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HHCTPYKIHA

N0 NpUMeHEHNIO Ha0opa peareHToB Ans o6HapyxeHus
Bupyca npoctoro repnieca sroporo thna (Herpes simplex virus 1T)
MEeTOA0M MOJIHMEpa3HON USTIHOH peaKuii

I'EPIIOJ

BzameH wHcTpyKumy, yreepxkaenHod M3 P@ 10.01.2001 r.

1. HASHAYEHHE

1.1. HaGop pearenros «[EPTIOJ» npepnasHaten and kauecteeHHOTo o6HapyxkeHus JIHK Bupyca
npoctoro repneca sToporo Tuna (Herpes simplex virus [f) B Gnonorudeckom matepHane (cockolm
IMUTENHANBHBIX KJIETOK U3 LEPBHKANTBHOrO KAHATA H YPeTpsl, TeHKOLHTapHAas Macca KPOBH) METCIOM
NONHMEpa3HoH LeMHOoH peakumm.

HaGop npeaHazHasueH A1 NPHMEHEHUA TONBKO in vitro.

1.2. Habop pearenros «'EPITOJI» MoxeT OpITL HCMONL30BAH B KTHHHYECKOR JHATHOCTHKS HOCHTEILCTRA
Bupyca npocToro rephieca BToporo THINA, A TAOKS ANA OLEHKH 3D DEeKTUBHOCTH TEPAITMM MEPrETHYECKOH
MHPEKIHH.

1.3. HaGop umeer popmaTsi: Bazosetii u Oayopono, pasiMaaroliHecs KOMIEKTalueH (Huciomn
PeaKLHOHHbIX 103 - TOCTAHOBOYHLIX PeaKi\Hil, CTENEHbIO FOTOBHOCTH KOMIIOHSHTOB K NTOCTAHOBKE
aMNIHPHKauMK) H cnocoboM AeTexLmH aMnauduunposanHoro dparmenta JJHK (anexrpodoperHyeckoe
pasgeneHHe MpoAYKTOR B ArapoO3HOM Ienie WIH GiyopeclieHTHAA ZeTeKUK Ha ananTHPOBAKHBIX VI 3TOTO
npubopax).

dopmar Basoswii. Habop paccuuTaH Ha npopeaeune aHannza 50, nnn 100, unu 200 kausHyeckux obpaiuos,
5, vnu 10, wim 20 npob nonoxuTensHoro koHTpoasHoro obpazua JTIHK Bupyca npoctoroe repneca sroporo tTuna
1 5, nau 10, nnn 20 npob oTprLaTeIbHOTO KOHTpONbHOro obpasua (scero 60, uau 120, unu 240 onpeaenennii) u
nocneayiouei aetekuux amnaHpuuuporatHoro gparmenra JHK metogom snexrpodopesa B arapo3HoM rese.

HucTpykuus paspaGotana: 3am. aupextopa QOO HIT® «JIMTEX», 1.6.H. FosopyHom B.M.,
HayuubiM coTpyatukom Q00 HII® «JIMTEX», a.6.H. etpynuneim 1. 11

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCMIbITAHII W PETMCTPALIMI MERHLMHCKUX H3ENHA
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QopMar Daveponosn, HaGop paccurraH Ha nposeacHue anamisa 100 knuanyecknx obpasuos, 10 npob
NIOJIOKHUTEIEHOTO XOHTponsHOre obpasua JHK Bupyca npocroro repneca sroporo Tuna, 10 npod otpuuarens-
HOTO KOHTPOIBbHOTO 00pa3ua, 10 npob oHoBEIX oGpasuos (Beerol30 onpenenetnii} u nocneaytowel gayopec-
ueHTHOM Jetekumy ammumpuurpopanHoro ¢pparmenta JJHK mMeTos0oM rubpransaumH ¢ 30HAAMH 410 KOHEYHOM
TOYKEe» peakLii WK «B peaisHOM BPeMEHH» Ha AJAITHPOBAHHEIX 118 3TOrO NpHbopax.

2. MIPHHIOUAII METOAA

2.1. Habop pearerros «'EPITOJI» ocHOBaH Ha HCMONMB30BAHHH METOAA MOTHMEPA3HOH LeNHON peakuuH
(I1L1P) ans onpeneacHHA cnelnduuecknx yuactkos [ITHK Bupyca npocroro reprieca proporo THna (Herpes
simplex virus 11} myTem Hakomnenus (ammaupUKalHK) CneuHHHECKNX PpparMenToE.

B pesynbTare MHOrOKpPaTHC HOBTOPSKIRMXCA LUMKNOB cuHTe3a HoBhix nenei JIHK, romonorHunex
cneundrgeckoid obpmactH JIHK-mmmenn, npoucxoaut Hakonnewwe d¢parmentos JHK B xonmuectae,
AOCTATOMHOM 1S ACTEKLIMH.

AHanuz ¢ HenonbaosanueM Metoaa ITIEP pxmouaet 3 sTana;

1. ITpoSonoaroroeka (peiaeneque JAHK).

2. Tloctranoska peakumnn [1LP-aMrudrkauun.

3. Jletexiiin npeaykTos ammiHpukaumi. OcymecTsnfeTcs asyma croco5aMu B 2aBUCHMOCTH OT opMaTa
Habopa:

- MeToA0M MeKTpodiopesa B araposHoM rene (hopmar basosbiit);

- MeToIoM payopecueHTHOH aeTeKuHH (popMar Dryoponos), KOTOPLIR NO3BONAET NPOBOAHTD
perucTpauuio npoaykTos ammnudukamu JTHK-pparmenra B npoliecce peakuny. Jlerekuns npoayxros
amMru$UKaLMi OPOBOAMTCH B PEAKUUMOHHOM PacTBOPE 3a CUeT ceundHyeckoil rubpyan3aiy aMNIHKOHOS ¢
OJIMIOHYKIICOTHAHBIM 30HIAOM, HECYIIUM (yopecLieHTHYI0 MeTKy. B Xoe nocacaytoLe# nonuMepasHoH
peakuHy NPONCXOAMT Pa3pyIISHHE 30Ha M BRICBOOOKAeHHE QUTyOpeCcLIEHTHOH METKH B PacTBOP, YTO ACNaeT
BO3MOXHBIM €€ perncTpallHio Ha duryopecueHTHOM JeTekTope. [porpaMmuoe obecneuelHe, npunaraemoe k
aMIH$UKaTopy WiH GRYOpeceHTHOMY ASTEKTOPY, I03BONIAET NPOBOANUTE KOpPSKTHYIO 00padoTKy AAHHEIX AN
suiaenenns JIHK Bupyca npoctoro repneca sroporo THna (BIIT 2).

dnyopecueHTHaa AeTeKUMA He TpebyeT oTKpbhipaHKna Npobupox nocne nposeaeHus ITLP 1 uspneyeHns 13
HHUX DPOAYKTOB PeaKUMH, YTO 3HAYMTSALHO CHIDKAST ONACHOCTE KOHTAMMHALAM MOMEINEHHA H PEAreHTOB
aMNIHKoOHaMH.

3. AHATUTHYECKHE XAPAKTEPUCTHKU

3.1. CnenudHIHOCTD aHANK3A

100% cnenmupnuHOCT

CreunduuBocTt onpeaenseTcd OMMIOHYKTEOTHAHBLIMH 3aTpaBKamH (npafiMepamn), noA00paHHbIME K
FOMOMIOTHMHEIM  YSACTKAM MOCIEA0BATENRHOCTH reHa ramkonporeuHa D BIIT 2, a tawke cneundudHbIMK
iyopecueHTHBIMM  ONMTOHYKACOTHAHBIMKM 30HAAMM JUIA THOpHAM3ALMM € KOMIVIEMEHTapHbIM Y4YacTKOM
amMiiMkoma (cnmeumduueckoro nNpoiayxra ammmngukauny). HenoasizoBanue Habopa «EPITIOJ» nossonaer
BEIABMATE TONbKO BHpyc npocToro repneca Broporo THna (BIII 2) n MCKAYACT NEPEeKPSCTHLIE PEAKLHH C
GAM3KOPOACTBCHHBIMA MHKPOOPTaHM3MaMH M APYTHMH HHEKIIHOHHBIMH BO36Y AHTEI MM,

3.2. YyBCTBUTENEHOCTD AHAIN2A

C nomonisto Habopa «TEPTION» moxHo ofnapysxnts 10° reHomM-3kKRUBANEHTOB/MSI
n 6onee JIHK-matpuu Bupyca npocroro repneca sroporo Tuna (BIIT 2) B npomenwei o6pabotky (BelacneHue
JHK) npobe.

4. MEPBI TPEAJOCTOPOXHOCTH

4.1, [ToTeHUMANBHBIH pHCK MpUMeHeHHs Habopa — knacc 26.
4.2. Bce KOMNOHEHTH Habopa B HCTIONb3YEMBIX KOHUEHTPALHAX ABNAIOTCA HETOKCHYHEIMH.
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43. Meps npepocToposknocTH - cobmogeHue “TlpaBun  ycTpoiicTBA, TEXHHMKH (e€30NMACHOCTH,
OPOM3BOJCTBEHHOM CAHHTAPHH, NPOTHBOSMMAEMMYMECKOro pexXuMa M NHYHOH rurueHsl npu pabote B
Jaboparopuax {OTAENEHHAX, OTAENAX) CAHHTAPHO-3NMHASMHOJOTHYESCKHMX YUpeKAEHHIL cHcTeMbl MHHHCTEPCTRA
sapasooxpaHeHus CCCP” (Mockea, 1981 r.).

4.4. Tlpu pabore ¢ aHammsnpyeMeiM GuoMaTepHaioM ClEAYeT HaAEBaTh OJHOPAIOBLIE PE3HHOBLIE MAH
TUIACTHKOBBIC [ICPYUATKH, T.K. GnonormdecKuii MAaTEpHaT YCNOBCKA MOXKET ARNATECA HCTOUYHHKOM HH¢BK1MOHHLIX

WIH BUPYCHBIX 3a001eBaHAH.

5. COCTAB HABOPA

B cocras Haopa peareHTOB BXOJAT TPH KOMIUIEKTA:
5.1. Komunext ans npoGonoarorobkn (spigenenue JHK):

Pearent B npoGupkax ana seigenedns JHK u3 6uonpo6 ¢ Lesbio NocieAylomero aHannsa mMeToaoM

nonumepazHoii nenHoii peakumu («JTHK-OKCITPECCy) (Ha 100 anann3npyeMsix npob).

Kommnekt «/IHK-DKCIIPECC» coctout M3 100 mpoGupok ™na dnneHaopd emectHMocTeio 1,5 mn ¢

3aMeJIKHBAIOMIEHCA KPBIKOH, coaepxkamux no 200 MK peareHTa.
5.2, Komnnexr pearenros xng nposeaenns [IHP-amundukanan.

,[[amlue KOMIUTICKTBI BEITYCKAKYTCA B Pa3IHYHBIX ¢opma'rax, B 3aBHCUMOCTH OT YHCAE PEAKUHOHHBIX 103

(nocTaHoBOMHMIX peakuuit), CTENIEHH HX rOTOBHOCTH K NOCTAHOBKE aMIuMduKaiuu (cM Tabn. 1) .

Tabnnua |
OopMar
MapkupoBxa Coctas Kommnekrauns
®opmar Bazossiii . PeaKilnOHHan CMECB™* ........coovveininiiiiiiinininin I nmpoBupka — 165mkn
Mapxkuposka (50) . Tag-nosUMepasa.......c.ccooveveviciieiiininn s 1 npobGupka — 31 Mkn
. PasbaBUTeNb.........cco vt 1 npoGupka ~ 2 mn
. MHHEPANEHOE MACTIO. . ..uvuvnririnnnrinrnrarnennrann 1 npobupka - 2,2 mn
. ITonokuTenbHBIH xoHTponkHbid 06pazen JTIHK... 1 npoSupka — 60 Min
dopmar BasoBiiit | 1. PeakLHOHHAS CMEBCE™.......ovvin i cicciinnnvannnn | mpo6upka — 310 mkn
Mapkuposka (100) . TaqQ-MOMUMEPARA. .......ociivirvivnniiisrainen e | npo6npka — 31 Mt
CPasBABMTENE. .. .eei e 1 npobupka -2 MA
» MMHEPATLHOE MACHO. ...cevivienennneinrinnininnns 1 npoGupka ~ 2,2 Mn
. [Tonoxurensublit konTpoaskbiti obpaseu THK.. .. | npoGupka — 60 MK
topmar  Basoseiii PeakuMOHHAT CMECE™ ... eoviiiviiiiiiniii i 1 npabupka — 620 M
Mapkupoeka (200) TaAG-OMAMBPATA. ... eevneeneeancvaaierrrosncensesionn 1 npobupka — 55 MKN
PazBaBHTEMB. ....0ivvvvrerneiniienierecrienaiiasins 2 npoGupxu — no 2 Mn

. MHHEPANBHDE MACIO. .. ..ivreaiarinassiiarniinnnns
. Monoxurensnbii kouTpoNbHEIA 06pazen JIHK....

2 npobupxn —no 2,2 Ma
1 mpoGupxa — 100 Mkn

Qopmatr Onyoponon
Mapkunpoeka KT (no
KOHEMHON TOYKE)

. PeakumoHHas cMech*

. TAq-NOMMMEPATA. . .c.ovvviiieiciriririiiiiiiniaaian
LPasBaBHTENb. ...

. MHHEPANIBHOE MACD. .. eveveeenenrinanenennscsnese

. [NonoxknprenbHbiii KOHTpONbHKIA 06paszen JIHK....
. Pearent «JIHK-DKCITPECC»

1 npoSupka — 680 Mrn
1 npobupka — 30 Mxn

1 npofupxa — 2 Mn

2 npoBupkH —no 2 Mn
1 mpoGupka — 100 Mxn
1 npobupxa — 200 Mxn

Dopmar Dnyopornon
Mapxupoeka PB (B
pEaIbHOM BPEMEHH)

SAmbaWN—~lcusrwn~RlAVNSILBEWND =LAWL =

. PeakuuonHnag cMecr* ¥

. Taq-MOMMAMEPABA. ...ovvvviniiriiiiriiii e
. PazbaBHTENb. ....ovvvriiiviiiiiiii e

. MMHEPANBHOE MACTIO. ... ivviiniiiiaiaiiiininiiniai,

. MonoxuTenpHbIA KoHTponeHLIH o6pazey /THK. ...
. Pearent « THK-3KCITPECC»

1 npobupka — 1360 MKn
1 mpobupka — 60 Mxn

2 mpobupky — no 2 MN
2 npofupky — no 2 mMn

1 npoBupka — 200 Mx

I mpobupka — 200 Mrn

KoMiuvexTrsl i 1IpoBCeaCHNA amnnntbuxauuu BEJIROYAKOT FOTOBBIC K [IPUMEHCHUIO PCArcHThI.

*B cocras peaxumonnoii cmecu (hopmat Bazoshlit) BXoasT:

s pacteop AHT®;
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¢  pacTeop cnetdpuuHEIX npaliMepos,;
MNIP-Gydep;
BHYTPEHHWHA KOHTponb (pekoMOMHaHTHas Mna3MuIa, coAepxamias GpparMeHT-BCTABKY OMNPENEIeHHOTO
pasmepa);

**B coctap peakunoHHoi cmecu {popmar ®ayoponon) BXOAAT:

pacteop nHT®;
pacreop cnenupuuHEIX Npaimepos;
THIP-Gydep;

drryopectieHTHEIE 30HABI (2 30HAA): 30MA ANA crietHdHYecKoro dparMeHTa coaepakuT duryopodop

FAM, 30HA U1 BHYTPEHHET0 KOHTPONA coaepxkuT dyopodop HEX;

e npaiMephl 114 BbIABICHNA BHYTpeHHero konTpons (reHomeas JIHK); sHyTpeHHRI KOHTpONb MO3BONACT
KOHTPOQITHPOBATE NPOLECC NMPOXOKACHHA PCAKIHH amnnmbm-:almu, A TaKXk¢ TCCTHPOBAThH HATHYHE B
npobax BemECT., HHIHOHPYIOHX NOTHMEPAZHYIO LICTHYIO peakuMio U kadecTso BhiaeneHus JIHK.

KoMmnnexr /s npoeeneHns aMILTHPHKAUHH (NO SKeNaHHIO KNHEHTA) MOMKET TAKOKE NMPEACTABNATE FOTOBYIO

K MIPHMEHEHHID paccbaconauﬂyio No HHAUBHAYANbLHBIM npoGupKaM amnnmimxauuonuy:o CMECE,

5.3. KoMnnext pearenTos A8 34eKTPoJopeTHRECKOl JeTeKIHH |

Tabnuua 2
Popmar
Mapkupobka CocraB Komnnexrauus
1. Araposa 1 ¢pnakon —4,0 r
Kommnexr Nel 2. PacTBop GpoMHCTOrO 3THAMA 1 npoGrpka — 30 mxn
3. 50-kparusiii TAE-6ydep 2 ¢nakona - no 13 ma
Kommnext Ne2 1. 2% araposHeiii rens (40 nynox ) 3 nnammeta
2. S0-xparublii TAE-Gydep 1 guiakoH ~ 25 ma

6. OBOPYJXOBAHHE, PEATEHTHI H MATEPHAJIBI

1-# 3Tan - suaencuue JJHK 13 6nonpobel

Iina Beex popmator
peareHT B npodnpkax ana Belaenenns JIHK w3 Gvonpot « THK-OKCHPECC»
NaMHUHApHB BOKC 2-T0 Ki1acca 3alIWThI;
ueHTpudyra na npoSHpok BMecTHMOCTEIO 1,5 Mn Ha 8000 — 12000 06/MuH;
mMukpoueHnTpndyra-poprerc Ha 1500 — 3000 o6/Mun;
TBEPAOTENLHLIA TEPMOCTAT A MPoOHPOX BMECTHMOCTHIO 1,5 M THIIA DnneHAopd, noAAepKUBAIOLLKEH
TemnepaTypy o + 99°C;
[IMNETKU-X03aTOPEI MEPEMEHHOrO 00LEMa CO CMEHHBIMM HAKOHEUHHKAMH, O3BONAIOLIHE OTOHPATh 06bEMBI
skHaxocTi 5-30; 20-200; 100-1000 mkn;
MepUaTKH pe3HHOBbIE MITH NITACTHKOBLIC OJHOPA3OBbIC,

2-#t aran - npoe genne IP-amnnndykanmH.

2.1. Jina Bcex dopmaToB

KOMTIJIEKT peareHToB /U npoeeacHHs TNLP;

IIP-60xe ¢ Vb-namMnoii;

TEPMOCTAT fIporpaMMHpyeMbIit (aMmnHduKaTop);

MHKpOLleHTpHYra-sopreke Ha 1500 — 3000 o6/Mun;

MHUNEeTKH-A03aTOPH NepeMeHHOro 00heMa ¢0 CMEHHBIMH HAKOHEUHHKAMH, NMO3BONAICIKHE 0TOHPaTs 06beMbl
sMakoct 0,5 — 10; 5-50; 20-200; 100-1000 MKn;

OJHOPA30BLIE MOJHNPONIIEHOBEIE MUKponpoOupku BMecTMMocTe 0.5 Ma (unu 0,2 Mn) ana
AMTTAGMKALIAM;

OAHOPA30Bble HAKOHEYHHKH ¢ GHILTPOM (asposonbHLIM GapsepoM) no 100 uik Ao 200 Mka;

XONOAWIBEHHK ¢ MOPO3MIBHOM KaMepoil A XpaHSHUS HCXOHBIX PCareHTos;

NepuaTKy pe3MHOBRIE WITH NNACTUKOBLIC 0JIHOPA3OBEIe.
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2.2, lIna dopmata dnvoponon

TEPMOCTAT NpOTpaMMHpyeMBlil (aMIuiM(pukaTop) Wnx aHanausarop Ana nposenexns [ILP ¢ nerexumei
pe3yNbTaTa B PeXXHME «peanbHONC BPeMSHM,

— OecuBeTHBIE OAHOPAZOBLIE NIOMHNPONRAICHOBEIC MHKPONPOOHUPKH BMeCTUMOCTBIO 0,5 Ma {(uau 0,2 M) ans
aMnNIHHKALHA.
3 3Tal - ACTEKLUNWA NPOAYKTOB aMILHUKALIHK.

3.1. MetonoM snexTpodiopesa B arapossoM rene aid dopmata balosslit.

—  KOMIUIEKT Pearc¢HTOB TS aneKTpodoperudeckoii aetekiun (koMnaext Ne | unn komanext Ne 2);

—  Kamepa A1 TOpH3OHTANBHOTO JNeKTpodopesa;

— HCTOYHMK NMOCTOAHHOTO TOKA C HANpKeHHEM He MeHee 150 B;
—~  Y®-TpaHCHNAIOMHHATOD;

— CBY-neup ang nnasneHHs arapossl;

—  BEChI TEXHHYECKHE;

—  BOJAA AHCTHIUPOBAHHAN,

— BHACOCHCTEMA ANA AOKYMCHTHPOBAHHA Tenb-2N¢KTPOPOperpaMM CO CBETO3ALIMTHLIM KaBWHETOM HAH
TyOycoM, NOAKNICYEHHAA K MIEPCOHANLHOMY KOMNBIOTEPY;
- NUNeTKU-AC3ATOPHL NEPEMEHHOro O0BEMA CO CMEHHBIMH HAKOHEYUHUKAMY, NO3BONAIOLINE OTOHpaTh 00bEMbI
skMakocT 5-50; 20-200; 100-1000 Mot
—~  eMKOCTb IUIaCTHKOBas Gonbinore ofGbeMa And Ac3akTuBalmAi Gydepa 1 reneii.
3.2. MeTogom da CLISHTHON AgTekIMH i dhopMaTa PAvOponon «no KoHewHol Toukey

- (nyopecLeHTHBIA NeTEKTOP.

7. MPOBOIIOATIOTOBKA

7.1, BB’ITHC, OOCTABKA M XPAHCHHE KITHHHYECKOTO MaTepHana.

Obpasibl cockofoB MOMSWIAIOT HenocpeAcTBeHHO B npobupku ¢ pearenrom «JJHK-OKCIIPECC»:
yecaeAyeMbli  MATEpHAl, NONYUYEHHBIH ¢ TMOMONILI: OJHOPA3OBbIX CTEPMILHBIX 30HAOB, TEPEHECTH B
NONUIPONHNCHOBYIO NpoGHPKY BMecTUMoCThIO 1,5 Mn, coaepxkamyto 200 Mxn pearenta « JHK-3KCITPECCy,
NEepPeMEIlaTh, 30HI H3BACYL U YTUIN3HPOBATE, TPOOHPKY NIOTHO 3aKPAITE.

TMonyyenHsie oOpasnbl Mcnob3oBarh B TeyeHne 2 uacoB ang BeigeaeHus JIHK. lonyexaercs xpauenue

npo6 B pearente «JHK-3KCITPECC» npn TeMnepatype +2-80C He Dosee 1 cyTok WM NPH TeMneparype
-18...-200C He Gonee 2 nenent.

JlelikounTapaas macca kpoBH: S00 Mrn BeHo3HOH KpoBH coOpaTh B OfHOPA30BYIO IUIACTHKOBYH)
npobupky ¢ 50 Mxn pacteopa aHTHkoarynauta (0,05M pactsop IJTA unn 4% pacTeOop LUMTpaTa HaTPHA).
Fenapun ucnonvzesamb we pexomenoyemca. He oxnaxaeHHsie npoBbl NCMONB30BAaTh B TCYEHUE 2 YacOB ANA
soigenchus JTHK; xpauurs npu reMneparype +2-89C ne Gonee 1 cyTok; we samopasxcusams!

7.2. IlpenrapuTencHas obpaGoTra KWIMHHYECKOro MaTEPHATIA

O6pazunt cockobor B npobupke ¢ «JHK-DKCIIPECC» He TpebyioT npeasapurensroit 06paboTku.
IMpoGupky ¢ 06pasLoM KPOBH ¢ AHTHKOATYNAHTOM 8KKYPATHO BCTPAXHYTh, LCHTPUPYTHPOBATL B TCHCHHE 5

MUHYT mipH 3000 o6/MuH npn xoMHaTHOH TeMneparype (+18-250C). Ilnasmy (Bepxnaa ¢$asa) oTGpacelpaioT ¢
HCMONB30BAHMEM HHAHBHAYANBHOTO HAKOHCHUHHKA, TIONYHEeHHYIO KICTOYHYD Maccy KPOBH (HikHAA ¢asa)
HeobX0AMMO OTMBITE OT 3puTpouuToR. Mertoauka ormbiekd. K 300 mkn ocajka kneTouHol Mmacchl KpOBH
nobasutk 1 mn 6ydepa (10MM rpuc-HCI, 5MM MgCly,10MM NaCl) n ocrapute Ha 20 MHHYT NPH KOMHATHO
TEMIepaType A0 TMOAHOTO IeMo/H3a SpuTpounToB. OTtueHTpupyrmporaTh 5 muHyr mnpu 3000 ob/Mun.
Hpoueaypy nosropure 2 paza. K ocaaky B npobupke, o6beM x0TOpore He AomkeH npesbiuars 50 mio,
A0baBuTE Bech 0bbem (200 Mkn) pearenta “JIHK-IKCITPECC™ w3 oaHol npoOMpKH, TIIATEIBHO NEpeMEWaTh
TIHNETHPOBAHHEM, 0OPa30BaBIIYIOCA B3BECH [TEPEHECTH 00paTHO B IPOSHUPKY © 3alUENKHBAKOINEHCS KPBILIKOH.
Xpanenre npeasapuTenbHo of6padoTaHubix npo6 B peareHte «JHK-DKCIIPECC»: npH  Temnepatype

+2-80C ne bonee | cyTox unu npy Temneparype -18...-200C  ue 6oinee 2 Henens.
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7.3. Boiaenenune IHK.

7.3.1. IIpobupky ¢ pearenrom “JHK-SKCITPECC”, cogepaalyio aHanU3npyeMblit MATEpHaN, TIWATENLHO
TiepeMelliaTh Ha MUKPOLIEHTpU(yTe-BopTeKce B TeueHue 10 cekyHa. !

7.3.2. IlpoOupKy ¢ rMepeMellaHHbLIM CONEPXKHMBIM TIOMECTHTb B  TBEPAOTSABHbLIH  Tepmocrar
npeaBapHTENbHO MporpeTHii do teMmnepatypel + 98°C, ¥ nporpeTs nph Temneparype + 98°C B TeweHue 10
MUHYT. ;

[puMeyanne: nepefl NOMEHICHHEM NPOOUPOK B TEPMOCTAT HeOOXOAMMO MPOBEPHTH, 4HTOOHI BO BCEX
npodupkax ObIN 3AUIENKHYT 3amodek Ha kpbimkax. Jlas s¢pdextrBHO# nmpodonoaroroBkH HEOOXO0AHMO
ybennTbea, YTO TBEpAOTENbHBIN TEPMOCTAT NOLAePAKHBACT TEMIEpPaTypy NpoLecca He MeHee + 980C,

7.3.3. Tlocne nporpeea npobupkn nepedecTH B LeHTPHDYrY H ueHTpudyruposats npd 12000-16000 g

(8000 - 12000 ob/MuH) npH KoMHaTHOIt TemnepaType (+18-250C) B Tevenne 13 cekyun,

7.3.4. Tlony4yeHHblh B pesydbTaTe LUESHTPUPYrHPOBAHMA CYNEPHATAHT HCMONB30BaTE B Ka4ecTse
Heeneayemoro obpasua JIHK ang noctaHoBKHU aMIUTHHKALIHH.

[onyuenHste npoSEI MOMKHO XPAaHHTE NpH TeMneparype +2-8°C He bonee oaHOH HeaeNH UKW NPH

Temneparype -18...-200C ne Gonee 6 Mecaues.
8. [IPOBEJEHHE AHAJIH3A
8.1. Iipopenenne IMP-aMnANgGHKALIH ¢ HCTIONBEIOBAHHEM KOMILIEKTa peareHroB dopMara bazopbii.

e = ¢

8.1.1. [IpuroToBuT: H MpoHYMEpOoBaTh HpoOHpKHM BMecTHMOCTRHO 0,5 Ma (umnu 0,2 Mn) Ansa nposeacHHA
aMIIHHKaLMK, BIIIOYAR NMPOOMPKH ANA NOAOKMUTENBHOTO KOHTponbHoro obpasua JHK u orpuuarensHoro
KOHTPONLHOTO 06pa3ua.

e g, nbn o dmmanm -

8.1.2. 3a 20-30 MuHYT A0 MPHroTOBNIEHNS aMINHGHKALHONHOM cMecH H3IBTEYL KOMIIEKT peareHToB AN
AMIVTHHKAIMN W3 MOPO3WIBHHKA, DA3MOPO3MTE colcpaumoe (KenaTenbHo noMecTHrs npobupky ¢ Tagq-
nonuMmepaszoii B neqanyo  OaHw). [Ipobupky ¢ peaxilMOHHOM CMECEI0 TILATEARHO BCTPAXHYTh 04
NEePEMEITHBAHHS COAICPIKHMOTO,

P P

8.1.3. IlpurotoBnTe aMNIHpUKAUNOHHYID cMech (thopmaT BazoBuiii} cormacHo npusefcHHoN Tabnuue

(Tabn. 3): }
Tabnuua 3 :
Kon-Bo npodupok Pazbapurens, MK PeakumoHHas cMeck, MKN Tag-nonnuMepa3a, MK :
1 17,5 2,5 02
5 87,5 12,5 1 f
10 175 25 2
15 263 37,5 3
20 350 50 4
25 438 62,5 5

BHHMAHHE! IIpu npuzomoeneruu aMniuukayioHHON CMECH HEOBX00UMO 6Ce KOMMOHEHMbI 00DaGARMb
OmOeRbHBIMU HAKOHE HUKaMU!

8.1.4. TTocne nobaenenns Tag-monHMEpaskl, KOTOPOE NPOH3BOANTCH B NOCNERHION OMepeab, HeadX0IHMO
TIATSIBHO NEPEMELLATE CMECH TMITETHPOBAHHEM.

8.1.5. Buectu no 20 Mxn amnandukaimoHHoll cMecH Bo Bece mpoOMpKW, NMOArOTOBNEHHBIE /AN
aMTIIHPHKALWH.

AT I T T, e b L L SRR 2 e S el ML T

8.1.6. lobapuTs BO Bee npobupki no 20 MK MHHEPANEHOTO Macna.

8.1.7. Buectu 5 Mxn o6pasua u3 o6paboranHoii aHanusHpyeMoii npobst (cM M. 7.3.4) B COOTBETCTBYICILYIO
npodHpky ¢ aMNAHPHKALMOHHOM CMechlO MoA cAoil Macna, HCNONB3Yyd HHAWBHIYANBHbIE HakKOHEYHHKH ¢
$nIETpaMu,
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8.1.8. BrectH B npoSUpPKY ANA TIONOKHTENBHOrO KOHTPONBHOrO oOpasua JJHK 5 MKI mosoxurenbHoro
KoHTponbHOTO 0f6pasua JTHK Bupyca npocroro repneca BToporo THMna, a B npoCHpPKY i OTPULATEALHOTO
KOHTposibHOro ofpasua — 5 MK paibapurens.

8.1.9. [IpoSupxu 3aKphITe M HEHTPHPYTHPOBATH B TeUeHHES 3-5 cekyHA npH 2250 — 4000 g (1500- 3000
06/muH) ipn KomHaTHOH! TeMmnepatype (+18-259C)  Ha MuxpoueHTpHdYyre-BOpTEKCe.

8.1.10. Tlepenectn npobupkn B mporpeThiii Ao Temneparypel +94°C nporpaMMHUpyeMbtii TEpMOCTAT
(aMmIHHKATOP) KW NPOoBECTH aMIUTUdHKALMIO MO cleAyiomeH nporpaMme:

+94°C — 30 cexyua

+24°C — 30 cexyHf
+64°C — 40 cekyH, | KOMHYECTBO UHKICB 5

+93°C — 10 cexynn,
+62°C — 10 cekyHa | komH4ecTBO LMKAOB 30
+72°C — 5 cexyHA

+72°C — 1 MunyTa

Hpumeuanue. Ipusedennan npozpamma ompaBomana OIR NOCMAKOSKY PEAKYyUN Ha amiaupuramope
modeau «Tepyuryn, umeougeM pexcus axmuenozo pezyruposanus. Ilo gonpocy acanmayuu npozpamm Oas
UCHORBIOBANUA HA Opyeux MOOeRax amnauguxamopos obpawyambca Kk npousecoumemo Habopa peazenmos
«CEPIION .

8.2, Ilpoeeaenue TILIP-aMnnubuKaimm ¢ HCHOML30BAHMEM KOMITIEKTA peareHToB dopmara Pyopono.

8.2.1. MMpuroToBuTs M, N0 BOIMONKHOCTH, NPOHYMEPORATH GECMBETHLIE MPOGHPKH, COOTBETCTBYIOLLHE
THITY NpuGopa (COrIacHO HHCTPYKIMH K TIpHOOpY).

8.2.2. 3a 20-30 MUHYT A0 NPHrOTOBNEHHUA AMIVIMPUKAIHOHHOH CMECH H3B/IeYb KOMIUIEKT PEarcHTOB AN
aMIUMHKAIMA H3 MOPO3MIEHHKA, PA3IMOPOINTE cOAepkuMmoe (KenaTenbHo NoMecTHTh npobupky ¢ Tag-
noanmepasoil B neasHywo OaHie). TlpoGHpKy ¢ peakUMOHHOH CMechbl0 TINATENLHO BCTPAXHYTH ANA
nepeMeLIHBAHMA COASPKHUMOTO.

8.2.3. MNpuroToeuth paGouylo cMecs, CMELIAB HYXKHbIE KONHYeCTBa pa3DaBHTENA H PCakLHOHHON CMECH B
cooTHOWEHHKH 3:] (Tabn. 4), H TIWATEILHO NEPEMELIATs MANCTHPORAHUEM KM HA MHKPOLIEHTPHYre-BOpTeKCe.

Tabiuua 4
PazbasHrens, MK PeaklMoHHax CMeCh, MK Q6beM pabodeil 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. Ecim Tpebyerca npHroToBleHHe (POHOBBIX MPOOGHPOK, B KaXAyl0 H3 HMX HEOOXOHHMO BHECTH
HeabxoauMellt 06BeM (cornacHo HHETPYKUKMH K Npubopy) paboueit cmecH .

8.2.5. Jlma mpHroToBNeHMA amIDIH(UKAMOHHON cMecH B ocTarmyiocs pabodyio emech pobasure Tag-
nosMMepasy. BHocuMbii 061eM aomxeH cocTarnats 1/100 or o0meMa HMeromeiica paBoueili cmecH. Cmech
TIMATENBHO NEPEMEIaTh TUNETHPOBAHHEM WK Ha MUKpoleHTpudyre-poprekce (Tabn. 5).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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8.2.6. Bucctu B npHroToBNeHHbie nMpoGHPKH, kpoMe (POHOBLIX, YKA3aHHBIH B HHCTPYKUMH K Tpubopy

Tabnuua 5

O6peM paboyeil cMecH, MKN Taq-nonumepasa
20 0,2

40 0,4

80 0,8

400 4

800 8

1200 12

1600 16

obveM ammnduKRaumonHoi ecMecH (Tabn, 6).

Tabouna 6
O6beM Q6seM 00pasioB, MK
ammukauHOHHOH Ortpunarensupiit | TonoxureasHeri I
CMECH Heenenyemelit KOHTPOINbHEI KOHTPOJILHBIH PuMEpH TPHGOpOD
Ha obpasell, MkN ofpazen ofipazey THK

20 5 3 5 Tepuuw/ Jhxun (FHK-mexnonocus)
40 10 10 10 MiniOpticon, 1Q3 (BioRad)
80 20 20 20 Cobas Taqman 48 {(Roche)

8.2.7. [Ipu HeoOXOMHMOCTH (COrIACHO MHCTPYKUMM K NprOopy) 106aBHTH Bo Bee MPOSHPKH yKa3aHHOE
KONM4ECTBO MHHEPAIBLHOC Macna.

8.2.8. loGasuTe BO Bee MpoBMPKM MHAMBHAYANLHBEIMH HAKOHCYHHUKAMH C a3PO30NBHBIMH (PUALTPAMH B
oGveme 1/4 0T BHeCEHHOH aMITTHOUKALMOHHOR CMECH:

a) B donobbie Mpobupku — peareuT « JHK-IKCITPECC» (BxoauT B cocTas naGopa);
6) B npobHPKY OTPUUATENBHOTO KOHTpONbHOTO obpasiia — pazbaBuTes;

B} B NpoGHPKH HeeneayeMblx oGpasios — uccneayeMsie obpasum JJHK,

r) B npobupky NONOXKHUTEABHOIO KOHTPOABHOTO 00paslia — NONOKHTEABHEIH KOHTPOBHBIL 0Opasel,

JHK.

JIna CHMKEHUA PHCKAa KOHTAMWHALMK oGpasnbl cnefyeT 4o0aRnATL B yKasaHHOM nopaake. [TpoGHpky, B
KOTOpYI0 b1 BHeceH o6pa3zell, CASAYET NO BOIMOKHOCTH HEMETEHHO 3aKPLIBATE KPLILIKOH.

8.2.9. [poGnpxy 3akpuTh (cCaH 3T0 He OBLTO CAENaHO paHee) W neHTpudyrHPORATE B TEHEHHe 3-5 cekyHA
npu 2250 — 4000 g (1500-3000 o6/MuH) npr komHaTHOH TeMnepaType (+18-250C) Ha mukpoueHTpHyTe-
BOPTEKCE.

8.2.10. B cnyuae npopeaenna NP ¢ nerekuHedi pesynbTaTa «10 KOHEYHOH TOYKE» PEAKUHH MEPEHECTH
npoGHPKH B mporpeTit Ao TeMneparyphl +93°C mporpaMMupyeMbiii TepMocTaT (aMIIHGHKATOP) U MPOBECTH
aMnIngHKaLMIo No cneaysoled nporpaMme

+94 °C 1 MunyTa 30 cekyna

+94 °C 10 cexyHn

+64 °C 10 cexyun 35 uuknos
+72°C 40 cexyHa

+72°C 2 MUHYTBI

+10°C Xpanenne

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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IIpumenanue. Hpueedennsie npozpammer ompabomansl OIR NOCIMAHOSKU PEARYUU HA aMPANGUKAmMOpe
modeau aTepyury, umeioutem pexcurs axmuenoze pezyauposgus. fo eonpocy adanmayuu npozpamm Ons
HCNONBIOBAHUR HA Opy2ux modeaax amnauuxamopoe obpawambes K npousgooumemo Habopa peazenmos
«"EPHOJI».

8.2.11. Ilpn npoBeacuun MLP ¢ aeTexumell pesynsTaTa «B PeaNbHOM BPEMEHH» aMILTHGHKALHE CreayeT
NPOBOAUTE Mo CREAYIOWIEH nporpaMMe.

+94 °C 1 munyta 30 cexyna

+94 °C 10 cexyua

+64 °C 10 cexyua

+72°C 40 cexyHa 40 mxcnos
+50°C CYUTBIBAHHE

Hpumeuanue. Ioopobroe pyxosodcmao 0as pabomul Ha ampauuramopax ¢ demexyuei pezyremama «¢
PEXCUME DeanbHOZO ePemenuy npeocmasieno 6 creyuanbio paspabomannwix [IPHACOKEHHAX ons
KOHKpemnozo suda npubopa.

8.3. Merexuna npolyKkTeB aMUtHpukaniH {Juta popmMata bazosmiit).
8.3.1. [ipoeeaenue anextpodopesa

8.3.1.1. 3anonuure xamepy s anektpodopesa 1xTAE Gydepom, npHrotoBneHHnIM  Ha
AUCTUIUTHPOBAHHOM Bo e pasOarnennem SOXTAE Gydepa n 50 pa3.

[pumeuanue, Tpyu nenoas3osanuy «KoMmwekra ana anekTpohopeTHHECKOH aeTekuMK Ne 2» nposefeHne
anekTpodopesa HauHHate ¢ 1. 8.3.1.5.

8.3.1.2. K 2 r arapost noGasits 2 M1 SOXTAE Gydepa n 100 mn nMcTHAAMPOBAHHOH BOABL

8.3.1.3. PacruiaBuTh araposy Ha 2JIeKTpPHYECKOH TNAMTKE, WM Ha Boasnoi Oane, nan B CBY-neuu.
HJobasuts x 100 M1 pacTBOpa araposs! 10 Mxit 1% pacTBopa GpOMHCTOrC ITHAHA, TEPEMELLATS.

8.3.1.4. Oxnagute arapozy ao Temneparypel +50-60°C npu xoMHaTHO! TeMnepatype (+18-25¢C) w
3ANMTH B IAHLIET JUIA 3ATHBKH rencll, Jna mooy4eHHA KapMaHOB B arapo3HOM IeA€ YCTaHOBHTh rpefeHky Ha
NNAHIET, NCMONBL3YA 32XUM THRa "Gyneaor”. Tlocne 3acThiBAHHA arapo3bl OCTOPOKHO BHIHYTh MPeOCHKY H3 rens
H (ICPEHECTH 1AHIIET ¢ ME/IEM B KaMepy At fpoBeaeHus anekrpodopesa.

8.3.1.5. HanectH B xapMmaHpl rens no 10 MKI npoaykra amMmuidpuxauMH B N0CI€HOBATEIBHOCTH,
COOTBETCTRYIOWEH HyMepaluH mpos.

8.3.1.6. TloRwmouMTE 3NEKTPOQPOPETHUCCKYIO KAMEPY K MCTOUHHKY NUTZHMA W 3aaTh HaNpsKeHue,
COOTBETCTBYIOISEE  HANPSXWEHHOCTH  dAekTpmueckoro nona  10-15  B/em  anumst  rens.  [IpoeectH
MEKTPOPOPETHYECKOE PazAeieHHe TIPOAYKTOB aMIUTHGHKALMH B HamparRaeHHHM OT katofja (-) K auody (+).
KoHTpons 3a aneKkTpoopeTHUSCKUM pasicneHNEM OCYILECTRIATE BH3YANTBHO 110 ABHMKEHHIO NMONOCH KPacUTENS,
[Monoca KpacuTens AOMKHA NPoiiTH OT cTapTa He meHee 1,5-2 cmM.

8.3.2. PerncTpaums pe3ynsTaToB SseKTpodopesa

832.1. BeHyTh relb W3 nnNaHWeTa M MNEPEHSCTH feNb  Ha CTEKNO  YAbTpaduonerosoro
TPAHCHLTIOMHHATOPA.

BHHUMAHHME! C resiem arapossl cieayet pabotath B iepuarkax. BpoMHCTBIH 3THANH ABIAETCA CHIBHLIM
MYyTarcHOM.

8.3.2.2. BxmIOYHTb TPaHCHIIIOMHHATOp H TpOaHANH3HPOBaTh pPe3yJbTaThl aHanusa, PparmeHTbl
ananmupyemoii JHK npossnaioTea B BUAE CRETALHXCA MONOC OPAHIKEBO-KPACHOrO LBETA.

BHHMAHHUE! IlpocmoTp rens ciieayeT NpoBOAWTb TONBKO Yepe3 SalllHTHBIHR SKPaH HIH 3aIIHTHEIE O4KM,
TaK Kak yAbTpaQiHOICTOBLIA CBET BRI2BIBACT 0XKOMH M BPEAEH And Ias.
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8.3.2.3. [llomydYeHHBIE pe3yNbLTaThl MOMXHO AOKYMCHTHpPOBaTh {oTorpadupoBanueM renedl ¢
HCTIOABL30BAHUEM OPaHXXEBOTO MAM HHTepdepeHIHoHHOre (594 HM) cBeTOdUNLTPA.

8.4. Herexkumna npoaykros ammumdnkauum ( 1na popmara Gayoponon).

8.4.1. Aerexuus npoaykros amnandukanmy uin popmata Qiuyoponon «rno KOHEMHOH TOHKE».

[Mpu npoeencanu I11IP ¢ nereKumeii pesyALTATOB «[1I0 KOHEYHOH TOYKE» PEAKLUHH CNSAYET, 110 OKOHYAHHH
peakuHH, mepeHecTH MpoOHPKY M3 aMmiMpHKaTOpa B npubop a3 GayopecueHTHON AETEKUKH Pe3yNbTaTOR :
peakunn (ITLP-peTexrop) H mpoBecTH HIMEPeHHA COTMIACHO HMHCTPYKUHH K npubopy. AHanu3 nposoautcs ;
ynpasnstomiedd nporpammoii  II[IP-nerektopa aRTOMaTHYECKH Ha OCHOBAHWM YKA3BIBAEMBIX OMEPATOpPOM
NOPOroBbIX 3HAUECHNH.

Hnaa [TUP-gerexropa «/PKHH» ycraHORNEHBI cneayiolie NOPOroBble 3HAUCHHA:

e e

Bo3byauTtens - + BK

Herpes simplex virus II 2,45 2,80 2.25

Hpumevanue. [Ipusedentoie Xapaxmepucmuxy u nOpo20gsie 3HAYEHUA OMPAOOMaNnbt O NOCMAHOEKI
peakyuu Ha amnauuxamope moderu «Tepyuxy u ITL[P-demexmope «[KHH». o eonpocy adanmayuu
npozPaMM O UCNORBI0EAHUT HA OPY2UX MOGEIAX aMAINDUKAMOPOE oOpawamsca k npouseodumeno Habopa
peazenmoe « EPITO/».

8.4.2. Netexuns npoaykros amnaudukanun ans popMata Pryoponon « B peansHOM BpeMeHHY,

[Ipn mpoeegennn IILP ¢ petekuMei pesynbTaToB B PEXHUME «PEANBHOrO BPEMEHH» H3MEpeHHs
MPOBOIATCA B KAKAOM LHKNE aMILIndrkanuH. Io 3agepmeHnn peakuud NpHOOp BHIAAET KPHBEIE HAKOMNSHHA
¢nyopecuenTHoro curHana.

i e B T AT R

N

9. AHAJIN3 H HHTEPIIPETAIIAA PE3VJIBTATOB

0.1. Ananus pe3yabTaroB Ana dpopmatos basosuii.

9.1.1. B oTpHUaTENbHOM KOHTPOABHOM 00pasiie ZOMKHA BBLIABIATBCA TONBKO OJHA MOMOCA OPaHIKEBO-
KpacHOTO LBETA, COOTBETCTRYIOMAs BHYTPEHHEMY KOHTpoUio, pasMepoM 530 n.H. Iosenenne BTopoit MOAOCH Ha
YPOBHE TIONOXKHTEABHOTO KOHTpOABHOre obpasua JIHK cBMAeTeABCTBYET 0 KOHTAMHHALMM (3arpasHEHWH)
XOMIOHeHTOB HaGopa.

B nonoxkurensHoM KoHTpoasHOM obpasiie JHK noakHe! BEIABAATECA JBE NOAOCH!:

1) nonoca opaHkeBo-KpacHOTO UBETA pasMepoM 270 1N.H, COOTBETCTBYIOWAA NOMOKUTENLHOMY
KoHTponsHoMy 0bpaziyy JIHK BIIT 2; i

2) nonoca OpalKeBO-KpacHOro LEeTa pasMepoM 530 M.m., coOTBETCTRYIONAA BHY TPEHHEMY KOHTPOIIO,
AHanH3upyeMBI¢ NpobLL.

OTCYTCTBHE M0N0CH OPAMKEBO-KPACHOTC LBETA CTPOTO Ha YPOBHE NOMOMUTENBHOTO KOHTPONBLHOTO
o6pasua JHK (270 n.H.) cengerenscteyet of orcyretenu JHK BIIE 2 B ananusupyemoii npobe.

Hanuune mnonocel, COOTBETCTBYIOIIEH NO JNMeKTpodopeTHUECKOH MNOABHMHOCTH NOJIOKHMTENBHOMY
koHTponsHoMy oGpaswy JIHK (270 n.u.), csuaerensctryetr o mpucytersud JHK BIII 2 B aHanusupyemoi i
npobe.

Bo Bcex oTpuuaTeAbHbIX ofpa3sliax AOMKHA BhISRNATbCH 110JI0CA OPAHIKEBO-KPacHOrD LBETA pazMepoM
530 n.H., COOTBETCTBYIONIAA BHYTPEHHEMY KOHTPOJIEO

[Ipumewanue. FEcau 8 npobe npucymcmeyem borowoe romunecmao JHK uckomozo eoszbyoumeas, mo na
2eb-3RCKMPOGopepamMmMe  OOANCHG HABMOOAMBCA UHMENCUBHAR NOAOCA HA YPOBHE NOAONCUMERLHOZU
xonmponwnozo obpasya JHK, no npu smom moxcem ue HaOMOOATMbCA NOAOCHE BHYMPERRE20 KOHMPORR, Maxue
npobot credyem KHMeEPNpemuposams Kax nORONUMEIHbLE. ;
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Ecin B aHanmmanpyemom ofpasne OTCYTCTBYET Kak NOAOCA, COOTBETCTBYIOMIAA IO MOABHKHOCTH
NONOAKHTENBHOMY KOHTponbHoMYy oOpasuy JIHK, Tak » monoca BHYTpeHHEro KOHTPONA, 3TO O3HAYaeT, 4TO
Peakunsa aMITHGHKaLHA HE Ipoilna (BO3MOXKHBIE NPAYHHEL poba coaepxuT BeulecTsa, HHTHOHpYtouHe [1L(P;
HeaaexkpaTHas paboTa aMIIHGHKATOPA; OIIMOKA BLIONTHEHHA NPOLEAYPLI MPOBSNCHHA aHanu3a n ap.). B stom
cly4ae HeoOXOAMMO MPOBECTH NOBTOPHEIH aHanK3, HAYKWHAs co cTaauu Boiaenenua JHK.

9.2, AHanu3 ¥ MHTEPIpETALIMA pe3yibTaToR A4 opmara Payoponon.

9.2.1. Tlpx mpoBencHHAN ACTEKUMH «MO KOHEYHOH TOYKE» peakUMWi aHAIN3 NPOBOAMTCH YNPABIAIOLICH
NporpaMmoii aBTOMATHYECKM HAa OCHOBAHMM YKAa3bIBaeMBIX ONEPATOPOM TOPOrOBBIX 3HA4YeHHH. Pesynprar

BLIBOJIMTCA B COOTBETCTBYIOLIEM MECTE MPOTOKONA, 3aBHCALLEM OT KOHKPETHOH NPOrpaMMEl.

HHTepriperanns pe3y/IbTaTOB aHAJIM33 IPOBOAHTCA B COOTBETCTBHH ¢ Tabnuuedi 7.

Tabnuua 7
PesyabTar Cnennpuxa* BK* Hrepuperanus
+ Curnar>«+» mobol Peakuus npouna,
- Curdan<«-» | CurHan>«BK» | Peaxuns ue npouna.
K+ | nx(na, N/A) CurHan<«» | CurHan<«BK» | HEOBXOJIMMA nepectaHorka.
? «-»<CHrhan nmoboii
<¢cH»
HA (na, N/A) CHran<«-» Curtan<«BK» | KouraMuHauMs OTCYTCTBYET.
- Curdan<«-» | Curnanr>«BK» | Konrammnauna renomuoit JJHK uenoseka.
Iepecranoska HE TPEBYETCA,
K- "
+ CHrHan>«+» maboii Crenudnrueckas KOHTAMHHALMA,
? «-»<CurHan nwoboii HEOBXOJHMA nepecTaHoBKA.
<@t»
+ CHrranm>«+H» moboi TonoxuTensHad npoda.
% o - CurHan<«-» | Curuam>«BK» | OrpHuatenssas npo6a.
E Q ? «»<CHuraan moboii CoMHUTENEHBIN PE3YNLTAT.
= .§' <<y HEOBXOJJUM nosrop aHanuza.
E x| Ha (na, N/A) CHrHaN<«=» Curnan<«BXK» | HenocToRepHBiii pe3yasTar.
< = HEOBXOINM noetop asanusa.
don don He vaTepnpetnpyerca.

* CuzHan coomeememeylonezo Kanana CPAsHUBaemes Co CREGVIOUW UMY HOPOZOSHIMY SHAYCHIWIMY,
- ona cneyuhuueckoeo cuznaralCnenyuuxa) — RORONCUMENLHEIM «+» § OMPUYAMERBHLIM «=» NOPO20CHIMU
IHAYEHUIMU,
- QA BHYMPeEHHE20 KOWMPOAR — C ROPO20BLLM 3HaveHueM rympenneco xoumpons «BK».

B cTonbue Pezynomam BEIBOAHTCA KAHYECTBEHHbIH pe3yAbTaT aHANH3a, ONPEASICHHBIH Ha OCHOBS CPaRHEHH:
HOJIYMCHHBIX NIOCNE HOPMHPOBKY 3HA49CHHH CUTHANA ¢ NOPOTOBBIMH.

B cronbuax Cneyugpuxa n BK BHBOAATCA YHCNEHHBE 3HAYEHHA CHIHANA B COOTBETCTBYIOUIHX KAHANAX,
HOPMHUPOBAHHbIE HA (oH (Ycpe AHEHHBIH GOH NpUHUMAaeTCH PABHEIM |, HOPMHMPOBOUHBIE KO3 (PHIMEHTH /TR
KaXK/I0TO KaHaNna BLIBOASTCA TI0A COOTBETCTBYIOIMM cTonGuoM). Te ke 3Haueknd B rpaduueckom suae
NPEeACTABNCHDI HA JHArpaMMe.

ITpumenanve. Tlpu 603nuKHOSEHUY COMHUMERLHBIX 1AY HEAOCROBEPHLIX PE3YALINANOE, A MAKICE
coobyeH il 0 HEOORYCIMUMOM PACXONCOEH Y IHA e Ul (OHOBLIX NPOBUPOK CREOYEM NPOGEPUNTs NOPIOOK
paccmanogicy npobupok & demexmape, & MAKICE CAOMU RPOBUPKY HA HPUCYMCMEUE MEULBIOUUX OemeKyuy
daxmopoe u npu ux omcymcmeny ewje 2 paia nosmopunte demexyuio. Koppexmnwim cuumams pesyromam,
3APE2UCMPUPOSANHDBLIE He MeHee Yem 6 2 usmMeperusax us 3.

9.2.2. Tlpu npoeegeunt [1LP ¢ aerekumeii pe3ynbTaToB «B pealkHOM BPEMEHH» H3MEPEHHA NPORBOAITCA B
KOKAOM LHKIC aMIUTUpHKaunH, T10 3aBepwieHHH peaknM cleAyeT IKCMOPTHPOBATh AaHHBIE, NOMYYCHHDLIE
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yNpaBmAlOWei nporpaMMoi, H Nanee AQHANH3HPOBATE HX B MpOrpaMMe, TNPSAHA3HAYCHHOH A aHanusa
pe3ynbTaToB.
Moporosas nuAKS AN OTCEYKH WyMA H aHATM3a BLIOHPaeTcs cornacHo Tabnuue 8.

Tabnuua 8
Kanan Payopodop Ioporoean nunng Koncansti owka
BayTpennnii KONTpoas F2 HEX 2 35
Herpes Simplex virus Il Fl FAM | 35

C ncnonk3oBaHMEM 3THX HACTPOSK AHANMIUPYIOMAS TPOTPAMMA ABTOMATHHCCKH PACCUNTACT UHKMbL
nepeceveHHa KPUBBIX HAKOTUIEHHs OHOBOrO CHIHANA ¢ MoporoBol NuHHeH. OTcyTcTBHE 3HAYCHHA Ais obpasua
O3HAUAET, YTO NEPECeHeHUd KPHBOH HaKoreHHs (OHOBOro curHana ¢ noporoBodl NnHuei He Guimo. Bee
HMEIOWIHECT 3HAYEHHA CPABHHMBAIOTCA C COOTBETCTRYIOIMM 3HAYEHWEM KOHeuHoro uxkia. Cutyaums, koraa
THAYEHHE GONBINE KOHCYHOro LMK/TA, PABHOCUILHA OTCYTCTBHIO 3HAMCHMA.

AHAaNIK3 pesynbTaTOB MpPOBOAWTCA B COOTBETCTBHM € HHCTPYKLHeH MO (MPHMEHEHHIO NPOrpaMMHOrO
obecneuenns npubopa.

0.2.3. HrrepnpeTauua pe3ynbTaToB aHAN3A NPOBOAHTCA B COOTBETCTBHH ¢ Tabnuuei 9.

Tabnuua 9.
Ct FAM Ct HEX PesyaLTaT
K+ < Kl mobof CnemudHaeckan peaxiua Mpoina.
H3 nan > KIJ moboi CreundHueckas KOHTAMHHALNA OTCYTCTRYET.
Cneunduveckas KONTAMHHALMA,
K- <KL MOS0R | TpEEYETCA nostop nocTanosx.
Kouramuuauua reHomuoli JHK venopexa,
H3 nan > KL <K Tloerop nocranosks HE TPEBYETCS.
=
= <KL 6ot TIPUCYTCTBHE JTHK posOynurena.
E- |
a3
[}
E E H3 wau > KU < KII OTCYTCTBHUE JHK sosGyauress.
$%® Hurubuposanue WY HeJocTaTtouHoe BeigencHie JIHK
<= H3 s > KU H3 wunn > KIL TPEBVETCS noeTop aHanu3a gauHoro ofpasua,
don HE UHTEPNTPETHPVYETCA

B tabnune nenons3osaHe! ClieAyioWIMe 0BO3HAMEHHS:

Ct FAM — uukn nepeceyeHns xpueoli Hakomnenus cneuududcckoro (dumyopodpop FAM) duyopecughTroro
cKrHana obpasna ¢ Nopororoit NHHUEH;

Ct HEX ~ 1Mkl niepecedeHHS KPHBOH HaKOMIeHuA (UIyOpecUEeHTHOTO CHTHATA BHYTPEHHETo KOHTponA ofpasia
{dnyopodop HEX) ¢ noporosoii auHuei;

H3 - nepecenerue KpUROil HAKOTNEHHS (pNYOPECUEHTHOTO CHTHANTA C MIOPOTOBOH MHACH HE 3aperHCTPHPOBAHO;

KLl — xoHeuHEIH uMKn — nepeceueHus KpUBOM HaxoMneHHA (yopecuEHTHOTO CMTHANA ¢ NOPOroBod NHHHEH
NOCJE HeTo NONHOCTRIO AHATIOTHYHO CHTYALINH, KOT/1a IepeceveHHe He 3aperiCTPHPOBAHO BOBCE.

[pumeuanue. [Ipusenentsie xapakrepuctukn KL 1 noporoeeie 3HaYeHMs NPEACTABNEHBI Ha NpHMEpe
npubopa Cobas Taqman 48. Ilo Bonpocy apanTaumy NporpaMM ANA HCNONh30BAHHA Ha APYTHX MOZenax
amnindukaropos obpawarscs k npoussoauremo HaGopa pearentos «TEPITOJ».

10. YCJOBHA XPAHEHHSA U SKCILNIYATAIIHH HABOPA

10.1. Pearent JHK-DKCIIPECC paomxeH XpaHWThCS B YNAKOBKE MNpPEANPUATHA-M3TOTOBHTENA MM
TeMneparype +2-8°C B TeveHHe Beero cpoka roanocTH. Jormyckaeres xpaHeHWe peareHTa NIpH TEMNEPaType Ao
+25°C ue bonee 5 cyToK.
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10.2. Komnnexrsl ANA npoBeacHWs amrnupurauuyd  BoeX (OPMATOB ZOMKHLI XPAHHTLCA MPH
Temnieparype MuHyc 18-20°C B TeuenHe Bcero cpoka roaHoct. Jlomyckaerca XpaHeHHe KOMIUICKTOB MpH
TEeMIEpaType He BhILIE 0°C ne Sonee 1 CYTOK.

10.3. Komnnexr ana anextpodopetHucckoii aerexmmuu Ne 1 nonmken XpaHMThes NpPH KOMHATHOM
Temnepatype (+18-25°C) B TeucHHe BCEro cpoka MOAHOCTH, Komrnekr Ne 2 - npn temneparype +2-8°C B
TeYeHHe BCEero CpoKa MOAHOCTH.

10.4. Cpok roanocth Habopa — 6 Mecaues co aAHA npuemxd OTK npeanprATHA-H3rOTOBHTENS,

10.5. O6paGoTanusie (npomexwe soiaeneHue JIHK) npoGel MokHO XpanwThk npu Temnepatype +2-8°C
He Honee ofHOMN HeleAN WK Npy TeMnepaTtype -18-20°C He 6onee 6 MecAues.

10.6, IxTAE Gytep MOXHO XpaHATS NpH KOMHATHOH TemnepaType He Gonee | HezenH.

Jna noAyueHus HAZEMHBLIX Pe3yNLTATOB He06X0AHMO cTporoe cobiioaeHne HHCTPYKLIEK 0 IPHMEHERHIO
Habopa.

[To BompocaM, xacalomumcs kauecTBa HaGopa, cmeayet obpawareca B OO0 HID «JIWUTEX» no
agpecy: 119435, r. Mockea, yn. Manas ITuporosckan 1, ctp.3, Tenedon/axc: (495)246-45-01, vmn
e-mail: info@lyiech.ru
H B WHCTUTYT CTAHIAPTH3AUWH M KOHTPOAs nekapeTBeRHbIX cpeacts OI'Y «HI| OCMII» PocappaeHansopa
no aapecy: 117246, Mockea, Hayussiti mpoesn, a.14 a, ten: (495)120-60-95; 120-60-96.

I'OBOPVYH T.JL
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YTBEPXIEHA
[Tpukazom Poc3npasnanzopa
Ot 200 r.Ne_

HBECTPYKIHIA

10 NpUMEHEHUIO Habopa peareHTOR JUTa OOHApYKEHHA
Bupyca npoctoro repnieca sroporo tuna (Herpes simplex virus 1)
METONOM MOJIHMEpa3HOii enHOM peaKuMi

IFEPHOA

Bsamed HHCTpYKUMR, yTBepxAeHHOK M3 P® 10.01.2001 r.

1. HAJHAYEHUE

1.1. Ha6op pearenror «'EPTIOJ: npennasHadeH Ana kauecTreHHoro o0napyxkenus IHK Bupyca
npocToro repneca eroporo Tuna (Herpes simplex virus 1) B 6uonorugeckom marepuane (cockobel
3NUTERUANBHBIX KIICTOK W3 LIEPBHKANIBHONO KaHANA H YPETPBL, JeHKoUNTapHAR Macca KPOBH) METOOM
nojiMMepa3Hol LenHol peaknyu.

Ha6op npeanazHaueH AN npUMeHEHN TOBKO in vitro.

1.2. Ha6op pearenton «"EPTIOM» MOXET 6bITh UCTIONB3ICBAH B KAHHHAECKOH AUATHOCTUKE HOCUTEALCTBA
Bupyca npoctoro repneca BTOpPOrc THIA, @ Taioke As oleHKH HPPeKTHBHOCTH TEPANMU IepreTHYECKOl
nHpeKuHn,

1.3. HaSop umeeTt dopmatbt: BazoBeiii i Qnyoponon, pazIHHaLIHECH KOMILTEKTAHEH (YHCAOM
PEAKLIHOHHBIX [103 -~ MOCTAHOBOMHBIX PeaKLinii, CTENeHBbIO NOTOBHOCTH KOMIIOHEHTOR K NIOCTAHOBKES
amnnuduraupm) ¥ cnocoGom aetekimn aMnnuupopantoro gparmenta JHK (anexipodopetHueckoe
pazie/icHHE NPOAYKTOB B arapo3HOM I'eii€ HiH qmyopecu,eﬂ'ruaa OETEKUHA HA afANTHPOBAHHEIX AN 3TOT0
npubopax).

Qopmar bazoswiii. Habop paccunTad Ha nposefienne ananusa 50, win 100, v 200 knuHuueckux obpasios,
5, nau 10, win 20 npo6 nonoxurentHoro koHTponsHoro ofpasua JIHK Bupyca npocroro repneca stoporo Tuna
H 5, win 10, unu 20 npob orpHUATENBHOT0 KOHTpoAbBHOTO obpasiia (Beero 60, wuan 120, unn 240 onpejenedui) H
nochneaytowiei aetexuph ammanduunposartoro gpparmenta JJTHK mMetonaom anexrpodopesa B arapossoM rene.

HucTpykuna paspaborana: 3aMm. anpextopa OO0 HITD «JIMTEX», a.6.1. I'osopyrom B.M.,
HayuHeM coTpyaHnkoM OO0 HITD «JIMTEXy, a.6.4. INetpyanneim 1.
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