YTBEPXIAIO»

['enepanbHBI qUPEKTOP

WHCTPYKITAA

II0 IPUMEHEHHIO Habopa peareHToB /s BeistBieHus JJTHK
Trichomonas vaginalis METOIOM HOJMMEPA3HOM NEMHOH PeaKIHu
B PEXHMME PEANBHOIO BPEMEHH
Peanbecr THK Trichomonas vaginalis

(xommekT 1)

1. HABHAYEHHE

Habop pearentos «Peanbecr JTHK Trichomonas vaginalis» mpenHasHaden juis BHISBICHHS JHK
Trichomonas vaginalis MeTOZOM IONMMEPA3HOH ITEMHON peaKIUH IIIpP) ¢ FI/I6pI/I,Z[I/I3aIIII/IOHHO-
iyopecuentrolt netexnumeit npoxykros I[P B pexuMe peanbHOro BpEMEHH.

Brinenenne JJHK w3 KiuHMYECKHX NPO6 HPOBOAMICS C IIOMOLIBIO HabopoB: «Peanbecr JTHK-
akenpece», «Peanbect NHK-skerpakuus 1», «Peanbeer JTHK-3kcrpakmus 2», «PeanBecr JTHK-
aKkcTpakuus 3» 1 «Peanbect sxcrpaxmusa 100».

Kommutexr 1 npenxasnaden A OPAMEHEHHS C PETHCTPUPYIONAME aMILTH(GHKATOPAME [LIAHIIETHOTO
tina: «iQ iCycler», «iQ5 iCycler», «CFX96» (gupma «Bio-Rady, CIIIA), «JIT-96» (000 «HIIO JIHK-
Texnonoeusy, Poccus) wiu uX aHaJIOTaMH.

Kommurexr 1 paccunran Ha IpoBeeHHe aHam3a 96 00pasIoB, BKIIOYas KOHTPOIBHEIE 00Pa3IIEL.

2. XAPAKTEPUCTHUKA HABOPA

2.1. Ilpuanmn Meroja.

IIpuHIMn aHammM3a OCHOBAH Ha PETHCTpPAIMH HIpolecca aMiuinbuKanuy BeopagHoro gparmenrta JJHK,
3aKJIOYAOMIErocsl B TOBTOPSIOMIMXCS IMKIAX: TEMIIEpaTypHas [CHATypalus, OTKUI IpaiMepoB ¢
KOMIUIEMEHTapHBIMU ITOCIIENOBATEILHOCTAMY, JOCTPOMKA IMOMHHYKICOTHIHBIX IIOCIIEN0BATENLHOCTEMN € ITUX
npaiimepoB Taq JIHK-nonumepasoii.

B ocHOBE BCIIOIBE3yEMOr0 METOIA PETHCTPAITHH JICKUT H3MEPEHHE CUIHAIIOB ()IIyOpPECIIEHIIIH B KaXKIOM
mukiae IIP. Veenwdenwe CHrHanoB (GIyOpeCHEHIIMH MPOWCXOIMT Olarofaps MCIIOIb30BAHHIO
cnenupuYHEIX A1 AaHHBIX ydacTkoB JIHK Trichomonas vaginalis rubpupmsanmosssx JTHK-30HIOB,
KOTOpbIE B XOJ€ PEaKIWM CBA3BIBaIOTCA ¢ oqHoHM m3 memeit JIHK, obecrneunBas Take IONOIHHTENLHYIO
cnenupuaHocTs Metoga. JIHK-30HI comepxut Ha 5°-KoHIe (IIyOpeCleHTHEIA KpacuTelb, a Ha 3’-KOHIlE —
racutenb (QIIyOpECHEHINY, 3HAYWTENHHO CHIDKAIOIWM HHTEHCWBHOCTH (iyopecnenmuu. B xoze
IIOJJMMEPA3HOI'0 CHHTE3a KOMILIEMEHTApHOM IenH, Omaromapst 5°—3’-HykieasHoit aktusHoctd Taq JIHK-
HOJNUMEpasbl, 30HI DPACUICIUIIETCS C 5°-KOHI@ M MPOMCXOAUT pa3oOINEHHE KpPACUTENs M TaCHTEN,
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NPUBOJIAIIEE 10 MEPE HAKOIUIEHHUS IIPOyKTa PEAKIMH K BO3PACTAHUIO CHIHAJA (IIyOpECIeHIIHH.

Ilpp oTOM wH3MepsieMas HHTEHCHBHOCTH (DIIyOPECICHIMM 3aBHCHT OT KOJMYECTBA OODPA30BABIIMXCS
crenu(IECKUX aMIUTAKOHOB M JMHAMHUKA HapacTaHus (IIyOpECIEHITAN ONPEIEIIeTCS HCXOTHBIM KOMYECTBOM
JIHK Bo30ymuTens nadexum B 0Opasie.

Jl0CTOBEPHOCT aHAIM3a KOHTPOJUPYETCS 110 HATMYUIO [OJIOKHUTENBHOTO pe3yIsTara B obpasie I1KO,
KOTOPEIH IoABepraercs npouenype seinenenns JIHK BMecTe ¢ anamsupyeMbIME GHOIPOOaMH.

Yuér spoextusroctn Beimenenms JHK Trichomonas vaginalis w3 06pasmoB obecmednBaeTcs
BpiienenneM JIHK u3 KIMHAYECKHX TMPOO COBMECTHO C IPEIBAPUTENHHO BHECEHHBIM BHYTPEHHHM

KOHTPOJIbHBIM 00pa3unom (BKO).

2.2. CocraB Habopa:
B cocraB Habopa BXOIAT Clleyromye KOMIIOHEHTHL:
° HOJIOXXHTENBHBIN KOHTPOIBHBIN 00pasen] yHuBepcanbhsli (IIKO) — 1 mpobupka, 1 mi;
° TroToBad peaknuonHas cmech uis [P (I'PC), mmodunusupopansas — 96 mpoGUpoK;
Habop NONOIHUTETBHO KOMILIEKTYETCS:

®  ONTHYECKOM MIEHKOM — 1,5 mucra.

3. AHAJIMTUNYECKHUE 1 TUATHOCTUYECKHUE
XAPAKTEPUCTUKHA

3.1. YyscreurenbHocTh — BEIBnenue 100 xommit JIHK Trichomonas vaginalis B CTaHIapTHBIX
obpasnax npeampustas — 100%.

3.2. Cuennduanocts Berpnenns JIHK Trichomonas vaginalis (no cmandapmmoii nanenu npednpusmus
ompuyamenvnvix [J{HK-sxcmpaxmos) — 100%.

3.3. lmarHocTHdgecKas IyBCTBHTENbHOCTH Bhipienus JIHK Trichomonas vaginalis: KITMHAYECKHE
HCIBITaHusI, IPOBeNEHHBIE Ha 40 OIOXATENBHBIX 00pasIax, nokazanu 100% qyBCTBUTENBHOCTD (UHMEPEAN
93%—100%, c ooeepumenvroii geposmuocmoto 90%).

3.4. InarHocTHyeckasi cmeuuduunocts BeuBienus JIHK Trichomonas vaginalis: KIvHWYECKHe
UCTIBITaHUS, IpoBeAEHHEIE Ha 40 oTpuIaTenbHBIX oOpasnax, nokazamu 100% crueruduaHoCTh (Urnmepean

93%—100%, ¢ 0ogepumenvroii seposmuocmoio 90%).

4. MEPBI TIPEJOCTOPOXHOCTHA

BHMMAHME! Heco0.10neHne NpUBEeAEHHBIX HUXKe TPEOOBAHUIA MOKET MPHBECTH K HCKAKEHHIO
pe3yabtaros IIIIP.

4.1. IloreHumanbHBIA pUCK IpUMeHeHHs Habopa — knace 26 (Ilpuxaz M3 PD om 06.06.2012 Ne 4n).

4.2. Ilpu pabore ¢ Babopom cremyer cobmomate CII 1.3.2322-08 «be3omacHOCTh pabOTHI C
mukpooprasuzmamu [II-1V rpynn naroreHHOCTH (0Onacrocmi) v BO30yTUTEISIMU Tapa3uTapHEIX O0JIe3HEH .

4.3. Jlng npemnoTBpalIeHUs KOHTAMHUHAIUN HEOOX0IUMO TEPPUTOPHATBHO Pa3AesaTh TalbI BEICICHUS
JHK/PHK u mnocranoBku IIIIP cormacao MY 1.3. 2569-09 «Opranuzanus paboTel 1abopaTopuii,

HCCIICIYIONUX METOABl aMIUTH(PUKAIINKA HYKIEHMHOBBIX KHCIOT IpH paboTe C MaTepHaoM, COIEpKalluM

MHUKpoopranu3msl [-IV rpynm natoreHHoCTI.
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4.4. TIlpu pabote ¢ HaGOPOM clie/lyeT HaNeBaTh OHOPA3OBBIE METUITHHCKIE IEPYATKIL.

4.5. Kaxmoe pabodee MECTO JOIKHO GBITH CHAGKEHO COOCTBEHHEIM HAOOPOM IHIIETOK IIEPEMEHHOTO
00bEMa, HEOOXONUMBIME BCIIOMOTATC/IBHEIMA MATEPHANAMH ¥ 0GODPYIOBAHHEM. 3ampemaercs UX

IIEPEMEIICHUE MEKITY pa60‘iI/IMI/I MCECTaMH.

4.6. [lns mpoBesieHus PeaKIMK aMILIHGUKALNMK C JAeTeKIHeH POLYKTOB IIIIP B pexume peansHOro

BPEMECHHU HeO6XOI[I/IMO HCIIOJIb30BaTh TOJNBKO OJHOPa30BbIe HAKOHEUYHUKHU C (I)I/IJIBTpOM JJLA TIATICTOK.

4.7. He pnomyckaercs WCIOJB30BAHHE OJHAX M TEX XK€ HAKOHEYHHKOB IpH JOOABIECHUH Pa3HBIX
00pa3nos.

4.8. Ilocne oxoHyaHus paboT MIs He3sMHEKIWMH ¥ MPETOTBPAINCHUS KOHTAMUHAINH BCE paboune
TIOBEPXHOCTH U 000y IOBaHHE CIIEyeT OJBEPTHY T NEHCTBUIO OaKTepUIHAHbIX YD J1aMIl B Teuerwe | gaca.
3areM 00paboTaTh pErTaMEeHTHPOBAHHBIMA CAHUTAPHEIME PABHIIAMA JE3MHQUITUPYIONMME CPEICTBAMH
(maxumy, xax: 0,2% pacmeop «JI-2T»; 1-3% pacmeop «Juabaky; 0,5% pacmeop «Jlusagpuny; 0,5-1%
pacmeop «Mucmpanvy, 0,5— 2% pacmeop «Benmoneny).

4.9. Bce HCnONMB30BaHHBEIE ONHOPA30BBIC MaTepHANbl IOIBEPraTh 0OpPabOTKE Je3nHPUAIHIPYIOIAMEI
CpeNCTBAMY C IOCIENyIomer yrumsanueh (cv. MY-287-113 «Memoouueckue yxasanus no Oesungpexyuuy,

NpeoCcmepuIu3ayUOHHOU O4UCTIKE U CIEPUIUSAYUY US0eNUTi MEOUYUHCKOZ0 HASHAYEHUY).

4.10.  YTuimsanmio MIM yHHYTOXKEHHE, Ae3MHDEKITMIO HaGOPOB PEareHToB ClEeLyeT IPOBOAMTL B
coorsercTBuy ¢ CanlluH 2.1.7.2790-10 «CaHHTapHO-3IHIEMHAONOTHIECKHE TPEGOBAHHSL K obpareHunio ¢
MCIMIMHCKAME  oTXOonamm» u  MVY-287-113  «Meromuyeckie ykasaus 10  Ae3MH(EKIHH,

HpCﬂCTCpI/IJII/BaHI/IOHHOﬁ OYMCTKE U CTEPHIIN3AIAU W3NS MEIUIIMHCKOIO HA3HAUCHUS) .

S. OBOPYJIOBAHUME U MATEPUAJIBI

—  aMmmdEKaTop ¢ GIyOpECIEHTHOM JeTeKIueil B PEXUME peanmsnoro Bpemenu: «iQ iCyclery, «iQ5
iCycler», «CFX96» (gupma «Bio-Rady, CLLIA), «JT-96» (000 «HIIO JJHK-Texnonozusy, Poccus)
WM UX aHAJIOT;

— IIIP-6okc uimm OTAENBHEIA CTON, OcBemaeMbli Y ®-nammoit (wanpumep, «LuknoTemny Gupmer CIT
«PTC», Poccus);

—  XOJIOAWIBHMK OBITOBOM, IIOIEep KUBAOIIHi Temueparypy (2-8) °C;

—  IMIETKH I0J[yaBTOMaTHIECKHUE (103aTOPEI MEXaHMYECKHE) OTHOKAHATBHEIE C IEPEMEHHBIM 00BEMOM,
CO CMECHHBIMH HaKOHECUHUKAMH (pupma «/lennunemy, Poccus; gpupma «Biohity, Qunnanous);

—  IepYaTKM MEJUIUHCKHE OTHOPA30BLIE HECTEPHIILHEIE HEOITy JPEHHBIC TATEKCHBIE UM HEOIPEHOBEIE
(nepuamxu «NeoTouchy, ¢upma «Ansell HealthCarey», I'epmanus);

—  OIHOPa30BBIC HAKOHEYHUKH JUIS I03aTOPOB C 3AIUTHEIM QUIETPOM /a3p030IbHBIM GaphepoM (Pupma
«FinnTipy, Qunianous);

—  IITaTUBBI UL MEKPOTIPOOUPOK BMECTUMOCTEIO 0,2 MIT (upma «Xenuxomny, Poccus);

—  KOHTeWHep /Uit cOpoca OTXONOB (Hanpumep, «Konmeiinep 013 c6poca ocmpozo uncmpymenmapus —
EK-01», pupma « KM-IIPOEKT», unu ananozuunbsiii).

—  HOX KaHIEISIPCKUU.
6. AHAJIM3NPYEMBIE OBPA3IIbI

Jlns ananusa wcnons3yroTcs mpoOs! BeLeneHHol [IHK, monydeHnble W3 KIMHAYECKOIO MAaTepHana C
nomomeio Habopos: «Peanbecr JTHK-3kcnpece», «Peanbecr THK-3kerpakmus 1», «Peanbecr JTHK-
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skcrpakuus 2», «Peanbecr JHK-3kcrpakmms 3» u «Peanbecr skerpakmmsi 100» cormacHo

HHCTPYKITHAAM IO IPUMEHEHHUIO COOTBETCTBYIOLIHX Ha60pOB.

Kaxas rpynma o6pasmos, npoxoasmias yepes mpouenypy Boienenus JJHK, nomkaa comepxars ITIKO
U OTPHUATEIBHBIA KOHTPOJbHBLIA o0pasen (OKO), xoTopbli fBISETCS KOMIIOHEHTOM Habopa I
Belienenns JIHK.

Ecmu 1o mposenenus asammsa o6pasubl BbimeneHHod JIHK XpaHwimch B 3aMOPOXKEHHOM BHIE,

Pa3MOpPO3UTh UX U BIAEPKaTh pu Temneparype (18-25) °C ne menee 30 MunyT.
Buioenennyio THK xpanume npu (2-8) °C ne 6onee 2 cymox.

IIKO nocne sckpoimus npobupku xpanume npu (2-8) °C ne 6onee I mecaya.

7. IIPOBEJAEHUME AHAJIN3A

7.1. IloAroToBKa KOMIIOHEHTOB HaGopa.

Ilepen Hayanom paboTE H3BIEYs HAOOP U3 XONOAMIBHIKA, BEIEPXKaTh Mpodupku ¢ I'PC B ymakoBke
(ne 6cxkpwieas!) npu temmepatype (18-25) °C me meree 30 MUHYT. 3aTeM BCKPHITH YIIAKOBKY, aKKYPATHO, C
IIOMOIIBIO KAaHIIEJIIPCKOrO HOXKa OTpe3aTh HEOOXOAMMOE KOIHYECTBO (M0 YUCLY NOO20MOBNEHHbIX Npoo,
exmioyas koumponu: 1 OKO u 1 IIKO) npobupox ¢ I'PC. Otpesats HmpoOUpKH CIELyET BMECTE C
MMOKPBIBAIOINEN UX IIJIEHKOM. |

Brumanue! Ocmaswiuecs neucnonvzosannvimu npobupku ¢ I'PC ynaxosams 6 yegnenosuiii naxem c
ocyuwiumenem, yOanums U3 He2o TUUHUL 8030YX U NIOMHO 3AKPbING 3ANHCUM.

Ilocne nepsozo ecxkpvimus ynaxoséku cpox zoonocmu I'PC npu memnepamype xpanenus (2-8) °C
cocmaensem 3 mecsaya.

7.2. Heobxomumoe KONHYECTBO (710 YUCILY NOO20MOGLEHHbIX NPOb, 6KIIOYASL KOHMPOY) TIPOOHPOK C
I'PC nporymepoBaTh 1 PacIioOKUTE B IITATHBE.

Brnumanue! Haonucu cnedyem pacnonazame Ha 00k080u yacmu npobupox. Onmuueckas niéHka
OO0JIJHCHA OCMABAMbCS YUCTOT!

7.3. B xaxmyio npoOHpKy MHUIETKONW C OTAEIbHBIM HAKOHEYHHMKOM C (DMIBTPOM BHECTH IO 50 MKJI

COOTBETCTBYIOIIETO pacTBopa BeAeneHHoH JIHK. 3aknents npoOHupKy oNTHYECKOM IIIEHKOMA.

7.4. IlomecTuTH NPOOUPKH B aMIUTH(PHUKATOP.

7.5. 3anporpaMMupOBaTh IPHOOP VIS IPOBEICHUS aMILTH(HKAIH crierabudeckux pparmentos JJTHK
Trichomonas vaginalis, JJTHK BKO wu nereknmu curHaioB ¢uyopecieHmun. I[IporpaMMupoBaHue
amMIIE(UKaTOpa IMPOBOJUTH B COOTBETCTBHH C HHCTPYKITAEH K TPHOOPY.

7.6. 3amporpaMMHpoOBaTh IPOTOKOJI IIPOBEIEHNUS peaKIINK aMILIU(UKAIIAN:

1 cragus: 50 °C — 2 MUHYTEHI;

2 cragus: 95 °C — 2 MUHYTEHL;

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

Hzmepenue ¢nyopecyenyuu nposooums npu 60 °C.

7.7. BriOpath kanansl AeTekuuu pesyibratoB amiunpukanuu JHK Trichomonas vaginalis n JJTHK
BKO:

— it peructparmu nporecca ammmukanuu JJTHK BKO cienyer BelOpaTh kaHan geTekuud «FAM»;

— i peructpanun mnponecca ammmudukanyy AHK Trichomonas vaginalis cnexyeT BHIOpaTh KaHal

nerexkma «ROX».
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7.8. 3amporpaMMHpOBaTh IIOJIOXKEHHE IPOOHPOK C HCCIENyEMBEIMH OOpaslaMH, MOJIOKUTETHEHBIM H
OTPUIATELHBIM KOHTPOJIAMHE COTIACHO HHCTPYKIMH K MCIIONIB3YeMOMY IpHOOpy.
7.9. 3amyCTHTh IPOrpaMMy U IIPOBECTH PEAKIMIO aMIUTH(UKAIME C perucTpanueil GIyopecueHIny B

pPEXHME PEaNbHOTO BPEMEHH.

8. PEI'ACTPAILIUSA PE3YJIBTATOB

8.1. B IIKO nporpamma go/pkHa GUKCHPOBATE:

— HapacCTaHWe CHrHana cnenupuaeckoro npoaykra ammmduxanmu [JTHK Trichomonas vaginalis (kanan
«ROX») u onpenensts 3HaueHue noporoeoro nukia Ct ITKO;

— Hapactanue curnana ammmoukanuu JIHK BKO (kanan « FAM») v onipeeniaTs 3Ha4eHIe IIOPOrOBOTO
nukia Ct BKO.

8.2. B OKO mporpamma momxHa (QHKCHpOBaTh HapacTanue curHama ammwmpukanma JJTHK BKO
(kanan «FAM») u onpenenats Ct BKO, mpu 35ToM Iporpamma He JOJDKHA PETHCTPHPOBATH HAPACTAHHS
CHTHAaJIa crenumyeckoro npoaykra ammmmdukammu JJTHK mo kagany «ROX».

8.3. B xaxmom Hcciaenyemom oGpasue IporpamMma NOJDKHA (QHKCHpPOBAaTh HAPACTAHHE CHTHAIA
ammmdukanuy JIHK BKO (kanan « FAM») u onpenensats Ct BKO.

9. YYET PE3YJIbTATOB

9.1. Beraumcmuts (Ct BKO)., kak cpenuee 3nauenne Ct BKO Beex ananu3upyeMbIx 00pasios (BKIOYas
ITKO u OKO). Ot6paxoske noanexar 3gadenus Ct BKO, ommuarormuecs Goee 4eM Ha 2 ot 3Hagenns (Ct
BKO)cp. ITocne or6pakosku nepecuutats (Ct BKO)cp, 11 ocTaBIIMxcs 3HAYECHIIN.

9.2. AHanmmsupyeMmblii 0Opa3el] CYHTaeTCA NOJIOKHTeabLHbLIM, comepxamuM JHK Trichomonas
vaginalis, ecnu 1714 310r0 00pasna 3HaveHue Ct o kanany «ROX» menbme uiau pasuo 40.

9.3. PesynbraT ananmu3a o0pasna CauTaeTCs 0 TpHIATE bHBIM, ECITH JUIA 3TOro obpasiia suauenue Ct mo
kaHany «ROX» 6oabme 40 niu He ompenensieTcs.

Ecmu mna takoro obpasua 3HageHune Ct BKO npessimaer 3nagenue (Ct BKO), 6onee yem Ha 2, TO
pe3ynbTaT 10 JAaHHOMY 00pa3ily He IOAJIEXKHUT aHATU3Y U YUETy Kak oTpuIaTebHbi. Heobxommumo mpoBecT
IIOBTOPHBIM aHANIN3 NAaHHOTO 00pa3ia, HauuHas C dTara BEIICICHUS.

9.4. Ecmu mng OKO 3nauenue Ct no xanainy «ROX» Menbine uia paBHo 40, TO 3T0 CBHIETEIHCTBYET
O HAJIMYUHU KOHTAMUHAIIMH B CHCTEME. B 3TOM ciiydyae IMOJIOKUTEIIBHBIE Pe3yJIbTaThl, IOlydeHHBIE B JAaHHOU
HHIUBUAyanbHOM moctaHoBke I[P, cumTaroTcss HemocTOBEpHBIMHU. Tpebyercs HpeaupHHATh MEPHI IO
BBISBJIICHHIO W JIUKBHIAIIMM HCTOYHWKA KOHTAMHHAIIMH W IIOBTOPHTH aHAIW3 BCEX 00pa3lloB IaHHOH
IIOCTAHOBKH, I KOTOPBIX TIOJIYYECH IIOJIOXKHUTENbHBIM pe3ynbrar. OOpas3ubl, aHadu3 KOTOPBIX Jall

OTpI/IIIaTCJIBHBIﬁ PEIYIIbTAT, CJICAYET YIATHIBATEL KaK OTPUITATCIIbHBIC.

10. YCJIOBUSA TPAHCIIOPTUPOBAHUSA, XPAHEHUA U TIPUMEHEHWSA HABOPA
10.1. TpaucnoptupoBaHre Habopa MODKHO NpoBOIUTHCS npu Temmeparype (2-8) °C. Jlomyckaercs
TpaHCIOpTUpOBaHue mpH Temmeparype 1o 25 °C ne 6omnee 10 cyTok.

10.2. Xpanenue Habopa B yIIAKOBKE IIPEIPUATHA-U3TOTOBUTENLA JOJDKHO IPOBOAUTHCS MIPH TEMIIEPaType
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(2-8) °C B TeyeHHE BCero cpoKa rogHOCTH.
10.3. JIng momydenns HafigXKHBIX Pe3yIbTaToOB HEOOXOIUMO CTPOrO€ COOMIONCHNE TAHHOM MHCTPYKIIAH
II0 IPUMEHEHUIO Habopa.

10.4. 3anpemaercs HCMOMB30BaTh KOMIIOHEHTHI 13 HA0OPOB PasHBIX CEPHI.

11. TAPAHTUHAHBIE OBSA3ATEJILCTBA

11.1. TIpon3BoxuTEND TAPAHTUPYET COOTBETCTBHE BBILYCKAEMbIX U3/IENUH TPeGOBAHMIM HOPMATHBHOMN
M TEXHHYECKOU NOKYMEHTAITHH.

BesomacnocTs 1 KauecTBO H3/ENH TapaHTHPYIOTCS B TEYEHHE BCETO CPOKA TOTHOCTH.

11.2. IIpousBonutens OTBEYAET 33 HENOCTATKH H3IENHA, 3a HCKIFOYEHWEM Ne(hEKTOB, BOSHHKIIHX
BCJICZICTBHE HAPYIICHUS IIPABHUI MOJIb30BAHMS, yCIOBHH TPAHCIIOPTHPOBAHKS M XpaHEHHs, MO0 IeicTBUS
TPETHHX JIMIIL, TMO0 HEMPEOTOTHUMOM CHUIIBL

11.3. IlpomsBomutens 00s3yeTcs 3a CBOM CUET 3aMEHHUTH H3MEINe, TEXHUUECKHE K GYHKIIHOHATBHEIE
XapaKTEePUCTUKH (nompeOumensckue c6oicmaa) KOTOPOro He COOTBETCTBYIOT HOPMATHBHON U TEXHUUYECKOH
AOKyMCHTAllMH, €CIIH YKa3aHHBIC HEHAOCTATKH SBHJIHCH CIEICTBHEM CKPBHITOTO Ne(eKTa MATEpHalloB WM

HCKAa4YCCTBCHHOI'O U3TOTOBJICHUS HU3ICTIHS IIPOU3BOAUTEIIEM.

Cpok rogaocTr Habopa — 12 MecsieB Co JHs BBITYCKa.

Ilo eonpocam, xacaiowumcs xavecmea nabopa, cnedyem obpawamvcs ¢ AO «Bexmop-becm» no
aopecy:
630117, 2. Hosocubupck-117, a/a 492,
men. (383): 252-51-62, 227-60-30;
men./gaxc (383): 252-51-81, 252-51-77;
E-mail: plkobtk(@vector-best.ru

JOIIOJTHUTEJbHAS UH®OPMAILIUA AJII IOTPEBUTEJIEM:
— Habop peareHTOB IpegHa3HAYeH IS MPOGECCHOHAIBLHOIO IPHMEHEHHS 1 JOIDKEH UCIOIb30BaTHCS
O0OyYeHHBIM TIEPCOHAIIOM;

— llpu ucnone3oBanuy Habopa 00pa3yroTcst 0TX0IbI KiaccoB A, b u I, KoTopsle KinaccuuuupyroTcs 1
YHMYTOXAOTCS  (ymunusupytomesi) B coorBerctBur ¢ CanlluH 2.1.7.2790-10 «Canutapso-
SMHUAEMHUOIOTHYECKUE TPeOOBaHUS K OOpAINeHUIO C MEAWIIMHCKAMHU OTXOHaMu». Jle3uHGEKIHIo
Ha0OpoB ciemyeT mpoBomuTh o MVY-287-113 «Mertoguueckne yKa3aHUsS MO JIe3HH(DEKITHH,

IIPEICTEPUIM3AIMOHHON OYHCTKE U CTEPHIIA3ANNH H3ACTHI METUIUHCKOTO Ha3HAYCHUIY

— TpeboBanus GezonmacHOCTU K MEAUIMHCKUM Jaboparopusm npusenessl B 'OCT P 52905-2007;

— He npumeHaTh Hab0p peareHToB 110 Ha3HAUEHHIO [10CIIE OKOHYAHHUS CpOKa FOTHOCTH;

— TpancnopTupoBaHUE AODKHO IPOBOAUTHCS BCEMU BHIAMH KPBITOTO TPAHCIOPTA B COOTBETCTBHHU C
MpaBUJIaMU IIEPEBO30K, JEUCTBYIOMUMHU Ha TPAHCIOPTE NaHHOTO BUA.

— IIpousBoauTens rapaHTUPYET COOTBETCTBUE BBILYCKAEMbIX M3AENIUN TpeOOBaHMSIM HOPMATHUBHOU U

TEXHUYIECKOMI JOKYMCHTAaIlUN.
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INPUJIOXEHUE
IIposenenue ananmsa Ha npubope «AT-96x» (HIIO « JHK-T. eXHO102UA»)

1. Hacrpoiika 3KCIO3MIUA H3MepeHHi:

B pexume «PaGora ¢ mpuGopom» B MeHIO «HacTpoiikm» BBIOEpHTE NYHKT «DKCHO3HIUS
H3MePEHUID.

B otkphiBImEMcs OKkHE BeIOepuTe Kanan «FAMy», U3MEHHTE 3HAYCHHE 9KCro3umu Ha «250», mis
kaHanoB «HEX» u «ROX» ycTaHOBUTE 3HaY€HHE SKCIO3UIHH « 1000, IMTonTBepmuTE COXpaHEHHE TEKYINETO
3HAYCHUS SKCIO3MLUY, HaxXaB « JIA».

Bruumanue! Viazannvie snavenus sxcnosuyuii npumenumsi monvko Ons Habopos «PeanBecm» u npu
He0bX00UMOCmU QONIHCHBL OblMb USMEHEHBL HA UCXOOHbIE.

2. IlporpammupoBanue aMmiHpHKaTOpPA:

2.1. Jlng co3maHHS HPOTOKONA aMILTHMDHKALK HAKATH KHOTIKY «Co3gaTh» BO BKIaJKe «3amyck
NPOrpaMMbl aMILTHGUKAIMN.

2.2. B OTKpHIBIIEMCS OKHE BHIOpaTh MEPBBI MIaGIOH IPOTrPaMMBI aMIUTAQUKAIAY, OTPEIAKTAPOBATh

€ro B COOTBETCTBHH C IIPOTPaMMOi aMIUTH()UKAIIH K HCIIOIb3yeEMOMY Habopy:

s Habopos «Peanbect THI:

1 cramus: 50 °C — 2 MuByTHI;

2 cragus: 95 °C — 2 MUHYTEL

3 cramas: 50 muxioB (94 °C — 10 cexyno, 60 °C — 20 CeKyHO);
Hsmepenue pnyopecyenyuu nposooums npu 60 °C,

st Habopos «Peanbect PHEK»:

1 cramus: 45 °C — 30 munHyT;

2 cragus: 94 °C — 1 MunyTa;

3 emaous: 50 yuxnoe (94 °C — 10 cexyno, 60 °C — 20 cexyHx);

Hsmepenue gnyopecyenyuu nposodums npu 60° C.

23. B suelike «/Ms mporpaMMeD» BBECTH HAa3BaHWE CO3JAHHOTO IIPOTOKOJIA aMILTH(DUKAIIH
(Hanpwwep, PCR u RT-PCR) u naxats «OK». B OTKpBIBIIEMCS OKHE yKa3aTh ManKy JJisg COXpaHeHus daiiaa
U HAXaTh «COXPAHHUTL.

2.4. B suelixe «O0BbéM paGogeii cMecH» ykasaTh 3HaYeHHE «50.

2.5. Bo Brnaaxe «IIpoTokoe/n» cHAaYaIa BBECTH HA3BAHMS BCEX 00pa3IoB, y4aCTBYIOIIMX B IIOCTAHOBKE,
3aTeM 3aIl0JHUTH IJIAHIIET.

JU1st yIpoIenyst 3aI0THEH S IUTAHIIETa MOXXHO CO3/IaTh 3ar0TOBKY, VIS 9TOT0 B MeHio «Tect» BBIOpATh
«Co3nath / penakTupoBaTh TecT», 3aTeM «KommpoBaTs Texymmii Tect» ¢ uvenem TEST u IIPUCBOUTH
KM HOBOMY TeECTY.

B orkpeBmeMcs oxHe B IyHKTe «l.AHAJM3» BHICTABHTH THI AHATH3A (Konuyecmeennvill UL
Ka4eCmeeHHblll CO Cmanoapmamu 6 coomeemcmeuu ¢ nabopom) u Meron «I eomerpudeckuii (Cp)».

JUist KavecTBEeHHOTO aHamm3a B IMyHKTe «4.JKoHTpom» BHICTaBHTE «1»; IS KOJMMIECTBEHHOIO aHATH3a
CO cTaHnmapTamu (npu nocmanoexe ¢ KOI, KO2) B nyHkre «3.CTaHmapTe» B suciike «KoamuecTBoy

1) () +
BBICTaBHTE «2», B stueiike «2.Jly6mm» — «3», B mynkre «4.Konrpoam» B sueiike «K™» BricTaButh «3», B

saeiike «K » — «1».
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Ecmu mocraroska 6e3 KO1 u KO2, 10 B myHKTe «3.Ctangapte» B sueiike «KoJm4ecTBO» IIOCTABUTE
«0».

B nynkre «5.00bEM pabodeii cMecu B IpoOHpKe» BEICTABHTE 3HAUCHHE «50).

B nyHKTe «6. @ayopodopsr» 00603HAYHTE BHYTPEHHHi KOHTPOJIb (BK) mo xanary «FAM» u
ceruky 1o kanary «HEX» miu «ROX» B COOTBETCTBHH C HHCTPYKIHEH K HaOOpy.

ITo 3aBepmenHun pegakTUpoBanys HaxaTh «OK».

B nanbuelimem Ipy 3al0JHEHAHM MPOTOKONA CIELYET HCIONb30BATH KHOIIKY «/lo6aBHUTHL TecT», 3
CIIMCKa BEIOPATH HY KHBIH JUTA JAHHOM IOCTAHOBKY U BBECTH YHCIIO 0OPA3IIOB U KOHTPOJIEH.

Ilo oKOHYaHWH 3aMOTHEHNs IPOTOKOIIA HaXaTh «[IpHVMeHuTDY.

2.6. Illporpamma mepeiimer Ha BKIaAKy «3amyck IporpaMmel aMILUINUKANAW», 3ayCTUTh
aMIUTH(PHUKAMIO KHONKOH «3alycK NmporpamMmbl». PesyisTaThl peaxiun COXPaHSAIOTCS IIOCJIE Ha)aThs

KHOIIKH «3amycK nporpaMmsei» B (aiisi ¢ pacummpenneM *.r96.

3. Ananau3 u y4éT pe3yIbTaToB.
Herexmust piyopecuennuu ocymectisercs no kananam «FAM» 1 «ROX» mis JIHK BKO u JHK

BO30YIUTENsS, COOTBETCTBEHHO.

IIporpamMma aBTOMATHYECKH BBICUMTHIBACT IIOPOTOBOE 3HAYEHHE (IYOPECLEHIHH IO METOIy
I'eomerpuueckmii (Cp).

Ilpn onuospevennom BhisBiennn J{HK nsyx Bo3bymurereii JHK BTOPOro BO30yauTE/Is

AeTeKTHpyeTes 10 KaHaty «HEX).

I'PAONYECKUE CMUMBOJIBI

MeguumHckoe
usgenve
Rer| | Homep no karanory ANS ANarHOCTUKM
in vitro
CoLepXXMMOro 10CTaTo4YHO
L5 NpoBeAeHNst He cTepurbHo

N KONnn4yecTBa TECTOB

ot] | Kog naptum ,f TemnepaTypHbiii

JuanasoH

Hara narotosneHms: XXXX-XX-XX d
dopmaT aathbl: rog-mMecsil-4ncro Visrotosutens

Menonb3oBath 4o: XXXX-XX-XX DE Koaflg_g;ia;”
dopmart Aatbl: rog-MecsiL-4mcro Fis TIOPIEHERHRS

> LE || @

OcTopoxHo! Obpatutecs k MHCTPYKLMUM NO NPUMEHEHUID

Koncynemayuio cneyuanucma no pabome ¢ Habopom MOJHCHO NOLYHUMb
no men.: (383) 252-51-75.
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