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I'enepanpHEIi TUPEKTOD

NHCTPYKIIMA

110 IPIMEHEHHIO Habopa peareHToB s Beisseienus JJHK
Chlamydia trachomatis u JTHK Ureaplasma species
METOIOM MOJMMEPA3HOM EMHOM PEAKIIHU B PEKIME PEATbHOIO BPEMEHU
Peanbect THK Chlamydia trachomatis /Ureaplasma species (xommiext 1)

1. HASHAYEHUE

Ha6op pearentos «Peanbecr THK Chlamydia trachomatis / Ureaplasma species» npennasHades s
seuBienus JAHK Chlamydia trachomatis u JHK Ureaplasma species, BHIIeTeRHON U3 KITHHAYECKAX IPo6
MeToZoM monmuMepasHod uenHod peakmuu (IIHP) ¢ rubpumusanumonHO-(IyopeceHTHON AeTeKnueit
npoxykToB III[P B pexume peasbHOTO BpEMEHH.

Beienenve JTHK u3 wiwHEYecKHX Ipo6 IpoBOMTCsS ¢ moMmompio Ha6opoB «Peambecr JHK-
akcmpecey», «Peanbecr JHK-sxerpakmus 1», «Peanbecr JHK-skcrpakmus 3» mmu «PeanBect
skcTpakmus 100»,

Komnuiext 1 npennasHaden Ui IPAMEHEHHS ¢ PETUCTPUPYOmMuME ammumadukaropamu: «iQ iCyclery,
«1Q5 iCycler» m «CFX96» (¢pupma «Bio-Rady, CLIA), «AT-96» (000 «HIIO JJHK-Texnonozusny, Poccus)
WM UX aHAJIOTaMH.

KomriutekT 1 paccuntan Ha NpOBeJEHHE aHAH3a 96 00pa3LoB, BKIOYas KOHTPOILHEIE 00Pa3IIEL

2. XAPAKTEPUCTHUKA HABOPA

2.1. IlpumHOunD Metoja.

IIpuHImn anam3a OCHOBaH Ha PETHCTpalMy Iporecca aMiuukanun BeIopagroro gparmenrta JTHK,
3aKIFOYAIOIIErocss B IOBTOPSIOIIMXCS NHUKIAX: TeMIeEpaTypHas MAEHATypalus, OTKHUI MpaidAMEpPOB C
KOMILIEMEHTapHBIMH ITOCIEN0BATENILHOCTAMHE, JOCTPOUKA IOTUHYKIICOTHHBIX IIOCIIEN0BATEILHOCTEH C 3THX
npaiimMepoB Taq-mommumepaszoii.

B 0CHOBE HCIONBE3yeEMOro METOJa PETHCTPAUM JISKUT M3MEPEHHE (IIyOPECIEHIUN B KOKIOM IHKIIE
IIITP.

YBenn4enne CHrHaoOB (IIyOpecIeHIUM IIPOMCXONUT OIaronapsl MCIONB30BAHMIO CHENMU(DIIHOrO UL
narHoro yyacrka JIHK Bo3Oymurens nadexmmu rubpummsammonsoro JJHK-30H1a, KOTOPHIA B X0/le peaKuu
cBsi3pIBacTes ¢ omuo u3 uenei JIHK, obecneunBas nomonHuTeNnsHy0 crenuduurocts Merona. JTHK-30Hx
COZICPIKUT Ha 5°-KOHIIE (PIIyOpECIEHTHEIA KpacHTelb, 8 Ha 3’ -KOHIIE — raCHTelTh (IIyOpPECIEHIIHN, 3HA9UTEIHHO
CHIDKAFOIMA WHTEHCHBHOCTE ()IyOPECIEHIMH. B Xole MONMMEpasHOro CHHTE3a KOMILIEMEHTApPHOM eI,
Omaromapss 5°-3’-3K30HyKJI€a3HOM aKTHBHOCTH Taq-TommMMepasbl, 30HJ pacIIeIUIIeTcd ¢ 5°-KOHIA M

IIPOUCXOTUT p8306HICHI/IC KpacHuTCIId M I'aCHTEILI, IIPUBOAAINEE IO MEPE HAKOIIICHUWS IIPOAYKTa peakluu K



BO3PACTaHUIO CHrHANA ¢uryopecueHuun. [Ipu 3ToM H3MepsieMas HHTEHCUBHOCTE ()IIyOPECIEHIIHH 3aBUCHT OT
KOJIM4YeCTBA 00pa30BaBIIMXCS CHENU(UUECKUX aMIUIMKOHOB W JWHAMHKA HapacTaHus (IIyOpeCICHINA
ompeznensercsa uexogubM KommdectBoM JIHK Bo30ymuTens uadekumu B oOpasie.

Vuér spdextuBrocTr BeInenerus JHK Chlamydia trachomatis m JJHK Ureaplasma species w3
obpasioB obOecneumBaercs BoymeneEueM JIHK w3 kimpHHYeCKHX MpoO COBMECTHO C IIPEIBAPUTEIBHO

BHECEHHBIM HEKOHKYPEHTHLIM BHYTPEHHHM KOHTPOJIbHBIM 00pa3nom (BKO).

2.2. Cocras Habopa:
® OJOXHTENbHBIA KOHTPONIbHEINA 00pa3er yHuBepcanbhbli (IIKO) — Ha ocHoBe mnasmuauoi JTHK co

BcTpoiikoi ¢parmenToB JIHK psnma repmec BupycoB u Bo3Oyaureneii HIIIIIIL, B Tom umcne JTHK
Chlamydia trachomatis u JJHK Ureaplasma species — 1 mpobupka, 1 mi;
* rorosas peakuonHas cmech A [P (I'PC), muodumusupoanHas — 96 mpoOHUpOK.

Ha6op nomomHuTeNsHO KOMILIEKTY€TCS

*  Ontuyeckoil nuéukoi — 1,5 nmucra.

3. AHAJIMTUYECKHUE U JUATHOCTUYECKHUE XAPAKTEPUCTHUKHA

3.1. YyscrBuTensHocTh — BeiiBienne 100 xomuit IHK Chlamydia trachomatis w JHK Ureaplasma
Species B CTaHIApTHHIX 0Opasmax npenmpustus — 100%.
3.2. Coemndmunocts BorBnerus JHK Chlamydia trachomatis w JJHK Ureaplasma species (no

cmanoapmmuoil nanenu npeonpusmus ompuyamenveix [[HK-sxcmpakmos) — 100%.

4. MEPBI IPENJOCTOPOXXHOCTH

BHUMAHHME! Hecobmoaenne npuBeAEHHBIX HIKe TPEOOBAHUI MOKET PUBECTH K HCKAMKEHHIO
pesyabrTatos IIIIP.

4.1. IloTenumanbHBII pUCK IpUMEHEHHS Habopa — kinace 26 (Ilpuxaz M3 P® om 06.06.2012 Ne 4n).

42. Ilpu pabore ¢ Habopom cremyer cobmomars CII 1.3.2322-08 «besomacHOCTH pPabOTHEI C
Mukpoopraau3mamu III-1V rpynn naroresroCTH (0nacrocmu) u Bo30y TATEISIMA TApa3UTAPHEIX OOIE3HEN.

4.3. JIng npeoTBpalieHus KOHTAMUAHAITNHA HEOOXOJUMO TEPPHUTOPHAIBLHO PA3IEiIATh STABl BEIICICHUL
JIHK u noctaroBku ITIP cormacao MV 1.3. 2569-09 «Oprauuzarus paboTs! 1abopaTopuii, HCCIEAYIOIHIX
METOBI aMIUTAGHKAIIMY HyKIEHHOBBIX KHCIIOT IIPH paboTe ¢ MaTepHaIioM, COIEePKalliM MAKPOOPIaHH3MEI
I-IV rpymnm natoreHHOCTH.

4.4. TIpm pabote c HAOOPOM CleLyeT HaJeBaTh OAHOPA30BbIe MEIUIIMHCKUE [IEPUATKH.

4.5. Kaxzmoe pabodyee MECTO JOIDKHO OBITH CHa0XXE€HO COOCTBEHHBIM HAaOOpPOM ITHUIIETOK IIEPEMEHHOTO
00héMa, HEOOXOAMMBIMH BCIIOMOTAaTeNBPHBIMUA MaTephalaMd H o0opyZoBaHHeM. 3ampemaercs Hux
IIEpEMEINEHUE MEXAY pabouNMH MECTaMHU.

4.6. Jlna mpoBeNEeHHUs PEeaKIMU aMIUTHGHUKAIFH ¢ AeTeknuei mpoaykros I[P B pexuMe peanrbHOro
BPEMEHH HEOOXOIUMO HCIIOIB30BATE TOJIBKO OJHOPAa30BbIe HAKOHEYHUKH C QUILTPOM IS MUAIETOK.

4.7. He nomyckaeTcs HCIIONB30BaHHME ONHUX M TEX K€ HAKOHEYHHKOB IpPU JOOABIECHWM DPa3sHBIX
00pasIoB.

4.8. Ilocne oxoHuyaHHMs pPabOT AJId NPEAOTBPAIIEHUS KOHTAMUHAIMKA pPabOYWe TOBEPXHOCTH
JAMUHApHBIX O0KCOB U 1a0OPaTOPHEIX CTOJIOB CIEAYeT IOABEPrHY Th JEHCTBHUIO OaKTepuuIHEX Y D namm B

Tedyenne 1 yaca. 3areM 00paboTaTh perIaMeHTHPOBAaHHBIMY CAaHUTAPHBIMU IIPaBUJIaMU A€3UHPUITUAPYIOLIIMU



cpenctamu (maxumu, kax: 0,2% pacmeop [II-2T; 1-3% pacmeop «/uabax»,; 0,5% pacmeop «JIuzagumny,
0,5-1% pacmeop « Mucmpanwv).
4.9. Bce ncHoNB30BaHHBIE OJHOPA30BBIE MaTepHAlbl INOABEPraTh 0OpPabOTKE AC3UHPUIMPYIOIMME

CpeacTBaMu C ociIcay 17011 (S)%1 YTI/IJII/I3aI.[I/IeI7I.

5. OBOPYJIOBAHMUME U MATEPUAJIBI
—  ammmmpHuKaTop ¢ GIIyopecneHTHOH meTekimeil B pexxume peansHoro Bpemenu: «iQ iCycler», «iQ5
iCycler», « CFX96» (@pupma «Bio-Rady, CILLIA), « {T-96» (OO0 «HIIO JJHK-Texnonozusy, Poccus)
WM UX aHAJIOT;
—  IILP-60xc umm OTAETBHBIA CTON, OcBemaeMblii Y D-nammoit (wanpumep, «LuxnoTemny gupmer CIT

«PTCy, Poccus);

—  XOJIOIMIBHHK OBITOBOM, IOANEpPKUBAIOIKi Temmepatypy (2—8) °C;

—  IHMIIETKH MOJIyaBTOMATUYECKHE (003amopbl MEXAHUYECKUe) OTHOKAHAIBHEBIE C IIEPEMEHHBIM 00BEMOM, CO
CMEHHBIMU HAKOHEYHUKAMH (pupma «Jlennunemy, Poccus, ¢hrupma « Biohity, Quunsnous);

—  [epYaTKH MEIUIMHCKHME OJHOPA30BBIE HECTEPUIILHEIE HEOIY APEHHBIE JIATEKCHBIE WIIH HEOIPEHOBEIE
(nepuamxu «NeoTouchy, pupma «Ansell HealthCarey, I'epmanus,);

—  OJHOPAa30BBbIC HAKOHCYHHWKHM IS IHNETOK C 3aIIUTHBIM QHIBTPOM /a3p030JIbHBIM GapbepoM (upma
«FinnTipy, Qunnanous);

—  IOTaTUBBI JUI1 MEKPOIPOOHUPOK BMECTUMOCTHIO 0,2 M (pupma «Xenuxony, Poccus);

—  KOHTeHHep 1y cOpoca OTXONOB (Hanpumep, «Koumeiinep ons copoca ocmpozo uncmpymenmapus —
EK-01», ¢pupma « KM-IIPOEKT», unu ananozuynviii);

—  HOX KaHIEJIIPCKUU.

6. AHAJIU3UPYEMBIE OBPA3IIbI

Jns ananu3a WCIOIB3yOTCs MpoOsl BeieneHHoi JTHK, momydeHHbIe U3 KIMHAYECKOTO MaTepHana ¢
nioMoIe0 Habopos: «Peanbect JTHK-sxcnpece», «Peanbecr THK-skerpakmus 1», «Peanbecr JHK-
skcTpaknus  3», «Peanbeer skxerpakmmsi  100»  cOrIacCHO HHCTPYKIHMSM [0 IIPUMEHEHHIO
COOTBETCTBYIOIIUX HAOOPOB.

Kaxnas rpynma o6pasios, mpoxoasmias gepe3 npouenypy Boiaenenus JIHK, nomwkna comep-xars ITKO
U OTPUIATENbHBLIH KOHTPOALHBIA o0pasen (OKO), xoTopbli sBISETCS KOMIOHEHTOM Habopa s
Beienenus JJHK.

Ecnu 0o nposedenus ananusa obpasyer evidenennoii JJHK Xpanunuco 6 3aMOpOJICEHHOM 6uoe,
PasMopo3umbs ux u 6610epiHcams npu memnepamype ‘(] 8-25) °C ne menee 30 munym.

Buwioenennyio JIHK xpanume npu memnepamype (2—8) °C ne 6onee 2 cymox.

IIKO nocne éckpvimus ¢naxona xpanumo npu memnepamype (2—8) °C ne 6onee 1 mecaya.

7. IIPOBEJEHUE AHAJIU3A

7.1. IloaroroBka KOMIIOHEHTOB Hadopa.

ITepen HayanoM paGoTHI ©3BIEYL HAOOP U3 XOJIOIUIBHUKA, BEIIEpXaTh I PC B ynakoBke (ke ckpuiéas!)
npu temmeparype (18-25) °C me meHee 30 MuHYT. 3aTeM BCKPHITH YIAKOBKY, aKKypaTrHO, ¢ IOMOIIBIO
KaHIEIIPCKOT0 HOXa OTpe3aTh HEOOXOIMMOE KOJNMYECTBO (MO HUCLY NOO20MOGIEHHLIX NpOob, GKIIOYas
koumponeHvie obpasyvi: I OKO u I IIKO) npobupok ¢ I'PC. Otpesars mpoOUPKH CIELyEeT BMECTE C



MMOKPBIBAIOIICH UX IIEHKOH.

Brumanue! Ocmasuiuecs Heucnonvsosannvimu npobupku ¢ I'PC ynakosamv 6 yeghienosuwiii nakem c
ocywumenem, YOanums U3 He2o TUUHUL 6030YX U NILOMHO 3aKPbINb 3ANACUM.

Ilocne nepsozo eckpeimus ynaxoéku cpok 2ooHocmu I'PC npu memnepamype xpanenus (2-8) °C
cocmaensem 3 mecaya.

7.2. Heobxomumoe KOTUYECTBO (1O YUCTY NOO20MOGIEHHBIX NPOO, GKIIOYAS KOHMPOIbHbIE 00pa3ybl)
npobupok ¢ ['PC mpoHyMepoBaTh U PaCIOIOXKHUThH B IITATHBE.

Brumanue! Haonucu cnedyem pacnonazame Ha 60x080u yacmu npobupox. Onmuueckas niéHka

00J19ICHA ocmasamubcs yucmou!

7.3. B xaxIyro OpoOupKy MUIIETKOH ¢ OTAENBHBEIM HAKOHEYHHUKOM ¢ GHIBETPOM BHECTH IO 50 MKJI
COOTBETCTBYIOIEro pacTBopa BoiaeaenHoii JJHK. 3akienTs onTuyeckoi MIEHKOM.
7.4. IlomecTuTh MPOOUPKHU B aMILTHPHUKATOP.

7.5. 3amporpaMMEpOBaTh IpUOOP AL IPOBEACHUS aMILTAUKaIH crienupudeckux pparmentor JIHK
Chlamydia trachomatis, JHK Ureaplasma species, JHK BKO u neTrekuuu CUTHAIOB (JIyOpECICHITHH.
IIporpammupoBanue aMILIA(UKATOPA IPOBOJUTH B COOTBETCTBUY C HHCTPYKITHEH K IPHOOPY.

7.6. 3amporpaMMUpOBaTh IPOTOKOJI IPOBEAECHUS PEAKITNN aMIUTH(DUKAIAH:

1 cragus: 50 °C — 2 MUHYTHI;

2 cramus: 95 °C — 2 MHHYTEI;

3 cramust: 50 muxioB (94 °C — 10 cexyno, 60 °C — 20 cexyno).

Hsmepenue ¢nyopecyenyuu nposooums npu 60 °C.

7.7. Bribparp xaHanbl Aetekiuu pesyisTatoB ammmubukanuu JIHK Chlamydia trachomatis, JTHK
Ureaplasma species n JJTHK BKO:

— mns peructpanuu npornecca ammmudukanun JIHK BKO cnexyer BeiOpars kanan gereknuu «FAM».

— mns peructpanun nponecca ammmuukanun JIHK Chlamydia trachomatis cnexyer BEIOpaTh KaHa
nerexuuu «HEX».

— st peructparuu npornecca ammmbukanyu JIHK Ureaplasma species cnenyer BbIOparh KaHal
nerekua «ROX».

7.8. 3amporpamMMHpOBaTh IOJIOKEHUE MPOOUPOK C HCCIETyEeMBIMH 00pa3liamMH, ITOJIOKUTEIBHBIM H
OTPHIIATEIHFHBIM KOHTPOJIBHBIME 00pa3IiaMy COTIIaCHO HHCTPYKITHH K HCIIOIB3yEeMOMY IIpHOOpY.

7.9. 3amycTuTh IpPOrpaMMy W MPOBECTH PEAKIHIO aMILTH(QHUKAIINH C PErUcTpanueil GryopecieHIuy B

PEXHUME PCATTBHOI'O BpEMEHU.

8. PEI'MCTPAIINA PE3YJIBTATOB

[Tpu mpumenenwnu Habopa ¢ ammuduraropamu «iQS5 iCycler», «CFX96» u nporpammoii «Peanbect
JHATHOCTHKA» [IPOrpamMMa IMIPOBOJIUT BCE OIIEpallMy 110 aHATIU3y, OTOPaKOBKE M BHIYHCICHUSM PE3YIILTATOB.
IIpy WCMOMB30BAHUU OPYTHX aMIUM(UKATOPOB Y4YET pPE3yJbTATOB IIPOBOAUTE B COOTBETCTBHH €

pasgenom 9 napHOM HHCTpYKIUHU U Ilpuiokenuem.

9. VYKT PE3YJIBTATOB

9.1. B IIKO mporpammMa H0DKHA QUKCHPOBATH:
— mapacranue curnana amtndukanmu AHK Chlamydia trachomatis (xanan « HEX») u onpenemnsrsh



saagenue noporosoro muxia Ct IIKO yauBepcansHoro;

— Hapactague curHana ammuukanuu JHK Ureaplasma species (kanan «ROX») m onpenemnstsh
3gayenue noporosoro mukia Ct IIKO yauBepcaabHOro;

—Hapacranue curaana ammaukanun JIHK BKO (kanan « FAM») 1 onpenensTs 3HaYSHHE TOPOTOBOTO

mukia Ct BKO.

9.2. B OKO mporpamma JoDKHa (GHUKCHpOBaTh HapacTandwe curHayma amiumudukanuua JTHK BKO
(kanan «FAM») n onpenensats Ct BKO, npﬁ 9TOM IIpOrpaMMa He IOJDKHA PEruCTPHpPOBATH HapacTaHUS
curgana cnenupuyeckoro npoxykra ammmudukamun JTHK o xanamam «HEX» u «ROX».

9.3. B kaxkaoMm wucciaexyeMoM ofpa3sme IporpamMva IOJDKHA (PUKCHPOBATh HapacTaHWe CHIHAlA
ammmduxanun JIHK BKO (kanan « FAM») u onpenensts Ct BKO.

9.4. Beramcmuts (Ct BKO)., kak cpenuee 3nagenne Ct BKO Bcex anammsupyeMbIx 00pas1oB (6K104as
IIKO u OKO). OtbpaxoBke nomiexar 3Haderns Ct BKO, ormugaromuecs Gonee geM Ha 2 ot 3nadenus (Ct
BKO)cp. Ilocie otopaxosku nepecuntars (Ct BKO)cp it ocTaBIIHXCS 3HAYEHHIA.

9.5. Amammsupyemblif o0pasel] CUHTAeTCS MOJONKUTENLHBIM, conepxamum JHK Chlamydia
trachomatis, ecnu 11 3T0r0 00pasma 3HageHre Ct no xanary «HEX» menbme uin paBao 40.

9.6. AmanmsmpyeMslii 00pa3sel CIuTaeTCs MoJI0KHTeabHbIM, conepxarmum JIHK Ureaplasma species,

eciu Ui 3Toro obpasna 3HadeHue Ct o xanary «ROX» mensme uiaua pasuo 40.

9.7. Pesynsrar aHanmuza o0pasiia CIATAETCH OTPHNATENLHBIM, ECITH UIS 9TOro obpasna 3aa-uenue Ct
o ka"anam « HEX» u «ROX» 6oasme 40 nin He onpenesisieTcst.

Ecmu mns Takoro obpasna 3navenne Ct BKO npepenmaer 3uadenue (Ct BKO)o, 6ostee ueMm Ha 2, TO
PEe3yIBTAT II0 JaHHOMY 00pa3ily He MOUIEXKHUT aHAM3Y U y4ETy Kak OTpunaTeabHb. Heo6xoammo mposecTa
IIOBTOPHBIN aHAN3 JaHHOIO 00paslia, HauMHasI C ATala BhIICICHU.

9.8. Ecm o OKO 3nagenne Ct mo xaHary «ROX» win «HEX» menbme mim pasuo 40, To 310
CBHJIETEIBCTBYET O HAJIMYMM KOHTAMHHALMH B CHCTEME. B 3TOM ciydae MONOXHUTENBHBIE PE3YILTATEL
[OJyYEeHHBIE B NAaHHOW MHIMBHAyanbHOM nocTtaHoBke IIIP, cumrarorcst HemocToBepHBIME. Tpebyercs
IOPEANPHUHATE MEPBI 110 BBIABICHHIO M JIMKBUIAUHE HCTOYHUKA KOHTAMHHAITMH W MMOBTOPUTH aHAIIU3 BCEX
00pa3LoB JaHHOH IOCTAHOBKH, IUIL KOTOPHIX IIOJYYEH IMOJOXKHTEIBHEIN pesyibrar. O6pasubl, aHamu3

KOTOPBIX Oajl OTpI’III&TGJIBHI:IfI PE3YIbTAaT, CICAYCT YUUTEIBATE KaK OTPHUIATCIbHEIC.

10. YCJIOBUA TPAHCIIOPTUPOBAHWMS, XPAHEHUSA
U IIPUMEHEHWS HABOPA

10.1. TparcnoprupoBanue Habopa JOIDKHO IPOBOAMTHECS IpH TemmepaType (2-8) °C. Jlomyckaercs

TPaHCIOPTHpOBaHWE INpu Temmeparype o 25 °C He Oomee 10 cyrok. 3amopaxuBampe Habopa He

JIOIyCKaeTcsl.
10.2. XpameHme Habopa B YNAKOBKE IPENIPHITHI-U3TOTOBUTEIS IOJDKHO IPOBOMUTHCS IIPH

temneparype (2—8) °C B TeueHue BCEro CpoKa FOJHOCTH. 3aMOpakuBaHye Habopa He JOIyCcKaeTcs.

10.3. [Ins moirydeHHs HaAEXHBIX Pe3yIbTaTOB HEOOXOIUMO CTPOroe CoOIoAeHNe aHHON HHCTPYKIIHA
[0 IPUMEHEHUIO Habopa.

10.4. 3anpermaercs: ©CIOIB30BATH KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEPHIA.



11. TAPAHTHUM N3I'OTOBUTEJIA

IIpenupusTHE-U3rOTOBUTENL TAPAHTHPYET COOTBETCTBHE HaOOpa TPeOOBAHUSIM TEXHHYECKHUX YCIIOBUIM
IIpX COOJIIONCHUH YCIOBUM TPaHCIOPTUPOBAHUS, XPAHEHHS W IPUMCHEHHS, YCTAHOBJIEHHBIX TEXHAUYECKUMU
YCIOBUSAMM U HACTOSAIIEH MHCTPYKIMEH 10 IPUMEHEHHIO.

i

Cpoxk rogsoctu Habopa — 12 MecsIeB co JHS BBITYCKA.

Ilo eonpocam, xacaiowumcs Kasecmeéa nabopa credyem obpawamecs  AO «Bexkmop-Becm» no
aopecy:

630117, 2. Hosocubupck-117, a/sa 492,
men.: (383) 252-51-62, 227-60-30;

men./gpaxc: (383) 252-51-81, 252-51-77;
E-mail: plkobtk@vector-best.ru

JONIOJIHUTEJbHASI UH®OPMAILIUA 4151 IOTPEBUTEJIEN:

— Habop peareHToB npegHa3sHa4YeH I NPOPECCHOHAIBHOTO IPIMEHEHHS U HOIDKEH HCIIOIb30BaAThHCS
00y4YeHHEBIM IIEPCOHAIIOM;

—  IIpu ucnonb3oBanum Habopa 06pa3yroTCs OTXOABI KiaccoB A, b u I, KoTopble KiiaccupHIUPYIOTCS 1
YHHUYTOXAOTCS  (ymunusupytomes) B coorBercteur ¢ CanllmH 2.1.7.2790-10 «CarmTapHo-
SMUIEMHOJIOTHIECKHE TPeOOBaHU K OOPAINEHUIO C MEIHIMHCKHUMHU OTXOoAammy. Jle3uHdpexnuro
HabOpOB ClemyeT HpoBoauTh mo MYVY-287-113 «Meromudeckue ykasaHums IO Oe3WH(DEKINH,
IPEICTEPUIM3ANMOHHON OYMCTKE U CTEPHIIN3AIIUY U3IETAN METUIMHCKOIO Ha3HAUYEHUS»

— TpebGopanms 6e30MaCHOCTH K MEIUITMHCKIM JaboparopusM npusenens: B TOCT P 52905-2007;

— He npumensars Habop peareHTOB 0 Ha3HAYEHHUIO [OCIE OKOHYAHHS CPOKA FOTHOCTH;

— TpancmopTupoBaHKE JOIKHO IIPOBOAUTHECS BCEMH BHIAMH KPBITOIO TPAHCIOPTA B COOTBETCTBHH C
IIpaBHJIaMH IIEPEBO30K, ACHCTBYIOIUMH Ha TPAHCIIOPTE JAHHOTO BHJA.

— IlpousBoauTens rapaHTHPYET COOTBETCTBHE BBITYyCKaeMbIX H3IeUil TpeOOBAHUAM HOPMATHUBHOM M
TEXHUYECKON JOKYMEHTAIINH;

— besomacHOCTh U Ka4eCTBO M3ENMHS TapaHTUPYIOTCS B TEUCHHUE BCETO CPOKA TOJHOCTH;

—  Ilpow3BogMTENs OTBEYAET 3a HEIOCTATKY U3MIEIHS, 32 HCKIIFOUEHMEM 1e(EKTOB, BOSHMKIIIX BCIICICTRIE
HapyIICHUs IPaBUIT MOJIb30BAHMS, YCIOBUM TPaHCIOPTUPOBAHUS U XPAHEHUS, OO AEHCTBUS TPETBUX
JIULT, JTIOO HENPEOIOMUMOM CHITBL

— IIpousBomurens 00s3yeTcs 3a CBOM CUET 3aMEHUTH H3ENTHE, TEXHAYECKHE M (DYHKIMOHAIBHEIE
XapaKTepUCTHKH (nompebumenbCcKue Cc60ucmea) KOTOPOrO HE COOTBETCTBYIOT HODMATHBHOM H
TEXHUYECKOM JOKYMEHTALMH, €CIM YKa3aHHbIE HEIOCTAaTKU SBUJIHCH CIEACTBHEM CKPHITOro aedeKTa

MaTepHajIoB UM HEKAYCCTBCHHOT'O U3TOTOBJICHU U3ACIIHA IIPOU3BOIUTEIICM.

INPAJIOXEHUE
IIpoBenenue ananuza Ha mpudope «AT-96» (HIIO «/JHK-Texnonozusy)
1. Hactpoiika 5KCIO3HUIIUN H3MEPEHHIA:
B pexume «Pabora ¢ mpmbopom» B MeHIO «HacTpoiikm» BhIOEpUTE IYHKT «JKCIIO3HIUS

H3MEpPEeHUID).
B otkpeBmemcs okHe BblOepute kaHal «FAM», U3MeHUTE 3HAUYCHUE SKCIO3MIUH HA «250», Iis

kanaioB «HEX» u «ROX» ycranosute 35a9eHHe 3Kkcno3unuy «1000x». IlogTBepuTte coxpaHeHue TEKYIEro



3HAYEHHS DKCIIO3UITHH, HaXaB «J[Ax».

Brumanue! Yrazannvie 3HayeHus SKCNO3UYUL NPUMEHUMbL MONLKO O HAbopos « Peanbecm» u npu
Heobx00UMOCmu O0NHCHBL ObIMb USMEHEHbL HA UCXOOHBLE.

2. IIporpammupoBaHue amMILIMpuKaATOPA:

2.1. Jng co3maHus IPOTOKONA aMIUTU(GHKAIUU HaxaTh KHONKY «Co3maTh» BO BKIAIKE «3amyck
MporpaMmMsl aMILTHGUKAITHID).

2.2. B OTKpHIBIIEMCS OKHE BBIOpATh MEPBHIH 1Ia0JI0H MPOrpaMMBbl aMILTH(DUKAIINH, OTPEIaKTHPOBAT
€ro B COOTBETCTBHHM C IPOTpaMMOl aMIUTH(QHUKAIIMU K UCIIOIB3YyEMOMY Ha0OPY:

Jlisg HabopoB «Peanbeer THK»:

1 cragus: 50 °C — 2 MUHYTHI,
2 cragus: 95 °C — 2 MUHYTHI;
3 crapus: 50 muxnoB (94 °C — 10 cexyno, 60 °C — 20 cexyno).

Hzmepenue gnyopecyenyuu nposooums npu 60 °C.
s HabopoB «Peanbect PHK»:

1 crapus: 45 °C — 30 MuHyT;

2 cragus: 94 °C — 1 munyTa;

3 cragus: 50 mukioB (94 °C — 10 cexyrno, 60 °C — 20 cexyno).

H3zmepenue ¢hnyopecyenyuu nposooums npu 60 °C.

2.3. B syeiike «/ms mporpaMMbl» BBECTH Ha3BaHHE CO3JAHHOTO IPOTOKOJA aMIUTH(DUKAIIAH
(nanpumep, PCR u RT-PCR) u naxars «OK». B OTKpHIBIIEMCS OKHE yKa3aTh IIANKY I cOXpaHeHus daiina
U HaXXaTh «COXPAHUTHY.

2.4. B sueilike «O0bém paboueii cMecH» yka3zaTh 3Ha4eHHE «S0».

2.5. Bo Bxnanke «I[IpoToxo/n» CHadata BBECTH Ha3BaHMsI BCEX 00Pa3IloB, yUYaCTBYIONIMX B IIOCTAHOBKE,
3aTeM 3aIOJHUTH IUIAHINET.

Jlns ynipoirenust 3aroIHeHNs IUTaHIIeTa MOXKHO CO31aTh 3aT0TOBKY, JUIS 3TOr0 B MeHIO «TecT» BHIOpaTh
«Co3aaTts / peqakTupoBaTh TecT», 3aTeM «KonmupoBats Tekymuii Tect» ¢ nMeHeM TEST m mpucBouts
M HOBOMY TECTY.

B otkpeiBmeMcss OkHE B IyHKTe «l.AHajam3» BBICTAaBUTh THI aHAIM3a (KOIUYECMBEHHbIU UNU
KayeCmeeHHblll cO CMaHoapmamu  coomeemcmeuu ¢ Habopom) u meton «I'eomerpuueckuii (Cp)».

Jliis KauecTBEHHOT 0 aHa/ln3a B IMyHKTE «4.KoHTpom» BEICTaBUTE «1»; IS KOTHYECTBEHHOIO aHAI3a
co cranpapraMu (npu nocmarosexe ¢ KOI, KO2) B nmyHkte «3.Ctangapthl» B sueiike «KoaugecTBoy»
BBICTaBHUTH «2», B sueiike «2.Jy6mm» — «3», B myrkTe «4.Kontpomm» B sueiike «K» BBICTaBATE «3», B
srgetike « K » — «1».

Ecmu nocranoBka 6e3 KO1 u KO2, To B nyHkTe «3.CTaHmapTey B s4eiike «KoandecTB0» IOCTaBUTh
«0».

B nyHkTe «5.00BEM pabodeii cMecH B Ipo0HpKe» BEICTaBUTE 3HaYeHUE «S0».

B myskTe «6. @ayopodopbr» 0003HauuTh BHyTpeHHHiIT KOHTpoab (BK) mo kxamamy «FAM» u
creruduky 1o xkarany «HEX» mm «ROX» B COOTBETCTBHU C HHCTPyKIUEH K HabOpy.

ITo 3aBepriennu penakTupoBaHusg HaxaTh «OK».



B nanpHeiilmeM MpH 3all0JTHEHHH IIPOTOKOJIA CIIEAYET HCIIONB30BaTh KHOIKY «/[00aBHTH TecT», W3

CIIUCKA BHIOPATh HY KHBI JUIS TaHHOH ITOCTAHOBKU M BBECTH 9HCIIO 00PA3LOB U KOHTPOIIEH.
ITo oxkOHYaHWY 3aIIOJIHEHUS IPOTOKOJIA HaXaTh «[I[puMeHuTDb».

2.6. Ilporpamma mnepedneT Ha BKIAAKY «3amycKk HOporpaMMbl aMILIAGUKAIUW), 3aIlyCTUTH
aMIUTHQUKAAI0 KHOMKOH «3amycK NMporpaMmbDy. Pe3yibTaTel peakIué COXPaHSIOTCS IIOCIIE HaXaThs

KHOIIKH «3amyck mporpamMmbDy B (aiin ¢ pacmmpenueM *.r96.
3. Axaau3 u y4€T pe3y/bTaToB.

Herexmus ¢uryopecueHun ocymecTnisgercs o kananam «FAM» u «ROX» ana THK BKO n THK

BO36YHI/IT6J'I${, COOTBECTCTBCHHO.

HporpaMMa ABTOMATH4YCCKH BBICUHUTBEIBACT IIOPOTOBOC 3HAYCHHC (I)JIYOpCCIICHIII/II/I 10 METoay

I'eomeTpuaeckunii (Cp).

IIpn onnoBpemenHom BbisiBaeHun [{HK pnByx Bo3Oymurtenein JJHK BTOoporo Bo30yauTens

aerekTupyertes no kanaay «HEX».

I'PAONYECKHUE CUMBOJIbI

MeauuuHCKOoe U3aenue
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dopmar faThl: TOA-MECSI-4HUCIIO IO TIPUMEHEHHEO

A Ocropoxuo! O6parutech kK MHCTpyKIMK IO TPIMEHEHHIO

Koncynemayuro cneyuanucma no pabome ¢ HaboOpom MOANCHO NOLY4UNS NO Mel.
(383) 252-51-75



