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I'enepanbubIit upexrop

NHCTPYKLIUA
0 IPUMEHEHNIO Habopa peareHToB
qutst BeisaBiieHust JIHK Candida albicans
METOOM IOJTMMEPA3HOM LETHON PEaKIMK B PEIKHME PEaTbHOTO BPEeMEHH
(Peanbectr THK Candida albicans
(xommexT 1))

1. HASHAYEHME

Hab6op pearentor «PeanBect IHK Candida albicansy npenuasHaden juis BeisBiienus JIHK Candida
albicans MeTOIOM NOJMMEPA3HON HEMHOMN peaKuu (IILP) ¢ rubpuu3annoHHO-(IIyopeceHTHOM neTeKIHeli
npojykros IIL[P B pexume peanbHoro Bpemenu.

Beinenenne JIHK u3 xIMHHYECKHX TIPOG HMPOBONHUTCS ¢ TOMOIIBIO HabopoB «Peanbecer JTHK-3kc-

npecey, «Peanbecr THK-3kcrpakuus 1» «Peanbecr AHK-3xcrpakuus 2», «Peanbecr JHK-3keTpak-
uus 3» win «Peanbect sxerpaxmus 100».

Kommuaexr 1 npennasnayen Ui IPUMEHEHHS C PETHCTPUPYIOLIAMHE amrumpukaropamu «iQ5 iCyclery
u «CFX96» (upma «Bio-Rady, CILA), «IT-96» (000 «HIIO HAHK-Texnonoeus», Poccus) Wiy ux aHao-
raMmu.

Kommnexr 1 paccunrtan Ha nposesienue anammsa 96 00pasIoB, BKIIFOYast KOHTPOIBHEIC.

2. XAPAKTEPUCTHUKA HABOPA
2.1. IlpuHoun merona.

[IpuHimn ananm3a ocHOBaH Ha perucTpalyy mpomecca amIuinukanuy Beibparaoro yyacrka JJHK Bos-
Oymures uHpeKuUU B Xo1e nposenenus [TL[P.

IIpouece amnmdukaImm 3aKH0YaeTCs B IOBTOPSIOLIMXCS IUKIIAX TeMIeparypHas neHaryparms JJHK-
MaTpPHIIBI, OTKHI' IPAHMEPOB C KOMIUIEMEHTAPHBIMHU MIOCIEI0BATETBHOCTIMHI JAHK-MaTpuiiel, CHHTE3 KOM-
TUIEMEHTApHOH LenH ¢ 9THX npaiimepos Tag-mommmepasoii. B ocHoBe perncrpamuu nporecca aMITH(puKa-
(MM JICKUT H3MEPEHHE CUTHAJIOB (lyopecleHnnu B kKaxxaom uukie IT1[P. Veenudenne curuaion dbryopec-
LEHIMH MPOUCXOUT Oaroaps HCToNb30BaHwiO rubpuausanmonsoro JJHK-30m1a, CIEeNU(DUIHOTO IS BBI-
6parHoro yuactka JIHK Bo3Oynurens unbexuun, KOTOPbIii B X071 PEaKIMK CBA3BIBACTCS C OJIHOM U3 Lienei
JHK, oGecrneunBas Taxoke JONOMHUTENBHYIO CHEIH(DUUHOCTS METOIA. JHK-30H1 comeput Ha 5’-KoHIE
(IryopecleHTHBIN KpacuTelh, a Ha 3’-KOHIIE — FacHTeNb (IIyOPEeCIEHITHHN, 3HATUTEIEHO CHMDKAIOIIMH HHTEH-
CHBHOCTB (piryopecnieHIuH. B xo/1e nonmmepasHoro ciunTesa KOMILIEMEHTApHOM 1enu, 6naronaps 5°—3’-Hyk-
NeasHO! aKTUBHOCTH Taq-monmuMepassl, 30H paciieriseTcs ¢ 5°-KOHma u IIPOUCXOUT pa3oOIIeHUE KpacH-
TCI M TaCUTEIs, IPUBOJIAIICE 10 MEPE HAKOIICHHS NPOAYKTA KUK K BO3PACTAHMIO CHIHANA (iIyopec-
neniun. [Ipu 5ToM H3MepsieMasi HHTEHCHBHOCTH (ITYOPECIIEHIIMN 3aBHCUT OT KOJIHIECTBA obpa3oBaBIuXCst
CTICHM(UIECKUX aMILTHKOHOB U AMHAMUKA HAPACTAHMS ()IIyOpeceHITHT OINIPENIENAETCS. UCXOAHBIM KOJIUYe-
crBoM JIHK Bo3Oynutens undekiuu B o6pasire.

Yuér spdextusnoctn Boinenenus JJHK u3 06pasnoB obecrieunBaeTcs: BEUICICHAEM JHK B0o30yautens

MH(EKIUH U3 KIMHAYECKUX MPOO COBMECTHO C MPEABAPHUTENHHO BHECEHHBIM BHYTPEHHHM KOHTPOJIbHBIM
obpasmom (BKO).
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2.2. Cocras nabopa.
B cocras Habopa BXosT ciie/iyromme KOMIOHEHTE:

® TOJTOXHTEIBHBIN KOHTPOJILHBIN 06pasel; yHHBepCaIbHbIi (IIKO) — 1 mpobupxka, 1 mi;
* roroBas peakuuonHas cmech s [P (TPC), mnodummsuposannas — 96 IpOOHPOK.

Habop nononaurensmo KOMILIEKTYEeTCS:
® ONTHYECKOU IIEHKOM — 1,5 nucra.

3. AHAJIMTUYECKHUE U IMATHOCTUYECKHE XAPAKTEPUCTHUKHA

3.1. Cneunduunocrs Boussnenus JJHK Candida albicans OIpPEeNeNACTCS [0 CTAHIAPTHOM NaHe n
IpeANpUATHs OTpULaTenbHbIX 00pasnoB JJHK-3kcrpakto, CIII1 (pea. No 05-2-291), xak MPOLIEHTHOE COjIep-
JKaHue 00pasIoB, Onpe/eNéHHbIX HaboPOM KaK OTpHIATeNbHE, I cocTasisier 100%.

3.2. YyBCTBHTEIBHOCTH OTPENENSIETCS MO TISTH obpasnam ¢ copepxanneM NHK Candida albicans
100 xonwmii B mpo6e, npurorosnernsiM u3 COIT JTHK Candida albicans (pee. Ne 05-2-311), kak NpoOmEeHTHOE
CoZepXaHue 00pasIoB, ONpPeeIEHHBIX HAGOPOM KaK MOJIOKUTENbHEIE, i cocTasiser 100%.

3.3. JInarHocTHYecKasi YyBCTBHTEIbHOCTD BHISBICHUS HHK Candida albicans: xmaandeckue ucmpl-
TaHWsl, IPOBENEHHBIE HA 94 MONOKHUTENBHBIX 0Opasnax, mokasamu 100% YYBCTBUTEILHOCTL (unmepean
97%—100%, ¢ dosepumensnoii 6eposmuocmuio 90%);

3.4. lmarnoctudeckas cnenuduunocts sessienns JJHK Candida albicans: xmamaeckue UCIIBITa-

HUs, TpoBeACHHBIE Ha 94 orTpHmatenbHBIX oOpasnax, mokaszamu 100% CEUUPUIHOCTE  (UHmMepsa
97%~100%, c ooeepumenvroii eeposmuocmvio 90%).

4. MEPBI ITIPEJOCTOPOKHOCTH

BHUMAHME! Hecob.a0xenne npuBeI§uubIX HIZKe TpedoBanmii MoKeT IPHUBECTH K MCKAKEHHIO
pesyabTaros ITL[P.

4.1. TloTeHnmanbHel puck npuMeneHus Habopa — Kiace 26 (IIpuxas M3 PD om 06.06.2012 Ne 4u).
4.2. Tlpu pabote ¢ HaGopom cremyeT cobmonars CIT 1.3.2322-08 «Be3onacHocTs paboThl ¢ MUKPOOP-
ranusmamu [1I-1V rpynn narorennoctu (onacnocmu) u BO30YIMTEISIMU ITapasUTapHbIX Goe3He.

4.3. Jins npenoTBpalieHus KOHTAMHHALIA HEOOXO0IHMO TEPPUTOPHATILHO Pa3AelISaTh ATAIb] BBIICICHHS
JHK/PHK u nocranosku ITL{P cormacro MY 1.3. 2569-09 «Opranusanus paboTsl naGopartopuit, Hecyey-

FOLIHX METO/IbI AMITH(DHKALMH HYKJICHHOBBIX KHCIIOT IIPH paboTe ¢ MATEPHAIOM, CoZiepaIiuM MHKpPOOpra-
HU3MBL [-1V rpynn marorennoCTHY.

4.4. Tlpu paboTe c HAGOPOM CIIEyeT HANEBATH OIHOPA30BbIE METUIHHCKIE NepYaTKH.

4.5. Kaxmoe pabouee MeCTo JOHKHO OBITH CHAO0KEHO COOCTBEHHBIM HabOPOM ITHIIETOK MEPEMEHHOTO
o0beMa, HeoOXOIMMBIMH BCTIOMOTaTe/IbHEIM MATEPHATAMHE 1 060DPYI0BAHHEM. 3anpemaercs UX nepemere-
HHE MEXIY pabOUrMH MeCTaMH.

4.6. Jlnsa mpoBeleHUs] peakMy aMIUTH(UKAIME ¢ JeTeKIuei npoxayktoB [ILIP B pexume peanbHOTo
BPEMEHH HEOOXO0IMMO HCIOTB30BATh TOJBKO 0HOPA30BbIe HAKOHECYHHKH C (HIBTPOM IS IHIIETOK.

4.7. He nomyckaeTcs HCIONb30BAHME OIHUX U TEX XKe HAKOHEUHHKOB IpH 100aBIeHUH pa3HbIX 00pa3-
TOB.

4.8. Tlocne oxonyanus paGoT JUIst Ae3MH(EKIMKE U PEIOTBPAIICHHS KOHTAMAHAIHH BCE paboune mo-
BEPXHOCTH U 000pyOBaHUE ClIelyeT MOABEPTHYTh AeHCTBHIO Oaxrepumuanbx VO samn B Tedenue | yaca.
3ateM 006paboTaTh pernamMeHTHPOBAHHBIMH CAHHTAPHBIMU IPABHIAME Ne3MHQUIUPYIONMUMH CPEICTBAMU
(maxumu, kax: 0,2% pacmeop «JII-2T»; 1-3% pacmeop «quabaky; 0,5% pacmeop «/luzaguny, 0,5-1%
pacmeop «Mucmpaney, 0,5-2% pacmeop «Benmoneny).

4.9. Bce ucnonb3oBaHHBIE OIHOPA30BBIE MATEPHATBI MOJIBEPraTh 00paboTke Je3uHPUIMPYIOITHIMH

CPeACTBAMU C MOCTENYIomeH yrumsammei (cu. MY-287-113 «Memoouueckue yxasanus no desungexyuu,
NpeoCcmepunu3ayYUOHHOU O4UCIIKe U CIEPULUSAYUU UZ0NUT MEOUYUHCKO20 HasHavyenus).

4.10. Ilpm mcnomb3oBaruy HabOpa 06pasyroTCs OTXOMBI KiiaccoB A, b u T, KOTOPBIE KJIACCH(HUITUPY-
H0TCA ¥ YHHUTOXNAIOTCS (ymunusupyromes) B cootBerctBuu ¢ CanlluH 2.1.7.2790-10 «CanuTapHO-311H/1€e-
MUOJIOTHYECKHE TPeOOBaHUS K OOPAIIEHHIO C MeTUIIMHCKUME OTXO[aME, Hesundexunio HaGopos peareH-
TOB CllellyeT NpoBoAuTh o MY 287-113 «Meroaudeckue yka3anus o ne3MH(EKIHH, [IpeICTEPUITH3ANUOH-
HOHM OYHCTKE U CTCPHIHM3AIMA U3IETHIA MEAUIIMHCKOTO Ha3HAYCHUS.
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5. OBOPYJIOBAHUWE U MATEPHUAJIBI
—  aMIHMGHKaTOp ¢ (IIYOPECIEHTHOH JIeTEKIHMeH B PeXUMe PEaTbHOTO BpeMeHH: «iQ5 iCycler», «CFX96»
(¢pupma «Bio-Rady, CILLIA), «JIT-96» (OO0 «HIIO JJHK-Texnonozusy, Poccus) Wi ux aHaIOT:
—  TIIIP-Gokc uim OTAETbHbIHA CTOJ, OcBemaeMbii Y ®-namnoi («LfuxnoTemny CIT «PTCy, Poccus),
—  XOJIOIUIBHHK OBITOBOH, MOIEPKUBAIONIHN TeMIiepaTypy (2—8) °C;

— THIETKH TOyaBTOMATHYECKHE (003aMOpbl MeXaHu4ecKue) OTHOKAHANBHLIE C TIEPEeMEHHBIM 005E-
MOM, CO CMCHHBIMU HAKOHEYHUKaMHU (upma «Biohity, Qunianous);

— TEpYaTKU MEJIMIMHCKHAE 0JIHOPA30Bhie HECTEPHIIbHBIE HEONYIPEHHbIE JIATEKCHBIE HIIH HEOTPEHOBbIE
(nepuamxu «NeoTouch», pupma «Ansell HealthCarey, I'epmanus);

— OIHOPA30BBIE HAKOHEUHHKH JUIS IIUIIETOK C 3AlIMUTHBIM (QHILTPOM /a9p030IBEHEM GapbepoM (dupma
«FinnTip», Qununanous);

— IOTaTHBBI 111 MEKPOIIPOOHPOK BMECTUMOCTBIO 2 Mil U 0,2 MiI (pupma «Xenuxony, Poccus);

— KOHTeiHep 1is cOpoca 0TX0n0B (Hanpumep, «Koumetinep ons cbpoca ocmpozo UHCMpymenmapus —
EK-01», pupma « KM-IIPOEKT»),

—  HOX KaHLEISPCKUA.

6. AHAJIMBUPYEMBIE OBPA3IIbI

Jliist ananusa uenomb3yroTes mpookl BeienenHon JJHK, nomydeHHble N3 KIMHIYECKOTO Marepuaa ¢ Io-
mompio Habopos: «Peanbecr JIHK-3xenpecer, «Peanbect IHK-skerpakmus 1», «Peanbecr JHK-3kc-
Tpakuus 2», «Peanbecr JTHK-skerpakums 3» mwim «Peanbecr sxerpakuus 1005 coriacHo HHCTPYKIHE
[0 TPUMEHEHHIO COOTBETCTBYIOIIETO Habopa.

Kaxxnas rpynna 06pa3nos, npoxosimas 4epes Iporeaypy BblIeTeHus JHK, nomxua conepxkars ITKO
¥ OTpHIATE/ILHBIH KOHTPOIbHLIH 06pasen (OKO), KOTOpEIi SBIIsSeTCS KOMIIOHEHTOM Habopa ISl BbIee-
nus JIHK.

Ecnu 1o nposesienus ananusa o6pasis! Boitenennoi JIHK Xpanumich B 3aMOpOXEHHOM BHIIE, pasmo-
PO3HTH UX U BbIICpKaTh 1pu temueparype (18-25) °C ve menee 30 MumyT.

Buioenennyio JHK xpanume npu memnepamype (2—8) °C ue 6onee 24 yacos.

TTIKO ynugepcanshoiii nocie 6ckpbimus npobupku Xpanums npu memnepamype (2—8) °C ne 6onee 1 mecsya
unu anuxsomamu no 50 mxn npu memnepamype munyc (18-60) °C ne 6onee 3 mecsyes.

7. INPOBEJEHUE AHAJIU3A
7.1. TloaroroBka KOMIOHEHTOB Halopa.

Ilepes Havaiom paboThl U3BIETHL HAOOP U3 XOTOMMIBHHKA, BEIIEpXkaTh npobupkn ¢ I'PC B ynakoBke (1e
éckpeias!) npu Temmeparype (18-25) °C ne menee 30 MuHYT. 3aTeM BCKPHITH yIIAKOBKY, aKKyPATHO C IOMO-
B0 KaHLEIPCKOTO HOXKa OTpe3arh HEOOXOAMMOE KOJIMYECTBO (10 YUCTY NOO20MOGIEHHbIX NPOb, GKII0YAS
konmponvroie oopasysr: 1 OKO u 1 IIKO) npo6upok ¢ I'PC. OTpe3aTs MPOGHPKH CIIEAyeT BMECTE C MOKPHIBA-
IOINEH UX IJIEHKOH.

Brumanue! Ocmaguivecs neucnonvsosantvimu npobupku ¢ I'PC ynaxoeams 6 yegnenoewiii nakem ¢ ocy-
wiumenem, YOanumo u3 He20 JUWHUL 8030YX U MIOMHO 3AKPbLINb 3AACUM.

ITocne nepsozo eckpuimus ynakosku cpox 200nocmu I'PC npu memnepamype xpanenus (2—8) °C co-
cmaensem 3 mecaya.

7.2. HeoOXomuMOe KOJMYECTBO (MO YUCLY NOO2OMOGIEHHbIX NPOD, 6KNI0YAS KOHMPONbHbIE 06pasybl)
npobupok ¢ I'PC nporymMepoBaTh U paciojioKuTh B IITATUBE.

Buumarnue! Haonucu credyem pacnonaeame na 60k060ti uacmu npobupox. Onmuyeckas niéHka
O0IICHA OCMABAMBCSL YUCMOT!

7.3. B kaxyro npoOupKy NUMETKOH ¢ OTNETbHBIM HAKOHEYHHKOM C (BHIILTPOM BHECTH IO 50 MKJI pac-
TBOpa BblaeeHHo# [JTHK. 3aknents mpobupku onTHYeCKON TIIEHKOM.

7.4. TlomecTuTb IPOOUPKH B aMILTU(UKATOP.

7.5. 3anporpaMmMupoBaTh IPHOOP ISt IPOBEIeHUs aMUpukanuy cnenuduueckux dparmentos THK
BKO, IHK Candida albicans u nerexuym curnanos duyopecuennun. [Iporpamvmuposanue ammidukatopa
NPOBOHUTH B COOTBETCTBHH C HHCTPYKIIHEH K TIPEOODY.

Perncrpamusa MH B Pocanparransope
www.nevacert.ru | info@nevacert.ru



7.6. 3anporpamMMHpoOBaTh IIPOTOKOI PO-BEICHHUS PEAKIUH aMITHpUKAL Y

1 cranus: 50 °C — 2 MEHYTEI;
2 cTauus: 95 °C — 2 MuHyTHI;
3 cramus: 50 muksioB (94 °C — 10 cexyno, 60 °C — 20 CeKYHO).

Hsmepenue guyopecyenyuu nposodums npu 60 °C.

7.7. BpIOpaTh KaHAIbI NETEKIHH PE3YIIHTATOR ammumpukarmu THK BKO u THK Candida albicans:

— AUt perucTpanuy npouecca ammmpukanuu JIHK BKO cienyet BrGpats kanan nereximm «FA M.

— I perucTpanuu nponecca ammiubukanun JHK Candida albicans CIeIyeT BBIOpaTh KaHall JeTeK-
HE «ROX)».

7.8. 3amporpaMMHEpOBATh NOJNOKEHHE IPOOHPOK ¢ HCCIelyeMBbIMH 00pa3IaMH, MOJI0KUTEIbHBIM B OT-
PHUIIATEIbHBIM KOHTPOJIbHBIMHU 00pasLiaMy COIJIACHO MHCTPYKIHH K HCIIOJIb3YyEMOMY IIPHOODY.

7.9. 3amycTHTh IPOrpaMMy M MPOBECTH PEAKIIHIO aMIUTH(UKALAA C perucTpanueit GpiryopecueHuy B
PEXHMME PeaTbHOrO BpeMEeHH.

8. PEI'HCTPAIIUSA PE3YJIBTATOB
8.1. B ITKO yHuBepcaibHOM MporpaMMa J0/HKHa ¢ukcuposars:

~ Hapacranue curaana ammmuxanmu THK BKO (kanan « FAM») u onpenensts 3nauenne IIOPOTOBOTO
mukia Ct BKO;

— Hapacranue curdaia ammpukanuu IHK Candida albicans (kanan «ROX») v onipeiensTh 3HAYCHUE
noporosoro nukia Ct Candida albicans.

8.2. B OKO nporpamma fi0/mkHa (HKCHPOBATE Hapactanue curnana ammmnukanuu JIHK BKO (kanan
«FAM») n onpenensats Ct BKO, npu 5T0M nporpamma He 10mKHa PETHCTPHUPOBATEH HAPACTAHUS CHIHAJIA CTie-
nuduyeckoro npoxykra ammmbukanuu JHK 1o KaHairy «ROX».

8.3. B xakaom mcciiexyeMmom ofpasiie IporpaMma JoJmKHA bukcupoBaTs HapacTanue cHrHaia am-
mmukammn JIHK BKO (kanan « FAM») u onpenensts Ct BKO.

9. YYET PE3VYJIbTATOB

9.1. Beramcmuts (Ct BKO)o, kak cpennee 3avenue Ct BKO Bcex aHaIM3HPYEMBIX 00pasIoB (BKII0YAs
IIKO u OKO). Ot6paxosxke momnexar 3nagenns Ct BKO, ormuarommecs Gosee yeM Ha 2 0T 3HAYCHHS (Ct
BKO)qp. ITociie ot6paxosku nepecuntars (Ct BKO)cp Ui ocTaBIIMXCS 3HAYEHHI.

9.2. Amammupyemsiit oGpasern cunTaercs no0J10KkATeNIbHBIM, conepxamuM JTHK Candida albicans,
eciu s 51010 obpasua sHauenue Ct 1o kanamy «ROX» MeHbIe wiH paBHo 35.

9.3. Pesynbrar ananmusa o0pasiia caMTaETCS OTPHUATENBLHBIM, SCITH JUTS 3TOTO obpazna 3uagyenue Ct
1o ka"Hainy «ROX» 6oabme 35 unu He oIpeaeasieTcs.

Ecmu uis Takoro obpasna 3unavenune Ct BKO npepbimaer 3nagenue (Ct BKO).p 60nee uem Ha 2, TO
PE3yJIbTAT MO IAHHOMY 00pa3sily He MOTKHT aHATH3Y U YIETY KaK OTpHIATEeNbHbIH. Heo6X0mmmo IIPOBECTH
MOBTOPHBIHM aHaIIM3 TaHHOTO 00pas3iia, HAYMHAS C ATAIlA BHIIEICHHUS.

9.4. Ecmu nna OKO 3navenue Ct no kanany «ROX» MeHbIme mim PaBHO 35, TO 3TO CBHAETENBCTBYET
0 HAIIMMK KOHTAMUHALWK B CHCTEME. B 5TOM cllyyae NONOKHTENBHEIE Pe3yIbTATEI, NIOIyYeHHBIE B AHHOMN
MHmBHTyanpHOU noctanoske [11IP, cunrarores Henocrosepusmvu. TpeGyeres HIPEANPHHATH MEPBI 110 BEISB-
JICHHIO ¥ JIMKBHIAIMHE HCTOYHHUKA KOHTAMHHALIMH U [IOBTOPUTE aHANIN3 BCeX 00pa3loB JaHHOM OCTAHOBKH,
JJIsL KOTOPBIX IOJTyY€H II0JI0KUTEIBHBIN Pe3yJIbTaT.

O6pa3supl, aHaTu3 KOTOPBIX Jajl OTPHIATEIBHBIA Pe3yIIbTaT, CJIEIyeT YYUTBIBATh KaK OTPUIATEILHEIE.

10. YCJIOBUS TPAHCIIOPTUPOBAHMUS, XPAHEHUS] U IPUMEHEHUS HABOPA

10.1. TpancmopTupoBath H3/ieHUs ClEeyeT TPAHCIIOPTOM BCEX BHOB B KPBITBIX TPAHCIOPTHBIX Cpejl-
CTBaX B COOTBCTCTBHH C IPABUIIAMH TIEPEBO3OK, NCHCTBYIOIMME Ha TPAHCIIOPTE NAHHOTO BHJIA, TIPH TEMITE-
parype (2-8) °C. [lomyckaeTcst TpaHCIIOPTHPOBAHHE MPH TeMmeparype 10 25 °C He Goree 10 CYTOK.

10.2. Xpanenue nabopa B ymaKoBKe IPeANPHATHA-H3TOTOBUTENS IOIKHO IIPOBOJUTHCS IIPU TeMIIepa-
Type (2-8) °C B TeueHMe BCErO CPOKA I'OJHOCTH.

10.3. Cpox rogaocTn HaGopa — 12 Mecsnes co aus Bemycka. He AOIYCKaeTCsl IPUMEHEHUE HabopoB 1o
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HCTCYCHHUH CPOKA UX I'OJTHOCTH.

10.4. Jlng momyueHns Haf&XHBIX PE3yIbTATOB HEOOXOIIMO CTpOroe coOI0IeHre JAHHON HHCTPYKITHH
10 MPUMEHEHHUIO Habopa.

11. TAPAHTHUMHBIE OBSI3ATEJILCTBA

11.1. IIpomsBoauTeNb rapaHTHPYET COOTBETCTBUE BBIITYCKAEMBIX H3JICITHI TpeOOBaHHSIM HOPMATUBHOM
U TCXHHYECKOH NOKYMEHTAIUH.

besomnachocts 1 Ka49CCTBO HU3JC/IHs rapaHTUPYIOTCS B TEUEHHE BCEro CpPOKa IroJTHOCTH.

11.2. llpoussomuTens OTBEYACT 3a HENOCTATKH H3JC/HS, 33 HCKITIOUECHUEM Ne(eKTOB, BOZHMKIIUX
BCJICACTBUE HAPYIICHHUS IPABAJI 1I0JIb30BaHMS, YCIOBHH TPAHCIOPTHPOBAHKS M XPAHEHHUS, THO0 ICHCTBHS
TPETHHX JIHII, JIMOO HETIPEOI0IUMO CHIIBL.

11.3. TlpousBoxutesns 06s3yeTcs 3a CBOM CYET 3aMEHHTD H3JIETIAE, TEXHUYECKUAE U (PYHKIIMOHATBHEIE
XapaKTEePUCTHKH (nompebumenbcxue c6oicmea) KOTOPOro He COOTBETCTBYIOT HOPMATUBHOM M TEXHUYECKOI
AOKYMCHTAIIMH, CC/H YKa3aHHBIC HEAOCTATKH SBHIIACH CIIE/ICTBHEM CKPBITOrO neeKTa MaTepHAIOB HITH He-
Ka4eCTBEHHOTO U3rOTOBJICHUS U3LEHUs TIPOU3BOIUTEIIEM.

Cpoxk ropmocTn HaGopa — 12 Mecsines co JHS BBITYCKA.

ITo 6onpocam, kacatowumcs kavecmea nabopa «Peanbecm AHK Candida albicansy, ciedyem obpa-
wamocs 6 AO «Bekmop-Becmy» no adpecy:
630117, 2. Hosocubupck-117, a/s 492,
men.: (383) 332-92-49, 227-60-30;
men./gpaxc: (383) 332-94-47, 332-94-44;
E-mail: plkobtk(@vector-best.ru

AOHNOJIHUTEJIbHASI UHO®OPMAILIUA 151 IOTPEBUTEJIEM:

— Habop pearenTos npennasnaden 1yt IpodeCcCHOHATEHOTO IPUMEHEHHS U JI0IKEH HCIIOIE30BATECS
00YYCHHBIM MIEPCOHAIOM;

— Ilpm ncnons3oranmn HaGopa 06pasyrorest oTx0bI Kitaccos A, B u T, KOTOpBIE KJIACCUPHUIIUPYIOTCS U
YHUUTOXAOTCA (ymunuzupyiomes) B coorerctBuu ¢ CaulluH 2.1.7.2790-10 «Canurapao-snue-
MHOJIOTHYECKHEe TpeOOBaHUS K 0OPAIEHHUIO ¢ METHIIMHCKAMH OTXOIaMMY. Hesuadeximro Habopos
cnenyer mposoauTh o MY-287-113 «Metomuyeckue ykasanus mo je3uH(pexmm, [IpeICTepUIIn3a-
LMOHHOH OYHMCTKE M CTEPHIIM3AIMY U3/IeTHH MEUIHUHCKOTO Ha3HAUYCHHUS»,

— Tpebosaunus Ge30macHOCTH K MEMIMHCKUM TaG0PaTOPHsIM npusenens! B [OCT P 52905-2007;

— He nmpumensaTs HaGOp peareHTOB MO HA3HAYEHHMIO MIOC/IEe OKOHUAHHS CpOKa I'oJTHOCTH]

— TpaHCHOPTHPOBEI.HHe JOJIKHO ITPOBOOHTHLCSA BCEMH BHIAMH KPBITOI'0 TPaHCIIOPTA B COOTBETCTBHHU C
IIpaBHJIaMHU IIEPEBO30K, I[eﬁCTB}’lDIHHMH Ha Tpa"HcmopTe NaHHOTO BHA.

— IlpomsBonuTens rapaHTHPYET COOTBETCTBHUE BBITYCKAEMBIX H3/IEIHi TpeOOBaHUSM HOPMATHBHOH H
TEXHUYECKOH JOKYMEHTAIIHH.

IMPHJIOKEHUE

IIposenenne ananusa Ha npudope «/IT-96»
(HITO «{HK-Texnonozus»)

1. HacTpoiika sxcno3umnu H3MEepPEeHHI:

B pexume «PaGora ¢ nmpubopom» B MeHIO «Hacrpoiiku» BbIOepHTE MYHKT «IKCHOZHIUS H3Mepe-
HHIY.

B oTtkpeiBImeMcs okue BBIOepuUTe KaHa « FAM», U3MEHHTe 3HaUYeHHe OKCITO3HITHH Ha «250», 11 Kaua-
10B «HEX)» 1 «ROX)» ycTaHOBHTE 3HaueHue sKcro3unuu «1000. ITonTeepnute coxpaHeHue TEKYIIETO 3Ha-
YEeHUSI SKCIIO3UIMH, HaxaB «J{A».

Buumanue! Vrazanuvie snavenus sxcnosuyuil npumenumsl moavko ons nabopoe «Peanbecmy» u npu
HeobX00UMOCmu O0IICHbL BblMb UIMEHEHbBL HA UCXOOHBIC.
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2. IlporpamMmupoBanue aMminduKaTopa:

2.1. Jlnst co3/aHus IPOTOKOIIA aMIITH(UKAIIME HAKATh kHONKY «Co3aaTe» Bo BKIajke «3amyck npo-
rpaMMbl aMILTH(pHKALHE.

2.2. B OTKpBIBIIEMCS OKHE BBIOpAThH MepBEIi MabioH IPOrpaMMbl aMIUTH(UKATINK, OTPEIaKTHPOBATE
€ro B COOTBETCTBHH C POTPAMMO#i aMILTU(DUKAIMH K HCIIOJIB3yeMOMY HaGOpY:

st Habopos «Peanbect THK»:

1 cragus: 50 °C — 2 MUHYTEL

2 cragus: 95 °C — 2 MUHYTEL,

3 crapust: 50 wuka0B (94 °C — 10 cexyno, 60 °C — 20 cexyno);

H3zmepenue gryopecyenyuu nposooums npu 60 °C.

s Habopos «Peaabect PHK»:

1 crapus: 45 °C — 30 munyT;

2 cragusi: 94 °C — 1 MunyTa;

3 cramust: 50 nmkinos (94 °C — 10 cexyno, 60 °C — 20 cexyno);

Hsmepenue hnyopecyenyuu nposodums npu 60 °C.

2.3. B suetixe «AmMs nporpaMmeDn» BBECTH Ha3BaHHUE CO3/IAHHOIO HPOTOKOJIA aMIUTU(UKAIHU (Hanpu-

mep, PCR u RT-PCR) n naxats «OK». B oTKpbiBIIEMCS OKHe yKasaTh NanKy Juid coxpaHeHus (aiina u
HA)KaTh «COXPAHHTLY.

2.4. B sueiike «O0béM paGoueii cMecH» yKa3aTh 3HaueHHE «50.

2.5. Bo Brmajke «IIpoTokoes» CHavana BBECTH HA3BAHHS BCeX 0ODPA3IIOB, Y4acTBYIOLIMX B IIOCTAHOBKE,
3aTeM 3allOJIHUTH MJIAHIIET.,

,HJ'IFE YHOPOLICHU A 3aIIOJTHEHHUS IJIaHIIETa MOYKHO C03/1aTh 3aroTOBKY, A1 5TOro B MeHI0 «Teer» BBIﬁpaTB

«Co3aaTs/penakTHpoBaTh TECT», 3aTeM «KonuposaTs Tekymmii Tect» ¢ umerem TEST u IIPUCBOMTH UM
HOBOMY TECTY.

B oTkpbiBIIEMCS OKHE B ITyHKTE «1.AHAIM3» BBICTABHTH THIT AHAI3A (KOLUYECTBEHHDII WU KAYeCIEeH-
HbLIL CO CIMAHOAPMAMY 6 COOmeemcmeuu ¢ Habopom) u meton «I eomeTpHaecKuil (Cp)».

Jlnst kagecTBeHHOTO aHaTN3a B myHKTE «4. KOHTPOIMm» BBICTABUTE «1»; /LIS KOTHUECTBEHHOTO AHAIN3A
CO cTaHmapTamu (npu nocmanosxe ¢ KOI, KO2) B nyHkTe «3.CTaHAApTH B stueiike «Ko1M4ecTBO» BHICTA-

BUTD «2», B saeiike «2.ly6mam» — «3», B nyrkre «4. Konrpoam» B stueiike « K » BEICTaBATE «3», B sueiixe « K
» — «1n.

Ecin nocranoska 6e3 KO1 n KO2, 10 B myHKTe «3.CTanaapTsi» B sueiike «KoamuecTBo» OCTABATE
«0».

B nynkTe «5.001ém paboueii cMecu B poOHpKe» BLICTABUTE 3HAUCHHE «50.

B nynkre «6. ®iryopodopep» 0603HauMTH BHYTpeHHH kKonTpoas (BK) mo kanany « FAM» 1 crienu-
(uxy no kanary «HEX» nmi «ROX» B COOTBETCTBUY C MHCTpYKIHEii K HaGOpy.

Ilo 3aBepmenuu peakTHpoBanus HaxaTh «OK».

B manbHeiiineM npu 3amOIHEHHH IPOTOKOJA CIIEAYET MCIOIb30BATh KHOTIIKY «/lo0aBUTH TecT», H3
CIIHCKa BBIOPATH HYXXHBIH ISl TAaHHOH MOCTAHOBKU M BBECTH YHCII0 06PA3OB H KOHTPOIEH.

ITo OKOHYAHWH 3AMONHEHHS TPOTOKOIA HaKATh «IIpAMeHHTDY.

2.6. llporpamMma nepeijieT Ha BKJIAIKY «3alycK mporpaMmbl aMILTHpHKAHNY, 3a1YCTUTH aMIIJIH-
(uxarmmio xHOMKON «3amyck mporpamMmb». Pe3ymbTaThl peaxiimu COXPaHSAIOTCS MOCIE HAKATHS KHOIKH
«3amyck nporpammei» B Gaiil ¢ paciupenuem *.196.

3. Aunanm3 ¥ y4éT pe3yabTATOB.

Jerexumst piyopecuenimu ocymiecTpisercs o kananam «FAM» 1 «ROX» ars THK BKO u JTHK Bo3-
OynuTessi, COOTBETCTBEHHO.

IIporpamma aBTOMaTH4ECKU BBICUMTHIBAET IOPOrOBOE 3HA4YEHHE ()IIyOpeCHeHIMH 110 Metony ['eomer-
pu4ecknii (Cp).

Ilpu oanospemennom seisiBaennn [THK aByx Bosoyaureneii JHK Broporo BO30Y/IMTe/fl IeTeKTH-
pyerest mo kauaixy «HEX»,

Perncrpamus MH B Pocanparrangsope
www.nevacert.ru | info@nevacert.ru



FPAOUMYECKHUE CUMBOJIbLI

I T

| MeauumHekoe
_ _ nagenue
Homep no katanory | [vo] ANS AMarHOCTIKN
E— el s in vitro
| CoaepXMMoro 4ocTaTouHo

ANA NposeaeHus A He cTepunsHo
""" n KonuyecTBa TecTOB

' Kop naptuu

—;

- [laTa uarotoBneHms: XXXX-XX-XX
ﬂ ®opmaT AaTkl: roA-MeCsL-4Meno | d | VisrorosuTens

Temnepa'ryprm
' AvanasoH

Oﬁpam'recb
| g WcnonbsoBath Ao: XXXX-XX-XX a

K MHCTpyKL MK
Popmar .anb{ rog- Mecnu, Yynucno Mo NpUMeHeHio

\A 'OcTopoxHo! O6parturecs K MHCprxun no NpUMeHeHUo

Koncynemayuio cneyuanucma no pabome ¢ Habopom MoJICHO HOTYHUMb nO men. : (383) 334-35-90.




