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AHHOTALUA

Hacroawwit sokymeHT npeacTaenseT coboi pyKOBOACTBO onepaTtopa Nno NPUMEHEeHWIO
nporpammHoro oGecneverns «Amnnullpaitm® VC MO» sepcun 1.0 (nanee no Texcry -
MO), npenHasHaueHHOro ANA aBTOMATUMECKOW oOpaGoTKM WCXOAHBIX AAHHLIX W
pesynbLTaTos, NONYYEHHLIX NPU NPUMEHeHWU Habopa PeareHTOB ANA KONMUYECTBEHHOrO
onpegenenuns [OHK posdyauteneit BynbBOBATMHANLHOrO KAHAKAO3A  METOAOM
NONUMEPasHOR LenHOA peakuwn C ACTEKUMeHA B peXxumMe <«peanbHOro BPEeMEeHW»
«AMnnuMNpaim® VC» no TY 21.20.23-033-09286667-2018.

B AaHHOM NpOrpaMmHOM AOKyMeHTe onucal npuHLmn pabotsl MO, onpepeneHbl ycnoaus,
HeoDXxoauMbie ANA efo YCNewWwHOro (yHKLIMOHWPOBAHWA, YKa3aHA MOCNeAOBaTeNLHOCTL
DeiicTevil onepaTopa npu 3anycke u pabote ¢ MO, npueeaeHbl CHCTEMHbLIE COOBLEHNA,
BbiaaBaemMbie B xone paboms ¢ MO, v cooTeeTCTBYIOUME ASHCTBMA onepaTopa npu KX
NONYHEHNN.
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CHNUCOK COKPALLEHUIA U OBO3HAYEHUA

Ct - Cycie threshold (noporosbiit yukn)
K = TFOHOMHbLIC IKBUBAIICHTbLE

OHK = [e30KCUPUOOHYKNIEUHOBAA KUCNoTa
OK — OTPULUATeNbHbIA KOHTPONb

nK = MONOXKUTENbHBIA KOKTPOSAb

no — nporpammHoe obecrnedeHue
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1. HASHAYEHUE NPOTPAMMbI

MporpammHoe obecnevenue «Aunnnl'lpaﬁu" VC MNO» sepcun 1.0 npeaHasHaveHo ana
aBTOMaTHJECKOW 0OpaboTKM MUCXOAHLIX AAHHBLIX M NONYNEHUR (POPMANU3OBAHMHBIX
pesynsLTaTos NpyU UCNoNb3oBaHUK Habopa peareHTos ANA KONMYECTBEHHOTO onpeaenexns
AHK sosbyavtenei eynbBOBarMHaNbHOTO KAHAMAO3A METOAOM NONUMEPA3HOW LenHOM
peakuw# C AeteKkuMen B8 PeXMMe «PeanbHoOro BPOMEHW» «Aunnul'lpaﬁu" VC» no TY
21.20.23-033-09286667-2018.

MO nossonAeT nposoAuTL asTomMaTUYecKylo 06paboTKy U aHann3 UCXOAMBIX AAHHLIX,
RONYYEHHBIX B NPOrPaMMHOM obecneveHm HCNONL3IYeMOro aMnAnduKaTopa ¢ AeTeKuweit
B pPeXMMe «peancHoro BPEeMEeHW», a TalkKe AaBTOMATUMECKYID WHTepnpeTauuio
pesynsTaToB U (hopMrpoBaTL GNaHk ¢ hopmManusoBasHbIMK PE3YNLTaTaMK.

NO npeaxasHaueHo AN paboTbl HA NEPCOHANBHLIX KOMMbIOTEpaX B YUPEXAGHUAX
MEANUMHCKOTO Npoduna (KNMHUKO-AWArHOCTUYECKkMX nabopaTopuax), NPUMEHAIOWMX B
caoeil pabote HaGop pearenTos «Amnnulipaitm® VCox.

MO npepocrasnaetca Ha USB odnaw-Hakonutene B cocrtase Habopa peareHTos
«AMnullpaiim®VC», a Take 8 3NeKTPOHHOM BMAe Ha oduunanbHOM caiiTe
Mpoussocgurtens no agpecy: hitp://www.nextbio.ru/reagents/.

2. YCNOBMA BbINONHEHUA NPOPAMMbI
2.1. MrHUMANLHLIA COCTAB TOXHNYOCKUX CPOACTB
MuHUManNbHBIA COCTaB UCNOMBIYEMIX TEXHHUECKUX CPEACTE BKNIOYAeT:
a. KomnbioTep o CNeAYIOWMMH XapaKTepuCTUKAMK:
s  OnepaunoxHan cucteMa Windows 7 u Bulle;
s OnepaTtvsHan namsaTs 06LEMOM He meHee 2 I6;
* flpoueccop ¢ TakTOBOW 4acTOTON He MeHee 1,5 M.
b. YcrpoiicTeo AnA BhiBoga Onaxxa ¢ pesynsTaTaMiu Ha nevath (ONLMOHANBHO).
2.2. MnHHManbHbiA COCTaB NPOrpaMMHbLIX CPeACTB
MuHUMANLHBIA COCTaB MCNONBIYEMLIX NPOTPAMMHLIX CPEACTE BKIIONAST:
a. OnepayuoHHyio cucremy Windows 7 v Bbilue;
b. Microsoft NET Framework 4.5 1 Buiwe.
2.3, TpeSoBanus k NonL3oBaTeNio (ONGPATOPY)
Nonbaosatenamu O (onepaTopamu) AOMKHEL ABNATLCA COTPYAHMKM  KNUHWKO-
AuarHoctTmueckon naGoparopur, obnapaowMe npaKTUNECKUMM Hasblikamn pabothi ¢
NepCOHaNbHLIM KOMNLIOTEPOM.
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3. NMPNHUWMMN PABOTDbI

B kauyectBe ucCXoAHbIX pfaHHbIX [1O  MCNoOAb3yeT 3HaYeHWss MNOPOroBOro  LykKna
amnandunkaumm  (Ct) uccnegyembix 00pa3LOB W KOHTPOSEl MO COOTBETCTBYHOLMM
KaHanam g9 dpnyopodhopos.

[na Hauyana paboTbl MCXOAHbIE AAHHblE AO/MKHbI ObiTb MOMYYEHbI B MPOrPaMMHOM
obecnevyeHnn 1UCNosb3yeMoro npubopa, B COOTBETCTBUM C UHCTPYKUMUEN MO NPUMEHEHUIO K
NCNosb3yeMoMy npuoopy.

Mona Bknagkn [MO «[lMapameTpbl» 3aMofHAKT 3HAYEHUSMU K3 BKAagblwa K
NCNoMb3yeMO cepun Habopa peareHToB «Amnaulpaim® VCx». [anee 3Ha4YeHus
noporosoro uykna (Ct) no kaxgomy kaHany ¢pyopecueHTHOW AeTeKuMn pasmeLlaroT BO
Bknagke MO «PacueT pe3ynbTaToB» B COOTBETCTBYHLMX CTON6OLAX Tabnuupl «JaHHble
npuéopa.

Mocne Haxatua KHoMkM «PacyeTt pesynbTaroB» MO aBTOMatnyecku NpoBOAMT pacyeT
KOHUEHTpauun  cneuminyecknx MULLEHENR, OLEHKY MOJTyYEHHbIX 3HaYeHWid  Ans
KOHTPO/IbHbIX 06pasLoB B COOTBETCTBMM C 3afaHHbIMU KPUTEPUSMU W UHTEepnpeTaumto

pe3ynbTaToB.

4. BbINONAHEHWE MNMPOIMPAMMBI

4.1. 3arpyska v 3anyck nporpamMmmbl

3anyctnte uHcTannatop O, Haxogsdwmiics Ha USB  dnsw-Hakonutene®  mu
3arpyXXeHHbli C odomumanbHoro caiita MponsBoguTens no CCbl/IKE:
http://www.nextbio.ru/reagents/. Cneposatb ykasaHusM B NOABMBLUEMCA OkHe MacTepa
ycTaHoBkM. [locne ycrtaHoBkM 1O Ha paboyem cTosie aBTOMaTuyecku Oyaer cosfaH

ApabIK (pyc. 1).

AmvnnuMpaim”®
VC

PucyHok 1

[ns 3anycka nporpammMbl HEOGXOAMMO 3anyCTUTb AP/IbIK C paboyero cTona.

4.2. O6HOBEHME nNporpaMmmMbl
Mocne 3anycka MO aBTOMaTU4eckn nposepsieT Hasimume obHOBMEHNA. B cnydvae ecnu

06HOB/EHNE AOCTYMNHO, NPe/iaraeTcsl ero 3arpy3nTb U YCTaHOBUTL (puc. 2).

'MocTaBnsieTca B coctaBe Habopa peareHTOB «AMnanlpaim® VCx.
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[JocTtynHa HoBas Bepcust AmMnaulpaiim® VC MO (Bepcus 2.0).
O6HOBUTL?

PucyHok 2

Mpy HaxxaTUM KHOMKW «[a» Oy[eT 3arpyXeH WHCTaINATOP C OOHOB/IeHMEeM, To
OKOHYaHWUM 3arpysku 6yaeT BblgaHO COOOLieHMe O rOTOBHOCTU OOHOB/IEHUSA K YCTaHOBKE
(puc. 3).

LA

3arpyska 3aBeplueHa. [porpamMmma 6yfeT 3aKpbiTa U 06HOB/EHA.

K

PucyHok 3
Mocne HaxatTna KHOMKN «OK» nporpamma 3akpoeTcsl, U MHCTaIATOP C OOGHOBIEHNEM

6yfeT 3anylleH. [na ycTaHOBKM 0GHOBNeHMs MO Heobxoaumo crefoBaTb YKazaHusiM
MacTepa yCTaHOBKW.

4.3. BbINosiHeHe nporpaMmmbl

[ns npoBefieHnsl aHa/M3a MCXOAHbIX [AaHHbIX HE06XOAMMO BHECTU 3HAYeHUs BO

Bknagky «[lMapameTpbl» W B Tabnuuy «[daHHble npubopa» BO Bkiagke «Pacuet
pe3ynbLTaToB».

4.3.1. 3anonHeHue Tabnuubl «MapameTpbi»

MycTble nona Tabnuupl «lMapameTpbl» (pUC. 4) [JO/MKHbI ObiTb 3anofIHEHbl B

COOTBETCTBUM  C  BKIagbllleM K  UCMNOb3yeMon  cepun  Habopa  peareHToB

«<Amnaulpanm® VCy.
MapameTpbl
Greer Yellow Orange Red
FAM R6G ROX Cy5
Cnlbl|can5 C.glabrata C.krusei C.par.. C.trop.
MK
OK
Wccnepyemble o6pasibl OMPEAENEHO  OMPEAENEHO  OMPEAENEHO
PucyHok 4
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4.3.2. 3anosiHeHue Tabnuubl «aHHble Npnbdopa»
[ns npoBefeHns KOPPEKTHOM 06paboTkM AaHHbIX 3anosiHeHve Tabnuubl «[aHHble

npubopa» (puc. 5) BO Bkiaake «PacueT pe3ynbTaTtoB» A0/HKHO NPOBOAUTLCA 6€3 OLLIMOOK.

[aHHble npubopa {3HayeHns Ct)

Green Yellow Orange Red Crimson
Ne O6pasey, FAM R6G ROX Cy5 Cy5.5
C.albicans C.glabrata  C.krusei C.par., C.trop. BKO

o1 W~

PucyHok 5

Ctonbubl Tabnuubl criefyeTt 3anosiHATb NyTeM KOMMPOBaHUA AaHHbIX (3HaveHuin Ct)
HEeMnoCcpeACTBEHHO K3 NporpaMmHoro obecrneyeHus npubopa, WCMNonb3yemoro [Ans
npoBedeHns amnandmkaumn n getekunmn dlyopecueHTHOro curHana, imbo mn3 danna
akcnopta pgaHHblx B Microsoft Excel, cobntogas npy aToM COOTBETCTBME KaHas10B /15
donyopodpopos.

B MO npenycMOTpeHO konvpoBaHWe [AaHHbIX 6e3 3arofloBKOB CTONOLOB. [ 3TOro

“Ccnonb3yeTcst KHomka «MrHoprpoBaTb 3aro/fioBKM CTOMBOL0B Npy KonvpoBaHum» (puc. 6).

PucyHok 6

Mo ymonyaHuio (PyHKUMS KOMMPOBaHMS AaHHbIX 6e3 3arofloBKOB CTO/OL0B BK/IHOYEHA.
Ecnn um3HavanbHO BO3MOXHO BHECEHWe AaHHbIX 6e3 3arosioBKOB CTOMOLOB, (PYHKLMIO
HEeobXoAMMO OTKNIUYMTL MyTEM HaXaTusi KHonku (puc. 6), 4Tobbl M3bexaTb NoTepu
AaHHbIX 415 NepBoro obpasua.

B cton6ey «O6paseu» HeEo6XOAMMO BHECTUM 0003HAYEHUs UCCAedyeEMbIX W
KOHTPONbHbLIX 00pasuoB. O603Ha4YeHWe KOHTPOJIbHbIX 06pasLOB BHOCUTL CTPOro B
COOTBETCTBUM C Tabnuuein 1 B cnyyae npaBu/ibHOrO 0603HAYEHUSI KOHTPOsel UBET KX

Ha3BaHNA MEHAETCA C HepHOro Ha CUHUIA.

Tabnuua 1
O603HayeHMe KOHTPOJIbHbIX 06pa3uoB
KOHTpONbHbLIN 06pasel, Bo3MOXHble 0603HavYeHNd
OTpuuatenbHbli KOHTPO/b PYC: OK v ok
MoNoOXUTENbHBIA KOHTPOSIb PYC; MK unu nk
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4.3.3. 3anonHeHue Tabnuubl «MHdOpMaLMsa O NOCTaHOBKE»

B MO npeagycmoTpeHa BO3MOXHOCTb COXPaHATb LOMOMHUTENbHYH MHAOpMaumio o
npoBefeHUn aHanusa. [ns atoro cnepyet 3anofiHATL Nonsd Tabnuupl «MHdopmaums o
nocraHoeske» (puc. 7) BO Bklagke «PacyeT pe3ynbratoB». OTKPbITb WM CBEPHYTb
Tabnuly BO3MOXHO J/IM60 HaxaTneM Ha none «WHdopmaunsa o MnocTaHOBKe» J1eBOW

KNaBuLIel MbillK, NIM60 HAXATMEM Ha CTPesiKy B feBoli 4YacTv nons «WHdpopmauus o

NOCTaHOBKE>.
MHopmaumsa o noctaHOBKe
[Jarta noctaHoBku AOMM.CTTT
Onepartop

Cepusi Habopa peareHToB !
Mpun6op
PucyHok 7

Mone «[ara NOCTAHOBKM» aBTOMATMYECKM 3amnofIHAETCA Tekyllei [aToi, KOTOpYyH
MOXHO N3MEHUTb BPYUHYIO.

B none «Cepus Habopa peareHTOB» cfefyeT ykasaTtb Cepuo Habopa peareHToB
«Amnnulpaniv® VC», ncnonb3oBaHHyo ans nposenerHns MLP-uccnegosaHnsa obpasLos.

Mone «OnepaTop» 3anosiHAT MNpu  HeobxoAMMOCTU  AaHHbIMKM 06  oneparope,
npoBoAsLLeM nccnenosaHue.

B none «Mpunbop» BHOCAT Npy HEO6XOAMMOCTU MHAOPMaLM0 06 MCMNO/Ib30BaHHOM

aMnanukaTope ¢ AeTeKUMein B pexmnMe «peasibHoro BpemMeHmu».

4.3.4. BbInonHeHne PyHKUUN pacyeTa U MHTepnpeTauun pesynbTaToB

Mo OKOHYaHUWM 3anosIHEHUA Heob6XoAuMMON WHhopmMauun B Tabnuuax, ykasaHHbIX B
nyHktax 4.3.1. - 4.3.3. cnepyeT Npou3BecTn pacyeT pesy/ibTaToB MNyTeM HaxKaTUA KHOMKK
«PacyeT pe3ynbtaTos».

B Tabnuue «Pe3ynbTatbl» (puc. 8) 6yayT OTPaKeHb!:

- pacyeTHble AaHHble (KOHUeHTpauun B F'3/mn),

- UHpopMauusa 0 HaIMUNN/OTCYTCTBUM UCCedyeMbIX MUKPOOPraHU3MOB,

- cTaTyc BaUyIMAHOCTU Uccnepyemoro obpasua,

- CTaTyC Ba/IMAHOCTM KOHTPO/IbHbIX 06pa3LoB.

MaHHble npubopa (3HaveHns Ct) ~ PesynbTatbl (KOHUEHTpaums, F3/mn) i

Green Vertow»  Orerige Red  Cnmson Green Veilow Orange Red
N8  O6pasen FAM R6G ROX Cy5 Cy5.5 fAM R6G ROX Cy5 Craryc
Calbicens Cglebrata Ckruser C">ar,Ctrc ~ 8KO Chlbicans ~ Cglabrata ~ Ckruse<  C.par,, C.trc”. N
n —+ jmmiltin HeaanuaHblit
26,64 ft26 | j C6oii BKO! HEBA//HbIV
j A 06HapyXeHo

CH F'-' | 5,15E*U ° O6HapyxeHo AHK: Calb>can«
rsmns3o 2546 1138 2111 ) \ <U*Q2 126E+02 > 1407 NOAE*04  O6HapyxeHo [HK: CaiD»canv C.giabrata, Cicnjsei C.par., Clrop.
Ok

g T W N e

=N o}
X

2578 2879 2813 | 284« Ok

PucyHok 8
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Mocne nosnydyeHnss pesy/bTaToB HEOGXOAMMO NPOBEPUTL CTaTyc 06pasLoB, obpallas
0c060€e BHMMaHME Ha KOHTPO/IbHble 06pasulbl. VIHTepnpeTauulo craTyca Uccnemyemblix

06pasLoB 1 KOHTpoNen cMoTpuTe B pasaene «Coo6LUEHNST onepaTopy».

4.3.5. BbinosiHeHne PYHKUUN OUYUCTKU UCXOAHbIX AaHHbIX U pe3y/ibTaToB

B cnyyae ecnu Heo6xoAMMO NPOMU3BECTM PacyeT C HOBbIMU MCXOAHbIMU AAHHLIMK, OS5
OYMCTKM Tabnny C BHECEHHbIMM WCXOAHbIMW W pacyeTHbIMW  [aHHbIMW  cnepyet
BOCMO/Ib30BaTbCA  KHOMKOW ~ «OuUCTUTb  AaHHble U1 pesynbTatbl»  (puc. 9),

pacnonararoLLeica Bo BKnagke «PacueT pe3y/ibTaToB».

PucyHok 9

4.4, CoxpaHeHWe pe3y/ibTaTOB aHa/n3a u pacyerta

Mepep 3aBepieHveM paboTsl MO criegyeT coxpaHuTb 6/1aHK € pesynbTaTtamn pacyeTa
N WX WHTepnpetTaumen, HaxaB KHOMKy «CoxpaHuTb 6naHk pesynbtatoB» (puc. 10),
pacrnonararoLLyoca BO BKnagke «PacyeT pesysibTatoB», UM BBeAA UMS COXpPaHAEMOoro
(haiina B OTKPbIBLLUEMCS AMASIOTOBOM OKHe. BraHK pe3ysibTaToB MOXET OblTb COXpaHeH B
doopmate PDF nn XPS.

PucyHok 10
Mp Haxatum KHOMKM «3KCNopT pesynbtatoB» (puc. 11) Bo BKIagke «Pacuet

pesynbTatoB» MHopMauuss 6yaeT coxpaHeHa B (paiine opmata CSV  ana

nocneaywllero pegakrmposaHnsa B MS Excel.

b

PucyHok 11

No nNO3BOMSAET HaneyataTb 671@aHK C MNOMlyYEHHbIMWM pe3y/bTaTamu. st 3Toro
HeobX0AMMO HaxaTb KHOMKy «[leyaTb 6GnaHka pesynbtatoB» (puc. 12) BO BKIaake

«PacyeT pe3ynbTaTtoB».

=t

PucyHok 12
Mpn HaxxaTun KHOMKM «KonupoBatb pes3ynbrtatbl» (puc. 13) BO Bknagke «Pacuet

pe3ynbTaToB» AaHHble Npubopa ¥ NosyyYeHHble pesysbTaTtbl 6yayT CKonupoBaHbl B Bydep

obmeHa.
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PucyHok 13

4.5. 3aBeplleHne paboTbl NporpamMmmbl
3aBepLueHne paboTbl Mno obecneunBaeTcs CTaHAapTHbIMU cpeactsamm

onepawlnoHHOM cucTembl. [1a 3aBepllieHns pabotbl MO cnepyeTr HaxaTb  KHOMKY
«3aKpbITb» B NpaBoM BepxHeM yrny okHa [1O.

Ecnm nocne BbINOSIHEHMS pacyeTa pesysbTaTbl He 6blM COXPaHEeHbl, TO NPY 3aKPbITUM
OKHa nporpammbl 6yAeT NPeaoXeHo X CoXpaHuTb (puc .14). B cnydae nonoxuTenbHOro

oTBeTa pesynbTaTbl OyAyT CoXpaHeHbl B doaine chopmara CSV.

( PesynbTaTtbl He 6bIIN coxpaHeHbl. CoOXpaHnTb?

[h Het OTmeHa

PucyHok 14
5. COOBLWEHWNA OMEPATOPY
5.1. CtaTyc KOHTPOJIbHbIX 06pa3yoB

5.1.1. YcnewHoe NpoxoxaeHne KOHTpoei
MO aBTOMaTM4yeckn npoBepsieT Hasmune obasarenbHbiXx KoHTponein (MK n OK) B

nMocTaHOBKe. B cnyyae ycnewHoro MpoXOXAeHWs KOHTPO/IbHbIX 06pasuoB, B CTOMOLE
«CTartyc» Tabnuupbl «Pe3ynbTatbl» BblgaeTcsl coooueHne «Ok».

5.1.2. OTcyTCTBUE KOHTPONEW
Ecnv npu nposegeHun pacdeTa OTCYTCTBYHOT BasmaHbii MK n/vnn OK, MO BbigaeT

cooTBeTcTBYyIOLLEE coobuleHme (puc. 15, 16), pacyeT He NPoM3BOAUTCS.

BanugHblii KOHTponb OK He HaigeH!

Y6eautecb B HAIMYUN N NPaBUIbLHOM 0603HaYeHUN 06A3aTeNbHbIX
KOHTposieli. MoBTOpUTE pacyer,

OK

PucyHok 15
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BanuaHbiii KOHTponb MK He HaligeH!

Y6egutecb B HaNNUUM N NpaBUNbLHOM 0603HaYeHNN 06a3aTeNbHbIX
KOHTposeil. MoBTOpUTE pacuer.

OK

PucyHok 16
LeictBua  onepatopa: CnegyeTr nNpoBepuTb  MNPaBUIbHOCTb  0603HAYEHUS
KOHTPONbHbLIX 06pasuoB. Ecnv aHanusnpyemble o6pasupl 0603HaYeHbl MNpPaBUIbHO U
KOHTPO/IM BCe-TakM OTCYTCTBYHOT, TpebyeTcsi NpOBECTU MOBTOPHOE WCC/efoBaHNE BCEX
06pa3suoB, HaunHas ¢ atana akcTpakuun AHK.

5.1.3. NMony4yeHne HeBaIMQHOIO pe3ysibTata A5 KOHTPONE

5.1.3.1. Ecrm gnsa kKoHTponbHoro o6pasua OK no kaHany gnsa donyopodpopa Cy6.5
3HadyeHne Ct OTCyTCTBYeT WM onpefeneHo 60/blle rpaHWYHOro, YykKasaHHOro BO
BKNaabliwe, pacyeT He npomssogutcd. MO BblAaeT npegynpexjatoliee coobuieHve (puc.
15), a B Tabnuue «Pe3ynbTatbl» B cToNnbue «Crtatyc» ana obpasua OK nosiBnsetcs
coobuieHne «Cooi!».

LeictBua onepatopa: TpebyeTca MNOBTOPHOE MCC/efoBaHNe BCeX 00pasLoB,
HaunHasa c aTana akcTpakumm AHK.

5.1.3.2. B cnyyae ecnu Ans KOHTponbHOro ob6pasua OK nosyyeHbl 3HayveHus
NMoporoBoro uukna no KaHaiam gnis payopodopos PAM u/mnm R6G mninnn ROX w/vnn
Cy6, pacueT He npoussoguTcs. MO BblgaeT npeaynpexagatwoulee coobuleHne (puc. 15), B
Tabnue «PesynbTatbl» B cTonbue «Cratyc» pgnsa OK  Bblgaetcs  coobuieHune
«KoHTaMuHauma?», a B COOTBETCTBYWOLWMX  f4yelkax  4ns oTObOpaxeHus
KOHLEHTpaLmMKN - KOSIMYECTBEHHbIEe pe3ysbTatbl B /M.

JeiictBua onepatopa: BepoaTHa KOHTamuHauus naéoparopum  NpoAyKTamm
amMnandukauunm uamM KoHTaMuUHaumsi peareHToB Win uccrefyemMbix 06pasuoB Apyrumu
obpasuyamuM WM npoAyKTaMmu amnavdukaumm Ha KakoM-/imbo 3Tane uccrefoBaHuS.
Heob6xoguMMo  NpefnpuHATb  Mepbl MO BbISBAIEHWMIO U IMKBUAAUUA  UCTOYHUKA
KOHTamuHaumMm W MNOBTOPUTb UCCefoBaHve [/ BCeX 00pasuoB, HauuMHas € 3tana
aKkcTpakunn JHK.

5.1.3.3. Ecrm gnsa koHTposibHoro ob6pasuya MK no kakomy-imbo un3 geTekTupyemblX
kKaHanoB 3HayeHune Ct OTCYTCTBYET WM OnpefesieHo 060/blie TPaHWYHOro 3HavyeHus,

YKa3aHHOro BO BKNafpllle, pacyeT He npowusBoauTcs. MO BbigaeT npeaynpexaatollee
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coobuieHve (puc. 16), a B Tabnvue «PesynbTatbl» ana K B ctonbue «Cratyc»
nosiBAsieTcs cooblieHne «COou!».
[eictBua onepatopa; TpebyeTcs MNOBTOpPHOE uWcCCNefoBaHne Bcex 00pasLos,

HaunHasa c atana akcTpakuuu AHK.

5.2. Ctatyc uccnegyembix o6pa3yoB

5.2.1. Pe3ynbTaTbl aHasm3a uccnegyemMmblx o6pasLoB

5.2.1.1. B cny4yae otcyTtctBua [HK BbiBNAEMbIX MWKPOOPraHnM3MoB B WUCCeAyeMOoM
o6pasue sYerikn Ans oTOO6paeHUs KOHUEHTpauun B Tabnuue «PesynbTatbi» OcTarTcs
nycTbiMn, a B cTO10Le «CTaTyc» BbIBOAUTCA CO06LLEHMe: «He 0BHapyXeHO».

5.2.1.2. B cnyyae Hamuma [OHK BbISBAAEMbIX MWUKPOOPraHM3MOB B UCCieayemMom
obpasue B Tabnuue «Pe3ynbTaTtbl» BbIBOAATCA KO/IMYECTBEHHbIE pe3ynbTaTbl B /MmN B
COOTBETCTBYIOLMX SYeilkax O OTOOpakeHWs KOHUeHTpaumu, a B cTonbue «Crartyc»
BbIBOAMTCA coobueHne: «O6HapyxeHo AHK:...».

5.2.1.3. Ecrm pna wuccnepgyemoro ob6pasua nNoslyvyeH KOSIMYECTBEHHbIA pesynbTar
60/1blUe BEpPXHEN rpaHuubl IMHEHOIO AvanasoHa U3MepeHusi, faHHble NpeacTaBnAlTCs
B BUAe «> 1E+07»; ecnn pesysibTaT MeHbLUE HKHEW rpaHuLbl JIMHEMHOro AmanasoHa - B

Bnae «< 1E+02».

5.2.2. HeBanungHble pe3ynbTaTbl 418 UccregyemMmbix o6pasyos

B cnyyae ecnn gns uccnegyemoro obpasua 3HadeHne Ct no kaHany ans dpnyopodopa
Cy5.5 oTtcyTtcTByeT wm onpegenieHo 60/blie FPaHWYHOro, ykasaHHOro BO Bkiafpllle,
nvnn otnmyaetcs ot 3HadeHus Ct gna obpasua MK 6onee yem Ha +3 uvkna, B Tabnvue
«Pe3ynbTaTbl» ero craryc Bblgaetcs Kak «HeBamaHbIi», a B syelikax gisi 0TobpakeHus
KOHLEHTpaumMm BbIBOAUTCS coobOuWeHne «Co6oin BKO!» no kaHasly, MO KOTOPOMY
Aetektnpyetca JHK BbISAB/ISEMOro MMKpoOopraHusma.

[LelictBusa onepaTtopa: HeobxoamMmo MOBTOPHOE uccnegoBaHMe obpasua, HaunHasi ¢
3Tana 3akcTpakumm [AOHK. B cnydyae Bocnpom3BogMMOro pesysbtata pekoMeHayeTcs

NOBTOPHO MPOBECTU B3ATNE N UCC1eaoBaHNE 610/10rM4YECKOro Marepunavia.

6. TEXHUYECKAA NOALOEPXKA
Ecnv y Bac BO3HWMKIM Kakue-nnbo BOMPOCblI WM TPYAHOCTU C  UCMO/Ib30BaHWEM
nporpamMmmHoro obecneveHnss «Amnnanipainv® VC MO», noxanyincra, CBSHKMTECH C HAMKM MO

KOHTakTaMm, ykasaHHbIM Ha odmumasnibHom cainte [Mpounssogutens; http. 7Avww.nextbio.ru.
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eHepasibHbIN AMPEKTOP
000 <cHekcTtbro»

A. B. CmunpHoB
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Habop peareHTOB A/151 KONMYECTBEHHOrO onpeaenenna AHK Bo3byantenen
BY/IbBOBarMHa/IbHOro kaHauao3a MeTofom nosiMepasHoi LIEeNHOM peakumn ¢ aetekumen
B peXxunme «peasibHOro BpemeHn» «AmMnamipanv® VC»
no TY 21.20.23-033-09286667-2018

«Amnnunlpanm® VC»

NHCTPYKUWA MO NMPUMEHEHWIO

00O «HekcTtBbuo», Poccusa, 111394,
r. Mocksa, yn. NonumepHas, 4. 8, cTp. 2,
:I.M 1 Ten. (495) 620-08-73, e-mail: info@nextbio.ru
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CMUCOK COKPALEHUA U OBO3HAYEHWA

Ct - Cycle threshold (noporosbiit uwkn)

BKO — BHYTPeHHWiR KOHTPONLHLIN 0bpasey

ra — FEHOMHDIC IKBUBANEHTHI

AHK — AesokcupnBoHyknenHoBsas xmcnoTa

OHKa3sa - pesokcupuboHykneasa

AHTO® - AesokcupubonykneoTnaTpudocdar

mnnn - nibexunn, nepeaasaembie NONOBLIM NMyTeM

Ha6op/ - Haop peareHToB ANA konuvecTeenHoro onpeaeneHus [HK

AmnuNpaiim® BO30yAuTENeiA  ByNbBOBArMHaANbHOTO  KAHAWAO3A  METOAOM

Ve NONUMEPA3HON LSNHON peakLnKn C AeTEeKLUWeH B PEXUME «PeanbHOro
Bpemenn» «Amnnullpainm® VC» no TY 21.20.23-033-09286667-2018

nK = MONOXMTENbHBLIA KOHTPONL

NKO STI - NONoXuTenbHbI KOHTPONbHLLA o6paseu, [IHK-xanubparop

OK — OTPMUATENbHLIR KOHTPONL

OKO — OTpMUATENbHLIA KOHTPONbHLIA cOpasey

nupP - NONUMEpPasHan LenHan peakumMs

PY - perucTpaumoHHoe yaocTosepeHne

yar - ypaunn-IHK-rnuko3nnasa
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- 1. HASHAMEHUE

MNpepHasHaued Ana  konuuecTBeHHoro  onpepenenwns [IHK  soabyawrteneil
ByNnbBOBarMHanbHOro kaHauposa (rpuboe popa Candida: C. albicans, C. glabrata,
C. krusei, C. parapsilosis n C. tropicalis) B Guonoru4eckom martepuane (otaensemoe
cnusucToil oBonoukn snaranuwa) metogom MNLP ¢ mbpuausaumonHo-hnyopecueHTHoOM!
AeTeKUMeR NPOAYKTOB aMiMHUKALIMK B PEXUME «PEanbHOrC BpemMeHus.

Martepuanom ana nposeaexun [MLIP cnyxat npobbl [HK, akctparupoBaHHbie w3
uccnegyeMoro marepuana ¢ nomowpsio Habopos peareHToB, POKOMEHAOBAHHLIX
MNpoussogutenem B pasgene «[ononumTenpHoe obopyaoBaHue U matepuansi».

1.1. O6GnacTb NpUMeHeHUA

Habop ucrnonsayetcs B KnuHnieckoi nabopaTopHO AWATHOCTUKE ANA WCCNEA0BaHNA
GuonorMieckore  marvepvana, NONYYEHHOro or XEHUWUH € NOAO3pPeHneM Ha
ByNnbBOBarMHanuHbiit  kauanaos. PeaynbTathl [L|P-uccnegoBaHnMa yuuTLIBAIOTCA B
KOMMNEKCHOMW AuarHocTuke sabonesanus.

1.2. NMokaszauna K NPUMEHOHWIO

Habop ucnonbayeTca B KOMNNEKCHOW AWATHOCTUKE BYNbBOBarMHanbHoOro KaHAWAosa.

1.3. rlpbmaonmnua K NPUMOHEHNIO

HapyweHue USGNOCTHOCTM YNAKOBKW, MCTEKWIMIA CPOK FOAHOCTH, HecobBmoaeHWe
TPeBGOBaHNA MHCTPYKLIMK,

2. XAPAKTEPUCTUKM HABOPA

2.1. ®opmbi BLINYCKA, COCTAB U KOMRNOKTHOCTL

HaGop Bhinyckaetcs B AByX chopmax (cocras GopM ¥ KOMNNEKTHOCTL NOCTaBKW CM. B
vabnuue 1 1 2). O6e hopmel BLiNycka NpeaHasHaueHbl ANS NPOBEASHNUA aMnaudMKaLMK
AHK ¢ rmBpnansaumnoHHo-(PIyopecUeHTHO! AeTeKUMER B PeXXUMe «peanbHoro BpemMeHu».
Ans nposeaeHna NONHOTO UCCneaoBaHus HeobxoaumMo ucnonb3oeaTth Habopl peareHTos
ans axcrpakuuu [HK, pexomeHgosaHHbie B pasaene «jononHutensioe obopyaosanne v
Matepuanbi».

®opma Bhinycka 1 BkniovaeT cmech Ana nposegenus MLP, packananuyio noAa
npocnoiky napaguHa no crpunosaHubiM (12 ctpunoe no 8 npobupox) npoGupkam
ofvemom 0,2mn. dopma npegHasHavyeHa ANA  NPUMOHEHMA COBMECTHO C
amnnhukaTopaMn NNAHLWETHOTO TUNA U PacCUMTaHa Ha NpoBegeHue uccnegosanns 96
obpasiLoB, BKNIOYAA KOHTPONK.

®dopma suinycka 2 skouaeT cmech ana nposepenna MNLIP B npobupke obremom
1.5mn ana posmposauuns B mobuie TMALI npobupok. dopma npeagHasHaveHa ANA
NPUMEHSHNA COBMECTHO ¢ aMmnudUKaTopaMut NNAHWETHOrO W POTOPHOTO TWNA W
paccuuTada Ha nposegeHue uccnepoBsaHua 96 obpasuoB, BXMIONAA KOHTpOnW. dopma
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MOXeT ObITb

MNCrnoJib3oBaHa

COBMECTHO

C aBToOMaTU4eCkKMMn  CTaHuMaMn  Ans

NPUrOTOB/IEHNA N A03MPOBAHNSI PeakLUMOHHbIX CMECcei.

Tabnmua 1
CocTtaB popM BbINycka Habopa
O6bem,
KomMnoHeHT VN KonunyecTtBO OnncaHwune
dopma BblInycka 1
o6 mpocupon(zz ISP PCTOOR e cretnuecuny
MnupP-cmecb VC5 0,01 CTpunos no 8 P P ' yopeeu
3oHg4amMn 1 gHT®.
npo6upPoK)
Mpo3payHas XNAKOCTb, packanaHa sof napaguH.
BydepHbiii pactBop Cc TepmocTtabunbHoi [OHK-
nonvmepasoi Tag, cynbdarom MarHus u ypauuin-
Bycpep A 0,96 1 npobupka JOHK-rnnko3nnasoii.
Mpo3payHas XNOKOCTb.
MonoXnTenbHbIA  KOHTPOSIbHbLI  06pasey, [AHK-
MKO STI 1,0 1 npobupka Kanméparop.
Mpo3payHas XMOKOCTb.
OTpuuaTenbHbIli KOHTPO/IbHLIV 0bpaseL,.
OKO 1,0 1 npobupka it P pasel
Mpo3spayHas XNOKoCTb.
[MporpammHoe
obecneyeHune
«AMmnaulpaim® — — Ha USB dhnaw-Hakonurtene.
VC MO»
Bepcua 1.0
dopma Bbinycka 2
BydepHbIii pacTtBop co cneumdnyecknmm
npanmMmepammu NyOpecuUeHTHO-MeYeHbIMN
MnupP-cmecb VC5 0,96 1 npo6upka P pamn, tnyopecy
30HgamMu n gHTO.
Mpo3payHas XUOKOCTb.
BychepHblii pacTBOop Cc TepmocTtabunbHoi [OHK-
nonnmepasoii Tag, cynbdaTtoM MarHus wn ypauusn-
Bycpep A 0,96 1 npobupka O HK-rnnko3nnazoii.
Mpo3payHas XnaKoCTb.
MoNoXWTeNbHbIV  KOHTPOSIbHbIN  06pasey, [AHK-
MKO STI 1,0 1 npo6bupka Kanméparop.
Mpo3spayHas XNOKOCTb.
OKO 10 1 npo6upKa OTpuuaTesibHbIN KOHTPOJIbHBLIN 06paseL.
Mpo3payHas XNOKoCTb.
[MporpammHoe
obecneyeHne
«AMnavlpanm® — — Ha USB dhnaw-HakonuTtene.
VC MNO»
Bepcua 1.0
Tabnuua 2

KoMnoHeHT

KomnnekTHOCTb Habopa

Hab6op peareHTOoB ((hopma Bbinycka 1

dopmart Konnuyectso

- 1

wnmn 2)
B 9/1eKTPOHHOM BuAe Ha USB dnsw-Hakonutene
VHCTPpYKLMA NOo NpuUMeHeHno Habopa 1 Ha odomumasibHOM canTe lMNpousBoanTens: 1
http://www.nextbio.ru/reagents/

KpaTkoe pykoBOoACTBO MO B GyMaKHOM BUAAE 1
npuMeHeHuo Habopa
Bknagpiw K Habopy B 6yMaXXHOM Buge 1
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KoMnoHeHT dopmart KonunyecTtBo

B 9/1eKTPOHHOM BuAe Ha odmunanbHoOM calite
MacnopTt KayecTBa MNpownsBoauTens: 1
http://www.nextbio. rw/passport/
B 3/1EKTPOHHOM BUAe Ha USB dpnsw-HakonuTene
PykoBoacTBO orneparopa 1 Ha odomumanibHOM canTe MNMpousBoauTens: 1
http://www.nextbio.ru/reagents/

2.2. MpunHuun metoga

MpUHUMN  TecTMpPOBaHWS OCHOBaH Ha MpPOBeAEHUN OAHOBPEMEHHOW  peakumn
amnandpukaummn - yyactkos  [OHK  BbISBNSeMbIX  MUKPOOPraHU3MOB U BHYTPEHHEro
KOHTPOJ/IbHOro obpasua™ (BKO) npy nomowpy crneumdnyHbiX K 3TUM yyacTkam npaimepoB
n chepmeHTa Tag-nonumepasbl. [eTekums npoAykToB aMnandukaLmm npoucxoauT nyTem
n3mMepeHnss pNyoOpecLEHTHOrO CUrHasla B pexnme «peasibHOro BpeMeHu» 3a CcuyeT
NCNo/1b30BaHUA B COCTaBe  peakuMOHHOWN cmecn  hnyopecueHTHO-MeYeHbIX
OJIUTOHYKNEOTUAOB (30HOOB). 30HAbI TMOPUAU3YIOTCA C KOMMIEMEHTapPHbIM  YYacTKOM
amnandpmumpyemoin  AHK-muweHn, B pesynibTarte 4yero npoucxoguT  HapacTaHue
WHTEHCUBHOCTU  doslyopecueHumn. 3STO  MO3BOMSET  Pernctpuposatb  HakorsieHve
crneumMcuyeckoro  npoAykta  amnavdukaumm  nytem  U3MEepeHus  MHTEHCUBHOCTU
donlyopecueHTHOro curHana ¢ MoMoLbi0  amnaudmkaTtopa € CUCTEMON  AeTekumn
(Jo/1lyOpeCLEHTHOIO CUTHaNa B PeXNMe «peasibHOr0 BpeMeHM>.

KonnyecteeHHoe onpeaenenve AHK BbigBnAeMblX MUKPOOPraHM3MOB OCHOBbLIBaeTCA
Ha CyLleCTBOBaHUM JIMHENHOW 3aBUCUMOCTU MeXAy WCXOAHOW KOoHueHTpaumeinn [AHK-
MULLEHN B uccregyemMom obpasue M UMKIOM Havasia 3KCMOHEeHUMaslbHOro yBesIMYeHus
donyopecueHTHoro curHana (noporoebii Uukn, Cycle threshold, Ct). Ona npoBeneHus
KonuyectBeHHoro Tecta [AHK w3  uccnegyemblx  06pas3uoB  amMnanuuupyoTt
OAHOBpEMEHHO ¢ Kanubpatopom MKO STI - o6pa3yom ¢ U3BECTHOIM KOHUeHTpaumein QHK-
MULeHe. To pesynbTatam amnandukaumm kanméparopa MpPoBOAMTCA HOPMUPOBKA
Ka/IMOPOBOYHOM JIMHUN C M3BECTHON 3IEKTMBHOCTBLIO amMnandukauumn, no KOTOpOW
MpouCXoaunT onpegesieHne KoHueHTpauum AHK-muweHn B nccnepyembix obpasuax.

KoHueHTpaums [AHK BblgBNAeMbIX MUKPOOPraHM3MOB Onpefenserca B Buae
KO/IM4YecTBa reHOMHbIX 3KBUBA/IEHTOB" KNETOK MUKPOOPraHu3aMoB B 1 M1 61M0/10rMyeckoro
o6pasua” (r'a/mn).

Habop cogepxuT cuctemMy 3alpTbl OT KOHTaMuMHauum amnjmkoHamu 3a cuyer
NpYMeHeHus hepmeHta  ypauun-AHK-rnvkosunassl yan n  Tpudocdara

AesokcnypuamHa. ®epmeHt YA pacno3HaeT v KaTanm3upyeT paspylleHve uenen OHK,

~BKO (BKO A wnan BKO-FL) BxoguT B cocTaB Habopa peareHToB, peKkoMeHAoBaHHOro Mpounssoguteniem N4
akcTpakumn AHK 13 nccnegyemoro marepuana.

2 [eHOMHbIi 3KBMBANEHT - 3TO «06beM» reHeTUYeckoro marepuasa, COOTBETCTBYHOLNA OOHOMY FeHOMY
6akTepuu, rpmba nnm npocTeiero.

~NOTAensemMoe CAN3nCTo 06010UKN Brarasmwa, NoMeLleHHOe B TPaHCMOPTHYIO cpeay.
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cofepxawmx  Oes3okcuypuguH, Ho He [OHK, cogepxauwend  Ae30KCUTUMWUOUH.
[e3okcnypugmH oTcyTcTByeT B npupoaHoin AHK, HO Bcerga npucyTCTBYET B aMI/IMKOHaX,
MOCKO/IbKY Tpudoochat Ae3okcnypuavHa BXoAuUT B cocTaB cmecu AgHT® B peareHTax Ans
amMnadoukaumn. [Je3okcuypuanH fenaet KOHTaMUHUpYyoLmne aMIJ/IMKOHbI
BOCNPUMMUYMBLIMN K paspylieHnto dpepmeHtom YA Ao Havana amnnundoukaumm OHK-
MULLIEHW, W, CNlefoBaTesIbHO, OHWU He MOTYT ObITb B AaJ/ibHENWeM aMANnUUMpPOBaHbI.

®epmeHT YA TepmonabuneH n MHaKTMBUPYeTCA Npu HarpeBaHun Bbiwe 50 °C u
Nno3aToOMy He paspyLluaeT aMr/IMKOHbl MULLIEHW, HapabaTbiBaemble B npouecce TLP.

Ha artane amnnuduvkaupm B OfHOW Npobupke OAHOBPEMEHHO aMnIMdunLMpyoTCs
yyacTtkn [HK BbigBNAeMbIX MUKPOOPraHM3MoB W nocneposatresnibHocTb BKO. PesynbTathl
amnandukauumn  perucTpupyroTca no  NATM  pasIMyHbIM - KaHasiam  qoslyopecLeHTHOM
aetekumn (cMm. Tabnuuy 3).

Ta6bnvua 3

CootBetcTBMEe JHK-MunweHen 1 kaHanoB /lyopecLEeHTHON AeTeKunmn

KaHan gnsa

. PAM R6G* ROX Cy5 Cy5.5
dmyofxxboiKi
AHK
AHK AHK AHK o
HK-MuULweHb C parapsilosis " HK BKO
A C. albicans Cglabrata C krusei P P . K A
C. tropicalis
06 NCKYCCTBEHHO
n1actb ITS-2 ITS-2 ITS-2 ITS-»~ CNHTE3NnpoBaHHas
amnncprkaumn
nocrsiegoBaTtesibHOCTb

2.3. MpocnexuBaeMoOCTb 3HadyeHU kannbpartopa NMKO STI

M3mepeHne 3HauyeHuin KoHUeHTpauum kanuobpatopa [MKO STI  npousBogutcs
OTHOCUTENbHO paboyero kanuobpatopa npoussoacTea OO0 «HekcTbrox». KoHuUeHTpauuto
paboyero kanubparopa ONpefensAlT CTaH4apTU3MPOBAHHOW  METOAMKOW  MPSMOro
N3MepeHus KOHLIeHTpaLmu KOHTPOJTIbHbIX o6pasLos Ha  OCHOBe reHHo-
MOAMMINLMPOBAHHBLIX KOHCTPYKLMIA C ucnosib3oBaHvem metoga uudpposoro MUP [1, 2].
KoaotpumeHT Bapumaumm  U3MEpPEHUA  aTTecTOBaAHHONO  3HAYEeHUS  KOHUEeHTpauui
kannopatopa [MKO STl coctaBnsieT He 6onee 5% (C ypoOBHEM [0BEPUTENLHOWA
BEPOATHOCTN 95%).

3. KOHTPOJ/Ib KAYHECTBA

3.1. BHYTpPEHHUIN KOHTPO/Ib KayecTBa

3.1.1. OTpuuyaTesibHbIN U MNOJTOXUTENIbHbLIA KOHTPONN UCCefoBaHUA

Ona oueHkn KayecTBa NoJslydaeMblX pe3ynbTaTtoB Kadkgas rpynna akcTparmpyembix
06pasuoB 1 Kaxgaa nHanBuayasibHass noctaHoBka MUP Ao/mkKHbI BKAKOYATb KOHTPOJIbHbIE

o6pasubl: oTpuuaTtenbHblii KOHTPoNb (OK), nonoxuTenbHblii KOHTposb (MK). Pesynbtathl

~ [OeTekumsa curHana gnsa dnyopodopa R6G ocywecTBNseTca MO KaHasly AeTekunn Ans aHalornyHbIX
dnyopogopoB Hex un Joe.
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ANA  KOHTpONei# [AOMKHLI COOTBETCTBOBaTL 3afaHHLIM KPUTEPUAM  BaNWMAHOCTM,
yxasaHHbiM B pasaene «MiHTepnpeTauus pesynbTaTosys.

B kauecTee OTpMUATENBHOrO KOHTPONA Mcnonblyetca peareHT OKO, exogswmid B
cocras Habopa. OTpuuaTenbHbliii KOHTPONb TECTUPYETCA, HaYUHARA C aTana IKCTPaKLUKW, K
NO3BONAET KOHTPONUPOBATL BO3SMOXHYI0 KOHTaMMHaUWiO ApyrmMmM obpasuamn wunu
aMnnvkoHamn. B npobupxe ¢ oTpuUaTEeNbHbLIM KOHTPOSIEM He AOMXKHA AEeTEeKTUPOBATLCH
OHK enifsBnfaeMbix MUKpoOpraHusmos. B crnyyae HECOOTBETCTBMR pesynbTata ANA
KOHTPONA 3aflaHHLIM KPUTEPHUAM BaNUAHOCTW, pesynbTaTel AnA Beex obpasyos ©
NOCTAHOBKE® CUUTAIOTCA HEAOCTOBEPHLIMYM, HEobX0AUMO NPeANPUHATS Mepbl No
BLIIBMIGHAIO W JIMKBUAALMU WUCTOMHMKA KOHTAMUHALMM M NOBTOPUTL WCCNEAOBaHWe BCeX
uccnepyemsix 06pasLIOB U KOHTPOAEN, HaYUHas C ITaNa SKCTPAKLIUK.

B kauecTse NONOXUTENbHOFO KOHTPONA ucnonséyema peareHT NMKO STI, sxoaawmei B
coctaB Habopa. B cnyyae HeCOOTBETCTBUA Pe3ynbTaToB ANA MOMOXNTENLHOFO KOHTPONA
3a08HHLIM KPUTEPUAM BafNIMQHOCTH, pe3ynbTaThl ANA Bcex 06pasyoB B NOCTaHOBKE
CHUTAIOTCA HeAOCTOBEPHLIMKU, Tpelyercst NOBTOPUTL MCCNeAOBaHMe BCeX UCCNeAyeMbiX
oBpasuose M KOHTPONeR, HaunHan C 3Tana KCTPaKLuM.

3.1.2. Ananu3 xanubposxu

KonwdecteeHHan ouexka koHueHTpauum [AHK uccneayembix obpasuos NpoBOAUTCA
OTHOCUTENbHO KONUYECTBEHHO OXapPaKTEePU3OBAHHOMO MONOXNUTONBHOTO KOHTPOABLHOrO
obpasya MNKO STI. Uccneposanue MKO STI npoBoaUTCs NapannenbHo ¢ HCCNEROBAHUEM
obpasuos, HaumHaa C STana SKkcTpakuwu. Onpepenedue koHueHTpauwn [HK
NPOU3BOAUTCA B COOTBETCTBMM C 38AAHHLIMW SHa4YeHWAMM KoHUueHTpauuid NKO u
NOMy4YeHHLIMM 3HaueHUAMM noporosoro umkna (Ct) ana NKO n wccneayembix o6pasuos.
Ans NOBLIWEHUA TOMHOCTM KONUYECTBEHHOW OUEHKW AONONHUTENLHO WCNONL3YeTCA
nonpaska, yuuTeiBaowas addextusHocTe akcrpakumn [AHK w3 NMKO u uccnepyembix
obpasyos.

3.1.3. Koutponn unrubupoBannsa

Ana koHTpONA BCEX 3TanoB wuccnepoeanusn, 3dpexteHocTw axctpakumm AHK w
OUEHKU BnusHUA WHIMGUTOpos MNLIP npeaycMOTPEeHO MenonksoBakwe 3ksorewHoro BKOS,
KOTOpbii A0GaBNAETCA B KaXAbli MCCnedyeMbli M KOHTPONbHbLIA obpaszey Ha Itane
skcrpakummn HK. Pesynbtatol nccnegosanuna BKO aonxast cooTBeTCTBOBaTL 3aAaHHBIM
KpUTepUsM BaNMAHOCTU ANA NONOXUTENbHBLIX U OTPULATENLHLIX Uccnegyembix obpasuos,

ykasaHHbIM B paspene «WHTepnpeTauws pesynbTatos». Ecnu 8 uccnegyembix obpasuax
pesyneTat Ana BKO He coOTBETCTBYeT 3afaHHbiM KDUTEPUAM, TO pesynbTaThi

5 BKO (BKO A unu BKO-FL) sxoaut 8 coctas HaGopa pearsHTos, pekomeraosaHHoro MNpoussoautenesm ana
axctpakunn [IHK n3 nccnegyemoro marepuana.
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uccneaosaHna AaHHbIX O0Pa3LUOB CYUTAIOTCA HEAOCTOBEPHLIMU, TPeOyeTCA NOBTOPUTL MX
aHANM3, HAYMHAA C ITaNa IKCTPAKLUM. ’

3.1.4. MoHNTOPMHI NAaGOPATOPUM HA HANKYME KOHTAMMNRAUMM

PexomeHayeTCA pas B MECAL, NPOBOAUTE MOHUTOPUHI naGopaTopun Ha KOHTaMUHaLUWIO
npogyktamMu  amnamcukaummn,  mccnegyembimu  obpasuamu,  NONOXMTENbHLIMW
KOHTPOMnbHEIMK OCpasuamn. OueHxa HANMMUA/OTCYTCTBUA KOHTaMMHALWW NPOBOAVMTCH
NyTeM WCCNEeAOBaHNA CMBLIBOB C pa3nnuHbix 0bbeKToB: NuNeTok, pabouux NOBepXHOCTEeH
nabopatopHoii wmebenn, obopyaoBaHMA W noBepxHOCTEW nomeweHwh. Bastue w
uccneaoBaHne CMbLIBOB cneayeT NPOBOAUTL COrNacHO npoueaype, onvcaHuoih 8 MY
1.3.2569-09 «Opranusauma pabGotei nabopatopuid, MCNOMNb3IYIOWMX  METOAbI
amnPUKaUMn  HYKNeUHOBbLIX KMCNOT npu paboTe ¢ MaTepuanom, CogepXalum
mukpoopraHusmel  I-IV  rpynn  natoreHHocTu». [lpn oGHapyXeHWM KOoHTamvHaunu
HeobGxogaumo npoeectu obpabotky nabopatopuu MOIOWMMM ¥  4E3UHPUUNPYIOLMMK
pacTBOpaMM COrNAacHO yKasaHUaAM, onucaiHbim B MY 1.3.2569-09.

3.2. PoxOMOHAYOMbI@ KOHTPONbHLIO MaTOPHanb!

B Ka4ecTBe KOHTPONbHLIX MATEPHanos ANA NPOBEPKN 3aABNEHHbIX MYHKLMOHANbHBIX
xapakrepucTuk Habopa MoryT GbiTb MCNONBSOBaHLI 3APErUCTPUPOBaHHLIE Ha TEPPUTOPUM
Poccwiickoid depepaumn naHenu KOHTPONbHbIX o0pasuos, npeaHasHaveHHble ANA
NPOBEAGHNA BHYTPEHHEro M BHOWHEro KoHTponew kavectBa nabopaTopHbix
uccnegosaHuil no o6HapyxeHuio IHK euissnsembix MUKPOOPraHUsMoe.

4. OFPAHWMEHUA METOAUKWN UCCNENOBAHUA

4.1. Habop NPpUMEHABTCH TONBKO ANA AUAFTHOCTUKK /n vitro.

4.2. Habop npeaxasHaues Ana paboThi TONLKO C WCCNEAYeMbIM MaTepuanom,
ykasaHHbiM B pasfene «HasHauenue». Wccneaosanwe apyrux supoe Guonorwueckoro
MaTepuana MOXeT NPUBECTH K NONYHOHWIO HEAOCTOBEPHbIX Pe3yNbLTATOB.

4.3. MonyyeHne AOCTOBOPHLIX pe3ynsTaTtoB 006CNeUMBASTCA  BbLINONHEHUEM
TpebosaHuil, NPeAbABNAEMbIX K B3ATMIO, TPAHCNOPTUPOBAHUIO W Xpanewuio obpasuos
nccnegyemoro marepuana (cM. pasaen «Mccnepyemeiil Matepuans»).

44. C nomowpmio Habopa soamoxxo [LIP-uccnegosanue Tonbko npob [HK,
IKCTPArMpOBAHHbLIX U3 NCCNEAYEMOFO MaTepHana CoOBMECTHO C BHYTPEHHUM KOHTPONbHLIM
obpasuom — BKO-FL wam BKO A, sxoasumm e coctas Habopos peareHtos AnA
akcTpakuun. Bes ucnonbsosanuna BKO HEBOSMOXHO NPOBECTU OLUEHKY BanNUAHOCTW
NOCTAHOBKM.

45. Npu npoBeAeHUN UCCNEAOBAHUA HEAONYCTMMO UCNONL3OBaHWe 3JKCnpece-
meToaos akcTpakumu JHK.
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© 4.6. NMpumeHeHne Habopa BO3MOXHO TOMBLKO NEPCOHANOM, OOYueHHbLIM MeToAaM
MONEKYNAPHOW AMarHocTMkM KU npasunam paboThl B  KIMHWKO-ANArHOCTUHECKON
nabopatopuu.

4.7. Npn paGote ¢ HaGopoM cneayeT WCNONLIOBATE TONLKO aMNAWPUKATOPLI C
cucTemoid getexuMu  (PNYOpPeCcUeHTHOTO  CUFHanNa,  XapakTepucTukM  KOTOpbIX

YAOBNETBOPAIOT TpeboBaHnA, ykasanHbie 8 pasgene «flononHutensioe oGopyaoBaHue w
MaTepuansi».

§. MEPb! NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. Pabota nomkHa NPOBOAUTLCA B NAbOPaTOopPUM, BLINONHAIOLWEA MONEKYNAPHO-
6uonornveckue (MUP) wuccnegosaHMa OHONOTMHECKOr0 Marepuana Ha Hanuuyue
soabyauteneit  wHpEKUMOHHbIX  GonesHed, . ¢  coGniogeHMem  CaHWUTapHO-
anugemuonormieckux  npasun  CIM 1.3.2322-08  «besonacHocTe pabotht ¢©
mukpoopraHusmamn IV rpynn  natoreHsoctu (onacHoctv) u  BosGyautenamu
napasutapHbix GoniesHei», CauluH 2.1.7.2790-10 «CaHUTapHO-3NUAEMNONOTUUECKNe
TpebosaHus k OGpaLEHMI0 C MEAMUWHCKAMM OTXOAAMM» N METOAUNECKUX YKasaHWi
MY 1.3.2569-09 «Oprannszauma pabotol nNaGopaTopuit, WCMONLIYIOWMX METOAb
aMnNuUKaLMK  HYKNEMHOBBLIX KUCNOT npu paboTe C matepuanom, CoaepXauM
MUKpoOoprainamii I-IV rpynn naToreHHOCTH».

5.2. MNpw pabote HeobxoaNMO BCErAA BLINONHATL CNeayiowrwe TpebosaHus:

- MpumensTL Habop CTPOro NO HA3HAYEHWIO B COOTBETCTBMM C AAHHOW WHCTPYKUMON.
OTKnoHeHne OT NPONUCAHHLIX MPOUGAYP W MopsaaKka AEeWCTBUA MOXST NpPUBECTH K
NONYUEHUIO HEAOCTOBEPHLIX PEIYNLTATOB aHanusa.

- NaGopatopubiii npouecc AOMkeH ObiTb OAHOHaNPaBnNeHHLIM. AHanus cneayeT
NPOBOAMTL B OTAENbHLIX NOMeWeHWsX (30Hax) B cooteBercTeun ¢ MY 1.3.2569-09. He
so3spawate ofpasyubl, obopynoBaHWe U peareHTH B 30HY, B KOTOpO# Gbina nposepnexa
npeasidywas craamsa npouecca. ,

- Paccmatpusate  wccneayembie  ofpasuw KaKk  WHODEKUMOHHO-ONAcHLIe,
opraHu3osbiBaTh paboTy u xpaHenue 8 coorsercreum ¢ Cll 1.3.2322-08.

- Youpath u pAesvHpMuMpoBaTL pa3nuThie obpasubl WNKU peareHTbl, WUCTIONb3YR
nesuHduumpylowme cpeactea B cooteertctaum ¢ ClN 1.3.2322-08.

- YaanaTtb HeUcNONb30BaHHbIE PeareHThl, peareHThl ¢ NCTeKWMM CPOKOM FrOAHOCTH, &
Talke WCNONbL3OBAHHLIE peareHTLl, ynakoeky®, GuonorMyeckwit martepuan’, BKNIOHan
MaTepuankl, MHCTPYMEHTb W NPeAMeTH, 3arpAsHeHHble GUOnOrMYeckUM maTepuanom, B

¢ HeuCnNONL3NBAHHBIE PEANeHTLI, PEAreHTH C UCTEKIUWM CPOKOM FOAHOCTW, MCNONL3OBaHHLIG PeareHTbl,
YNaKOBKA OTHOCATCA K KNACCy ONACHOCTH MeanLMHCKUX otxoaos I
7 BMONOrMUSCKUH MaTepuan, BKNIONAA UHCTPYMEHTH M NPSAMETDI, 3arPASHEHHDIS METEPHANoM, OTHOCATCA K
KNaccy ONAcHOCTH MEAULIMHCKMX OTX0A08 6.
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cooTeeTcTeUM C TpeGosanuamn CanlluH 2.1.7.2790-10.

BHAMAHME! Mpu yaanenwn orxonos nocne amnaudpukauun (npobupok, copepxawnx
npoayxTel MLUP) HegonycTMMO OTKpbiBaHWe NpobUpoK ¥ pasbpuisrmBaHne COAEPUMOTO,
NOCKONBKY 3T MOXET NPUBECTU K KoHTaMUHauwu npogyxtamu MLP nabopaTopHOR 30Hb,
00OpyAOBAHNA W PEAareHToB.

- Wcnonb3oBaTb U MEHATL NPU KAXKAOWA Onepauvu ORHOPA3OBLIE HAKOHeYHWUKW ANA
aBTOMaTMNeCKMX [103aTOpoB ¢  GunbtpoM. OAHOPA3OBYI0 NNACTUKOBYID NOCYAY
(npobupru, HakoHewHnkK) Heobxoaumo cOpachiBaTh B ChEUManbHLIA  KOHTeWHep,
copepxalwmi  aesuHPUUMpYIoWee CPOACTBO, KOTOpoe MOXeT ObiTb UCnOoNL3OBaHO ANA
obe3sapaxuBaHusi MEAULIMHCKMX OTXOA0B.

- HaGop npepHasHauyeH ANA OAHOKPATHOTO NpumeHeHuA ans nposepeHus [LP-
MCCNeaoBaHUA yKasanHoro konuvectsa obpasuos icm. pasgen «Popmbl BbiNycxa, COCTaB
U KOMTNIEKTHOCTbY).

- K pabote ¢ wafopom fonyckaeTcA TONbKO nepcoHan, oOyueHHbI meToaam
MOMEKYNAPHOA AWArHOCTMKM KW nNpagunam paboThl B KNMHUKO-AUArHOCTUHECKOW
naBopaTopum B YCTaHOBIEHHOM NOpsiake (8 COOTBETCTBUK C Tpebosanmnamu CI 1.3.2322-
08).

- He ucnonwsosats Habop, ecnn HapylweHa BHYTPEHHAA YNaKOBKa UNW BHEWHWA BuA
peareHTa He COOTBETCTBYET ONUCAHMIO.

- He wcnonb3osate Habop, ecnu He cobnioaanucs YCNOBWA TPaHCNOPTUPOBAMWA W
XPAHEHUA COTNACHO WHCTPYKLIMN.

- He cmewmBaTh peareHThl pasHbiXx Cepyii.

- He ucnonb3oeaTts Habop NO NCTEYEHUU CPOXa FOAHOCTH.

- WUcnonb3osaTb OQHOPA30BLIE HEONyAPEeHHbe nepyatkn, NabopaTopHbie XxanaThbi,
salMwaTh rnasa 8o spemsa paboThl ¢ obpasuamu W peareHTamu. TWATENLHO BbIMbITL
pyxu o okoHuaHuu paboThl. Bce onepauun NPOBOANTCR TOMLKO B nepuyaTKax AnA
MCKNIOHEHUN KOHTAKTA C OPTaHU3IMOM Yenosexa.

- He ectb, He NUTL W He KypWTb B Npouecce ucnonb3oBaHua Habopa. Usberatb
KOHTaKTA peareHTo. ¢ KoXe, rnasamu u chusucton obonouxoi. He rnotate.

- Mpwn KOHTaKTE HEMEANEHHO MNPOMbLITL NOPAXKEHHOe MecTo GONbLUMM KONUYECTEOM
BOALI W NPU NNOXOM CAMOMYBCTBUM OBpaTUTLCR 32 MEAVUMHCKOA nomowblo. [Mpu
nonaaaHuu BHYTPb, PBOTY He BbLI3LIBATL, NPONOANOCKATL POT BOAOH, 06paTUTLCA K Bpady
NPY NAIOXOM CAMOMYBCTBUM.

5.3. Mpu UcNoONb30BaHWUKM NO HA3HAYEHUIO U CODNIOASHNN BbILLIENEPEUUCNEHHBbIX Mep
npegocTopoxHocTu HabGop Gesonacen. PeareHTsl Habopa copepXaTr HATpMA asug B
koHUSHTPpauun He Sonee 0,1 % W COOTBETCTBEHHO HE KNAcCUPMLUMPYIOTCH KBK ONacHbie U
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He TpebyioT cobnioaeHuA cheuMantHLIX Mep NPeAOCTOPOXHOCTH.
5.4. Cneunduveckue BosaeficTans Habopa Ha OPraHUsm Yenoeexa:
- KaHueporenHbiit acpcheKT oTcyTeTBYeT.
- MyTtareHHoe aeiicTene OTCYTCTBYeT.
- PenpoayxTMBHAaA TOKCWIHOCTL OTCYTCTBYET.

6. AONONHUTENBHOE OBOPYQOBAHUE U MATEPUATDI

6.1. BaaTHe uccnegyeMoro Matepuana

6.1.1. TpaxcnopTHan cpeaa ANA B3ATUA, TPAHCNOPTUPOBAHUA U XPaHEHUS
Guonornueckoro martepuana (OTAGNAEMOro CNU3UCTOR  o6OMOuKM  BRAranvuiya),
COAEPXALIAn 3OTOHUYOCKKIA BOAHO-CONEBOI PacTBOP C KOHCEPBAHTOM .

6.1.2. 30Ha ywuBepcanbHbiil crepmnbHbIfi Aria 3abopa KNUHWMECKOro marvepuana
(oTpennemoe cM3UCTOR  O0BonouKkM  BRaranuwla), O/HOKPATHOTO  MPUMEHEHUR,
M3rOTOBNEHHbLI K3 MONMNPONKUAIeHA, COCTOAWMIA M3 ronoBku (pabovas 4acTb) U PyuKNu.
Pabouasn yactb 30HAA MOXET OTNAMBIBATLCA NO UMEIOLEHCA Haceuke .

6.2. Axcrpaxumnn fIHK u3 uccnegyembix oSpasios

6.2.1. HabGop pearexwtoB ans akctpaxuun OHK «Marvollpaiim ®ACT» (PY Ne P3H
2019/8043 ot 22.01.2019), nubo «Amnnulpaitm® JHK-copG-AM» (PY Ne P3H 2015/2879
ot 15.07.2015), nubo nioboii Apyroik pexOoMEHAOBaHHLIA NpoussoAUTeNneM Habop,
3aperucTpuposaHHbiil 8 PO v cooTBeTCTBYIOWMI CNeAYIOWMM TpeBoBaHnAM:

- Habop nossonset sbigenatb AHK us Guonorudeckoro martepuana (otaensemoe
chuauctoi ofonouku Bnaranuwa) ANA NOCNEAYIOWero UCCNeaoBaHUA MEeTOAOM
nonuMepasHOW LeNnHOW peakuvu,

- Habop He OTHOCUTCS K sKenpecc-meToaam axcrpakuun AHK;

- cocras Habopa BKNMOYAET BHYTPEHHWH KOHTPONbHLIA o6pasey ~ peareHT BKO A nunu
BKO-FL;

- Habop nossonneT uccneposath obpasis 06bemom He meree 100 mkn;

- Habop nossonseT NpoBOAWTL aniouMio ouuigeHHoW [HK B obveme He mexee
100 mxn.

6.2.2. [lononHuTenbHble Matepuanst u cbopyaosatue, HeobxoauMbIe ANS AKCTPaKLUA
IHK, — cornacHo uHcTpykumu kK HaGopy peareHToB ansa skcrpaxumm AHK.

6.3. AMnnudnkaumn, A[ETOKUMA NPORYKTOB aMNNMPUKALKM, AaHANMK3 M
MHTOPNPOTAUMA pe3ynbTaros

6.3.1. OgHopasoBbie nonunponuneHosble npobGupku, csoboanbie ot  [1HKas,
cheayowmx suaos (npu padote ¢ hopmoi Buirtycxa 2):

~ 3ABUHYMBAIOWMECA NPOOUPKA WM KPLILLKM K HAM MAM NAOTHO 3aKpbiBalOWWecn
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npo6upkn obvemom 1,5 mn - NSt NPUTrOTOB/IEHUA PEaKLUOHHON CMecy;

- TOHKOCTEHHble npobupkn ana MUP o6bemom 0,2 M C BbINYK/IOM WX TM/IOCKOW
ONTUYECKN NPO3PaYvYHON KPbILWKOW uam npobupkn obbemom 0,2 w1 B cTpunax no 8 wr. ¢
npo3payHbIMK - Kpbllkamn - ana  nposegeHusa TLP  npu  ucnonb3oBaHun npubopa
NAaHLWeTHOro T1na,;

- TOHKOCTEHHble npobupkn ana TP o6bemom 0,2 M C M/IOCKOW  KPbILWKOW WK
npo6upkn gnsa MNUP o6bemom 0,1 M1 B cTpunax no 4 WT. € KpbilWKamMu - A/19 NPoBeAeHNs
MUP npu ncnonb3oBaHnn npubopa poTOpHOro Tuna.

6.3.2. OfgHopa3oBble HaKOHEYHWKM, cBoboaHble oT [AHKa3, ans p[gosatopos
nepemMeHHoro oobema ¢ pmnbTpom Ao 100 MKN.

6.3.3. WrtatuBbl ansa npobupok obbemom 0,2 mn wm 0,1 mn (B COOTBETCTBMM C
ncnosnb3yemMmbiMu npobupkamu ana rMup).

6.3.4. bokc abakTepuanbHoi Bo3ayLLHon cpenpl (MLIP-60Kc).

6.3.5. Boprekc.

6.3.6. ABTOMaTU4eckue [03aTopbl NepemMeHHoro oobema.

6.3.7. CrtaHuma aBTOMaTMyeckad C MoAaynem And nNpurotTosneHuss U [03MpoBaHusA
peakuMoHHbIX CMecell N KOMMNAEKT PacXofHbIX MaTepuasioB K Hell COr/laCHO MHCTPYKUUK
Mpounssogutens, - npu pabote c dOpMOKM BbiNycka 2 B C/ydyae MNPUroTOB/IEHUSA
peakuMOHHbIX CMeCcei C UCNoNb30BaHNEM aBTOMATUUYECKOW CTaHLMU.

6.3.8. lMporpammupyemblii amnangukaTop ¢ CUCTEMON aeTekumn ¢oslyopecLeHTHOro
CUrHaNla B pPeXuMMe «peaslbHOr0 BPeMeHW» POTOpPHOro Tuna - Rotor-Gene Q, nm6o
nnaHweTHoro Tuna - C1000 Touch B komnnekTe ¢ moaynem CFX96, nMbo aHanorn4yHbIiu,
peKOMEeHA0BaHHbIA NPOU3BOAUTENIEM, 3apPerucTpUpoBaHHbii B PP 1 COOTBETCTBYIOLLMI
cnegywowmm TpeboBaHuaM:

- Ha/MyMe He3aBUCUMbIX KaHanoB (u/lyopecueHTHOW pgeTtekumn ansa dayopodopos
PAM, R6G, ROX, Cy5 n Cy5.5 ¢ xapakrepuctvkamu, ykasaHHbIMU B Tabnuue 4;

Tabnvua 4

Tpebyemble XapakTepPUCTUKN KaHasoB (h/1lyopecLUeHTHOW aeTekumnm

AVHbI BOJIH, HM
Kanan gns

chnyopodhopa Bo36yxaeHunsa JeTtekuymn
MWHUMYM Makcmym MnHUMYM Makcumym
PAM 450 470 510 530
R6G 515 532 945 580
ROX 565 585 605 650
Cy6 620 640 660 690
Cy6.5 660 690 705 750
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© - AN npubOpoB NMAGHWEeTHOrO TUNa Hanuune nNOAOrPpeBaeMOl KPLILLKM C

Temneparypoit 6onee 100°C;

- TOMHOCTb NIOAASPXAHNA TemnepaTypbl S 10,4°C;

- CKOPOCTb Harpesa He MeHee 2°Clcex;

- CKOPOCTb OXNnaxaeHue He meHee 1°Cleex.

6.3.9. XonoannbHuk ot 2 ao 8 °C.

6.3.10.07aenbHuIR xanat, wanoyku, 06yBb U O\HOPA30BLIS NEPYATKU B COOTBETCTBUN
¢ MY 1.3.2569-09.

6.3.11.EmrocTb ans cOpoca HAKOHOHHUKOB.

7. UCCNEAYEMbIA MATEPHAN

Martepuanom ANR KWCCNEAOCBAHWMA CNYXMT . OTAGNAGMOEe CNUIKCTOH  0BONOYKM
snaranuila (Masku).

BasiTe, TPAHCNOPTUPOBAHNUE W XPaHEHUe MccneayeMoro BHonorMyecKoro matepuana
cneayeT NpOBOAWTL B COOTBETCTBMU C  HDKeNnepeuucneHHsiMu  TpeGosaHuamM,
HecobMofeHe KOTOPLIX MOXET NPUBECTH K NONYYEHWIO HEeKOPPEeKTHbIX pesynbTATOB
uccnefosannA.

B3siTwe maTepuana NpoBecTM U3 3anHeGOKOBOro CBOAA BRAraNMILA € MOMOLLLIO
CTepUNIbHOIO  OAHOPA3OBOrO  30HAA-TAMMOHA WM  YHWBEPCANbHOTO 3OHAA U3
nonfunponunexa/nonucTupona Ana 3abopa xnuHuueckoro mavepuana 8 npobupky ¢
TPAHCNOPTHOW CPENoi B COOTBETCTBUM C UHCTPYXLUUEN NO NpUMeHeHuio 3oHAaa. Monoeka
(pabovan 4acTb) 30HAA MOXET OTNaMbIBATLECA NO UMEIOLLeHCH Haceuke OT PyUKK 30HAA.
Heobxoaumo maxcumanbHO nonHo colpats otgensemoe. [lonycTUMO MUHWMaNbHOe
NPUCYTCTBUE NPUMECEI B BUAES CNN3N ¥ KPOBA.

Buonorvueckuit  MaTepuan, NOMELLeHHbIk B TPaHCMOPTHYI0 cpeay (coaepXallyio
H3OTOHWMECKUA BOAHO-CONEBOIR PACcTBOP ¢ KOHCSPBAHTOM), XPaHUTL ¥ TPaHCTIOPTUPOBaTL
B TeueHue 7-28 gHei cornacHo TpeBOBaAHUAM, YKa3aHHbIM B HCTPYKUWW K KCRONL3YEeMOi
TPAHCNOPTHOU cpene. loNycKaeTCA Nulib OAHOKPaTHOE 3aMOPaAUBAHWE-OTTAUBAHKE
marepuana.

8. NPOBENEHUE UCCNEAOBAHUA
Wccneposanne AOMKHO NPOBOAUTLCA NPU HOPMANbHBLIX NOKA3ATENAX MWKPOKNMMAaTa
KIWHUKO-ANarHocTnieckoi naGoparopuu®:

- TeMnepaTypa okpyxaioilero sosgyxa or 20 a0 28 °C;
- OTHOCUTENbHAA BNaxHoCTL 40 — 75 %.

® YxasaHbl AONYCTMMbIE HOPMbI TEMAEPATYPHl W OTHOCHTENLHOR BRAXHOCTH BOSAyxa B pabovell 30He
NPOM3BOACTBEHHLIX NOMELeHHi B cooTeeTcTBMM ¢ TpeGosaHwamu MOCT 12.1.005-88 «Cuctema
crangapros GesonacHocTn Tpyaa. Obwme cCaHWTapHO-TWrMeHWYeckue TpeGosanus K Boaayxy pabGoued
30HLI»,
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© 8.1. Sxcrpaxuuna AiHK n3 nccnegyemoro Mmarepuana

Ana  axctpakuuu [AHK wcnonb3oBaTh Habopbl peareHToB, PEeKOMEeHAOBAHHLIS
Mpoussoawurenem B pasgene «flononHutensxHoe obopyaosaHue u marepuansi». MNopsaox
paboThl ¢ HaGopamu anA akcrpakumn HK cMoTpUTe B MHCTRYKLMK NO UX NPUMEHEHMUIO.
BHUMAHMUE! MNpu nposeaeHUn UCCNREAOBAHNA HEQONYCTUMO UCNONbL3OBAHWE aKCnpecc-
meTogos skcrpakuum JHK.

Oxctpaxuns [AHK u3 kaxaoro uccneayemoro obpasua u koHTponei HeoOGxoaumo
nposoguTe B fnipucytcTBuM BKO. Kaxgas rpynna axcTparvpyembix obpasuos AomkHa
CONPOBOXAATLCA NOCTAHOBKOW oOTpuuaTenbHoro koHtponss (OK) B ogHom nosTtope,
nonoxuTensHoro kouTpons (MNK) 8 ogHom nosTope.

B npouecce askctpakumm [HK wcnonbsosatb cnegyioume oGbeMbl peareHToe ¢
uccneayembix o6pasuos:

- o6vem pearenta BKO — 10 mxn 8 npoSupky ana uccnefyembiX ¥ KOHTPONbHbIX
obpasuos;

- obvem uccneayemoro obpasua - 100 mxn 8 npoSupku Ans uccnegyembix obpasLos;

- obvem pearenta OKO - 100 mxn 8 npobupky ans OK;

- obvem pearenta NKO STI ~ 100 mxn 8 npobupky ans MNK;

- ofvem pearenta, ucnonssyemoro ana amouwn AHK, - 100 mkn. [onyckaetca
yeenuueHue obvema aniouun ao 200 mkn.

8.2. MoaroTroBka PpeareHToB ANA aMnMdUKaLIMM

8.2.1. MNpu ncnons3osanuu GopmMus BuINycKa 1

8.2.1.1. Orobparb HeobGxoaMMoOe KOMUYECTBO CTpUNOBaHHbIX npobwpok ¢ [ILIP-
cmeckbio VCS ana amnnudukaumn [HK wuccnegyembix M KOHTpONbHbIX obGpasyos,
NONYYSHHOW Ha 3Tane aKCTpaKUnA.

8.2.1.2. Y6eantbea, |4TO NapaduH NOMHOCTBLIO MOKPLIBAET PACTBOP Ha AHe Npobupok.
B npoTMBHOM Cyvae, He NCNoNb3oBaTh AaHHbIE NPOBMPKK.

8.2.1.3. Ha noeepxrHocTy napadwmia sHectn no 10 mxn Bydepa A, Nnpu 3TOM OH He
AOMXEH NPOBANMBATLCA NOA NPOCNONKY napaduHa n cmewmnsaTeea ¢ MNLIP-cmecsio.

8.2.2. Mpu ncnonb3osannn Gopmil BLINYCKA 2
BHUMAHME! KoMnoHeHTsl PeakuUOHHOW CMecH ChneflyeT CMeluMsaTb HenoCpPeaCTBeHHO
nepen nposeanexnem MNLP.
BHUMAHME! B cryuae npuroToBREHUA PeakUMOHHOR CMecH C NOMOLLIbIO ABTOMETUHCKOMN
CTaHUUK cneayiTe yKasaHUAM MHCTPYKLUM NO €€ NCNONL30BaHNIO.

8.2.2.1. Paccuuram> obvembi MLP-cmecu VCS u Bydepa A, tpebywowmeca ans
NPUTOTORNEHUA PEeaKUMOHHOW cmeck (cm. Tabnuuy 5). Cmech rotosuts Ha obwee Yucno
UCCNEAYEeMbIX U KOHTPONbHBIX 0Opa3sLIOB NNINC 3aNaC He MeHee HYeM Ha OfHY peaKumIo.
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Tabnuua 5

PacuyeT 06 bbeMOB KOMIMOHEHTOB PeakyMOHHOW cMmecu

PeareHTt O6BbeEM, MK/ O603Ha4vYeHunst
MLP-cveck VCS5 10,04 (N+1) N- Konmuectso 06pa3Los [HK, nosyyeHHbIX Ha
Bychep A 10,0%(N+1) aTane 3KCTpakumK, BKIKOUasA KOHTPOM

8.2.2.2. lepemewatb cogepxmmoe npobupok c MUP-cmecbio VC5 n Bydepom A,
ocaguTb Kanam Ha BOpTeEKCe.

8.2.2.3. TpurotoBUTb pPEakUNOHHYHD CMeCb, [A06aBMB KOMMOHEHTbl B OTAE/bHYHO
Npo6upky B ob6bemax, paccunTaHHbIX B M. 8.2.2.1. lNepemewarb CMeCb U 0CafuTb Karsn
Ha BOpTeEKce.

8.2.2.4. OtobpaTb HeoOGXoAMMOE KO/MYECTBO NPOGUMPOK WAM  CTPUNOB  ANs
amnandpukaumm AHK unccnegyembiXx M KOHTPOJIbHBIX 06pasLloB, MOJyYeHHOW Ha aTane
3KCTpakumn. Bblbop npobupok Ans  amnaudukaumm  3aBUCUT  OT  UCMOJIb3YEMOTO
amnandurkaTopa ¢ CUCTEMON AETEKUUN B PEXUME «PeasTbHOro BPpeMEHMU».

8.2.2.5. BHecTu B Npobupkn no 20 Mk NPUrOTOBNIEHHOWN peaKLVOHHOW CMecH.

BHNWMAHWME! Heuncnonb3oBaHHbIE OCTaTKU peaKLLMOHHOIz CMECU XpPaHEHUIO HE Mnoasiexar.

8.3. BHeceHune npo6 AHK, npoBegeHne amnanumkaumm n aetekumm
BHUMAHWE! Mpn po6asneHnn npo6 [AHK, akcTparMpoBaHHbIX C MOMOLbD HabopoB
peareHTOB [N MNPOBEAEHMS JKCTpakuMM MeETOAOM COopbuun Ha cuavkarene um
MarHMTHOM cenapauun, HeobxoAMMo wu3beratb MonagaHus copbeHTa B pPeakuMOHHYH
CMeCb.

BHUMAHWE! TlporpaMmmMmypoBaHuMe © 3anyck amnaudgukaropa mnpoBOAUTL COr/1acHO
WHCTPYKUMN NO ero npumeHeHuio. PekomeHayemble napameTpbl A1 nporpamMypoBaHus
amMnIMdInKaTopoB yKasaHbl BO BKiapllle, npuiaraemMom K Habopy.

8.3.1. BHecTM B NOAroTOB/EHHbIE NPOOMPKM C peakuMoHHON CMecCblo Mo 10 Mkn npo6
[HK, nony4YeHHbIX B pe3ysibTaTe aKCTpakuMy U3 uccnedyemblx U KOHTPO/IbHbIX 06pasLoB.

8.3.2. 3anporpammupoBatb amnanguKatop C CUCTEMON AeTeKkuMnm B pexume
«peasibHOro BpeMeHU» [/15 BbINOSIHEHUA eAMHOM NporpaMMbl aMniMdnkaummn u geTekumm

donyopecueHTHOro curHana (cm. Tabnuuy 6).
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Tabnuua 6

EgvHas nporpamMma amnangukaumm n getekumm gplyopecLeHTHOro curHana

L Tewneparypa,°C  Bpews  ASTKIMATO@naiam s Kolecreo
1 50 15 MvH - 1
2 95 15 MvH - 1
3 95 10c - 45
60 20c PAM, RGO, ROX, Cy5, Cy5.5

MpumeyaHne - C UCMNONb30BaHMEM €AVMHOW MpPOrpaMMbl  MOXHO OAHOBPEMEHHO
npoBOAUTL B OAHOM Mpubope Nboe coyeTaHue TecTOB, BK/IKYasA TeCTbl C 0O6paTHOM
TpaHckpunuuein wn amnaudukaumein. MNpy OQHOBPEMEHHOM /IPOBEAEHUM  HECKOIbKMX
TEeCToB AeTekums h/lyopecLeHTHOIo CurHasia HasHavyaeTcss M Nno ApyrMM MCMosib3yemMbiM
KaHanaMm, MOMMMO YKasaHHbIX B Tabnvue. B cniyvyae ecim B ofgHOM  npubope
O[HOBPEMEHHO MNPOBOAATCA TeCTbl TONbKO AnA BbiaBneHus [AHK, MOXHO ypaniuTb 13
OAHHOM nporpamMmbl NEpBbIA  war obpaTHoW TpaHckpunummn (50 °C - 15 MuH) Ans

9KOHOMUMN BPEMEHN.

8.3.3. YcTaHoBUTb MPOGUPKN UM CTPUNbI B SYENKN peakLMOHHOIo Moayns npuéopa.
MpumeyaHne - PekomeHayeTcs nepepn MOCTaHOBKOM B amnancukaTop AnaHWeTHOro

ThNna ocagnTb Karyin CO CTEHOK r|p06|/|p0K Ha BOPTEKCE.

8.3.4. 3anyctutb  BbINOJIHEHWE  NporpaMMmbl  amnaMdukauum ¢ geTekumen
donlyopecueHTHOro curHana.
8.3.5. lMpubop npoBoAUT perncTpauuio doTyopecLEeHTHOro CUrHasia aBTomMaTUYECKN B

pexume «peasibHOro BPEMEHW.

8.4. AHanu3 n BbluuC/ieHne pe3y/nbTaTtoB

BHUMAHWNE! O6paboTKy AaHHbIX ((h/lyOpeCUEHTHbIX KPUBbIX), MOJIyYEHHbIX B
nporpammHoM obecnevyeHun npubopa, wucnonb3yemoro Ana nposegeHus TUP ¢
[eTeKUnen B pexume «peasibHOro BPEMEHW», MPOBOAWUTb COI/TACHO WMHCTPYKUUW MO €ero
npuMeHeHnio. PekomeHayemble napameTpbl g1 06paboTkM  AaHHbIX YkasaHbl BO
BKNaablle, npunaraeMomMm K Habopy.

BHUMAHWE! KONMYEeCTBEHHbIA aHann3 pes3ynibTaTtoB BO3MOXHO MNPOBOAUTL TOJIbKO B
aBTOMaTMYECKOM pexume C WUCMNOJb30BaHWEM MPOrpaMMHOro obecneyvyeHnss K Habopy
«AmnanlMpaim® VC MO» Bepcumn 1.0 cornacHo pykoBOACTBY orneparopa no npuMeHeHuo
nporpammMHoro ob6ecneyeHus. PykoBoACTBO onepartopa M nporpaMMHOe ob6ecneyeHne
HaxogAaTca Ha USB doniswi-HakonuTene, BXOAsWEM B COCTaB Habopa, a Takke Ha
odmypnanbHom caite [MpoussoguTensa no agpecy: http://www.nextbio.ru/reagents/.

~ DeTekumsa curHana ansa dnyopodopa R6G ocyulecTBnsieTcss MO KaHasly AeTeKkunn ANAS aHaorMyHbIX
dnyopodgopoB Hex u Joe.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcua 29.Ur7.1Y 17



HeobxoamMmble 3HayeHuss p[Ns  pacyeTa pe3ynbTaToB  ykasaHbl BO  BKIagplwe,
npunaraemMom K Habopy.

O6paboTka K pacyeT pe3y/bTaToB MNPOMCXOAMT Ha OCHOBaHUM Hamuusa  (Mm
OTCYTCTBMSI) NepeceyveHns KpmBon dosiyopecueHumm S-o6pasHoin (CurmMmoo6pasHoit) qopmbl
C YCTaHOBJ/IEHHOM Ha COOTBETCTBYIOLLEM YPOBHE MOPOrOBON JIMHUEW, YTO onpepenset
Hamumne (UM OTCyTCTBUME) AN AaHHOW npobbl AHK 3HayveHus noporosoro uykna (Ct) B
COOTBETCTBYHOLLEN rpadhe Tabnmubl pe3ynbTaTos.

KpuBble HakonneHus (o/lyOpeCLEHTHOrO CUrHasia aHaM3vpytTcs MO YEeTbIPEM WU

NATM KaHanam getekumm (cm. Tabnuuy 7).

Tabnuua 7
Jetekumnsa donyopecueHTHOro curHana
Kanan ans FAM R6G ROX cys Cy5.5
(bnyopo®opa
Mpoaykt AHK AHK OHK AHK
- . C. parapsilosis n AHK BKO
amnandukalmmn C. albicans C. glabrata C. krusei C. tropicalis

Ha ocHoBaHWM nonyyeHHbIX 3HaveHnin Ct gna obpasua MK n nccnegyembix 06pasLos n
ncxoass M3 3aflaHHbIX  3HAYeHWUA  KOHUEeHTpauuin ans  obpasya [K  npoucxogut
aBTOMaTUYeCKMI pacyeT 3HaAYeHWA KOHLEHTpauuMnm TeHOMHbIX 3kBuBasieHToB [HK

BbIAB/IAEMbIX MUKPOOPraHn3mMoB B 1 M/1 UCCriefyeMbIX U KOHTPOSIbHbIX O6p8.3LI,OB.

8.5. NHTepnpeTayuusa pesynbLTatoB

VHTepnpeTtauna pesynbTaTtoB MNPOBOAUTCA aBTOMATUMYECKM C  UCNOJIb30BaHUEM
nporpaMmHoro obecneyeHmst K Habopy «Amnaulpaim® VC TO» Bepcum  1.0.
Vcnonb3yemble B MporpamMMHOM O6GecrnevyeHun asiroputM WHTepnpeTauumn pesynbTaToB
ONna nccnepyemMbix 06pasyoB U KpUTEPUUM Ba/IMGHOCTU Pe3yNbTaroB, MOJIYYEHHbIX AJ1A

KOHTpO/EeiA, NpeacTaB/eHbl B Tabmuax 8 1 9 cOOTBETCTBEHHO.

Ta6bnuua 8
NHTepnpeTauusa pe3ynbTaToB A8 nccnegyembix o6pasuon
PesynbTat MHTepnpeTauns
3HaueHne Ct no kaHany pgna dnyopocopa Cy5.5
A\O
OTCYTCTBYET WM onpegeneHo 60/blue rPaHUYHOro HeBanuaHbiii
uvnn oTnnyaeTcsa OT 3HadeHua Ct ans o6pasuya MK
6onee yem Ha +3 UuKNa.
3HaueHue Ct ans AHK C. albicans, C. glabrata, C. krusei, OHK BbIIBNSieEMbIX MUKPOOPraHN3MoB He
C. parapsilosis u C. tropicalis otcyTcTByerT. oGHapyxXeHa.
AHK C. albicans, C. glabrata, C. krusei, C. parapsilosis n AHK BbIABMSEMbIX MUKPOOPraHN3MoB
C. tropicalis BbIsiBNneHa B KOHLEHTPALMM MEHbLLUE HUKXHEro o6HapyXeHa B KOHLEHTpauun MeHee
npeaena NMHeRHOro AnanasoHa M3MepeHns Habopa. 1x102 ra/mn.
PaccuntaHHoe 3HaueHue KoHueHTpauun OHK C. albicans,
C. glabrata, C. krusei, C. parapsilosis un C. tropicalis AHK BbIBM1SieMbIX MUKPOOPraHN3MOB

(F3/Mn) HaxoguTca B npedenax JIMHEHOro AuanasoHa  O6Hapy)XeHa B KOHUeHTpauuun XxH" I3/mn.
n3MepeHusi Habopa.

paHn4Hble 3Ha4veHMs Ct ykasaHbl BO BKNafbllle, npuiaraemMomMm K Habopy.
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PesynbTaTt MHTepnpeTauns

OHK C. albicans, C. glabrata, C. krusei, C. parapsilosis U AHK BbiaBNAEMbIX MUKPOOPraHn3mMoB
C. tropicalis BbIsIBNleHa B KOHLEHTPaUUN Bbille BEPXHEro O6HapyxeHa B KOHUeHTpauuun 6osee
npegena NMHeRHOro gnanasoHa n3MepeHns Habopa. 1x10™ I3/mn.

Ta6bnuua 9

Pe3ynbTaTbl 4719 KOHTPONE(i

Pe3ynbTaTbl aMmnaudgukaymm no KaHany ans gayopodopa

KoHTpoOonb
PAM R6G ROX Cy5 Cy5.5
OK OnpepeneHo
(OTPULATENbHbIA 3HaueHue Ct 3HaueHune Ct 3HadeHune Ct 3HauyeHue Ct 3HauveHune Ct
?(oﬂT o OTCYTCTBYET. OTCYTCTBYET. OTCYTCTBYET. OTCYTCTBYET. He 6onblle
P ) rpaHMYyHoOro
MK
(MONOXMTENBHbII OnpepgerneHo 3HadyeHne Ct He 60JblUE FTPAaHMYHOIO M paccyMTaHa KOHLEeHTpaumsa no
KOHTPO/Ib) KaXXAoMy KaHany geTekuuw.

8.6. BO3MOXHble OWMNOKN

8.6.1. Ana otpuuyatenbHoro KoHTpona (OK) no kaHanam gna donyopocopos PAM
nvnm R6G wvnm ROX wwvnn Cy6 onpegeneHo 3HadeHue noporoBoro uukna (Ct).
BeposiTHa KOHTamuHaums nadopartopumn npogykramu amnanukauum uim KoHTaMuHaums
peareHTOB WM UCCefyeMbiXx 00pa3yoB  ApyrMMmmn  obpasuamu  uam - NpoAykKramm
amnandmkaumMm Ha Kakom-nmbo atane uccnenosaHvs. Heobxoanmo npennpuHATb Mepbl
Mo BbISB/IEHWIO U NINKBAAAUMA UCTOYHUKA KOHTamMuMHaUMK M NOBTOPUTb UCCefoBaHue AJ1s
BCEX 06pa3sLoB, HauyMHasa c atana akcTpakuymm JHK.

8.6.2. nsa oTpuuartensHoro koHTpons (OK) no kaHany gnsa dnyopocgopa Cy6.5
3HaveHne Ct OoTCcyTCTBYeT WM onpefesnieHo 6o/blie rpaHu4Horo. TpebyeTcA NOBTOpPHOE
nccnefoBaHe Bcex 06pasyoB, HauMHasa ¢ atana akcTpakummn OHK.

8.6.3. Onia nonoxutesnbHoro KoHtposia (MK) 3HayeHne Ct OTCyTCTBYEeT W
onpefeneHo 60/blle TrpaHUYHOrO MO  Kakomy-nmbo K3  yKasaHHbIX KaHasloB /1A
donyopocpopoB (cm. Tabsmuy 9). TpebyeTcsa NOBTOPHOE uUccrefoBaHWe BCex 06pasLoB,
HaunHasa c aTana aKcTpakumm AHK.

8.6.4. na uccnegyemoro obpasua onpegeneHo 3HadeHvue MoporoBoro Uvkna, npu
3TOM Ha  rpadwmke  dpnyopecueHUMn  OTCYTCTBYET  y4yaCTOK  XapakTepHOro
3KCMOHeHUnanbHoro nogvema (rpadouk npepcrasnseT co60iM NPUGAN3NTENIBHO MNPSAMYIO
NIMHUI0). Heobxoanmo npoBepuTb MPaBW/IbHOCTb BbIOPAHHOTO YPOBHS MOPOroBOM JINHWK
WM napameTpoB pacyeTa 6a30BON NMHUW. Ecnn pesynbTar nosyyeH npu npasBuibHOM
YPOBHE MOPOroBoi nvHUM  (6a30BOM  /IMHUKM), TpebyeTcss MOBTOPHO  MPOBECTU
amMnIMgunkaumio 1 geTekumio 418 3Toro obpasua.

8.6.6. B cnyyae nonyyeHuss HeBa/MAHbIX pe3ynbTatoB TpebyeTcd MNOBTOPHOE

nccnegoBaHve obpasua, HaumHasa ¢ atana akcTpakuum JHK. B cnyyae BOCNpPoOU3BOAMMOro
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pesynbTaTa peKOMEeHAyeTCR NOBTOPHO NPOBECTM B3ATUE W NCCNEAOBaHWe
Guonornyeckoro marepuvana.

8.7. [narHoCTUYECKOE 3HAYOHME NONYHEHHOrO pe3ynuTaTa

NLP-uccnenoBaHne ABNAETCA OAHUM W3 METOAOB BCECTOPOHHEro obcneaoBaHus
NaLUMeHTa, Ha OCHOBAHUM KOTOPLIX Nevalmit Bpay ycTaHaBnMBaeT AnarLo3 u suibupaer
MEPONPUATUA NO MIEYEHUIO MauueHTa. PesynbTaTel, NONYYEeHHbIE NPU WCNONbL3OBAHUK

nabopa, cnegyer paccMaTpuBaTk W UHTEPNPETHPOBaTL B COMETAHUU C AAHHBIMW APYIUX
KMUHUYECKUX U NabopaTopHbIX CCNeA0BAHWNA.

9. ®YHKUMOHANBHBLIE XAPAKTEPUCTUKM HABOPA

8.1. Npeaen o6HapyxeHun' :

Npeaen obHapyxeHns HaGopa «Amnnulpaum® VC» G6bin  onpegeneH c
ucnonbsosawuem npobur-aHanusa ¢ 95%-0i AOBEPUTENMbHON BEPOATHOCTLIO (CM.
Tabnuuy 10).

3HaueHnA xapaKTepucTukn, yKkasaHHoe B Tabnuue 10, gocruraioTea npu cobnioaeHun
npaswn, ykazaHHbix B pasaene «ccneayemoii matepuany.

Tabnwua 10
Npenen o6napyxenuna Habopa
C. albicans 50 32-77
C. glabrata 50 31-78
C. krusei 50 30-89
C. parapsilosis 50 29-96
C. tropicalis 50 30 - 81

9.2. NuneiHbIN ANANAIOH HIMEPEHUA K Npeaen UIMEPeHNA

DNwana3oH, B koTopom Habop «Amnnulpaitm® VC» paet nuHedHbiil OTBET, NpuBeaeH B
Tabrmue 11. Mpepen usamepenuna HabGopa SBNAETCA HUKHUM NPEAEnoM NWHEAHOro
AvanasoHa uamepeHns Habopa.

YxazaHHbie 3HAUYeHWa XapaKkTepucTukM AOCTUrAIOTCA npu cobniogeHnn npaeun,
yKkasaHHbIX B pasgene «Mccneayemeii marepuans.

1 MNpeaen oGHapyxeHns — 95%-0e NONOKMTENLHOE NOPOrOBOE SHAYEHWE KOHUEHTPaUUN (KOHUEHTPauwn
AHK onpenensiemoro MUKpPOOPrannama, Npi KoTopoi 95% TECTOB AAKT NONOXWTENbHLIA PesynbTaT).

12 KonmuecTen reHOMHbIX SXBUBASIBHTOB MUKPOOpraHnamMa (") B Gnonorwieckom marepuane (otaensemoe
cnu3ucToi oSoN0MKM BRaranwuiLa), NOMELLIEHHOM B TPAHCNOPTHYIO Cpeay, B nepecyeTe Ha 1 Mn.
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Ta6bnmua 11

JTnHenHbI guana3oH namepeHns Habopa

MuKpoopraHnsm NunHelHbIM gana3oH nsmepenus, M'a/mn
C. albicans
C glabrata
C krusei 1x102-1x10"
C. parapsilosis
C. tropicalis

9.3. AHanuTtnyeckasa crneumdpPunyHoOCTb

Ha6op «AmnnulpaiiM® VC» obHapyxmBaeT cparmeHTbl JHK rpubos poga Candida:
C. albicans, C. glabrata, C. krusei, C. parapsilosis n C. tropicalis.

AHanuTuyeckas cneuyndunyHoCTb Habopa oueHuBanacb TecTupoBaHnem  OHK
MUKpOopraHnsamos (cM. Tabnvyy 12) n reHomHoin AHK uvenoseka. AHK mMukpoopraHusmos
B KOHLUEHTpauun He meHee 1x10® 'S/Mn u reHomHyo [HK 4yenoBeka B KOHLEHTpauun
1 Mmkr/Mn BHOCW/IM B o6pasupl OMONOrMYEecKoro Matepuasna, He cogepxawime
onpefensiemMble C NOMOLLbI Habopa MUKPOOPraHN3MbI.

[ononHUTeNbHO  NOATBEPXA&/IOCH OTCYTCTBME MNEPEKPECTHbIX peakunin  Mexay
BbIABNAEMbIMX  MUKpOOpraHusmamu npu  tectupoBaHum [HK MukpoopraHusmMoB B

KOHLeHTpauum He meHee 1x10" '9/mn.

Ta6bnuua 12
MwukpoopraHusmbl, HK KOTOpbIX nCNosib30oBanachb A5 OLEeHKM aHa/IMTUYECKOW
cneundmnyHoOCTU
MwukpoopraHn3mbI
Human papilloma virus 16 Neisseria gonorrhoeae
Herpes simplex virus type 1 Neisseria mucosa
Herpes simplex virus type 2 Neisseria sicca
Cytomegalovirus Neisseria subfiava
Atopobium vaginae Staphylococcus aureus
Chlamydia trachomatis Streptococcus agalactiae
Enterococcus faecium Streptococcus pyogenes
Escherichia coli Treponema pallidum
Gardnerella vaginalis Trichomonas vaginalis
Lactobacillus casei Toxoplasma gondii
Mycoplasma genitalium Ureaplasma parvum
Mycoplasma hominis Ureaplasma urealyticum

Neisseria flava -

Mpu TectupoBaHum ob6pa3yos [JHK BbllenepeyuncrieHHbIX MUKPOOpPraHM3MoB U
reHomHo [OHK uyenoseka, a Takke [JHK BbIiBNAEMbIX MWUKPOOPraHM3MOB B BbICOKNX

KOHLIEHTpaLVsaX C UCNO/Ib30BaHWEM Habopa NepekpecTHbIX peakUmnii BbiISBNIEHO He OblIno.
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9.4. Bocnpon3BoaMMoOCTb U MOBTOPAEMOCTb U3MEPEHUA

Bocnpon3BogumocTe M NOBTOPSAEMOCTb  U3MEPEHMA € MOMOLLbID  Habopa
«AmnmlpaiM® VC»  oueHvBann  nyteM  TeCTUpPOBaHMA  MOAESIbHbIX — 06pasLoB
6uonornyeckoro marepuana, cogepxawmx AHK BbIsBNSAEMbIX MUKPOOPraHM3MoB B Tpex
AnanasoHax KoHueHTpaumii (cm. Tabnuubl 13 u  14). MopgenbHble o06pasubl Obln
NPUroToB/IEHbI pa3BefeHeM CTaHAapTHbIX 06pasuoB npeanpuaTusa, cogepxawmx OHK
BbISIB/ISEMbIX MWKPOOPraHnM3moB, B 6uosiormyeckoM matepuane, He cogepxawlem OHK
yKa3aHHbIX MWKPOOPraHM3MOB W Kakux-imbo pgpyrux Bosbyautenein UMMM,  Kaxgbii
obpaseL, npoxoamn Bce aTtanbl uccnefoBaHna (akctpakumio OHK, amnnndukaumo OHK wn
OeTeKUMIo pe3y/ibTaToB).

TecTupoBaHMe Kaaoro pasBefeHus A1 OLEHKM MOBTOPSAEMOCTM nposoauiochk B 40
noBTOpax, AN OLLEeHKN BOCNPOU3BOANMOCTY - B 80 NOBTOpax.

Tabnumua 13
[MOBTOPAEMOCTb N3MEPEHUS

CpegHee namepeHHoe CrTaHgaptHoe KoadduuuneHt
McxopgHoe 3HaveHue

MUKpOOpraHnuam KoHUeHTpaLu, F3/mn 3HayeHune . OTK/NOHeHue Bapuauyum (CV),
KOHWM1T|KB|uu, toSio %
C. albicans 3,83 0,14 3, 7%
C. glabrata 3,86 0,16 4,2%
C. krusei 5x103-1x10" 3,85 0,17 4,5%
C. parapsilosis 3,83 0,17 4,4%
C. tropicalis 3,88 0,14 3,6%
C. albicans 4,89 0,13 2,8%
C. glabrata 4,89 0,14 2,9%
C. krusei 6xH -*- 1x10® 4,87 0,14 2,8%
C. parapsilosis 4,92 0,12 2,5%
C. tropicalis 4,92 0,12 2,4%
C. albicans 5,83 0,16 2,8%
C. glabrata 5,88 0,14 2,3%
C. krusei 5x103-1x106 5,85 0,17 2,8%
C. parapsilosis 5,79 0,18 3,0%
C. tropicalis 5,86 0,15 2,6%
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Tabnuua 14
Bocnpon3BoanMMOCTb N3MepeHuns

CpepaHee usmepeHHoe CTaHagapTHOe Kos UUUMEHT
McxopHoe 3HauyeHue pea p puy 1

MunkpoopraHnsm

KOHUEHTpaLUN, F3/MA 3Hal-IeHIer ' OTKNOHEHNe Bapuauyunmn (CV),
KOHWHTpawiH. loflio (SDI. 1oao %
C. albicans 3,77 0,18 4,8%
C. glabrata 3,78 0,20 5,3%
C. krusei 5x10”-1x10” 3,78 0,20 5,3%
C. parapsilosis 3,79 0,19 5,0%
C. tropicalis 3,81 0,19 4,9%
C. albicans 4,90 0,13 2,7%
C. glabrata 4,87 0,14 2,9%
C. krusei 5x107-1x105 4,85 0,13 2,6%
C. parapsilosis 4,90 0,13 2,6%
C. tropicalis 4,89 0,13 2, 7%
C. albicans 5,83 0,16 2,8%
C. glabrata 5,84 0,17 2,8%
C. krusei 5x105-1x106 5,86 0,18 3,0%
C. parapsilosis 5,83 0,17 2,9%
C. tropicalis 5,86 0,15 2,6%

9.5. lNpaBUNBbHOCTb U3MeEpPeEHUS

MpaBWIbHOCTL U3MEPEHUS C MOMOLWbLID Habopa «AmmmlpaiM® VC»  6blna

onpegeneHa nyteM TECTUPOBaHUS CTaHAAPTHbIX 06pa3LoB npeanpusatus B 104 nosTtopax
(cm. Tabnuuy 15).

Ta6bnmua 15
MpaBUMBLHOCTL U3MepeHnsa

Cncrtemartmnyeckas

MUKPOOpranusm CpepHee 3HavyeHue YcTaHOBNeHHOe 3HauyeHne MW 1WHOCTb1|A.......
namepeHuns, loaw KOHLUeHTpauuun, loaw . .
logio %
C. albicans 4,86 4,7 0,16 3,36
C. glabrata 4,86 4.7 0,16 3,32
C. krusei 4,83 4,7 0,13 2,78
C. parapsilosis 4,82 47 0,12 2,50
C. tropicalis 4,86 4.7 0,16 3,32

9.6. OueHka BNuaHUA HTep@epupyrowmnx sewects n JHK yenoseka

BnuaHve  uHTepdpepupyrolmnx — BeELLeCTB, NOTEHUWAIbHO  coAepXalmxca Wi
NPUCYTCTBYIOLLMX B OTAENSEMOM C/IM3UCTON 060M04YKN Braraimwa, Ha 3gdEKTUBHOCTb
MUP npu wncnonb3oBaHun Habopa «Amnaulpaim® VC» oTcyTCcTBYeT. He BbISIBNEHO

WMHrMOMpoBaHMe peakuMn amnavdkaumn npu pgobasneHun K obpasyam  oTAeNnsiemMoro
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cnm3ucToit oGonovin Brnaranuwia Ha sTane SKCTPaKkUWM CReaylowmMx nHTepepupylowmx
BELLECTB B MAKCMMANEHO BO3MOXHON KOHLIEHTPaLMK ANA AaHHOMO Buaa Guomarepuana:

- MyuuHa B KoHUeHTpauwu 0,23 mr/100 mkn;

— remornofuxa B koHUeHTpauun 0,20 mM/100 Mk,

- MOMEBMHDI B KOHUEHTpauun 0,033 mM/100 mkn;

— nNyGpuKaHTOB B KOHLEHTPauMKn 5 mkr/100 mMkn;

— COMEHHOW X1AKOCTY B KOHLEeHTpauun S mkr/100 mkn,

— MWPaMUCTVHA B KOHLEHTpaLK aelicTeyiowero pewecrtea 0,001%;

— WTpaKoHa3ona B KoHUeNTpauuu 6,5 mkr/100 mxn;

— MeTPOHUAA30NA B8 KOHUEHTPaLmK S Mkr/100 mun,

— OMAPOrecTepoHa B KoHueHTpaumu 5 mxr/100 mkn;

— APOrecTepoHa B KOHLIBHTPaLMKU 5 Mkr/100 Mkn.

Take npu ucnonbsosanuu Habopa «AmnnulpaiimM® VC» He BbifBneHo MHMbupoBaHwe
peaxuuu amnnmduKaumn npu noGasnerun Kk 06pasuaMm oTASNAeMOro CAUSUCTON OBOMNOMKK
BRAranula MCKYCCTBEHHO-CHHTeaupoBaHHOH [HK uenosexka 8 MakCUMAaNbHO BO3MOXHON
KoHUeHTpaumy (7,5x10° - 3,0x10% F3/Mn) ans naHHoro suaa Guomarepuana.

10. YCNOBUA XPAHEHUA, TPAHCNOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHOCTI

Cpok ropgHoctm HaBopa cocrasnsieT 12 mecsiues OT gatel usrotosnenus. [locne
BCKPLITMA PeareHThl WCNONL3OBaTLb A0 WCTEYeHUN Cpoka roaHocTu wabopa. HaGop ¢
WCTEKLLMM CPOKOM TOAHOCTH NPUMEHEHUIO HE MOANENMT.

10.2. TpaucnopTuposaxne

HaGop TpaHcnopTupoBaTL Npu Temnepatype oT 2 A0 8 °C scemu BuaaMu KpLITbiX
TPAHCTIOPTHLIX CPEACTB B  TEPMOKOWTEeWHepax ¢ XNagodfiemMeHtTaMu wnu B
asTopedpuxeparopax. He AONYCKAGTCA 3aMOPaXMBAHWE PEAreHTOoR.

Donyckaetcs TpaHcnopTupoeaHue npu Temneparype ot 8 ao 25 °C ne Gonee 3 cyTok.

Habop, TPAHCNOPTUPOBAHHLIA C HapyLWeHVeM YKa3aNHOTO TeMNEepPaTypHOro pexuma,
NPUMEHEHWIO HE NOANEXMUT.

10.3. XpaneHue

HaGop xpawuTe NpU TemnepaTtype OT 2 A0 8 °C B 3aLWMIWIBHHOM OT cBeTa MecTe B
TEUeHUE BCBro CPOKa rogHocT Habopa. He aonyckaeTcn 3aMopaxxmeaHne peareHTos.

PearenTbl NOCME BCKPLITUA XPAHUTE B TEX XKe YCMOBUAX, YTO W POareHThbl A0 BCKPLITUR.
HeBcKpLITHIE U BCKPLITLIC peareHThl CTabUNbHL! B TEUEHWe CPOKa FOAHOCTH, YKA3aHHOro
Ha 3TVKeTKe, Npu cobMmoAeHnK ykasaHHbIX YCnoBUW XpaHeHus. lMpu ncnonb3oBaHWN
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dopMbl  BbiNycka 2 peakuuoHHas cmecb, npurotosnexHana u3 [MUP-cmecu VC5
Bydepa A, XpaHeHUIO He NOANEXNT.

Habop, xpaHnBLIMIACA ¢ HapyLLEHWEeM YKa3aHHOrO PeXuMa XpaHeHUs, NPUMEHEHUIO He
NOANEXMT.

11.FAPAHTUU NPOU3IBOAUTENA

Mpoussogutens rapaHTUpPYeT COOTBETCTBME xapakrepuctuk Habopa Tpebosanuam,
YKa3aHHLIM B T@XHUYECKON M SKCIUTyaTALMOHHON AOKYMEHTaLUMW, B TeUeNne YKaSaHHOro
CpOKa roAHOCTY NpW CODNIOAEHMM BCEX YCNOBWA TPAHCTIOPTMPOBAHWUR, XPaHeHUs |
NPYMEHEHNA.

Pexnamaumu Ha kauectso HaGopa «Amnnullpaim® VC» HanpasnaTe B agpec
npoussoautens OO0 «Hexctbuo»: 111394, r. Mockea, yn. MNonumepHan, 8 ctp. 2, Ten.
(495) 620-08-73, e-mail: info@nextbio.ru.

Mpu BLIABNENMN HEXeNnaTeslbHbiX Peakuwid Npu ucnonL3oBawun Hadopa, dakToB W
06CTOATENLCTB, CO3AAIWMX YIPO3Y XM3HW W 3A0POBLIO PaXAaH W MeAWLUMHCKUX
paGoTHukoB npu obBpaweHwn M Ixcnnyatauun Habopa, pekomeHZyeTcs HanpasuTL
coofuienne nNo agpecy, ykasaHHOMY Bbille, U B YNONHOMOYEHHYIO FOCYAAPCTBOHHYIO
perynupyiolLyio opraumsaumio (8 Poccuitckoit depepauun — degepansHan cnyxba no
Hagsopy 8 cdepe 3ApaBOOXpaHeHWR) B COOTBOTCTBUM C  ASWCTBYIOLUMM
3aKOHOAATENLCTEOM.

KoncyneTaumio no pabore ¢ Habopom, a Take No BONPOCaM, KacalolWMCs Ka4yecTea
Habopa, MOXHO NONMYYWTb NO KOHTAKTaM, YKA3aHHLIM Ha OdMLNANLHOM caiTe
Mpouseoautens: www.nextbio.ru.
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13. CUMBO/JIbI, UICNOMb3YEMbIE B JOKYMEHTALIWM NPOU3BOANTENA

REF| Homep no karanory u
LOT| Koanapruu &I
IVD] s 3

CoaepnMoro ACCTaTOMHO ANA
NPOBEAEHUA N-KONWUMECTBA

TecTOB

M
O6paTtuTech K MHCTPYKUWM NO O
NPUMEHEHWIO 2 \

CIi]
A Ocropoxro! O6parurech K

MHCTPYKUWM NO NPUMEHEHUIO

CornacosaHo:
FeHepanbHbi ANPExTOp
000 «BbIMNEN-MEAUEHTP»

& 000 LIMPMH (&7 INFO@CIRMIRU & WWW.60SZDRAVNADZOR RU
Bepcun 29.07.19

WUsrorosutens

Jara uarotosneHns

WUcnoneaosats A0

TemnepaTtypHblit guanasoH

He aonyckath nonanaHus
COSIHEUHOro cBeTa

26



Nuct perucTpaunn N3MeHOHUN

Homepa nucros

Beero

Howmep

Usmene-
Ham. | nsmensn- | 3amexdu- SHHYNWPO- | NHCTOB B | H3BeLLeHuUA 0b fava
HBIX HBIX Hoebix BaHHLIX | ACKYMEHTE | WSMEHOHUN HiA BHec
09286867.008- | Aapwxosa
1 - 2-26 - - 27 2018 I0A 05.10.18
00286667.018. | Knasesa
2 - 1 '2? - - 27 2’1 1.2019 E,_A, 29-07-19
& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU 27
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MpoHymMepoBaHoO, CKPerneHo 1 MNPOLINTO
. UcT (a/oB)

eHepasibHbIN anpekTop ObLecTBa C

N npopeicTopa - NPOpPeKTop no

A. JOKYKNH

BROYHY Qe cTeE M~ HUETER



YTBEPXIOAKO

eHepaibHbI AMPEKTop

HABOP PEATEHTOB A/19 KOJIMYECTBEHHOIO ONPEAENEHMA OHK
BO3BYAUTENEN BY/NIbBOBATMVMHAIBHOIO KAHANAO3A METO/IOM
NOJIMMEPA3HOIN LIEEMHOWM PEAKUMW C AETEKLUMEN B PEXUME

«PEA/TIbBHOIO BPEMEHW» «AMM/IUMPAAM® VC» MO TY 21.20.23-033-
09286667-2018

KpaTkoe pykoBOACTBO MO NpUMeHeHU0 (popMbl Bbinycka 1 Bepcun 29.07.19

JIncT yTBEpXaeHus

& COINMACOBAHO

PykoBogutenb ynpasneHus paspabdoTkm  CTaplumin cneuyuasnct no AoKymeHTauum
I HoBoW npoaykumm OO0 «HekcTbno» oTaena paspaboTky NPon3BOACTBEHHOM
H pokymeHTaumm OO0 «HekcTbrnox»
iD M. E. CeHunHa tO. A. lapvkoBa
5 3a? " JD /&
®

PykoBoantens oTaena paspadoTku
NPOU3BOACTBEHHOI AOKYMEHTaUUN
OO0 «Hekctbuno»

M. H. Napae
AO0.0T:?20 "3

Oy & e

Vam. NncT Ne nokym. Moanvics JaTa

= 2@ o

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Y
Avnmlpanim [

KpaTtkoe pykoBoACTBO

no NpYMeHeHU0 Habopa peareHToB A/ KOIMYECTBEHHOIO
onpegaeneHus HK Bo3byanteneit BynbBOBarHabHOMO
KaHAM03a MeToA0M MONMMEpPa3Hoii LenHol peakuum ¢
[leTeKLMEl B peXuUMe «peanbHOro BPpeMeHU»
«Amnaupalim® VC» no TY 21.20.23-033-09286667-2018

«Amnamlpaim® VC»

dopma Bblinycka 1

REF X

000 «HekcTbuo», Poccusa, 111394,
i r. MockBa, yn. NonumepHas, g. 8, ctp. 2
id Ten. (495) 620-08-73, e-mail:info(®nextbio.ru

COCTAB

O6bem,

KoOMnoOHeHT OnuncaHune KonnyecTtBO

MNpo3payHas 96 NPOGUPOK

MnuP-cmecb VC5 HKNAKOCTL, 0,01 (12 Crpunos no

packanaHa
nog, napatiH 8 npobrpok)

Bymep A 0,96 1 npo6upka

MKO ST Mpospaynas 1,0 1 npo6upka
YKUAKOCTb

OKO 1,0 1 npobupka

MporpammHoe

obecneyeHne

«Amnnulpaiim  Ha USB disw-Hakonutene
VC MNO»
Bepcusa 1.0

Ha6op peareHToB paccumTaH Ha  npoBeAeHue
nccnefoBaHus 96 06pasLLoB, BKOYAs KOHTPOSU.

XPAHEHWE

YcnoBua xpaHeHUss Habopa

2°C ... 3°C
B 3alMLLEHHOM OT CBETa MecCTe

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcus 29.07.19

BHNMAHWE!
Mepepf, NCMNO/Ib30BaHNEM Habopa peareHTOB
Heo6X0AMMO O03HaKOMUTbLCA C WMHCTPYKUWEA MO ero
NPVUMEHEHNIO. WHCTpyKums pasmeLlleHa B
39/IeKTPOHHOM  BuAe Ha  odwuuMasibHOM  calite
MpoussoguTtens: http://www.nextbio.ru/reagents/.

MATEPWAN AnA WCCNELOBAHWA
oTaendemoe CN3UCTON  06O0IOUKUN Barasanuia

(Mmaskwu).
KOMMNNEKTHOCTb
KoMnoHeHT dopmart
Habop (hopma Bbinycka 1
peareHToB

B 3/IEKTPOHHOM BuAe Ha USB

WHcTpyKumA no )
(h/13Ww-HaKonuTene 1 no agpecy;

MPUMEHEHMIO http://www.nextbio.ru/reagents/
MacnopT B 3/IEKTPOHHOM BUAE M0 agpecy:
KayecTBa http://www.nextbio.ru/passport/
Kparkoe B ByMa>kHOM Buae
PYyKOBOZCTBO
Bknagbiw B 6BymMadkHOM Buge

B 3/IeKTPOHHOM BuAe Ha USB
PYKOBOACTBO (h13Ww-HakonuTene 1 no agpecy:
oneparopa ;

http://www.nextbio.ru/reagents/



ICTPAKLVA OHK 3 UCCNIEAYEMOIO MATEPVANA

Ana akctpakuym OHK ucnonb3oBatb Habopbl peareHToB, pekoMeHaoBaHHble [pou3BoauTesieM B
VHCTpYyKWm Mo npuMeHeHnio Habopa «Amlpainv® VCy». Mopsaok paboTbl ¢ Habopamn /19 SKCTPaKLmmn
/JHK cmoTpuTe B MHCTPYKUMW MO0 VX NMPYMEHEHWIO.

O6beMbl peareHTOB W uUccredyeMbiXx 006pa3LoB, WUCMoMb3yemble Mpu 3kcTpakumm OHK ¢ NOMOLLbH
pekoMeHyeMbIX HabOPOB peareHToB, ykasaHbl B Tab/mLe HbKe.

Jo6aBnsemblii peareHT / obpasel

BKO 10 mKkn B KaXXAyt0 MpooupKy

Vccnenyembie obpasLpl 100 mkn B NPOGUPKV ANa uccresyemMbix 06pasLoB

OKO 100 mkn B Npobupky a1 OK (oTpuuaTesibHOro KOHTPOSIS)
MKO STI 100 mkn B Npo6upky a5 MK (NOMOXUTENBHOTO KOHTPO/ISA)
PeareHT gna amoummn AHK 100 mm B KaXXyH0 MpoGUpKy

AMMINOUKALMA C AETEKUMEN B PEXVME «PEA/IbHOMO BPEMEHW»

BH/IMAHWE! [n9 BHeCeHVs1 B Npo6uipkn peareHTtos, npod [AHK 1 KOHTPO/bHLIX 06pasLoB WCMO/b30BaTh
0[IHOPa30Bble HAKOHEYHWKM C COUIBTPaMN.

1 Otob6parb HeobXxoaMMoe KOMMYECTBO CTPUMOBaHHbLIX NPooupok ¢ MNUP-cmeckio VC5 gna amnavdovkaumm
[HK vccnenyemMbIX 1 KOHTPO/IbHbIX 06pa3LoB, MoJTyYeHHOM Ha aTane aKCTPaKLUmK.
2. BHecTv B noarotos/ieHHble Npobupkn Bydep A 1 o6pasupl cornacHo Tabnmue:

Job6aBnsemblii peareHT / ob6pasel

BHecTtn no 10 mkn
5 A B Npo6upkn ¢ MNLP-cmeckto VC5 Ha NoBEpXHOCTL NapadimHa
yepep BH/MAHWE! Bydbep A He [o/mkeH NpPoBa/MBaTLCA Mog, napadoviH.

BHectu no 10 mkn
BHVMAHWE! /36eratb nonagaHus copbeHTa B peakLUMOHHYH CMECh.

Mpo6bl AHK, 3KcTparMpoBaHHON 13

uccnegyemoro obpasua

Mpobbl AHK, aKkcTparMpoBaHHOW U3

OKO

Mpobbl AHK, aKcTparnpoBaHHOW 13

MKO STI

B NPOGUPKN 4151 UccriefyemMbIx 06pasLoB
B Npo6upky a5t OK (oTpurUaTeibHOro KOHTPOsS)

B Npo6vpky A11A MK (MoNoXuTeNnsHOro KOHTPO/IA)

3. 3anporpaMmmpoBaTb amn/IMGMKATOP C CUCTEMON AETEKUMN B PEXMME «PEasIbHOrO BPEMEHW» COr/acHo
VHCTPYKLWMM 1O €70 MPUMEHEHMIO /151 BbINOIHEHMA CIEAyHOLLEN NpOrpaMvib;

EanHas nporpamma amnavdpukaumm v aetekummn galyopecLeHTHOro curHana

Lnkn Temnepartypa, Bpewms ﬂeTeK;ﬁ@gsogngaBM AnA Koamm:ﬁgéso
1 50 15 MvH - 1
2 95 15 MvH - 1
3 % foc ) 45
60 20c PAM, R6G, ROX, Cy5, Cy5.5
MprmeyaHus

1) PekomeHOyemble napaveTpbl A1  NPOrpaMMUPOBaHMA  aMiINgIMKATOPOB  yKa3aHbl BO  BKIadplLLe,
npunaraeMom K Habopy.

2) B cnyyae, ecrm B ogHOM npribope OAHOBPEMEHHO MPOBOASATCA TECTbI TOMBKO A4/19 BbisiBeHns JHK, MoxHO
yAanuTb U3 ykasaHHOM nporpammbl nepsbii war (50 °C - 15 MyH) /19 3KOHOMUW BPEMEHM.

4. YCTaHOBUTb CTPUMbI B SUEIiKN PEAKLIMOHHOTO MOy/ia npubopa. PekomeHayeTcs npeaBapuTe/isHO 0caauThb
Kar/ co CTEHOK NPOBUPOK Ha BOPTEKCE.

N NAamirvanTra \ibanmiaiiauiia nALAMa antninaia nn 20N

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU
Bepcua 29.07.19



/3anycTuTb BbINOJIHEHME MNpoOrpaMmbl amMnaugukayum c getekuyuneli plyopecueHTHOro CUrHasia corflacHo
WMHCTPYKLMM MO NPUMEHEHUIO MCMOJ/Ib3YEMOro aMmnandgukarTopa.

4HANNS, BBIYUCITEHVE U MHTEPTNPETALVA PE3Y/IbTATOB

'6HMMAHWE! O6pa6oTky gaHHbIX (P/IyOpPeCUeHTHbIX KPUBbLIX), MOJIyYEeHHbIX B NPOrpaMMHOM o6ecrnedyeHuu
npuéopa, UCNosib3yeMoro ans npoesegeHus MLUP c getekuyueli B pexume «peasibHOro BpeMeHu», NpoBOAUTL
COr/laCHO MHCTPYKLMM MO ero NpuMeHeHnto. PekoMeHayemble napameTpbl A8 06paboTKU AaHHbIX yKa3aHbl BO
BKNafbllle, npunaraeMomM K Habopy.

AHanns, BblYMC/IeHME W WHTepnpeTayn pe3ynbTatoB MNPOBECTM B aBTOMATUYECKOM pexumme C
MCMo/Sib30BaHMEM MPOrpamMMHOro ob6ecneyeHuss K Habopy «Amnaullpaiim® VC MO» Bepcum 1.0 corsiacHo
pykoBOACTBY oOnepatopa nNoO TMPUMEHEHUIO MporpaMMHOro ob6ecrneyveHusa. PykoBOoACTBO onepaTtopa Wu
nporpaMmmHoe o6ecneyeHne HaxoaATca Ha USB dnsw-HakonuTene, BXxogAwem B cocTaB Habopa, a Takxe Ha
ojuymanbHoOM caiTte lNpounsBoanTens no agpecy: http://www.nextbio.ru/reagents/. Heo6xogumble 3HadyeHUs
ONA pacyeTa pe3y/bTaToB yKa3aHbl BO BK/ajbllwe, npuaaraeMomMm K Habopy.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcuna 29.07.19



FiucT perucTpaumnn H3MOHEHUA

Homeps 1 Boerc Houep UsmeHenns
M. | nomendn- | samenén- | o | @HHYNMPO- nuctos B | wspeleHun o6 BHec Dara
HbIX HbIX BEHHbIX AOKyMmeHTe HSMEHEHWH
4 09286667.016. 0.A 29.07.2019
! - 14 ) ' 3/11-2019 Dapuxosa | <%
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IMpoHYyMepoBaHo, CKpensieHo 1 NPoLInTO
et (aYoB)

eHepanbHbIn gupekTop O6LecTBa ¢

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YTBEPXIOAKO

FeHepasibHbIN AVPEKTOP

HABOP PEAFEHTOB A/19 KOJIMYECTBEHHOIO OMPEAENEHNA AHK
BO3BYAUTENEN BY/IbBOBAMVIHA/IbLHOIO KAHAMAO3A METOA0M
MONMMMEPA3HOW LEMHOW PEAKUWW C AETEKUMEW B PEXVUME
«PEANNbHOIO BPEMEHW» «AMIJIMMPAAM® VC» MO TY 21.20.23-033-
09286667-2018

KpaTkoe pykoBOACTBO MO NpUMeHeH10 hopMbl Bbinycka 2 Bepcumn 29.07.19

JIvcT yTBEepxXaeHus

COIMNMACOBAHO

PykoBoguTens ynpasneHus paspadoTkm  CTaplumnii cneumanuct no A4oKyMeHTauum

HoBoOI npoaykwn OO0 «HekcTbnox» oTaena paspabdoTky NPON3BOACTBEHHOM
M. E. CeHnha pokymeHTaumm OOO «HekcTbno»

HO. A. JapukoBa

PykoBoantens otaena paspaboTku

NpPOV3BOACTBEHHOW AOKYMEHTaLUn
OO0 «HekcTtbuo»

M. H. Fapae

30.0r,ro"Ns

Vi3m. e Ne foKyM. Moanuch JaTa
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Amvnnvlpanm /

KpaTtkoe pykoBoACTBO

Mo NPUMEHEHWI0 Habopa PeareHToB A1 KOMYECTBEHHOIO
onpeaenenns AHK Bo36yauTeneli BybBOBarMHa LHOTO
KaHAuf03a METOAO0M NOMMMEPA3HOI LenHol peakuum ¢

[EeTeKUUei B pexxuMe «peanbHOro BpeMeHu»

«Amnaulpalim® VC» no TY 21.20.23-033-09286667-2018

«AmMnnpanm® VC»
dopma Bblnycka 2

REF X

000 «Hekctbrno», Poccust, 111394,
J r. Mocksa, yn. MNonumepHas, 4. 8, crp. 2
MJ  ten. (495) 620-08-73, e-mail; info(5).nextbio.ru

COCTAB

Ob6bewm,

KOMMNOHEHT OnuncaHune KonnyecTtBO
M

MUP-cmecy VC5  1PO3PAUHAA o6

KAKOCTE 1 npobupka
Byep A 0,96 1 npobupka
MKO STI MpospayHan 1,0 1 npo6upka
YKNOKOCTb
OKO 1,0 1 npobupka
MporpammHoe
obecneyeHne

«AmnnuMpalim® Ha USB dnsw-HakonuTesne
VC MO»
Bepcusa 1.0

Ha6op peareHToB paccuuTaH Ha nposefieHVe

uccnegosaHna 96 06pa3u.03, BK/TKOYaA KOHTPO/N.
XPAHEHWE

YcnoBusa xpaHeHus Habopa
2°C ... 8°C
B 3allVLLEHHOM OT CBeTa MecTe

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcua 29.07.19

BHNMAHWE!
Mepen  ucnonb3oBaHMEM  Habopa  peareHToB
Heo6X0AUMO O3HAKOMMUTBLCS C MHCTPYKLUUENR Mo ero
NPYMEHEHNIO. NHCTpyKums pasmelleHa B
9/IEKTPOHHOM  BUAE Ha omuMaibHOM  caiiTe

Mpowunssogutens; http://www.nextbio.ru/reagents/.

MATEPWAN AnA WCCNEOOBAHWA
oTaendemoe CNN3NCTON 060/104KN Bnarasimua

(maskn).
KOMMJIEKTHOCTb

KoMnoHeHT dopmar
HaGop thopma Bbinycka 2
peareHToB

B 3/1eKTPOHHOM BuAe Ha USB ¢naww-

WHCTpyKUuMa no .
HakonuTene v no agpecy;

MPYMEHEHNIO http://www.nextbio.ru/reagents/
MacnopT B 3/IEKTPOHHOM BWe Mo ajpecy:
KauyecTBa http://www.nextbio.ru/passport/
Kparkoe B 6yMaXKHOM Bufe
pYyKOBOACTBO
Bknagpiw B 6BymadkHOM Buae
PVKOBOICTBO B 3/IEKTPOHHOM Buae Ha USB
y A (h/13LW-HaKonuTene u no agpecy:
oneparopa

http://www.nextbio.ru/reagents/



J

[(CTPAKLIMA AHK U3 NCCNEAYEMOIO MATEPUAJIA

Ona  akctpakumm  OHK  mcnonb3oBaTb HabOpbl peareHToB, pekoMeHAoBaHHble [pou3BoauTesieM B
VHCTpyKUMM Mo NprMeHeHnto Habopa «Amnlpaiivi® VC». Topsaok paboTbl ¢ Habopamm 151 SKCTPakuym
/OHK cMOTpUTE B MHCTPYKUMW MO UX NMPUMEHEHWIO.

O6beMbl peareHTOB WM uccredyembiXx 00pasuoB, UCMoMb3yemble Mnpu 3kCcTpakum OHK ¢ NOMOLLbH
peKkoMeHyeMbIX HAOOPOB peareHToB, ykasaHbl B Tab/mLe HbKe.

Job6aBnsiemblil peareHT / obpasel,

BKO 10 mkn B KaXKayHo NpoBupKy

Vccnenyemble obpasupl 100 mkn B MPOOVPKM /19 UcCriefyemMbiX 06pasLIoB

OKO 100 mKkn B Npobupky /19 OK (oTpuuaTesibHoOro KOHTPO/IA)
MKO STI 100 mkn B Npo6upky ans MK (NONOXUTENBHOTO KOHTPO/ISA)
PeareHT gna anouyn AHK 100 vk B KaXKAyt0 MpooupKy

AMMNNNPUKALNA C AETEKUMEN B PEXVME «PEA/IbHOIrO BPEMEHMW»

BH/MAHUME! 1A BHeCeHUs B NPo6YpKM peareHToB, Mpob AHK 1 KOHTPO/bHLIX 06pasLoB MCMo/Ib30BaTh
0[HOPAa30Bble HAKOHEYHWKM C u/ibTpaMMN.

1 PaccuutaTb 06BLEMbI PEareHToB, HeooXoaVMbie 1S MPUrOTOB/IEHNST PEaKLUMOHHOM CMECK, COr/IaCHO
TabNMLE;

KOMMOHEHT peakuMOHHOW cmecun O6bem, MKN O603HaueHuns
MLP-cmeck VC5 10,05(N+1) N - kommuecTBo 06pasLoB AHK, MosyueHHbIX Ha
Bydhep A 10,0%(N+1) aTane 3KCTpakummM, BKIKHYas KOHTPO/U

BH/IMAHUME! KOMMOHEHTbI PEAKLMOHHOMA CMecuM cfedyeT CMelMBaTb — HernocpefcTBEHHO nepen,
MPOBEAEHVEM VCCEA0BaHUS.

BHVMAHME! B criy4ae NpUroTOB/IEHMS PEaKLWIOHHOM CMECU C MOMOLLBH0 aBTOMAaTMYECKOW CTaHUumM criefyite
YKa3aHMSIM MHCTPYKLMM M0 €€ UCTOMb30BaHWK.

2. Mepemelars MUP-cvecs VC5 v Bydbep A 1 ocaguTb Karyiv Ha BOPTEKCE.

3. MpuroToBUTL PeakLMOHHYHO CMeCh, [00aBUB KOMIMOHEHTbI B OTAE/bHYHO NPOOMPKY B 06 beMaXx, pacCUUTaHHbIX
B N. 1 lNepewmeLlars cMechb 1 0CaauTh Karyim Ha BOPTEKCE.

4. OTo6paTh HeOOGXoAMMOE KOIMYECTBO MPOBUPOK WM CTpUNoB A8 amnmdvkaumm OHK uccnegyembix v
KOHTPO/TbHbIX 06Pa3L0B, MOJyYEHHOW Ha aTarie SKCTPakumn.

5. BHecTn B NoAroToB/IeHHbIE NMPOGMPKM PeakLMOHHYHO CMEeCh M 06pasLbl COr/lacHO Tabnmue:

Job6aBnsemblin peareHT / obpasel|

BHecTtn no 20 mkn

MpUroTOB/IEHHON PEaKLMIOHHON cMecu B NPOGUPKM ANs UCCriefyeMbIX 1 KOHTPO/TbHbIX 06pasLoB
BHecTtn no 10 mkn

BHVIMAHWE! 36eratb nonagaHnst copobeHTa B peakLOHHYH CMECh.

Mpobbl  AHK,  aKcTparvpoBaHHOW 13
uccnegyemoro obpasua

Mpo6bl AHK, akcTparvposBaHHon 13 OKO B Npo6mpky o1 OK (oTpruaTesibHOro KOHTPOSIS)

Mpobbl  AHK,  aKcTparpoBaHHOW 13
MKO STI

B MPOGMpKN 19 1ccrefyemMbiX 00pasLIoB

B Mpo6upky Anst MK (NONoXKMTENIbHOTO KOHTPOSTS)

BHUMAHWVE! Hencnonb3oBaHHbIE OCTaTKU peaKLLMOHHOVI CMECK XpaHEHWIO He Mnoa/iexar.

6. 3anporpaMMMpoBaThb aMMIMCIMKATOP C CUCTEMON AETEKLMN B PEXVME «PeaslbHOrO0 BPEMEHU» COF/IacHO
VHCTPYKLMM MO €ro NPUMEHEHIIO [/191 BbINOSHEHUS CrIefIytOLLEI MpOrpaMvib:

' loNveKARTRa VRAMUMUAHUA NAKAMA AnmiiiAe nn 200 VKA.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcua 29.07.19



EavHas nporpamma aMi/imduKaLmn 1 AETEKLMM gryOpECLIEHTHOTO CurHana

o JeTtekuna no kaHanam gns KonuuecTtBo
Lnkn Temnepartypa, °C Bpemda
LMKNoB
1 50 15 mvH - 1
2 95 15 MvH - 1
3 95 HOc - 45
60 20c FAM, R6G, ROX, Cy5, Cy5.5
MprmvevaHuA

1) PekomMeHOyemble napaveTpbl A9  NPorpaMMUpPOBaHNA  aMi/IMgoMKaTopoB  ykasaHbl BO  BKMagpbllLe,
npunaraeMom K Habopy.

2) B cnyyvae, ecrim B 0iHOM NprGope 0HOBPEMEHHO MPOBOAATCA TECTbl TOMbKO A1 BbisiBeHns OHK, MoXHO
yaanuTb U3 ykazaHHOW nporpaMmbl nepsbii war (50 °C - 15 MUH) 4719 3KOHOMUM BPEMEHN.

7. YCTaHOBUTb MPOBMPKA WK CTPUMbI B SHEKN peakUMOHHOTO MoZy/is nprbopa.
MpumveyaHue - PekomeHayeTcs nepep, NocTaHOBKOW B aMM/IMApUKaTop M1aHLETHOro Tvna ocaguTb Karyiv co
CTEHOK MPOGMPOK Ha BOPTEKCE.

8. 3anycTuTb BbINO/HEHME NPOrpaMMbl aMIIMCOMKALMA C AETEKLME (h/TyOPECLIEHTHOTO CUrHa/Ia COr/1acHoO
VHCTPYKLMM MO NMPUMEHEHUIO VICTIO/b3YEMOr0 aMIi/mMgKaTopa.

AHANNS, BLIYNCJTIEHVNE N UHTEPINPETAUUA PE3YJIbTATOB

BHUMAHVIE! O6paboTky AaHHbIX (GTyOpecLEeHTHbIX KpMBbIX), MOMYyYEHHbIX B MPOrpaMMHOM ObecreyeHnm
npuoopa, 1crnonb3yemoro A1 nposeaeHus MUP ¢ petexkumeli B peXxmMe «peasibHoro BpemeHu», NpoBoauTb
COI/TaCHO VMHCTPYKLMW MO €ro NpUMeHeHN0. PekoMeHayemble napameTpbl A/19 06paboTkM AaHHbIX yKa3aHbl BO
BKMaplLLie, npuiaraeMomM K Habopy.

AHaym3, BbMUCMIEHVE W VHTEpPMpeTauuio pesy/ibTartoB MPOBECTV B aBTOMATUYECKOM pexvMe C
MCNo/b30BaHMEM MPOrpamMMHOrO obecrieveHnss K Habopy «Ammipaim® VC MO» Bepcum 1.0 cornacHo
PYKOBOACTBY oOriepatopa Mo MNPUMMEHEHMIO MNPOrpaMMHOrO  obecrieyeHns.  PykoBOACTBO —oriepartopa U
nporpaMMHoe obecriedeHre HaxoaAaTca Ha USB donalu-HakonmTese, BXOASLLEM B COCTaB Habopa, a Takke Ha
odmupmansHoM caiite MNpousBoauTtens no agpecy; http:/mavwv.nextbio.ru/reagents/. Heobxoaumble 3HaueHUsE
O/ pacyeTa pesy/bTaToB YkasaHbl BO BKadpllLe, npuiaraemMoM K Habopy.
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NucT perncTpaunu K3IMOHONUA

Beero

Homep

Homepa nucTos
Hom. | wamendn- | samersH- aHHynupo- | TmcToeB | waseweHus of ”3':::"“ Hara
HBIX HbIX HOBIX BSHHBIX ACKyMEHTE HIMEHOHNU
09286687.016. 10.A.
1 - 1-4 - - 4 |ami12010 Dapwices | 28072019
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