«YTBEPXJIAIO»
/
I'enepanbHeIil mupextop

MHCTPYKIUA
10 MPUMEHECHHUIO Habopa peareHToB
quis BeisiBnenust JIHK Mycoplasma hominis
METOJIOM TOITMMEPA3HOH TICITHOM PEAKIIMK B PEKUME PEATBHOTO BpEMEHH
(Peanbect THK Mycoplasma hominis
(xommaexr 1))

1. HABHAYEHHME

Habop pearentoB «Peanbecr JHK Mycoplasma hominis» npenHasHauen s BHISBICHHS JHK
Mycoplasma hominis metonom TOJMMEPA3HON 1enHok peakuun (TTL{P) ¢ THOPHIM3aIMOHHO-()IIyOpeceHT-
HOH neTekiueit npoaykros ITL[P B peXHMe peaNbHOI0 BPEeMEHH.

Beinenerne JTHK 3 kimHmgeckux TIPOO IPOBOATCS ¢ TIOMOLIIBIO HabGopos «PeanBecr HHK-3kcnpece», «Pe-
asibeer THK-3xcrpaxnus 1», «Peanbecr JHK-3xcTpaknms 2», «PeanBecr JHK-s3kerpaxmus 3» wm «Peast-
becr sxerpaxuus 100y,

Komrutexr 1 npegHasHadyen s npuMeHenns ¢ PCTUCTPUPYIOIIUMHA aMILTH(DUKATOPAMH TUIAHIIETHOTO
thna: «iQS iCyclery», «CFX96» (pupma «Bio-Rady, CILIA ), «[IT-96» (00O «HIIO JJHK-Texnonozusy, Poc-
CuUsL) WA WX QHAJIOTaMH.

Kommuekr 1 paccunran va nporesenve anamusa 96 00pasIoB, BKIIOYas KOHTPOIBHAbIE.

2. XAPAKTEPUCTHKA HABOPA

2.1. Ilpusnun meroaa.

Ipuain anamisa ocHOBaH Ha perucTpay Tporecca ammmbuKam BeIOpaHHoro yuactia JIHK BO30YIH-
TeJIst HHEKIHA B XOJIe IPOBE/ICHUS TILIP.

[Iponece ammupukanum 3axmoyaercs B TIOBTOPAIOIIMXCA UKJIAX: TeMIepaTypHas aeHarypanus JTHK-
MAaTPHIIBI, OTXKHUT IPaAMEPOB ¢ KOMILIEMEHTAPHBIMH [1OCIIE0BATSIBHOCTSIMHU JHK-maTpuiisl, cuaTes KoMInie-
MEHTapHOM LeTH ¢ 3THX npaiiMepos Tag-mommMepasoii. B ocrose PETUCTPALMH IIPOIECcCca aMILTA(UKAIIHH JIe-
KUT W3MEPEHHE CUTHANIOB (IyopecleHIy B Kaxaom mukie [11[P. VpennyeHne CHrHAIOR (ayopecrieHn
MPOUCXOUT OJIaroaps HCIOIb30BaHMIO THOPUIH3ALMOHHOTIO HAHK-30812, cienuduyroro s BBIOpPaHHOTO
y4actka JIHK Bo3Oynuresnst undexuun, KoTopsIii B Xo/1e PCAKIMHU CBA3BIBAaCTCA ¢ ofHOoM U3 neneit JTHK, o6ec-
MEHHBAs TAIOKE NONONTHUTENBHYIO cienuduanocTs Metona. JTHK-30m1 comepyxur Ha 5°-konme tiryopecuent-
HBIH KPAaCHTENb, a Ha 3’-KOHIe — racuTelh (IIyOopeCceHIIHY, 3HATATETLHO CHIDKAIOIIUEM HHTEHCUBHOCTD ()Tyo-
pecreHnud. B xoze noimumepasnoro cunTesa KOMIIICMEHTapHOH 1eny, Oarogaps 5°—3’-HyK/Iea3HOM aKTHBHO-
cti Tag-nommumMepaskl, 30H)1 pacIienIsIeTcs ¢ 5°-KOHma u MPOMCXOUT Pa30OINEHHE KPACHTENISl U TACUTEJIsL, IPH-
BOZAIICE 10 MEPE HAKOILICHHS IIPOJIYKTa PeaKIiK K BO3PACTAHHIO CHTHANA (IIyOpeCIICHIH. ITpu stom usme-
psieMasi HHTEHCHBHOCTD ()IIyOPECHieHITHH 3aBUCHT OT KOJIMYECTBA 0OPa30BABIIMXCS CIEIU(PHUECKUX aMIUTHKO-
HOB U IMHAMHUKa HapacTaHus (JIyopeCeHIUH ONPE/IENSeTCs HCXOMHBIM KOTHIECTBOM JHK Bo36ymurens un-
dexmuu B o6pasiie.

Yuér adpdexruBroctu Beinenenus JJHK u3 0bpasuoB obecneunBaercs Beienennem JJHK BO30yaHTE IS
HH(EKIMA U3 KIMHAYECKUX ITPO6 COBMECTHO ¢ HpEBAPUTENILHO BHECEHHBIM BHYTPEHHHM KOHTPO.IbHBIM
obpaznom (BKO).

2.2. Cocras Habopa:

B coctar Habopa BXOST clie/iyromume KOMIIOHEHTHL:
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* TOJIOXKHUTEIBHBIN KOHTPOJIBHBIN 06paserr yHuBepcanbabii (IIKO) — 1 npobupka, 1 m;
® TOTOBas peaknuoHHas cmeck 1t [P (I'PC), nMouIM3npOBaHHas — 96 npobupox (12 cmpunos no
8 npobupox). ‘
HaGop nonomuurensro xommnexryercs:
® ONTHYECKOH IUIEHKOM — 1,5 nucra.

3. AHAJIMTUYECKHUE U JUAT HOCTHYECKHUE XAPAKTEPUCTHUKHU

3.1. Cneunduunocts BbisiBIeHns JTHK Mycoplasma hominis onpenensietcs mo CTaH/IapTHON TaHeln
TIPCAUPHUATHS OTpUUATENBHBIX 06pasioB JIHK-okcrpaktos CITIT (pea. Ne 05-2-291), xak nponeHTHOE coznep-
JKaHHEe 00Pa3IOB, ONPEIeIEHHBIX HabOpOM Kak oTpHuaTeNbHbIe, H cocTapysier 100%.

3.2. YyBcTBHTENLHOCTE OIPEEISETCS 110 MIATH obpasiam ¢ cogeprxannem JJTHK Oaxrepuit Mycoplasma
hominis 100 konwuit B mpoGe, npurorosnentsM u3 COIL JIHK Gakrepuit Mycoplasma hominis (pez. Ne 05-2-

313), xak npoLeHTHOE comepxanue 00pasnoB, onpeienéHHbIX HabOPOM KaK IOJIOKHUTETLHBIE, H COCTABIISLET
100%.

3.3. /lmarHocTHYeCKAas YyBCTBHTENbHOCTD BhIBICHIS HHK Mycoplasma hominis: xmanudeckue wc-
TIBITAHHA, POBEJICHHBIE HA 94 ON0KHTENBHBIX 06pasnax, mokasans 100 % IyBCTBUTEIIBHOCTD (uHmepsan 97
76-100 %, ¢ dosepumensroii seposmuocmuio 90 %),

3.4. JImarHocTHueckas cnenupuIHOCTH BEIsIBIIEeHUs JJHK Mycoplasma hominis: xnHRYECKHE MCITBI-
TaHus, MPOBEICHHBIC HAa 94 OoTpHUATeNLHBIX 06pasnax, mokazamu 100 % crenubuaHOCTs (unmepean 97
%—100 %, ¢ dosepumenvnoii eposmuocmuio 90 %).

4. MEPBI IPEIOCTOPOXXHOCTH

BHUMAHME! Heco6monenne npuBeIéHubIX HIGKe TPedOBaHUIi MOJKET NPHBECTH K HCKAKEHHI0
pesyastartos ITL[P.

4.1. TloTeHnmanbHbIi pucK HPUMEHEHHS Habopa — knacc 26 (Ilpuxaz M3 PD om 06.06.2012 No 4H).

4.2. Tlpu pabore ¢ Habopom ciemyet cobmonars CIT 1.3.2322-08 «Be3omnacHocTs paboThI ¢ MHKpOOpTa-
Hi3Mamu [1I-IV rpynn narorensoctu (onacnocmu) u B3Oy uTESIMU llapasuTapHBIX 60JIe3HeH.

4.3. Jlns mpenoTBpalieRns: KOHTAMMHALH HEOBXOIUMO TCPPHTOPHAIBHO PA3AENATh 3TAIbl BRIICICHHUS
JHK/PHK u nocranosxku ILIP cornactio MY 1.3. 2569-09 «Opranusamms paGoTsl naGoparopuit, HCCIETYIOINX

METOJIbI AMILTH()UKAIMH HyKJICHHOBBIX KHCTIOT [IPH pabore ¢ MaTepraiom, comepsKarM MHKpPOOpranusmsl [-1V
IPYII NATOT€HHOCTUY.

4.4. Tlpu pabote ¢ HaGOpOM cireayeT HaTeBaTh O/THOPa30BbIe MEIUIMHCKHE ITEPYATKH.

4.5. Kaxnoe pabouee MecTo TODKHO GBITH CHAGKEHO COOCTBEHHBIM HAGOPOM ITHIIETOK IEPEMEHHOTO
00bEMa, HEOOXOAUMBIMHU BCIIOMOTaTeIbHBIMI MaTepuanaMy 1 000pyIoBaHueM. 3anpernaercs ux IepemMerre-
HHE MEKIy pabouuMU MeCTaMH.

4.6.  Jluisi HpoBeieHns peaKI|uy aMIDTH(GHKALH C IeTeKIHei npoxyktos IILIP B pexwume peansHoro Bpemenu
HEOOXO/IMMO HCTIONB30BATh TOIBKO OAHOPA30BbIE HAKOHEIHUKY C (GumsTpoM s mumeToK.

4.7. He nomyckaercst HCTIO/E30BaHHE OJHHX H TEX JKe HAKOHEUHHKOR IIpA OOABJIEHMH Pa3HBIX 0OPA3IIOB.

4.8. Tlocne oxoHYanus pabot s Ae3UH(EKIUH U IPE0TBPAILCHHUS KOHTaMHUHAIMK Bee pabouue rmo-
BEPXHOCTH M 000pY/I0BaHKE ClIEayeT TIO/(BEPTHYTh NSUCTBUIO GakTepuuuaHbIX YO namm B Teuenne 1 gaca,
3arem 06paboTaTh PEITIAMCHTUPOBAHHBIME CaHUTAPHBIMH IPAaBHIIAMHA A€3MHQUIHPYIONUME CPeICTBAMHE
(maxkumu, xax: 0,2% pacmeop «JI1-2T»; 1-3% pacmesop «[uabaxy, 0,5% pacmeop «JTuzaguny; 0,5—1%
pacmeop «Mucmpanvy, 0,5-2% pacmesop «Benmoneny).

4.9. Bce ucrons30BaHHbIE 0THOPA30BbIE MaTepuallb IOBEPraTh 00paboTKe AE3MHULUPYIOMMME Cpe/-
CTBAMH C MOCJICAYIONICH yTHImM3auuen (cm. MY-287-113 « Memoduueckue YyKasanus no oesungexyuu, npeo-
CMEPUIUSAYUOHHOTL OYUCINKE U CINEPWIUZAYUL UZOCNUT MEOUYUHCKO2O HASHAYeHUs ).

4.10. Ilpm mcnone3oBanum HaGopa obpasyrorest oTXoas! KinaccoB A, b u T, KOTOpbIE KiaccHpuuupy-
TOTCS U YHHYTOXKAIOTCS (ymunusupyiomes) B coorserctsun ¢ CaullaH 2.1.7.2790-10 «CaHuTapHO-31IH 1e-
MHOJIOTHYECKHE TPEOOBAHNS K 0OPAIICHHIO C MEMITHHCKUME OTXOIAMID). Jesundexunro Habopos pearen-
TOB ciieflyeT mpoBonuTe 1o MY 287-113 «MeTomuyeckue yKka3aHus 110 Je3UH(EKINH, IPeICTepHITH3AIHOH-
HOM OYMCTKE M CTEPHITH3ALMH H3IE/THH MEIUIMHCKOTO HA3HAICHSDY.
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5. OBOPYJIOBAHUE U MATEPHUAJIBI

— amMmmduKatop ¢ duyopecuenTHON meTekmmeii B PEKUME peanbHOro Bpemeru: «iQS iCyclery,
«CFX96» (upma «Bio-Rady, CILIA), «AT-96» (000 «HIIO HHK-Texnonozusny, Poccus) wmn ux
aHa’or;

— IIIP-Gokc unu oTaenbHbIH CTOII, ocBemaeMslit Y ®-nammoii («Lfurio Temny @upmet CIT « PTCy», Poc-
cus);

—  XOJIOHJIBHUK OBITOBOI, 1101 pIKHBAOIIHE Temmneparypy (2-8) °C;

— HIICTKHA T0JIyaBTOMATHYECKHE (003amopol Mexarnuyeckue) OTHOKAHANBHBIE C MePEMEHHBIM 005E-
MOM, CO CMECHHBIMH HaKOHEYHUKAMH (upma « Biohity, Dunnanous);

— TCpHYaTKK MEUIHHCKHE OJTHOPA30BbIe HECTEPHIILHBIE HEOITY IPCHHBIC JIATEKCHBIE U HEOTIPEHOBEIE
(nanpumep, nepuamwxu «NeoTouchy, pupma «Ansell HealthCarey, I epmanus),

— OJIHOPA30BbIC HAKOHEYHUKH [UISl TUIIETOK C 3aIUTHEIM (GuIBTpOM /aspo30nEHEM OapbepoM (pupma
«FinnTip», unnanous);

— IITaTHBRI sl MEKPOTIPOOMPOK BMECTHMOCTBIO 2 M1 1 0,2 M1 (pupma «Xenuxony, Poccus);

— KOHTEHHep [t cOpoca 0TX0I0B (nanpumep, «Konmeiinep ons cbpoca ocmpozo uHcmpymenmapus, —
EK-01», grupma « KM-ITPOEKT»);

— HOX KaHIEJIIPCKUH.

6. AHAJIUSUPYEMBIE OBPA3IIbI

Jnst ananm3a HCIoNB3yI0TCS IPOGHI BHIIEICHHON JHK, nosyuennsie uz kmuuveckoro MaTepHaa ¢ 1o-
MO0 HabopoB: «Peanbect AHK-3kcnpece», «Peanbect JAHK-3xcerpakuus 1», «PeanBect JTHK-3xkc-
Tpakmnms 2», «Peanbect THK-3keTpakus 3» wm «Peanbect sxerpakmus 100» cornacuo HHCTPYKITAU
110 MPUMEHEHHIO COOTBETCTBYIOIIETO HAGOPA.

Kaxpas rpynma o6pasuos, npoxopsmas Hepes Tpoueaypy Beutenenus JIHK, noikna conepsxars ITKO
1 OTPHUATEILHBIH KOHTPOILHBII 06pazen (OKO), KOTOPBIH SIBISIETCS KOMIIOHEHTOM Habopa [UIs BeIzete-
Hus JJHK.

Ecmu o nposenenus ananmsa oOpasus! BeInenennoi JJHK XPAHHITUCH B 3aMOPOKEHHOM BHUJIE, Pa3MO-
PO3HTE UX | BBIIIEPKATh MpH TeMiepatype (18-25) °C ue menee 30 MHUHYT.

Buioenennyio JIHK xpanums npu (2—-8) °C ne 6onee 24 uacoe.

IIKO ynueepcanwvuwiii nocne BCKpLIMUA NPOOUpKY Xparume npu (2—8) °C ne 6onee | Mecaya unu anuxkeo-
mamu no 50 mxn npu muryc (18-60) °C ne 6onee 3 Mmecsye.

7. IIPOBEIEHHME AHAJIN3A

7.1. TloaroroBKa KOMIOHEHTOB Habopa.

Ilepen naganom paboTh! H3BIEYL Ha0OP U3 XOJIONHIIBHIKA, BBIIEPKATH npobupku ¢ I'PC B ynakoske (e
6ckpuicas!) npu temneparype (18—25) °C e menee 30 MHHYT. 3aTeM BCKPHITH yIIAKOBKY, aKKypaTHO ¢ Io-
MOIIBIO KAHIECIAPCKOTO HOXKa 0Tpe3aTh HEOOXOAUMOe KOJIHISCTBO (no uucny nodzomosnentvix npoo, 6iio-
“as konmponensle oopasyer: 1 OKO u 1 IIKO) npo6upok ¢ I'PC. Otpesare npoGupku ciemyer Bmecte ¢
IIOKPBIBAIONIEH UX MIEHKOMN.

Brumanue! Ocmaswuecs neucnonvsoéannvimu npooupku ¢ I'PC ynaxoeams & yeaenoewili naxem c
ocyuwiumenem, yOaiume u3 He2o JUUHULE 6030VX U NIOMHO 3AKPLIMb 3AHCUM.

Ilocne nep6ozo eckpuimus ynaxoexu cpox 200nocmu I'PC npu memnepamype xpanenus (2-8) °C co-
cmaeisem 3 mecaya.

7.2. HeobXoaumoe KommuecTBO (10 YUCILY NOO20MOGNEHHBIX NP0, 6KIIOYAs KOHMpOIbHble 06pazysl)
npodupox ¢ 'PC mpoHyMepoBaTh U pacono)uTh B IITATHBE,

Brumanue! Haonucu cnedyem pacnonazame na 6oxosoii wacmu npobupok. Onmuveckas miénka
O0NIICHA OCMABAMBCSL YUCOTI!

7.3. B kaxayio Ipo6GUpKY IHITETKOMN ¢ OT/Ie/b-HbIM HAKOHEYHUKOM ¢ (PUIBTPOM BHECTH 10 50 MKII co-
OTBETCTBYIOMIEIO pacTBopa BeiieneHHoi JTHK. 3aknents IPOOHPKU ONTHYECKOH TUIEHKOIA.

7.4. IloMecTHTh IPOOGUPKH B aMILTHHKATOP.
7.5. 3anporpamMmEpoBaTh IpEGOP AIS POBEICHHUS aMIITHUKAIME crienu(ryeckux pparMeHToB JHK
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BKO, THK Mycoplasma hominis u neteximu curaanop (bayopecuentun. IIporpammupoBaume amnnupuka-
TOpa POBOZTHTE B COOTBETCTBHH ¢ HHCTPYKLHEH K PHGODY.
7.6.  3amporpaMMupoBaThH IPOTOKO IIPOBENICHHA PEAKIINH aMIUTA()HKAIIIH:
1 cramus: 50 °C — 2 munyTHL
2 cramus: 95 °C — 2 MHHYTEHI;
3 cragus: 50 nukiIoB (94 °C - 10 cexyno, 60°C — 20 CeKYHO).
Hamepenue hnyopecyeryuu nposodum npu 60 °C.
7.7. BriOparh KaHambl HeTEKIHM pesynbraToB ammuduxannn JHK BKO n AHK Mycoplasma
hominis:
— /UL perucTpanuy npouecca avimdukanma JTHK BKO crenyer BBIOpATh KaHan jeTeKimn «FA M.
— AJI peTHCTpaniy nporecca aMmmaukammu JTHK Mycoplasma hominis clieyer BeIOpaTh KaHan je-
TeKIuu «ROX».

7.8.  3anporpaMMHpOBATE MONOKEHHE MPOOHPOK C MCCIIelyeMBIMU 06pa3am, TIOJIOXKUTEIBHBIM B OT-
PHHATEIILHBIM KOHTPOILHBIME 00pasiiaMt COTNIACHO HHCTPYKIHH K HUCIIOIB3YEeMOMY TIPHOODY.

7.9. 3amycTHTh IPOrpaMMy M IPOBECTH PEaKIHIO aMIUH KAy ¢ peructpanueit hiryopecreHun
PEXHME PEabHOTO BPEMEHH.

8. PETHCTPAIIMSA PE3YJILTATOB

8.1. B IIKO ynusepcambrom IporpaMma JI0JbKHA (DUKCHPOBATH:

— HapacTanne curtana ammmukamua JHK BKO (kanan « FAM)y ) ¥ OLIPEIENIATE 3HAYECHHE IIOPOTOBOIO
ukia Ct BKO.

— Hapactanne curnana amridukarmun JTHK Mycoplasma hominis (kanan «ROX») u onpenensts 3Hage-
HHe moporosoro uukia Ct Mycoplasma hominis.

8.2. B OKO nporpamma momkaa (ukcupoBats Hapactanue curnana ammmdukanun JHK BKO (ka-
Han « FAM») u onpenensats Ct BKO, TIPH STOM TIpOrpaMMa He JI0JDKHA PETHCTPHPOBATh HAPACTAHHS CHIHAIA
CIienu(puIecKoro mpoayKTa amimukanuu JIHK no kanany «ROXp.

8.3. B xammom mccienyemom oGpazue IpOTpamMMa J0IDKHA (PMKCHPOBATH HAPACTAHME CHIHANA aM-
mmbukammn JHK BKO (kanan « FAM») u onpenensats Ct BKO.

9. YYET PE3YJIBTATOR

9.1. Bsruciuts (Ct BKO).p kax cpennee 3snauenne Ct BKO Beex AHAIM3UPYEMEIX 00pa3IoB (8K1I0Yas
ITIKO u OKO). Ot6pakoske nomiesxar snavenns Ct BKO, ormuuarommecs 6onee yem Ha 2 ot 3HaucHuHs (Ct
BKO)cp. [Tocie ot6pakosku mepecantats (Ct BKO)cp st ocraBiuxcst 3HaYeHuiL,

9.2. Amamusupyemslit o6paser; cauTaercs HOJI0KHTeTLHBIM, conepxaum JTHK Mycoplasma hominis,
€CI JUTs 3T0ro 00pasia 3Hayenne Ct o karary «ROX» Menpmie wim paBHo 40.

9.3. Pesynbrar ananusa obpasua cuuTaercs OTPHUATENBHBIM, €CIIU JUIL 3TOr0 odpasna 3Hauenue Ct
1o kanaiy «ROX» 6oabme 40 uian He onpexeasiercs.

Eciny juist Takoro o6pasma 3uauenne Ct BKO pesbimaet sHadenue (Ct BKO), Gonee gem Ha 2, To

Pe3YJIbTAT 0 JaHHOMY 00pasily He IOJIEKUT AHAITA3Y U YYETY KaK oTpunaTensusii. Heo6xoaumo IIPOBECTH
MIOBTOPHBIN aHAIIM3 JAHHOTO 00pasiia, HAYMHAS ¢ 9Tara BBIJICJICHHS.

9.4. Ecmu s OKO 3uagenne Ct 1o KaHainy «ROX» MeHBLIIIe Wiin pasno 40, To 310 CBHIETENBCTBYET
0 HAIMYHH KOHTaMHHAIMH B cucTeMe. B aToM ciryuae mosoxkuTensbie PE3yNIbTaThl, NOJIYYEHHBIE B JaHH O
HHIUBUyanbHOM noctanoBke I11[P, cunrtarores HENI0CTOBCPHBIME. TpebyeTcs NpeaIpUHSTE MEpEI 110 BBISIB-
JICHHIO M IMKBH/IAUMH HCTOYHHKA KOHTAMUHALIUK M TOBTOPUTH AHATH3 BCEX 00pasioB aHHON MOCTAHOBKH,
AJIsL KOTOPBIX ITOJTYY€H MOJIOKHTENLHBIN Pe3yIibTar.

Oﬁpa31[bl, AHaJIM3 KOTOPBIX Jall OTpHLATENBHBIN PE3YJIBTAaT, CIEAYET YYHUTEHIBATh KAK OTpHIIATEILHEIE.

10. YCJIIOBHUSA TPAHCIIOPTUPOBAHUS, XPAHEHWS U IIPUMEHEHUS HABOPA

10.1.  TpancnoptupoBats u3aemus cieayer TPAHCTIOPTOM BCEX BHIOB B KPBITHIX TPAHCIIOPTHBIX CPeji-
CTBAX B COOTBETCTBHH C NIPABHIAMH [EPEBO30K, NEHCTBYIOMUMHI Ha TPaHCIIOPTE JTAHHOTO BU/A, TIPH TEMIIe-
parype (2-8) °C. Jlomyckaercst Tpancnoptiposanme Ipu Temmneparype a0 25 °C ne 6omee 10 cyrtok.

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



10.2. Xpauenne nabopa B ymaxoske IPEANPUSATHS-U3TOTOBUTENA TOIDKHO IIPOBOUTHCS TIpH TeMIepa-
Type (2-8) °C B TeueHHE BCero cpoka roIHOCTH.

10.3. Cpox rogaocts Habopa — 12 Mecsmes co AHs BbITycKa. He nomyckaercst mpumenenue HabopoB
MO0 UCTEYEHHU CPOKA UX TOIHOCTH.

10.4.  Jinst mosydeHus HanEKHBIX PE3YJIbTATOB HEOOXOIMMO CTPOTOE COBIIOCHHE TAHHOMK HHCTPYKIIHHA
0 NIPEMEHEHHUTO Habopa.

11. TAPAHTUMHBIE OBSI3ATEJILCTBA

11.1. TIpousBogurens TapaHTUPYET COOTBETCTBHE BBILYCKAEMBIX H3JIE/MiL TpeOOBaHUSAM HOPMATHBHOMN
1 TEXHHYECKOM NOKYMEHTAIUH.,

BGBO]’[&CHOCTE H Ka4eCTBO U3JICIIHA T APAaHTHPYIOTCSA B TEYEHHE BCETO CpOKa IrroTHOCTH.

11.2. IlpowmsBomurens oTBeyaeT 3a HEIOCTAaTKH H3/ICIIMS, 3a HCKITIOUEHHEM J1e(eKTOB, BOSHUKIITHX BCIIE-

CTBHE HapYLICHUS IIPABHII II0JIb30BAHHS, YCIIOBHIA TPAHCTIOPTHPOBAHYS H XpaHEeHHs, IO JCHCTBHS TPEThHX
JIUL, OO0 HEeTIPEOI0THMOMN CHIIBL.

11.3. IlpousBoxuTens 06a3yeTcs 3a CROM CUST 3aMEHHTE U3JIETIHE, TeXHUYECKAE H (PYHKITHOHATbHBIC
XapaKTEPUCTHKHU (nOmpebumensckue ceoticmea) KOTOPOro He COOTBETCTBYIOT HOPMATHBHOM M TEXHUUYECKOI
MIOKYMCHTAINH, €CIIM yKa3aHHbIC HEOCTATKH SIBHJIUCH CIICACTBHEM CKPBITOTO Jie()eKTa MATEPUATIOB HIIH He-
KaqCCTBCHHOTO M3TOTOBJICHHUS U3EIHS TIPOU3BO/IUTEIICM.

Cpox rommoctu HaGopa — 12 Mecsites co mHs BEIITyCKA.

Ilo 6onpocam, kacarowumes kavecmea Habopaw, cnedyem obpawamvcs ¢ AQ «Bexmop-Becm» no ao-
pecy:
630117, e. Hosocubupck-117, a/s 492,
men.: (383) 332-92-49, 227-60-30;
men./paxc. (383) 332-94-47, 332-94-44:
E-mail: plkobtk@vector-best.ru

AOIIOJIHUTEJIbHASI HTHOOPMAIIAST AJISI IOTPEBUTEJIENR:

— Habop pearentos npexnasnauen mis npodeccuonamsHoro TPUMEHEHHS H JIOJDKCH UCIIO0Ib30BaThCS
00yHYEHHBIM MIEPCOHAIIOM;

— Ilpu nenombsosannn Habopa 06pa3yIOTCs OTXOMBI KIIACCOB A, b u I, koropeie knaccuduuupyrores u
YHUITOXAOTCS (Ymunusupyromes) B cootBerctsun ¢ CanlluH 2.1.7.2790-10 «CanurapHO-31H1EMHO-
JIOrMY€CKHe TPEOOBAHNUS K 0OPAIIEHHEIO ¢ MEIUITMHCKAMMU OTXOIaMHEY. Hesundexummo Habopos ciemyer
IpoBoauTE Mo MY-287-113 «Meronuueckue ykasauus mo AC3UHEKIHH, IPEICTEPHITH3AIMOHHON
O9HCTKE ¥ CTCPHIIM3ALMH H3/ICIHI METMIMHCKOTO HA3HAYCHHSY,

— Tpeboanus 6e30macHOCTH K MeAUIMECKIM nadoparopusm npusesenst 8 'OCT P 52905-2007;

— He npamensaTs Habop peareHTOB 110 HA3HAYEHHIO TTOCTE OKOHYaHHMS CPOKA T'OIHOCTH,

— TpancnoprupoBanme JOMKHO TPOBOIUTECS BCEMH BHAAMM KPBITOrO TPAHCIIOPTa B COOTBETCTBHHU C
[IpaBUIaMH TIEPEBO30K, NEHCTBYIOMIMMH Ha TPAHCIIOPTE JAHHOTO BUA.

— Ilpoussogurens rapanTupyer coorsercTBHE BBITyCKACMBIX H3ICNHN TPeOOBAHUAM HOPMATHBHOW W
TEXHHYECKON JJOKYMEHTAI[UHU.

INPUJIOXKEHUE

IlpoBenenne anaanza na npuGope «IT-96» (HIIO «JHK-Texnonozuny)

1. Hacrpoiika 5Kcrniosuuun usmepenuii:

B pexume «Pabora ¢ npuopom» B MeHio «Hacrpolikn» BeIGepHTE MYHKT «IKCMO3MIAS H3Mepe-
HHI.

B oTkpriBIIEMCS OKHE BEIOepuTe KaHal «FAM», H3MeHUTE 3HAYCHIE 9KCIO3UIUU HA «250%», IS KAaHATIOB
«HEX» 1 «ROX» ycraHoBuTe 3HAYCHHE SKCTIO3HIHH «1000). [TopreepauTe coxpanenue Texymero snaveHws
9KCTIO3ULUHU, HAXKaB «J[A.

Buumanue! Vrazannvie snavenus IKCHOSUYUTL RPUMEHUMBL MOTIbKO N5 Habopos « PearBecmy u npu
Heobx00uMocmu 0onicHbL BblMb USMEHEHbL HA UCXOOHbIE.
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2. IlporpammupoBaHue aMiLHpHKATOpA:

2.1. Jlns co3paHms MpOTOKONA aMIUTH(UKALAY HAXKATE KHOTIKY «Co31aTh» BO BKJIajKe «3amyck mpo-
TPaMMBbI aMILTHPUKATIAHY.

2.2. B oTKphIBIIEMCS OKHE BHIOpaTh NEPBEIi MAOJIOH MPOrpaMMBI aMILTHHUKAIHH, OTPEeJaKTHPOBATH
€ro B COOTBETCTBHM C [IPOTPAMMOH aMILTH(UKAIMH K HCIIOJIB3yeMOoMY HaGopy:

s HabopoR «Peanbect THK»:

1 cragus: 50 °C — 2 MuBYTHI;

2 cragus: 95 °C — 2 MHHYTHI;

3 cramus: 50 muknos (94 °C — 10 cexyno, 60 °C — 20 cekyHO);

Hsmepenue nyopecyeryuu nposodums npu 60 °C

L HabopoB «PeanBect PHK»:

1 cragus: 45 °C —30 MUHYT;

2 cragus: 94 °C — 1 MunyTa;

3 cramusa: 50 muknos (94 °C — 10 cexyno, 60 °C — 20 CeKyHO);

Hzvepenue ghnyopecyeryuu npoeodums npu 60° C.

2.3. B saueiixe «MMsi IpOrpaMMbD» BBECTH Ha3BaHHE CO3IAHHOTO NPOTOKOJA aMIUTHDUKAIIAU (Hanpu-

mep, PCR u RT-PCR) u naxats «OK». B oTKpEIBIIEMCS OKHe yKa3aTh TNalKy JJIs coXpaHeHus (aiina u
HAKATh «COXPAHHTHY.

2.4. B suetike «O0bEM paGoueii cMecH» yKka3aTh 3HaueHwE «30.

2.5. Bo sximazke «IIpoToKko.»» CHaYaTa BBECTH HA3BAHHA BCEX 00pasIoB, yJacTBYIOLIMX B IIOCTAHOBKE,
3aTeM 3allOJIHHTE TJIAHIIET.

Jlist yIIpolieHus 3aIoJiHeH s [UIAHITIeTa MOKHO CO31aTh 3arOTOBKY, IS 5TOT0 B MeHIO «TecT» BHIOpaTh

«Co31aTh / peJaAKTHPOBATH TECT», 3aTEM «Konupopars Tekymmuii Tect» ¢ umenem TEST u IIPUCBOUTE
UMs HOBOMY TECTY.

B oTkpbIBIIEMCs OKHE B TTyHKTE «1.AHAIN3» BHICTABUTE THII AHATH3A (KOAUYECMBEHHbII WI KAHeCHGeH-
HbIU CO CINAHOAPMAMU 6 COOMBEMCMEUU ¢ HADOPOM) K METOL «I'eomerpuaeckmii (Cp)».

JIst KaueCTBEHHOTO aHAIN3a B ITYHKTE «4.KoHTpo./m» BBICTaBHTH «1»; IS KOJMYECTBEHHOTO AHAIH3A
o cTaHIapTamu (npu nocmaroeke ¢ KOI1, KO2) B nynkte «3.CTanapThi» B siueiike «KoJu4ecTBO» BhICTa-
BHUTE «2», B ssuekike «2.Qy6mam» — «3», B myHKTe «4.Konrpoam» B staeiike «K» BBICTaBHTH «3», B sueiike « K~
»— «I».

Eciu mocranoska 6e3 KO1 u KO2, o B mynkTe «3.Ctanpapre B suelike «Koam4ecTBo» MOCTABUTE
«0».

B nynxTte «5.001ém paGodgeii cMecu B mpoGHpKe» BEICTABATH 3HaUeHHE «50).

B nynkTte «6. ®@xyopodopen» 0603HaunTh BHYTpenHuii KonTpos (BK) mo kaHairy «FAM» u crienu-
uky no xanany «HEX» wim «ROX» B COOTBETCTBHH ¢ HHCTPYKIIHEH K Habopy.

Io 3aBepinensu pegakTupoBanus Haxats «OK».

B jmanbHeiimeM npu 3amoiHEHUM MPOTOKOJA CICNYET HCI0JIb30BaTh KHOMKY «J/lobaBHUTH TecT», U3
CIIUCKa BBIOPATh HY)KHBIH JUIsl TAHHOM MIOCTAHOBKH ¥ BBECTH YHCIIO 00pa3oB U KOHTPOJIEH.

Ilo oxoHYanuM 3an0THEHNs IPOTOKOIA HAKATE «[IPHMEHHTE.
2.6. Tlporpamma nepeiiier Ha BKIAJAKY «3amycK MporpaMMsI aMILITH(PHKALUMW», 3aIIYCTHTL aMIUTH-

(HKaLKIO KHONKOH «3amycKk MporpaMMel». PesylIbTaTel peakiiy COXpaHSIOTCS TOCTe HAKATHS KHOIKH
«3amyck nporpaMMen» B (aiis1 ¢ pacmupenneM *.r96.

3. ABajau3 U y4€T pe3yjbTaToB.
Jerexnms piyopecuenuu ocymectpisiercs no kananam «FAM» 1 «<ROX» st THK BKO u JTHK Bo3-
OyauTess, COOTBETCTBEHHO.

[IporpaMma aBTOMaTH4ecKy BBICYMTBLIBAET IIOPOTOBOE 3HAUCHHE (iryopecueniuu no merony I'eomer-
puueckuii (Cp).

ITpu oanoBpemennom BrisiBaennu JIHK aByx Bos6yaureneii JHK Broporo BO30YAHTEJIS IE€TEKTH-
pyercs no kanaiay «HEX».
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Koncynomayuro cneyuanucma no paéome ¢ HABOPOM MOJICHO ROYYUMD O Me, : (383) 334-35-90.




