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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrowme CoKkpaleHna m o603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocuTenbHOE yCKOpeHue LeHTpudyru
BK - BHYTPEHHUN KOHTPOSb

an - OBEpPUTENbHbIA MHTEpBan

AOHK - e30KCMpUBOHYKNenHoBas KnucnoTta

AHKa3bl - Ne30KCcMpnboHyKaeassl

1B - NHTepdepupyoLLMe BewecTBa

K- - oTpuLaTenbHbI KOHTPONbHbIA 0bpasey,

K+ - MOJIOXUTENbHbIN KOHTPO/bHbIA 0bpasel,

kOHK - KOMMJIeMeHTapHasa Ae30KCUPNBOHYKNenHoBas KNCIoTa
KO - nabopaTopHbIA KOHTPONbHbIM obpasel,

HK - HyKneunHoBble kncnotbl (PHK n AHK)

OPBMU - OCTpble pecnupaTopHbie BUPYCHble MHMEeKLNK

oT - obpaTHasa TpaHcKpunums

rnup - MosiMMepasHas uenHaa peakuus

PHK - pnboHYyKnenHoBas KMcnoTta

PHKa3bl - pnboHyKneasbl
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NPEAHA3BHAYEHHOE NPUMEHEHUE

NMonHoe HauMMeHoBaHue Habopa peareHToB: Habop peareHToB Ans BbigBneHus PHK
Bupyca rpunna B (Influenza B virus) metogom OT-TLP B pexnme peanbHOro BpeMeHu

(Bupyc 'punna B), nanee no Tekcty — Habop peareHToB.

Ha3HaueHune: Habop peareHToB NpeaHasHadeH Ang BbissrieHus PHK Bupyca rpunna B
(Influenza B virus) B 6uonornyeckoM maTepuane 4yenoseka (Masok W3 HOCOMNOTKWU,
pOTOrnoTKM, GPOHXO0ANbBEONAPHbLIN faBax, dHAOTpaxeasnbHbl, Ha3odapuHreanbHbIN
acnupart, MOKpoTa) MeToAOM 06paTHOM TpaHCKpUMNLMK U MOMMEPA3HON LLeNHOM peakunm

B pexunme peasibHOro BpeMeHMU.
OyHKUMOHaNbHOE Ha3HayeHne: anarHocTuka in vitro.
lMokaszaHua K NpoBeAeHUI0 UCCnenoBaHNs:

- Haan4nme CMMNTOMOB N KOHTaAKT C 6osbHbIMKM OPBU;

- npe6b|BaHme B oO4arax MHCIDEKLI,MM (C LUeNb0 paHHEro BbIABIEHNA BO3MOXHOIO

MH(MUMPOBaHMS 1 NpeaoTBpaLLEeHUs AasbHENLWEro pacrnpoCTpaHeHus).
MpoTUBOMOKAa3aHUN K MPUMEHEHMIO HET.

MonynsaumMoHHbIE U ,quorpaq)quCKMe aCneKkTbl: MNpUMeEHEHNE Ha6opa peareHToB

HE 3aBUCUT OT NONYNALUNOHHbIX N .quorpaqmquKmx aCrneKToB.

Obnactb npuMeHeHusi: Habop peareHToB MOXET OblTb MCNOSb30BaH B KJIAWHWUKO-

ANarHoCcTmyeckmnx nabopaTopmsix MeAULMHCKUX YUPEXAEHUN.

MoTeHUuManbHble NOsb30BaTENN: KBaNU(UUNMPOBAHHbIA NepcoHan, 06y4YeHHbIn MeToaaMm
MONEKYNSIPHOW AMArHOCTUKWU U npaBuiaM paboTbl B KJAMHMKO-AMArHOCTMYECKOM

nabopaTopuu.

MpuMeHsATb Habop peareHTOB CTPOro MO Ha3HAYEHUIO COrNlacHO AaHHOM MHCTPYKLUMKU MO

NPUMEHEHMIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

" HK-TEXHONOT Us

R3-P453-S3/9, cbacoBka S, ctpunbl

Konnyectso

HoMuHanbHbIN

HavmMeHoBaHMe KOMMOHEHTOB BHewHni Bua 06BbéM
npobupok
KOMMOHEHTa
Cmecb ana amnandukaumm, Mpospaunas becuserHas v 12 cTpunos
po30Bas XWAKOCTb MoA, no 15 mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
OT-NMUP-6ydep KUAKOCTb 1 npobupka 1,62 mMn
M yHas BEeTHasa
®epmeHT Tag/RT po3pauHas becuseTHa 1 npobupka 55 Mkn
BSA3Kas XWAKOCTb
BHYTpeHHUI KOHTPOJIbHbIN Mpo3payHas 6ecuseTHas
obpasey PHK-BK "A"! XUAKOCTb 1 npobupka 1,0 mn
I'Ionomvwleanbm KOHTpPOsbHbIA | [po3padHas becuBeTHas 1 npo6upka 130 MK
obpasey XNAKOCTb
KpbIWwK® anga ctpmnos 12 wr.

R3-P453-23/9, dacoska S, Npo6MpPKM

HoMuHanbHbIN

. Konwnyectso .
HavMeHoBaHMeE KOMMNOHEHTOB BHewHwnn BuA 06BbéM
npo6upok
KOMMOHEHTa
Mpo3payHas becuBeTHas uUam
Cmech Anst aMnnngukaunm, 030Bas XMAKOCTb MO 96 npobupok no 15 mkn
3ane4yaTtaHHasa napaduHoOM p A A P P
BOCKOO6pa3HbIM 6enbiM crioem
Mpo3payHas 6ecuBeTHas
OT-TMLUP-6ydep KUAKOCTb 1 npobupka 1,62 mn
®epmeHT Taq/RT Mpo3spauHas becupeTHas 1 npobupka 55 mMkn
BSI3Kasi XWAKOCTb
BHYTPEHHUI KOHTPOJbHbIN Mpo3payHas 6ecuseTHas
obpasey PHK-BK "A"! XUAKOCTb 1 npobupka 1,0 mn
MoNoXUTENbHBIN KOHTPONbHLIN | MNpo3payHas becuBeTHas 1 npo6upka 130 MK

obpaseu!

XUIAKOCTb

1 - Ha 3TUKeTKe KOMMOHeHTa Ans BceX dhacoBok «MMoNOXUTENbHbI KOHTPObHbLIN 06pasel» ykasblBaeTcs
Kak «K+», «BHyTpeHHWN KOHTpONbHbIN obpa3sel PHK-BK "A"» yka3biBaeTcs kak «PHK-BK "A"»
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R3-P453-UA/9, dacoska U
HoMuHanbHbIN
. Konnyecrtso ..
HavmMeHOBaHMe KOMMOHEHTOB BHewHW Bua NDOBUDOK 06béM
pobvp KOMMOHEHTa
Mpo3payHas 6ecuBeTHasa uam
Cmecb ana amMmnandukaumm D030Bas KMAKOCTb 1 npobupka 600 mMkn
. ) MpospauHas becuBeTHas
OT-NuP-6ydep «U» KUAKOCTb 1 npobupka 600 Mkn
Mpo3payHas 6ecuBeTHas
®epmeHT Taqg/RT BS3KAsH KUAKOCTD 1 npobupka 30 Mkn
BHYTpPEeHHUI KOHTPOSIbHbIN Mpo3payHas 6ecuseTHas
obpasey PHK-BK "A"! XUAKOCTb 1 npobupka 1,0 mn
MonoXnTenbHbIN KOHTPONbHbIN | Npo3payHas becuBeTHas 1 MDO6UDKa 130 MK
ob6paseu! XUAKOCTb pobup

Bce KOMNOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO W He TpebytoT
AOMNONHUTENbHON NOArOTOBKU K paboTe.
KOoMNIeKTHOCTb:
- Habop peareHTOB B OAHOM U3 BAapUaHTOB UCMOJIHEHMSA — 1 WT.;
- VHCTpYyKUUSA N0 NpUMEHeHuto — 1 3K3.;
- Bknaabiw - 1 3K3.;

- MacnopT - 1 3Kk3.

2.2 KonnuectBo aHannsnpyembix o6pa3uos

Habop peareHToB B (hacoBke S paccumTaH Ha npoBeaeHue 96 onpegeneHuin (He 6onee
12 nocTtaHOBOK), BKJlOYasi aHanM3 HEM3BECTHbIX 06pasuoB, OTpULATENbHbIX KOHTPOJSIbHbIX
06pa3u 0B M NONOXKNTENBbHbLIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B pacoBke U paccumMTaH Ha NnpoBeaeHmne 96 onpeaeseHnin npun ycnosum
NOCTaHOBKM He MeHee 5 o6pa3uoB B OAHOM wuccnenoBaHuu (3 HeM3BeCTHbIX o0b6pasua,

oTpuuUaTeNbHbIN U NOMOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHuMn MeToaa

MeTtoa: obpaTtHas  TpaHckpunuma PHK ¢ nocnepgywowen  aMmnandukauunen
CMHTEe3MpOBaHHbIX dparmMeHToB KAHK MeToaoM nonumepasHon uenHown peakuum (OT-TILP) B
peXXnuMme peanbHOro BpeMeHU; KayeCTBeHHbIN aHanus.

MpuHUMN MeTOAa OCHOBaH Ha MCNOb30BaHMM Npouecca obpaTtHon TpaHckpununm PHK m
nocnegywuwen amnamdpukaummn  kKOHK, 3akaiovarowencs B - MOBTOPSOWMXCA  LMKIaxX
TemnepaTypHoi AeHaTypaummn OHK, omKura npammepos C KOMMJ/IEMEHTapHbIMMU
NnocnefoBaTeNIbHOCTAMM U MOCAeAylowWen AOCTPOMKKM  MOSMHYKNEOTUAHbIX uenern C  3TUx
npanmepoB Tag-noanMepason.

OT1anbl obpatHon TpaHckpunuum PHK n MUP-amnanduvkaunmn k4AHK nposoasat B ogHOM
npobupke, 4YTo NOBbILWAET YYBCTBUTE/IbHOCTb METOAA, YMEHbLUAET BEPOATHOCTb KOHTaMUHaUNKN U

CHUXaeT BpeM4d npoBeaeHnda nccnegoBsaHna.

! - Ha 3TUKeTKe KOMMOHEeHTa ANs BceX ¢acoBoK «MMoNOXUTENbHbIA KOHTPOSbHbIN 06paseL» yKkasblBaeTcs
Kak «K+», «BHyTpeHHWN KOHTpONbHbIN obpa3sel PHK-BK "A"» yka3biBaeTcs kak «PHK-BK "A"»
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0N noBbIWEHUA 4YYBCTBUTENBHOCTM U cneundUyHOCTM peakuum npenycMoTpeHo
npUMeHeHne <«ropsyero» crapta. l[opauuin crapT obecneymBaeTcs Wcnofnb3oBaHueM Taqg-
nonnmepasbl, 610KMPOBAHHON aHTUTenaMn. CTapT NoOAMMEpPasHOM LenHOM peakumMn nponcxoamTt
TONbKO MNpW TemnepaTtypHoOn Auccoumaumm Komniekca Tag-nonummepasbl W aHTUTEN, 4To
NCKKOYaeT Hecneuuduryecknini omkur npariMepos Ha AHK-muweHn npu HavyanbHOM Mporpese
npobupku.

B coctaB Habopa peareHTOB BKJ/IHOUEH BHYTPEHHWIA KOHTPOsbHbI 06pasey PHK-BK "A",
KoTopbI fobaBnseTca B aHanusmpyemble obpa3subl Ha ctaaun BblaeneHns PHK 1 npegHasHauyeH
Ana oueHkM 3Tana BblaeneHus PHK n kauecTBa npoxoxaeHus obpaTHOM TpaHCKpUNUMK U
nonnmepasHon uenHon peakummn (OT-MLP).

B peakuMOHHYO cMecb Ana amnandukaumm seegeHbl AHK-30HAbI, KaXAbl U3 KOTOPbIX
copepxut  GdNyopecueHTHY0 MeTKy U racutens dnyopecueHunm. [llpun  obpasoBaHum
cneunduyHoro npoaykta AHK-30HA4 pa3pylwaercs, AelcTBMe racutens Ha ayopecueHTHYIo
MeTKy npeKkpalwlaeTcs, 4YTOo BeAéT K BO3pacTaHuio YypoBHSA dnyopecueHumn. Konu4yecrtso
pa3pyleHHbIXx 30HAOB (@, cneaoBaTenbHO, W ypoBeHb dyopecueHuum) Bo3pacTtaeTr
NpoONopUMOHaNbHO KONMNMYeCcTBy 06pa3oBaBlWINXCA cheunduyecknx amnamKoHOB. YpOBEHb
dyopecueHLnM n3MepsieTcs Ha KaXKAoM Unkne aMnnmdukaunm B pexnmme peanbHOro BpeMeHu.

B coctrae [AHK-30HAOB, WCNONB3YKOLWMUXCA AN AETEKUMM NPOAYyKTa amnamdukayumm
nckomon kAHK supycos rpunna B (Influenza B virus), BkntodeHa dnyopecueHTHas meTka Cy5.

B coctraB [OHK-30H40B, MCNONb3yOLWKUXCA AN19 [eTeKuuMnm npoAyKTa BHYTPEHHero
KOHTpoNibHOro obpasua, BXoAUT (JlyopecueHTHbIn KpacuTenb Hex. B Ttabnuue 1 npuseaeHbl

KaHanbl AeTEKUNN NPOAYKTOB aMI'IJ'IVICbVIKaLI,VIVI.

Tabnuuya 1 - KaHanbl geTekumu npoaykKToB aMmnnmndukaumnm

Fam/Green Hex/Vic/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
- BK* - Influenza B virus -
*- BHYTPEHHWI KOHTPONbHbIN o0bpasen, PHK-BK "A"

MccnegosaHme coctouT M3 cregylowmx atanos: BblgeneHme PHK (npobonoaroTtoska),
peakumsa obpaTtHon TpaHckpunuun PHK un MUP-amnnndukauns kOAHK ¢ oaHoBpeMeHHOM

heTeKkunen pesynbTaToB C UCMosib3oBaHMeM Habopa peareHToB Bupyc Npunna B.

2.4 Bpemsa npoBegeHns aHanusa (Bkawo4das NnpobonoaroTtoBKy): oT 2 yacos (B 3aBUCMMOCTU
OT KonmnyectBa o06pas3uoB M MUCNONbL3YyeMOro Habopa/KoMmnnekrta peareHToB Ans

Bblaenenmsa PHK).
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3 AHAJIMTUMECKUE N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTmnyeckas cneymdnyHoCTb

B o6pa3suax 6buonornyeckoro Matepmana vyenoseka, cogepxawmx PHK Influenza B virus,
nporpaMMHoe obecrneyeHne AeTekTUpylowero amnandukaTopa AOMXKHO perncTtpupoBaTthb
NOMOXUTENbHbIN pe3ynbTaT aMmnamdukaunm cneumdpunyeckoro npoaykta (dparmeHta reHoma
Influenza B virus) no 3asiBfieHHbIM KaHanaM AeTekuuu.

B o6pasuax 6uonormyeckoro Matepumana, He cogepxawux PHK Influenza B virus,
nporpamMMHoe obecrneyeHne AeTekTUpylowero amnandukaTopa AOMXKHO perncTtpupoBaTthb
oTpuuaTenbHbI pe3ynbTaT amnandukaumm cneumdpuueckoro npoaykrta (dpparmeHta reHoma
Influenza B virus) 1 NONOXWUTENbHbIA pe3ynbTaT amnandmKaunm BHyTPEHHEro KOHTPOSIS.

Moka3aHO OTCYTCTBME MepeKpecTHbIX Hecneumduyecknx peakumn KakKaon U3 cUCTeM
O/IMTOHYKNEOTMAO0B, BXOASWMX B COCTaB Habopa peareHTOB, MO OTHOLWEHMUID K BUpycaM,
onpeaensieMbiM ApyrmMm CUCTEMaMu.

Moka3aHo OTCYTCTBME Hecneundpunyeckmnx nonoXnMTEsNbHbIX pe3yabTaToB aMnandukaumm
npu Hannuum B obpasue PHK Influenza A virus, Human Coronavirus 229E, Human Coronavirus
HKU-1, Human Coronavirus NL-63, Human Coronavirus 0OC-43, Human Metapneumovirus,
Human Parainfluenza virus type 2, Human Parainfluenza virus type 3, Human Parainfluenza virus
type 4, Human Parainfluenza virus type 1, Human Rhinovirus, MERS-CoV, Respiratory syncytial
virus, SARS-CoV-2, OHK Human Adenovirus, Human Bocavirus, Bordetella parapertussis,
Bordetella pertussis, Chlamydophila pneumoniae, Haemophilus influenzae, Klebsiella
pneumoniae, Legionella pneumophila, Moraxella catarrhalis, Mycoplasma pneumoniae,
Staphylococcus aureus (methicillin-resistant), Streptococcus pneumoniae, a Takxe [OHK
yenoBeka B KOHUeHTpaumu ao 1,0 x 108 konuin/mMn obpasua.

B xoae npoBeAeHUs BanMAAUMOHHbLIX UCMbITAHWMM NMOKasaHO Hanuume cneunduyeckmnx
pe3ynbTaToB amMmnandukaumm npu Hanmumm B obpasue PHK, BbigeneHHom u3 11 wramMmoB rpunna

B pasnnyHbiX annaeMmyeckmnx ce3oHoB.

3.2 NHTepdepupytowme BewecTsa

Hannume B o06pasuax 6uonornmdyeckoro ™artepumana WHTepdepupyroWwmMx BeLWecTs,
KoTOopble  MOryt wuHrmbuposatb [ILUP, MoOXeT ABAATbCA  MPUUMHOM  COMHUTESNbHbIX
(HeonpeaenéHHbIX/HeaOCTOBEPHbLIX) pe3ynbTaTtoB. [1pu3HakKoM nonHoro uHrnbuposaHusa TLP
SABNSIETCA OAHOBPEMEHHOe OTCYTCTBME aMnnndmKaumm BHYTPEHHENO KOHTPOSA U crieumduyeckmnx
NpoAYKTOB.

K nHTepdepmnpyrowmnM Bewecrsam, MHrimbmpyowmm MNLP, oTHeceHbI:

- 3HAOreHHble BewecTBa (UenbHas KpoBb, NENKOUNTbLI, CNN3b);

- 3K30reHHble (BewecTtBa, pobasnsemble B o06pa3ubl 6momarepuana BO BpeMs
npobonoarotoBkn (M30MNPOMWAOBBLIM  CNUPT W MEeTUNaueTaT), MeCTHble JeKapCTBEHHbIE
npenapartsl).

MakcuMManbHble KOHUEHTpaumMu UuHTepdepupylowmx BewecTB, Mpu  KOTOPbIX He

Habnoganocb BAMSHME Ha npoBeAeHue aMnandukaunm, coctaBnatoT: remornobuH — 0,35 mr/mn
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obpasua PHK, nsonponunosbii cnnpt — 100 mkn/mn obpasua PHK, metunauetat - 100 mMka/mMn
obpasua PHK.
KaK JIeNKOUWTbI, MeCTHble

NHTepdepupylollee BAMSHUE TaKWMX BELLECTB, Cnu3b,

NeKapCcTBEHHble MpenapaTtbl, KOTOpble MOryT coaepxaTbcsl B obpa3uax 6uomaTepuana B
KIMHUYECKM 3HAYMMbIX KOHLEHTpauMsx, He Habnoaanochb.

ONns  CHWXeHUs KoNuyecTBa WHTepdepupyrowmMx BewecTs, WHrnbupyowmx MLUP,
HeobxoauMo cobntoaaTb MpaBwuna B3sSTUMA 6uonornyeckoro MaTtepuana. lNpu NoAO3peHUMM Ha
Hannumne B obpa3sue 601boro KonmyectTsa MHrMbUTopos MNLIP pekoMeHAyeTcs BbIGUpaTb MeTOAbI
BblAENEHNS HYKNENHOBbLIX KWUC/OT, MO3BONSIOWME NMPOM3BECTU UX MaKCMManbHOE yAasieHue u3

o6pa3u.a, HE pEKOMEHAYETCA UCMNOJ1Ib30BaATb 3KCMNpPeCC-METOAbl BblAENEHUA HYK/ITENHOBbLIX KNCNOT.

3.3 Mpenen obHapyxeHus
Mpenen obHapyxeHus: 10 KOMWMA HYKNEMHOBOW KMUCNOTbl Ha aMnanduKauMOHHYHO
npobupky.

Mpeaen obHapy>XeHWUs yCTaHOBJSIEH MYTEM aHanM3a CEPUMHbLIX pa3BeAeHUN ABYX Cepuii

nabopaTopHOro KoHTposibHoro obpasua (J1IKO).

Mpeaen

obHapyxeHus

B obpa3sue O6uomatepuana

3aBUCUT OT

METOoAa

npobonoaroToBkM obpasua n KoHeyHoro o6véma BolaeneHHon PHK (o6béma antounn).

MNpenen o6HapyxeHna 10 KOMUA HYKNEMHOBOW KWUCIOThI

Ha aMI'IJ'IMCbI/IKaLLI/IOHHYI-O

NpobMpKy COOTBETCTBYET C/eAylolWMM 3HAUYEeHUAM KoHueHTpauuu PHK B obpasue npwu

MCNoJsib30BaHUA H860p0B/KOMI’IJ’IeKTOB peareHToB Angd BblAeNneHNAa HyKNENHOBbIX KUCNIOT.

.. Mpenen
HanmMeHoBaHMe O6béM
obHapyxeHus,
BvomaTtepuan Habopa/koMnnekTa ans NOSy4YeHHOro KoM/ M
BblaeneHnsa PHK npenapata, MK
obpasua
MPOBA-HK 50 1000
Mas0K M3 HOCOrNoTKM, POTOrNOTKN B MPOBA-HK-S 50 1000
500 MKn TpaHCNOpTHOM cpeabl MPOBA-MY-HK-S 100 2000
MPOBA-MY DWP 100 2000
BpoHxoanbBeONSPHbLIN NaBax,
3HAOTpaxeanbHbIN, MPOBA-HK 50 1000
HaszodapuHreanbHbIn acnupart
MokpoTta (npepobpaboTka c MPOBA-HK 50 5000
MYKOJIU3UHOM)
3.4 [unarHoctnyeckne xapakTepucTuku
AnarHocruuyeckas AnarHocrnueckas
YYBCTBUTEJ/IbHOCTb cneum@PuyHOCTb
Bua 6nomarepmana
UccnepoBaHo 3HaueHue, UccnepoBaHo 3HaueHue,
o6pasuoB (95 % Oan) o6pasuos (95 % An)
MasKw 13 HOCOrI0TKM 25 100 % 25 100 %
(86,28 — 100) (86,28- 100)
100 % 100 %
Masku n3 poTornoTku 25 (86,28 - 100) 25 (86,28 100)
Acnvpat
. 100 % 100 %
Ha30d3apMHreanb|:|b|M 7] 35 (90,00 - 100) 35 (90,00 - 100)
3HAOTPaxeanbHbIN
BpoHx0anbBeOISIPHbIN 25 100 % 25 100 %
naBax (86,28 - 100) (86,28 - 100)
100 % 100 %
Moxkpora 25 (86,28 - 100) 25 (86,28 - 100)
100 % 100 %
Wroro 135 (97,30 - 100) 135 (97,30 - 100)
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4 MEPbI NPEAOCTOPOXHOCTHU

OpraHusaums pabotbl [MLUP-nabopatopun, ob6opynoBaHne un MaTepuanbl LODKHbI
cooTBeTcTBOBaThb TpeboBaHmsaM TOCT P 52905-2007, meToan4eckmx ykasaHui MY 1.3.2569-09
«OpraHunsaumsa paboTtbl nabopaTopuii, MCMONb3YIOWKMX METOoAbl aMMIn@UKaAUUM HYKNEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuanomMm, cogepxxawmumMm MnMKpoopraHusmel I-IV rpynn natoreHHoCcTu»,
C cobnioaeHneM caHuUTapHbix npaBuan  uM  HopM CaHluH  3.3686-21 «CaHuTapHo-
anngeMmnonornyeckme tpebosaHua no npopunakTuke MHOEKUNOHHBbIX BonesHemn».

HewnssecTHble 06pasubl paccMaTpMBalOTCa Kak MoTeHuuanbHO-onacHble. Mpu paboTe ¢
HabopoM peareHTOB crieAyeT HajeBaTb OAHOpPa30Bble nepyaTkn 6e3 Tanbka.

Mpu paborte c MuUkpoopraHuamamm I-IV rpynn naToreHHOCTU BbIGOp TuNa 3alUTHOro
KocTioMa (paboueli opexabl U CpPeaCTB MHAMBMAYANbHOW 3alimMTbl) NPOBOAUTCS B CTPOroM
COOTBETCTBUW C CAHUTapHbIMK Npasunamu n Hopmamu CanluH 3.3686-21 n onpegenseTcsa BMAOM
B0o36yauTens, paboyen 30HOM, ocHalweHWeM ee 6okcaMmn bruonornyeckon 6es3onacHoCTU.

CnenyeTt UCnonb30BaTb TOIbKO O4HOPA30Bble HAKOHEYHUKN U NPOBUpPKHU.

He ponyckaeTca uCNonb30oBaHWE OOHUMX M TeX Xe HAKOHEYHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uosB bnonormyeckoro matepuana.

K pabote ¢ HabopoM peareHTOB [AOMycKaeTca MepcoHan, o6yyeHHbIn MeToAaM
MOSIEKYNAPHON AMAarHOCTUKM U npasmnam paboTbl B KIMHUKO-AMArHoCcTu4eckon nabopatopumu.

BoiaeneHne PHK cneapyet npoBoauTh B 60kcax buonornyeckon 6esonacHoctum 11 knacca.
MoarotoBky k OT-MUP c mncnonb3oBaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B [LIP-
bokcax.

3anpewaerca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4YMcne A03aTopos,
WwTaTneos, nabopaTopHON MNOCYyAbl, XanaToB, FOMOBHbIX YO6OpPOB M Np., a Takxe pacTBOpPOB
peareHToB U3 OAHOro NoMeLleHns B apyroe.

Jo3aTopbl A0NXKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaNUTOBAHHbIX
nabopaTtopusix) U NPOMapKMpPOBaHbI.

Mcnonb3oBaHHbIe 0OA4HOPA30Bble MPUHAANEXHOCTU (MPOBUPKM, HAKOHEYHUKUM U Ap.)
OOMKHbI  cbpacbiBaTbCA B KOHTEWHEp AN MeOAMUMHCKMX  OTXOAO0B,  CoAepXXaluui
Ae3nHdbuumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHOCTM paboumnx CTONOB, a TaKXe NoOMeLEeHUs, B KOTOPbIX NPOBOAUTCSA BblAeneHune
HYKJ/TEMHOBbLIX KMUCAOT M noctaHoska OT-MUP, cnegyeTt obs3aTtenbHO, A0 W Nocne npoBeaeHus
paboT, obny4yaTb C NnoMoublo HakTeEpUUMAHbBIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce nosepxHocTn B nabopatopum (paboume crtonbl, wTaTtuBbl, obopyaoBaHme 1 ap.)
eXeAHEeBHO noaBepralT BAaxHon ybopke C MpUMEHEHUEM Ae3nHPUUNPYIOLWMX/MOOLWMX

CpeAcTB, perfaMeHTUPOBaHHbIX CaHUTApPHbIMKU NpaBunaMm n HopmMamum CaHllnH 3.3686-21.

BHUMAHME! YTunusunposatb otxoabl ¢ npoayktamu OT-TMLUP Heo6xoanMMo TONbKO B 3aKpbITOM

Bmnae. He gponyckaeTtcs oTKpbiBaTb Npobupku nocne amnandukaunmn (MY 1.3.2569-09).

Mpn wncnonb3oBaHum Habopa peareHTOB B KJMHWKO-AMarHoCcTu4yeckown nabopaTtopum
obpa3sylTca oTXoabl Knacca B, KOTopble YyTUAM3UPYIOTCS B COOTBETCTBUMM C TpeboBaHuMAMMK

caHuTapHbix TnpaBun un  HopMm CaHluH 2.1.3684-21 «CaHuTapHO-3nunaeMmonoruyeckue
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TpeboBaHUA K COAEPXAHMIO TEPPUTOPUIA TOPOACKUX U CENMbCKUX MOCENEHUI, K BOAHbIM 06beKTaM,
NMUTLEBON BOJAE W MUTLEBOMY BOAOCHAGXEHMIO, aTMOChEPHOMY BO34yXYy, MOYBaM, >XWUJIbIM
MOMELLEHUNSAM, IKCMIyaTauun NMpoOn3BOACTBEHHbIX, O6LLIECTBEHHbIX MOMELLEHWUA, OpraHn3aunm m

NpoBeAeHU0 CAHUTapHO-NPOTMBO3INUAEMUYECKUX (MPOPUNAKTUUECKMNX) MEPONPUATUIN>.

OnacHble KOMMNOHEHTLI B Ha60pe peareHToB

KoMnoHeHT Habopa Hanuume/otcytcrBue
YKasaHue Ha pUCKH
peareHToB OrNnacHOro KOMNOHeHTa
Cmecb gna amnnmdukaumm, ABnsieTca 6e3onacHbIM
A3up HaTtpusa meHee 0,1%
3anevyaTtaHHas napaguHoM AN KOHEYHOro nosb3oBartens
ABnsieTca 6e30nacHbIM
Cmecb gna aMmnnmdumkaumm A3ua HaTpusa MeHee 0,1%
AN KOHEYHOro nosib3oBaTtens
ABnsieTca 6e30nacHbIM
OT-MNuP-6ydep A3up HaTtpusa meHee 0,1%
AN KOHEYHOro nosib3oBaTtens
ABnsieTca 6e30nacHbIM
OT-MNuP-6ydep «U» A3up HaTtpusa meHee 0,1%
AN KOHEYHOIro nosib3oBaTtens
®epmeHT Taq/RT HeT onacHbIX BewecTs -
BHYTPEHHWUI KOHTPOJbHbIN ABnsieTca 6e30nacHbIM
yTP ,I,D i A3up HaTtpusa meHee 0,1%
obpasey PHK-BK "A AN KOHEYHOro nosib3oBartens
MoNnoXuTenbHbIN ABnsieTca 6e30nacHbIM
. A3ua HaTpua meHee 0,1%
KOHTPOJIbHbIN 06pa3zeL AN KOHEYHOrO nosib3oBaTtens

Mpun pabote c HabopoM peareHToB CleayeT MCNONb30BaTb CPeACTBa MHAMBUAYANbHOM
3aWnTbl ANS NpefoTBpPaLleHUsl KOHTaKTa C OpraHM3MoM 4esoBeka. [locne okoH4YaHusi paboTbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXel, rnasaMm u cnnmsmctbiMm 060/104KaMu

MpX NUCMNONb30BaHMM MO Ha3HAYeHUIO U COBNIOAEHUN MEp NMPEAOCTOPOXHOCTU KOHTAKT
C OpraHM3MOM 4YesioBeKa UCKJ/TOYEH.

He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLWeHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- Npu HECOOTBETCTBMM BHELLHEro BMAa peareHToB, yKasaHHOro B nacnopTe K Habopy
peareHToB;

- Npu HapyLlWeHUN BHYTPEHHE yNakoBKM KOMMNOHEHTOB Habopa peareHToB;

- Mo UCTEYEHMI0 CPOKa roaHOCTU Habopa peareHToB.

MpuMmeyaHune - Habop peareHTOB He COAEPXMUT MaTepUanoB OGUOOrMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLEHTPAUUSX, 061a4aloWmnX KaHLEPOreHHbIM, MyTareHHbIM AeMNCTBMEM, @ TaKXKe BAMSAIOLLMX
Ha penpoAyKTUBHYID GdYHKUMIO 4yenoBeka. [pyM MCMONb30BAaHWMM MO Ha3HAYEHUO W COBMAEHUN Mep

NPeaoCTOPOXKHOCTU ABNSETCA 6e30MacHbIM.
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5 OBOPYAQOBAHUE N MATEPUATDbI

" HK-TEXHONOT Us

Mpu pabote c HabopoM peareHToB TpebytoTca cneaytowme obopyaoBaHMe, peareHTbl U

pacxogHble MaTepuUanbl.:

dacoBka U,

dacoBka S
O6opyaoBaHue, peareHTbl U pacxogHblie Ao3upoBaHue
mMarTepuanbl aBTOMaTu-
CTpunbl npobupkn | py4Hoe
3npoBaHHoOE
MLP-60kc aa Aaa Aaa na
aMnnamduKkaTop C AeTEKUMEN B pEXMME peanbHOro
L aa ha aa Aaa
BpPEMEHM
MUKpPOLEHTpUdYyra-BopTeKkc aa ha Aaa na
OTOp AN MUKPOLEHTpUdyru-sopTekca ans
poTop P pudy . P Aaa HeT HeT HeT
CTPMNOBaHHbIX NpobUpok 06bEMOM 0,2 Mn
XONOAUNBHUK C MOPO3UTIbHOM KaMepom ha ha Aa na
wTaTnB «paboyee MecTo» Ans NPo6MPoOK 06BLEMOM 5
HeT Aa Aaa HeT
0,2 mn
wTaTmeB «paboyee MeCcTo» A1 CTPUMNOBAHHbIX
.. Aaa HeT HeT HeT
npobupok o6bLEMoOM 0,2 Mn
wTaTmB «pabodee mecto» Ans NpobMpok 06BLEMOM
aa ha ha Aa
1,5 mMn
[03aTOpbl MEXaHNYECKUE UM SNIEKTPOHHbIE
rnepeMeHHoro o6béMa ogHOKaHasbHble,
" Aa Aa Aa aa
nossonstowme otéupaTtb 06LEM xumakoctm ot 2,0
no 20 mkn, ot 20 ao 200 mkn, ot 200 go 1000 mkn
OAHOpa30Bble HAKOHEYHUKN C PUIbTPOM ANs
noslyaBTOMaTU4YEeCKMX A03aTOpPOB, CBO6OAHbIE OT
.. Aaa aa ha Aa
PHKa3 u AHKa3, o6bémom 20 mkn, 200 mkn,
1000 mkn
wTaTmMB ANs A03aTOPOB aa ha ha Aa
Npo6MpKN MUKpOLEHTPUDYXHblE 06bEMOM 1,5 Mn
po6up poueHTpudy , na na na na
C Kpbllwkamm, ceoboaHbie oT PHKa3 u [IHKa3
npobupkn amnamdmkaumoHHblie o6vémom 0,2 Mn
C KpbllWwKkamm, ceoboaHbie oT PHKa3 u [IHKa3 wnin HeT HeT na HeT
MukporiaHwert MUP 96 nyHok
OZHOpa30BbIe NepyYaTKM MeauumHcKkne, 6es
aa ha Aa Aa
TanbKa, TEKCTYPUPOBaHHbIE
EMKOCTb ANnsa cbpoca MCnosib30BaHHbIX
HaKOHEYHMKOB, MPOBMPOK N APYrMX PaCXOAHbIX aa aa ha Aa
MaTepuanos
YcTponcTteo aosunpytowee ATCTpuM B BapuaHTte
ncnonHexwmnsa 12M1 nnm 15M1, OO0 «HIMO AHK- HeT HeT HeT aa
TexHonorusi», Poccusi, PY N2 P3H 2015/2982
OZHOPa30Bble HAKOHEYHUKN C PUIbTPOM AN
nosupyowero ycrponcrea ATcTpum B
KoMmnnekraummn *M1, ceobogHble oT PHKas un
. HeT HeT HeT Aa
OHKa3, 06béMom 200 MK UM peKOMEHAOBAHHbIE
ANS @aHanorMyHoOro MCnonb3yeMoro A03MpYyoLwero
YCTpOIiCTBa

1 - nanee no TEKCTY - AETEKTUPYIOLWMI aMnindukaTop; TpebyeMble NapaMeTpbl AETEKTUPYIOLLMX

amMnIndurKaTopoB yKasaHbl HUXe
2 - TONIbKO NMPW UCMONb30BaHMU NPOBMPOK

13
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dacoBka U,
dacoBka S
O6opyaoBaHue, peareHTbl U pacxogHblie Ao3upoBaHue
mMaTepuanbl aBTOMaTuU-
CTpunbl npobupkm py4Hoe
3MpOBaHHoOEe
YCTpOWNCTBO AN 3anevaTbiBaHUs niaHweTos ATnak )
HeT HeT na na
(000 «HMO AHK-TexHonormns»)
ueHTpudyra c RCF He Hmxe 100, c aganTtepoM
pudy (9) ! P HeT HeT nat na
A1 MUKPOMJ1aHLLETOB
rnosiMMepHast TepMONJIEHKa AN 3anevyaTbiBaHUSA L
HeT HeT na na
MUKPOMJIaHLLIETOB
MUKponiaHweT 384 nyHKu HeT HeT HeT na

dusnonormnyecknin  pactsop (0,9% NaCl) crepunbHbil (ecnn  Heobxoammo) ANnsl MOArOTOBKMU
oTpuUaTEeNbHOro KOHTPONbHOro obpasua

Ha6op/KoMNneKkT peareHTOB ANS BblAENEHUS HYKIEUHOBbIX KWUCIOT M3 6MOMIorMyeckoro martepuana?,
pPEKOMEHAYITCH:

KoMnnekT peareHToB 414 BblaeneHus HyknenHoBbix kncnoT (MPOBA-HK/TMPOBA-HK-MJ/THOC) no TY 9398-
035-46482062-2009 B komnnekTaummn NMPOBA-HK, nponssoactea OO0 «HMO AHK-TexHonormna», Poccus,
PY N? ®CP 2010/08867

wnn Habop peareHTOB Ans BblaeneHus HyknemHoBbix kucnoT (MPOBA-HK-S) no TY 21.20.23-117-
46482062-2020, npomnssoactea OO0 «[HK-TexHonorna TC», Poccmsa, PY N2 P3H 2020/11296

wnn Habop peareHTOB Ans BblaoeneHus HyknemHoBbiX kKncnot (MPOBA-MY-HK-S) no TY 21.20.23-118-
46482062-2020, npomnssoactea OO0 «[HK-TexHonornsa TC», Poccus, PY N2 P3H 2021/15267

nnn Habop peareHTOB 418 BblAeneHns HyKnenHoBblix kncnot (MPOBA-MY DWP) no TY 21.20.23-062-
46482062-2020, npomnssoactea OO0 «[HK-TexHonornsa TC», Poccus, PY N2 P3H 2021/15090

JononHuTensLHO 4519 Ma3KoB U3 HOCOMOTKU, POTOIMMOTKN:

TpaHCNoOpTHasl cpeaa, npeaHasHayeHHasw Ans  TPaHCNOpTUMPOBaHMSA W XpaHeHuss  obpa3uos
6unonornyeckoro matepuana ans lLUP-uccnegoBaHuii, pekoMeHAyeTcs TpaHcnopTHas cpeda: CTOP-O
(000 «HK-TexHonorus TC»)

Habop peareHTOB MpMMEHSAEeTCs C AETEKTUPYOWUMN aMiandukaTtopamMmn NaaHLWETHOro M

POTOPHOrOo TWMa C CUCTEMOW JAeTeKuMn dyopecueHTHOr0 CUrHana B pexuMe peanbHoro

BPEMEHWN, 3aperncTpMpoBaHHbIMW B YCTAHOB/EHHOM nopsake B P® M COOTBETCTBYHOLWIMMU

cnepyowmm TpeboBaHUSaM:

obecneunBaetcss pabota ¢ 06beMOM peakumoHHoM cMmecn 40 mkn (dacoBka S) mnu
18 mkn (dacoska U);

obecneumnBaetcs pabota c pnyopodopamu: Hex (Vic), Cy5;

nogorpeesaeMas Kpbllwka ¢ Temnepatypon 6onee 100 °C;

CKOpOCTb Harpesa He MmeHee 2 °C/cek;

CKOpOCTb oxfaxaeHust He meHee 1 °C/cek;

TOYHOCTb NogAepXXaHus U O4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

! - Tonbko npun NcnNonb3o0BaHN MUKPOMJIAHLLETOB

2

- BO3MOXHOCTb WMCMonb3oBaHua Habopa/koMnnekTa peareHToB Ang BblgeneHuns PHK Influenza B virus

onpeaenseTca suaom 6rnonornyeckoro MaTtepuhana
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Ons Habopa peareHTOB BanMAWpOBaHbl cleaylwue aeTekTupyowmne aMmnnmdbukaTopsb:

- «OTnpanm» (Moandukaumsa «ATnpanm *M*»), 000 «HMNO AHK-TexHonorusa», Poccus,
PY N2 ®CP 2011/10229;

«OTnpanm» (Moamndukaumsa <«ATnpanm *X*») 000 <«HMNO [OHK-TexHonorus», Poccus,

PY N° ®CP 2011/10229 (tonbko ana Habopa peareHtoB B acoeke U ans

dBTOMAaTU3NPOBAHHOIO ,u,osprBava);

«ATnant» (Moamdukaumsa <«AOTnant *S*»), 000 «HMNO AHK-TexHonorusa», Poccus,
PY N2 ®CP 2011/10228 (Tonbko ans Habopa peareHToB B ¢acoske S; B dhacoBke U ans
PYYHOro A03MPOBaHMS NpU UCNOSIb30BaHMN NPOGUPOK);

Rotor-Gene Q, QIAGEN GmbH, lepmaHus, PY N2 ®C3 2010/07595 (tonbko ansa Habopa

peareHToB B ¢hacoBke S, npobupku; B dacoBke U Ana pyyHOro A03MpoBaHUS MNpu

MCNonb30BaHUM NpobUpPOK);

CFX96, bno-Pag NabopaTtopues, NHk; CLLUA, PY N¢ ®C3 2008/03399;

Applied Biosystems QuantStudio 5, «Jlaiid TekHonogxuc XonauHrc Mte. Jita.», CuHranyp,
PY N° P3H 2019/8446.

Mo BonpocaM NpUMEHEeHUs AeTEKTUPYIOLLUX aMI'IJ'II/ICbI/IKaTOpOB, HE YKa3aHHbIX BblllE,

Tpe6yeTc9| cornacoeaHue C npomndBoanTeENEM Ha6opa peareHToB.
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6 AHAJINBUPYEMbBIE OBPA3Libl
6.1 MaTepuan ansa uccnenoBaHus
Ans nccnenoBaHus NUCronb3yoT Ma30kK n3 HOCOI/10TKM, pOTOrNoOTKM,

6poHXx0anbBeONAPHbIN NTaBax, SHAOTPaxeasbHbili, Ha3zodapuHreanbHbIn acnnpaTt, MOKPOTY.

MpumeuaHne - B3aTue, npeasapuTenbHyo 06paboTKy, XpaHeHMe W NepeBO3Ky, nepeaadvy WUCCefyeMoro
mMaTtepuana B Apyrve opraHumsauuu OCYLLECTBAAIOT COMTaCHO MHCTPYKTUBHO-METOANYECKUM [OKYMEHTaM,
pernamMeHTUpyoWmMM BbINOSIHEHME WCCNeAOBaHW B COOTBeTCTBMM C TpeboBaHuamm MY 1.3.2569-09,
CaHlnH 3.3686-21.

OrpaHuquMe MeTOAall MECTHOE MNMpUMEHEHNE NEKAPCTBEHHbLIX MpenapaTtoB (cnpew, Kannn,
KpeEMbl U Ma3l/l) MeHee 4yeM 3a 24 yaca A0 uMccnenoBaHus. Mpn u“cnonb3oBaHUM a3po3onel71 n
Apyrumx CbOpM NEKApPCTBEHHbIX NMpenapaTtoB And MHransauum npn ne4vyeHmm 6p0Hxv|aan0|7| adCTMbl

MaTtepuan ans nccnegoBaHum cnepyer 6paTb HE paHee, YEM YEPEI3 TP YaCa nocne nHrandauumn.

6.2 Obwume TpeboBaHusA

NccneposaHne metogom OT-MUP oTHocuTCcs K NpsiMbiM  MeToAaM JflabopaTopHOro
nccnenoBaHus, NO3ToMy B3sTUE BMoNorMyeckoro Matepmana vyenoseka HeobxoamMMo NpoBOANUTL
N3 MecTa SioKanusaunm MHMEKLMOHHOro npouecca. PeweHne o Heo6xXoaMMOCTU UCCneaoBaTb Ty
WIN WHYKO NoKanusaumilo NpuvHMMaeT sievalimin Bpady Ha OCHOBaHMKM COBpaHHOr0 aHamHesa U
KJIMHUYECKON KapTUHbI 3abosieBaHmsl.

Ons nonydeHuss KOPPEKTHbIX pe3ynbTaTtoB 60/blloe 3HaYeHMe MMEET KavyeCTBO B3SATUSA
obpasua 6Ouomatepmana Ana  WUCCNenOBaHWS, €ro XpaHeHwe, TpaHCNoOpTUpPOBaHWE U
npenBapuTenbHas obpaboTka.

HenpaBunbHoe B3ATUE GMOMaTepmana MOXET MPUBECTM K MOJIyYEeHUI0O HEeAO0CTOBEPHbIX
pe3ynbTaToB W, BCNeACTBME 3TOro, Heo6XoAMMOCTN ero NOBTOPHOMO B3STUS.

Ha atanax noarotoeku 6uomaTtepuana u BblaeneHnm mn3 Hero PHK, 3a mncknodyeHueMm
3Tana oTbopa Ha[0CaAOYHOM >KWMAKOCTUM C  MCNOMb30BaHMEM acnupaTtopa, MWCMoab3ynte
04HOpa30Bble HAKOHEYHUKU C pmnbTpoM, cBoboaHble oT PHKa3 n [HKas.

Mpu pobaBneHMn pacTtBopa B MpobMpKY, coaepxkallyt 6uonormdeckuii Matepuman,
aKKypaTHO BHOCUTE XMAKOCTU, HE KacasiCb CTEHOK Npobupok. Mpu KacaHWM K CTEHKE npobupku
CMEeHUTEe HaKOHEeYHUK. HaKoHeuyHWK creayeT MeHATb MpU KaXkKAoM yaasneHuu pacTBopa U3
obpasua.

Ona npepoTtBpalleHMs KOHTaMMHaUMKM Bcerga OTKpbiBanMTe KpPbIWKY TOAbKO TOM
npobupkun, ¢ kotopon MAET paboTa (BHeceHme obpasua/peakTnBa, yaaneHMe HaAoCagO4YHOWN
XXMAKOCTM), W 3akpbiBanTe eé nocne 3toro. He ponyckaetrca paboTtaTtb O4HOBPEMEHHO C

HEeCKO/IbKMMU NMPOBUpPKaMn C OTKPbITbIMU KPbILLKaMU.
6.3 B3aTne maTepmnana Ha nccnegosaHue

BHUMAHME! lMepen BbigeneHmem PHK moxeT notpeboBatbcs npeasaputenibHas obpaboTtka

obpasuoB 6uonornyeckoro matepuana (6.5).

1 - ecnuM 37O He MpOTUBOPEYUT TpeboBaHUSIM K WUCMOSb3yeMblM HabopaM/KOMM/IEKTaM peareHToB A/S
BblaeneHmnsa HK
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6.3.1 MokpoTa

B3aTne MaTepuana OCYLWECTBAAKT B OAHOpa3OBble rpagyyvpoBaHHble CTepUsibHbIE
(hNaKoHbl C LUMPOKMM FOPSIOM U 3aBMHYMBAKOWMMNCA KpbilWKaMn o6bEMOM He MeHee 50 mn B
Konun4yectse He MeHee 1,0 M.

Mocne cbopa MaTepuana dhnakoH MJOTHO 3aKPbIBAOT U MAapKUPYIOT.

6.3.2 bBpoHXxoanbBeoNsApHbIN NaBax, SHAOTPaxeanbHbI, Ha30gapuHreasnbHbIit acnupaT
B3saTne maTtepmana NnpousBOAMTCS B OJIHOPA30Bble MJIOTHO 3aBMHYMBAOLWMECS NPOBUPKU

06béMoM o 50 mn. MNocne B3sTUS MaTepuana NpobupKy MJIOTHO 3aKPbIBaOT U MapKUPYIOT.

6.3.3 Ma30K 13 HOCOMNOTKN, POTOrNOTKHN

B3sTne MaTtepmana oCyLleCTBASIOT C MOMOLLbI CneumanbHbiX MeAUUUHCKUX U3AENui,
UMEKLWNX PperncTpaumoHHble YAOCTOBEPEHUS, COrlacHO YCTaHOBMNEHHOW B 3aBUCUMOCTM OT
UCTOYHMKa 6uonornyeckoro MaTtepmana npoueaype (Hanpumep, 30HA MeAULMHCKWUM
OZHOPa30BbIN CTepunbHbIn PY N° P3H 2021/13989).

Mocne B3ATMA 6uWonoOrMyeckoro ™Martepuana nepeHecuTe 30HA B Npobupky C
TPaAHCNOPTHON Cpefown, npeaHa3sHAYeHHOW Mpou3BOAUTENEM AN TPaHCNOPTUPOBAHUSA U
XpaHeHus obpa3uos 6uonormvyeckoro Matepuwana ana [UP-nccnepoBaHuii, 1M TwaTenbHO
NMpOMONTE ero B XXMAKOCTU B TeueHue 10-15 ¢, nsberas pa3bpbi3rnBaHUs XXUOKOCTH.

N3BneknuTe 30HA4 M3 pacTBopa W, BpawaTeslbHbIM ABUMXEHUMEM MpUXMMas €ero K
BHYTPEHHel CcTeHKe npobuMpKM Bbile YPOBHSA pacTBopa, OTOXMUTE WU36bITOK >XWUAKOCTU.
MonHoCTbIO yaanute 30HA U3 NPO6UPKK U YTUAN3BUPYITE.

MNOTHO 3aKponTe KPbIWKY NPOBUPKU 1 MpOMapKMpymnTe npobupky.

Mpu HeobxoanMMocTM B3ATMA 6OuoMaTepuana M3 HECKONbKMX 6KMOTONOB MOBTOPUTE

npouenypy, Kaxabln pas 3abupas matepuasna HOBbIM 30HAOM B HOBYH Npobupky.
6.4 TpaHcnopTMpoBaHMe U xpaHeHne obpasuoB buonornyeckoro Mmatepmana

6.4.1 MokpoTa

YcnoBus TpPaHCNOPTUPOBAHUSA M XPAHEHMUS MOKPOTbl ONpeAenstoTCa MHCTPYKUMSMU MO
MPUMEHEHUNIO MCNOSb3yeMbliX HabopoB/KOMMAEKTOB peareHToB Ans sblgeneHns HK (7.1) vnum
NCNONb3yEeMbIX AN TPAHCMOPTUPOBAHUA U XpaHeHMs 06pa3LoB TPaHCNOPTHbLIX cpea.

O6pa3Lbl MOKPOTbI AOMYCKAETCSA TPAHCMOPTMPOBATb U XpaHUTb!:

e Npu KOMHaTHol TemnepaTtype (oT 18 °C go 25 °C) - He 6onee 6 4acos;

e npu Temnepatype ot 2 °C go 8 °C - He bonee 3 cyToOK.

6.4.2 DBpoHX0anbBeONSAPHbIN NaBaXk, SHAOTpaxeasbHbI, HazodapuHreasnbHbIn acnmpart
YcnoBuss  TpaHCMOPTUMPOBaAHUSE UM XpaHeHuss  GpOHXOoanbBeOJISIPHOrO  NlaBaxa,

SHAOTpaxeanbHOro, HasodapuHreasbHOro acnupata OnpeaensitoTCa  WHCTPYKUMSMKM MO

MPUMEHEHUNIO MUCNOJIb3yeMbIX HabopoB/KOMNAEKTOB peareHToB An4a BbigeneHms HK (7.1) wnn

NCMONb3yEeMbIX ANl TPAHCMOPTUPOBAHUS U XpaHEeHUs 06pasLIOB TPaHCMOPTHLIX cpea.

1 - ecnu 3To He NMPpOTUBOPEYUT Tpe6OBaHVIF|M K MUCNoJib3yEMbIM Ha60paM/KOMI’IJ'IEKTaM peareHToB Ans
BblaeneHus HK nnum MCNoJib3yEMbIM ANA TPAHCNOPTUPOBAHUA N XPaHEHUA O6p33Ll,OB TPAHCMNOPTHbLIM CpeaaM
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BpoHxoanbBeONApHbLIM  NaBaXx, 3HAOTpaxeasbHbl, Ha3odapuHreanbHbli acnupar
[lIOMYCKaeTCa TPaHCMOPTUPOBATb U XPaHUTb!:

e npu Temnepartype ot 2 °C go 8 °C - He 6onee ogHUX CYTOK;

e npwu TemnepaTtype oT MuUHyc 18 °C ao MuHyc 20 °C - He 6onee oaHOW Hepenu.

BHMUMAHME! Cneayet nsberatb NOBTOPHOroO 3aMOpaXxuBaHnsa 1 oTTtanBaHMsa 06pasLoB.

6.4.3 Ma30K 13 HOCOrI0TKK, POTOrNOTKM

YCnoBua TPaHCNOPTUPOBAHUA W XpaHEHUSE MasKOB W3 HOCOMIOTKW, POTOFIOTKMU
onpeaensitoTCs UHCTPYKUMSIMU NO NPUMEHEHUIO UCMOJIb3YEMbIX HABOPOB/KOMMIEKTOB peareHToB
ans sblaenenus HK (7.1) nnm ncnonb3yembix Ans TPaHCMNOPTUPOBAHUSA M XpaHeHUs obpa3LoB

TPaAHCMOPTHbIX CPeA.

6.5 MoaroTtoBka 6Monornyeckoro Matepmana dYenoseka Ans sbiaeneHms PHK

MoarotoBka 6uonorMyeckoro Matepuana (nNpu  HeobxoAMMOCTM)  MPOBOAMTCS
B COOTBETCTBMM C WMHCTPYKUMAMW MO MPUMEHEHUIO WCMNONb3yeMblX HAbopOB/KOMMNIEKTOB
peareHToB Ana Bblaenennsa HK (7.1).

Mpu ncnonb3osaHun Ans sblaeneHns PHK n3 MokpoTbl koMmnsnekTa peareHToB NMPOBA-HK
npenobpaboTky MOKPOTbI CnefyeT NMpoBOAUTL C UCMOJIb30BAHMEM MYKOMM3MHA (CM. UHCTPYKLUMIO
Nno NpUMeHeHnto KomnaekTa peareHToB NMPOBA-HK, cnocob 2).

BHUMAHME! B xone noaAroToBKM MasKoOB M3 HOCOM/IOTKW U POTOI/IOTKKU, B3SITbIX B NMPOBUPKY C
TpaHCNopTHOM cpepoii, o6pa3uoB 6pOHXO0aNbLBEONASPHOrO flaBaxa, 3SHAOTpaxeasibHoro,

HasodapuHreanbHOro acnupaTa npeaBapuTenbHoe LeHTpudyrnpoBaHue He TpebyeTcs.

1 - ecnu 3To He NMPpOTUBOPEYUT Tpe6OBaHVIF|M K MUCNoJib3yEMbIM Ha60paM/KOMI’IJ'IEKTaM peareHToB Ans
BblaeneHus HK nnum MCNoJib3yEMbIM ANA TPAHCNOPTUPOBAHUA N XPaHEHUA O6pa3LI,OB TPAHCMNOPTHbLIM CpeaaM
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7 NMPOBEAEHUE AHAJIN3A

BHMUMAHME! [uana3oH BMPYCHOW Harpysku Ans BMPYCOB rpunna MOXeET BapbupoBaTbh B
WNMPOKMX npepenax. B cBaA3M C 3TUM nNpu BbINOSHEHUW WCCNEAO0BaHW B KJIANHUYECKOM
nabopaTopun Cepbe3HYK OMNacHOCTb MpPeACTaBNseT pPUCK KPOCC-KOHTaMMHaUMK  Mexay
obpasuamMm Ha Bcex 3Tanax paboTbl, 0CO6EHHO Npu anMKBOTUPOBaHWM W BblaeneHun PHK.
MepekpecTHass KOHTAaMMHaAUMSA BbICOKOKOMUWHLIM 6BuomMaTepuasoM MoOXeT nNpuBOAUTbL K
NOSABNEHUIO CNOPAANYECKNX JTIOXHOMOIOXUTENbHbBIX Pe3y/ibTaToB.

Ona  npeaynpexaeHus  KpocC-KOHTamMuHauuum  6uomatepuanom B nabopaTtopuu
peKOMeHAYEeTCs BbIMOSIHEHME CneayoLwmx npasun:
1) HeobxoauMO npoBOAUTbL BU3yanbHYK OUEHKY MocTynuBlwero 6uomaTtepmana W
BbIGpakoBKy BCex 06pa3L 0B, ecin cpean HUX eCTb NPOBUPKN C HApPYLLUEHHOM repMeTUYHOCTbLIO.
2) Mo BO3MOXHOCTM BbIAENSATb B OTAEMbHbIN NOTOK 06pa3ubl OT NALMEHTOB U3 CTauuoHapa
C CMMMATOMaMW OCTPOM WHDEKUMN U aHanM3MpoBaTb WX OTAENbHO OT OCTajbHbIX 06pa3uoB
(bnomaTepuan Ana CKPUHMHra KOHTAKTUPOBaBLIMX UL, M MNAUMEHTOB C JIerkMM TeyeHueM
3abonesaHus). PaboTy ¢ npeanonaraemMbiMM BbICOKOKOMUHBIMM Ob6pa3uamMn xenaTesbHO
BbINOJSIHATL B OTAENIbHOM 60KCe mnu nocne paboTbl C npearnonaraeMbiMM HU3KOKOMUNHBIMU
obpasuamu.
3) Ob6sa3aTenbHO BbINOMHATL NOCTAaHOBKY OTpULATEsbHbIX KOHTPOJIbHbIX 06pa3LoB, HavynHas

C oTana BbigeneHnda PHK, B kaxaoM npoTokone.

4) Mcnonb3oBaTb Ha BCex 3Tanax WCCNefoBaHMsl HaAKOHEYHMKM C  a3pOo30JibHbIMU
dunbTpamu.
5) YeTko cobnogaTb METOAMKY BbIMOJIHEHUA WUCCeA0BaHMS, OTKPbIBaTb NMPobMpKKM Tuna

2nneHgopd npu NnoMoLwm nuHueTa (He AonycKaTb KacaHWi pyKW B nepyaTke BHYTPEHHeN YacTtu
KPbIWKW MPOBUPKK); NP BHECEHWW peareHTOB He KacaTbCH HAKOHEYHWKOM Mpobupku (ecnm

3TO MPOM30LLO, CPa3y 3aMEHUTb HAKOHEUYHUK).

7.1 Bbliaenenne PHK

Onsa BbligenenHns PHK pekoMeHayeTcsi MCnonb3oBaTb Habopbl/KOMMNNEKTbl peareHToB,
nMeroLwmne perncTpaunoHHble yAOCTOBEPEHUS Ha MeAMUMHCKOEe M3Aenve U npeaHasHayeHHble
ONs1 COOTBETCTBYOLWMX Buaos 6umomatepmana C uenbto nocnegywouwero wuccnegosaHms PHK
mMetogom OT-MUP, Hanpumep, MPOBA-HK, MPOBA-HK-S, MPOBA-MY-HK-S, MPOBA-MY DWP
(Tabnuua 2).

BoigeneHne PHK npoBogsT B COOTBETCTBMM C MHCTPYKUMEN K UCNOSb3yeEMOMY
Habopy/KOMNEKTY peareHToB.

Onsa BblageneHnsa ncnonbsyetca 100 mkn o6bpasua.
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BHUMAHMUE!

1. O6béM nonydeHHoro npenapata PHK pomkeH coctaBnatb He 6onee 50 Mkn. B cnydae
npuMmeHeHna ansa BbigeneHns PHK Habopos peareHtoB MNPOBA-MY-HK-S u MPOBA-MY DWP
BO3MOXHO yBenunyeHue ob6véma o 100 mkn.

2. MonyyeHHbIh npenapat PHK HeobxoanMMo B TeuyeHMe ABYX 4YacOB WCMNOAb30BaTb AJ1s
NOCTaHOBKM peakumn 06paTHOM TpaHCKPUNLMKN U MOMMEPA3HOM LIenHOM peakumn. [lonyckaeTcs
OQHOKpaTHOE 3aMopa)kmBaHme N XxpaHeHue npenapata PHK npu Temnepatype He Bbiwe MMHYC 18 °C

He 6onee 7 CyToOK.

Tabnuua 2 - Habopbl/KOMMNMEKTbl peareHToB, BanuMaupoBaHHble AN BbigeneHns PHK

ANS AanbHenMWero nccneaoBaHns ¢ UCNOb30BaHNEM Ha6opa peareHToB Bupyc Npunna B

Ha6op/komnnekT peareHtos, PY KoMmnnekrtaumsa BbuomaTtepuan

Ma3Ku U3 HOCOr/I0TKM, POTOISIOTKY,
6pOHX0anbLBEONAPHbIN NaBax,

KOMMNeKT peareHToB ANs BblAeneHns MIPOBA-HK Ha3oq)3aH'ul'/|ol-|Teaa);1ebal-:1btl,ﬁHbijgl'lI/I art
HyknenHoBbIx kncnoT (MPOBA-HK/MPOBA- P part,
HK-NAtoC), HMOKPOTS
000 «HMO AHK-TexHonorus», Poccusi, (CEE?AQ::.(M
PY N¢ ®CP 2010/08867 paii

MeToAMnKa B Ma3Ku U3 HOCOTNIOTKM, POTOrNIOTKM

COOTBETCTBUMU C
MpunoxkeHmnem A)

Habop peareHTOB A5 BblAENEHUS
HyknenHoBbIx kucnot (MPOBA-HK-S),
000 «OHK-TexHonormna TC», Poccus,
PY N2 P3H 2020/11296

NMPOBA-HK-S Maskun 13 HoCcornoTKu, poTOrI0TKU

Habop peareHTOB AN BblAENEHMUS
HyknenHoBbix kncnot (MPOBA-MY-HK-S),
000 «OHK-TexHonormna TC», Poccus,

PY N2 P3H 2021/15267

MPOBA-MY-HK-S MasKkun n3 HoCornoTKu, poTOrI0TKM

Habop peareHTOB AN BblAENEHMUS
HyknenHoBbix kncnot (MPOBA-MY DWP),
000 «[HK-TexHonorus TC», Poccus,

PY N¢ P3H 2021/15090

NMPOBA-MY DWP Ma3Ku 13 HOCOrNoOTKN, POTOrNOTKMU

MUcnonb3oBaHne KOHTPOJIbHbIX 06pa3L0B Ha 3Tane BbiAe/IeHUA HYKJIEUMHOBbIX KUC/OT

BHYTpeHHMI KOHTPOJIbHbIN 06pasel

Ona  NCKAOYEHUS JNIOXKHOOTPUUATENbHbIX pe3ysbTaToB WCCNeAOBaHUS W KOHTPONs
KayecTBa uccnegosaHus obs3atensHo gobaBneHne BHYTPEHHEro KOHTpPOJibHOro o6pasua B
aHanmsnpyemble 0bpasubl Ha 3Tane BblAENEHNS HYKIENHOBbIX KUCNOT.

B kauectBe BHYTpeHHEero KOHTposibHOro obpasua npu BblgeneHmn PHK Heobxoammo
MCMNOMb30BaTb BHYTPEHHUN KOHTPOJIbHbIA o6pasey PHK-BK "A" u3 Habopa peareHToB
Bupyc 'pynna B.

PHK-BK "A" cneayeT nucnosnb3osatb B 06béMe 10 Mkn Ha o6paseu.

BHUMAHME! BHyTpeHHUA KOHTPO/bHbIA 06paseu (PHK-BK) “ BHYTPEHHMW KOHTPOMbHbIN

obpasey (AHK-BK) n3 komnnekTa peareHtoB MPOBA-HK npu BbiaeneHmn PHK He ncnonb3yior.

OTpuuaTenbHbI KOHTPOJIbHbIW 06pa3ey
ONna VCKNIOUYEHUS NOXHOMOMIOXKUTENbHBIX Pe3yJ/IbTaTOB WCCNEeA0BaHUA W KOHTPOJIS
KayecTBa WCCNeAoBaHMs 06s3aTeflbHO MCMOJIb30BaHME OTPULIATESIbHOIMO KOHTPOJIbHOIO
o6pasua c sTana BblAe/IEHNS HYKJIEMHOBbBIX KMCOT.
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Ha »3Tane  BblAeneHWs  HYKJEWHOBbLIX  KUCAOT  ob6A3aTenbHO  NOArOTOBUTH
oTpuuaTesibHbI KOHTPONbHbIA O6pa3ey VM NpoBecTM ero 4yepes BCe 3Tanbl BblAeNEHUS
Of4HOBpeMeHHO c BblaeneHnem PHK u3 knuHuyeckux obpasuoB. [Ana 3TOro pekoMeHAyeTcs
MCnonb3oBaTb MU3MOAOMMYECKUA pacTBOP WAM  OTpUUATENbHbIA  KOHTPOMbHbIM  0bpaseu,
BXOASALWMNA B cocTaB Habopa/KOMMNJEKTa peareHTOB ANS BblAENEHUS HYKIEMHOBbLIX KWUCNOT B
06béMe, yKasaHHOM B WHCTPYKUMW MO MPUMEHEHUIO COOTBETCTBYHOLWeEro Habopa/koMmniekTta

peareHToB.

7.2 MoaroToBKa M NpoBeAeHMe peakumm 06paTHOM TPaHCKPUMNLUK U NONMMEPA3HOWM LeNHOM

peakuun. ®acoska S

BHUMAHME!

1. MMpwn npoBeaeHUM Bcex noceaylowmnx AeNCTBUI cneayeT msberatb BO3AENCTBUS MPSMbIX
COMTHEYHbIX lyyein Ha NpobupkmM co cMecbto ans amnambukaumm!

2. [Tpwu ncnonb3oBaHUM Habopa peareHTOB B BapwaHTe MCMNoNHeHus «®dacoBka S, CTpunbi»
cnepyeT CTporo cobntoaaTh KOMMIEKTHOCTb CTPUMOB U KpblLeK K HUM. He Mcnonb3oBaTh KPbILWKK

K CTpunam u3 apyrmx Habopos peareHTos!

7.2.1 T[pomMapkupyihTe no ofgHOW npobupke/CTpUNOBaHHOMW Npobupke CO  CMecCbio
Ansa amnamdukaunm, 3anedyataHHoOM napaduHOM, ANs KaXaoro HemssecTHoro obpasua,
oTpuLaTenbHOro KoHTposibHoro obpasua (K-) n ansg nosoXuMTeNnbHOro KOHTPOJSIbHOMO

obpasua (K+).

BHUMAHME! Konn4yecTBo peareHTOB paccymTaHo He 6onee yeM Ha 12 NoCcTaHOBOK MpU yC/I0BUMU
BapuabenbHOro KOMYecTsa HeM3BeCTHbIX 06pa3uoB, 1 OTpULATENbHONO KOHTPOJIbHOro obpasua

M 1 NONOXMUTENbHOrO0 KOHTPOJSIbHOIO 06pasua B KaXAoW NoCTaHOBKE.

Mpumep:
Heobxoammo npoaHanusmpoBatb 6 06pas3uyoB. HyXxHO mpoMapkupoBaTb 6 NMpobMpoK A9 HEU3BECTHbIX

o6pas3uoB; oaHy npobupky ans «K-» n ogHy npobupky ana «K+». Obwee konnyectso npobmpok — 8.

7.2.2 TwaTenbHo nepeMmewante cogepxunmoe npobupok «OT-TILUP-6ydep» u «DepMeHT
Taq/RT» Ha MukpoueHTpudyre-sopTekce n LEeHTpUdYyrmpymnte Ha MuUKpoueHTpudyre-

BOpTeKce B TeueHune 3-5 c.

BHUMAHMUE! ®epmenT Taq/RT HeobxogMmo JocTtaBaTb W3  MOPO3WUIBHOW  KaMepbl

HenocpeacTtBeHHO nepea Mcnosib3oBaHMNEM.

7.2.3 TMpurotosbTe cMmecb OT-NMUP-6ydepa c depmeHtoMm Taq/RT. Ons 3Toro cMewamnTte B
oTAenbLHOM 0gHOpa3oBol Npobupke:
— 15 x (N+1) mkn OT-MNUP-6ydepa;
0,5 x (N+1) mkn depmeHTa Taq/RT,

roe N — KonnM4ecTBo NPOMapKMpPOBAHHbIX MPOBUPOK C yuyeToM «K-» n «K+».

Mpumep:
HeobxoanMo npoaHanuisvposaTb 6 o6pa3uoB. [MpoMapKMpoBaHHbIX Npobupok - 8. HY>XHO MpUroToBUTbL
cmecb OT-MUP-6ydepa ¢ dpepmeHTtoM Taq/RT ana 9 (8+1) npobupok, T.e. 135 mkn OT-NUP-6ydepa +
4,5 mkn depmeHTa Taqg/RT.
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BHMUMAHME! [lpu B3aTum cepmeHTa Taq/RT Heob6xoaMMO Norpyxatb HAKOHEYHUK He Bbonee yeM
Ha 1,0 MM 1 cobntoaaTb npasuna A03UPOBAHUSA BA3KUX XMAKOCTEN. TlaTeNbHO CMbITb OCTaTKu

depmeHTa Taq/RT € HaKOHEYHMKa NUNETUPOBAHUEM HEe MeHee 5 pas.

7.2.4 TwaTtenbHO nepeMellante coaepXxmmoe npobUpku ¢ NpUroToBreHHoOM cMmecbio OT-TLP-
6ydepa n depmeHTa Taq/RT Ha MUKpoueHTpudyre-sopTekce U LEHTPUPYrMpymnTe Ha
MUKpOLeHTpUdyre-BopTekce B TedeHue 1-3 c.

CMecb MOXHO XpaHuUTb npu Temnepatype ot 2 °C go 8 °C He 6onee ogHoro 4aca.

7.2.5 [OobaBbTe BO BCe NMpOMapKMpoBaHHble NpobUpKK, He MnoBpexaas cfor napadwuHa, no
15 mkn cmecu OT-MLP-6ydepa ¢ pepmeHToM Tagq/RT. 3akporite npobupku/cTpunsl.

7.2.6 BcTpaAxHuMTe  npobupky € MOAOXWUTENbHbIM  KOHTPOJAbHbIM  06pa3uoM  Ha
MUKpOLEeHTpUdyre-soptekce B TedeHuMe 3-5 ¢ u  ueHTpudyrmpymnte Ha

MUKPOLIEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHMMAHME!

1. Mepen BHeceHneM B NpobMpKM C peakUMOHHOW cMecbto npenapata PHK n otpuuaTtenbHoro
KOHTPO/bHOro obpa3sua HeobxoANMMO BbIMOAHUTE PEKOMEHAALMN MO UCMOMb30BaHMIO Npenapara
PHK, npvBeaéHHble B WHCTPYKUMM NO NpuUMeHeHMo Habopa/komniekTta peareHToB Ans
BblaeneHns HK.

2. Mpu uncnonb3oBaHun ans sbigeneHns PHK komnnekTa peareHToB MNPOBA-HK n Habopa
peareHToB [MPOBA-HK-S BCTpaxHuUTe npobupku c npenapatom PHK w© oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3LoOM Ha MUKpoUEeHTpUdyre-eopTekce B TedyeHne 3-5 ¢ n ueHTpudyrupyite
Ha MUKpouUeHTpudyre-sopTekce B TeveHme 1-3 cC.

3. Mpu wncnonb3oBaHun ansa  BblgeneHus PHK Habopa peareHtoB [MPOBA-MY  DWP
LEeHTPUDYIrMpynTe 3aK/E€EeHHbIA MNNEHKOM rANyboKOMYHOUYHbLIA nnaHweT ¢ npenapatoMm PHK wu
oTpuuaTeNbHbIM KOHTPOsbHbIM o6pa3uom npu RCF(g) 100 B TeueHme 30 C Ans ocaxaeHus
KOHAEeHCcaTa U CHUMUTE MJIEHKY.

4, [na npepoTtepalleHnsa KOHTaMUHaUMmM cnepyet nepes BHeceHneM PHK OTKpbIBaTb KPbIWKK
TONbKO Tex NpobuMpoK, B KOTopble 6yaeT BHOCUTLCA AaHHbIM obpasel, M 3aKkpbiBaTb UX Nepes
BHeceHueM cnegytoulero. B cnyyae ncnonb3oBaHWsa CTpUNOB C/liedyeT 3aKpbiBaTb KPbIWKY CTpuUna
nocne BHeceHUs B Hero o6pasuoB nepes WCNOMb30BaHMEM crieaylowlero. 3aKkpblBanTe
npobupku/cTtpunsbl naotHo. [Mpenapatel PHK ©n KOHTponbHble 06pas3ubl cnegyetr BHOCUTH

HaKOHEYHUKaMU C PUIbTPOM.

7.2.7 BHecuTe, He noBpexaas cnon napaduHa, B COOTBETCTBYHLLME MPOMapPKMpOBAHHbIE
npobupkn no 10 Mk BblAENeHHOro wm3 obpasyoB npenapata PHK. B npobupkny,
rnpoMapkmpoBaHHble «K-» n «K+», PHK He BHOCUTCS.

7.2.8 BHecuTe, He nospexgas cnoir napaduHa, B nNpobupky, NpoMapknpoBaHHYyk «K-»,
10 MKN OoTpUUATENBLHOrO KOHTPOSIbHOro o6pasua, npoweawero stan BbiaeneHns PHK.

7.2.9 BHecuTe, He noBpexaas cnor napaduHa, B NpobupkKy, NpoMapKUpOBaHHYK «K+»,

10 MK MONOXUTENBHOr0 KOHTPOJSIbHOrO 0bpasua.
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7.2.10

7.2.11
7.2.12

7.2.13

LeHTpudyrnpyinte npobupku/cTpunbl Ha MUKpPOLEHTpUdYyre-BopTekce B TeveHue 3-5 ¢
(npu ncnonb3oBaHun ans nposegeHna OT-MLUP getekTmpytowero amnnmdukatopa Rotor-
Gene Q ueHTpudyrnposaHue He 0653aTeNbHO).

YcTaHOBUTE BCe NpO6UPKN/CTpUNbl B AETEKTUPYIOLWLNI aMnandgukaTop.

Ona petekTupyowmnx amnnndukatopos cepum OT:

3anyctuTe nporpaMMHoe obecneyeHune aetektTmpyowero amnamdukartopa. lNpu nepsoM
nposefeHun OT-MLP 3arpysuTe COOTBETCTBYIOWMIA TecT! [Janee u npu nocieayowmx
NOCTaHOBKAxX Co3f4alTe COOTBETCTBYHOLLIMA MNPOTOKON  MUCCAEAOBaHUA:  YKaXxuTe
KONM4yectBo W uaeHTUduUkaTopbl o06pa3LoB, B TOM 4uUC/e OTpUMUATENBHOrO W
NOSTIOXKNTENbHbBIX KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacnosioXXeHne Npobupok/cTpunos
Ha mMaTpuue TepMobsioka B COOTBETCTBUM C UX yCTaHOBKOM W nposeamte OT-TLP. Mpwu
BblIbOpe TecTa AoKHa oTobpaxaTbCs nporpamMma, nNpuBeaéHHas B Tabnuue 3.

Ona petexkTupylowmx amnaungukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mpoeeante OT-MUP ¢ yuyetoM o06béMa peakUMoOHHOW cMecu, paBHoro 40 Mkn,

no nporpamMmamM amnamdukaumm, NpUBEAEHHbIM B Tabnmuax 4 - 6 COOTBETCTBEHHO.

Tabnuuya 3 - MNporpamma aMmnandukaunmn ans AeTeKTMpywmx aMmnamdukatTopos «ATnpaim»,

«OTnant» (dacoska S)

Pexxum
N¢ 6noka Temnepartypa, °C MWH C Yncno yMKNoB | ONTUYECKMX Tun 6noka
M3MEepEeHUn
1 35 15 0 1 Lnkn
2 | 92 | 0 | 30 | 1 | | Linkn
92 0 10
3 64 0 15 8 v Huien
90 0 5
4 64 0 15 40 v Huien
5 | 64 | 0 | 5 | 1 | | Lukn
6 | 10 | | | Xpanenve | | XpaHeHue
V- PEeXUM OMTUYECKUX U3MEPEHWI

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnseTcs NponsBoaUTeNeM Habopa peareHToB.
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Tabnuua 4 - NMporpamMmMma amnaudmkaumm gna getektupywwero amnandukatopa Rotor-Gene

Q (dacoska S, npobupkun; dacoska U npu ncnonb3oBaHnn npodbmMpok)

Ne Temnepatypa, °C Bpems Konnyectso LKMK/IOB

/Cycling /Temperature /Hold Time, sec /Cycle Repeats

Cycling 32 deg 1200 1 time

Cycling 2 95 deg 300 1 time

Cycling 3 94 deg 10 Oti

ycling 60 deg v/ 15 50 times
V- peXuMm ONTUYECKMX WU3MEpeHWid, YCTaHOBUTb Mu3MepeHue dnyopecueHuun (Acquiring) no kaHanam
aetekummn Red (Cy5), u Yellow (Hex) npu 60 °C

Tabnuuya 5 - lporpamma amnandwukaumn ana getektuvpywwmx amnamdukatopos CFX96

(dacosku S, U)

N2 6n0ka Temnepatypa, °C Bpewms, KonuyectBo uuknos
(Step) ! MMWH: CeK (noBTOpOB)
1 35 20:00 1
2 95 5:00 1
3 94 0:15 50
4 64 v 0:20
Vv - pexuMm onTuueckux usMmepeHuit (Plate Read), ycTaHoBUTb wu3MepeHue dryopecueHunm no
HeobxoauMbIM KaHanam getekummn (Cy5, Hex) npu 64 °C

Tabnuua 6 - [T[porpaMMma amnnMdukaumum AN AOETEKTUPYOWKMX aMnandukaTopos
Applied Biosystems QuantStudio 5 (dacosku S, U)
Craaus N? wara Temnepartypa, °C MB“pH?l:’K Kom(':i‘;ic;::;HOB

Craams 1 35 20:00 1

yAepKaHus 2 95 5:00 1

Craauna NuyprP ! o 0:1> 50

2 64 vV 0:20
V - c6op AaHHbIX Ans Heobxoaumblx dnyopodopos (Cy5, Vic (Hex)) BioyeH

7.3

peakunn. ®acoeka U, py4yHoe fo3mMpoBaHue

BHUMAHME!

MoarotoBka 1 NpoBeaeHNE peakumMm obpaTHOM TPAHCKPUNUMK U MONMMEPA3HON LIEMHOMN

1.  [Ans amnnudukauum cneayeT UCNosib30BaTb 0AHOPA30Bble aMNAM@UKaALMOHHbIE NPO6UPKM

o6béMoM 0,2 Mn unm MukponnaHwetbl MLUP 96 nyHok!, repMeTusmpyemble TEpMOMIEHKOM.

He pekoMeHAyeTCS WCNOMb30BaTb CTPUMOBAHHbIE MNPO6MPKMU CBSI3W C  OMACHOCTbIO
nocTaMnAnPmUKauMOHHON KOHTaMnHaUmun.
2. Mpn npoBeaeHMN BCEX MOCAEAYOLWNX AENCTBUA cneayeTr nsberatb BO34ENCTBUSA MPSMbIX

COJTHEYHbIX Ny4yer Ha Npobupkmn co cMecbto ansd amnandukaymu!

L - pns peTekTupylowmnx amnnudukatopoB «ATnait» n Rotor-Gene Q MukponnaHweTsl 96 NYHOK He

NCNOoNb3YyHOTCA
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7.3.1 T[pomapkupyinte Heobxoammoe KOMMYECTBO OAHOPA30BblIX aMMAMPUKALMOHHbIX
npobupok o6bémom 0,2 MA UM MukKponnaHweT 96 NyHOK ANs HeM3BeCTHbIX 06pa3LoB,
OTpULaTeNbHOro0 KOHTPOSIbHOro obpasua «K-» UM MNONOXUTENbHONO KOHTPOABHOIO

obpasua «K+».

MpumeyaHune - PekoMeHayeTCqd MNOCTaHOBKa He MeHee 5 06pas3uoB B OAHOM UWCCIEA0BaHWUA
(3 HeunsBecTHbIX 06pasua, oTpuuaTeNbHbIA U NONOXUTENbHbIA KOHTPOJSIbHbIE 06pasubl).

Mpumep:

HeobxoanMMo npoaHanusmpoBaTb 6 Heu3BeCTHbIX 06pa3suoB. HyxHO npomapkumpoBatb 6 npobupok/
3ape3epBMpoBaTb 6 NYHOK MUKPOMIAHLLETA AN HEM3BECTHbIX 06pa3LoB; O0AHY NpobupKy/nyHKy ang «K-»

M 0aHY Npobupky/nyHky ana «K+». Obwee Konmyectso Npobmnpok/nyHok — 8.

7.3.2  BcTpsaAxHuUTe NpobupKy CO CMecCbio Ana amnandukaumn Ha MUKpoLEeHTpudyre-sopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpymte Ha MUKpPOLEHTpUdyre-BopTekce B TedeHue 1-3 c.

7.3.3 BHecuTe BO BCe NpOMapKMpoBaHHble NPOBUPKU/HEOBXOANUMBIE NYHKU MUKpPOMAHLIETa
(Bkntoyasa «K-» n «K+») no 6,0 Mmkn cMmecu ans amnandukaymu.

7.3.4 BcTtpsxHute npobupkmn ¢ OT-MUP-6ycpepom «U» un  depmeHtoMm Taqg/RT
Ha MUKpOLEeHTpudyre-sopTekce B  TeyeHMe 3-5 ¢ U ueHTpudyrmpyite

Ha MUKpoOLIEeHTpudYyre-BopTekce B TeyeHne 1-3 c.

BHMUMAHME! ®epmeHT Taqg/RT Heobxoammo poctaBaTb M3 MOPO3UIbHOM  KaMepbl

HenocpeaCcTtBeHHO nepea MCnoJsib30BaHNEM.

7.3.5 MpurotoBbTe cMecb OT-MLP-6ydepa «U» c pepmeHTOM Taqg/RT. [na sToro cMmewainTe
B OTAENbHOM OAHOpPa30BoOW Npobupke:
e 6,0 x (N+1) mkn OT-NUP-6ydepa «U»;
e 0,3 x (N+1) mkn dpepmeHTa Taq/RT,
rae N — KonnmyecTso NpoOMapKMpOBaHHbIX MPOBUPOK/KONINYECTBO HEOBXOAMMBIX TYHOK
MUKponnaHweTa ¢ ydeToM «K-» n «K+»,
Mpumep:
Heobxoammo npoaHanmampoBatb 6 06pa3uoB. [MpoMapKUpoOBaHHbLIX MNPOBMPOK/HEOHBXOANMBIX NYHOK
MUKporiaHweTa — 8. HyXHoO npurotoButb cmecb ansa 9 (8+1) npobupok/nyHok, T.e. 54 mkn OT-TLP-
bydepa «U» + 2,7 Mmkn depmeHTa Taq/RT.

BHUMAHME! [Mpu B3a1n depmeHTa Taq/RT Heo6xoaMMO Norpyxatb HaKOHEYHUK He Bonee yem
Ha 1,0 MM 1 cobntogaTb nMpaBuia A03MPOBAHUS BA3KUX XMAKOCTEN. TlaTeslbHO CMbITb OCTaTKu

depmeHTa Taq/RT ¢ HaKOHEYHUKA NUNETUPOBAHNEM He MeHee 5 pas.

7.3.6  BcTpsixHuTe npobupky c npurotoBsieHHon cMmecbto OT-MLUP-6ydepa «U» ¢ dpepMmeHTOM
Tag/RT Ha MukpoueHTpudyre-soptekce B TeuyeHue 3-5 C m ueHTpudyrnpymnte Ha
MUKpOLEHTpudyre-eopTekce B TeyeHue 1-3 c.

CMecCb MOXHO XpaHuTb npu Temnepatype ot 2 °C go 8 °C He 6onee ogHoOro 4vaca.

7.3.7 [dobaBbTe B MNpobUPKU/NYHKM CO cCMecbio Ansg ammamdukaumm no 6,0 MKA cMmecwu

OT-NuUP-6ydepa «U» c pepmeHTOoM Taq/RT. 3akporTe npobupku.
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BHUMAHME! T[locne pobasneHns cmecn OT-MUP-6ydepa «U» un depmeHta Taq/RT
B NPOBUPKU/NYHKM CO CMecbio Aansa amnnaudbukaumm HeobxoaMMO B TedeHue OAHOro 4aca
BblNOMHUTE 7.3.8 — 7.3.14.

7.3.8 BcTpsxHUTE Npo6UpPKY C MONOXKUTENBbHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpOLEHTpUdyre-
BOpTekce B TeyeHune 3-5C M UeHTpuUdyrnpyirte Ha MUKPOLEHTpUdyre-BopTekce B

TeyeHune 1-3 c.

BHUMAHMUE!

1. Mepen BHeceHMEM B NpPOBUPKU/NYHKU C peakuMOHHOW CMecbio npenapata PHK wu
OTpULaTeNnbHOr0  KOHTPOSIbHOro obpa3sua HeobXoAMMO  BbINOMHUTL  peKOMeHaauMu no
ucnonb3osaHuw  npenapata PHK, npuBeaéHHble B WHCTPYKUUMM MO  MNPUMEHEHUIO
Habopa/koMnekTa peareHToB Ansa BblaeneHns HK.

2. Mpun ncnonb3oBaHun ans BbiaeneHns PHK komnnekta peareHtoB MNMPOBA-HK n Habopa
peareHToB [MPOBA-HK-S BCTpsAxHMTe npobupkn ¢ npenapatoMm PHK wn oTpuuatencHbIM
KOHTPONbHbIM 06pasLOM Ha MUKPOLEHTpUdyre-eopTekce B TedeHne 3-5 ¢ n ueHTpudyrnpymrte
Ha MUKpOLEeHTpudyre-BopTekce B TedeHne 1-3 c.

3. Mpn wncnonb3oBaHun ansa  BblgeneHns PHK Habopa peareHtos [MPOBA-MY DWP
LeHTPUDYrMpynTe 3aK/eeHHbIA MNEHKOM TrNyboKONYHOUHbIM naaHweTr ¢ npenapatoMm PHK wu
OTpUUATENbHbIM KOHTPOJSIbHbIM 06pa3uoM npu RCF(g) 100 B TedyeHme 30 c Ans ocaxaeHus
KOHAEHCcaTa U CHUMUTE MJIEHKY.

4, [na npepoTtepalleHnsa KOHTaMUHaUMmM cnepyet nepes BHeceHneM PHK OTKpbIBaTb KPbIWKK
TONbKO Tex Npobupok, B KOTopble ByaeT BHOCUTLCSA AaHHbIN obpaseu, M 3akpblBaTb UX nepej
BHeceHneM cneaytouwero. [penapatel PHK 1 KoHTponbHble o06pas3ubl cnenyet BHOCUTb

HaKOHEYHUKaMU C PUIbTPOM.

7.3.9 BHecuTe B COOTBETCTBYHLIME MPOMapKMpoOBaHHble MNpobupkn/HeobxoanMble JYHKHK
MUKponnaHweta no 6,0 Mk BblaeneHHoro wu3 o6pas3yoB npenapata PHK. B
NpobupKK/NyHKN, NpoMapkupoBaHHble «K-» n «K+», PHK He BHocuTCS.

7.3.10 BHecute B npobupKy/nyHKYy, RNpoMapkuMpoBaHHyl «K-», 6,0 MKA OTpuUaTENbHOro
KOHTposibHOro obpasua, npoweawero atan sblgeneHnsa PHK.

7.3.11 BHecuTe B npobupKy/nyHKy, npoMapkmpoBaHHyt «K+», 6,0 MKI MNOMOXUTENbHOrO
KOHTposibHOro obpasua.

7.3.12 B cny4ae ucnosib30BaHMsS MUKpPOMaHWETOB 96 NyHOK:

7.3.12.1 TloMecTuTe aKKypaTHO, He BCTPSAXMBasl, MMKpOMIaHWeET B MOAMOXKY YCTpOWCTBa

ONSa 3anedaTbiBaHUg nnadHwetos ATnak.
7.3.12.2 TlpoBeauTe 3aneyartbiBaHMe MukponnaHweta [MUP nonnMepHon TepMOMnaeHKon
COrylacHO pyKOBOACTBY MO 3Kcnnyatauum npunbopa OTnak.

7.3.12.3 UeHnTpudyrnpynte mukponnaHwet MLUP npn RCF(g) 100 B TeueHune 30 c.

7.3.13 B cny4ae nucnonb3oBaHMsa Npobupok:

LeHTpndyrnpyinte Bce npobupkm Ha MuKpoueHTpudyre-soptekce B TeueHmne 3-5 c (npu
ncnonb3oBaHun ansa nposeaeHus OT-MLUP getektupytowero amnnudukatopa Rotor-

Gene Q ueHTpudyrnposaHme He oba3aTenbHO).
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7.3.14

7.3.15

7.3.16

YcTaHOBUTE BCe NpPOGUPKU/MUKPOMNAHLILET B AETEKTUPYIOWUA amnandukaTop W
nposeaute OT-MUP (7.3.15, 7.3.16).

Ona petekTupyowmnx amnamdukatopos cepum OT:

3anyctute nporpaMMmHoe obecnedeHue getekTupyrwero aMmnangukartopa. Npu nepsom
nposeneHun OT-TMLUP 3arpy3ute cooTeBeTcTBYlOWMI TecT!. Janee v npu nocneayowmx
NOCTaHOBKAxX Co3f4alTe COOTBETCTBYHOLLMA MNPOTOKON  MUCCAEAOBaHUA:  YKaXxuTe
KonmMyectBo M uaeHTUdukaTopbl o06pa3LoB, B TOM 4uUC/e OTpUMUATENBHOrO W
NOMIOXUTENbHbBIX KOHTPO/bHbIX 06pa3LoB, OTMETbTE pacrnosioxxeHne obpasyoB Ha
MaTpuue TepMobroka B COOTBETCTBMW C UX YCTAHOBKOW W nposeaute OT-MUP. TMpwu
BblIbOpe TecTa Ao/MKHa 0TobpaxaTbCsa nporpamMma, npuseaéHHasa B Tabnvue 7.

Ona petekTupyrlwmx amnaungukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mpoeeante OT-MUP c ydyeTtoM o06bEMa peakUMOHHOM cCMecu, paBHOro 18 Mk, no

nporpaMMam amnandukauunm, npmBeaéHHbIM B Tabnunuax 4 - 6 COOTBETCTBEHHO.

Tabnuuya 7 - MNporpamma aMmnandukaunm ans AeTeKTMpyowmx aMmnamdukatTopos «ATnpaim»,

«OTnant» (dacoska U)

TemnepaTypa Yucno Pexmm
N? 6noka op ypa, MUH c ONTUYECKUX Tun 6noka
C LWKIOB M
N3MepeHum
1 47 20 0 1 Lnkn
2 | 95 | 5 | 0 | 1 | | Linkn
94 0 10
3 64 0 15 >0 v Huin
4 | 80 | 0 | 1 | 1 | | Lukn
5 | 10 | | | XpaHeHue | | XpaHeHnue
V- pexXmM ONTUYECKMUX M3MEPEHWI

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnseTcss NponsBoaUTeNeM Habopa peareHToB.
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7.4 MoaroToBKa M NpoBeAeHue peakunn obpaTHOM TpaHCKPUNLMKN 1 NONMMEPA3HOM LienHOW
peakumn. dacoska U, ¢ ncnosb3oBaHMeM Jo3mpytowero ycrponcrea ATcTtpuMm (ToNbKo

ANna aeTtekTupylowero amnandukatopa ATnpaim B Moandukaumm «ATnpanm *X*»)

BHUMAHMUE!

1. Ona  amnaudukauum crnepyet  MUCNonb3oBaTb  MuKpornnaHweTtbl [MUP 384  nyHkuy,
repMeTusmMpyemble TEPMONIEHKON.

2. Mpu npoBeAeHMN BCEX NOCNeAYHOLMX AENCTBUA crneayeT msberatb BO3AENCTBUS NPSMbIX

COJTHEYHbIX nyqul Ha I'IpO6VIpKVI CO CMeCbio An4d aMI'IJ'IM(bVIKaLI,MVI!

MpuMeyvyaHue - PekoMeHAYyeTCA NOCTAHOBKa He MeHee 5 06pa3LLOB B O4HOM nccnegosaHnun (3 HEN3BECTHbIX

obpasua, oTpuuaTesnbHbIA U NOMIOXUTENbHbIA KOHTPOSIbHbIE 06pasubl).

7.4.1 BcTpaAxHUTE NpoBUPKY CO CMeCbi AN aMmnamdukKaumm Ha MUKpoLeHTpudyre-sopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpymte Ha MUKpOLEHTpUdyre-BopTekce B TedeHue 1-3 c.
7.4.2 BctpaxHute npobupkm ¢ OT-MUP-6ydepom «U» un ddepmeHtom Taq/RT Ha
MUKpOLEHTpUdyre-soptekce B  TeyeHme 3-5¢C¢ un  ueHTpudyrnpyihte  Ha

MUKPOLEHTpUdYre-BopTeKCce B TeveHne 1-3 c.

BHMUMAHME! ®epmMeHT Taq/RT HeobxoamMo pocTaBaTb W3 MOPO3WIBHOW  Kamepsbl

HenocpeaCcTBeHHO nepea MCcnoJsib30BaHNEM.

7.4.3 Cnepys ykasaHuam MO gosumpytoulero ycrtpoicrea ATCTpuM, NpUroToBbTE B OTAENIbHOMN

oAHOpa30Boi npobupke cMecb OT-MNLUP-6ydepa «U» c depmeHTOoM Taqg/RT.

BHUMAHME! lNpu B3aTum pepmeHTa Taqg/RT HeobxoaMMO norpy»xaTb HAKOHEYHUK He bonee yeM
Ha 1,0 MM 1 cobntogaTb Npasuia A03MPOBaHUS BA3KUX XMAKOCTEN. TWaTeslbHO CMbITb OCTaTKM

depmeHTa Taq/RT ¢ HaKOHEYHUKA NUNETUPOBAHNEM He MeHee 5 pas.

7.4.4 BcTpsxHUTe Npobupky c npurotoBneHHon cmecbto OT-MUP-6ydepa «U» c dpepmeHTOM
Tag/RT Ha MuKpoueHTpudyre-soptekce B TeuyeHue 3-5 C U ueHTpudyrupymte Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.5 BcTpsaxHuTe npobumpky C MONOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEHTpudyre-sopTekce B  TeyeHue 3-5c 7] LUeHTpudyrupymrte Ha

MUKpOLUEeHTpudyre-eopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mepen npoBeaeHMEM [03MPOBaHMA  Heob6XoAMMO  BbIMOSIHWUTbL  peKOMeHZauMn  no
ucnonbsoBaHuio  npenapata PHK, npuBeaéHHble B  MHCTPYKUMWM N0  MPUMEHEHUIo
Habopa/koMnneKkTa peareHToB ansa sbigenenmsa HK.

2. Mpn mncnonb3oBaHun ansa sbigeneHns PHK komnnekta peareHtoB MNMPOBA-HK n Habopa
peareHToB [1POBA-HK-S BcTpsaxHuTe npobupkm c npenapatoMm PHK wn  oTpuuartenbHbiM
KOHTpOJIbHbIM 06pa3LoM Ha MUKpoOUEeHTpudyre-sopTekce B TedyeHmne 3-5 ¢ n ueHTpudyrnpymnrte

Ha MUKpoLUEHTpudyre-BopTekce B TeyeHme 1-3 c.

7.4.6 YcraHoBuTe Npobupkn co cMechbto ansa amnandukaumm, co cMecbto OT-MLUP-6ydepa «U»

¢ depmenTOoM Taqg/RT, ¢ npenapatamm PHK, oTpnuatesibHbIM KOHTPOJIbHbIM 06pa3LomM 1
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NOSIOXUTENbHBIM KOHTPOJIbHBLIM 06pa3LoM, a Takxke MukponnaHwet anga MUP Ha pabounit
cton ATctpuM M npoBeauTe [03MPOBaHWE KOMIMOHEHTOB COrlaCHO PYKOBOACTBY MO
3Kcnayataumm.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpPSAXMBas, MUKpOMAAHLWET B MOANOXKY YCTpPOWCTBa AN
3aneyaTtbiBaHMA nnaHweToB [Tnak nocne 3aBeplieHWa nporpamMmbl Ha A03MPYHOLLEM
ycTponctee OATCTpuUM.

7.4.8 T[poBeauTe 3anevyaTtbiBaHne MmkponaaHweTa MNLUP nonnmMepHon TepMonaeHKon cornacHo
pYKOBOACTBY NO 3KcnnyaTaumu npmbopa ATnak.

7.4.9 UeHtpudyrmupyinte mmkponnadwet MUP npmn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe MukponnaHwert MNLP B 610K geTekTupylowero aMmnamdunkaTopa.

7.4.11 3anyctute nporpaMmHoe obecnedeHne aetekTupyrowero amnamdukaropa. lNMpu nepsom
nposeaeHmn OT-MLUP 3arpysuTte cooTBeTcTBYOWMIA TecT!. [anee u npu nocneayoLmx
NOCTaHOBKAaxX Co34alTe COOTBETCTBYHLMA MNPOTOKOS  UCCAEAOBaHUA:  YKaXxuTe
KonmMyectBo M uaeHTUduUkaTopbl 06pa3LoB, B TOM 4uC/e OTpMUATENBHOrO W
NOSTIOXKNUTENbHbBIX KOHTPOJIbHbIX 06pa3LoB, OTMeTbTe pacnonoxeHuve o6pas3uUoB Ha
mMaTpuue TepMobsioka B COOTBETCTBMW C MX YCTAHOBKOM W nposeaute OT-MUP. Mpwu

Bbl6Ope TecTa A0/MKHA 0TobpaxaTbCa Nporpamma, NpuBeaéHHas B Tabnvue 7.

8 PEFTMCTPALUA PE3YJIbTATOB AMITJTTIUOUNKALIUN

Pernctpauusa curHana ¢nyopecueHunn npoBoANTCS AETEKTUPYIOWMM aMnanduKaTopom
aBTOMATUYeCKM BO BpeMsi aMmnmduKaumm.

9 YYET U UHTEPMNPETALMUS PE3YJIbTATOB

9.1 YUéT pe3ynbTatoB aMiandukaunum OCYyLWECTBASETCS aBTOMATUYECKM C MOMOLLbIO

nporpaMMHOro obecrneyeHus, NOCTaB/ISIEMOro C AETEKTUPYHOLMM aMNaMbUKaTOpPOM.

9.2 Mpn ncnonb3oBaHUK AeTeKTupyrowmx amnamdukatopos CFX96 cneagyeT ncnosb3oBaTthb
perpeccmoHHbii TN aHanu3a (Cq Determination Mode: Regression), BO BKagke

«Baseline Subtraction» Heobxoammo BbibpaTb «Baseline Subtraction Curve Fit».

9.3 MHTepnpeTaunsa pesynbTaTOB NMpOBOAUTCS B COOTBETCTBMM C Tabnuuen 8. Pe3aynbraThbl
MOCTaHOBKM BaJIMAHbI, €CNM BbINOJSIHAKTCSA YCNOBUS WHTEPNpeTauum pe3ynbTaTos,

MOJTyYEHHbIX A9 KOHTPOJIbHbIX 06pa3LoB.

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnseTcss NponsBoaUTeNeM Habopa peareHToB.
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Ta6bnuuya 8 - WMHTepnpeTaumsa pesynbtatos OT-MLP

KaHan petekuumn
Hex/Yellow/Vic Cy5/Red (vckomasi PHK), MHTepnpeTauus pesynbraTta
(BHYTpPEHHWI KOHTPOSb), Cp/Ca/Ct
Cp/Cq/Ct P/
HeunsBectHble o06pasubl
He yunTbiBaeTcs Yka3aH O6Hapy»xeHa PHK Influenza B virus
YkasaH He ykasaH He obHapyxeHa PHK Influenza B virus
He ykasaH He ykasaH HepocroBepHbili pe3ynbTarT.
OTpMuaTenbHbli KOHTPOJIbHbIW O6pasey
VKasaH He ykasaH OTpMuaTenbHbIA pe3ynbTaTt
Pe3ynbTaTbl NOCTaHOBKW BasMAHbI
Mono)xutenbHblii KOHTPOJIbHbIN 06paseLl
He vkasan VKasaH Mono>kutenbHbI pe3ynbTaTt
Y Pe3ynbTaTbl NOCTaHOBKW BasMAHbI

9.4

9.5

9.6

HepocTtoBepHbIi  pe3ynbTaT MOXeT OblTb CBSI3aH C  MPUCYTCTBUMEM UHIMOUTOPOB
B npenapate HK, nonyyeHHOM mn3 6uonormyeckoro MaTepuana; owunbkamu
npeaHanuTU4eckoro 3sTana, HeBepHbIM  BbINOJIHEHMEM  MPOTOKOSAa  aHanusa;
HecobnaeHneM TemrnepaTypHoOro pexumma amnaudbukaumm m ap. B 3ToM cnyuae
Heob6xoaAnMO NOBTOPHO NpoBecTn Nnbo BbiaeneHne HK n noctaHosky OT-TMLUP ansa storo
obpasua, nubo B3aTME 6MONOrMYeckoro MaTepuana Yy naumeHTa (BbINOMHSETCS

rnocnegoBaTesibHO).

Mpy nonyyeHUM MOSMIOXKUTENbHOrO pe3ynbTata ANs OTPULATESIbHOMO KOHTPOJSIbHOMO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHON CEPUM CYUTAKOT HEAOCTOBEPHbIMU. B 3TOM
cnyyae Heob6xoAMMO MpoBeAeHME crneuuanbHbIX MeponpusiTUiA  ANsl BbISIBAEHUS U

YCTpaHEHUA BO3MOXHOW KOHTaMUHaLUWUN.

Mpy nonyyeHUM OTpULATENBHOrO pesynbTata AN MONOXUTENbHON0 KOHTPOSIbHOMO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHON CEPUM CUUTAKOT HEAOCTOBEPHbIMU. B 3TOM

cnydae TpebyeTcsa NOBTOpHas NocraHoBka amMnandukaumm Bcen naptum obpasuos.

MpeaynpexxaeHusn

EOVHMUHBLIA OTpuUaTenbHbIM pe3yabTaT uccnegoBaHunsi, ocobeHHo ecnu 3To obpasey n3

BEPXHUX AbIXaTeNbHbIX NMyTeN, HE UCKOYAET UHGEKUMN.

OTpVILl,aTeJ'IbeIe pe3ynbTaTbl HE AO/KHbI MCMNOJIb30BAaTbCA B Ka4yeCTBe €AVHCTBEHHOM

OCHOBbI ANnA NPpUHATUA pelleHnsa o Ne4YeHnn naumeHToB.
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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

10.3.3

10.3.4

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCINJ1IYATALNUA

TpaHcnopTUpoBaHme

TpaHcnopTupoBaHne Habopa peareHTOB OCYLWECTBASOT B  TEPMOKOHTEMHepax
C Xlapo3neMeHTaMn BCEMM BUAAMW KpbITOro TpaHCcnopTa MNpu TemnepaType BHYTPU
TEPMOKOHTENHepa, COOTBETCTBYIOWEN YC/IOBUSM XPaAHEHUSI KOMMOHEHTOB, BXOASLUMX
B COCTaB Habopa peareHToB.

JonyckaeTcsa TpaHcnopTupoBaHue Habopa peareHToB, 3a WCKA4YeHueM depMeHTa
Taqg/RT, B TEpPMOKOHTEHEpPAX C X/1a403/1EMEHTAaMMU BCEMU BUAAMU KPbITOrO TPaHCMopTa
npu TemnepaTtype BHYTpM TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
JonyckaeTcs TpaHcnopTmpoBaHue ¢epmeHTa Taq/RT B TepMOKOHTelHepax C
Xnafo3neMeHTaMn BCEMM BMAAMU KpbITOro TpaHCNopTa Npu TemnepaTtype BHYTPU
TEpMOKOHTeNnHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPaAHCNOPTUPOBAHHbLIE C HapyLleHWEeM TeMnepaTypHOro pexuMa,

NpMMEHEHUI0 He noanexar.
XpaHeHue

Bce kKOMNOHeHTbl Habopa peareHToB, 3a WUCKI4YeHMeMm depmeHTa Taq/RT, cneapyet
XPaHUTb B XON0AU/IbHUKE WX XON04USIbHOM Kamepe npu Temnepatype ot 2 °C go 8 °C
B TeYeHne BCero cpoka rogHocTn Habopa peareHToB.

Cmecb anga amnandukaumm n cmecb ansa amnandukaumm, 3anedyaTtaHHylo napaduHoM,
cneayeT XpaHuTb B 3alUMILEHHOM OT CBETA MecTe.

®epmeHT Taq/RT cnegyeT XpaHUTb B MOPO3UJIbHOM KaMepe Npu TemnepaTtype OT MUHYC
18 °C go MnHyc 22 °C B TeYeHMe BCero Cpoka rogHocTn Habopa peareHToB.

Habopbl peareHTOB, XpaHUBLUMECS C HapyLeHMeM persaMeHTUPOBaHHOIO pexuMma,

NpUMEHEHUNIO HE noagaexar.

YKaszaHug No aKcnayaTaumm

Habop peareHTOB A0/KEH NPUMEHSATBLCS COrNMacHO AENCTBYOLWEN BEPCUN YTBEPXKAEHHOMN
WHCTPYKUMM MO NPUMEHEHMUIO.

Ona  nonydyeHns [OCTOBEPHbIX pe3ynbTaToB HeobxoauMmo cTporoe cobntogeHue
WHCTPYKLMM MO NpUMeHeHnto Habopa peareHToB.

lMocne BCKpbITUSA YMakoOBKM KOMMOHEHTbl Habopa peareHTOB cleayeT XpaHuTb npu
cneaynwmx ycnoBmsax:

e BCe KOMMOHEHTbl Habopa peareHToB, 3a uckaw4veHneM depmeHTa Taq/RT, cneayet
XPaHUTb B XONOAUSIbBHUKE UM XONOAUIbHON Kamepe npu Temnepatype ot 2 °C go 8 °C
B TeYeHme BCero cpoka roaHocTn Habopa peareHToB;

e CMecCb Ana amnandukaumm n cMecb Ansa amnandukaummn, 3anevyataHHyro napaduHomMm,
cnegyeTt XpaHuTb B 3alUMWEHHOM OT CBETa MecTe;

e depmeHT Taq/RT creaoyetr xpaHuUTb B MOPO3MJIbLHOM KaMmMepe npu TemnepaTtype oT
MUHYC 18 °C go MmHyc 22 °C B TeueHmne BCero cpoka rogHoctn Habopa peareHToB.

HaGOpr peareHToB C UCTEKLUMM CPOKOM roaHOCTU NMPUMEHEHNIO HE noanexar.
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11

11.1

11.2

12

12.1

12.2

13

YKA3AHUA NO YTUWIN3ALUNU

Mpu wncnonb3oBaHumM Habopa peareHToOB B KAMHMKO-AMarHoctuyeckon nabopatopumn
obpasylTca oTxoabl knacca B, KoTopble yTUAM3UPYIOTCS B COOTBETCTBUM C
TpeboBaHnamm CanlunH 2.1.3684-21 n My 1.3.2569-09.

Habopbl peareHToB, Npueawne B HEMPUroAHOCTb, B TOM YNC/IE B CBA3M C UCTEYEHUEM
Cpoka roAHOCTW, MOBpPEeXAEHMEM YMNaKOBKW, MnoanexaTt YTWUaM3auum B COOTBETCTBUM
c TpeboBaHmsamMu CaHlNnH 2.1.3684-21.

FAPAHTUN N3TOTOBUTENA

MpeanpuatTne-n3rotToBmTeNb rapaHTUpyeT COOTBETCTBUE Ha60pa peareHToB
Tp66OBaHM9|M TEXHUYECKUX YCJ'IOBI/II\/’I npu cobnoaeHnm YCJ'IOBMﬁ TpaHCNopTUpoOBaHuA,

XpPaHEHUA U 3KCNNyaTaunn, YCTaHOBNEHHbLIX TEXHUYECKMUMUN YCNOBUAMMN.

Cpok rogHoctn Habopa peareHToB - 12 MecsaueB npu cobniogeHnn BCeX YCOBWUIA

TPaAHCNOPTUPOBAHUA, XpPaHEHUA N SKCNAyaTaunun.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXUBAHME

Habop peareHTOB npeaHasHayeH AN OAHOKPATHOrNO MPUMEHEHUS U HE MOANEXMUT

TEXHWUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CUMBO/J1bl, NCMNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEATEHTOB

IVD

MeanunHckoe nspenne Ans AMarHoCcTuKu in vitro

Mpeaen TemMnepaTtypbl

COﬂ,ep)KMMOFO AO0CTaTO4YHO A4 NpoBeAEHUNA N TECTOB

b0 <€ =<

Ncnonb3oBaTb A0

LOT

Koa naptum (cepun)

[aTa n3rotosnieHns

aal
]

O6paTtnTecb K MHCTPYKUMWN MO NPUMEHEHUIO

REF HomMep no kaTtanory
“ Mn3rotoButenb
S
//I o~ He gonyckaTb BO34EeWUCTBUSA COSTHEYHOrO CBETa
A\
]

HecTtepunbHoO
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15 MNEPEYEHb NPUMEHAEMbIX HALWMOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penuna ™MeauuuHckume. T[IpyMeHeHUe MeHeIkKMeHTa pucka K
MeAVULMHCKUM U3aenunam

FOCT P 2.105-2019 EamHas cucteMa KOHCTPYKTOPCKOW AOKyMeHTauun. Obwme TpeboBaHus K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cncrema pa3paboTkm M MOCTAHOBKM MpPOAYKLUMM Ha MpouU3BOACTBO.
MeanumHckmne nsnenus

FOCT P 51088-2013 MeauuuHckue wmsaenus Ana AWMArHOCTUKWM UH BUTPO. PeareHTbl, Habopbl
peareHToOB, TeCT-CUCTEMbl, KOHTPOJSibHble MaTepuanbl, NuUTaTeNbHble cpeAbl. TpeboBaHus K
n3genusaM u NnoaaepXxusatollen JoKyMeHTaumm

FOCT P 51352-2013 MeauuMHCKNE U3gennsa ans oMarHoCTUKM UH BUTpo. Metoabl UCNbITaHUM
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopum MeanUMHCKKMeE. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2020 Uspenus MeaAULMHCKMKE. CumBonbl, npuMeHsaeMble npu
MapKUPOBaHMUN MEAULMHCKUX U3LEeNUM, Ha ITMKETKax M B COMpPOBOAUTENbHOM AOKYMEHTauuu.
Yactb 1. OcHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme uspenus Ans AuMarHoctuku in vitro. MHdopmauums,
npenocTaBnsemas uarotosutenieM (Mapkumposka). Yacte 1. TepMuHbl, onpeneneHus m obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCKMe msgenusa ans AuarHoctmku in vitro. MHdopmauus,
npegocrasnsieMas nsrotosuteneMm (Mapkuposka). Yactbe 2. PeareHTbl Ans AnarHoCTUKK in vitro
Ansa npodeccMoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 U3pgenusa MeauMuMHCKME AN AMarHoCTUKM  in - vitro.  OueHka

CTabMNbHOCTM peareHToB A8 AMAarHoCTUKK in vitro

MpuMeyaHne — YKasaHHble Bbllle CTaHAAPTbl 6bLIN AEMACTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKUUWN MO NPUMEHeHUI0. B aanbHenwemM, npu nofb30BaHMM AOKYMEHTOM, Liefiecoobpa3Ho NpoBepUTb
[AeiCTBNE CCbINOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. EC/TN CCbINIOUYHbIM AOKYMEHT 3aMeHEH
WAN U3MEHEH, TO MpM TMPUMEHEHUW HACTOSILIEro AOKYMEHTa cfieAyeT MoJib30BaTbCs 3aMeHEHHbIM

(M3MEeHEHHbIM) AOKYMEHTOM.
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16 AAPEC AN OBPALLEHUA

MpounsBoacTBo HabOpoOB peareHToOB UMeeT cepTUDULNMPOBAHHYO CUCTEMY MEHEMXKMEHTA
KauyecTBa M COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHemKMeHTa kadvectsa ISO 9001
B obnacTtu paspaboTkm, nponssoactea u npogaxkm IVD peareHToB 1 NpnboOpoB AN MONEKYISPHO-
reHeTUYeCcKor AMArHOCTMKW KU Apyroro nabopatopHoro npuMeHeHus n ISO 13485 B obnactu
pa3paboTku, npomssoacTtBa U npogaxun IVD peareHToB n npubopoB ANnNs MeaMLMHCKOWN
MOJIEKYNAPHO-TEHETUYECKOW ANArHOCTUKMN.

MpousBoauTtenb: O6WeEeCcTBO C OrpaHWYEHHOM OTBETCTBEHHOCTbIO «AHK-TexHonorns TC»
(000 «OHK-TexHonorus TC»), Poccus.

Aapec npousBoaguTens:

117246, Poccus, r. Mockea, npoe3g HayudHbin, a. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

000 «HK-TexHonorusa TC», 117246, Poccus, r. MockBa, npoe3a HayuHbin, . 20, ctpoeHue 4.

Mo BonpocaMm, Kkacawowumca kavectBa Habopa peareHToB, cneayer obpawatbCca B
CNy>X6y K/IMEHTCKOW NoALEPKKM.
Cnyx6a KNIMEeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apyb6exbs, 3BOHOK MJaTHbIN).

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

CokpaweHHaa metoauka ebigeneHus PHK u3s nccnegyemoro matepmvana
(Ma3Kn U3 HOCOIMNMOTKU U POTOr/IOTKM) C UCMNOJIb30BaHUEM KOMIJIEKTa peareHToB
MPOBA-HK.

BHUMAHME!

1. Mepen HayanoM paboTbl HEO6XOAMMO AOCTaTb U3 XON0AMIbHUKA KOMMAEKT peareHToB

ANa  BblAeNeHUS HYKEUHOBbLIX KWUCAOT W MNPOKOHTPONMPOBATh OTCYTCTBME oOcCajka B

nu3npyloweMm pacteope. B cnydae BbiNageHWs ocajka M3MpYOLWMA  pacTBop cneayer

nporpeTb npu 65 °C 40 NONHOro pacTBOpPeHUs 0caZika, 3aTeM nepeMeLlaTb NepeBopayvmMBaHmeEM

¢dnakoHa BBepx AHoM 5-10 pas, nsberas neHoobpasoBaHuUS.

2. Mpwn nporpeBaHnn NpobMPOK BO3MOXHO OTKpPbIBaHMe Kpbiwek! CneayeT ncnonb3oBaTb

npobupku ¢ 3awénkmearommmca kpbikamu (Hanpumep, Eppendorf Safe-Lock Tubes) wnu

nporpamMMmpyemble  TepMoCTaTbl C  MPUXMMHOM  KpbIWKOW  (Hanpumep, TepMmocTaT

TBEpAOTEbHbIA MporpaMMmupyemblii  ManorabaputHeii TT-1-«JHK-TexH.», npou3BoACTBa

000 «HMO AHK-TexHonorus»).

1. MpomapkupynTe No o4HON 04HOPA30BOM NIACTUKOBON Npobupke o6bvéMoM 1,5 mn ansa
KaXx4oro Hem3BeCcTHOro obpasua 1 oTpMuUaTeNbHOro KOHTPObHOro obpasua (K-).

2. BHecnTe B Kaxaylo npobupky no 10 MKA npeaBapuTeNbHO MNepeMellaHHOro Ha
MUKPOLIEHTPpU@Yyre-BoOpTeEKCE BHYTPEHHErO KOHTPOsbHOro obpasua PHK-BK "A" u3

Habopa peareHToB Bupyc Npunna B.

3. JobasbTe B Kaxayto npobupky rno 300 MK NU3MpYOLWEro pacTBopa, He Kacascb Kpas
npobupku.

4, BHecuTe B npobupkn ans HeusBecTHbiIX ob6pasuos no 100 Mkn wuccreayemoro
mMaTepuana.

5. BHecuTte B npobupky, npoMapkupoBaHHy <«K-», 100 Mkn oOTpuuUaTENbLHOro

KOHTponbHOro o6bpasua. [10THO 3akpoiTe MpobupKKU, BCTPAXHUTE MNpPOOUPKKM Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHme 3-5 c.
TepMocTaTupymnTe npobupku npmn temnepatype 65 °C B TedeHne 5 MUH.
LleHTpndyrnpynte npobmpkm Ha MnMKpoueHTpudyre-sopTekce B TedeHmne 3-5 c.
[JobaBbTe B kKaxayto npobmpky no 400 MK peareHTa 4ns npeunnmrauum, He KacasiCb
Kpasi Npobunpku, 3akponte NpobuUpkM n BCTPAXHUTE NPOBUPKN Ha MUKpoLEeHTpuodyre-
BOpTEKCe B TeyeHue 3-5 c.

9. UeHTpudyrnpynte npobupkm npu RCF(g) 12000-16000 B TeyeHne 10 MUH npum
KOMHaTHoM TemnepaTtype (ot 18 °C go 25 °C).

10. He 3ageBass 0cagoK, MOSIHOCTbIO yAanuTe HaAoCaAOYHYH XUAKOCTb (OTAENbHbIM
HAKOHEYHMKOM M3 KaXaowm npobupku).

11. JobaBbTe K ocagky no 500 Mk npomMbiBOYHOro pacrteopa N21, He Kacascb Kpas
npobupkun, 3akporTe NpobnpKN U akKypaTHO nepesepHuTe nNpobupkm 3-5 pas.

12. LenTpndyrnpynte npobupkm npu RCF(g) 12000-16000 B TeyeHne 1 MuWH npu
KoMHaTHoMn TemnepaTtype (oT 18 °C go 25 °C).
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13. He 3ageBas 0CafoK, MNOSIHOCTbIO yAanuTe HaAoCaAOYHYI >XWAKOCTb (OTAeNbHbIM
HaKOHEYHUKOM 13 Kaxaon npobupku).

14. Job6aBbTe Kk ocaaky no 300 Mk nNpoMblBOYHOro pacteopa N92, He kacasicb Kpas
npobupku, 3akponte NpobUPKN N aKkKypaTHO nepeBepHuUTe Npobupku 3-5 pas.

15. LeHTpudyrupyiite npobupkmn npm RCF(g) 12000-16000 B TeyeHue 1 MUH npwu
KoMHaTHon TemnepaTtype (oT 18 °C go 25 °C).

16. He 3ageBas 0cafoK, MOSIHOCTbI yAanuTe HaAO0CaAAOYHYI XMAKOCTb (OTAENbHbIM
HAaKOHEYHMKOM U3 Kaxaon npobupku). [onyckaeTca OCTaBUTb XKXMAKOCTb,

NMOKPbIBaOLLY 0CafoK, o6béMoM He 6onee 20-30 MK,

17. OTKponTEe NPOBMPKM U BbICYLLMTE O0CafoK npu Temnepatype 65 °C B TeyeHne 5 MuH.
18. Job6aBbTe K 0ocaaky no 50 mkn 6ydepa ansa pactBopeHus, 3aKponTe NpobUpKK.
19. BcTpsixHUTe Npobupkn Ha MukpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n ocaaute

Kanan ueHTpmdyrupoBaHnem npobmpok B TeyeHme 3-5 c.

20. TepmocTtaTtupynte npobmpkm npu Temnepatype 65 °C B TedeHne 5 MUH. BcTpaxHute

NpobupKM Ha MUKpOLEHTpUdYyre-sopTekce B TeueHne 3-5 c.

21. Ocaante koHAeHcaT ueHTpudyruposaHuem npn RCF(g) 12000-16000 B TeueHune 30

C Npu KOMHaTHol TemnepaTtype (ot 18 °C go 25 °C).

Mpenapat PHK rotoB pAns nOCTaHOBKM peakumm o06paTHOM TpaHCKpuUNuuu u
NosMMepasHoM LEenHOM peakumu.

MonyyeHHbIn npenapat PHK Heobxoammo B TeYeHMe ABYX 4acOB MCMOJSIb30BaTb A/1S
NMOCTAaHOBKM peakuMnm obpaTHOM TPaHCKPUNUUM W MNOMMEpPA3HON LenHOW peakuuu. Ans
BO3MOXHOCTU NpOBeAEeHMNS MOBTOPHONO uccrenoBaHuda ocrtaswytoca PHK cnegyet cpasy xe
NOMECTUTb B MOPO3U/IbHYIO KaMepy M XpaHWTb Npu TemnepaType He Bbiwe MUHYC 18 °C He

6onee 7 CyTOK, He pa3MopaxmuBas 40 NOCTAHOBKM.
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MapamMeTpbl TecTa, KOTOpble HE06XO0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrowmnx amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuu Habopa peareHToB Bupyc l'punna B

B pacoBke S

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuuoHHON cMecn — 40 MKN;

3) B okHe «[lporpamMma aMnandukaunmn» BBECTU Creaytolme napaMeTpbl:

Pexxum
N¢ 6noka Temnepartypa, °C MUH C Yuncno uMKnoB | ONTUYECKUX Tun 6noka
n3MepeHui
1 35 15 0 1 Livkn
2 | 92 I 0 30 | 1 | | Linkn
92 0 10
3 64 0 15 8 v Huin
90 0 5
4 64 0 15 40 v Huin
5 l 64 l 0 | 5 | 1 | | Linmkn
6 | 10 | [ .. | XpaHenve | | XpaHeHue
V- pPeXUM OMNTUYECKUX U3MEPEHWI
4) BHecTn cnegyowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy 5.5
- BK - Influenza B virus -
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Mpuno>xeHune B

MapamMeTpbl TecTa, KOTOpble HE06XO0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrowmnux amnanpukatopos «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuu Habopa peareHToB Bupyc N'punna B

B ¢pacoBke U

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuMOHHON cMecn — 18 MKN;

3) B okHe «[lporpamMma aMnandukaunmn» BBECTU Creaytolme napaMeTpbl:

Pexxnm
N¢ 6noka Temnepatypa, °C MUH C Yuncno uMKnoB | ONTUYECKUX Tun 6n1o0ka
M3MepeHUN
1 47 20 0 1 Linkn
2 95 I 5 0 | 1 | | Linkn
94 0 10
3 64 0 15 >0 v Huin
4 | 80 | 0 | 1 | 1 | | Livkn
5 | 10 | | | XpaHeHue | | XpaHeHune
V- PEeXUM OMTUYECKUX U3MEPEHWI
4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKUMN:
Fam Hex Rox Cy5 Cy 5.5
- BK - Influenza B virus -
Homep 1023
2024-04-04
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Ten./dakc +7 (495) 640-17-71
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8-800-200-75-15 (ansa Poccumn, 3BOHOK becnnaTHbIN)
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