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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

RCF - oT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LIEHTPUDYTU
BK - BHYTPEHHWI KOHTPOJIb

an - AOBEPUTENbHbLIN UHTEpBa

OHK - Ae3oKkcnpunboHykenHoBas KMcaoTa
OHKa3bl - Ae30KCUpUBbOHYKeassbl

K- - oTpuuaTesbHbI KOHTPO/bHbLIN 06pasel
K+ - NONOXKUTENbHbIN KOHTPO/IbHBLIN 06pasel
JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpazel
HK - HyknenHoBsble kncnotbl (PHK 1 HK)
Mnup - NosIMMepasHas LenHas peakuus
PHKa3bl - pnboHykKkeasbl




KAHA-TEH | WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHsa 2024 roaa 4 IIHK'TEXHUHOTM

BBEAEHUE

Kananaa anbbukaHc (Candida albicans) ABnseTcs YCNOBHO-NAaTOreHHbIM
MWUKPOOPraHn3MoM, crnocobHa BbI3biBaTb Takme 3aboneBaHus, Kak KaHAWAO3 MOJSI0BbIX OpraHoB
(MONOYHMLY), BarvHO3, KaHAMAO3 KWULWIEYHMKA, KaHAWAO3 CAU3UCTbIX, CBSA3aHHblE CO
3HAUUTENbHbIM YXYALWEHNEM KayecTBa XMU3HWU. TakXe BO3MOXEH KaHAMAO03 HOBOPOXAEHHbIX,
3apaxeHue rnpu KOTOpPOM MpPOUCXOAMT BO BpeMs poAaoB. [latoreHes BO MHOIMOM CBfi3aH C
COCTOSIHMEM MaKpoopraHu3ma, B TOM Yncie C MMMYHHbIM CTaTyCOM, MpUMeHeHneM aHTMBMOTUKOB
LWNPOKOro cnekTpa Agencrems u T.4. [puMeHeHue Habopa peareHToB aAnsa BbisBneHms [OHK
KaHauabl anbbukaHc (Candida albicans) no3BonsieT CBOEBPEMEHHO BbIIBUTb BO3byauTens u
HasHa4YnTb NleyeHne, B TOM 4UC/e U C UCNOAb30oBaHWeM cneundunyveckmx npenapatos. Habop
peareHToOB MOXET WCMOoJ/b30BaTbCA ANS KOHTPOASA YCNEWHOCTU JSleYeHUss MyTeM MNOBTOPHbIX
nccnegosaHuin. OTpuuaTenbHbIM pe3ynbTaT UCCnefoBaHMs NO3BOASET UCKIOUNTD KaHAMA03 Mpu

nposeaeHnn anddepeHumanbHON gMarHocTukn 3abonesaHuin.

Cnuncok nutepatypsl

1. 10.K. CkpunknH. KoxHble U BeHepuyeckne b6onesHu. YuebHUK ans Bpayen u CTYAEHTOB
mMen. By3oB. — Mocksa: "Tpuaga-X", 2000. — C. 204-205.

2. Achkar JM, Fries BC. Candida infections of the genitourinary tract. Clin Micro Reviews. 2010
Apr; 23(2): 253-273.

3. Anaisse E.J., McGinnis M.R., Pfaller M.A. Clinical Mycology. Churchill Livingstone, London,
UK; 2003: 608 pp.



KAHA-TEH | WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHsa 2024 roaa 4 IIHK'TEXHUHOTM

1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHTOoB Ans BbissBneHus OHK
kaHamabl ansbukaHc (Candida albicans) meToaoM nonuMepasHoi uenHon peakuun (KAHAO-TEH),

Aanee no TeKCTy — Habop peareHTos.

1.2 HasHaueHne: Habop peareHTOB npeaHa3sHadeH Aana BbigBieHns [OHK kaHauabl
anbbukaHc (Candida albicans) metogom lMLP B 6MonornyeckoMm mMaTepuasne 4yenoBeKka: COCKOObI
aMUTENManbHbIX KIeToKk (M3 YypOreHUTasbHOro TpaKTa, POTOMMOTKM, TMPSAMON  KULLKMU,

KOHBIOHKTMBbI r1a3a), Mo4va, CeKpeT NpocTaTthbl, 39KYNAT.
1.3 QOYHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.

1.4 MokasaHnms K NpOBEAEHUID WUCCNedOoBaHMs: CUMNOTOMbl  MHQEKUMOHHOIO  WUan
BocnanunTesibHoro 3aboneBaHnsa MOYEMNOSI0BOro TpakTa, KNWEYHWKa, pOTOrNOTKHN, r1a3, KOHTPO/b
neyeHns KaHamaosa.

MpoTUBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble K agemorpadumyeckme acnekTtbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N p,eMorpachquKmx aCnekKToB.

1.6 O6bnactb NMPpUMEHEHUA . Ha6op peareHToB MOXET ObITb MCMNONb30BaH B KJWMHWKO-

ANarHOCTn4eCKunx na6opaTopMﬂx MEANLUMNHCKUNX yqpe>K,quM|?1.

1.7 MoTeHuManbHble NONb30BaTENN: KBANUMUUMPOBAHHBIA NepcoHan, obyyeHHbIn MeToaam
MONEKYNAPHON AMArHOCTMKM M NpaBuaaM paboTbl B KIAWMHUKO-AMArHOCTMYeCKor nabopaTtopun:
Bpau KJIMHUKO-ANArHOCTUYeckon  nabopatopuun,  denbawep-nabopaHt  (MeANLMHCKUN

nabopaTopHbIN TEXHUK).

1.8 MpnMeHATb HAabop peareHToB CTPOro Mo HasHAYEeHUIO COrMTacHO AaHHOW MHCTPYKLUMU Mo

NMPUMEHEHMUIO.
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} AHK-TEXHOJNOruA

Habop peareHtoB KAH/[-IEH BbinyckaeTca B cneayrowmx BapMaHTax UCMOSIHEHUS:

- MUP c peTekunen B pexmnme peasbHOro BpeMeHN;

- MLP c dpnyopecueHTHOM AeTeKumen no KOHEYHOW TouKe.

BapunaHTbl McnonHeHns pasnu4yaroTcsa crnocobom aetekumm amnnumduumposaHHon AHK

Candida albicans:

. «MUP ¢ peTekumen B pexuMme peanbHOro BpemeHu» (Mapkumpyetca — «Real-time») -

npefHasHayeH Ana Aetekuum pesynbtatoB MUP Bo BpemMa aMnaMdukaumm C MNOMOLLbLO

JAETEKTMPYHOLUNX aMNIUGbUKaTOPOB;

o «MUP c dnyopecueHTHOM geTekuMen NO KOHeyHon Touke» (Mapkupyetca — «Flash») -

npeaHasHaydeH Aanda AeTekunun

pe3ynbTaToB

ucnonb3oBaHueM [l1LP-geTekTOpa.

2.1

2.1.1

CocTtaB Habopa peareHToB

MUP c geTekumnen B pexunMme peasbHOro BpeMeHM

MUP nocne oKOHYaHUS

amnandumkaumm ¢

R1-P110-S3/9, chacoBka S, cTpunbl

o Konunuectso HOMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTOB BHewHun Bna ..
npobupok 06bEM KOMMOHEeHTa
Mpo3pauHasa 6ecuBeTHas wam
CMecb ana amnaudukaumu, 12 cTpunos
po30Bast XXMAKOCTb Moj, no 20 MKkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Taqg-nosnmepassl posp H 2 npobupku no 500 mkn
XXNAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
MuHepanbHoe Macno po3p H 2 npobupku no 1,0 mn
MaCNSaHUCTasA XUAKOCTb
MonoxunTenbHbI Mpo3payHas 6ecuseTHas
N 1 po3p 1 npobupka 130 mMkn
KOHTPOJIbHbIN 06pa3seL, XXUAKOCTb
KpbIWwKK ansg cTpunos 12 wT

R1-P110-23/9, ¢bacoBka S, npobupkmu

HanmeHoBaHMeE KOMMNOHEHTOB

BHewHu Bug

Konuyectso
npobupok

HoMWHanbHbIN
06BEM KOMMOHEHTa

CMecb ansa amnamdukaumm,

Mpo3payHas 6ecuBeTHas um

KOHTPO/bHbIN 06pa3sel!

XNOKOCTb

po30Bas XMAKOCTb NoA 96 npobumpok rno 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuBeTHas
PacTteBop Tag-nonnmMepassbl posp 2 npobupkmn rno 500 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MunHepanbHoe Macno po3p 2 npobupkmn no 1,0 mn
MacnsaHUCTas XWAKOCTb
MonoXxnTtenbHbI Mpo3payHasa 6ecuseTHas
posp 1 npobupka 130 mkn

1 - Ha 3TMKeTKe KOMMOHEeHTa ANs Bcex (hacoBoK «[MONOXUTENbHbIN KOHTPO/bHbIN 06paseu» ykasblBaeTcs

Kak «K+»



} AHK-TEXHOJNOruA

KAHA-TEH | WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHa 2024 ropa
R1-P110-UA/9, ¢pacoBka U
. Konnyecrtso HoMuHanbHbIN
HanMmeHoBaHMe KOMMNOHEHTOB BHewHnn sng ..
npobumpok 06bEM KOMMNOHEHTa
Mpo3payHas 6ecuBeTHas Un
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mkn
po30Bas XUAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
MonumMepasa TexHoTaqg MAX Po3p H 1 npobupka 30 mMkn
XUAKOCTb
Mpo3payHas becyBeTHas
NuP-6ydep po3p 1 npobupka 600 mMkn
XUAKOCTb
MonoXuTtenbHbIM Mpo3payHas becyBeTHas
N 1 posp H 1 npobupka 130 Mkn
KOHTPO/bHbIN 06pasel XUAKOCTb

2.1.2

MUP c dbnyopecueHTHOM AETEKUMEN MO KOHEYHOM TouKe

F1-P110-51/1, ¢pacoBka S, npo6bupku 0,5 mL

o Konnuyectso HOMUHanbHbIM
HanMeHoOBaHMe KOMMNOHEHTOB BHewHnn Bng ..
npobupok 06bEM KOMMOHEeHTa
Mpo3payHas 6ecuseTHas uam
Cmecb ana amnnamdukauum,
po30Bas XMAKOCTb Nojg 100 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Taqg-nosnmepassl posp 4 2 npobupku no 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
NuP-6yde OH 1 npobupka 200 Mkn
LIP-6ydep (dpoH) KIAKOCTD pobup
Mpo3payHas 6ecuseTHasn BA3Kas
MunHepanbHoe Macno posp H 2 npobupkmn no 1,0 mn
MacCnsHUCTasa XXNUAKOCTb
MonoxunTenbHbI Mpo3pauHas 6ecuBeTHas
N 1 posp 4 1 npobupka 130 mMkn
KOHTpPOJIbHbIN 06pa3sel, XNAKOCTb
Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUID W He TpebytoT

OOMONHUTENbHOM NOAFOTOBKU K pa60Te.

KoMnneKTHOCTb:

- Habop peareHToB B OZlHOM U3 BapMaHTOB MCMONHEHUS — 1 wrT.

- NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.

- Bknagbiw - 1 aK3.

- MacnopT - 1 3K3.

2.2 KonnuectBo aHanunsnpyembix 06pasuos

Habop peareHTOoB B acoBke S paccuumTaH Ha npoBeaeHune 96 onpegeneHwnii ans
BapmaHTa ucnonHeHus «MLUP ¢ geTtekumen B pexunme peanbHoro spemern» n 100 onpeaneneHnii
ANs BapmaHTta ncnonHeHnsa «MLUP ¢ dnyopecueHTHOM aeTekumern No KOHEYHOoM ToYKe», BKto4vas
aHanmM3 HeusBecCTHbIX 06pa3uoB, OTpuuUaTeNIbHbIX KOHTPOJIbHbIX 06pa3uoB, MONOXUTENbHbIX
KOHTpPOJIbHbIX 06pa3uos 1 oHoBbLIX Npobupok. [ns BapmaHTa ucnonHeHus «MUP c getekunen B
pexuMme peanbHOro BpeMeHu»

npeaycMoTpeHo He 6osee 24 NoCTaHOBOK, A8 BapuaHTa

ncnonHeHusa «MUP ¢ dnayopecueHTHOM JeTekumenm no KOHEeYyHOM Touyke» - He 6onee

10 NnocTaHOBOK.

1 - Ha 3TMKeTKe KOMMOHEeHTa ANs Bcex (hacoBoK «[MONOXUTENbHbIN KOHTPO/bHbIN 06paseu» ykasblBaeTcs
Kak «K+»
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Habop peareHToB B (pacoBke U paccumTaH Ha npoBeaeHme 96 onpeaeneHuin npu ycriosum
NOCTaHOBKM He MeHee 5 o6bpasuoB B OAHOM uccnepoBaHum (3 Hem3BecTHbIX obpasua,

OTpULUATENbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOAa

Metoa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pe3ynbTaToOB: B pexXuMme
peanbHOro BpeMeHu, ¢ GyopeCcUEeHTHON AeTEKLMEN NO KOHEYHOM TOYKE; KQYECTBEHHbIN aHanus.

MpuHUMN MeToga@ OCHOBAH Ha MWCMNOMb30BaHMKM npouecca aMmnandwukaumm OHK ¢
MOMOLLbIO MosiIMMepasHoli uenHolh peakumn (MLP). Mpouecc amMnandukauum 3akayaeTcs B
cepunm MOBTOPSIOLWMXCS UMKIOB TemnepaTtypHoin aeHatypauum [OHK, oTxura npariMepoB C
KOMMAIEMEHTAPHbLIMM MNOCNEA0BATENIbHOCTAMU WM Mociaeaylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ 3TMx nparnmepos Tag-noamMmepasomn.

Ona nNOBbIWEHUSA 4YYBCTBUTENIBHOCTU UM CrneumduUUHOCTM peakuum npeaycMoTpeHo
MPUMEHEeHNEe <«ropsiyero» crapTta, KOTopbii obecneuymBaetrca ana ¢GacoBkM S MeToAMKOM
MPUroTOBNEHUSA peaKLMOHHON CMeCK, COCTOSILLEN U3 ABYX CM0EB, pa3AesiéHHbIX MPOCONKON U3
napaduHa. CmeweHne croés M nNpeBpalleHne UX B PEaKUMOHHYIO CMeCb MPOMCXOAUT TOSIbKO
nocne nnaefeHMsa napadumHa, 4UYTO WUCKIOYAET Hecneumduuecknii OTXUr npanMepoB Ha
OHK-MuweHn npu  HadanbHOM nporpeeBe npobupkun. «lFopaumii» crapt ana  dacoskm U
obecrneynBaeTcs MCMNONb30BaHMEM NOMMEpPa3bl, aKTUBHOCTb KOTOPOWN 6/10KMpOBaHa aHTUTENaMu,
aKTMBaumns depMeHTa NPOMCXOAUT TOJIbKO MOC/e NpeaBapuUTENbHOro MporpeBa peakuMOoHHOM
cmecn npu 94 °C. ITO UCKIYAET Hecneumduryeckuii omkur nparMmepos Ha AHK-muweHn npu
Ha4yanbHOM nporpese Npobupku.

B peakuunoHHyt cMecb ans amnamdukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
HeCéT dhyopecueHTHY0 MeTKYy M racutenb dnyopecueHumn. Mpn obpasoBaHum cneundryHoOro
npoaykta [OHK-30H4 paspywaetcs, pA[encteme racutens Ha  (yopecueHTHY  MEeTKy
npekpawaeTrcsa, 4to BeAéT K BO3pacTaHMIo YPOBHS dnyopecueHunm, KOTopbld UKCcupyeTcs
AeTekTmpytowmnm amnnmdbmkatopom mnm MLP-geTekTopom.

KonnuectBo paspylleHHbiX 30HA40B (@, cnepoBaTenbHO, M ypoBeHb diyopecueHumn)
yBenn4nmBaeTcs nNponopunoHanbHO Konndyectsy obpasoBasBlunxcs cneundunyeckmx amniankoHoB.
YpoBeHb diyopecueHuMn U3MepSeTcss Ha KaXxAoM uukie aMmnamdukauum B BapuaHTe
ncnonHennsa «MLUP c petekumen B pexume peasibHOr0 BpPEMEHM» WAKM nocne nposeaeHus
amnandumkaumm B BapuaHTe ucnosHeHus «[lUP ¢ dnayopecueHTHON AeTeKkumen no KOHEeYHOM
TOouKe»,

B coctaB cmecn gna amnandukaunmm BKAKOYEH BHYTPEHHMIA KOHTpoab (BK), kKoTopbin
npegHasHadeH 415 KOHTPONS NMPOXOoXAeHMs NoMMepasHoON LenHON peakuumu.

B coctaB AHK-30HAOB, MCNONb3ylWUXCA A0S AETeKUMM MpoayKTa aMmnnmdukauunm
nckomon AHK, BknoueHa pnyopecueHTHasa MeTka Fam. B coctas [1HK-30HA40B, ncnonb3yowmxcs
AN AeTeKuuMn npoaykta amnaumdukaumm BHYTPEHHEro KOHTPOns, BXOAUT (JlyOpeCLEHTHbIN

KpacuTtesnb Hex. B Tabnnue 1 npuBeAEHbl KaHallbl AETEKLUNN NMPOAYKTOB aMI'IJ'IVICbMKaLLVIM.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson

Candida albicans BK - - _

NccnegoBaHme cocTomT M3 cneaywowmnx stanos: BbigeneHne OHK (npo6onoarotoska),
nupP-amnandpukauma AOHK Candida albicans w petekums npoaykTtoB ammandukaumm cC
ncnonb3oBaHmeM Habopa peareHtos KAHZA-FEH. Mpu wucnonb3oBaHum HAboOpOB peareHToB
B BapuaHTe wucnonHeHusa «[MUP c¢ pgetekumen B pexmme peasbHOro BpeMeHM» 3Tanbl

nupP-amnamnpunkaumm AHK n getekumn OAHK coBmeleHbl.

24 BpeMmsa nposeaeHusa aHanusa (Bkaro4vas npobonoaroToBKy): oT 2 yacosB (B 3aBUCMMOCTHU

OT KonnyecTBa 06pas3uos 1 ncnonbdyemoro Habopa/KoMniekTa peareHToB 4ns sbigeneHuns JHK).

3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTtun4yeckast cneunduyHoOCTb

B o6pa3uax 6uonormyeckoro ™Matepuana u4enoBeka, cogepxawero [AHK Candida
albicans, nporpamMmMHoe obecneyeHune MLUP-getekTopa («MUP ¢ dpayopecueHTHOM geTekumen no
KOHEYHOW TouKe») unn paetektupytowero amnamdukatopa («MUP c pertekumen B pexume
peanbHOro BPEMEHWU») AO/HKHO PErncTpupoBaTb MNONOXWUTENbHbIA pe3yabTaT amnamdukaumm
cneundunyeckoro npoaykrta (pparmeHTta reHoma Candida albicans).

B obpasuax 6uonormyeckoro Martepuana, He coaepxawero OHK Candida albicans,
nporpammMHoe obecnedeHne peTekTupytowero amnandwukatopa wmnm MLUP-getekTopa [OMXKHO
perucTpmpoBaTb OTpuUaTeNbHbIM  pe3ynbTaT aMmnamdukaunmm cneumdunuyeckoro npoaykra
(dbparmeHta reHoma Candida albicans) W NONOXWTENbHbIN pe3ynbTaT amnandukaumm
BHYTPEHHEro KOHTposS.

MNMokasaHo OTCYTCTBME HecneumdrUecKnx NosOXMUTENbHbIX pe3ybTaToB aMnandukaumm
npu Hanudum B obpasue OHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis, Ureaplasma parvum, Neisseria
gonorrhoeae, Candida glabrata, Candida tropicalis, Streptococcus spp., Staphylococcus spp.,

a Takxke AHK yenoseka B KoHLUeHTpauun ao 1,0x108 konuii/mn obpasua.

3.2 NHTepdepupyoline BelecTBa

Hanunumne wuHrubutopos [MUP B o6pa3ue 6uonormyeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHbIX (HeomnpeaenéHHbIX/HeLOCTOBEPHbIX) pe3ynbTaTtoB. [lpuM3HaKkoM
MHrnébmposanusa TILUP saBnsetca OAHOBpeMEeHHOe OTCYyTCTBME aMnandukauum BHYTPEHHEro
KOHTpONS 1 cneuuduryeckoro npoaykra (cm. 2.3, 9.4, 9.5).

K nHrmébmtopam MLUP oTHOCATCSA cneayrowme BewecTsa: npucyTcTemne B obpasue ciunsu,

npuMecer KpoBu; Ny6puKaHTbl, TallbK, MECTHbIE NlIeKapCTBEHHbIE NpenapaThbl.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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Ons cHuxeHus konundecTsa MHrnbutopos MNLP Heob6xoammo cobniogate npasuia B3ATUS
6uonornyeckoro matepmana. lNMpu nNoao3peHUn Ha Hanmuue B obpa3sue H60MbLWIOro KonM4vecTsa
nHrnéutopos T[LP pekomeHayeTca BblbMpaTe MeToabl BblaeneHns [OHK, nossonswowme
MaKCMManbHO yAanuTb UHrnbutopsl [MLUP u3 obpa3sua, He pekoMeHAYyeTCS WCNoNb30BaTb

aKcnpecc-MeToabl BbigeneHusa AHK.

3.3 Mpenen obHapyxeHus

5 konun AHK Candida albicans Ha aMnindunkaunoHHyo Npobupky.

Mpepen ob6HapyXeHWss yCTaHOB/IEH MyTeM aHanu3a CepuilHbiX  pas3BeneHun
nabopaTopHOro KoHTponbHoro obpasua (JIKO). Onsa Kaxaon KOHUEeHTpauuu 6bi10 NpoBeaeHO

94 onpepeneHus.

KoHueHTpauusa JIKO,
. Konunuectso
KOMNMWUU Ha Konunuecrtso %0 NOJI0XKUTENIbHbIX
aMMIM(PUKALMNOHHYIO NOBTOPOB NoNoMMUTENLHBIX pes3y/ibTatoB
pe3ynbTaTtoB
npo6upky
10 94 94 100
5 94 94 100
2 94 42 44,6
0 94 0 0,0
MpumeuvaHne - Tllpegen obHapyxeHus [OHK Candida albicans B o6pa3ue 3aBuCUT OT MeToAa

npobonoarotoBkn obpasua n KoHeyHoro o6véma BoigeneHHon JHK (o6béma antounn).

Mpumep:
Mpenen obHapyxeHna 5 KonNun Ha aMMINGPUKALUNOHHYIO MPOBMPKY COOTBETCTBYET ClieAyHLWnNM
3Ha4vyeHnsaM KoHueHTpaumn OHK Candida albicans npwn ncnonb3osaHnm Habopos/KOMMNIEKTOB AN

BblAeNIeHNa HYKEeNHOBBIX KMcnoT npoussoactea OO0 «HIMO AHK-TexHonorns»:

KomMnnekTbl Ang BbiAeNieHUs1 HYKJIEMHOBbIX KUCNOT

06 NMPOBA-MY-
paseun
PANUA NMPOBA-
NMPOBA-HK MPOBA-T
o o c (npwv anouumn PANNA
B 300 mkn)
- Cockob6 anutennanbHbIX
knetok B 500 mMkn
TPaAHCNOPTHOM Cpeabl;
" pancnopmiol cpes: 50 100 300 500
- CeKpeT npocTaThl B 500 MK konui/obpasey | konui/obpasey | konun/obpasey | konuii/obpasey
TPaHCMNOPTHOW Cpeabl;
- Moua (npv BblaeneHnm ums
1,0 mn ob6pasua)

3.4 [AunarHoctmyeckmne xapakTepucTnku
KonunuyectBo obpasuos (n) — 491;
OnarHocTtmuyeckas 4yBCTBUTENbLHOCTb cocTaBnseT (95% AN) - 98,3% (96,0-99,2%);

OnarHocTtuyeckas cneymdunyHocTb coctaBnseT (95% AN) - 99,4% (98,1-99,9%).
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopun, ob6opyaoBaHue U MaTepuanbl [OKHbI
cooTBeTcTBOBaTb TpeboBaHmam MOCT P 52905-2007, mMeToamyecknx ykasaHuin MY 1.3.2569-09
«OpraHuzaumnsa paboTbl nabopaTopuii, UCNOABL3YKOLWNX MeToAbl amnaMdumKaumm HYKIEMHOBbIX
KMUCcnoT, npu paboTte ¢ MatepmanoM, CcogepxawmMm MMKpoopraHnsmbel I-IV rpynn natoreHHoOCTU»,
c cobnogeHnem CaHUTapHbIX npasun 7 HOpM CaHnllunH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

HenseecTHble 06pa3ubl paccMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. Mpu paboTte ¢
HabopoM peareHTOB c/neayeT HageBaTb O4HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpn paboTte c mmkpoopraHmamamm I-IV rpynn natoreHHocTu BbI6Op TuNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOW 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHMUTapHbIMK NpasunamMu n Hopmamm CanlnH 3.3686-21 v onpegensieTcs BUAOM
B0o36yauTens, paboyel 30HO, OCHaweHneM ee 6bokcamu buonornyeckon 6eonacHoOCTu.

CnepyeT UCNonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHWKN U NPpobupKu.

He ponyckaeTcs WCNoOMb30BaHWE OAHMX W TeX Xe HaKoHeuyHWKoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHoctu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos.,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M np., @ TakXe pacTBOPOB
peareHToB U3 OAHOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTU (MPO6UPKKM, HAKOHEYHUKM U Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX  OTX0A0B,  CoAepXXalimi
Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeseHne
HK u nocraHoBka [LUP, cneayer obsizaTtenbHo, 4O M nocne nposegeHus paboTt, obayyatb C
NOMOLLbIO BaKTepuUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTM B nabopatopumn (paboume crtonbl, wTaTtuebl, obopyaoBaHue u 4p.)
eXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEeHMEM Ae3UHPUUUPYOLWMX/MOKLWMX

CpeacTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu u Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoAykTamu MNLIP Heo6xoaAnMo TONMbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb NpobMpkun nocne amnamdukaumm, Tak Kak 3TO MOXET MPUBECTM K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuWM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopum
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbiX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKNX U CEMbCKUX NOCENEHUI, K BOAHbIM 06beKkTam,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHnsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanuune/orcytrcrBue
KomnoueHT HaGopa ONacHOro KOMMOHEHTa YKasaHue Ha pUCKM
eareHToB
P ®dacoska S ®acoska U
CMecb ana amnnudbukaumm
A ® L, HeT onacHbIX BeLwecTs - -
3aneyaTaHHas napaguHoOM
PactBop Taqg-nonnmepassl HeT onacHbIX BelwecTs - -
MuHepanbHoe Macno HeT onacHbIX BewecTs - -
NUP-6ydep (doH) HeT onacHbIX BeLwecTs - -
Cmecbkb ana amnamdurkaunm - HeT onacHbIX BelecTs -
Monnmepasa TexHoTaq MAX - HeT onacHbIX BewecTs -
MUP-6ydep - HeT onacHbIX BeLWecTB -
. fBnaetcsa 6e3onacHbIM
MonoXxuTenbHbIN A3unp HaTpus A3unp HaTpusa
o AN KOHEYHOro
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1%
nonb3osarens

Mpu pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASIbHOW
3aWmnTbl AN NpeaoTBPaLLEeHMs KOHTaKTa C OpraHu3MoM 4esnoseka. llocne okoH4YaHMs paboThl
TLWATENbHO BbIMbITb PYKU. N36eraTb KOHTaKTa C KOXeMH, rnasaMm 1 CIM3ncTbiMm 060/104KaMu.

Mpn MCNonNb30BaHMKU MO Ha3Ha4YeHU U cobnaeHUNn Mep NPeaoCTOPOXHOCTU KOHTaKT
C OpPraHM3MOM YesioBeKa MCKIHYEH.

He ncnonb3oBatb Habop peareHTOB:

— MpW HapyLWeHUM YyCNOBUIA TPAHCNOPTUPOBAHNSA U XpPaHEHUS ;

— MpU HECOOTBETCTBMW BHELWHEro BMAA peareHToB, YKasaHHOro B macrnopTe kK Habopy
peareHToB;

— NPV HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMNOHEHTOB Habopa peareHToB;

— MO MUCTEYEHMUIO CpOKa rogHoCTn Habopa peareHToB.

MpuMeuyaHne - Habop peareHTOB He COAEPXMUT MaTepuanos 6MOMOMMUECKOr0 MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpaumnsax, o6naAamnx KaHUeporeHHbIM, MyTareHHbIM AEWCTBUEM, @ TaKXe BMAIOLINX
Ha penpoAyKTMBHY GYHKUUIO 4enoBeka. [pyM WMCMONb30BaHMM MO Ha3Ha4YeHWo W cobaaeHUn Mep

NpefoCTOPOXHOCTU ABNsAeTCA 6€30nacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneaywowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

Real-time
O6opynoBaHMe, peareHTbl U pacxofHble MaTepuasbl Flash
dacoBka S | ®acoBka U

MuP-6okc aa na aa

amMnnnduKaTop C AETEKLMEN B pEXUME peanbHOro BpeMeHn?t Aa na HeT

[eTtekTop dnyopecueHumn Jd-520/560-«IXKUH»,
000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2007/01274

nnu Jetektop dnyopecueHTHbI «IXNH-4», HeT HeT Aa
000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2007/01249
TepMmocTaT nporpammmpyemblnt TM4-MLUP-01-«Tepunk>», et et na

000 «HMNO AHK-TexHonorusa», Poccus, PY N°®CP 2007/01275
MUKpOLEeHTpUdyra-sopTeKkc Aha Aa ha
poOTOp ANS MUKPOLEHTpUdYrn-sopTekca Ans CTPUNOBAHHbIX

2
N ha na HeT
npobmpok o6bEMOM 0,2 Mn
XONOAUbHUK C MOPO3UJIbHOW KaMepom na na ha
wraTnB «paboyvee Mecto» ana npobupok 06bEMOM 0,2 Mn Aa na3 HeT
wTaTme «paboyee MecTo» A5 CTPUNOBAHHbLIX NPO6MPOK 5
“ ha HeT HeT
o6bémom 0,2 Mn
wTaTne «paboyvee Mecto» ana npobupok o6LéMom 0,5 Mn HeT HeT aa
wraTnB «paboyvee Mecto» ana npobupok o6bEMOM 1,5 Mn Aa ha aa

[03aTOpbl MEXaHMYECKME UITN SNEKTPOHHbIE OAHOKAHasbHble C
nepeMeHHbIM 06BEMOM, NO3BoAOWME OTOMPATL 06BEM XUAKOCTHU aa aa na
2,0-20 mkn, 20-200 mkn, 200-1000 mkn

0AHOpPa30Bble HAKOHEYHUKN C PUNbLTPOM ANs
noslyaBToMaTn4yeckmx agosatopos, ceobogHble ot PHKa3 n [JHKas, na na aa
o06bémomM 20 MKn

OJHOpPa30Bble HAKOHEYHUKWN ANnd NoslyaBTOMaTUYECKUX 003aTOpPOB,

cBob6oaHble oT PHKa3 u JHKa3, o6bémom 200 mkn, 1000 Mkn Ad Ad Aa
WwTaTMB AN 403aTOPOB ha ha aa
npobupkn MUKpoueHTpUdyxxHble 06bEMOM 1,5 MN C KpbIWKaMmm,

cBoboaHble oT PHKa3 n HKa3 Aa Aa Aa
npobupkun amnandukaumoHHble 06bEMoM 0,2 MA C KpblKaMu HeT aas HeT
OAHOpa30Bble nepyaTkn MeanumHcKkme, 6e3 Tanbka,

TeKCTypupOBaHHbIe Aa Aa Aa
EMKOCTb ANns cbpoca Ucnonb3oBaHHbIX HAKOHEYHUKOB, NPo6UpoK na na na
WU APYrMX pacxogHbIX Matepunanos

TpaHcnopTHasa cpeaa (Npy HeobxoamMMoCTL) ha ha aa
dusmnonormyeckmii pacteop (0,9% NaCl) ctepmnbHbIi

(npn HeobxoanMoCTH) Aa Aa Aa
1 - panee no TeKCTy - [AETEeKTUpyWMii amnaudukaTop; Tpebyemble napaMeTpbl AETEKTUPYHOLNX

aMMNAN@UKaToOpoB yKasaHbl HUXe
2 - ToNbKkO ANA hacoBkM S, CTpUMbI
3 - TONbKO ANS PYYHOro A03UMPOBaHUS
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Real-time
O6opynoBaHMe, peareHTbl U pacxofHble MaTepuasbl Flash
dacoBka S | ®acoBka U

YcTpoiicTBo fo3umpytowee ATCTpMM B BapuaHTe UCMONTHEHUS
12M1 nnm 15M1, OO0 «HIMNO AHK-TexHonormna», Poccus, HeT pal HeT
PY N¢ P3H 2015/2982

0[HOpPa30Bble HAKOHEYHUKM C PUNLTPOM ANS 403MPYIOLLEero
ycTponctBa ATcTpuM B koMnniektaumm *M1, ceobogHbie oT PHKas

5 HeT nal HeT
n AHKa3, 06béMomM 200 MK MM peKoMeHAoBaHHble Ans
@HaNoOrM4YHOro NCNOAb3yYEMOro A03MPYHOLLEro yCTPONCTBA
YCTpOWCTBO AN4 3ane4yaTbiBaHUs nnaHweTtos [Tnak, 1
HeT na HeT
000 «HMNO AHK-TexHonorus»
eHTpudyra c RCF He Hmxe 100
UeHTpUdy (9) , et nat et
C ajanTepoM 4719 MUKPOMJIaHLWETOB
nosivMepHas TepMorneHKa Ans 3aneyaTbiBaHMsS MUKPOM/IaHLLETOB )
HeT na HeT
384 nyHku
MukponnaHwert MNUP 384 nyHku HeT pat HeT

Habop/KoMnnekT peareHToB Ans BbliaeneHmns HK us 6Monornyeckoro matepuana?:

- KoMnnekT peareHTOB ANS BblAeNeHNSA HYKenHoBbixX kncnot MPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009 B popme komnnekTaumm: komnaekt NMPOBA-HK,
000 «HMO AOHK-TexHonorusa», Poccusa, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB Ans BblgeneHmsa AHK no TY 9398-037-46482062-2009 B hbopMe KOMMAEKTaLUN:
MPOBA-IC, OO0 «HMNO AHK-TexHonorua», Poccunsa, PY N2 ®CP 2010/08696;

- Habop peareHTOB ANns BblaeneHns HykKenHoBbix kncnot NMPOBA-MY no TY 9398-088-46482062-2016
B ¢opme komnnektaummn NMPOBA-MY-PAMNA, OO0 «AHK-TexHonormnsa TC», Poccus,
PY N¢ P3H 2017/5753;

- KomnnekT peareHToB Ans Bbiaenenma AHK NMPOBA-PAMWA no TY 9398-015-46482062-2008
000 «HMO AHK-TexHonorus», PY N2 ®CP 2008/02939

Habop peareHTOB NMPUMEHSAETCS C AETEKTUPYIOWMMM aMNIMdUKaToOpamMn MIaHLETHOrO U
pPOTOPHOrOo TUMa C CUCTEMOM JAeTekuunm GAYyopecLeHTHOr0 CUrHana B pexXuMe peanbHoro
BPEMEHW, 3aperucTpMpoBaHHbIMW B YCTAHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLUMMU
cnepywwmm TpeboBaHUAM:

- obecneumBaeTcsa paboTta c 06beMOM peakunoHHon cMmecn 35 Mk (dacoBka S) nnun 18 mMkn
(dbacoska U);

- obecneuunBaeTtcs pabota c pnyopodopamu: Fam, Hex (Vic);

- noaorpeBaeMas Kpblwka ¢ Temnepatypomn 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/cek;

- CKOpOCTb oxnaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXAHMUSA N OAHOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

! - Tonbko Ansl aBTOMATU3MPOBaAHHOMO AO3UPOBaHMUS
2 — BO3MOXHOCTb WMCMoJIb30BaHWs Habopa/KOMMIeKTa peareHToB Ans Bblaenenus OHK Candida albicans
onpeaenseTcs BMAoM 6uonornyeckoro matepunana
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Ona paboTtel ¢ HabopoM peareHTOB Ba/MAMPOBaAHbl Cneaywolne AeTekTupylowue
aMnnmbunkaTopsbl:
- «ATnpanm» (moandukauma «ATnpanm *M*»), 000 «HMNO [AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229;
- «OTnpanm» (Moamdpukaumns «ATnpanm *X*») 000 «HMO [AHK-TexHonormna», Poccus,
PY N° ®CP 2011/10229 (Tonbko ans Habopa peareHToB B hacoBke U ana aBToMaTM3MpoBaHHOIO
A03NpOBaHuA);
- «OTnant> (Mogndukaumsa <«OTnant *S*»), 000 «HMO AHK-TexHonorms», Poccus,
PY N° ®CP 2011/10228;
- Rotor-Gene Q, QIAGEN GmbH, lepmaHusa, PY N2 ®C3 2010/07595 (Tonbko ans Habopa
peareHToB B hacoBke S, npobumpku; B hacoske U ans py4yHOro 4o3nmpoBaHus);
- CFX96, Bno-Pap JlabopaTtopwmes, UHk; CLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaid TekHonoaxuc Xongurc Mre. Jita.», CuHranyp,
PY N¢ P3H 2019/8446.

Mo BoMpocaM MNPUMEHEHUS AETEKTUPYHOLWUX aMnIndUKaTopoB, He yKasaHHbIX Bbllle,

TpebyeTca cornacoBaHue C nponsBoauTenemM Habopa peareHToB.

6 AHAJINSNPYEMbIE OBPA3Libl

6.1 MaTepuan gns nccneaoBaHus
Onsa nccnenoBaHmMsa NCNOAb3YHOT COCKOObI aNUTENNanbHbIX KNETOK (U3 ypOoreHUTaibHOro

TPpaKTa, PpOTOrNoOTKK, I'IpFIMOﬁ KNWKWN, KOHBbHOHKTUBbI rna3a), MO4y, CEKPET NPOCTaThbl, IAKYNAT.

6.2 Obuwume TpeboBaHus

NccnepoBaHne m™etogom TUP oTHocuMTCa K npsMbiM - MeTodaMm nlabopaTopHoOro
nccrnenoBaHus, No3ToMy B3siTME 6MOI0OrMYEeCcKoro MaTepmana 4Yenoseka Heob6xoanMMo NpoBOAMTDb
M3 MecCTa nokKanm3aumm MHMEKUMOHHOro npouecca. PelweHne o HeobxoAMMOCTM McCCnenoBaTb
TY WM UHYIO IOKaNn3aumio npuHUMaeT siedawmn Bpay Ha OCHOBaHMK cobpaHHOro aHaMHesa U
KJIMHNYECKON KapTuHbl 3aboneBaHus.

Onsa nony4vyeHns KOpPPEKTHbIX pe3ynbTaTtoB 60nblloe 3HaYeHne MMEeeT Ka4vyeCTBO B3ATuUS
obpasua 6O6uomaTepnana Ans  MCCAenoBaHMS, €ro  XpaHeHwe, TpaHCnopTMpoBaHuMe U
npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3sTne 6buomaTepuana MOXeT MPMBECTU K MOSYYEHUD HeAOCTOBEpPHbIX
pe3ynbTaToB W, BC/IEACTBME 3TOro, HE06X0AMMOCTU €ro NOBTOPHOrO B3STUS.

Ha »asTane noarotoBku 6uomaTepmana WCMONb3YWTE HAKOHEUYHUKM C DUIbTPOM,
cBobogHble oT PHKa3 n 1HKas.

Onsa npepoTBpalleHns KOHTaMMHAUMM OTKPbIBAWTE KPbIWKY TOJIbKO TOW MNpobupkwu,
B KoTOpyto bypete BHOCUTb Ouonormdeckun ™MaTepuan, M 3akpbiBanTe ee nepeq paboton

Co cnepytowen npobupkomn.
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MpuMmeyaHne - B3aTue, npeaBapuTenbHyto 06paboTKy, XpaHeHMe U MepeBO3Ky, nepeaavy
nuccreayemMoro mMaTepuana B Apyrve opraHusaumy OCyLLECTBASIOT COrlaCHO MHCTPYKTUBHO-METOAMUYECKUM
[IOKYMEHTaM, perfiaMeHTUpPYOLWNM BbINO/IHEHNWE WCCIeAOBaHU B COOTBETCTBMM C TpeboBaHMAMU

MY 1.3.2569-09 n CanluH 3.3686-21.
6.3 B3daTne matepmana Ha nccnenosaHue

BHUMAHME! lMepen sblgenenmem AOHK moxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpasuos 6uonornyeckoro matepmnana (6.5).

6.3.1 CockobHoe oTaensieMoe yporeHuTaabHOro TpakTta (LUepBuKanbHOro KaHana, Bnaranuua,
YPETPbl), POTOrNOTKN, NPSIMON KULLKWN, KOHBbIOHKTUBbLI rna3a
B3aTne Matepuana oCyLLeCcTBASIOT C MOMOLWbIO CreumanbHbiX MeAUUMHCKUX n3genuvi,
NMEIoLWMX perncTpaunoHHblie yaoCTOBEPEHUS, COMrlaCHO YCTaHOBAEHHOW B 3aBUCUMOCTM

OT UCTOYHUKA BMOSIOrMYECcKOro MaTepunana npoueaype.

BHUMAHME! lcnonb3oBaHne UUTOWETOK A8 B3STUS COCKOBOB M3 ypOreHuTasibHOro TpakTa

NpPOTMBOMOKAa3aHOo Npu 6epeMeHHOCTH.

OrpaHnueHune mertogal:
npu B3ATUM COCKOBOB M3 YypOreHUTasbHOro TpakKTa — MEeCTHOe MPUMEHEeHWEe NeKapCTBEHHbIX
npenapaToB, Y3W BarnMHasnbHbIM 4aTYMKOM MeHee 4yeM 3a 24 yaca 40 UccnenoBaHus;
Nnpu B3GTUM peKTaslbHbIX COCKOBOB - MCMOJSIb30BaHMe peKTalbHbIX CBe4yen, crnabuTenbHbIX
npenapaToB, MeANKaMeEHTOB, COAEepXaLMX BbICOKMM MPOLIEHT Xenesa, KoSbMOCKONUSA MeHee YeM
3a 48 yacoB 40 nccnenoBaHuA.
B3saTne cockoboB npoBoagnTCS:
- B OAHOpa30Bble MNjiacTMkoBble Npobupkn obvEMOM 1,5 mMn, B KOTOpble NpeaBapuUTENbLHO
BHeceHO 300-500 Mkn cTepunibHOro GM3noaorM4ecKkoro pacteopa;
- B NpobupKM C TPaHCNOPTHOW Cpeaown, npeaHa3HaAa4YeHHOW npousBoaUTENEM AN
TPAHCNOPTMPOBAHMA UM XpaHeHus obpa3uyoB 6uonormyeckoro Matepuana ansa [LP-
nccneaoBaHum;

- B Npobupku ¢ peaktneoM «MPOBA-PAMNA» (npoussoantens OO0 «HMO AHK-TexHonormsa»).

MpumeuvaHne - <«[MPOBA-PAMNO» He pexkomeHayeTca ansa BblgeneHns [AOHK wu3 cockobos u3

YPOreHWUTaIbHOrO TPakKTa Y MYXUMH.

BHUMAHMUE! B3satue mMartepumana B npo6bupkm ¢ peaktusom «MNPOBA-PANMUA»
OCYyLUEeCTBISIeTCA CYXMM 30HAOM! Heob6xoanmMO MCKIIOUUTBL KOHTAKT pacTBOPOB C KOXeW,

rnasamu u CIM3ncTbiMn 06004KaMu.

B3datne ™Martepumana npoBOAUTCHA B COOTBETCTBUU C WMHCTPYKUMAMU MO MNPUMEHEHUIO

MCnosb3yeMbiX HabopoB/KOMMNIEKTOB peareHToB ans sbigeneHna HK (7.1).

1 — ecnn 3To He MNpOTUBOPEYUT TPeboBaHMAM K MCMOJIb3YEMbIM HabopaM/KOMMJIEKTAM peareHToB AN
BblaeneHnsa HK

16



KAHA-TEH

6.3.1.1

| WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHa 2024 ropa 4 ﬂHK'TEXHUHOWﬂ

OcobeHHOoCTH B3STUSA YPOreHnTanbHbIX cockobos

YKeHLWnHbI HakaHyHe obcnenoBaHna He AONXKHbI npoBOANTb TyaNlET NMOJZIOBbIX OpraHoB
U cnpuHuesaHue. Onga nonyyeHus 06bEeKTUBHOIO pe3ynbTaTa H606XO,CI,MMO, 4yTObbI
MCCﬂeﬂyeMbIVI MaTepuan cogep>xxasi BO3MOXXHO 6o/bliee KOMMYECTBO anNuTenunasbHbIX

KNeETOK N MMHMUMaJ/IbHOE KOJIMYECTBO C/IN3N N MPUMECU KPOBMW.

BHUMAHME! lMNMepea nony4yeHnem cockoba anuTennasnbHbIX KJETOK U3 ypeTpbl, C 3a4Hero ceoaa

Bnaranuvua n uepBMKaJibHOro KaHasa cB0b60OAHO CcTekawuee oTaensemoe Heob6xoanmo yAalnTb

CTEPUNIbHbIM BAaTHbIM TaMMNMOHOM.

6.3.1.2

6.3.1.3

6.3.1.4

6.3.1.5

Mpn HeobxoamMmocTn B3ATUS HBuoMmaTepuana M3 HeCKOsbKMx 6MOTOMOB MNOBTOpUTE
npoueaypy, Kaxabin pa3 3abupas matepmnan HOBbIM 30HAOM B HOBYO NMpobupky.
OcobeHHOCTN B3aTUA MaTepuana 13 Bnaraamwa

MaTepuan gomkeH 6bITb B3AT 40 NPOBeAEHNA MaHyasibHOro uccienoBaHus. 3epKkano
rnepea MaHuMNynsumen MOXHO CMOYUTb ropsiyen BOAOW, NMPUMEHEHWe aHTMCENTUKOB
ans obpaboTkmn 3epkana npotusonokasaHo. Cockob 6epyT ¢ 3aaHebokKoOBOro ceoga
Bnaranuwa. Y AeBo4yeKk B3ATME MaTepuana Mnpou3BOASAT CO CAM3UCTOM 060104KM
npeaoaBepus Bnaranuwa, a B OTAENbHbIX CNyyYasX — M3 3afQHero cBoda Bnaranuiia
yepes rmmeHanbHble KosbLa.

OcobeHHOCTU B3aTUA MaTepuana U3 ypeTpbl

Mepen B3aTMEM OunomaTepuana nauMeHTy pPEKOMEeHAYEeTCs BO34epXaTbCs OT
Mo4yencnyckaHus B TedyeHue 1,5-2 vacos.

HenocpeacTteseHHO nepep B3aTMEM buoMaTepurana Heobxoammo o6paboTaTb HapyKHoe
OTBEpCTMe  ypeTpbl  TaMMOHOM,  KOTOPbIM  MOXHO  CMOYMTb  CTEPWSIbHbBIM
dun3nonornyeckmM pacTsopom.

Mpn HaNMYMM rHOMHbIX BblAeNeHnn cockob pekoMeHayeTca 6paTb yepe3 15-20 MUHYT
nocne Mo4YencnyckaHus, Npym oTCyTCTBMWU BblaeneHnii Heob6xoamMmMo NpoBeCcTn Maccax
ypeTpbl C MOMOLWbIO 30HAA ANSa B3ATMS 6uomaTepuana. B ypeTpy Yy >XeHLWMH 30HA
BBOAMTCS Ha rnybuHy 1,0-1,5 cM, y geten maTepman Ans nccnenosaHus 6epyT ToNbKoO
C HapY>XHOro OTBEPCTUS YpeTpbl.

OcobeHHOCTN B3aTUS MaTepuana M3 LepBUKasbHOro KaHana

Mepen B3aTMEM MaTepumasna HeobXoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeEM
obpaboTaTb WEeNKy MaTKK CTEPUIIbHBIM (PU3NONOrMYECKMM PacTBOPOM. 30HA BBOAAT B
LepBMKanbHbIM KaHan Ha rnybuny 0,5-1,5 cMm. MNpu nssnedeHnn 3oHga HeobxoanMMo
NOTHOCTBLIO UCK/OYUTbL €ro KacaHue CTeHOK Braranuiia.

Oco6eHHOCTU B3ATUS MaTepuana C KOHbIOHKTUBLI rnasa

Mpn HanNM4MM 06MNBLHOIrO THOWMHOIO OTAENSEMOro ero ybuparT CTEPUIbHbLIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (pnamnonornyecknm pactsopom. Cockob 6epyT C BHYTpeEHHeN
NOBEPXHOCTM HUXHEro BeKa ABUXXEHMEM K BHYTPEHHEMY yrnay rnasHon wenu. lMpwu
B3ATUM COCKoBa HeobXxoaMMO NpuaepXmBaTb BEKO pykKaMu, 4yTobbl nMpu MopraHuu

peCHMUblI HE KaCa/nCb 30HAA.
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6.3.2

6.3.3

MepBas nopums yTpeHHENR MOYN

MepByto NOPUUNIO YTPEHHEN MOYM B KadecTBe BMOSIOrMYECcKoro mMaTepuana MUCronb3yoT
npun OCTPOM BOCMaIMTENIbHOM MpoLecce HUXHUX OTAEN0B MOYEMNOJIOBOr0 TpakKTa B CBA3MU
C BblpaXXeHHOM 60/1e3HEHHOCTbIO B3STUA COCKOba anuTenmanbHbIX KIeToK.

Ona aHanusa oTbumpaloT nepByl0 MOPUUID YTPeHHel Mounm B KonumdectBe 10-15 mn.
BO3MOXHO MccnenoBaHme NepBon NOpUMM MO4YM, NOsTydYeHHONM Yyepe3 aBa n 6onee yacos
nocne npeawecTByOLEro MoYencnycKaHms.

B3aTMe MouM NpoBOAAT B CNeuManbHbIi CyXOW CTEpWSibHbI KOHTenHep O6bEMOM
00 60 Mn, CHabXXEHHbIN repMETUYHO 3aBUHUYMBAIOLLENCS KPbILKOWM.

Mocne cb6opa MOUM KOHTENHEP MJIOTHO 3aKpbIiBalOT U MapKUPYIOT.

CekpeT npocrtaThl (MpeacraTtesibHON Xese3bl)

Mepen B3ATMEM ceKpeTa MNpoCTaTbl PEKOMEHAYETCS MOos0BOe BO3Aep)XaHue B TedeHue
Tpex CyTOK A0 nccnenoBaHms.

Mepen B3gTUEM CeKpeTa NpoCcTaThbl FOJIOBKY NOMNOBOro YneHa obpabaTbiBatoT CTEPUIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (DU3NOIOrMYECKMM PaCTBOPOM.

CekpeT npoctaTbl cobupaloT nocne npeaBapuTESIbHOr0 Maccaxa npocTaThbl 4epe3
NpSMYI0 KMWKY. Maccax npoBoAWT Bpay, NOCPeACTBOM 3HEPrMYHOro HaAaB/IMBAOLWLErO
OBWXEHNS OT OCHOBAHUSA K BEPXYLUKE Xenesbl.

B3aTve BblAeNMBLUErocss MNPOCTAaTUYECKOr0 CeKpeTa MpoOBOAUTCSA MNOCAEe OKOHYaHuS
Maccaxa B 04HOpa30BYyl Npobupky o6bémMom 2,0 M1 UK KoHTenHep o6bEMoM Ao 60 mn
B Buae ceobogHo crekatowen kanam (0,15-1,0 mn).

Mocne c6opa MaTepurana EMKOCTb C CEKPETOM MPOCTaThl MJIOTHO 3aKPbIBAOT U MAPKUPYHOT.

BHUMAHME! T[lpn nogospeHnM Ha OCTPbIA MPOCTAaTUT BbIMOJHATE MaccaXx npocTaThl

KaTeropmyeckmu 3anpewleHo!!!

6.3.4

OcTaTo4yHas Mo4ya nocse Maccaxa npocraTbl

Mepen B3ATMEM OCTAaTOYHOW MOYUM MOC/E Macca)ka MpocTaTbl PeKOMeHAyeTCs MoJsioBoe
BO34epXXaHue B TeyeHne Tpex CyTOK A0 UCCneaoBaHus.

MauMeHT MoOYMTCH B TyaneTe, OCTaBNAs YaCTb MOYM B MOYEBOM My3blpe.

Mepen cbopoM MOuYM FOJSIOBKY MOJSIOBOro uyieHa obpabaTtbiBalOT CTEPWU/IbHBIM BaTHbIM
TaMMOHOM, CMOYEeHHbIM (OU3MONOMMUYECKNUM PacTBOPOM.

MaumeHTy npoBOAAT Macca)k npeacTtaTenbHOM Xene3bl B TedyeHne 1-3 MUHYT.
NHTEHCMBHOCTb Maccaxa 3aBUCUT OT KOHCUCTEHUMW npocTaTtbl: Mpu  MSAFKOM
npeacrtaTenlbHOW >Xenese OCYLWEeCTBASKT HeCUSbHble HadaB/MBaHWUS, MNpWU MNNOTHOM
KOHCUCTEHLUMW NPOCTaTbl CUY AaBNEHNS YBENNYMBAIOT.

C60p 0CTaTOYHOM MOUM OCYLLECTBISETCA NALMEHTOM MOC/e OKOHYaHMSA Maccaxa. B3saTtue
nepBoy NOpLUN MOYM NPOBOAUTCS B CYXOM CTEPUNbHBIN KOHTelHep 06béMoM ao 60 mn,
CHabXXeHHbIV repMeTUYHO 3aBMHUYMBAIOLLIENCS KPbIWKOM, B Konmdectee 10-15 mn.

Mocne cbopa MaTepunana KOHTEHep MJIOTHO 3aKpbIBAOT U MApPKUPYIOT.

BHMUMAHME! T[Ipy noao3peHuMM Ha OCTpbli NPOCTAaTUT BbIMOAHATL MacCaX npocTaThbl

KaTteropmyecku sanpewieHo!!!

18



KAHA-TEH | WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHsa 2024 roaa 4 ﬂHK'TEXHUHOWﬂ

6.3.5 2akynar
Mepepn B3aTMEM 35IKYyNsaTa (CEMEHHOM XNAKOCTM) PEKOMEHAYETCS NOSI0BOE BO3AEPXKAHUE
B TEYEHMe Tpex CYyTOK A0 MCCenoBaHus.
Mepen c60pOM 3aKynATa NaUMeHT MOYNTCHA B TyaneTe, NMoJSIHOCTbIO OMOPOXHAS MOYEBOM
ny3blpb.
Mocne MoyencnyckaHmsa naumeHT AO/HKEH TWwaTelIbHO BbIMbITb PYKM C MbIZIOM M MPOBECTU
TyaneT HapyXHbIX MOSIOBbIX OPraHOB C MbIIOM M BOAOW. [O/I0BKY MOJSIOBOr0 4jieHa u
KPanHIOK NA0Tb HE06X0AMMO BbICYLIMTb CTEPUIBHOM candeTKoNn.
DaKynaT nosaydatoT nyteM Mactypbaumun. BagTtue agkynata npoBOAUTCS B CTEPWUSIbHbIN
KOHTenHep 06béMoM 0 60 M, CHABGXKEHHbLIN repMETUYHO 3aBMHYUYMBAIOLWENCS KPbILLKOMN.

Mocne c6opa MaTepuana KOHTEWHEP MIOTHO 3aKPbIBAKOT M MAPKMPYIOT.

6.4 TpaHcnopTupoBaHMe n xpaHeHne obpasuosB bnonornyeckoro matepuana

YcnoBus TpaHCOOPTUPOBaHMSA W XpaHeHus obpasuoB 6Huonornmyeckoro matepuana
onpeaenstTcs  UHCTPYKUMAMU N0  MNPUMEHEHUI0  peKoMeHAyeMblx HabopoB/KOMMNEKTOB
peareHToB ans sbigeneHns OHK (7.1) nav ncnonbayembixX 479 TPAHCMOPTUPOBAHUS U XPaHEHUS
06pasuoB TPAHCNOPTHbLIX Cpea.

Jonyckaetcs xpaHeHue obpas3uoB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HEBO3MOXHOCTW AOCTaBKU MaTepuana B fiabopaTopuio B TeYeHMe CYTOK AO0MyCKaeTcs
OZlHOKpaTHOE 3aMopaxuBaHue Matepmana. [JonyckaeTcs XxpaHeHne 3aMOpPOXEHHOO MaTepuana npm
TeMmnepaTtype oT MuHyC 18 °C go MmnHyc 22 °C B TeueHuMe ogHoro mecsua (ecnu aTo He NPOTUBOPEYUT

TpeboBaHMSAM K MCMNONb3yeMbIM HabopaM/KoMMeKkTaM peareHToB Ans BblaeneHns HK).
BHUMAHME! Cnegyet nsberatb NOBTOPHOIO 3aMOpa)knBaHus U oTtansaHus obpasuos.

6.5 MoaroToBka 6MonorMyeckoro Matepumana yenoseka ans sbiaenenms AHK
MoarotoBka 6Huonormdyeckoro Matepuana (nNpy  HeobxoAMMOCTM)  MPOBOAUTCS
B COOTBETCTBMWU C MHCTPYKUMAMWU MO TMPUMEHEHUID WCMOoJib3yeMbiX HabopoB/KOMMNNEKTOB

peareHToB Ans BbigeneHmna HK (7.1).

7 NMPOBEAEHUE AHAJIN3A

7.1 Boigenenmne OHK 13 6bnonormyeckoro matepmana

Ona Bbigenenns OHK pekomeHayeTcss MCnosib3oBaTb Habopbl/KOMMAEKTbl peareHTOoB,
UMerLme perncTpaumoHHbie YyAOCTOBEPEHUS MEAUMLMHCKOro M34envMs W npeaHasHayeHHble
019 COOTBETCTBYIOWNX BUAOB 6buoMaTepuana C uenbko nocnegywowero uccnegosaHms [OHK
meTogom MMLP, Hanpumep, MPOBA-HK, MPOBA-I'C, MPOBA-MY-PANNA, MPOBA-PANNA,.

MpuMmeyaHne - He pekoMeHAyeTCa MCNOb30BaTb KOMMeKT peareHToB NMPOBA-PAMW/ npu BblaeneHumn

OHK 13 cockob0B 13 yporeHUTanbHOro TpakTa My>X4uH.

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnonblyemoro Habopa/KoMNaeKTa peareHToB.
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BHMUMAHME! OgHoBpeMeHHO ¢ BbiaeneHmem AHK n3 6uonornyeckoro matepmana Heob6xoammo
NnoAroToBMTb OTpUUATENbHbIN KOHTPOJIbHLIN 06pa3el, M NpPoOBECTUM €ro 4epe3 BCe 3Tanbl
npobonoarotoBku. [Ana 3TOro pekoMeHAYETCS WCNOo/b30BaTb (U3MOJOrMYECKM pacTBOp WU
oTpuUaTEeNbHbIN KOHTPOJIbHbLIN 0bpa3eLl, BXxoaswmii B coctaB Habopa/KOMNNeKTa peareHToB Ans
BblAE/IEHNSI HYK/IEMHOBbIX KWCAOT B 06bEME, yKasaHHOM B WHCTPYKUMW MO MNPUMEHEHUIO

cooTBeTCTBYHOLWEero Habopa/KoMnekTa peareHToB.

7.2 Moarotoeka n nposegeHue MNLUP. ®acoska S
BHMUMAHME!
1. Mpn npoBeaeHMW BCeX MOCieAYOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX Iy4en Ha Npobunpkmn co cMmeckbto ansa amnamdunkauymm!
2. Mpn mcnonb3oBaHuM Habopa peareHTOB B BapuaHTe ucrnonHeHus «dacoBka S, CcTpunbi»
cnepyet cTporo cobntogatb KOMANEKTHOCTb CTPUMOB M KPblWeK K HAM. He ncnonb30oBaTh KPbILWKK

K CTpunam u3s gpyrmux Habopos peareHToB!

7.2.1 Tlpomapkupymte no ogHOM npobupke/cTpunoBaHHoOM npobupke CO CMecChblo
ans amnnmdukaumm, 3anedyataHHolW napadunHoM, NS Kaxaoro HemssecTHoro obpasua,
OTpULATENBHON0 KOHTPONAbHOro obpasua (K-) M MNoNnoXWTeNbHOro KOHTPOJbHOMO
obpa3sua (K+). Mpn ncnonb3oBaHnn Habopa peareHToB B BapunaHTe ncnonHenms «MUP c
dNyopecueHTHOM AeTeKuMeN Mo KOHEYHOW TOYKEe» MpOMapKNUpymnTe AONONHUTENbHO ABE

npobupkn «®OH» anga KoHTpons doHa dnyopecueHumnn.

BHMUMAHME! Konnyectso peareHTOB pacCuYnTaHo He Honee yeM Ha 24 NOCTaHOBKW NpU yC0BUMK
BapuabenbHOro KomMyecTsa HeM3BeCTHbIX 06pa3yoB, 1 oTpuuaTebHOrO KOHTPOJIbHOro obpasua
M 1 NONOXUTENBHOIO KOHTPONbLHOro obpasua B KaXAoW MNOCTaHOBKe (BapWaHT MCNOJSIHEHUS
«Real-time») unn He 6onee yeM Ha 10 NOCTaHOBOK MpW YCNOBUKU BapuabenbHOro Konuyecrtsa
HeusBeCTHbIX 06pa3uoB, 1 oTpMUATENbLHOrO KOHTPOSbHOro ob6pasua, 1 NoNoXUTENbHOro
KOHTposibHOro o6bpasua un 2 npobupok «®OH» (BapuaHT wucnosHeHus «Flash») B kaxkgon

NMOCTaHOBKE.

Mpumep:

HeobxoanMo npoaHanunsnposaTtb 4 obpa3sua. [Ans 3TOro HyXHO:

— «[UP c petekumen B pexunme peanbHoro spemeHmn» (Real-time): npomapknposaTb 4 Npobupku
AN HeM3BEeCTHbIX 06pa3uos, ogHy Npobupky ansa «K—» n ogHy npobupky ana «K+». Obwee
KOIn4ecTBo npobupok - 6.

— «[UP c dnyopecueHTHOM pgeTekumen no KoHedHon Touke» (Flash): npomapkupoBaTtb
4 Nnpobupkn AN HeMsBeCTHbIX 06pa3uoB, ogHy MNpobupky ansa «K-», ogHy npobupky ans
«K+», nBe npobupkun «®OH». ObLee konmyecTso nNpobMpok — 8.

7.2.2  BcTpsixHuTe npobupky C pacTBOpoM Tag-noaMMmepasbl Ha MUKPOLIEHTpUdYre-BopTeKce

B TedeHne 3-5 ¢ 1 ueHTpudyrnpyiite Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

7.2.3 [dobaBbTe B Kaxayw npobupky (kpome npobupok «®OH»), He noBpexaas Cnou

napacduHa, no 10 mMkn pactBopa Tag-nonumepasbl. [obaBbTe B npobupku,

npomMapkunpoBaHHble «®OH», no 10 mkn MUP-6ydepa (doH).
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BHUMAHME! Tlpu ucnonb3oBaHun ans nposegenusa MUP getektupytowero amnnudukaTopa

Rotor-Gene Q MMHepanbHOe Macno B Npobupku He BHOCUTCS!

7.2.4 [obaBbTe B Kaxayt npobupky (npu HeobxoamMoCcTM) No oAHoM Kanne (okono 20 mMkn)
MUHepasbHOro Macna. 3akpomnTte Npobupku/cTpunsi.

7.2.5 BcTpsAXHUTE  nNpobupky C  MONAOXUTENbHbIM KOHTPO/bHbIM obpasuom Ha
MUKpOLEeHTpudyre-sopTeKkce B  TeuyeHue 3-5¢ " LeHTpudyrmnpynite Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHUMAHME!

1. Mpu wucnone3zoBaHnun ang Bblaenennsa [OHK koMmnnektoB peareHtoB [1POBA-HK n
MPOBA-PAMNL BCTpsIXHUTE Npobupku c npenapatom AHK n oTpuuatesibHbIM KOHTPOJIbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedyeHme 3-5¢c u uyeHTpudyrmpymnte Ha
MUKpoOLeHTpudyre-sopTekce B TeyeHue 1-3 c.

2. Mpn ncnonb3osaHnm ansa BblgeneHns OHK komnnekta peareHToB NMPOBA-I'C BCTpsiXHUTE
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3uUoM Ha MUKpoueHTpudyre-
BOpTekce B TeyeHume 3-5c un ueHTpudyrupynte npm RCF(g) 12000-16000 B TeueHue
OAHOM MWHYTbI ANa ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeNeHUs HagocagouvHas
XNAKOCTb, coaepxawas BblgeneHHyto [OHK, ©Obina nepeHeceHa B HOBble Npobupkuy,
LeHTpUdyrnpoBaHme nocne BCTPSAXMBAHUS MNPOU3BOAUTCS Ha MUKpPOLEHTpudyre-sopTekce
B TeyeHune 3-5 c.

3. Mpn wncnonb3oBaHun Ana  BbigeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoaMMO, He BCTpAxMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [OHK wu
oTpuUaTeNbHbIM KOHTPOJSbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM nomMecTuTb nNpobupku ¢ npenapatoMm AHK B MarHuTHbIA wTatme. B cnyyae ecnm nocne
BblAeleHNs HadocadouyHas >XWAKOCTb, coaepxawas sbigeneHHyto AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, cnepayeTr BCTPAXHYTb nNpobupkn ¢ npenapatom [HK wn oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpoLEeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 c.

4. Ans npenoTBpaweHns KOHTaMMHauuun cnegyet nepes sHeceHneM [JHK oTKpbiBaTb KPbIWKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbLCSA AaHHbIA obpasel, U 3aKpbiBaTb UX, nepea
BHeCceHueM cneaytouwiero. B cnyyae ncnonb3oBaHMs CTPUMNOB cneayeT 3aKpblBaTb KPbILWKY CTpuna
rnocne BHeceHUss B Hero obpas3uoB nepen Havanom paboTbl CO cCneaywwuMm. 3akpbiBanTe
npobupkun/ctpunebl nnoTHo. [Mpenapatel OHK ©n KOHTponbHble o06pa3subl cregyer BHOCUTH

HaKOHEYHUKaMK C HUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYKOLME MPOMapKMpoBaHHble MNPObMPKK, He noBpexaas Cnou
napadwuHa, no 5,0 Mmkn BbigeneHHoro u3 obpasuoB npenapata AHK. B npobupkuy,
npoMapkmpoBaHHble «K-», «K+» n «®OH», AHK He BHOCKUTCA.

7.2.7 BHecuTe B npobupku, npomapkupoBaHHble «K-» n «®OH», He noBpexaas Cnou
napacdwuHa, no 5,0 MKn OTpMUATENBHOrO KOHTPONAbHOrO obpasua, npouweawero 3tan

Bolaenenunsa AHK (cm. 7.1).
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MpuMeyaHune - [OTOBble HOPMUPOBOYHbIE NPOBbMPKN «DOH» AoNyCcKaeTCs UCNOSIb30BaTb MHOMOKPaTHO
npu Kaxxaon getekuum pesynbtaTos MNLP ¢ peakunMoHHbIMM NpobupKamMm 13 Toi e cepmm Habopa peareHToB
npu yCNoBMMU NCNOIb30BaHMS TOro Xe Habopa/KoMnekTa peareHToB AN BbigeneHus AHK. HopMmupoBouHble
npobupku cnegyeTt xpaHuTb Npu Temnepatype oT 2 °C pgo 8 °C B 3alUMLLEHHOM OT CBETAa MecCTe B TeyeHue
oaHoro Mecsiua. MNMpu npoBeaeHnn aeTekunm NpobmMpKM AOSMKHbI MMETb KOMHaTHYO TemnepaTypy (ot 18 °C

[0 25 °C), ana 3Toro 3a OAMH Yac 40 NpoBeAeHUs AeTeKUNN UX HEOBXO0AMMO A0CTaTb U3 XONOANNbHNKE.

7.2.8 BHecuTe B npobupky, NpoMapKuMpoBaHHYK <«K+>», He noBpexpaas cnon napaduHa,
5,0 MK MOSIOXUTENBHOINO KOHTPOJIbHOIo obpasua.

7.2.9  UeHtpudyrupyiite Bce NpobmnpKn/cTpunbl Ha MUKPOLIEHTpUMYre-BopTekce B TeueHue 3-5 ¢
(npy  wncnonb3oBaHMn ans  npoeeaeHus TUP  petekTupytowero amnaudukaTopa
Rotor-Gene Q ueHTpudyrnposaHume He 06a3aTeNbHO).

7.2.10 YctaHoBuTe BCe NpPO6UPKKU/CTpUNbI B NPpOrpaMMmMpyeMblin TepMocTaT/amnandukaTop nnm
B AeTeKTupyrLwmin amnnmdukaTop.

7.2.11 [Anqa BapuaHTa ucnonHeHus «MLP ¢ pnyopecLueHTHOM AeTeKUNEN NO KOHEYHOWN TOUKE>»:
Mposeante MUP c yuyétom o6béMa peakuMOHHOM cMecu, paBHOro 35 Mkn, B pexume,

npueeaéHHom B Tabnuue 2.

Tabnwuuya 2 - Mporpamma amnaudukaumm ana amMnaMPUMKaATOpoB C  aKTUBHbIM
perynnpoBaHuem (HanpuMmep, NporpaMMupyemblii TepMocTaT Tepunk). Bpems B ckobkax ykasaHo

anga amnnmdukaTopos 6€3 akTMBHOIO perysnmpoBaHus.

Bpems
N° n.n. TemnepaTtypa, °C KonunuectBo umknos
MWH C

1 94,0 1 00 1
94,0 0 05 (50)

2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)

3 64,0 0 05 (50) 40
67,0 0 05 (50)

4 10,0 XpaHeHue

MpuMmeyaHune - bonee nogpobHoe onMcaHWe NPOrpaMMUPOBAHUS U YMNpaBfieHUs MPOrpaMMUpyeMbIM
TepMocTaToM <«TepuuKk» COAEPXUTCS B WMHCTPYKLMM MO 3KCnayaTaumm npubopa (cM. «PyKkoBOACTBO

nonb3oBatens >>) .

7.2.12 [Ana BapuwaHTa ucnosnHeHus «MLP ¢ getekumen B pexmme peasbHOro BpEMEHU> :
Ona petexkTupytowmx amnandukatopos cepun AOT:
3anyctuTe nporpaMMHoe obecnedeHune agetektTmpyrowero amnamdukatopa. NMpu nepsom
nposeaeHuun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee v npu Nocneayowmx
NOCTaHOBKAxX CoO34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  YyKaxXuTe
KONMYeCcTBO U unaeHTudukaTopbl o06pasuos, B TOM UWUCAEe OTPUMUATENLHOrO W

MONTOXKUTENbHbIX KOHTPOJIbHbIX O6p33LI,OB, OTMETbTE pacnoJsioXXeHne I'IpOﬁVIpOK/CTpVII'IOB

1 — TecT ana AeTekTUpYyoWNX aMnandukaTopos cepun AT co3aaértca nyTéM BBoAa NapaMeTpos (napaMeTpsi
TecTa ykasaHbl B MpunoxeHun A) nnm npefocraBnsieTcs NnponssoaguTeneMm Habopa peareHToB
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Ha MaTpuue TepMobnoka B COOTBETCTBMM C UX YCTaHOBKOM wm nposeaute MUP. Mpwu
BblboOpe TecTa AomkHa oTobpaxaTbCsa NporpamMmma, NpuBeaéHHas B Tabnuue 3.

Ona petektupylowmx amnnudukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

MposeaunTte MUP ¢ yyeToMm 06bEMa peakLMOHHOM CMecu, paBHOro 35 mMkn, No nporpaMMam

aMmnaMdounkaumm, NpuBeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

Ta6bnuua 3 - [porpamMma aMnavbukauum Ans AETEKTUPYHOLWMX aMnaMbukaTopoB

«ATnpanm», «ATnant» (dacoska S)

Pe>xxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6n0ka
6510ka LIMKJI0B .
n3MepeHumn
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 Unkn
64 0 15 v
94 0 10
3 45 Unkn
64 0 15 %
4 94 0 5 1 Unkn
5 101 XpaHeHune XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui

Tabnuuya 4 - lMporpaMmma amnandukaumm ana aetektupyrouwlero amnamdumkatopa Rotor-Gene Q

(dacoeka S, npobupku)

Ne / Cycling TeMmnepartypa, °C / Bpem_|, c/ Konunuecreo umknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - pexuM oMNTUYECKMX U3MEPEHUIA, YCTaHOBUTb n3MepeHue dyopecueHumnn (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

1 — ponyckaeTcs XxpaHeHue npu TemnepaType 25 °C
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Tabnuuya 5 - Mporpamma amnamdukauum ansg aetekTupyrowmx amnnmdukatopos CFX96
(dbacosku S, U)

Bpems, KonuuecrBo uuknos
o [

N2 6no0ka (Step) TeMmnepartypa, °C MMH: CeK e

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
V - pexuM ontuyeckmx namepeHuii (Plate Read), ycTaHOBUTbL U3MepeHune dyopecueHLmm Mo
Heob6xoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuuya 6 - [Mporpamma amnandukauum ans getekTupyrowmx amnavdunkatopos Applied

Biosystems QuantStudio 5 (dacoeku S, U)

Craaus N2 wara Temnepatypa, °C Bpems, Konuuecrso unknos
MMH: CeK (noBTOpOB)
Craaus 1 80 01:00 1
yAaepxXaHus 2 94 01:30 )
1 94 0:20
Cragvs MNUP 50
2 64 v 0:20
Vv — cbop AaHHbIX 4na HeobxoanMbix dayopodopos (Fam, Vic (Hex)) BkntoueH

7.3 MoarotoBka u nposeneHune MNMUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME! lNpn npoBeaeHnn BCcex Nocneaylowmnx AencTBuin crnenyeT usberatb BO3aencTeus

NPSIMbIX COMTHEYHbIX Nly4Yeill Ha NPoBbUpPKM CO CMecbto Ans amnadukaumm!

7.3.1 T[lpoMapkupyinTe HeobxoaMMOE KOJIMYECTBO OAHOPA30BbIX aMMAMMUKALMOHHbIX
npobupok o06bEMOM 0,2 M1 AN HEW3BECTHbIX 06pa3uoB, AN OTPULIATENbHOro

KOHTpOJIbHOro o6pasua «K—» 1 NosoXMTebHOro KOHTPOIbHOIO o6pasua «K+».

MpuMmeyaHune - PekomMeHayeTca nocTaHoOBKa He MeHee 5 O6paBLI,OB B OAHOM wuccnegoBaHun

(3 HeusBecTHbIX 06pa3ua, oTpuuaTesnbHbIA U NONOXUTENbHbIA KOHTPONbHbIE 06pasupbl).

Mpumep:

HeobxoanmMo npoaHannavpoBaTb 4 HEU3BECTHbIX obpasua. a8 3TOro Hy>XHO MPOMapKMpoBaTb

4 Npobupkun ans Hem3BeCTHbIX 06pa3uoB, ogHy Npobupky ansa «K—» n ogHy npobupky ana «K+».

O6buwee konm4yecTso Npobupok - 6.

7.3.2 BcTpsaxHuTe npobupKy co cMecblo Ansd amMmnandukaumm Ha MMKpoueHTpudyre-sopTekce
B TeyeHune 3-5 ¢ n ueHTpudyrmpymnte Ha MUKpoueHTpudyre-soptekce B TeveHmne 1-3 c.

7.3.3 BHecuTe BO BCe NpOMapKMpoBaHHble Npobupku (Bknw4daa «K-» n «K+») no 6,0 Mkn
cMecun ana aMmnamdburkaunm.

7.3.4 BcTpsaAxHuTe npobupku ¢ TMUP-6ydpepom wn nonumepasoin TexHoTaq MAX Ha
MUKpOLEeHTpudyre-sopTekce B TeueHue 3-5¢ n ueHTpuoyrmnpymnte

Ha MUKpOLEHTpUdyre-BopTekce B TedeHne 1-3 c.

BHMUMAHME! lNonumMepasy TexHoTaq MAX HeobxoamMo AoCTaBaTb U3 MOPO3USIbLHOW KaMepbl

HEeNnoCcpeaCTBEHHO Nepen UCnoJsib30BaHNEM.
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7.3.5 [MpuroTtoBbTe cMech [NLP-6ydepa ¢ nonnmepason TexHoTaq MAX. [lna 3Toro cMewainTe
B OTAENbHOM OAHOpa30BOWN nNpobupke:
e 6,0 x (N+1) mkn MNUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
roe N — KOnmMyecTBO NPOMapKMPOBaHHbIX NPOBUPOK C YHETOM «K—», «K+»,
Mpumep:
Heobxoanmo npoaHanunampoBaTb 4 Heu3BeCTHbiX obpasua, «K-», «K+». NMpomMapknpoBaHHbIX
npobupok - 6. HyxHo npurotoButb cMmecb [LP-6ydepa u nonumepasbl TexHoTaq MAX ans
7 (6+1) npobupok, T.e. 42 mkn MNLUP-6ydepa + 2,1 mkn nonnmepasbl TexHoTaqg MAX.

7.3.6  BcTpsaAxHuTe npobupky C nNpurotosneHHom cmecbto [LUP-6bydepa wn nonmmepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTtekce B TeyeHue 3-5 c n ueHTpudyrmpymte

Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME! Cwmecb [MUP-6ydepa wn nonumepasbl TexHoTaq MAX Heo6xoAMMO TrOTOBUTH

HenocpeacTtBeHHO nepea Mcnosib3oBaHMEM.

7.3.7 [dobasbTe B npobupkmn co cMecbto ansa amnandunkauymm no 6,0 mkn cmecu MUP-6ydepa un

nonmMmepasbl TexHoTaq MAX. 3akpoinTte npobupku.

BHUMAHME! MNocne no6asneHus cmecu MLP-6ydepa n nonumepassl TexHoTaq MAX B npobupku

CO CMecbto ans aMnandukaunum HeobxoaAnMMo B TEYEHUE ABYX YacCOB BbINOAHUTL 7.3.8 — 7.3.13.

7.3.8 BcTpaAxHUTe  Npobupky C  MNOJIOKUTENbHbIM  KOHTPONbHbIM  06pasuoM  Ha
MUKpOLEHTpUdyre-soptekce B  TeyeHMe 3-5c UM ueHTpudyrupyiite  Ha

MUKpOLIEHTpUdYyre-BopTekce B TeueHme 1-3 c.

BHVUMAHME!

1. Mpu wncnone3oBaHnn ana  BblaeneHns [AOHK komnnektoB peareHtoB [1POBA-HK wu
MPOBA-PAMWNL BcTpaxHuTe npobupku ¢ npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOJbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedyeHne 3-5C¢c u ueHTpudyrmpymnte Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

2. Mpu ucnonb3oBaHun ansa ebigenenHnsa OHK komnnekta peareHToB [MPOBA-I'C BCTpAXHUTE
npobupku ¢ npenapatom AHK 1 oTpuuaTebHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-
BOpTEKce B TedeHue 3-5c mn ueHtpudyrmnpynte npu RCF(g) 12000-16000 B TeuyeHne ogHoOM
MUHYTbI ANna ocaxaeHusa copbeHTa. B cnyyae ecnu nocne BblaeneHns Hagocago4vyHas XXUAKOCTb,
cogepxalwas BbigeneHHyto OHK, 6bina nepeHeceHa B HOBble Mpobupku, UeHTpuUdyrmnposaHue
rnocne BCTPSAXMBAHMSA NPOU3BOAUTCA Ha MUKpoLeHTpudyre-sopTekce B TedeHue 3-5 C.

3. Mpn wucnonb3oBaHmn ansa BbligenedHns [LOHK Habopa pearenHtos [MPOBA-MY-PANMNA
HeobxoamMO, He BCTpAxMBas, UeHTpudyrmposBaTtb npobupkn ¢ npenapatom [JHK wu
OTpULUATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTtekce B TedyeHue 1-3 ¢,
3aTeM noMecTuTb nNpobupku c npenapatoMm AHK B MarHuTHbIA wTatmMB. B cnyyae ecnu nocne
BblAEIEHNA HaAoCaAouyHas XWAKOCTb, coaepxawas sblgeneHHyto AHK, 6biina nepeHeceHa B

HOBble MNPOBGUPKK, CneayeT BCTPSAXHYTb Npobupkn c npenapatoMm [AHK u oTpuuaTenbHbIM

25



KAHA-TEH | WHCTPpYKLUMSA NO NPUMEHEHUIO | 445-4 ot 28 nioHsa 2024 roaa 4 IIHK'TEXHUHOTM

KOHTPO/IbHbIM 06pa3LOM Ha MUKpOLEHTpUdyre-BopTekce B TeyeHne 3-5 ¢ n LeHTpudyrmposaTb

Ha MUKpoOLEeHTpudyre-BopTekce B TeyeHne 1-3 c.

4. [ns npeaoTBpalleHMs KOHTaMMHauWu cneayet nepes BHeceHeM [HK oTKpbiBaTb KpbIWKK

TOJIbKO Te€X I'IpO6VIpOK, B KOTOpblE 6y,u,eT BHOCUTbCS AaHHbIN O6p83€Ll,, M 3aKpbiBaTb UX Nepen

BHeceHMeM cnegytowero. 3akpbiBahTe npobupku naoTHo. lMpenapatbl AHK M KOHTpOSbHbIE

O6paBLl,bI cneayeTt BHOCUTb HaAKOHEYHUMKaMU C (bVI}'IprOM.

7.3.9

7.3.10

7.3.11

7.3.12

7.3.13

7.3.14

7.3.15

BHecuTe B COOTBETCTBYHOLIME NPOMapKMpoBaHHble Npobupkn no 6,0 MK BblAEEHHOrO
n3 obpasuos npenapata AHK. B npobupku, npomapkmpoBaHHble «K-» n «K+», OHK
HEe BHOCMKTCS.

BHecnte B npobupky, npoMapkumpoBaHHyk «K-», 6,0 MK1 OTpuuUaTeNnbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHnsa AHK (cm.7.1).

BHecnte B npobupKky, npoMapkmpoBaHHyto «K+», 6,0 MK NOJOXWUTENbLHOro
KOHTpoNnbHOro obpasua.

LleHTpudyrnpyrite sce Nnpobmpkn Ha MMKpoueHTpudyre-sopTekce B TeyeHume 3-5 ¢ (npwm
ncnonb3oBaHum anga nposeaeHus MNUP getektupytowero amnnndukatopa Rotor-Gene Q
ueHTpudyrnposaHme He o0b6a3aTenbHO).

YcTtaHoBuTe BCe npobupkn B AeTekTupylowmii amnnampukatop wn nposeagute TUP
(7.3.14, 7.3.15).

Onsa petexkTupyrowmx amnandukatopos cepun OT:

3anycTuTe nporpaMmMmHoe obecneyeHue getekTupytowero amnandukatopa. lNpu nepsom
npoBeaeHun MLP 3arpy3uTe cooTBeTCTBYOWMIA TecT!. [anee v Npu NoCieayLwmx
NOCTaHOBKAxX Co34aMTe COOTBETCTBYHLMA MNPOTOKOA  WUCCNEAO0BaHUA:  YKaXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4UCIe OTPUMUATENBHOrO W
NONIOXUTENbHbLIX KOHTPO/bHbIX 06pa3LoB, OTMETbTe pacnonoxeHwe npobMpok Ha
MaTpuue TepmMobnoKka B COOTBETCTBMU C UX YCTAHOBKOM un nposeauTte MLP. Mpu Boibope

TecTa A0o/KHa oTobpaxaTbCs nporpamMMa, NpuBeaéHHas B Tabnuue 7.

Ona petektupyrowmx amnnmdukatopo CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeaunTte MUP ¢ yyeToMm 06bEMa peakLMOHHOM CMecu, paBHOro 18 Mk, No nporpaMMam

amnnudukaummn, npmBeaéHHsbIM B Tabnnuax 5, 6, 8 COOTBETCTBEHHO.

1 — TecT ana AeTekTUpYyoWNX aMnandukaTopos cepun AT co3aaértca nyTéM BBoAa NapaMeTpos (napaMeTpsi
TecTa ykasaHbl B MNpunoxeHun B) nnm npepocrasnsieTca nponssoanTenem Habopa peareHToB
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Tabnuua 7 - T[porpamMma amMnaudukaumm pna  AeTeKTUPYHLWNUX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pe>xum
N@
6n0Ka Temnepartypa, °C MUWH C Yucno umknos ONTUYECKUX Tun 6noka
n3MepeHun
80 0 5
1 15 Uunkn
94 0 5
2 94 5 00 1 LUmkn
94 0 30
3 5 LUnkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Unkn
6 101 XpaHeHue XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui
Tabnuuya 8 - [porpamma amnaudukaumm pnsa AeTekTupylwero amnaudukatopa
Rotor-Gene Q (dacoska U)
(]
Ne / Cycling TeMmnepartypa, °C / Bpem_|, c/ Konunuecreo uuknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
vV — pexuM ONTUYECKUX U3MEPEHUI, YCTAaHOBUTL n3MepeHmne dyopecueHunn (Acquiring) no KaHanam
petekumn Green (Fam) um Yellow (Hex) npu 57 °C

7.4 MoarotoBka 1 npoeegeHme MLP. ®acoska U, ¢ NCNO/Ib30BaHMEM A03UPYHOLLIENO YCTPONCTBA

OTcTtpum (Tonbko ans getektupyrowero amnandgukatopa ATnpanm B Mmogndukaumm «ATnpanm *X*»)

BHMMAHME!

1. Ona amnnudukaumm cnegyer  MCNoOAb3oBaTb MuKporiaHwetbl [UP 384 nyHkn,
repMeTmanpyembie TeEpMONIEHKOMN.

2. Mpn npoBeneHMK BCeX MOCAeAYOWNX AENCTBMI crenyeT naberatb BO3AENCTBUS NPSAMbIX

COJTHEYHbIX Ty4en Ha NpobUpKKN Co cMecblo Ang amnandunkaymmn!

1 — ponyckaeTtcs XxpaHeHue npu TemnepaTtype 25 °C
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MpumeyaHMe - PekoMeHAyeTCs MOCTAaHOBKA He MeHee 5 o06pasuoB B OAHOM WCCAeAO0BaHMMU

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsAXHUTE NpobupKy CO CMecCbio AN amnamduKaunum Ha MUKpOLEeHTpudyre-sopTekce
B TeyeHue 3-5 c n ueHTpudyrnpyimnte Ha MUKpOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.
7.4.2 BctpaxHute npobupkn ¢ [MUP-6ycdbepom wn nonmmepason TexHoTaq MAX Ha
MUKpoLUeHTpudyre-sopTekce B TeyeHme 3-5¢ n ueHTpudyrnpymnre

Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME! Monumepasy TexHoTaq MAX Heob6xoauMMo AoctaBaTb M3 MOPO3UJILHOM KaMepbl

HenocpeacTBeHHO nepea MCcnosib30BaHUEM.

7.4.3 Cneays ykasaHuam MO gosuvpytowero ycrponcrea ATCTpuM, NpUrotoBbTe B OTAENLHOM
oaHopa3oBoi npobupke cmeck MUP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.4.4 BCTpsAXHUTE nNpobupKy C nNpUroToBiieHHOW cMmecbto [LP-6bydepa v nonumepasbl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpudyrnpymnTe Ha
MUKpoOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcTpaxHuTe npobupky C MOJSIOXUTESIbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLIEHTpUdyre-sopTeKkce B  TeyeHue 3-5c¢ " LeHTpudyrmnpymTte Ha
MUKpOLEHTpU@dyre-soptTekce B TeyeHne 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHum ana Bblaenenns [OHK komnnektoB peareHtoB [MPOBA-HK m

MPOBA-PAMWNL BcTpsaxHuTe npobupku c npenapatoM AHK n oTpuuaTesbHbIM KOHTPOJIbHbLIM

obpa3uoM Ha MuKkpoueHTpudyre-sopTekce B TedeHuMe 3-5cC u ueHTpudyrmpymte Ha

MUKpOLeHTpUdyre-sopTekce B TeveHne 1-3 c.

2. Mpu ucnonb3oBaHun ansa ebigeneHnsa OHK komnnekta peareHToB NMPOBA-I'C BCTpAXHUTE

npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHbIM 06pa3uUoM Ha MUKpoueHTpudyre-

BOpTekce B TeyeHue 3-5c mn ueHtpudyrmnpymnte npu RCF(g) 12000-16000 B TeuyeHne ogHom

MUHYTbI ANns ocaxaeHus copbeHTa. B cnyyae ecnn nocne BblaeneHns Hagocago4vyHas XMAKOCTb,

cogepxalwas BbigeneHHyt OHK, 6bina nepeHeceHa B HOBble Mpobupku, UeHTpuUdyrnposBaHme

nocne BCTPSAXMBAHMSA NPOU3BOAMTCA Ha MUKpoLeHTpudyre-sopTekce B TeveHue 3-5 C.

3. Mpn wucnonb3oBaHmn ans BbigeneHns [LOHK Habopa pearentos [MPOBA-MY-PANNA

HeobxoaMMO, He BCTpsxMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [AOHK wu

oTpuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-soptekce B TeveHue 1-3 ¢,

3aTteM nomMectutb Npobupku ¢ npenapatoM AHK B MarHuMTHbIN wWTaTMB. B cnyyae ecnu nocne

BblAENEeHNS HafocCaZo4vHas >XWMAKOCTb, coaepxawas BbliaeneHHyto AHK, 6bina nepeHeceHa B

HOBble NpobupKKW, creayeT BCTPAXHYTb Npobupkm ¢ npenapatom OHK v oTpuuatenbHbIM

KOHTPO/bHbIM 06pa3LLIOM Ha MUKpOUEHTpUdyre-sopTekce B TeyeHmne 3-5 ¢ 1 LeHTpudyrmposaTb

Ha MMKpoLUeHTpudyre-sopTekce B TeveHue 1-3 c.
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7.4.6 YcTaHoBuTe npobupKnM: CO CMecbiko ana amnnandukaumm, co cmecbto MLP-6ydepa wu
nonuMmepasbl TexHoTaq MAX, c npenapatamu [OHK, oTpuuaTesnbHbIMU KOHTPOJIbHbLIMU
obpasuamMm 1 NoNoXNTENbHBIMU KOHTPOJIbHLIMKW 06pa3uamMu, a TakXKe MUKPOMIaHWeET AN
MUP Ha pabouunit cton OTCcTpuM u npoBeanTe [03MPOBaAHME KOMIMOHEHTOB COM/1acHO
pYyKOBOACTBY MO 3KCryaTaumm.

7.4.7 TloMecTuTe akKypaTHO, He BCTPSAXMBas MMKPOMaHLWeT B MNOAJIOXKY YCTPOMCTBaA AN4
3aneyaTtbiBaHMa nnaHweTt [Tnak nocne 3aBeplleHus nporpaMMbl Ha A03UPYHOLLEM
ycTponctee ATCTpUM.

7.4.8 TlpoBeauTe 3aneyaTbiBaHMe MMKponaaHweTa MLUP nonvMepHon TepMonaeHKON cornacHo
MHCTPYKUMM K Nnpnbopy ATnak.

7.4.9 UeHtpndyrmpynte mnkponnaHwet MNUP npmn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MukponaHweTt MUP B 610K geTekTupyowero amnandukaTtopa.

7.4.11 3anyctuTte nporpaMMmHoe obecnedyeHune getekTupytowero amnamdukartopa. lNpu nepsom
npoeeaeHun [LP 3arpysuTe COOTBETCTBYWOLWMIA TecT!. Janee u npu NocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wnaeHTuduKaTopbl o06pas3uos, B TOM 4uCne OTpuUaTeNbHOrO U
MOSIOXKUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosioxeHne ob6pasuoB Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX yCTaHOBKOW u nposeauTe MUP. MNMpu Bblibope

TecTta go/nkHa otobpaxaTbca nporpamma, npmueeaéHHas B Tabnuvue 7.

8 PETNCTPALUMA PE3YJIbTATOB AMIVINOUKALIN

8.1 Perncrtpauus pesynbtaTtoB amnnmdukaumm ¢ ncnonbsosaHmem MNLP-geTekTopa

MNMocne NpoxoxaeHnsa peakumn amnnamdukayum nomectute npobupkm B MLUP-peTekTOp,
oOopMUTE NPOTOKOS U NPOBEAUTE PErUCTPaLMIO pe3ynbLTaToB B COOTBETCTBUM C UHCTPYKLUMERN NO
akcnnyatauum npubopa (NoporosBble 3HayYeHWs Ans cneumduUyeckoro npoayKTa COCTaBASAOT

1,75-2,10, Ansa BHyTpeHHero KoHTpons - 2,50).

8.2 Pernctpauuss pesynbTatoB amnaMdukaumm C WUCMOJb30BaHMEM AeTEeKTUPYHOLWNX
aMnandunkaTopos

Perncrpauusa curHana dpnyopecueHumMn Ha AeTEKTUPYIOWNX amnnndukaTopax cepum AT,
Rotor-Gene Q, CFX96 un Applied Biosystems QuantStudio 5 npoBoagnTcs aBTOMaTU4YECKN BO BpeMS

amnandunkaymu.

1 — TecT ana AeTekTUpYyoWNX aMnandukaTopos cepun AT co3aaértca nyTéM BBoAa NapaMeTpos (napaMeTpsi
TecTa ykasaHbl B MNpunoxeHun B) nnm npepocrasnsieTca nponssoanTenem Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YYéT pe3ynbTaToB aMmanduKaumMm OCYLLECTBAAETCA aBTOMAaTMUYECKM C MOMOLLbIO
nporpaMMHoro ob6ecne4yeHnss, nocrtasnseMoro c [LP-geTeKTopoM wnNu AETEKTUPYIOLWMM

aMI'IJ'IVI(bVIKaTOpOM.

9.2 Mpn MCcnonb3oBaHUN AEeTEKTUPYOLWMX aMnangunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TMn aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauusa pesynbTaToB MPOBOAUTCA B COOTBETCTBMWU C Tabnuuei 9. PesynbTaThbl
NMOCTaHOBKWN BasiNAHbl, €CNIN BbIMOJHAKTCA YCNOBMS MHTEPMNpEeTaunmn pesynbTaToB, MosyUYeHHbIX

ANt KOHTPOJIbHbIX 06Pa3L0B.

Tabnuuya 9 - WHTepnpetauus pesynbratos MLUP

Flash Real-time
PesynbTar, LY L KaHan perekuunun
NnoJslyYeHHbIA Ha A u Hex/Yellow/Vic UHTepnpeTauus pesysbtaTta
cdnyopecueHTHOM Fam/Green (BHYTpEHHUI
neTe‘llcroppeLLn)KVIH» ("'C'((:O'\;gﬂ /@: K), Ko?-ingonb),
nnm «DKUH-45 P/%-q Cp/Cg/Ct

HeunsBecTHble 06pas3Lbl

O6Hapy>xeHa
«+>» YkasaH He yunTbiBaeTcs AHK Candida albicans
(«+»)
He obHapyxeHa
«=>» He ykasaH YkasaH OHK Candida albicans

(«=»)
HenocTtoBepHbIN pe3ynbTaT
(«HO»)

«HAO» He ykasaH He ykazaH

OTpuuUaTenbHbI KOHTPOJIbHbLI 06pa3sel

OTpuuatenbHblii pesynbTtat
«=>» He ykasaH Yka3saH («=»)
Pe3ynibTaTbl MOCTAHOBKM BaNWHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>knutenbHbli pesynbrar
«<+>» Yka3saH He yuunTbiBaeTcs («<+>»)
Pe3yibTaTbl NOCTAHOBKW Ba/InAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM UWHIMOGMTOpPOB B
npenapate AHK, nony4yeHHOM 13 61MO0rMyeckoro matepuasna; HeBepHbIM BbIMOIHEHMEM NPOTOKOA
aHanusa; HecobnogeHneM TeMnepaTypHOro pexuma amnandukauum u ap. B aTom cnydae
HeobxognMo noBTopHO npoBectn TMUP, nnbo sBbigenenne OHK n nocraHosky TMLUP ansa atoro

obpasua, nnbo B3aTME BMoNornyeckoro Matepumana y nauueHTa (BbiNOSHAETCS NociesoBaTefnbHo).

9.5 Mpw Nofy4YeHUN NOMIOXKUTENBHOMO pe3ysfibTaTta A1 OTPULATENbHOro KOHTPONbHOro obpasua
pe3ysibTaTbl BCEN MOCTAHOBOYHOM CEPUN CUMTAOT HEAOCTOBEPHbLIMU. B 3TOM cnyvyae Heo6xoamMMo

npoeegeHme cneunazibHbixX MEpOI'IpI/IFITVIVI Anga BbiABNEHUA N YCTPAHEHUA BO3MOXXHOMN KOHTaMMHaL MU,

9.6 MNpn nony4yeHUM OTpULATENbHOro pesynbTata Afs MONOXUTENbHOM0 KOHTPOSbHOMO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHON CEpUU CUYMTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydyae

Tpe6yeTc54 NMOBTOpPHas noCraHoOBKa aMI'IJ'IVI(bMKaLI,VIM BCEN napTmm O6pa3Ll,OB.
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10

10.1
10.1.1

10.1.2

10.1.3

10.1.4

10.2
10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHToB OCYWECTBAAKT B TEPMOKOHTeMHepax C
X1afo3neMeHTaMm BCEMM BMAAMWM KpbITOro TpaHCMopTa nNpu TemnepaType BHYTPU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUSAM XpPaHEHUSI KOMMOHEHTOB, BXOASLUNX B
cocTtaB Habopa peareHToB.

[lonyckaetcsa TpaHcnopTupoBaHne Habopa peareHToOB, 3a WUCKOUYEHMEM MoJsiMMepasbl
TexHoTaq MAX (cdacoska U), B TepMOKOHTelMHepax C XNagod/ieMeHTaMn BCEMU BMAAMMU
KPbITOrO TpaHCMopTa MNpu TemnepaType BHYTPU TepMOKOHTelHepa oT 2 °C go 25 °C
He 6onee 5 cyTok.

JonyckaeTcs TpaHcnopTupoBaHme mnonmmepasbl TexHoTaq MAX (dacoeka U) B
TEPMOKOHTEMHEpPAX C X/jago3NeMeHTaMuM BCeMWM BMAAMM KpbITOrO TpaHCcnopTa npu
TemnepaType BHYTPM TEpPMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHToB, TpaHCNOPTUPOBAHHbIE C HapyLlEeHWEeM TeMnepaTypHOro pexuma,

NMPpUMEHEHNIO HE nMoAaneXxar.

XpaHeHune

Bce koMnoHeHTbl Habopa peareHTOB, 3a MCK/KYEHMEM nonumMmepasbl TexHoTaq MAX
(dacoeka U), cneagyer XpaHUTb B XONOAWNbHUKE WU XONOAUBHOW Kamepe rpwu
TemnepaType oT 2 °C no 8 °C B TeyeHMe BCero cpoka rogHoCTn Habopa peareHToB.
Monnmepasy TexHoTaq MAX (dacoska U) cneayeT xpaHUTb B MOPO3UIbBHON KaMepe npu
TemnepaType oT MMHyC 18 °C no MuHYyC 22 °C B TeueHune BCero cpoka rogHoctm Habopa
peareHToB.

CMmecb ang amnnudukaumm n cmecb Ans amnamdukauum, 3anedataHHyo napaduHoOM,
cnepyeT XpaHUTb B XONOAWNbHUKE UKW XON0AUBHOM KaMmepe npu Temnepartype ot 2 °C
Ao 8 °C B 3awMWwéHHOM OT CBeTa MecTe B TedyeHMe BCEero cpoka rogHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHWBLUMECH C HapyLeHWeM periaMeHTUpPOBaHHOro pexuma,

NMPpUMEHEHUNIO HE noAaiexar.

YKasaHus no akcniyatauum

Habop peareHTOB AO/IXEH NPUMEHATLCS COr/1aCHO AENCTBYIOLWEN BEPCUUN YTBEPXKAEHHOWN
WHCTPYKLMKN NO NPUMEHEHMUIO.

Ons  nonyyeHus [OCTOBEPHbIX pe3ynbTaTtoB HeobxoauMMo CTporoe cobnwogeHue

WMHCTPYKLUMW MO NpUMEHEHUt0 Habopa peareHToB.
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10.3.3 Tlocne BCKpbITUS YMNakKoOBKM KOMMOHEHTbl Habopa peareHToB cneayetr XpaHuTb Mpwu
cneayowmx ycnoBusax:

— BCe KOMMNOHEHTbl Habopa peareHTOB, 3a UCKIOYEHMEM MnonumMmepasbl TexHoTaq MAX
(dbacoska U), cneayetr XpaHuTb B XOSOAWIbHMKE WAW XONOAWIbHOW Kamepe mnpu
TemnepaTtype oT 2 °C go 8 °C B TeyeHMe BCEro cpoka roaHocTn Habopa peareHToB;

— nonuMmepasy TexHoTaq MAX (dacoska U) cneagyeT XpaHUTb B MOPO3WJIbHOM Kamepe
npu TemnepaTtype oT MUHYC 18 °C no MUHYC 22 °C B TedeHMe BCEro cCpoka rofHoCTum
Habopa peareHToB;

— CcMecb ans amnandukaumn u cMecb Ana amnandukaumm, 3anevyataHHyo napaduHomMm,
cnenyet XpaHuTb B XONOAWMNBHWKE WU XONOAWIbHOW KaMmepe npu TemnepaTtype
ot 2 °C pgo 8 °C B 3aWMWEHHOM OT CBeTa MeCTe B TeueHMe BCero cpoka rogHoCTu
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FrOAHOCTU NPUMEHEHUIO HE NoAJiexar.

11 YKA3AHUA NO YTUWIN3ALNUN

11.1 Mpn wmcnonb3oBaHuM Habopa peareHTOB B KIMHWKO-AMArHoCcTu4yeckown nabopaTtopum
obpa3yloTcs oTx0Abl Knacca B, koTopble yTUIN3UPYHOTCS B COOTBETCTBUMM C TpeboBaHUsAMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHTOB, Npuweawne B HENPUro4HOCTb, B TOM YMUC/E B CBA3U C UCTEYEHMEM
CpoKa TrOAHOCTW, MOBPEeXAEeHMEM YMNAKOBKM, noasexaT YyTuius3auum B COOTBETCTBUU C
TpeboBaHuamMu CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usroToBUTENb  FapaHTMpPYeT  COOTBETCTBME  Habopa peareHToB
TpeboBaHMSAM TEXHUUYECKUX YCNOBUIA Npn COBMIOAEHNN YCNOBUIA TPaHCNOPTUPOBAHMUS, XpaHEHUS

M 3KCcnlyatTaunn, yCtTaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctM Habopa peareHToB - 12 MecaueB npu CO6AOAEHMM BCEX YCNOBUI

TPAHCMOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTauun.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOIO MPUMEHEHUS U He NoANeXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

IVD

MeaouumnHckoe ngenne ans AMarHoCcTuku in vitro

TeMnepaTypHbIlA AManasoH

Coaep>XmMoro AoCTaTovYHO AN5 NpoBeAeHUs <n> TeCTOB

K| < | &

Mcnonb3oBaTb A0

-
H
—

Koa naptum (cepun)

[aTta narotoBneHus

O6paTtuTechb K MHCTPYKLUMKN MO NPUMEHEHUIO UMK
K MHCTPYKLMW MO NMPUMEHEHUIO B 3/IEKTPOHHOM BUAE

#| 2| &

Homep no kaTanory

E

Mn3rotoButesnb

/,
i

)
.)/_/ :

He ponyckaTb BO34eNCTBUS CONMHEYHOro cBeTa

NON

HecTtepunbHo
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EaMHas cmcTteMa KOHCTPYKTOPCKOM AokyMmeHTauumu. Obwme TpeboBaHuS K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkm M MNOCTAaHOBKM MNpOAYKUMM Ha NpOU3BOACTBO.
MeauunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKue usgenust ans ANArHOoCTUKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM u Nnoaaep>XXmBaroLLen AOKYMeHTaunu

FOCT P 51352-2013 MeanumHckme nsgenus aas AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUI
FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopum MeaULMHCKME. TpeboBaHus
6e3onacHoCTH

FOCT P NCO 15223-1-2023 Uzgenua meanumHckme. CUMBOAbI, MPpUMEHsIEMble AN nepegadu
nHdopmMauum, npeaoctasnaemMon nsrotosmutenem. Yacte 1. OcHoBHble TpeboBaHMS

FOCT P MCO 18113-1-2015 MeguumHckue wmsgenus Ans AnarHoctukum in vitro. UHdopmauus,
npenoctaeBnsemas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauuuHcKkue usgenus Ans AWArHOCTUKKM in vitro. WHdopmaums,
npeaocTaBnsemMas M3rotoeuteneMm (Mapkmposka). YacTtb 2. PeareHTbl Ans AMarHOCTUKM in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3penua MeouMuUMHCKME ANg  AMArHOCTUKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN AMArHOCTUKM in Vvitro

FOCT P 53022.3-2008 TpeboBaHMS K Ka4yeCTBY KAMHMYECKUX nabopaTopHbIX MCCNenoBaHWi,

Y.3. MNMpaBunia oLeHKM KINHNYECKOH MHMOOPMaTUBHOCTN NabopaTOpPHbIX TECTOB.

MpumeuyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHWS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eCTBUE CCbITOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHéH
MAN U3MEHEH, TO MNpu MPUMEHEHUM HACTOSLLEro J[AOKYMEeHTa cneayeT MoNb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxun IVD peareHToB 1 NpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoM AMArHoCTUKW, n apyroro nabopaTtopHoro npumeHeHus u ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npoaaxu IVD peareHtoB M npubopoB A1 MegUUMHCKOM

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeCcTBO C OrpaHUWYeHHOM OTBeTCTBEeHHOCTb «[HK-TexHonorms TC»
(000 «OHK-TexHonorua TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoesg HayuHbinn, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:
- 000 «OHK-TexHonormsa TC», 117246, Poccus, r. MockBa, npoesg HayuHbin, 4. 20, ctpoeHue 4;
- 000 «HMNO AHK-TexHonorua», 142281, Poccusa, MockoBckas obnactb, r. [MpoTBuUHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwuMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNy>X6y KINEHTCKON NOALEPKKMN.
Cnyxb6a KNIMEeHTCKOM Noanep X Ku:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crpaH CHI v 3apybexbs, 3BOHOK MNJaTHbIN),

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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MpunoxxeHue A

MapamMeTpbl TecTa, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHume
AeTeKkTupyrwmux amnnampukartopos «ATnpaim», «ATnant»
npu UMcnosnb3oBaHMun Habopa peareHtoB KAHA-TEH

B ¢pacoBke S

1) KonuuectBo npobupok B Tecte - 1;
2) O6béM peaKkUMOHHOM cMecu — 35 MKn;
3) B okHe «[lporpamMma amnindumKauumnm» BBECTU Cneaylowme napaMeTpbl:
Pe>xxum
Ne
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6n0ka
n3mepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 %
4 94 0 5 1 Lnkn
5 101 XpaHeHue XpaHeHune
V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cnepyolwine napamMeTpbl KaHanoB AeTeKLUUN:
Fam Hex Rox Cy5 Cy5.5
Candida albicans BK - - -

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 25 °C
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Mpuno>xeHue b

MapameTpbl TecTta, KOTOpbIEe Heo6xoaMMO BHECTU B nporpamMmMmHoe obecneueHue

AeTeKTUpyLwmMx amnanpukaTopoB «ATnpanm>», «ATnanr>»

npu ucnonb3oBaHmun Habopa pearentoB KAHA-TEH

B ¢pacoBke U

1) KonuuyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecu — 18 MKn;
3) B okHe «[lporpamMmma amnindumKauumnm» BBECTU Cneaylowme napaMeTpbl:
Pe>xum
Ne
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6noka
n3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 LUwnkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 2\
5 94 0 5 1 LUnkn
6 101 XpaHeHune XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cnegyrowime napamMeTpbl KaHaNoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Candida albicans BK - - -
Homep 445-4
2024-06-28

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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