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CMUCOK COKPALLEHUN
B HactoAwen  MHCTPYKUMM  MPUMEHAKTCA  crnegyloline
cokpalleHnsi n 0603Ha4YeHUs:

BKO-FL - BHYTPEHHUI KOHTPOJSbHbIN o6pa3e|:|, ans Ha60E)OB c
rmépunan3aunmoHHO-yopecUEeHTHON AeTeKumen

M - MHEeKUNK, nepefaBaemMble NOSI0BbIM NyTEM

OKO - OTpYUaTenbHbIN KOHTPOMNbHbIN 06paseL

MKO - NONOXMUTENbHbBIN KOHTPONbHbLIN 06paseL

MupP - noniMMepasHag uenHas peaxkums

FEP - oriyopecLeHTHas geTekumsa no «KKOHEYHOM TOYKe»

FRT - oriyopecLeHTHas geTekums B pexmme «peanbHOro BpeMeHmu»
- degepanbHoe rocyfapCTBEHHOE ydYpexaeHne Hayku

OryH yHMmMa «LeHTpanbHbI Hay4yHO-UCCneaoBaTeNbCKUA UHCTUTYT

PocnotpebHagsopa | anungemuonornmy ®epepansHon cnyxbbl No Hag3opy B cdepe
3awmTbl NpaB notpebutenen n Gnaronony4msi YenoBeka

HA3HAYEHUE

HaGop peareHtoB « AMnnuCeHc® HSV |, II-FL» npeaHasHayeH
ana soigeneHns OHK HSV | mn Il tTunoB nytem amnnudukauunm
cneundgwudeckoro dparmeHta [OHK [gaHHbIX MWKPOOPraHM3mMoB
metogom [UP ¢ rmbpugmsaumoHHO-pyopecueHTHON AeTeKuMen
npoaykros amnnudpukauun. Martepuanom gna nposegerHuda [LP
cnyxaTt npobbl OHK, nonyyeHHble nytem akcTpakuun OHK un3
COCKOBHOro otaoensiemMoro Crim3ucTbiXx 000fovYeKk yporeHuTanbHOro
Tpakrta, npsMOM  KULIKKM, pPOTOBOW MOSIOCTWU, OTOENAEeMOro
Ny3bIPbKOBbIX BbICLIMAHUA U 3PO3NBHO-A3BEHHbLIX MOPaXXeHUN KOXN
N CNU3NCTbIX 0B0onoYek, LernbHOW KPOBU U NMKBOpPA 4verioBeka. Ons
aKkcTpakummn (Bolgenenuns) OHK ncnonb3ytotcs Habopbl peareHToB,
pekomeHgoBaHHble PI'YH LUIHNNG PocnotpebHaasopa.
BHAMAHUE! Pesynbtathl [NLUP-uccneposaHns y4dutbiBaloTCcA B
KOMMSIEKCHOW AnarHoctuke 3aboneBaHus.

NMPUHUUN METOLOA

Boiasnevne HSV | n |l TMinoB metogom nonvmepasHOW LienHom
peakunun (MUP) ¢ rmbpmnamsaumoHHO-(pyopecueHTHON AeTeEKUMEN
BKNtovaeT B ceba Tpu atana: akcTtpakumio (BblgeneHune) OHK wn3
obpasuoB KNMHUYECKOro mMatepuana, amnnudukaumio dparmeHTta
JHK AJaHHOro MWUKpOOpraHnuama n rmépuan3aumnoHHO-
dnyopecueHTHy0  AeTekuuto, KoTopasi npousBoamtca  nnbo
HenocpeacTBeHHo B xode [NUP (BapmaHT FRT), nnbo nocne ee
3aBepweHna (BapuaHt FEP). 3kctpakuus OHK mn3 knuHuyeckoro
MaTtepuana npoBoaUTCA B MPUCYTCTBUM BHYTPEHHENO KOHTPOJSIbHOIO
obpasua (BKO-FL), koTopbiM no3BonseT  KOHTPOSIMpOBaTb
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BbINOMHEHME npoueaypbl UccnegoBaHMa Onsa Kaxgoro obpasua.
3atemM C nonyyeHHbiMn npobamn [OHK npoBogautca peakums
amnnudpukaumm dparmeHta OHK HSV | u Il Tvnos npu nomoLuu
cneunduyHbIX K HEMY NpanmepoB N pepmeHTa Tag-nonumepasol. B
cOCTaBe peaKkUMOHHOM CMecCu MPUCYTCTBYIOT JoNyopeCLeHTHO-
MEYEHbIE ONMUIOHYKNEeOTUAHbIE 30HAbl, KOTOpble rMOPUANIYIOTCS C
KOMMIeMeHTapHbIM y4YacTkoM amnnudpunumpyemon OQHK-muieHu, B
pesynbTate 4Yero npoucxogauT HapacTaHne  WUHTEHCUBHOCTU
donyopecueHumMn. ITO NO3BOMSAET pPerncTtpupoBaTb HaKonmeHue
cneundu4yeckoro npogykra amnnupukaumm nytem UusMepeHus
MHTEHCUBHOCTU donyopecuUeHTHOro curHana. [eTtekuns
donyopecueHTHOro curHana npu ucnonb3oBaHun BapuaHTa FEP
ocywecTtBngerca  nocrne  okoHyaHua  TILUP ¢ nomowbio
dnyopecueHTHoro [NLP-geTektopa, a npu  UCMNoOSib30BaHUU
BapnaHta FRT - HenocpeacteeHHo B xoge [P ¢ nomouwbto
amnnudukaTopa ¢ CUCTEMON OeTeKuMn priyopecLeHTHOro curHana
B peXMUMe «peanbHOro BpeMeHny.

BAPUAHTbI N ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
Habop peareHTOB BbiNycKaeTcs B 2 BapuaHTax.

BapuaHTt FEP

Habop peareHToB BbinyckaeTca B 7 dpopMax KOMMeKTaunu:
Popma 1 BKkno4vaetr Komnnekt peareHToB «[1LP-komnnekT»
BapuaHT FEP (npobupkn 0,5 mn).

Popma 2 BkYaeT Komnnekt peareHToB «[LP-komnnekT»
BapuaHT FEP (npobupkn 0,2 mn).

Popma 3 BKN4YaeT Komnnekr peareHToB «[1LP-komnnekT»
BapuaHT FEP-1000 (npo6bupkun 0,5 mn).

Popma 4 BkwYaeT Komnnektol peareHToB «[1LIP-komnnekT»
BapuaHT FEP (npo6bupkn 0,5 mn), «dHK-cop6-AM» BapuaHt 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok rno
0,5 mn.

Popma 5 BkwYaeT Komnnektol peareHToB «[1LIP-komnnekT»
BapuaHT FEP (npobupku 0,5 mn), «OQHK-copb6-AM» BapuanT 100,
«TpaHcnopTHyto cpeay ansa maskos» 100 npobupok no 0,5 mn.
Pdopma 6 Bkno4vaeT Komnnektol peareHToB «[l1LP-komnnekrT»
BapuaHT FEP (npobupkn 0,2 mn), «AHK-cop6-AM» BapuaHT 100,
«TpaHcnopTHyto cpegy ¢ Mykonutukom (TCM)» 100 npobupok no
0,5 mn.

Popma 7 BKkNO4YaeT KomnnekTtol peareHToB «[l1LP-komnnekT»
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BapuaHT FEP (npobupkn 0,2 mn), «dHK-cop6-AM» BapuaHt 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mn.
dopmbl komnnekTaummn 1, 2 n 3 npegHasHa4veHbl ANst NpoBeaeHUs

amnnucomkaumm  OHK  HSV I, I ¢ rbpmamsaunoHHO-
donyopecueHTHON OeTekuMen Mno  «KOHeYHOM Toykex». [ns
nposeneHus NMOMHOro MUP-nccnepoBaHus Heobxoanmo

ncnonb3oBaTb KOMMSIEKTLI peareHToB Aand  akctpakumm  OHK,
pekomeHaoBaHHble PI'YH LUHNING PocnoTpebHaasopa.

dopmbl  KomnnektTaummn 4, 5, 6 uU 7 npeaHasHadeHbl AOns
nposegeHust nonHoro [NUP-uccnepoBanus, BKkMoYaa  B3ATUE
KIMMHUYECKOro Martepuana, akcTpakuuio (BbliaeneHune) ns Hero [JHK u
amnnupukaymro  OHK  HSV |, I ¢ rmbpmamsaunoHHO-
donyopecueHTHON aeTeKumMen No «kKOHEYHOM TOYKEY.

BapuaHTt FRT

Habop peareHTOB BbinyckaeTca B 7 hopmax KOMMNAeKTaunm:

Popma 1 BKno4vaetr Komnnekt peareHToB «[1LP-komnnekT»

BapuaHT FRT.

Popma 2 Bko4vaeT Komnnekt peareHToB «[1LP-komnnekT»

BapunaHT FRT-100 F.

Popma 3 BKNYaeT Komnnekt peareHToB «[1LP-komnnekT»

BapuaHT FRT-1000 F.

Popma 4 BknwYaeT Komnnektol peareHToB «[1LIP-komnnekT»

BapnaHt FRT, «[OHK-cop6-AM» BapumaHT 100, «TpaHCnopTHyto

cpeny ¢ mykonutukom (TCM)» 100 npobupok no 0,5 mn.

Popma 5 BkwYaeT Komnnektol peareHToB «[1LIP-komnnekT»

BapnaHt FRT, «[OHK-cop6-AM» BapuaHT 100, «TpaHCnopTHyto

cpeay ansa maskoe» 100 npobupok no 0,5 mn.

Popma 6 BkMYaeT Komnnektol peareHToB «[1LIP-komnnekT»

BapmaHt FRT-100 F, «OHK-cop6-AM»  BapuaHT 100,

«TpaHcnopTHyto cpeay ¢ mykonutmkom (TCM)» 100 npobupok no

0,5 mn.

Popma 7 BkYaeT Komnnektol peareHToB «[1LIP-komnnekT»

Bapuant FRT-100 F, «[OHK-cop6-AM»  BapuaHT 100,

«TpaHcnopTHyto cpeay ansa maskoB» 100 npobupok no 0,5 mn.
dopmbl Komnnektaumm 1, 2 n 3 npegHasHadveHbl 4na NpoBeaeHus

MuP-amnnndgukaummn OHK HSV I, Il ¢ rmbpuansaumoHHo-

donyopecueHTHON OeTeKunen B pexumMme «pearibHOro BpeMEHU».

Ona npoeegeHnss nonHoro [lUP-nccnegosanHus Heobxogumo
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MCNOSib30BaTb KOMMMEKTbI peareHToB Ans  akctpakumm [OHK,
pekomeHaoBaHHble PI'YH LUHNIND PocnoTtpebHaasopa.

dopmbl  Komnnektaummn 4, 5, 6 u 7 npeaHasHadeHbl AOns
npoBegexHns nonHoro  [UP-uccnepoBannsa, Bkmovas  B3ATUE
KIMMHUYECKOro Martepuana, akcTpakuuio (BblgeneHune) ns Hero [JHK u
amnnucumkaumro  OHK  HSV |, I ¢ rMbpmamsaunoHHO-
donyopecueHTHON OeTEKUMEN B peXMMe «pearibHOro BpeMeHmy.

AHATIMTUHECKUE XAPAKTEPUCTUKA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bug Habop ans KomnnekT gns
p
TpaHcnopTHas AHanutuyeckas
KIMHU4YeCcKoro 3KCTpakummu | amnnudpukaumm
cpena YYBCTBUTESIbHOCTb
MaTepuana OHK N geTeKkuumn
«TpaHcnopTHas
CockobHoe cpena ans
otaensemMoe «MNuP-
Maskos» nnm HK-cop6- KOMMEKT»
CIINSNCTBIX «TpaHcnopTHas « P 1x10° r'9/mnt
obono4ek cpena c AM» BapuaHTbI
yporeHnTanbHoro MYKOSUTUKOM FEP n FRT
TpakTa (TCM)»

AHanutnyeckasa cneundpPuUYHOCTb

OTcyTcTBOBaNU Hecneunuyeckne peakumm npu TecTUpoBaHUN
obpasuos [OHK 4venoseka u naHenun obpasuos OHK crnegytowmx
MUKpoopraHunamos: CMV; EBV; HHV 6 u 7 tunos; HPV; Gardnerella
vaginalis; Lactobacillus spp.; Escherichia coli; Staphylococcus
aureus; Streptococcus pyogenes; Streptococcus agalactiae;
Candida albicans; Mycoplasma hominis; Ureaplasma urealyticum;
Ureaplasma parvum; Mycoplasma genitalium; Neisseria flava;
Neisseria subflava; Neisseria sicca; Neisseria mucosa; Neisseria
gonorrhoeae; Chlamydia trachomatis; Treponema pallidum;
Trichomonas vaginalis; Toxoplasma gondii.

MEPbI MPEOOCTOPOXHOCTHU

PaboTta gormkHa npoBoauTbCcs B nabopaTtopuun, BbIMOSTHAKOLLEN
MonekynsipHo-ononornyeckue (MNMUP) nccnegoBaHmna KNMHMYECKOro
mMartepuana Ha Hanudue Bo3dyamnTenen UHMEKLMOHHBLIX BonesHen,
Cc cobnogeHnemM caHuTapHo-anugemmdeckux npasun CI1 1.3.2322-
08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu Il — [V rpynn
naToOreHHoCTn (onacHocTM) W BO3DyAUTENAMW NapasuTapHbIX

1 KonunyectBo reHOMHbIX 3KBUBAneHTOB MuKkpoopraHuama (F3) B 1 mn obpasua KrMHUYEecKoro
mMaTepuana, NoMeLLeHHOro B yka3aHHYy TPaHCMOPTHYO cpeay.
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6onesHen», CI1 2.1.7.728-99 «[llpaBuna cbopa, XpaHeHuss WU

yoaneHns oTxogoB Jie4ebHO-NMpoUNakTUYECKNX yYpexaeHnmn» u

meTogmndecknx ykasaHnn MY 1.3.1888-04 «OpraHusauma paboTbl

npu nccnegoBaHnUAax METOL4O0M MupP MaTepwuana,

NHUUNPOBAHHOIO NAaTOreHHbIMKU Buonorndyecknummn areHtamum Il —

IV rpynn natoreHHoCTn».

[Mpn paboTe Bceraa crieqyeT BbIMONHATL crieayowme TpeboBaHus:

- Wcnonb3oBaTb HAKOHEYHUKU C PUNbTpamMun Ans aBToMaTU4ECKUX
gosaTtopoB. [na kaxgon npouenypbl Mcnonb3oBaTb HOBbLIN
HaKOHEYHMUK.

- Cnepyetr paccmaTtpmBaTb 06pasubl  Kak  MoTeHumanbHO
BbI3blBAlOLINE WHAEKUMIO U  XpaHUTb B OMONOrM4eckom
kabuHeTe B cooTtBetcTBUM C¢ CI1 1.3.2322-08 «besonacHocTb
paboTbl ¢ MukpoopraHmamamu Il — IV rpynn natoreHHocTw
(onacHoCTK) 1 BO3GyauTENAMN NapasnTapHbiX bonesHemy.

- Ybupatb W pgesvHuumpoBaTb pasnuTble obpasubl  Unn
peakTuBbl, WCMOMb3ya  Ae3nHuuupyrowmne cpeacrsa B
cootBeTcTBMN CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MuKpoopraHmamamu Il — IV rpynn natoreHHOCTU (OnacHOCTU) n
BO30OyanTeNnaAMKU napasmtapHblx 6onesHeny.

- YHuyTOXaThb o06pasubl M HEUCNonb30BaHHblE peakTuUBbI B
cooTBeTcTBUN C TpeboBaHmamn CI1 2.1.7.728-99 «[llpasuna
cbopa, XxpaHeHMa M yganeHuss  oTxodoB  ne4yebHo-
NPOdOUNAKTUYECKNX YUPEXKOEHNNY .

BHAMAHMUE! [lpn yganeHun oTxogoB nocre amnnudpukauymm wm

aeTekuumn - npobupok, cogepxawmx npoayktoel MNUP, Hegonyctmo

OTKpblBaHME NpOOUPOK W  pasbpbl3rBaHWe  COL4EPXUMOrO,

MOCKOSIbKY 3TO MOXET MNPMBECTU K KOHTaMUHaUMW NpoAyKTamu

amnnmndukauum nabopaTtopHoOn 30HbI, 060PYyAOBaAHNA U peareHToB.

- [lpnumeHaTb Habop CTPOro NO HasHa4YeHWto, CornacHo AaHHOW
NHCTPYKLUMN.

- JonyckaTb k paboTe ¢ HabopoOM TONbKO creymarnibHO 00y4YEHHbIN
nepcoHan.

- He ncnonbsoBatb HAabop No ncTeyeHnn cpoka rogHoOCTH.

- Wcnonb3oBaTb 0gHOpa30BLIE NepyaTkn, nabopaTopHble XanaThbl,
3awmwate rnasa BO BpemMsa paboTel ¢ obpasuamn U
peakTmBaMmu. TuaTtenbHO BbIMbITb PYKM MO OKOHYaHUK paboThl.

-  W3beraTb KOHTaKTa C KOXeWn, rma3amMu U Crim3ancTton o0OroYKOoN.
[Tpn KOHTaKTe HEeMeAeHHO NPOMbITb NOPaXXeHHOe MeCTo BOOOM
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n obpaTuTbCs 3a MEAULMHCKON MOMOLLIBIO.

Cneundukaums no 6esonacHoctn wmaTepmnanos (MSDS -
material safety data sheet) gocTtynHa no 3anpocy.

B nabopatopunm Henb3a €CTb, MUTb, KYpUTb, WUCMNOMb30BaTb
KOCMETUKY, CHAMATb UNU HageBaTb KOHTAKTHbIE NINH3bI.

AOMNOJIHUTEJIbHbIE MATEPUATIbI U OBOPYAOBAHUE

1.

o 01 B

9.

TpaHcnopTHaa cpeda - «TpaHcrnopTHaa cpega C MYKONUTUKOM
(TCM)» (TY 9398-098-01897593-2009) wunn «TpaHcnopTHas
cpega ansa maskos» (TY 9398-088-01897593-2009), unn gpyrue
pekomeHaoBaHHble OI'YH LIHUNG PocnotpebHagsopa — npu
pabote ¢ dopmamn komnnektaumm 1-3 (BapuaHT FEP n
BapuaHT FRT).

Komnnekt peareHtoB gnga Bblgenennsa OHK - «[HK-cop6-AM»
(TY 9398-036-01897593-2009) unn gpyrne pekoMeHOoBaHHble
OIr'yH UHNNO PocnoTtpebHagsopa — npu paboTte ¢ hopmamm
komnnektaumn 1-3 (BapuaHT FEP n BapmaHT FRT).
[dononHuteneHble  maTepuansl KM obopyagoBaHve OIS
akcTpakumm OHK - cornmacHoO WHCTPYKUUMM K KOMMSEKTY
peareHToB anga akctpakuum OHK.

Bokc abakTepuanbHon Bo3gywHon cpeabl (MLP-6okce).
LleHTpudpyra/sopTekc.

ABTOMaTMYECKME [03aTopbl NepemMeHHoro obvema (oT 5 fOo
20 mkn, npu pabote ¢ «lUP-komnnekt» BapmnaHTt FRT-100 F —
oT 5 go 20 mkn n ot 20 go 200 mkn).

OpgHopasoBble HaKOHEYHUKM ¢ punbtpom o 100 mkn B
luTaTMBAX.

LUTaTmBbl ansg mukponpobupok obvemom 0,2 mn unm 0,5 mn (B
COOTBETCTBUN C UCMNOSIb3YEMbIMW KOMMMEKTAMN peareHToB).
XonoaunbHUK oT 2 Ao 8 °C ¢ MOpPO3UNbHON KaMepoWn He Bbllle
MuHycC 16 °C gn4a BblgeneHHbix npob OHK.

OToenbHbIM XanaT, wano4vkn, obyBb M O4HOPA30BblE NEpYaTKU
no MYy 1.3.1888-04.

10.EmkocTb anga cbpoca HaKOHEYHMKOB.
[Mpun paboTe ¢ «[MUP-komnnekTtom» BapmaHTt FEP:

11.Mporpammupyembin  amnnndukatop (Hanpumep, «Tepumky»

(«dAHK-TexHonorusay», Poccunsa), «Gradient Palm Cycler» («Corbett
Research», AscTtpanus), «MAXYGENE» («Axygeny», CLLUA),
«GeneAmp PCR System 2700» («Applied Biosystems») unu
aHasrornyHole).
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12.dnyopecueHTHbin  [1LUP-getektop  (Hanpumep, «AJlIA-1/4»
(«BioSany, Jlateug), «xuH» («AHK-TexHonorunax», Poccus) nnm
aHasrornyHole).

13.MnactnkoBasa nuneTka ons MuHeparnbHoro Macna (gna paboTol
¢ «MuP-komnnektom» BapmnaHT FEP-1000).

[Mpun pabote c «[1LIP-komnnaekTomy» BapuaHt FRT:

14.MNporpaMmupyemMbii  amMnnmdukaTop C CUCTEMOW OeTeKuum
dorlyopecuUeHTHOro curHana B pexume «pearibHOro BpeMeHu» —
npu pabote c «[1LP-komnnekt» BapuaHT FRT (Hanpumep,

«Rotor-Gene» 3000/6000 («Corbett Research», AscTtpanus),

«Rotor-Gene Q» («Qiagen», [epmanus), «iQ5» («Bio-Rady,

CLWA), «Mx3000P» («Stratagene», CLUA), «OT-96» («OHK-

TexHonornay», Poccus) unm aHanornyHole).

15.04gHopasoBble nonunponuneHosble Mukponpodbupkn ana TMLP
obbemom 0,2 mn unu 0,1 mn — npu pabote ¢ «lLP-komnnekT»

BapuaHT FRT-100 F:

a) TOHKOCTEHHble npobupkn gna MMUP obvemom 0,2 mn c
BbINYKIION KpblwKon (Hanpumep, «Axygen», CLIA) - npwu
ncrnonb3oBaHMM Npudopa naHWeTHOro TUna;

6) ToHKOCTEeHHble npobupkn gna [MNUP obvemom 0,2 mn c
NOCKOM Kpblwkon (Hanpumep, «Axygeny», CLUA), wvnu
npobupkn gnsa MNUP k «Rotor-Gene», obbemom 0,1 mn B
cTpunax no 4 wWwT. C Kpblwkamu (Hanpumep, «Corbett

Research», ABcTpanusa; «Qiagen», [epmaHua) — npwu
ncrnonb3oBaHUM Npubdopa POTOPHOro Tuna.
B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE

UCCIJIEOYEMOI'O MATEPUATNA

[Mepeg Hayanom  paboTbl crniegyeT  O3HAKOMUTBLCS  C
METOONYECKUMN pekoMeHdaunammn «B3aTtue, TpaHCNoOpTUPOBKA,
XpaHeHue KnunHuyeckoro martepuana ana [UP-guarHocTtukny,
paspabotaHHbiMn PIYH LIHUNG PocnotpebHan3opa, Mockea,
2008 r.

MaTepnanom  Ons  MccnegoBaHust  cnykaT  COCKoBHoe
oTAensiemMoe CnM3nCTbiX 060Mno4YeKk YporeHUnTanbLHoOro TpakTa,
NPSAMON  KULLKW, POTOBOW MOSMOCTU, OTAENsieMoe My3blPbKOBbIX
BbICbIMAHUA N 3PO3UBHO-SI3BEHHbLIX MOPAKEHUN KOXWU U CNU3UCTbIX
obornoyek, LernbHasa KpoBb U JIMKBOP YenoBeka.
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BAPUAHT FEP

COCTAB

Komnnekr peareHtoB «[LUP-komnnekt» Bapuant FEP -
KOMMIEKT peareHToB Ansa amnnndpukaumm pparmeHta AHK HSV I, I
C rMbpuan3aunoHHO-GIYOpPECLEHTHON AeTeKunen no «KOHEYHOM
TOYKE» BKIIHOYaeT:

Peakmuse OnucaHue O6BLemM, mn Kon-eo

110 npobupok
0,01 obbemom 0,5
mnu 0,2 mn

Mpo3payvHasa 6ecuBeTHas

MUP-cmecb-1-FL HSV |, lI
XWOKOCTb

Mpo3payHas XnMaKkocTb

NMUP-cmecb-2-FL-red
KpacHoro upeta

1,1 1 npobupka

lMpospayHas XMaKocTb

NUP-cmecb-PoH-red?
KpacHoro LseTa

0,6 1 npobupka

BecuBeTHas BA3kas

3
MwuHepanbHoe macno ans MNLUP KUOKOCTb 4,0 1 pnakoH
NMKO koMnneKcHbIN one'paqHaﬂ 0,2 1 npobupka
ecLBeTHas XNOKoCTb
MpospayHas

0,5 1 npobupka

AHK-6ydep BecuBeTHas XMOKOCTb

Komnnekt peareHTOB paccymtaH Ha nposegeHne 110 peakuunu
amnnudunkaumm, BKIoYast KOHTPONu.

Komnnekt peareHtoB «[lLP-komnnekT» BapuaHT FEP-1000 —
KOMMMEKT peareHToB Ana amnnndukaunm gparmedta JHK HSV |,
Il ¢ rmbpunansaunoHHO-rIyopecUeHTHON geTeKumnen no «KOHEeYHOM
TOYKE» BKIIHOYaerT:

Peakmue OnucaHue O6wbem, mn Kosn-eo

NUP-cmechb-1-FL HSV I, Il MNpospavHas 0,01 | 1100 npobupok
OecuBeTHas XXNOKOCTb o6bemom 0,5 mn

NuP-cmecb-2-FL-red lpospatHas XuakocTe 5,5 2 conakoHa
KpacHOro upeta

MNLP-cmecb-®oH-red? lpospayHas XuakocTe 2,5 1 pbnakoH
KpacHoro upeta

MuHepanbHoe macno gns MLUP3 becupeTHas BA3Kas 40 1 pbnakoH
XWOKOCTb

NMKO koMnneKCHbIN glpospaqHaﬂ 1,0 1 npobupka

ecLBeTHas XXUOKoCTb

lNpo3payHasd

BHK-Gycpep 6ecuBeTHast XXMAKOCTb 0.5 2 npobupkm

KomnnekT peareHToB paccuutaH Ha nposedeHne 1100 peakuumn

2 PeareHT ucnonb3ayeTtcsa npu nccnegosaHumn npob OHK, BbiaeneHHbIX ¢ noMoLLbio Habopos «QHK-
cop6-AM» nnn «AHK-cop6-B».

3 PeareHT ncnonb3yeTcs Npu NpMMEHEHUM aMNNUdMKaTopoB Ge3 TepMOCTaTUPYEMO KPbILLKU
(Hanpumep, «Tepumk», «QHK-TexHonorus», Poccus).
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BAPUAHT FEP

amMnnmdumkaumnm, BKNYast KOHTPOM.

Komnnekt peareHtoB «AHK-cop6-AM» BapumaHt 1004 -
KOMMNEKT peareHToB Ana BblgeneHna [OHK u3  KnnHuM4Yeckoro
mMarepuana BKrr4vaer:

Peakmue OnucaHue O6bem, mnn| Kon-eo
- lMpo3payvHasa 6ecuBeTHas
INnsnpyrowmn pacteop HUOKOGCTH 30 1 pnakoH
OTMbIBOYHbIN pacTBOp MNpospaunas beclpeTHas 100 1 conakoH
XNOKOCTb
Cop6eHT yHuBepcanbHbIN CycneHsna 6enoro upeTta 1,0 2 npobupku
i MpospayHaga becupeTHas
TE-6ydep ansa anoumn HK SKUOKOCTb 5,0 2 npobupku

K  komnnekty peareHtoB  «[OHK-cop6-AM»  npwunaratoTcs
crnefyroLine peareHTol:

Peakmue OnucaHue O6BeM, M Kos-eo
BKO komMmnneKkcHbIN Npospaast becupeTHas 1,0 1 npobupka
XNOKOCTb
BKO-EL Mpo3payHas 6ecuBeTHas 1,0 1 npobupka
XNOKOCTb
OKO Mpo3payHasn GecuBeTHas 1,2 1 npoBupka
XNOKOCTb

Komnnekr peareHTOB paccuutaH Ha BblgenenHve OHK wn3 100
0bpasuoB, BKOYast KOHTPOMN.
TpaHcnopTHana cpena ¢ mykonutukom (TCM)>:

Peakmuse OnucaHue O6vem, Mn Kon-eo

TpaHcnopTHasa cpepa ¢ lMpospayHas XMaKoCcTb 05 100 NPOBUPOK
Mykonutukom (TCM) pO30BOro LBeTa

TpaHcnopTHaaA cpena Ansa Ma3koB®:

Peakmue OnucaHue O6BLeM, mn Kon-eo

TpaHcnopTHasa cpena ans lMpospayHasa 05 100 NPo6MpoK
Ma3KoB OecuBeTHas XXMOKOCTb

NMPOBEOEHUE NUP-UCCJIEOOBAHUA

ML P-nccnegosaHne cocTonT U3 criegytowmx aTanos:

- JkcTpakumsa (BolgeneHne) OHK n3 nccnegyemblx (KMMHUYECKUX)
obpasLos;

- [lNpoBeneHne amnnudukaumu.

- dnyopecueHTHaa geTekuusa npoayKkToB aMmnnndukaumm no
«KOHEYHON TOYKEY.

4 BxoguT B cocTaB popm Komnnektaumm 4, 5,6 n 7.
5 BxoguT B cocTaB oopm KoMnrekTaummn 4 v 6.

¢ BxoauT B cocTaB hopM KomnnekTauum 5 n 7.
ctp. 11 n3 25
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BAPUAHT FEP

- WHTepnpeTaunsa pesynbTaTos.

HetanbHasa wHoOpMauusa no npouenype nposeaeHna [1LP-
nccrnegoBaHMa B 3aBMCUMMOCTM OT MCMNOSb3yeMoro obopyaoBaHUs
N3NOXXeHa B MeToaumdeckux pekomeHgaumax dryd UHUND
PocnoTtpebHag3opa «WccnegoBaHme KMHMYECKOro martepuana Ha
Hannune [OHK Bosdyautenen UMM n gpyrux nMHdEKUn opraHos
penpoaykumn metogom lNLP ¢ rubpmuansaumoHHo-nyopecueHTHON
aetekumen.

SKCTPAKUUNA OHK U3 UCCNEQAYEMbIX OBPA3LIOB

Ona akctpakuun (BblgeneHnda) OHK vcnonb3yoTca KOMMNMEKTbI
peareHToB, pekomeHgoBaHHble PI'YH LUHNNG PocnotpebHansopa,
B COOTBETCTBMW C MWHCTPYKUMEW K WCMNONb3YyeMOMY KOMMSIEKTY.
Okctpakuma OHK n3 kaxgoro nccnegyemoro obpasua npoBoauTCS
B NPUCYTCTBUN BHYTPEHHEro KOHTPOosbHOro obpasua (BKO-FL).

Mpn wucnonb3oBaHn GopM BbiNycka Habopa 4 — 7 AOns
akcTpakumn OHK wucnonb3yetcs Bxogswmm B Habop KOMMNEKT
peareHToB «[JHK-cop6-AM».

Ona akctpakumm OHK n3 obpasuosB LenbHOM KpOBU UK NUKBOPA
crnenyeT ucnonb3oBaTb KOMMMEKT peareHToB «HK-cop6-B».

NMPOBEAEHUE AMITTTIUDOUKALIUA

O6wumn oobLem peakunmoHHom cmecu — 30 MKN, BKNOYas oobem
npo6bi AHK — 10 mkn.

A. NMNoproroBka NpodMpokK Ana nposeaeHUs amnnudukaumm
Bbibop npobupok pana amnnucpukaumm  3aBUCUT  OT
ucnosnb3yemMmoro amnnudukartopa.

Ona BHeceHUA B nNpoOupku peareHtoB, npo6 OHK wu
KOHTPONbHbLIX 00pa3uoB MUCNONMb3YHTCA  OAHOpPa30BbLIe
HAaKOHEeYHUKU ¢ hunbTpamMu.

1. Otobpatb Heobxogmmoe konuyectBo npobupok c TMUP-

cmecblo-1-FL HSV I, |l ana  amnnndukaummn - OHK
nccnegyemMbliX U KOHTPOMbHbLIX MPoD.
2. B npobupkun c MUP-cmecblo-1-FL HSV |, Il Ha noBepxHOCTb

3acTbiBwero socka BHectn no 10 mkn MUP-cmecun-2-FL-red,
NpyM OTOM OHa He [JOofmkKHa npoBanuBaTbCA MO4 BOCK WU
cmewmBaTbea ¢ NMUP-cmecbro-1-FL HSV |, I.

3. CBepxy pobaButb Kannw MuHepanbHoro macna gnsa [LUP

cTp. 123 25

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



BAPUAHT FEP

(Nnpn ucnonb3oBaHun amnnudukatopa 6e3 TepmocTaTMpyemMon

KPbILLKW).
4. TNpurotoBntb obpasel «PoH». [na atoro B npobupky ¢ MLP-
cmecbro-1-FL HSV [, I Ha noBepxHOCTL 3acCThbIBLLUENO0 BOCKA

BHecTn 20 mkn MNLUP-cmecn-®oH-red. Ceepxy obaBuTb Kanso
MUHepanbHoro mMacna pana [UP (npyn wucnonb3oBaHun
amnnndukaTtopa 6e3 TepMoCcTaTupyeMon KpbILLKN).
BHUMAHMUE! PeareHt MNUP-cmMecb-PoH-red ncnonbayeTrca npu
nccnepgosaHmn npob [OHK, BblgeneHHbIX ¢ nomouwb Habopos
«QHK-copb6-AM» wunn «[HK-cop6-B». [lpn uncnonb3oBaHuu
apyrux  HabopoB — peareHToB  gnd  akcTpakumm  [OHK,
pekoMeHaoBaHHbIX  PI'YH LUHUWNG  PocnotpebHansopa,
HeobxoaMMOo cnegoBaTh MHCTPYKLUMK K UCNONb3yemMomMy Habopy.
5. B nogrotoBneHHble npobupkn BHectn rno 10 mkn npo6 AOHK,
NOSIy4EHHbIX MyTEM 3KCTpakuMnm U3  UccrneayembiXx  Unm
KOHTPOJSbHbLIX 06pa3LoB.
6. lNocTaBUTb KOHTPOJSIbHbLIE PEeaKLNK:
a) otpuuartenbHbin KoHTponb MNMUP (K-) — BHecTn B npobupky
10 mxkn AHK-6ydepa.
6) nonoxutenbHbIN KOHTponb MNMUP (K+) — BHecTu B npobupky
10 mkn NMKO koMmnrneKkcHoro.
B) oTpmuaTenbHbIN KOHTporb 3KkcTpakumn OHK (B-) — BHecTn
B Nnpobupky 10 mkn npob.l, BoigeneHHon n3s OKO.
PekomeHayeTcs nepen NOCTAHOBKOM B aMnnugukaTtop ocaauTb
Kanam CO CTEHOK NpOBMPOK KpaTKUM LEHTpUdyrmpoBaHuem Ha
ueHTpudoyre/soptekce (1-3 c).

Bb. NMpoBegeHne amnnudpukauumn

1. 3anyctuTb Ha amnnMduKkaTope COOTBETCTBYHOLLYIO MporpamMmy
TepmounknmposaHus « AmMnnuCeHc-1-FEP» (cm. Tabn 1).

2. Korpa temnepatypa B auenkax gocturHet 95 °C (pexum nayasbl),
NocTaBuUTb NPOBUPKM B SA4Yerkn amnnudukaTtopa W HaxaTb
KHOMKY NPOAOSMKEHNA nNporpamMmel.

ctp. 131n3 25
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Tabnuuya 1
Mporpamma «AmnnuCeHc-1-FEP»

«TebLmK» «GeneAmp PCR System | «Gradient Palm Cyclery»,
pu 2700 «MAXYGENE»
Temne- Temne- Temne-
Uukn | partypa, |Bpewms | Luknbl | patypa, |Bpems | Unknbl o | Bpems | Linknbl
°C °c paTtypa, °C
0 95 MMaysa 95 Maysa 95 Maysa
1 95 5 MUH 1 95 5 MUH 1 95 5 MUH 1
95 2cC 95 20c 95 2c
2 65 5c¢ 35 65 25c 20 65 10c 24
72 5¢c 72 30 c 72 10c
95 2c 95 20c 95 2c
3 60 10c 9 60 30c 24 60 15¢ 20
72 5¢c 72 30c 72 10c
95 2c 95 20c 95 2c
4 60 | 10c | * 60 | 30c | - 60 | 15¢c | -
5 10 XpaHeHue 10 XpaHeHue 10 XpaHeHue
[MpumeyaHne — T[lporpamMmmbl TEPMOUUKIMPOBaAHUA ONd  OpYyrnx
Moaerneu amMmnnudgunkaTopos onucaHsbl B MeTOo4NYEeCKNX

pekomeHaauuax «lccrnegosaHne KNUMHUYECKOro MaTtepuana Ha
Hannymne [OHK Bo3bygutenen UMMM n gpyrmx vHgekuuin opraHos
penpoaykumn metogom lNLP ¢ rubpuansauymoHHo-nyopecLeHTHON
geTekumen».

3. [lo OKOHYaHWM BbINOMHEHUS NpOrpamMmbl  MNPUCTYNUTb K
donyopecueHTHOW aeTeKuun.

PJITYOPECLEHTHAA AOETEKLUUA NMPOOYKTOB
AMMIINPUKALNN

[eTtekuma npoBoaAnTCA C nomouwlbo driyopecueHTHoro [1LP-
geTektopa (corfacHO MHCTPYKUMKM K uUcnonb3yemomy npubopy)
nyTeM U3MEpPEHUss UHTEHCUBHOCTU (hryOpeCcLEHTHOro curHana no

OBYM KaHanam:

- no kaHany FAM (nnn aHanornyHomy, B 3aBUCUMOCTU OT MOAENN
npubopa) perncTpupyeTcs CurHam O HaKoMieHuu npoaykrta
amnnmdumkaumm oparmeHta JHK HSV I, 11 .

- no kaHany HEX (mnu aHanornyHomy, B 3aBUCUMOCTU OT MOAENN
npubopa) perncTtpupyeTcs CurHam O HakoMieHuu npoaykrta
amnnudpukaumm OHK BKO.
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BHAMAHUE! [o npoeBenoeHus [etekumm B NporpamMmMHOM
obecneveHun MNUP-geTekTopa AOMKHbI ObITb BHECEHBI U COXPAHEHDI
COOTBETCTBYHOLLIME HACTPOMKN — CM. BKnagbiw K MNLP-komnnekrty, a
Takxe MeToanyeckme pekoMeHgaunm OIryH LHHNANS
PocnoTtpebHag3opa «WccnegoBaHme KNMMHUYECKOro matepuana Ha
Hannune OHK Bosbyauntenen UMMM n gpyrux vH@ekunn opraHos
penpoaykumn metogom lNLP ¢ rmbpmansaumoHHo-nyopecLeHTHON
aetekumen.

UHTEPIMNPETALUA PE3YJIbTATOB
[Tony4yeHHble pe3ynbTaTbl WHTEPNPETUPYOT Ha OCHOBaHWUMU

AaHHbIX 00 ypoBHe nyopecueHTHOro curHana OTHOCUTESbHO

doHa NO COOTBETCTBYHOLLUMM KaHanam Ansa KOHTPOJSIbHbIX 06pa3uoB

n npob [OHK, nony4yeHHbIX NyTeM SKCTPaKUMU W3 KIMHUYECKUX

obpasuoB. WHTepnpeTauuss nNpoOuM3BOAUTCA aBTOMaTU4YeCKU C

NOMOLLbK NporpaMMHOro obecneyeHns ncrnonbL3yemoro npuodopa.
[MpnHUKMN HTepnpeTaumn pesynbTaToB CreayoLnn:

- OHK HSV | vnu Il Tuna obHapyxeHa, ecnu anst AaHHOW npoobl
curHan no kaHany FAM Bblile yCTaHOBMEHHOro MOPOroBOro
3Ha4YeHUs NOSIOXNTENLHOrO pesynbTaTa.

- OHK HSV | u Il TNna He oBbHapyXeHa, ecnu Ansa gaHHOW NPo6bI
curHan no kaHany FAM Huxe yCTaHOBIIEHHOro MOPOroBOro
3Ha4YeHns oTpuuaTernbHOro pesynbTaTa, a CuUrHan no Kadany
HEX Bblwe ycTaHOBNEHHOIrO NOPOroBOro 3Ha4YeHus.

- PesynbTtaT aHanuMsa HeBanuAHbIW, ecnn Ang OaHHOW Npoobl
curHan no kaHany FAM Huxe yCTaHOBIIEHHOro MOPOroBOro
3Ha4YeHna oTpuuaTenbHOro pesynbTaTta WM CuUrHam no KaHany
HEX HwXe ycTaHOBIEHHOro noporoBoro 3HayYeHus.

- PesynbtaT aHanusa COMHUTENbHbIWU, ecnn Ans gaHHoW nNpoosbl
curHan no kaHany FAM Bbille yCTaHOBIIEHHOrNO MOPOroBoro
3Ha4YeHns1 oTpuuaTenbHOro pesynbTaTta, HO HMXKE MOPOroBOro
3Ha4YeHNs1 MNONOXUTENbHOro pe3ynbTarta (CUrHan HaxoauTcs
MeXay NoporoBbIMMN 3HAYEHUSIMN).

Ecnn ona npobbl nony4yeH HeBaruAHbIA NN COMHUTENbHbLIN
pesynbTar, TpebyeTca NOBTOPUTbL [MUP-nccnepnosaHmne
COOTBETCTBYHOLLErO KNMHNYECKOro obpasua.

Pesynbtat [LUP-uccnepoBaHus cuutaeTcsi [OCTOBEPHbLIM,
ecnu Nnosly4YeHbl npaBuUnbHbIE pe3ynbTaTthbl ans
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NOJIOXNTESNIbHOIro " oTpuuaTenbHOro KOHTpONewn
amnnudmkaumMm n OTpULATEeNIbHOINO KOHTPOSA 3KCTPaKUUuU
OHK, B cooTBeTCcTBMM C TAbn. 2.

Tabnuua 2
Pe3ynbTaTbl A4NnA KOHTponen pasnuyHbix atanos NLP-
aHalin3a
. CvrHan no kaHany ObosHauehne
KoHTponupyembin pesynbTaTta B
KoHTponb aran MNUP- nporpammax
nccnenoBaHus FAM HEX HEKOTOpbIX
AEeTeKTopoB
Hwuxe noporosoro Bhile
3Ha4YeHus
B- OkcTtpakuma OHK OTPULATENBHOMO n:li)::gsﬁ;o «—» unm «OK»
pesynbTata
Hwuxe noporosoro
K. nuP 3Ha4YeHus Hwuxe noporosoro «HAY U <OK»
oTpuLaTenbHOro 3HaYeHus
pesynbTaTa
Bbiwe noporosoro Bhile
K+ nupP SHaehmA NnoporoBoro «+» nnm «OK»
NONOXUTENbHOIO sHaYeHMS
pesynbTaTa
BHUMAHUE!
1. Ecnu gna nonoxwutenbHoro koHTpons [UP (K+) curHan no

kaHany FAM Huxe noporoBoro 3HayeHUa MOJIOXKUTENbHOIO
pesyrnbTtata, HeobxXxoAMMO MOBTOPUTbL aMnn@uKkauui wn
aeTekumio ansa scex obpasuos, B KOTOpbIX He obHapyxeHa OHK
HSV | v Il Tnna.

Ecnu gnsa otpuuatenbHoro koHTpona akcTpakuumn OHK (B-)
n/vnn otpuuatenbHoro koHTponsa lNUP (K-) curHan no kanany
FAM BblLle noporoBoro  3HayeHud NOJIOXNTENBLHOIo
pesdynbTata, Heobxoanmo noetoputb [NLIP-uccnepgosaHne gns
Bcex obpasyos, B KOTOpbIXx 0bHapyxeHa OHK HSV | unu Il Tvna,
HayMHas ¢ aTtana akcTpakunu JHK.

cTp. 16 n3 25

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru




BAPUAHT FRT

BAPUAHT FRT
COCTAB

Komnnekr peareHToB

«MUP-koMnnekT»

BapuaHt FRT -

KOMMIEKT peareHToB Ansa amnnndukaunm dparmeHta JHK HSV |,
Il ¢ rMbpuansaynoHHO-NYOpPECLEHTHON AeTeKunen B pexunme
«peasibHOro BpeMeHu» BKNHOYaerT:

Peakmue

OnucaHue

O6BLeM, M1

Kosn-eo

MUP-cmecb-1-FL HSV I, 1l

lMpospayHas
OecuBeTHas XXNOKOCTb

0,01 1

10 npobupok

oobemom 0,2 mn

[MpospayHas XUaKocTb

NUP-cmecb-2-FL-red 1,1 1 npobupka
KpacHoro LseTa
NMKO koMnneKcHbIN one'paqHaﬂ 0,2 1 npobupka
ecLBeTHas XNAKOCTb
MpospayHas
BHK-6ycpep BecLBeTHas XNOKOCTb 0.5 1 npobupka
KomMmnnekt peareHToB paccyutaH Ha npoBegeHne 110 peakuyumin

aMI'IJ'II/ICbI/IKaLl,I/II/I, BKJTHOHMaA KOHTPOJIN.

Komnnekt peareHToB «[LP-komnnekT» BapuaHT FRT-100 F —
KOMMIIEKT peareHToB Ansa amnnndukaunm dpparmedHta JHK HSV I,
Il ¢ rMbpuansaynoHHO-GNYOpPEeCLEHTHON OEeTEeKUNENn B pPeXnme
«peanbHOro BpemMeHm» BKMYaer:

Peakmuse OnucaHue O6nem, M| Kon-eo
MUP-cmechb-1-FL HSV I, Il MNpospayHas becuseTHas | , 1 npoBupka
XMOKOCTb
NMUP-cmecb-2-FRT onspaqHaﬂ 0,3 2 npobupku
eCLBETHAs XNOKOCTb
lMpospayHasa
Monumepasa (TagF) R — 0,03 2 npobupku
NMKO koMnneKcHbIN glpospaqHaﬂ 0,2 1 npobupka
eCLBEeTHas XNOKOCTb
lMpospayHasa
RHK-6ycpep 6ecuBeTHas XMOKOCTb 0.5 1 npobupka

Komnnekr peareHToB paccuutaH Ha nposedeHne 110 peakumn
amnnndukauum, BKNoYasd KOHTPOSIN.
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BAPUAHT FRT

KomnnekTt peareHtoB «[1LUP-komnnekT» BapuaHT FRT-1000 F —
KOMMMNEKT peareHToB Ana amnnudpukaunm dparmeHta JHK HSV |,
Il ¢ rMbpuansaynoHHO-GNYOpPECLEHTHON OEeTEKUMEN B pPEXUME
«pearibHOro BpeMeH1» BKNHOYaeT:

Peakmue OnucaHue O6BLemM, mn Kon-eo

MUP-cmeckb-1-FL HSV I, II lNpospaunas beclpeTHas 1,2 10 NpoBMpoK
XNOKOCTb

MUP-cmecb-2-FRT MNpospaunas beclpeTHas 1,2 5 npobupok
XNOKOCTb

Monumepasa (TagF) lNpospaunas beclpeTHas 0,12 5 npobupok
XNOKOCTb

NMKO koMnneKCHbIN MNpospavHast becuseTHas 1,0 1 npobupka
XMOKOCTb

i MpospayHaga 6ecupeTHas
OHK-6ydep SKUOKOCTb 0,5 2 npobupku

Komnnekt peareHTOoB paccuutaH Ha nposegeHne 1100 peakuyum
amnnudukaunm, BKIoHast KOHTPOSN.

KomnnekT peareHTtoB «[QHK-cop6-AM» BapuaHT 1007— koMnnekT
peareHTOB AaNna BblaeneHns [OHK u3 knuHuyeckoro martepuana

BKJ1HOYaeT.

Peakmuse OnucaHue O6BLemM, mn Kon-eo
- Mpo3payvHasa 6ecuBeTHas
Jnanpyrowmn pacteop KATKOCTS 30 1 pnakoH
OTMbIBOYHbIN pacTBOp lNpospaunas becpeTHas 100 1 cdonakoH
XNOKOCTb
Cop06eHT yHuBepcanbHbIN CycneHsna 6enoro upeTta 1,0 2 npobupkun
MpospayHaga 6ecuBeTHas
TE-6ydep ansa anoumun HK KAKOGTD 5,0 2 Npobupkn
K komnnekty  peareHtoB  «[HK-cop6-AM»  npwunaratotcsa
cneagyuine peareHTbl.
Peakmue OnucaHue O6vem, Mn Kon-eo
BKO komnnekcHbIn lpo3pairas becupeTHas 1,0 1 npobupka
KNOKOCTb
BKO-EL Mpo3payHasn GecuBeTHas 1,0 1 npoBupka
YXNOKOCTb
OKO Mpo3payHas 6ecuBeTHasa 1.2 1 npoBupka
YXNOKOCTb

Komnnekr peareHTOB paccyutaH Ha BblgenenHve OHK wn3 100
obpasuoB, BKIOYast KOHTPON.

" BxoguT B cocTaB chopm komnnektaumm 4, 5,6 n 7.
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BAPUAHT FRT

TpaHcnopTHas cpega ¢ Mykonutukom (TCM)E:

Peakmuse OnucaHue O6BLemM, mn Kon-eo
TpaHcnopTHasa cpepa ¢ [MpospayHas XUaKocTb 05 100 NPo6UPOK
Mykonutukom (TCM) pO30BOro LBeTa

TpchnopTHaﬂ cpega gnsa Ma3KoB®;
Peakmuse \ OnucaHue O6BLemM, mn Kon-eo

TpaHcnopTHasa cpega ons Mpo3payHas 0.5 100 npoBupok
Ma3KoB GecLBeTHas XUOKOCTb

NMPOBEOEHUE NUP-UCCIIEOOBAHUA

[MLP-nccnegosaHne cocTonT U3 criegytowmx aTanos:

- JkcTpakums (BolgeneHne) OHK 13 nccnegyembix ob6pasyos.

- [NlpoBeneHne amnnudukaumm ¢ rnyopecueHTHON AeTEKUNEN B
peXnme «peanbHOro BpeMeHn».

- AHanuns n nHtepnpeTtauns pesynbTaToB.

[etanbHas wHQopmauua no npouenype nposegeHuns [1LP-
nccrnegoBaHMd B 3aBMCMMOCTM  OT  TMNa  UCMNOJSb3yeMoro
obopygoBaHus M3NoXeHa B MeToauyeckux pekomeHgauunsx OryH
LIHWMG  PocnotpebHagsopa  «WccnegoBaHMe — KIMHUMYECKOrO
maTepuana Ha Hanuuve [OHK Bosoygoutenen WIMMT w gpyrmx
NHpEeKLNN opraHoB penpoayKuum MeTo40M MupP C
rmépuansaumnoHHO-ITyopeCLEHTHON aeTEKLNEN Y.

AKCTPAKUNA OHK U3 UCCNEQAYEMbIX OBPA3LIOB

Ona akctpakumn (Bblgenennda) OHK wucnonbsytoTtca Habopbl
peareHToB, pekomeHgoBaHHble PI'YH LUHNND PocnoTtpebHagsopa,
B COOTBETCTBUM C MHCTPYKUMEN K UCNONb3yeMoMy Habopy.
QkcTpakuma OHK 13 kaxxgoro KnnHn4eckoro obpasua npoBoamTcd B
NPUCYTCTBMN BHYTPEHHErO KOHTPONbLHOro obpasua — BKO-FL.
[Mpn ncnonb3oBaHnn popm BbiNycka Habopa 4-7 ONns 3KCTpakuum
AOHK ncnonb3yetca Bxogdawmn B Habop komnnekT peareHToB «[HK-
cop6-AM»y.

AOna akctpakumm OHK n3 obpasuoB LenbHOM KpOBU MK NUKBOpPA
cnegyeT ucnonb3oBaTb KOMMNEKT peareHToB «[HK-cop6-B».

8 BxoauT B cocTae oopm KoMnrekTaummn 4 u 6.
9 BxoauT B cocTaB hopm KoMnnekTaumm 5u 7.
cTp. 1913 25
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NMPOBEOEHVE AMMIN®UKALIMN C OETEKUMEN B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. NMNoproroBka NpodMpoK Ana nposeaeHMs amnnucpukaumn
Bbibop npobupok agna amnnudpumkaumMm  3aBUCUT  OT
ucnonb3yemoro amnnucpukaTopa € CUCTEMOM [OeTeKuun B
pexume «peanbHOro BpeMeHm».

Ona BHeceHUA B nNpooOupku peareHtoB, npo6 OHK wu
KOHTPONbHbLIX O0pa3uoOB WUCMNOMNbL3YKTCA  OAHOpPa3oBble
HaKOHEYHUKU C hunbTpamm.

A1. lNMoaroTroBka NpooMpoOK Ana npoBeaeHnsa amnnudukaumm
npv nomowm Komnnekrta peareHToB «[1LP-koMnneKkT» BapuaHTt
FRT

O6wunn o6 Lem peakumoHHon cmecu — 30 MK, BKIO4Yas oobem

npo6bl AHK — 10 mkn.

1. OTtobpatb Heobxogmmoe konuyectso npodupok c¢ TLUP-
cmecbro-1-FL HSV |, Il gna amnnundukaummn OHK ncecnegyembix
N KOHTPOJIbHbIX NPOD.

2. Ha noBepxHocTb Bocka BHecTn no 10 mkn MUP-cmecn-2-FL-
red, npu 9TOM OHa He [OOSMKHA NpoBanuMBaTbCA MNOL4 BOCK U
cmewmBaTtbes ¢ MUP-cmecbro-1-FL HSV I, I .

3. B nogrotoBrieHHble npobupkn BHectn rno 10 mkn npo6 [OHK,
NOMYyYEHHbIX B pe3ynbTaTte 3KCTPakuMm U3 UCCenyemblX WUIu
KOHTPOJSIbHbLIX 06pa3LoB.

4. TlocTaBUTb KOHTPOMbHbIE peakUnu:

a) otpuuartenbHbIin KoHTponb MNMUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHblin KoHTponb [ILUP (K+) — BHectn B
npobupky 10 mkn NMKO kKoMnneKkcHoro.

B) oTpuuaTenbHbIA KOHTposnb 3kcTpakuun OHK (B-) -
BHecCTU B npobupky 10 mkn npoOsbl, BbliaeneHHon n3 OKO.

A2. NMoarotoBKka Npo6bUpoK ANs npoBeAeHUA amnnudunkaumm

npuv nomowm Komnnekrta peareHToB «[LP-komMnnekT» BapuaHTt

FRT-100 F u FRT-1000 F

O6wumn 06 LEeM peakUMOHHOU CMecUu — 25 MK, BKIo4Yasa oobem

npo6bl AHK — 10 mkn.

1. Pasmopoautb npobupky c MUP-cmecblo-2-FRT. [Nlepemewatb
cogepxmmoe npodbupok ¢ peareHtamu MUP-cmecb-1-FL HSV |, I,
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NMUP-cmecb-2-FRT, nonumepasa (TaqF) v ocagutb kannu
KpaTKOBPEMEHHbBIM LieHTpUdyrnposaHmem (1-2 ¢) ¢ NOMOLLLIO
LeHTpudyru/BopTekca.

2. OTobpatb Heobxoaumoe KOnM4YecTBO MNPOOMPOK UMK CTPUMOB
ons amnnudpukaunm AHK ncecnegyemblx n KOHTPOSbHbBIX NPOD.

3. Ona npoeegeHnsa N peakuun (Bkrovas 2 koHTponsa [1LP)
cMellaTtb B otaenbHon npobupke 10*(N+1) mkn MUP-cmecu-1-FL
HSV |, Il , 5,0*(N+1) mkn MUP-cmecn-2-FRT n 0,5*(N+1) mkn
nonumepasbl (TagF).

4. lNepemewaTb NOArOTOBMEHHYD CMeCb WM 0OCaguTb  Kanmu

KpaTKOBPEMEHHbIM LeHTpuyrmpoBaHnem C MOMOLLbHO

LeHTpudyru/BopTekca.

BHecTu B kaxgyto npobupky no 15 MKmn nogrotoBneHHOM CMeCH.

B noarotosneHHble npobupku BHecTn no 10 mkn npo6 OHK,

NOSly4eHHbIX B peayribTaTte 3KCTpakumn U3 uccregyembix unm

KOHTPOJSbHbLIX 06pa3LoB.

7. lNocTaBUTb KOHTPOJSIbHbLIE PEeaKLNK:

a) otpuuartenbHbIin KoHTponb MNMUP (K-) — BHecTn B npobupky
10 mxkn AHK-6ydepa.

6) nonoxutenbHblin KoHTponb [UP (K+) — BHecTu B
npobupky 10 mkn NMKO komMnneKkcHoro.

B) oTpuuaTenbHbIM KOHTponb 3KcTpakuun [OHK (B-) -
BHecCTU B npodbunpky 10 mkn npoOsbl, BolgeneHHom n3 OKO.

b. [poBegeHve amnnucpukauMm ¢ pOeTekumMen B pPexuUme

«peanbHOro BpeMeHn»

1. 3anporpammupoBaTtb npubop (amnnndukatop C CUCTEMOU
OeTekuMn B pexume «peanbHOro BpeMeHu») AN BbINOSTHEHUS
COOTBETCTBYHWOLLEN NporpaMmmbl amMmnnuukauum mn AaeTekuunu
donyopecueHTHoro curHana «AmnnmCeHc-1» (cm. Tabn. 3).

o U1

CTp. 21 n3 25
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Tabnuya 3

Mporpamma «AMnnuCeHc-1»

Mpun6opbl poTopHoro Tunalf Mpu6opbl nnaHweTHoro Tuna!
Yucrio Yucro
Temnepa- Temnepa-
Linkn o Bpems NMOBTOPOB o Bpems MOBTOPOB
Typa, °C Typa, °C
LMKIOB UMKIOB
1 95 15 MuH 1 95 15 MuH 1
95 5c¢ 95 5c
2 60 20c 5 60 20c 5
72 15¢c 72 15¢c
95 5¢c 95 5¢C
20c 30c
3 60 aeTekums 40 60 aetekums 40
donyopecu.c dnyopecu,.cu
urHana rHana
72 15¢c 72 15¢c

HeTtekuma dpnyopecueHTHOro curHasna HasHadaeTcd no KaHanawm
ana  dnyopogopos FAM wn JOE (npy oQHOBPEMEHHOM
NpoBeAeHNN OPYrMx TeCTOB Ha3Ha4vyaeTCcs AeTeKuns 1 no apyrum
MCNOSb3yeEMbIM KaHanam).

2. YcTaHOBUTbL NpPOBUMpPKK
npudopa.

3. 3anyctutb  BbLIMOSIHEHME  NPOrpamMmmbl
aetekunen gpryopecLeHTHOro curHana.

4. 1o OKOHYaHWKM BbINOSIHEHUSA NPOrpamMmMbl NPUCTYMUTL K aHanunay
pe3ynbTaToB.

AHAIMN3 U UHTEPIMNPETALUUA PE3YJIBTATOB
AHanus pesynbTaTtoB MPOBOAAT C TMOMOLWbLK MPOrpaMmMHOro

obecneyveHnsa wucnonb3lyemoro npubopa ana nposegexHna [MLUP c

OeTeKUNEN B peXUME «peanbHOro BpeMeHn». AHanNM3npyoT KpuBble

HaKoMnsIeHna oNyopeCcUEHTHOro CurHana no AByM KaHasam:

- no kKaHany gna dnyopodopa FAM peructpupyerca curHan,
CBUOETENbCTBYWOLMA O HAKOMMEHUM NpoayKTa amnnudukaumn
dparmeHta AHK HSV |, II;

- no kaHany panga dnyopodopa JOE peructpupyetcd curHan,

CBUAETENbCTBYOLWNA O HaKOMNMEeHUM npoaykra amnnmdukaumm
OHK BKO.

B SYENKM peakUuMOHHOro moayns

amnnudpukaumm c

10 hanpumep, «Rotor-Gene 3000» «Rotor-Gene 6000», «Rotor-Gene Q» nnm aHanoruyHsle.
1 Hanpumep, «iCycler», «iQ5», «Mx3000P», «Mx3000», «T-96» nunv aHanormyHble.

CTp. 22 13 25
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PesynbTtaTbl WHTEPNPETUPYIOTCS HA OCHOBaHWM Hanuuma (Unu
OTCYTCTBUS) nepeceYyeHns KpUBOM donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBON NNMHUEWN,
4YTO onpenenser Hanuuue (MNU OTCYTCTBME) ANs OaHHOW NpoObl
OHK 3HayeHns noporosoro uukna «Ct» B COOTBETCTBYHOLWEN rpade
B Tabnuue pe3ynbLTaTos.

[MpyHUMN MHTEepNpeTaunn pe3ynbTaToB Creayouni:

- OHK HSV | vnu Il Tuna obHapyxeHa, ecnu ans gaHHOW npoobbl
B Tabnuue pes3ynbTaToB MO KaHany ansa dnyopodopa FAM
onpegeneHo 3HavyeHne noporosoro uukna Ct. Npn aTom KpuBas
dnyopecueHumMn  gaHHOM  npobbl  OOMKHa  nepecekaTtb
NOPOroByto NTNHUIO Ha yyacTke XapaKTepHOoro
9KCMNoHeHUnanbHoro nogbema nyopecueHuni.

- OHK HSV | u Il Tna He o6HapyXxeHa, ecnu AnNs JaHHOW NPOo6bI
B Tabnuue pesynbTaToB Mo KaHany anga donyopodopa FAM He
onpegeneHo (OTcyTCcTBYeT) 3HadeHue noporoBoro uumkna Ct
(kpnBasi onyopecLeHUnn He nepecekaeT NOpPOroByto NIMHUIKO), a
B Tabnuue peaynbTatoB Mo kKaHany ans dnyopodgopa JOE
onpeneneHo  3HadyeHue  noporosoro  uukna Ct, He
npeBblaowee ykazaHHoe (rpaHUYHOE) 3HaYEeHMe.

- PesynbTtaT aHannsa HeBanuUAHbIN, eCnn AnNa gaHHOM Npobbl He
onpegeneHo (OTCYTCTBYET) 3HadeHune rnoporosoro uukrna Ct no
KaHany ona gnyopodgopa FAM u no kaHany gns dgpnyopodopa
JOE 3HaudeHne Ct Takxke He onpegeneHo (OTCYTCTBYET) wunu
NpeBblllaeT yKa3aHHOEe rpaHu4yHoe 3HadeHue. B atom cnydae
TpebyeTcs NOBTOPHO NpoBECTU MUP-nccnepgoBaHne
COOTBETCTBYHLLEro KnuHn4yeckoro obpasua.

BHUMAHWUE! [paHnyHble 3HayeHus Ct ykasaHbl BO BKragbllle K
MUP-komnnekty. Cm. Takke metoguveckne pekomeHgaummn OrryH
LUHNWNO  PocnotpebHag3opa  «MccnepgoBaHuMe  KNUMHUYECKOrO
matepuana Ha Hanudne LOHK Bosbygutenen WM u gpyrux
NHpEeKLNK opraHoB penpoayKkuumn MeTo40M rupP C
rmépuansaumnoHHO-NTyopeCLEHTHON AETEKLNEN Y.

PesynbTtatr [LUP-nccnepoBaHna cuyutaeTcs AOCTOBEPHbIM,
ecnu Nosly4YeHbl npaBunbHbIE pe3ynbTaTbl ans
NOJIOXKUTENbHOIo " oTpuuaTenbLHOro KOHTponen
amnnudukaumm u oTpuuaTesibHOro KOHTPONSA 3KCTpaKuuu
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(Bblgenenusa) OHK, B cootBeTcTBUM C Tabnuuenm OLEHKU
pe3ynbTaToOB KOHTPOJIbHbIX peakuun (Tadn. 4).

Tabnuua 4
Pe3ynbTaTbl A4nA KOHTponen pasnuyHbix atanos LP-
aHanu3ia.
KoHTponupyembin 3HayeHue noporoBoro yukna, Ct
KonTponk atan MLP- no KaHany ans no KaHany ans
uccrnenoBanns ¢dnyopocopa FAM ¢dnyopodopa JOE
B- QkcTpakums AHK 3Ha4yeHne oTcyTCcTBYET On:giﬂfugerﬁpoai:i:iﬁge
K- MupP 3HayeHne oTcyTCTBYET 3HayeHne oTcyTCTBYET
K+ nypP OnpepgeneHo 3HadyeHne | OnpeneneHo 3HavyeHne
MeEHbLLUE rPaHNYHOro MEHbLUE rPaHNYHOro
BHAMAHUE!
1. Ecrim gna nonoxutenbHoro koHTpona [lUP (K+) 3HayveHue
NOporoBoro uukna no kKaHany Aana dnyopodgopa FAM
OTCYTCTBYET nnm npesbillaeT rpaHn4Hoe 3Ha4eHune,

HeobXxoaMMO MOBTOPUTL aMnnMukaumnio ans scex obpasuos, B
KOTOpbIX He oOHapyxeHa OHK HSV | n Il Tnna.

Ecnu gnsa oTtpuuatenbHoro koHTponsa akcTpakuumn OHK (B-)
n/vnn otpuuatensHoro koHTpona [lUP (K-) no kanany FAM
3apukcmnpoBaHo 3HadeHue noporosoro uukna Ct, Heob6xogMmo
nosToputb NLP-nccnenoBanme gna Bcex obpasyos, B KOTOPbIX

obHapyxeHa LOHK HSV |

akcTpakuum OHK.
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CPOK rogHoCTtu. ycnoBuA TPAHCMNOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHoctu. 9 mec. Habop peareHTOB C MCTEKLUMM CPOKOM
ro4HOCTU MPUMEHEHNIO HE MOASIEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTUPOBATL MNpuU
Temnepatype oT 2 go 8°C He 6onee 5 cyt. «[LUP-komnnekT»
BapuaHt FRT-100 F w»n FRT-1000 F npu nony4yeHuu
pa3yKOMIMIEKTOBATb B COOTBETCTBUM C YKas3aHHbIMW Temrnepartypamu
XpaHeHus.

XpaHeHue. Habop peareHTOB XpaHWTb Mpu TemnepaTtype OT 2 [0
8 °C. lNuP-cmecb-1-FL HSV |, Il xpaHnTb B 3aliuuieHHOM OT CBeTa
mecte. [1LUP-cmecb-2-FRT w©n nonumepasy (TagF) XxpaHuTb npu
Temnepartype He Bbiwe MuHyc 16 °C.

YcnoBua otnycka. [1ns ne4yebHo-npodnnakTMyecknx n caHUTapHo-
NPOMOUITAKTUYECKUX YUPEXOEHNN,

Peknamauum Ha kavecTBo Habopa peareHToB «AMNNMCeHc® HSV |,
lI-FL» Hanpaesnate B agpec OI'YH [ocymapcTtBeHHbIN HayyHO-
nccneooBaTenbCKMA  MHCTUTYT — CTaHOdapTM3auum U KOHTPOnS
MeaUUMHCKMX OBunornorndecknx npenapatoB uMm. J1LA. TapaceBuua
PocnoTtpebHaasopa (119002 r. Mockea, nep. CuBues Bpaxek, g. 41),
Ten./dakc (499) 241-39-22, a Takke Ha npeanpuAaTUe-U3roToBUTENb
dryH UHUNG PocnotpebHagsopa (111123 r. Mockea, yn.
HoBornpeesckas, a. 3a), ten. (495) 974-96-42, pakc (495) 305-54-23
e-mail: obtk@pcr.ru) u B otaen no paboTte C peknamaumamMm U
opraHudaumm obydeHuns ten. (495) 925-05-54, gakc (495) 916-18-18,
e-mail: products@pcr.ru).

OT3biBbl U NpeanoxeHns o npoaykumm «AMnnnCeHc» Bbl MOXETe
OCTaBuTb, 3anosfiHMB aHKeTy noTpebutens no agpecy B CeTU
NMHTEPHeT: www.amplisens.ru.

’\

'I
" 1 f ) ¢
Jaseytommii HIL C 2284 . H. Poanonosa

GIYH LIHUHWD Pocnorpednazzopa
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