAHUKOM OO0 HIM® «JTUNTEX», A.6.H. MeTpyHuHbiM 4.1.
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®opmar ®nyoponon. Habop paccumTaH Ha nposefeHme aHanmnsa 100 KJ'IVIHI/ILIeClVIX o6pasuyos, 10
Mpod NOJIOXKUTENIbHOTO0 KOHTPOIbHOro o6pasua AHK , 10 npob oTpuuaTeslbHOro KOHTPO/IbHOI0
o6pasua, 10 npob hoHOoBbLIX 06pa3LoB (Bcero 130 onpeaeneHnin) 1 nocneayrouen GayopecLeHTHON
JeTeKLyn aMnAnuumpoBaHHoro gparmeHTa AHK mMeTogom rmbpuamsaumm ¢ 30H4aMU «N0 KOHEYHON
TOUKE» PeakLnUmM Un «B peasibHOM BPEMEHM» Ha afanTUPOBaHHbIX ANA 3TOro npmnbopax.

2. MPUHLMM METOAA

2.1 Ha6op peareHToB «[MOJIMMWK-Xn» OCHOBaH Ha WCMO/Ib30BAHUW MeTOoAa MOJINMEPA:
uenHoii peakumm (MLUP) gns onpegeneHusa crneunduyecknx yyvactkos OHK Xnamugumn tpaxomatmuc
MyTeM HaKomneHns (amnangukaymmn) cneumpmnyecknx parmeHToB.

B pesynbtaTe MHOrOKpaTHO MOBTOPSAKOWMUXCA LUWKAOB CUHTe3a HOBbIX Uuenen [AHK,
FOMO/IOTNYHbIX crieunduyeckoii obnactn AHK-muweHn, npomcxoanT HakonneHne parmeHTos HK B
KO/IMYECTBe, OCTATOUHOM A8 AeTeKLNN.

AHann3 ¢ ucnonb3osaHuem metoga NLP BkntouvaeT 3 stana:

1 Mpob6onogrotoska (BbuieneHve QHK).

2. NMocTaHoBKa peakuuun MUP-amnangukaymn.

3. JeTtekunsa npoayktoB amnangukaummn. OcyLlecTsaseTcs AByMs cnocob6aMu B 3aBUMCUMOC
(hopmara Habopa:

- MeTo40M 351eKTpoopesa B arapo3HoM rene (hopmaT ba3oBblit);

- METOAOM (PIyopecueHTHOM aeTekunmn (popmat ®ayoponosn), KOTOpbIA NO3BOMSET NPOBOAUTL
pervcTpaumio NpoayKTos amnangukaummn HK-gparmMeHTa B npouecce peakumn. Jetekumsa npoayKTos
aMnIMpUKaLnm NPOBOAUTCA B peaKLMOHHOM pPacTBOpe 3a CYET Creunduyeckon rmbpuamsannm
aMMN/IMKOHOB C O/IMTOHYK/IEOTUAHBLIM 30HA0M, HECYLNM (hTyOpecueHTHYO METKY. B xopae
rnocneaytoLLeli MoIMMepasHoOn peakL My NPOUCXOAMT paspyLUeHne 30H4a 1 BbICBOBOXAeHME
(yOPEeCLEeHTHOM METKN B pacTBOP, YTO JeflaeT BO3MOXXHbIM €€ perncTpauunto Ha ghyopecueHTHOM
feTekTope. MporpammHoe obecneyeHune, npunaraeMoe K aMnanukaTopy uamn qayopecLeHTHOMY
[IeTeKTOpY, MO3BOJIAET MPOBOANTL KOPPEKTHY 06paboTKy AaHHbIX Ans BbiseneHna AHK Xnammuann
Tpaxomaruc.

dnyopecueHTHaa AeTekums He TpebyeT OTKpbIBaHMA Mpo6bupok nocne nposegeHus TMLP a
M3B/IEYEHNA M3 HWUX MPOAYKTOB peakuun, 4TO 3HaYUTE/IbHO CHUXAeT O0MacHOCTb KOHTaMUHauuu
MOMELLIEHNA N peareHToB aMMINKOHaMU.

3. AHAJINMTNYECKUE XAPAKTEPUCTUKWN

3.1 CneynunyHocTb aHann3a
b CNEUMNNYHOCTb

CrieynunyHoCTb onpegensiercs OJ/INTOHYK/IEOTUAHbIMU 3aTpaBKaMu (npalimepamm)
nofobpaHHbLIMM K FOMOIOTUYHBLIM ~ yyacTKaM MocnefoBaTe/lbHOCTM reHa KPUNTUYECKOW nnasMuib
Xnammamm Tpaxomatuc pCHbI, a Takxke cneunuyHbIMMU PyopPeCcUEHTHBIMU O/INTOHYK/IEOTUAHBLIMI
30HOAMM ANs TMOPUAM3aLMN C KOMMNJIEMEHTaPHbIM YYaCTKOM aMM/IMKOHa (cneundmnyeckoro nposykTr
awnugmkauum). MicnonssosaHue Habopa «MOJTMMUK-Xn» N03BONAET BbIABNATL TONbKO XnaMUANK
TpaxoMatuc U UCKNOYaeT MepekpecTHble peakumu ¢ 6/IN3KOPOACTBEHHLIMM MUKPOOPraHM3MaMmn r
L\TVUMA MHDEKLLMOHHBIMW BO3BYAUTENSAMN.

3.2. UyBCTBMUTENBHOCTbL aHanm3a

C nomoubto Habopa «MOJTMUMUK-Xn» MOXKHO 06HapYXUTb 10" reHOM-3KBUBa/IEHTOB/MN
noéonee AHK-matpuy, KpUNTUYECKOM Nnasmuibl Xnamugmn TpaxomaTuc B npowepwen o6paboTky
(BbigeneHvie AHK) npo6e.
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KomnnekTbl ans nposeneHnA aMI'I,I'II/I(*)VIKaLl'I/IVI BK/KOYaKOT NOTOBbIE K MPUMEHEHUNIO pPEareHThbI.

*B cocTaB peakLMOHHOWN cMecn (hopmat ba3oBblil) BXOAAT;

+ pacTtBop gHT®;

¢ pacTBOp creunduryHbIX NparimMepos;

*  MuP-bydep;

¢ BHYTPEHHWI KOHTPO/Nb (PEKOMOWMHAHTHAaA nnasMupa, cojepkawias (parmMeHT-BCTaBKY
ornpejesnieHHOro pasmepa);

**B cocTaB peakunoHHOWN cmecu (®opmaT ®1iyoponos) BXOAAT:

* pacTteop gHTO®;

¢ pacTBop CrneunnYHbIX Npanmepos;

+  TLUP-6ydep;

*  (pnyopecLeHTHbIe 30HAbI onwqa); 30HA 4Na crieydrnyeckoro gparMeHTa CogepXuT
tnyopodop PAM, 30H[ AN BHYTPEHHEr0 KOHTPOAA coaepXuT dayopotop HEX;

* npaliMepbl 415 BbISIBNEHUS BHYTPEHHero KOHTponsa (reHoMmHasa AHK); BHYTPEHHWI KOHTPO/b
Nno3BO/MSieT KOHTPONIMPOBaTb MPOLECC MPOXOXKAEHUA peakuMn aMmnandukaumm, a Takxe
TeCTMPOBaTb Ha/IM4YMe B rnNpobax BewwecTB, MHITMOMPYIOLWMX NOMMEPA3HYHO LIEMHYI0 peakumio un
KayecTBO BblgeneHna AHK.

KomnnekT ang nposegeHns aMnamdukaumm (Mo xenaHno KNNEHTa) MOXET TakXe NpeacTaBniTh
rOTOBYHO K MPUMEHEHMIO pacacoBaHHY N0 UHANBUAYaIbHBIM NPO6UPKaM aMMINBOUKALNOHHYO
CMECh.

5.3. KomMnnekT peareHTOB 4151 3/1EKTPOOPETUNYECKON AeTEKLUN.

Tabnuua 2
®opmar
Mapknposka Cocras Komnnekrauys
1.Araposa 1dmakoH - 40T
KomnnekT Nol 2. PactBop 6poMuKCTOro atnams 1 npobupka - 30 MKN
3. 50-kpatHbIii TAE-6ychep 2 thnakoHa - no 13 mn
KomnnekT No2 1 2% araposHblid refib (40 NyHOK) 3 nnaHLueta
2. 50-kpatHbI TAE-Bydep 1 chnakoH - 25 mn

6. OBOPYANOBAHWE, PEATEHTbBLI U MATEPUAIJIbI

1-n atan - BbigeneHne AHK 13 6nonpobsl

[nsa scex ®opmartos
peareHT B Npobupkax 4ns sbigeneHns AHK n3 6nonpob « AHK-OKCMPECC»
NaMWHapPHbIN 60KC £ro Kacca 3awuThbl;
LueHTpudyra ansi NpobmpoK BMecTMmMocTbio 1,5 M Ha 8000 - 12000 06/MuH;
MUKpOoLeHTpUdyra-soptekc Ha 1500 - 3000 06/MuH;
TBEPAOTENbHbIN TepMocTaT AN NPOBMPOK BMECTUMOCTLIO 1,5 Ma Tuna dnneHaopd,
noAAep>Xxusatowmnii Temnepatypy go + 99°C;
NUNeTKM-403aTopbl NePeMeHHOro 06bemMa CoO CMeHHbIMU HaKOHEYHUKamK, Mo3Bonsowme otbmnpartb
06bembl Xxuakoctn 5-50; 20-200; 100-1000 mKn;
CTepUbHbIE LIeHTPUQYXXHble NPOBUPKN, BMECTUMOCTbIO 15 M,
thmsmonormyeckuin pacteop (0,9% NacCl);
nepyaTky pesnHoOBble NN NJIaCTUKOBbIE O4HOPA30BbIE.

2-11 3Tan - nposedeHue MUP-amnangukaumnm

2.1.  [Ona scex popmartos
KOMMJ/IEKT peareHTOoB 414 nposegeHma MLUP;
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- MUP-6okc ¢ Yd-namnoii;
- TepmocTar nporpaMmmupyemblii (amnandgukarop);

- MUKpOLEeHTpugyra-sopTekc Ha 1500 - 3000 06/MuH;
- MUNeTKM-403aTOpbl NepeMeHHOro 06beMa CoO CMEHHbIMU HaKOHEYHMKaMW, NO3BONSIOWME OTOUPATh
06bembl Xuakoctn 0,5 - 10; 5-50; 20-200; 100-1000 MK,

- 0[HOpa3oBble MNOAUMPOMNUIEHOBbIE MUKPOMNPOOUPKM BMecTUMOCTbio 0,5 mn (uam 0,2 mn) gns
amnangukalmnu,

- 0[IHOpa30Bble HAKOHEYHWUKN C (PUIbTPOM (a3p030/ibHbIM 6apbepom) L0 mxmm no m/u(n;

- XONOAWNbHUK C MOPO3W/IbHOM KaMepon Ansi XpaHEHUSA UCXOL4HbIX peareHTOoB;
- Mep4yaTky pe3nHOoBble U MIacTUKOBbIE OLHOPAa30BbIe.
2.2. [Ana dopmata dayoponon

- TepmocTaT nporpamMMumpyembii  (amnandukatop) wnmM aHanusatop Ana nposegeHus TLP ¢
[eTeKumel pe3ynbTaTa B peXume peasibHOro BpEMEHU;

- 6ecuBeTHble 04HOPA30BbIe MOMMMPONUIEHOBLIE MUKPOMPOOMPKM BMecTUMOCTbIO 0,5 mn (nnm 0,2
M) 4N aMnanukagmn.

3-1 aTan - fgeTeKumnsa NPOLYKTOB aMmnnguKauunm.
3.1. MeToaom anekTpodopesa B arapo3HOM refe ans gopmarta basosblid.

- KOMIMJIEKT peareHToB A8 3/1eKTPOPOopeTUYeCcKOor feTeKumm (KoMnaekT Ne 1|/|n|/| KoMieKT No 3

- Kamepa 518 roOpu30oHTaNIbHOro 3neKTpodopesa;

- MWCTOYHMK MOCTOAHHOIO TOKa C HanpsxxeHnem He meHee 150 B;

- YO®-TpaHCUNIOMUHATOP;

- CBUY-neub ana nnassieHNs arapossl;

- BeCbl TEXHUYECKUE;

- BOJa OUCTUNNMPOBaHHaS,

- BuaeocmucTema ANnA AOKYMEHTUPOBaHUA refib-3/1eKTpodoperpaMM CO CBETO3aWMTHLIM KabUHETOM
i Ty6ycom, NoAKAtYeHHas K NepcoHasibHOMY KOMIMbIOTepY;

- MUNETKN-[03aTopbl NEPEMEHHOI0 06bemMa CO CMEHHbIMW HaKOHEeYHMKaMu, NO3BO/IAOLWME 0TOMPATh
06beMbI Xunakoctn 5-50; 20-200; 100-1000 MK,

- eMKOCTb MacTMkKoBas 60/bL0ro o6bema ansa gesaktmaymmn bydepa n renei.

3.2. MeTogom (hnyopecueHTHON geTekummn ansa dopmata yoponon «no KOHEYHOM TOUKes

- (bNyopecueHTHbIN AeTeKTop.

7. TIPOBOMNOAINOTOBKA
7.1. B3aTue, JOCTaBKa N XpaHeHMe KJIMHUYECKOro marepuana.

O6pasubl COCKOGOB MOMeLlatdT HENnocpeACTBEHHO B Mpobupkn C  peareHTom  «AHK-
JKCIMPECC»: uccnegyemblii matepman, noslyYeHHbIN ¢ NOMOLLbK OAHOPA30BbIX CTEPUSIbHbIX 30H/0B,
MepeHecT” B NMONUMNPONUJIEHOBYHO MPOOUPKY BMeCTUMOCTbIO 1,5 mn, cogepxawyto 200 Mk peareHTa
«AQHK-3KCIPECC», nepemeluatb, 30HA, N3BMEYb U YTUIN3NPOBaTh, NPOOUPKY NOTHO 3aKPbITh.

MonyyeHHble 06pasybl MCMOMb30BaTh B TeyeHWe 2 yacoB Ans sblgeneHua OHK. [donyckaeTcs

XpaHeHve Npob6 B peareHTe « JHK-OKCIPECC» npu Temnepatype +2-80C He 60nee 1cyToK unv npu

Temnepartype -18...-200C He 60nee 2 HefeNb.
O6pasubl CNepMbl W CcekKpeTa MpPocTaTbl cob6MpaldT B OLHOPA30BYH CYXYH CTEpPUIbHYHO
npobupky. TlonyyeHHble 06pasLbl  MCNOMb30BaTb B TedeHWe 2 4YacoB Ana BblgeneHns [OHK,
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Jonyckaetca xpaHeHue npob npu Temnepatype +2-80C He 6osiee 1 CyTOK wUanM npyu TemnepaType -
18..-200C He 6onee 2 Heaenb.
Moua: cobpaTb MepByt MOPLUID YTPeHHEe Mo4un B Konmyectse 20 M1 B CYXOWM CTEPU/IbHbIN

(VIBKOH C MJIOTHO 3aBMHYMBAIOLLENCA KPbIWKOW; MoYa AN UCCNefoBaHUS LO/XKHA ObiTh CBEXeil (He
OX/1XAATb U He 3aMOopaXKmBarthb!).

7.2. TpepBapuTenbHas 06paboTKa KNMHNUYECKOrO MaTepuana.
O6pasubl cocko6oB B npobupke ¢ «AHK-OKCIMPECC» He TpebyloT npeaBapuTenbHON 06paboTKu.

O6pasubl criepMbl U cekpeta npocTaThbl: 20-30 (MakcumyMm 50) MK >Xunakoro obpasua BHeCTU B
npobupky ¢ 200 mkn peareHTa «AHK- 9KCIMPECCH».

MNonyyeHne ocajka MOUN:

- BeCb 06BbEM MOYM TUaTeNbHO nepemelwatb U 10-15 M 0TO6paTh B CTEPUSIbHYIO LLEHTPUPYXKHYIO
npobupky. LleHTpudgyrnposatb B TedeHue 15-20 muHyT npm 1500-3000 06/MUH Mpu KOMHATHOW

Temnepatype (+18-25®C), HagoCafg04HYH XUAKOCTb OCTOPOXHO YAaNnTb, CTapasicb He 3axBaTUTb
0CafoKk;

- cycneHsmto ocagka (0,5-1 M) nepeHecTn co gHa B 04HOPa30BY0 NPOO6UPKY BMECTUMOCTbIO 1,5 mn
TMnNa dnneHaopd, NPobUpKY MAOTHO 3aKPbiTh M LEHTPUGYrmuposatb npyn 8000-12000 o6/MnH npu
KOMHAaTHOW TemnepaType B TedeHue 15 CeKyHA,;

- TWaTeNbHO yAannTb NUNETKOM Haf0Caf0uHY0 XMAKOCTb;

- PN HeobXOAMMOCTM MOXHO OAHOKPaTHO MPOMbITb 0CafoK: A06aBuTb K ocagky 200-300 MKn
(h13M0N0rNYEeCKOro pacTtBopa pecycneHamnpoBaTth Ha MUKPOLEHTPUPYre-BopTeKCE,
ueHTpudgyrmnposats npu 8000 - mwMMH npv KOMHaTHOW TemmnepaType B TedeHune 15 ceKyH n
YA IUTh HAA0CaA0UHYHO XULKOCT;

- K 0ocaflky B npobupke fo6asuTb Bce cogepxmmoe (200 MKI) M3 ogHowr npobupkn ¢ «JHK-
OKCIIPECC», TwWwartensHO nepemMellarb MUNETMPOBaHMEM W 06pa30BaBLUYHOCA B3BECb MEepPeHecTu
06paTHO B NPOBMPKY C 3aLLe/IKMBAKOLWENCS KPbILKOMNA.

XpaHeHue npeaBapuTenbHO 06paboTaHHbIX npo6 B peareHTe «QHK-OKCMPECC»: npwu

Temnepatype +2-8°C He 6onee 1cyTok unm npu Temnepatype -18...-200C  He 6onee 2 HefeNb.

7.3. Bbuwenenne AHK.

7.3.1. Mpobupky c peareHtom “AHK-3KCIMPECC”, cogepxallyto aHannsmMpyemblidi mMatepuan,
TLATe/IbHO NepemMellaTb Ha MUKPOLLEHTPUGYre-BOpTEKCE B TeueHune ﬁeKyH,q.

7.3.2. TIpo6bMpKYy C MnepemMellaHHbIM COAEPXUMbIM MOMECTUTb B TBEPAOTENbHbIA TepmocTat
npeaBapuUTenbHO NPOrpeThiii 40 Temnepatypbl + 98°C, 1 nporpeTb Npu Temneparype + 98°C B TeueHue

WHYT.

MpumeyvaHue: nepeg nNomelleHMeM NPOOGMPOK B TepMOCTaT HEO6XO4MMO MPOBEPUTb, 4UTO6bI BO
BCeX Mpobumpkax  Obli 3alleNIKHYT 3aMOYeK Ha Kpblwkax. Ansa a(geKTMBHON Npo6onoAroToBKM
HeobXxoAMMO y6eauTbCs, UTO TBEPAOTENIbHbIA TepMocTaT MOALEPXKMBAET TemnepaTypy npouecca He
veHee + 98°C.

7.3.3. Tocne_nporpesa NpoGUPKM NepeHecTV B LEHTPUDYTY U LeHTpudyrrposate npu 12000-
16000 g (8000 - . 6/MWH) Npy KOMHATHOW TeMrnepaType B TedeHMe 15 CeKyH,

7.3.4. Tlony4yeHHbIA B pesynbTaTe LIEHTPUQYrnpoBaHUa CynepHaTaHT MCMO/Mb30BaTb B KauyecTBe
nccnegyemoro obpasuya AHK gns noctaHOBKM amnanguKauum.

MonyyeHHbIe NPO6bLI MOXXHO XPaHUTL MPU Temneparype +2- 8C He 60/1ee OLHOWN HeJenn U Npu

Temneparype -18...-200C He 6onee Gwec;m,es.
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8. MPOBEAEHWVE AHAJI3A

8.1. MpoeegeHune TMUP-amnaMgukaumm ¢ MCNoNb30BaHMEM KOMIMNEKTA peareHToB (o[
ba3oBbIi.

8.1.1. MNpuroToBnTb W NPOHYMepoBaTb MPobUpkn BmMecTumocTbo 0,5 mn (wanm 0,2 mn) and
NpoBefeHVs aMNanguKaLmn, BKIYas NpobupKn ans nonoXKMTeNIbHOro KOHTPObHOro obpasya AHK n
OTPULATE/NILHOIO KOHTPOJIbHOT0O 06pasua.

8.1.2. 3a 20-30 MMWHYT [0 MPUrOTOBAEHUS aMNINPUKALWOHHOM CMecu W3B/eYb KOMIJIEKT
peareHToB A/19 amninMuKauum n3 Mopo3nsibHMUKa, PasMOPO3nUTb COAEePXKMMOe (XKenaTesibHO NOMECTUTL
npobupky ¢ Tag-nonmmepason B neAsHyto 6aHio). MPo6MPKY C peakUMOHHOWM CMECb TllaTeNbHO
BCTPAXHYTb A4/19 NEPEMeLLVBaHUA €0AEePXKMMOrO.

8.1.3. MpurotoBuTb amnInNpUKaLNOHHY0 cMeeb (popmaTt BasoBblil) cOrfacHoO MpuBeLEeHHOM
Tabmuue (Tabn. 3).

Tabnuua 3

Kon-Bo npobupok PasbaBuTenb, MK PeakuUWOHHas CMeCb, MK Taqg-nonumepasa, MK/
1 17,5 25 0%

5 87,5 125 1

D 175 25 2

15 263 37,5 3

D 350 50 4

25 438 62,5 5

BHMVMAHWE! Mpun NpuUroToBieHUM aMnANPUKaLUOHHON CMecu HeoOGXOAMMO BCE KOMMOHEHTHI
[06aBNATL OTAENbHBIMU HAKOHEYHUKaMN!

8.1.4. Mocne pob6asneHns Taqg-nonmmepasbl, KOTOPOE MPOM3BOAUTCA B MOCAEAHION 0O4epenb,
HeobX0AMMO TLLaTeIbHO NepemMeLlaTb CMecb MUNETUPOBAHUEM.

8.1.5. BHecTn no 20 mMKA aMnIN(UKaLMOHHOM CMecu BO BCe MPOBGMPKMK, MOArOTOB/IEHHbIE AN1A
aMnangrKaumn.

8.1.6. Z1o6aBnTb BO BCe MPOOUPKKN NO 20 MK MUHEPasIbHOrO Macna.

8.1.7. BHectm 5 mMkn o6pasya u3 o06paboTaHHOW aHanM3npyemon npobbl (cmM n. 7.3.4) B
COOTBETCTBYIOLLYIO MPOBGUPKY C aMnInguUKaLMOHHOM CMEeCcbi0 Mof C/OA Macna, WCMosb3ys
WHAVBUAYa/IbHblE HAKOHEYHUKW C (PUIbTPaMMU.

8.1.8. BHecT B npobupKY [AnS MNOMOXMUTENbHOIN0 KOHTPO/AbHOro o6pasua AHK 5 wMkn
NOMOXKMTENBHOIO  KOHTPO/SIbHOro obpasya AHK Xnamuguu Tpaxomatuc, a B npobupky Aans
OTPULATENBHOrO KOHTPO/IbHOIO 06pasua - 5 MK pasbaBuTens.

8.1.9. NMpobupKmM 3aKpbITb N LEHTPUPYTMPOBaTL B TeyeHne 3-5 cekyHa npu 2250 - 4000 g (1500-
3000 06/MW1H) NpU KOMHATHOM TeMrnepaType Ha MUKPOLLeHTpUdyre-BopTeKcCe.

8.1.10. TlMepeHecTn nNpo6GUpPKM B nNporpetbii Ao Temnepatypbl +93° C nporpaMMmpyeMblii
TepmocTaT (aMnAnunKaTop) U NPOBECTM aMNANMUKaLUIO NO cneaytouei nporpamme:

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



+93°C - 30 cekyH[

+93°C - 10 cekyHA
+60°C - 1o cekyH[ KOJ/INYECTBO LIMK/O0B 35
+72°C - 10 cekyHA

+72°C - 1 MWH

MpumeuvaHue. T[puBeseHHada nporpamma oTpaboTaHa [ANf MNOCTAaHOBKW peakuuUm Ha
wnnupukatope Moaenn «Tepwmk», MUMEKOLWEM PEeXWUM akKTUBHOro perynuposaHusa. [1o Bonpocy
ajantayuMu nporpamm Ansa WUCNOMb30BaHWA Ha APYrMX Mofensax amMnam@ukatopoB obpawartbca K
npounssogutento HabopapeareHTos «[MOJTNMMUK-Xn».

8.2. MpoeegeHue TMUP-amnangukaymMm ¢ MCNONb30BaHMEM KOMMJeKTa peareHToB (oph
dnyoponorn.

8.2.1. MpurotoBuTb W, NO BO3MOXHOCTW, TMPOHYMepoBaTb OecuBeTHble MPOBUPKMN,
COOTBETCTBYIOLME TUNY Npmnbopa (COrnacHoO MHCTPYKLMN K Npubopy).

8.2.2. 3a 20-30 MWHYT [0 MPUrOTOBAEHUS aMNIUPUKALMOHHOM CMeCu Wn3B/IeYb KOMIMJIEKT
peareHToB AN aMnanduKaLun 13 Mopo3nIbHNKa, PasMopo3nTb COLEPXMMOe (KenaTteslbHO MOMeCTUTb
npobupKy ¢ Tag-nonmmMepason B neAsHyto 6aHto). MNpobupKy € peakUuMOHHOW CMECbH TWATE/IbHO
BCTPAXHYTb A/19 MepemMeLlBaHna COAep>KNUMOro.

8.2.3. MpunroToBnTb paboyyto cMecb, CMeLIaB HYXXHble KOnn4vecTBa pasbaBuTenss 1 peakuMOHHOM
CMecV B COOTHoLWeHun 3:1 (Tabn. 4), n TwartenbHO NepemMeLtatb NMNETUPOBAHUEM WN Ha BOPTEKCE.

Tabnuua 4
Pa3baBuTeb, MKN PeaKuMOHHasA cMeCb, MK/ Q6bem paboyeli cMecu, MK

D 40
) 80
(), 400
y)) 800
300 L))
400 1600

§§§§88m

8.2.4. Ecnn TpebyeTcs NpPUrotoBiieHMe (POHOBLIX MPOOUPOK, B KaXAYyH M3 HUX Heob6X04MMOo
BHECT HEOOXOANMbIN 06BEM (COrNMacHO MHCTPYKLMN K Npnbopy) paboyern cmecu .

8.2.5. 1na npurotoBneHns amnanpurKaLnoHHON CMeCU B OCTaBLUYHCS pabo4yto cMecb 406aBUTb
Tag-nonvmepasy. BHoCUMbI 06beM o/mKeH cocTaBnaTb 1/100 oT o6bema nmeroLLeiica paboyeit cMecu.
Cwmech TLATE/IbHO MepemellaTs NMUNETUPOBAHMEM W Ha BopTekce (Tabn. 5).

Tabnunua 5
O06bem paboyen cmecu, MK 'I('ﬁ-nonmmepasa

40 04
80 (}3
400 4
800 3
iel)) 1°
1600 16
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8.2.6. BHecT B NpuUroToBneHHble MPOBUPKK, KpoMe (DOHOBbLIX, YKa3aHHbIA, B MHCTPYKL
nprbopy 06EM amNANPUKALMOHHOM cmecu (Tabn.

Tabnnuya 6
O6bem O6bem 06pa3yoB, MK/
aMIM/IMAWKALIOHHOA _ Otpuuarenshbiii  MonoxuTeNbHbiii MpVMEpbI PUBOPOB
cMecn Wccnepyembiia KOHTPO/IbHbIN KOHTPO/1bHbIV
Ha.06paseLl, MK/ obpasel, o6pasew, AHK
Z) 5 5 5 Tepumk/DxvH  (JHK-TexHonorLw)
40 D D D MiniOpticon, 1Q5 (BioRad)

80 Z) Z) Z) Cobas Tagman 48 {Roche)

8.2.7. Mpn Heobxo4MMOCTU (COrNacHO WMHCTPYKUMM K npubopy) fobaBuUTb BO BCe NPOOUPKM
YKa3aHHOe KOJIMYEeCTBO MMHEPabHOro Macna.

8.2.8. [lo6aBnTb BO BCe MPOOMPKM WHAMBUAYANbHBIMA HAKOHEYHUKaMK C a3p030/bHbIMU
tunbTpamn B 06beMe 1/4 0T BHECEHHO aMNINPUKALLMOHHOM CMECH:

a) B (hoHOBble NPo6UpPKK - peareHT «JHK-3KCIPECC» (BxoAauT B COCTaB Habopa);
6) B NPOOGUPKY OTPULLATENIbBHOrO KOHTPO/IbHOIO 06pasua - pas3baBuUTensb;
B) B NPo6GMpPKK nccnegyembix 06pasLoB - nccnegyemble obpasybl AHK;

r B MPOOMPKY MONOXWUTENbHOIO KOHTPO/IbHOIO 06pasua - MOMOXUTE/bHbIA KOHTPO/bHbIM
o6pazey, AHK.

ONna CHWKeHUs pucKa KOHTaMMHauum obpasubl cnegyet [06aBNATb B YKasaHHOM MOpPsAKe.
Mpobupky, B KOTOPYH Obl/1 BHECeH o6pasel, crefyeT MO BO3MOXHOCTU HEMeA/IEHHO 3aKpblBaTb
KPbILLUKOA.

8.2.9. MpobunpKK 3aKpbITb (ECN 3TO He ObINIO cAeNaHo paHee) U LLeHTPUyYrmposaTb B TedeHne 3-
5cekyHg npu 2250 - 4000 g (1500-3000 06/MUH) Npy KOMHATHOWM TemmnepaType Ha MUKPOLLeHTpudyre-
BOPTEKCE.

&]OB cnyyae nposefeHusa MLP ¢ geTekumein pesynbTata «MN0 KOHEYHOW TOYKE» peakumn
MepeHecT NpPOGUPKU B MNporpeTblii  go TemnepaTypbl +93°C  nporpaMMupyemblii  TepMocTaT
(aMmnndmkaTop) 1 NPoBecTU aMnaAMMOUKaLMIo No creaytoLein nporpamme

+94 °C 1MI/IHyTa 30 cekyHp,

+94 °C eKyH[

+64 °C ﬂeKyH,ﬂ, 35 UKnKnoB
+72 °C 40 cekyH[

+72 °C 2|VIVIHyTbI

+10°C XpaHeHue

MpumeyaHue. TpuBeAeHHble nporpammbl  oTpaboTaHbl AN NOCTaHOBKM peakuunm Ha
wTtnpukatope Moaennm «Tepumk», MWMEIOLWEM PEeXUM aKTUBHOro perynupoBaHua. 1o Bonpocy
aflantaumu nporpaMm And MCNOAb30BAaHMA Ha [APYrux Mofgensax aMnam@pukatopoB obpawatbcs K
npoussoguTento HabopapeareHtoB «MOTNMUK-Xn».

8.2.11. Mpn nposegeHnn TMLUP c pgetekuuweld pesynbTata «B pPeXuMe peasibHOro BpeM
amMnanuKaumio cnefyeT NPoBOAUTL MO ClefytoLeid nporpamme:
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+94 °C 1MI/IHyTa 30 _cekyHA

+94 °C eKYH/[,

+64 °C eKyH[

40 uunknos
+72 °C 40 ceKyH[, 4
+50 °C CUNTbIBaAHNE
MpumeyaHue. Mogpo6HOe pyKOBOACTBO Ana paboTbl Ha aMTupukartopax Cc pgeTekuunen

pe3ynbTata «B pPEeXWMEe peanbHOro BPeMeHWU» MNpeAcTaBNeHO B CheynanbHO pas3paboTaHHbIX
MPNNOXEHWAX ana KOHKpeTHOro Buaa npubopa.

8.3. [OeTekuns npoAyKTOB amnangukauum (ona dopmara basosblif).
8.3.1. MNposefeHVe anekTpodopesa

&.1.1. 3anoNHUTL Kamepy [AnA  anektpogopesa IXTAE 6OydepoM, NPUroTtoBleHHbIM Ha
AVNCTUNNNPOBaHHOM BoAe pasbasBneHneM 3OXTAE 6ydepa B 50 pas.

MpumeyvaHme. Mpu ncnonb3oBaHUM «KomnaekTa AN 3N1eKTPOGOpeTUYECKon petekumm No 2»
npoBefeHWe 3NeKTpoopesa HaUMHATL C M. A.5.

&.1.2. K 2 r arapo3sbl go6asntb 2 M1 50XTAE 6ydepa un 100 M1 AUCTUNNINPOBAHHOM BOAbI.

&.1.3. PacnnaBuTb arapo3y Ha 3/1eKTPUYecKon NANTKe, UK Ha BoAAHOM 6aHe, unv B CBY-neun.
Jo6asnTb K 100 mn pacTBopa arapo3sbl 10 Mkn 1% pactBopa 6pOMUCTOr0 3TUAUA, NepemeLLaTs.

&.1.4. OxnaguTb araposy Ao Temnepatypbl +50-60°C npu KoMmHaTHOM Temnepatype (+18-250C)
N3a1MTb B NNaHLWeT Aaa 3anMBKW reneil. [na nonyyeHWss KapMaHOB B arapo3HOM resie YCTaHOBWUTH
rpebeHKy Ha MNaHLIEeT, MCNONb3ys 3aXUM Tuna "oynbaor”. NMocne 3acTbiBaHWUS arapo3bl OCTOPOXXHO
BbIHYTb Fpe6eHKY U3 rens 1 nepeHecTy NaaHLWeT ¢ resieM B KaMepy AJ15 NpoBefeHMs 3/1eKTpogopesa.

&.1.5. HaHecTy B KapmaHbl renis rno 10 MKA npoAykra amnanukaunum B rnocnefoBaresisHOCTU,
COOTBETCTBYHOLLEN HyMepaLmn npoo.

&.1.6I‘|o,q|<moqmb 3NeKTPOhOpPETUYUECKYIO KaMepy K UCTOUHUKY MUTaHUA 1 3a4aTb
HanpsPKeHWe, COOTBETCTBYHOLLEE HANPSXXEHHOCTU 35ieKTpuyeckoro nonsa 10-15 B/cMm aAnuHbl rens.

lMpoBecT 3NeKTPOOPETMYECKOE pas3fe/ieHne NPOAYKTOB aMnIn(KaLmMm B HanpasieHUn o1 Katoza (-)
K aHogy (+). KOHTponb 3a 3nekTpodopeTUHecKUM pasfesieHMeM OCYLEeCTBNATL BM3yaslbHO [0
[BVDKEHMIO NONI0CHI KpacuTens. Monoca Kpacutensa AO/HKHa NPOMTM 0T cTapTa He MeHee 1,5-2 cwm.

8.3.2. PerucTtpauunsa pe3ynbTatoB aneKTpoopesa

8.3.2.1. BbIHYTb Trefb W3 MaHWeTa W MNepeHecTM reflb Ha CTeKNo YNbTpadmoneTtoBoro
TPaHCUIIIOMUHATOPA.

BHUMAHWE! C renem araposbl crefyet pabotarb B nepyarkax. bBpoMucTbid aTuaunin sensetcs
CWIbHbIM My TareHoMm.

&.2.2. BKAOYNTL TPaHCUAMIOMUHATOP W NpoaHanmM3npoBaTb pesysbTaTbl aHanu3a. dparmMeHTbl
aHanmsupyemoii AHK nposBnsoTcs B BUAE CBETALMXCA MOM0C OpaHXeBO-KPacHOro LiBeTa.

BHUMAHWE! [MpocmoTp rens crnegyeT MPOBOAWTL TOMIbKO 4epe3 3alUTHbIA 3KpaH Wan
3alUMTHBIE OYKM, TaK KaK y/ibTpaMoNeToBbI CBET BbI3bIBAaET 0XOrM U BpeaeH AN rnas.

&.2.3. Mony4yeHHble pe3ynbTaTbl MOXHO [AOKYMEHTUpPOBaTb (QoTorpaupoBaHMemM Trefen c
NCMOMb30BaHMEM OPaH>XXeBOro WU MHTEP(EPEHLNOHHOTIO (594 HM) cBeTOPUILTPA.

8.4. [etekuusa npofykKToB amnangukaummn ( gnsa gpopmara ®nyoponon).

8.4.1. [etekums NpoAyKTOB amnandukaumm gna hopmara ®ayoponosn «no KOHEYHOW TOUKe».
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npu nposegeHun MLP ¢ geTekuunen pe3ynbTaToB «NO KOHEYHOW TOYKe» peakumwu cregyet, no
OKOHYaHUN peakuun, MepeHecTn npobupku un3 amnaudukatopa B npubop AN (PyopecLeHTHOW
Jetekuymn pesynbTaToB peakumn (MLP-geTekTop) M NpOBECTU M3MEpPeHUs COrNacHO MHCTPYKUUU K
npuoopy. AHanm3  NpoBOAUTCHA ynpasnsawowen nporpammont MLP-geTekTopa aBTOMaTU4YeCKM Ha
OCHOBaHMW YKa3blBaeMblX ONepaToOpoOM MOPOroBbIX 3HAYEHWIA.

Ana MUP-petektopa «A>XKWH» ycTaHOBNEHbI CriefytoLe NoOporosbie 3HaYeHUS:

Bosbyantenb - + BK

[Xnammnama Tpaxomatuc ZD 2,25 2,25

MpumeyvaHne. [MpuBefeHHble XapaKTEPUCTUKW W MNOPOroBble 3HadyeHMsa oTpaboTaHbl Ans
MOCTAHOBKM peakuMn Ha amnampukatope mogenn «Tepuuk» un MUP-getekTtope «OXWH». Mo
BOMpOCY aganTaymMm nporpaMm A8 MCNOMb30BAHUA Ha APYTUX MOoAenax amMmnandurukaTtopos obpauwatbcs
knpoussoauTento HabopapeareHToB «[MOJIMMUK-Xn».

8.4.2. [eTeKunsa npoAyKTos amniangmkaumm ansa hopmarta ®yoponon « B peasibHOM BPEMEHWY.

Mpn nposefeHnn TLP ¢ geTekuunelr pesynbTatoB B peXuMe peasibHONro BPEMEHU W3MepeHUs
MPOBOAATCA B KaXAOM LMKNe amnavukaumu. o 3aBeplieHUn peakumn npubop BbifaeT KpuBble
HaKomM/1IeHNA (PIyOPecUEeHTHOIo CUrHana.

9. AHA/INM3 NWNHTEPMNPETALNA PE3Y/NIBTATOB
9.1. AHanu3 pe3ynbTaTtoB 4N popmaToB basoBblii.
9.1.1. B oTpuuaTtenbHOM KOHTPO/SIbHOM 06pasue Ao/MKHa BbIABAATLCA TOMbKO OfHa MoJoca
OpaH>XeBO-KPacHOro UBeTa, COOTBETCTBYHOLLAA BHYTPEHHEMY KOHTPOJO, pasmepom 651 n.H.
MosiBNeHMe BTOPOM MOMIOCbI  HA YPOBHE MOMOXUTENIbHOTO KOHTPO/sbHOro o6pasya [AOHK
CBUAETENbCTBYET O KOHTAMUHaUMK (3arpsisHeEHUN) KOMMOHEHTOB Habopa.

B nonoXxuTtenbHOM KOHTPO/IbHOM o6pasue AHK fo0/mMKHbI BbIABASATLCA ABE NOJOCHI:

1) nonoca opaH>XeBO-KPacHOro LpeTta pasmepom 273 M.H., COOTBETCTBYHOLLAA MOMIOXKNTENBHOMY
KOHTpONbHOMY 06pasuy AHK Xnamuaum Tpaxomatuc;

2) noJsioca OpaHXeBO-KpPacHOro uBeTa pasmepoMm 651 M.H., COOTBETCTBYHLWAA BHYTPEHHeMy
KOHTPO/IO.

AHanusnpyemble Npobsbl.

OTcyTCTBME NOMOCbI  OPaHXXeBO-KPAacHOro LBeTa CTPOro Ha YPOBHE  MOMOXUTE/bHOTO
KOHTpOnbHOro obpasua AHK (273 n.H.) cBuagetenscTByeT 06 oTtcyTcTBuUn AHK Xnamnanm TpaxomaTtuc
BaHaM3MpyemMoii npooe.

Hannuve nonockl, COOTBETCTBYIOLEN MO 3N1EKTPOPOPETUYECKON NOABUXKHOCTU MOSTOXKUTENIbHOMY
KOHTposbHOMY 06pasyy AHK (273 n.H.), cBuieTenscteyeT o npucytcteumn AOHK Xnamngun
TpaxoMaTuc B aHanInM3mpyemoii npooe.

Bo Bcex oTpuuartenbHbIX 06pa3yax A0/HKHA BbIABAATLCSA MOI0CA OpaHXXEeBO-KPacHOro LseTta
pa3Mepom 651 M.H., COOTBETCTBYHLLAA BHYTPEHHEMY KOHTPO/IHO.

MpumeyaHue. Ecnu B npobe npucyTcTByeT 6onbwoe kKonuyectso A HK nckomoro so3byauntens,
TO Ha Trenb-3/eKTpooperpcwme Ao/XKHa HabnlAaTbCs WMHTEHCUMBHAs Mo/j0ca Ha YpOBHe
MONOXWUTENbHOTO KOHTPONbHOTO o6pa3ua AHK, HO Npu 3aToM MOXeT He Habnwgatbcs MNOMOCH
>BHYTPEHHEro KOHTPONS; TakKue npobbl crefyeT UHTEPNpPeTUpoBaTb Kak MNOMOXUTENbHbIE.

Ecnn B aHanu3npyemom 06pasue OTCYTCTBYET Kak Mosioca, COOTBETCTBYHOLLAA MO MOABUXHOCTMU
NOJIOKMTENIBHOMY KOHTPOJIbHOMY 06pasuy AHK, Tak n nonoca BHYTPEHHEro KOHTPONSA, 3TO O3HaYaer,
o peakums amnangukaumm He npowsa (BO3MOXHble MPUYUHBLL Npoba COAEpPXUT BeLlecTBa.
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nHrnébupyrowme [MLP; HeagekBaTHasa paboTa amnauM@ukaTopa;, OWMOKa BbIMOMHEHUS NpoLeafypbl
NnpoBeAeHNs aHanmsa n ap.). B aTom cnyyae Heo6X04MMO MPOBECTU MOBTOPHbLIA aHann3, Ha4yMHas co
craavm BbleneHmsa AHK.

9.2. AHanus n nHTepnpetauunsa pesynbtatos gnsa gopmara ®nyoponon.

9.2.1. Mpu nNpoBefeHUN [eTeKuMn «MO0 KOHEYHOW TOYKe» peakUuuu aHanm3 MpoBOAU
yNpasnstoLLein NporpaMmoin aBTOMaTUYeCcKM Ha OCHOBAHWM YKa3blBaeMbIX OMEpPaTopoM MOPOroBbIX
3Ha4eHWIA. Pe3ynbTaT BbIBOAMTCA B COOTBETCTBYIOLLEM MeCTe MPOTOKO/A, 3aBUCALLEM OT KOHKPETHOM

NporpavMmbI.

VIHTepnpeTauusi pesybTaToB aHasM3a NPOBOAMTCS B COOTBETCTBMU C Tabnuuen 7.

Tabnuua 7
Pesynbtar  Cneuynguka* BK* WTepnpeTtauus
+ CUTHan>«+» no6on Peakumsa npowna
- CurHan<«-» CurHan>«BK Peakuusa He npotuna.
» HEOBXOOWMMA nepectaHOBKa
|K+ HA (na, N/A)  CurHan<«-»  CurHan<«BK
o «-»<CunrHan no6on
<«+ »
HA (na, N/A) CurHan<«-»  CurHan<«BK KoHTamuHauus otcyTcTeyet
CUrHan<«-» CurHan>«BK KoHTamuHaums reHOMHOM AHK
» YesioBeKa.
K- MepectaHoska HE TPEBYETCH.
+ CUrHan>«+» noboi Cneununyeckas KOHTaMUHaLMS.
9 «-»<CUrHan no6oi HEOBXOOWMMA nepectaHOBKa.
<«+»
+ CUrHan>«+» no6on MonoxuTenbHasa npoba
A - CurHan<«-»  CurHan>«BK OtpuuatensHas npoba
U
; g 9 <<-»<CurHan no6ou COMHUTENbHbIV pesynbTar.
<« HEOBXOAWMM nosTop aHanusa.
? Ha (Ma, N/A) CurHan<«»  CurHan<«BK HepocToBepHbI pesysnbTaT.
< » HEOBXOAWMM nosTop aHanusa.
o (o He nHTepnpetnpyertcs.

*CurHan cooTBeTCTBYHO W E€ro KaHana cpaeBHmMBaeTcda Co cneayOWMMN NOPOroBbiIMnN 3Ha4YEHNAMN !

1 Ana cneyunduryeckoro curHenmw(Cneundguka) -

I0OPOrOBbLIMU 3HAYEHUSIMMU;
-ONs BHYTPEHHEro KOHTPONSA - C MOPOrOBbIM 3HAYEHMEM BHYTpPeHHEero KoHTponsa «BKwy.

NMNOJTOXWUTENBbHBIM

«+»

CpaBHEHUSI MOTYYEHHbIX MOC/1e HOPMUPOBKYM 3HAYEHWUI CUTHaNa C MOPOrOBbIMMU.

rpacgmueckomM Buae NpeAcTaBieHbl Ha gnarpaMme .
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B cTon6ue PesynbTaT BbIBOAUTCS KaYeCTBEHHbIV pe3ynbTaT aHanun3a, onpeaeneHHbIn Ha OCHoBe

B cTtonbuax Cneumnduka 1 B K BbIBOAATCA YMCNIEHHbIE 3HAYEHWS CUTHAIA B COOTBETCTBYOLLNX
KaHasiax, HOpMMUpPOBaHHbIe Ha POH (YCPEeLHEHHbIN (POH NPUHMMAETCS PaBHbIM
KO3(hMLMEHTBI NS KAXA0ro KaHana BbIBOAATCA MOJ COOTBETCTBYHOLLUM CTONOLOM). Te Xe 3HaYeHus B

HOPMMPOBOYHbIE
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I'Ipl/lmeanme. |_|pl/l BO3HUKHOBEHNWN COMHWUTENbHbLIX NWIN HEAOCTOBEPHbLIX PE3y/IbTaTO0B, @ TaKX €
COOOLWEHNI 0 HEAONYCTUMOM PacXoXA4eHWUMN 3Ha4YeHU (QOHOBbIX MPOBMPOK cnefyeT NMPOBEPUTDL
nopsifoKkpaccTaHOBKW NPOBMPOK B feTeKTOpe, a TakKX e caMW NPoGUPKN HAa NPUCYTCTBUE
Mewarwmnx geTeKunm GakToOpoB M NPU MXOTCYTCTBU MU ewe 2pa3a NOBTOPUTL AeTEeKLUIO.
KOoppeKTHbIM cCHMTaTb pe3ynbTaT, 3aperucTpmpoBaHHbIA He MEHEE YeM B 2 U3MepeHUsx n3 3.

9.2.2. Mpn nposegeHnn TMLP c pgeTekumein pe3ynbTaTOB «B PeEXWMEe peasibHOr0 BpeMer
M3MepeHNs MPOBOAATCA B KaXAOM UWKe amnav@ukaumn. 1o 3aBeplleHUU peakuum cnepyet
3KCMOpTMPOBaTb AaHHble, MOMyYeHHble YNPaBAAloLW;ed NporpaMMoin, W fanee aHaaM3MpoBaTb WX B
nporpamme, npegHasHa4eHHOM A9 aHaIm3a pesy/ibTaTos.

Moporosas NMHUSA 415 OTCEYKM LWYMa 1 aHann3a BblbrupaeTcsa cornacHo tabnuue 8

Tabnuua
KaHan dnyopodop [oporosas MHNA oy i KN
BHYTPEHHUIA KOHTPOb F2 HEX 2 35
])-(I'IaMI/I,CI,I/ISI Tpaxomatuc F1 FAM 1 35

C wvcnonb3oBaHMEM 3TUX HACTPOEK aHa/M3vpylowas nporpaMMa aBTOMaTU4Yecku paccymTaet
IUMKIbl NepeceyeHns KPUBbIX HaKOMIEHWS (DOHOBOrO CUrHana C MOPOroBOM NuHWel. OTCyTCTBUE
3HaueHMst Ansi obpasuya O3HayaeT, YTO MEepPecevyeHUs KPMBOWM HaKOMIeHMs (HOHOBOrO CUrHana c
NMoporoBoii NMHMEN He OblN0. Bce wuMelol|Mecs 3HA4YeHUS] CPaBHMBAKOTCA C COOTBETCTBYHOLLIMM
3HAYeHVEM KOHEeYHOro umkna. CuTyauums, Korga 3HayeHue 60blie KOHEeYHOro LUMKIa paBHOCU/IbHA
l0TCYTCTBUIO 3HAYEHUS.

AHanu3 pesynbTaTOB MPOBOAMTCA B COOTBETCTBMM C MHCTPYKUMENH MO MNPUMEHEHWUIO
|[nporpammHoro obecrneyeHnsa npnoéopa.

9.2.3. VHTepnpeTaumMs pe3ynbTatoB aHann3a NPpoBOANTCS B COOTBETCTBMK C Tabnuuen 9.

Tabnunua 9.
Ct FAM CtHEX Pesynbtar
152 <KL, no6on Cneundgumyeckas peakymsa npowna
H3 nnn > KL, no6oii Cneunguryeckad KOHTaMMHaL WS OTCYTCTBYET.
. Crieymdmyeckas KOHTaMUHaLKA.
IS <KH noboi TPEBYETCSH nosTOp NOCTAHOBKW.
KoHTamnHauunsa reHomHon AHK yenoseka.
H3 > KU <Ku MosTop noctaHosku HE TPEBYETCH.
T <KL, noboi MPNCYTCTBWE OHK Bo3byauTens.

@ H3 nnn > KU <Kl OTCYTCTBUE AHK Bo3byautens.
MHrnémnposaHve nnu HefocTatouHoe BblgeneHne JHK
> >
n H3 v > KL H3 ww > KL TPEBYETCH noeTop aHanusa AaHHOro obpasua.
®oH HEE MHTEPIMPETUPYETCHA

Aex

B Tabnuue Mcnonb3oBaHbl cnegytowme 0603Ha4YeHUA:

ft FAM - UuMKn nepecevyeHUs KPWMBOM HakKonaeHua cneyudguyeckoro (gpnyopogop PAM)
! (h/lyOpecLIeHTHOro0 C1MrHana obpasua ¢ MOPOroBow NNHUENR;

JAHEX - umKn nepecevyeHnss KPUBOWM HaKOMIEHMA (PYOPECLUEHTHOIO CUTrHaNa BHYTPEHHETO0 KOHTPO/IA
! obpasya (hnyopoop HEX) ¢ noporoeoi nnHueir;
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H3 - nepeceyeHne KpMBOM HaKOMMIEHUA (IyOPeCLLEeHTHOr0 CUrHasa ¢ MNOpPOroBOM JIMHUEN He
3aperncTpmpoBaHo;

KLl - KOHEUHBI LUMKN - MepecevyeHnss KpuBOI HakomaeHus (yopecLeHTHOro CUrHana ¢ noporoBoi
JWMHVEA MOC/Me Hero MOSIHOCTbIO aHa/IOTMYHO CUTYauun, KOraa MepecevyeHue He 3apervcTpupoBaHo
BOBCE.

MNpumeyaHune. lMpuBeaeHHble XxapakTepuctuku KL, 1 noporosble 3HayeHUSA MpefcTaB/ieHbl Ha
npumepe npubopa Cobas Tagman 48. [lo Bonpocy ajantayuu nporpaMm A/sa MCNosib3oBaHUA Ha

Jpyrnx Mofensix aMnnnguKaTtopoB o6paliatbcsi K nponssoamtento Habopa peareHtos «[MOJIMMUNK-
X,

10. YC/1OBUNA XPAHEHNA N SKCTTNTYATAUNWN HABOPA

10.1. PeareHT OHK-3KCIMPECC po/mkeH XpaHUTLCA B YMNakKOBKe MpeanpuaTUA-n3rotToBuTens
MU Temneparype +2-8°C B TeyeHWe BCero cpoka rogHocTtu. JonyckaeTca XpaHeHWe peareHTta npu
Temnepatype Ao +25°C He 6osee 5 cyTOK.

10.2. KomnnekTbl 418 MNPOBeAeHUs amnangukaumm Bcex (POpMaToB LO/MKHbI XPaHUTLCA MpuU
Temrnepatrype MnHyc 18-20°C B TeyeHue BCero cpoka rogHocTtu. [onycKaeTcsd XpaHeHMe KOMMJ/IEKTOB
MM TemnepaType He Bbille & He 6onee LcyTok.

10.3. KomMnnekT Ans anekTpogopeTnyeckon getekumm Nel A0/HKEH XPaHUTLCS NPU KOMHATHOM
Temreparype B TeYeHMe BCEro CpokKa rogHoctTm, KoMmniaekt Ne2—npu temneparype +2-8°C B TeyeHue
BCEro CpoKa rofHocCTu.

10.4. Cpok rogHoctn Habopa- 6V|ec;||_|,eB co gHa npuemkn OTK npesnpuaTUA-U3roToBUTENSA.

10.5. O6paboTtaHHble (npowegwve BbweneHne AHK) npobbl MOXHO XpPaHUTbL NpU Temnepartype
+2-83 He 6051€ee 04HOWM Hedenu unwn npu Temnepatype -18 ... -20°C He 6onee Qwuecsues.

10.6. IXTAE Oydep MOXHO XpaHWUTb MNP KOMHaTHOW Temnepatype (+18-250C) He 6onee 1
Hefem.

[ns nonydyeHus HafeXHbIX pe3y/nbTaToB He06X0AMMO CTpOroe cobn0AeHWe WHCTPYKUMK MO
NprYIMeHeHW0 Habopa.

Mo Bonpocam, KacarlouwMmcst KadecTBa Habopa, cnegyet o6pawartsca B8 OO0 HM® «JTUTEX»

magpecy: 119435, r. Mocksa, yn. Manasa Nuporosckasa 1, cTp.3, TenedoH/gakc: (495)246-45-01, nnn
e-mail: info@Ilvtech.ru

B VHCTUTYT CcTaHAapTM3aLnm 1 KOHTPONSA /leKapCTBeHHbIX cpeacts ®ry «HL 3CMTI1» Poc3gpas-
Haazopa no agpecy: 117246, Mocksa, HayuHbin npoesa, 4.14 a, ten: (495)120-60-95; 120-60-96.

FOBOPYH T.J1.
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