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B HacToswemn

CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

HCV - OT aHrn. Hepatitis C virus

HCV WHO IS - oT aHrn. 6th WHO International Standard - 6 MexayHapoaHO
npu3HaHHbIA kKanubpaTop npomssoacTea NIBSC (nepBuYHbIN cCTaHAApT)

BK - BHYTPEHHUI KOHTPO/1b

an - [OBEepUTENbHbIN NHTepBan

OHK - Ae30KCnpnboHyKNenHoBas KMcioTa

OHKa3bi - Ae3okcnpunboHykeasbl

1B - MHTepdepupyoLwme BeLLecTBa

K- - OTpuuUaTeNbHbIM KOHTPOSbHbIN 06pa3sel,

K+ - NOJIOXXNTENbHbINA KOHTPOJIbHbLIN 06pasel

kOHK - KOMMNJIeMeHTapHasa Ae30KCUMpUBOHYKNEMHOBAs KMCNOTa

JIKO - NabopaTopHbIN KOHTPONbHbLIN 0bpa3el,

HK - HykenHoBble kncnoTbl (PHK 1 AHK)

oT - obpaTHas TpaHCKpuUnuus

nupP - NosiuMepasHasa uenHaga peakuus

PKM - paboumne kannbpaTopbl NPON3BOANTENS

PHK - puboOHYyKNenHoBast KMCnoTa

PHKa3bl - puboHykeasbl
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BBEAEHUE

Bupyc renatmnta C (HCV) saBnsieTcs OCHOBHbIM 3TUONOMMYECKUM areHTOM, OTBETCTBEHHbIM
3a pacnpocTpaHeHune BupycHoro renatuta [1, 2]. HCV pacnpocTtpaHéH nmoBCEMECTHO, OKOJO
3% HaceneHus ™upa UHGuumposaHbl HCV [3]. WHdekums, Bbi3biBaeMas HCV Hapsay
C BMpyCcamMu renatmTta B, npusHaHa oOAHOM W3 [MaBHbIX MPUYUH OCTPbIX U XPOHUYECKMX
3aboneBaHnin NeyeHn, BKAOYAS LUMPPO3 M renaTouenionsapHy KapumHoMy. B 80% cnydaes
OCTPbI renatuT nepexoamT B XPOHMYECcKYyto hopMy, UTO 06bACHSAETCS MOBbIWEHHOW YacToToM
mMyTaunin HCV n nHtepdepeHumen BUpyCHbIX 6en1KoB ¢ hakTopamMu BpOXAEHHOIO M aaanTUBHOIO
MMMYHMTETa Xo3suHa [4, 5].

HCV oTHocuTcs K poay Hepacivirus cemeiictea Flaviviridae, Hanbonee poacTBeHHbIMU
€My SBNAOTCHA BUPYChbl renatuta G, XenTon nuxopaaku n [leHre [6]. B cocTtaB BUpPYCHOWM YacTuubl
BXOASAT HykKneokancumg u obonouka, Kotopas obpasosBaHa M3 MeMbpaHbl KIETKM-XO035MHa W
BMPYCHbIX ravMkonpoteMHoB E1 n E2. N'eHOM npeactaBneH nuMHenHon ogHouenodyedHol PHK,
ONMnHHOM okosio 9400 - 9600 HykneoTuaHbIX OCHOBaHWM [7]. Bupyc obnagaer BbICOKOWM
BapmnabenbHOCTbIO BCEX KOAMPYEMbIX PErnoHOB BMPYCHOro reHoMa W KiaccuduumpyeTtcs
Mo TPEM YPOBHSM FOMOJSIOrMWU: MepBblA YpOBeHb MeHee 72% - reHOTWUMbl, BTOPOW YpPOBEHb
(romonorusa 72-86%) — cybtunbl, TpeTuii yposeHb (romonormsa 86-99%) - mM3019Tbl O4HOrO
cybTMna, cpeau KOTOpbIX pasfnuyaloT kBasmBuabl [8]. B HacTosiuliee BpeMs BbIAENAOT, Kak
MUHUMYM, BOCEMb OCHOBHbIX reHoTunoB HCV 1 6onee 100 cy6Tunos [9]. MobanbHO Hanbonbluee
pacnpocTpaHeHne mMeeT reHotuMn 1, 3ateMm reHoTun 3. Ha AaHHbI MOMEHT reHoTunbl HCV
uMelT reorpaduyeckn-obycnosneHHoe pacnpegeneHve [10]. B Poccun npemmyliectseHHO
pacnpocTpaHeHbl Tunbl 1b, 3a n 1a, 3HauMTeNnbHO pexe BCTpe4awTcs 2a, 2k n 4 [11].

TeueHne wn pesynbtaTtbl nedeHnsa HCV-uHdekumn 3aBMCAT OT reHoTuna Bupyca.
O6napatolime BbICOKOW pensiMKaTUBHOM CMOCOBHOCTbIO reHoTunbl 1b 1 4a asnatoTca Hambonee
onacHbiMu [12,13]. BeigsnexHune nHpexkumn HCV B nnasme n CbiBOPOTKE KPOBWU U nocneayowas
MAEHTUMUNKAUNS TEeHOTUMOB MMEKT BaXKHOE 3HayeHue B KJIMHMYECKOW AnarHoctmke un Bbibope
NMPOTUBOBUPYCHOM Tepanuu, a Takxe obecnedeHnn 6e30MaCHOr0 XpaHEHUs KpPOBU U
npeaocTaB/ieHNM 3NMAEMNOIONMYECKON MHpOPMaUKMM 0 pacnpocTtpaHeHHocTn HCV [14].

Tekywine pekoMeHgaumm no segeHunto u nedyeHuro HCV:

B Tex cny4yasax, Korga y nauveHTOB B CbIBOPOTKe KpoBM onpegenstoTcs aHTu-HCV (B1l) n/vnu
naaHMpyeTcs NPOTUBOBUPYCHOE fledeHmne, Heobxoammo nccnegosaHmne PHK HCV BbICOKOYYBCTBUTENBHBIM
MeToAoM (peKkoMeHAOoBaHHas AMarHoCcTUYecKas 4yBCTBUTENbHOCTb Ka4yeCTBEHHOro NcciefoBaHns —
25 ME/Mn 1 Bbiwe). MaumeHTam c 3aboneBaHMeM MNeYEHU HEYTOYHEHHOW 3STUMONOrMK aaxe
npu oTpuuaTesnbHOM pe3ysbTaTe nccneaosaHus aHtn-HCV pekoMmenayetcst onpegenenmne PHK HCV;
TaKkXe 3TOT TeCT uenecoobpasHo BbINOMHATbE NaumMeHTam Cc NpMobpeTeHHbIM MMMYHOAEMULNTOM,
nmbo nonyyarwmm MMMYHOCYNpPEeCcCcnBHYto Tepanuio [15, 16].

Onanas3oH BupycHon Harpy3skm PHK HCV MoxeT BapbupoBaTb B LIMPOKUX Mpeaenax
OT OYeHb HU3KMX 3Ha4vYeHun B buomatepuane ot numy ¢ 6eCCUMMNTOMHBIM HOCUTENBLCTBOM U NINLY
Ha CTagun peKOoHBasieCUueHUMN A0 KpaliHe BbICOKMX 3Ha4yeHun B HmomaTepmase OT NauneHToB

C KJIMHNYECKOWN KapTUHOW OCTPOro BUPYCHOro renatura.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HauMMeHOBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHus PHK
Bupyca renatuta C (HCV) metomom OT-MUP B pexume peanbHoro BpemeHu (HCV), panee

Mo TeKCTy — Habop peareHToB.

1.2 HasHaueHue: Habop peareHTOB npeAHa3HayeH A/ KadecTBEHHOro onpegeneHns PHK
Bupyca renatmta C B 6M0/1I0rMyeckoM Matepuane 4yenoBeka (MslasMa KpoBM, CbiIBOPOTKA KPOBW)

meTogom OT-MLUP B pexxnme peasibHOro BpeEMeEHMN.
1.3 QOYHKUMOHANIbHOE Ha3HavYeHWe: ANarHoCcTuKa in vitro, CKpUHWHT.

1.4 MokasaHns K MpoBeAeHWMI0 aHanusa: CUMATOMbl WMHGMEKUMOHHOro 3aboneBaHus,
CKpUHUHI HCV-nHpekunm.

MpoTNBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble W gemorpadumyeckme acnekTbl: npuMmeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMNOHHbIX U ,D,eMOI'paCbVI‘-IeCKVIX aCrneKkToB.

1.6 O6bnactb nNpuMeHeHusi: Habop peareHTOB MOXeT O6blTb MCNOAb30BaH B KJMHMKO-

AVArHOCTUYECKMX 1TabopaTopusiXx MEANLMHCKUX YUPEXAEHWUA.

1.7 MoTeHUuManbHble NONb30BaTeNN: KBAaNN(UUMPOBAHHbIN NepcoHasn, o6y4YeHHbIn MeToaaMm
MONEKY/IIPHON AMArHOCTMKM M NpaBunaM paboTbl B KIMHUKO-AMArHOCTMYECKOW nabopaTopuu:
Bpay  KJMHMKO-AMArHocTuyeckor  nabopatopun,  denbawep-nabopaHt  (MeAUUNHCKWUIA

nabopaTopHbIN TEXHUK).

1.8 MNpuMMeHATb Habop peareHToB CTPOro MO HAa3HaYeHUI0 COr/IacHO AAHHOM MHCTPYKLNK

no NpUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB
2.1 CoctaB Habopa peareHToB
R3-P613-S3/9, chacoBka S, cTpunbl
HanmeHoBaHue . Konuyectso HoMUHanbHbIM
BHewHunn Bug ..
KOMMOHEHTa npobumpok 06bEM KOMMNOHEHTA

Mpo3payHas 6ecuseTHas uam

Cmecb ansa amnandukaumm, po3p 4 12 ctpunos
po30Bas XMAKOCTb MoA rno 15 mkn

3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbiM croem

OT-NnupP-6ydep "V" Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobupku no 810 Mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas

®epmeHT Taq/RT posp 4 1 npobupka 55 mMkn
XNAKOCTb

BHYTpPEHHWI KOHTPONbHbIN

06;a§:u, PHK-;K ‘P,:'l Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupku no 1,0 mn

MonoXxunTenbHbl

. 1 Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIWKK Ana cTpunos 12 wr.

R3-P613-23/9, acoska S, Npo6Mpkm

HanmeHoBaHue . Konunuectso HOMUHanNbHbIM
BHewHU Bna ..
KOMMOHEHTa npobupok 06bEM KOMMOHEeHTa
Mpo3payHas 6ecuBeTHas um
Cmecb ana amnnmdukauum,
po30Bas XNAKOCTb Nojg 96 npobumpok no 15 mkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
OT-NnupP-6ydep "V" MNMpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupku no 810 MKkn
Mpo3payHas 6ecuBeTHasn BA3Kas
®epmeHT Taq/RT posp H 1 npobupka 55 mMkn
XNAKOCTb
BHYTPEHHU KOHTPOJIbHbIN
Mpo3payHas 6ecuBeTHasa XUAKOCTb 2 npobupku rno 1,0 mn
obpasel PHK-BK "A"! po3p H A P P !
MonoxunTenbHbI
. 1 Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
KOHTPOJbHbIV 06pasey,

Bce KOMMNOHEHTHI

Habopa peareHTOB TrOTOBbI

OOMONHUTENbHOM NOAFOTOBKU K pa60Te.

KoMMNeKTHOCTb:

K MNPpUMEHEHUNID U

- Habop peareHToB B OJHOM U3 BapMaHTOB UCMOJIHEHMSA — 1 WT.;

- NHCTpYyKUMA MO NpUMEHEHUI0 — 1 3K3.;

- Bknagbiw — 1 3K3.;

- MacnopTt — 1 3K3.

He TpebytoT

2.2 KonnuectBo aHanmnsnpyembix 06pasLos
Habop peareHTOB paccumnTaH Ha npoBeaeHne 96 onpeaeneHnii (He 6onee 6 NOCTaHOBOK),
BK/OYAs aHanM3 Heum3BeCTHbiX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX 06pa3uos WU

MOJTOXKXUTENbHbIX KOHTPOJIbHbIX O6pa3Ll,OB.

2.3 MpuHUMN MeTona

MeTtoa: obpaTHas TpaHckpunumua PHK ¢ nocneaytowen amnamdumkaumen CMHTE3MPOBaHHbIX

1 - Ha 3TMKeTKe KOMMOHEHTa AN Bcex pacoBoK «[M0/I0OXUTENbHbIV KOHTPOSbHbIA 06paseu» yKa3blBaeTcs
Kak «K+», «BHYTpeHHUIN KOHTpPONbHbIN 06pasel PHK-BK "A"» ykasbiBaeTcs kak «PHK-BK "A"»
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¢pparmeHToB kAHK mMeTtogoM nonuMmepasHon uenHoh peakumm (OT-MUP) c petekumen
pe3ynbTaToOB B peXMME peasbHOro BpEMEHWN; Ka4yeCTBEHHbIN aHanus.

MpuHUMN MeToAa OCHOBAH Ha MCNOSb30BaHWM npouecca obpaTHoM TpaHckpununm PHK
n nocneaytowenn amnnmdbdukaumm kAHK, 3aknodarowencs B MNOBTOPSAKOLWMXCS  UMKNax
TeMnepaTypHol  geHatypauumm  k[AHK, omTkura npanMepoB C  KOMMJeMeHTapHbIMU
nocnenoBaTesibHOCTAMM M NOCAeayoLWen A0CTPOMKM NONMHYKNEOTUAHbIX Luener Tag-nonmMmepason.

DTanbl o6bpaTHON TpaHckpunumm PHK u MUP-amnandukaumn kAHK nposoasT B ogHoM
npobupke.

Ona noBbIWEHUS 4YBCTBUTESIBHOCTU UM CrneuyudUyHOCTM peakuum npeaycMoTpeHo
npUMeHeHne «rops4dero» crapTa. Fopauun ctapt obecneumBaeTcsa MeTOAMKOW MPUrOTOBEHUS
peakLUMOHHOMN CMEeCK, COCTOoSLLEN U3 ABYX CNOEB, pa3ae/lieHHbIX NPOoCaonKkon n3 napaduHa. Ctapt
MOSIMMEpPA3HON LEMHOM peakumu MNpoOUCXoAMT TOJIbKO MpM  pacniasfeHnn napaduHa,
YTO UCKJIOYaeT Hecneuundunyeckoe ces3biBaHne npammepos ¢ AHK-mMuweHbo npm 60n1ee HU3KMX
Temnepatypax. NOMMUMO 3TOro, NOCNE OKOHYAHMSA peakumn U OCTbiBaHMSA Npobupok, napaduH
obecneunBaeT 3aneyaTblBaHME  peakUMOHHOM CMecUn WU AOMNOAHUTENbHYI  3awuTy
OT KOHTaMMHaUWM NpoayKTaMu amnnmdunkaumm.

B coctaB Habopa peareHTOB BK/IHOYEH BHYTPEHHUN KOHTPOsbHbIA 06pasel PHK-BK "A",
KOTOpbI fobaBnseTcs B aHanM3upyemble obpasubl Ha ctagmn BblaeneHns PHK n npegHasHaveH
ONst oueHkM 3Tana BblaeneHns PHK mn kadectBa npoxoxaeHuss obpaTHOW TpaHCKpUNUMKM WU
NnoJIMMepasHol LLEMHOM peakunm.

B peakuuoHHyl cMecb ans amnnamdukaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepXuT hyopecLeHTHY0 METKY M racutens payopecueHunu. MNpu obpasoBaHmm cneumbunyeckoro
npoaykta [OHK-3oH4 paspywaertca, AenctBue racutensds Ha  (QryopecueHTHYH  MEeTKy
npekpawiaeTcs, 4YTo BeAET K BO3pacTaHUOo YpPOBHS dnyopecueHumn. Konnmuectso paspyLUeHHbIX
30HA0B (@, crnepoBaTesibHO, WU YpOBeHb dryopecueHunn) yBenmymBaeTcss NponopunoHasnbHO
Konnmyectsy obpasoBaBLIMXCA  crneumduuyecknx  npoaykToB  amnnudukaumu. YpoBeHb
dnyopecueHUnn n3MepseTcsa Ha KaXxaoM UMKIe aMindukaunm B pexmnme peasbHOro BpeMeHMu.

B coctaB [AHK-30HA0B, MCMNOMb3YHOWMXCA A9 AETeKuMM npoAayKTa amnandukauum
nckomonm kAHK HCV, BkntouyeHa ddnyopecueHTHas MeTtka Fam. B coctas [AHK-30HAoOB,
NCNOMb3YIOWNXCA A9 AeTeKUuMW npoAayKTa BHYTPEHHEro KOHTpOsbHOro obpasua, BxoauT
dbnyopecueHTHbIM Kpacutenb Hex.

B Tabnuue 1 npuBeaeHbl KaHanbl AeTEKUMM NPOAYKTOB aMninduKaumm.

Tabnuya 1 - KaHanbl getekuum npoaykToB amnamdukaumm
Fam Hex/Vic Rox Cy5 Cy5.5
PHK HCV BK* - - -

* — BHYTPEHHUI KOHTPOJbHLIN 06pa3sen PHK-BK "A"

NccnegoBaHme cocTtouT M3 cnegylowmx atanos: BbigeneHune PHK (npo6onoarortoska),
peakums obpatHon TpaHckpunuum PHK wn TMUP-amnandpukaums kAHK ¢ opgHoBpeMeHHOM

aeTekumnen pe3ynbTaToB C NCMOJIb30BAHNEM Ha6opa peareHToB HCV.
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTtun4yeckast cneunduyHoOCTb

B o6pasuax 6uonorumyeckoro MaTepwana 4enoBeka, cogepxawmx PHK Bupyca
renatmta C, npn npoBeaeHnn amnaudumkaumm nporpammHoe obecnedeHne AeTeKTUMPYHOLLEro
amnnmdumkaTopa [AO/HKHO pPerncTtpupoBaTb  MOJSIOXKUTENbHbIM  pe3ynbTaT  aMnandukauum
cneundundeckoro npoaykrta (pparmenta reHoma HCV) no kaHany getekumnm Fam.

Habop peareHTOB BbisiBNSeT cneayowme reHotunsl HCV: 1a, 1b, 2, 3, 4, 5, 6.

B obpasuax 6uonormyeckoro matepumana, He cogepxawunx PHK Bupyca renatuta C,
npu nposeaeHnn amnamdukaunmm nporpamMMHoe obecnedvyeHne [OMKHO PperucTpmpoBaTthb
oTpuUaTENbHbIN pe3ynbTaT amnandukaunm cneumdunueckoro npogykra (pparmeHta reHoma HCV)
Nno KaHany getekumn Fam v NoNoXuUTENbHbIN pe3ynbTaT aMmnandukaumm BHyTPEHHEro KOHTPOS
Mo KaHany getekummn Hex/Vic.

MokasaHo OTCyTCTBME Hecneumdmnuyecknx noaoXnTenbHblX pe3ybTaToB aMnandukaumm
npu Hannuymm B obpasue PHK Bupycos HAV, HDV, HGV, HIV, AHK Bupycos HBV, EBV, CMV,
a Takke [AHK yenoseka B KOHUeHTpauuu go 1,0 x 108 konuii/Mn ob6pasua. epekpecTHble

peakuuu A5 yKasaHHbIX OPraHM3MOB U BUPYCOB 3aperucTpMpoBaHbl He 6bin.

3.2 NHTepdepunpyowine BelecTsa

Hanunumne wmnHrnbutopos OT-TLP B obpasue 6bumonormyeckoro matepuana MoxeT 6biTb
MPUYMHON COMHUTENbHLIX (HeonpeaenéHHbIX/Hea4OCTOBEPHbIX) pe3ynbTatoB. [IpuM3HaKoM
MHrnébmposanmsa [LUP saBnsetca oAHOBpeEMEHHOE OTCYTCTBME aMMInguKauum BHYTPEHHEro
KOHTPO/S M cneunduyeckoro npoaykra.

MakcuManbHble KOHUeHTpauunm WB, npu KOTOpbiX He Habnwganocb BAUSHUE
Ha npoBeaeHne ob6paTHOM TpaHCcKpunuun wn amnandukaumm nabopaTopHOro KOHTPOJIbHOMO
obpa3sua M BHYTpPEHHero KOHTposibHOro obpasua PHK-BK "A", coctaBunu: Tpurnmuepuaos -
0o 40 mMonb/n obpasua nnaasmbl/CblBOPOTKK, remornobuHa - pgo 2,0 r/n, 6unupybuHa -
no 340 mkmonb/n, obwmnim 6enok 80 r/n.

KoHUeHTpaunmM 3K30reHHbIX BellecTB B obpa3suax buomaTtepmana (nnasma/cbiBOpoTKa
KpOBW), He OKa3blBalowWwmne nHTepdepmpyowero BAMSHMUSA Ha nccneaosaHne Metoaom obpaTtHol
TPAHCKPUMUMN W TMOSIMMEPA3HOM LenHoW peakuun: ner-mHtepdepoH anbda, aumkioBup,
aTtasaHaBup, pwbaBupuH, pudamMnuuUMH, M30HMA3UL, A3UTPOMULUMH — COCTaBNAT He 6onee

TPEXKPATHbIX MaKCUMasibHbIX TEPaneBTUYECKUX KOHLEHTPaUMNiA.

3.3 Mpeanen obHapy>XeHus
Mpenen obHapyxeHus (npu mcnonb3doBaHum HabopoB peareHToB MPOBA-HK-YJIBTPA,
MPOBA-MY-YNIbTPA 1 MPOBA-MY-NTAUT npoussoactea 000 «[AHK-TexHonorns TC»):
- 10 ME/mn npwu Bblgenenmn PHK n3 1000 mkn obpasua nnasmbl KpOBU/CbIBOPOTKU KPOBU
C ncnonb3osaHueMm Habopa peareHToB NMPOBA-HK-YJIbTPA;
- 15 ME/mn npu BbligeneHun PHK u3 500 mkn obpasua niasmbl KpoBW/CbIBOPOTKU KPOBM

C ncnonb3osaHuem Habopa peareHToB NMPOBA-HK-YJIbTPA;
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- 50 ME/mn npu BbigenenHmn PHK mn3 250 mMkn obpasua nnaasmbl
C Ucnosnb3oBaHueM Habopa peareHToB MPOBA-HK-YJIbTPA;

- 15 ME/mn npwu BbligeneHnn PHK n3 500 mkn obpasua niasmbl
C ncnonb3oBaHmeM Habopa peareHToB NMPOBA-MY-YJIbTPA;

- 50 ME/mn npu Bblgenenmn PHK mn3 250 mkn obpasua nnaasmbl
C ncnonb3oBaHmeM Habopa peareHToB I'IPOBA-M‘—I-J'IAVIT;

- 80 ME/mMn npu BbigeneHnn PHK un3 100 mkn obpasua nnasmebl

C ucnonb3oBaHMeM Habopa peareHTos MPOBA-MY-JIANT.

’ AHK-TEXHONOrusa

KpOBW/CbIBOPOTKN KPOBMU
KpOBW/CbIBOPOTKN KPOBMU
KPOBW/CbIBOPOTKM KPOBMU

KPOBW/CbIBOPOTKN KPOBMU

Mpepen obHapy)XeHus yCTaHOBMIEH MYTEM aHanmM3a CEPUIHbLIX pa3BeaeHUln ABYX cepum

nabopaTtopHoro koHTposibHOro obpasua (JIKO). JlabopaTopHbIi KOHTPObHbIM 06pa3zey (JIKO)

KOJIMYECTBEHHO OXapaKTepu30BaH OTHOCUTENbHO 6-ro KannbpaTtopa npounssoacTtea NIBSC code:

18/184 (HCV WHO IS) B cooTtBeTcTBUM C TpeboBaHMEM METPOSIOrMYECKON MPOCIEXMBAEMOCTH

KOHTpoNbHbIX 06pa3suos (FTOCT P MCO 17511-2022).

3.4 AunarHoctmyeckne xapakTepucTuku

KonunyectBo uccnegosanun (n) — 93.

[unarHoctnyeckas 4yBcTBUTENBHOCTL (95% AWN) — 100% (91.96% - 100.00%).
OnarHocTtmnyeckas cneuymdunyHocTtb (95% AN) - 100% (92.75% - 100.00%).
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4 MEPbI MPEAOCTOPOXXHOCTH

Bupyc HCV oTHeceH ko II rpynne naTtoreHHocTu. Knacc noTeHUManbHOro pucka
npuMmeHeHnsa Habopa peareHToB: 3 (Mpuka3 MmnHsgpasa Poccum ot 06.06.2012 N 4H).

Opranusauma pabotbl [LP-nabopatopuu, obopyaoBaHue u MaTepwuanbl AOXKHbI
COOTBETCTBOBATb TpeboBaHmAaAM FOCT P NCO 15190-2023, MeToAUNYEeCKNX yKasaHui
MY 1.3.2569-09 «OpraHusaumsa paboTtbl nabopatopuii, NCNOMAb3YHOLWNX MeToabl amnandumkaumm
HYK/IEMHOBbIX KWCAOT, Npu paboTe c MaTepumanoM, coaepxXawmm MuUKpoopraHmsmbl I-IV rpynn
MaToreHHoCTn», C cobnogeHneM caHuTapHbiX npasua n HopMm CanluH 3.3686-21 «CaHuTapHoO-
annageMmnonornyeckme tpebosaHus no npodunakTuke MHOEKUNOHHbIX 6onesHen».

HenseecTHble o06pa3ubl paccMaTpuBalTCA Kak MNoTeHumanbHo-onacHble. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkmn 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHoCTu BbIGOp TMNa 3aWMUTHOro
KocTioma (pabouel ogexabl M CpeacTB MHAMBUAYAbHOW 3aWuTbl) MNPOBOAUTCS B CTPOrOM
cootBeTcTBMM C CaHluH 3.3686-21 n onpepenaetcs BuUAOM BO36yauTens, paboyen 30HOWM,
OCHalleHueM ee 6okcamu buonornyeckorn 6esonacHocCTw.

CnepyeT UCnNonb3oBaTb TOSIbKO OAHOPA30Bble HAKOHEYHMKWN U MPOBUPKMN.

He ponyckaeTcs WCNoONb30oBaHWME OAHUX W TeX Xe HaKoHeyHMKoB npu obpaboTke
pasnnyHbiX 06pa3uoB 6MonorMyeckoro Matepuana.

K pabote c HabopoM peareHTOB [AOMYCKaeTCs MepcoHasn, o6yyeHHbIn MeTodaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTopun.

Boigenenne PHK cnegyetr nposogute B 6okcax 6uonormyeckor 6e3onacHoOCTH
II-IIT Knacca € BK/AKYEHHbIM JTAaMUHapHbIM MOTOKOM. MoarotoBky K OT-TILP ¢ ucnonb3oBaHmem
Habopa peareHTOB BO3MOXHO npoBoauTb B MNLIP-60kcax.

3anpelwaeTcs nepemelieHne nabopatopHoro ob6opynoBaHusi, B TOM 4ucie A03aTOPOB,
WTaTMBOB, JlabopaTOpPHOM MOCyAbl, XanaToB, rONOBHbIX Y6OpoOB M np., @ TakKXe pacTBOpPOB
peareHTOB U3 O4HOMO NOMeLleHUs B Apyroe.

[lo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

MoBepxHOCTM paboumx CTOMOB, a TakKXe MOMeWeHUs, B KoTopbix nposoawntcs MLP,
cnepyet obs3aTenbHO, A0 M nocne nposBeaeHnsa paboT, obnyyaTtb C NMoOMowWbo 6akTepmumMaHbIX
YCTaHOBOK B TeyeHune 30 MUHYT.

Ncnonb3oBaHHble OAHOPAa30Bble MNPUMHAANEXHOCTM (NPOBUMPKKU, HAKOHEYHUKM W Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXKalimi

Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

BHUMAHME! YTunumnsmpoBaTb oTxoabl ¢ npoayktamu MNMLUP Heo6xoanMo TONbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupku nocne amnandukaumn, Tak Kak 3TO MOXeT NpUBECTU

K KOHTaMuHauum npoayktamu MUP (MY 1.3.2569-09).
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Bce noBepxHocTu B nabopatopuu (paboume cTONbl, WTaTuMBbl, 060pyAoBaHue U Ap.)
eXenHeBHO nMoABepratT BaXxHoOW ybopke C nNpuMeEHeHWEM Ae3nHOULNPYOLWNX/MOKLWNX
CpeAcCTB, pernamMeHTUpoBaHHbIX NpasuiamMm n HopmMamm CaHlnH 3.3686-21.

Mpn uncnonb3oBaHnuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumu
obpasylTcs oTxoAbl Kfnacca B, KoTopble YTWUAM3MPYIOTCS B COOTBETCTBMW C TpeboBaHUSAMMU
CaHlunH 2.1.3684-21 «CaHunTapHo-anuaemMuonormyeckme  TpeboBaHuS K  coaepXaHuto
TEPpUTOPUIA TOPOACKMX W CefIbCKUX MOCeseHMin, K BOoAHbIM 06bekTaM, NUTbeBON BOAE W
NMMTbEBOMY BOAOCHAbXeHW, aTMocdhepHOMYy BO34yXYy, MO4YBaM, XWAbIM MOMELLEHMNsM,
aKCnNyaTauMn npou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEeHWNIA, OpraHM3aumm n nNpoBeneHuto

CaHUTapHO-MpPOTUBO3NMAEMNYECKNX (MpodrNakTUYEeCcKnx) MEpPONPUATUIA».

OnacHble KOMMOHEHTbI B Habope peareHToB

KoMmnoHeHT Habopa Hanuumne/orcyrcrBue
peareHToB OMacHOro KOMMOHEHTa

CMecb ansa amnnmdukaumm,
3aneyaTaHHas napaguHOM

YkazaHue Ha pUCKM

HeT onacHbIX BewecTB -

OT-MNUP-6ydep "V" HeT onacHbIx BeLWeECTB -

®epmeHT Taq/RT HeT onacHbIX BewecTB -

He knaccudguumpyetcsa
A3unpg Hatpua meHee 0,1% KaK ornacHbIf ons 340p0OBbs
yesoBeKa U OKpyXxatoLlen cpeabl
He knaccuduumpyetcs
A3unp Hatpusa meHee 0,1% KaK ornacHbIi Ans 340pOoBbs
yenoBeKa U OKpyXXatlLlen cpeabl

BHYTpPEHHWI KOHTPONbHbIN
obpaseyn PHK-BK "A"

MoNoXNTENbHbBIA KOHTPOJIbHbIN
obpasey,

Mpun pabote c HabopoMm peareHTOB cregyeT MCMNOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3aWmnTbl AN NpefoTBPaLLEeHMs KOHTaKTa C OpraHu3MoM 4enoseka. lMocne OKoH4YaHus paboThbl
TLWATENbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXeMW, rnasaMm 1 CIM3ncTbiMm 060/104KaMM.

Mpn ncnonb3oBaHMKM MO Ha3Ha4vyeHUo n cobnaeHnn Mep NpeaoCTOPOXHOCTU KOHTAKT
C OpPraHM3MOM YesioBeKa MCKITHYEH.

He ncnonb3oBaTb Habop peareHToB:

- npu HapyLleHnn yC0BMN TPaHCNOPTUPOBAHUSA N XPAHEHUS;

- Mpu HEeCOOTBETCTBMM BHELWIHEro BMAa peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- NMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Nno NCTEYEHNIO CPpOKa rogHoCTun Ha6opa peareHTos.

MpumMmeyvaHne - Ha6op peareHToB He coaAepXUT MaTepuanos 6uonornyeckoro MPpONCXoXaeHu4,
BewWecCTB B KOHUEHTpauusax, obnagatowmx KaHUepOoreHHbIM, MyTareHHbIM OENCTBMEM, a TaKXe BAMSAKLWMX
Ha pPenpoaAYKTUBHYHO d)YHKLI,VIIO yenoseka. lpu WCNONb30BaHUM MO Ha3HAYEHUIO WU cobnioaeHumn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U
pacxofHble MaTepuansl:
o MNLP-60kc;

. aMnmMouKaTop C AeTEKUNEN B pEXMME pPeaslbHOro BpeMeHU?;
. MUKPOLEHTPpUdYra-BOPTEKC;
. poTOp AN MUKPOLEHTPUGYrM-BOpTEKCA A1 CTPMMNOBaHHbIX Npobupok o6béMoM 0,2 Mn

(Tonbko ang dacoBkn S, cTpunbl);
o XON0AUNBHUK C MOPO3UJTIbHON KaMepon;
o wTaTne «pabouee mecto» ans npobmpok o6vémom 0,2 mn (ans dpacoBkm S, NpobmMpkn) nim

AN CTpUNoBaHHbIX Npobupok o6bémom 0,2 mMn (ans ¢acoBkn S, cTpunebl);

o wTaTtne «paboyee mecto» ana npobmpok o6vEMOM 1,5 mn;
o wTaTne «paboyee mecto» Ana npobmpok o6bEMOM 2,0 Mn;
o [03aTOpbl MeXaHW4YeCKMe WM 3SNEeKTPOHHbIE MepeMeHHOro o6béMa OAHOKaHasbHbIE,

nossonswwme orbmpatb 06LEM xugkoctm ot 2,0 go 20 mkn, ot 20 go 200 mkn, ot 200
Ao 1000 mkn;
o OAHOpa30Bble HAKOHEYHMKWN C DPUABTPOM 4SS MOJSlyaBTOMaTU4YeCKMX A03aTOpOB, CBO6OAHbIE

oT PHKa3 u 1HKa3, 06bvémom 20 mkn, 200 mMkn, 1000 mkn;

. LWTaTUB AN A03aTOPOB;

. NpPo6UpKN MUKpOLEHTPUDYXHble 06bEMOM 2,0 M1 C KpbilwKaMn, cBoboaHble oT PHKas wu
[HKas3;

. Npo6upKM MUKpoLEHTPUDYXHble 06bEMOM 1,5 M C KpblwkaMu, cBoboaHble oT PHKas u
[HKas3;

. 0AHOpa30Bble NepYyaTkn MeanUMHCKMe, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

. éMKOCTb AN cbpoca MCMonb30BaHHbIX HAKOHEYHWMKOB, MPOBGUMPOK M APYrMX PacxXoAHbIX
MaTepuasnos;

. Habop peareHToB 418 BblAENEHUS HYK/TEMHOBbIX KUC/IOT:

- Ha6op peareHToB ans Bblaenenns AHK/PHK Bupycoe u3 kposu (MPOBA-MY-NANT)
000 «AHK-TexHonorunsa TC», Poccus;
- Habop peareHToB gns sbigeneHns OJHK/PHK BupycoB n3 KpoBu C npeaBapuTesibHbIM
KoHueHTpupoBaHuem (MPOBA-MY-YJIBTPA), OO0 «AHK-TexHonorusa TC», Poccus;
. Habop peareHTOB AnS BblAENEHUS HYKIEMHOBBIX KWCAOT BWPYCOB U3  KpOBMU
C npeasaputenbHbiM KOHUeHTpupoBaHueM (MPOBA-HK-YJIbTPA), OO0 «HK-TexHonormnsa TC»,
Poccusa, PY N° P3H 2022/16810.

1 — panee no TeKkCTy - JeTekTupylowmin amnnundukatop; TpebyeMmble napaMeTpbl AETEKTUPYHOLLMX
aMnNAnbUKaToOpoB yYKasaHbl HUXe

13
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Habop peareHTOB NpUMeHSETCs C AETEKTUPYOWMMK aMmnandmKkaTopaMn NaaHLWETHOro n
pPOTOPHOrOo TMMNA C CUCTEMOM pgeTekumn (ryopecueHTHOr0 CUrHana B pexXuMme peanbHOoro
BPEMEHM, 3apPErncTpuMpoBaHHbIMM B YCTAaHOBJEHHOM nopsake B P® M COOTBETCTBYHOLWNMU
cnepyowmM TpeboBaHUSaM:

- obecneunBaeTtcsa paboTta c 06bLEMOM peakUMOHHON cMecn 50 MKN;
- obecneuunBaetcs pabota c pnyopodopamu: Fam, Hex (Vic);

- nogorpeBaeMasl Kpbilwka c TemnepaTtypon 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OoXxNlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb MOAAEpPXaHUs U OAHOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.

Ona pabotel ¢ Habopom peareHTOB BaIMAUPOBAaHbI CAeaylolue AeTeKkTupylowme
aMmnandunkaTopsbl:
- AMnnndukaTop getektupyowmin «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandunkaums
«OTnpanm *M*»), 000 «HIMO [OHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229, panee
no Tekcty — «ATnpaiim»;
- AMnnndukaTop geTekTupyowmin «ATnant» no TY 9443-003-96301278-2010 (Moandmkaums
«ATnant *S*»), 000 «HMO [OHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228, panee
no Tekcty — «ATnanT»;
- TepMouuknep ans amnandukaumm HyknemHosbiX kucnoT 1000 ¢ MoayfeM peakuMOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Paa JlabopaTtopues, WHk; CLUA,
PY N ®C3 2008/03399, nanee no Tekcty — CFX96;
- AMnandgukaTop HyknemHoBbix kncnot Applied Biosystems QuantStudio 5 ¢ rubpuamsaumoHHo-
dnyopecueHTHOM pgeTekumen npoayktos TP B pexwume peanbHOro BpeMmeHun, <«Jland
TekHonopxunc Xonguurc Mrte. Jlta.», CuHranyp, PY N2 P3H 2019/8446, nanee no TekcTty — Applied
Biosystems QuantStudio 5.

Mo BonpocaM nMpuMeHeHUs AeTeKTUPYLWMX aMrU'IVICbVIKaTOpOB, HE YKa3aHHbIX BbllWIE,

TpebyeTcsa cornacoBaHWe C NpoM3BoAUTENIEM Habopa peareHToB.
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6 AHAJTUSNPYEMbBIE OBPA3LbI

6.1 MaTepuan ons nccneaoBaHus
Ona wnccnepoBaHMs  UCMOAb3YHOT MJla3My  KPOBW/CbIBOPOTKY KPOBW, MNOJIyYEHHbIE

M3 LenbHoM nepudepmnyeckon KpoBu yenoseka.

6.2 O6bwme TpeboBaHus

Ons nonyyeHms KOPPEKTHbIX pe3ynbTaToB 60/blIOe 3HAaUEHME MMEET KauyecTBO B3SATUS
obpasua 6uomaTepmana ANns  WUCCNeAOBaHWSl, €ro XpaHeHue, TpaHCMopTUpPOBaHUE ¢
npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3sTME 6MOMaTepmana MOXET NMPUBECTM K MOJTYYEHUIO HEAOCTOBEPHbIX

pe3ynbTaTtoB U, BCNeaACcTBMUe 3T10ro, HeobxoanMoCcTn ero MOBTOPHOIo B3ATUA.

MpuMeyaHne - B3aaTne, npeaBapuTenbHylo o06paboTKy, XpaHeHMe W NepeBo3Ky, nepedady
nccneayemMoro matepvana B Apyrue opraHvMsaumy OCYLLECTB/IAKT COrflacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, pEerfaMeHTUpyoWmnM BbINOSIHEHNE WCCeAOoBaHWM B COOTBETCTBUMM C  TpeboBaHWSAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.

6.3 B3daTne matepmana Ha nccnegoBsaHue

B3siTve LenbHOM nepudepnyeckon KpoBM NPOBOAUTCS B COOTBETCTBUMU C MHCTPYKLUMSMU
no npuMmeHeHunto  HabopoB  peareHToB [MPOBA-HK-Y/IbTPA, T[POBA-MY-YJIbTPA 1
MPOBA-MY-JIANT.

6.4 TpaHcnopTMpoBaHMe U XxpaHeHue obpasyos bnonormyeckoro matepuana

TpaHcnopTMpoBaHMe U XpaHeHune o06pa3uoB KpOBWM MPOBOAUTCA B COOTBETCTBUMU
C MHCTPYKUMSAMKN NO npuMmeHeHuto HabopoB peareHToB MPOBA-HK-Y/IbTPA, MPOBA-MY-YJIbTPA
n NMPOBA-MY-JANT.

6.5 MonyyeHne nnasMbl KPOBWU/CbIBOPOTKM KPOBU

MNMonyyeHne M XpaHeHue MniasMbl KPOBWU/CbIBOPOTKM KPOBM NMPOBOAUTCS B COOTBETCTBUM
C MHCTPYKUMSAMKM NO npuMmeHeHuto Habopos peareHToB MPOBA-HK-YJIbTPA, MPOBA-MY-YJIbTPA
n MPOBA-MY-NTAAT.
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7 NMPOBEAEHUE AHAJTU3A

BHUMAHME! [pn BbINONMHEHMW UCCNEeAOBaHM B KAMHWYECKOW nabopaTtopun Cepbe3Hyro
O0MacHOCTb NpeAcTaBAseT PUCK KPOCC-KOHTaMMHaUunM Mexay obpa3suamm Ha Bcex 3Tanax paboThl,
0CobeHHO npu anuMKBOTMpoOBaHuM U  BblgeneHmn PHK. [epekpecTHas KOHTaMuHauums
BbICOKOKOMWUIHLIM  6MOMaTepmMasioM MOXET NpUBOAUTb K MNOSIBIGHUIO  Cropaanyeckux

NNOXXHOMONOXUTENBbHbLIX PpeE3YNbTAaTOB.

Ona  npepynpexaeHus  Kpocc-KOHTaMuHaumu  6uomatepmanom B nabopatopum
pEKOMeHAYeTCs BbIMOSIHEHME CneayLWwmMx NpaBu:
1. HeobxoanMo NnpoBoANTb BU3YyasibHYHO OLEHKY MOCTynuBLlero 6nomaTtepmana v BbibpakoBKy
BCex 0bpa3uoB, ecin cpean HUX eCTb NPobUpKM C HapYLIEHHOW repMEeTUYHOCTLIO.
2. 0O643aTenibHO BbINOMHATL NOCTAHOBKY OTpUUATENbHbIX KOHTPOJIbHbIX 06pa3uoB, Ha4YnHas
C aTtana sblgeneHns PHK, B kaxaoM npoTokone.
Ncnonb3oBaTh Ha BCeX 3Tanax MccnefoBaHMs HaKOHEYHMKN C @3p0o30JibHbIMU DUIbTpamMu.
4, CobntoaaTe METOAMKY BbIMOSIHEHNA UCCNEA0BaHUS, OTKPbIBaTb NpObuMpkM TMna nneHaopd,
He gonyckas KacaHuUn pyKu B rnepyaTke BHYTPEHHEN 4acTu KPbIWKKN NMpobupku.

5. lMpn BHECEHUU peareHTOB He KacaTbCsd HaKOHEYHUKOM Kpas I'IpO6MpKM.

7.1 Bbiaenenne PHK

Ona BbigeneHns PHK HCV 13 nna3mbl/CbIBOPOTKM KPOBW BanmvaupoBaHbl Habopsbl
peareHToB ANa BblAENEHUS HYKIEeUMHOBbLIX KWUCAOT BupycoB u3 Kposu [MPOBA-HK-YJIBTPA,
000 «[HK-TexHonorus TC», Poccus, PY N2 P3H 2022/16810; MPOBA-MY-Y/IbTPA 1 MPOBA-MY-JTAWT,
000 «OHK- TexHonormsa TC», Poccus.

BoigeneHne PHK npoBoaAT B COOTBETCTBUM C  WHCTPYKUMEA NO MPUMEHEHUIO

NCNonb3yeMoro Habopa peareHToB.

BHUMAHME! MonyuyeHHbin npenapat PHK HeobxoaMMoO B TeyeHue ABYX 4YacCcOB MCMOJ1b30BaTb

AN NOCTaHOBKM peakumm o6paTHOM TpaHCKpUNUMKM M NOSIMMEPA3HON LEeNHON peakuun.

Ucnosib30BaHUE KOHTPOJIbHbIX OﬁpaBLIOB Ha 3Tane BbiaeJiIieHUA HYKJIEMHOBbIX KUC/NOT

- BHYTpEeHHMUA KOHTPONbHbI 06pasey PHK-BK "A" (BxoauT B cocTtaB Habopa peareHToB)

Ons  UCKNOYeHUS NIOXHOOTpULUATENbHbIX pe3ynbTaToB MUCCNeA0BaHUs U KOHTPOJS
KayecTBa wuccnenoBaHusl obsizaTenbHo pobaBreHne BHYTpPEHHEro KOHTpoNbHOro obpasua
PHK-BK "A" B aHanuaunpyemble ob6pa3ubl Ha 3Tane BblAeNEHNUS HYKIENHOBbIX KUCIOT.

B cnyuae Bbigenenmsa PHK HCV ¢ ncnonb3osaHmnem Habopa peareHtoB NMPOBA-HK-YJIbTPA
cnepyet BHocuTb PHK-BK "A" B 06béMe 10 Mk Ha obpaseu.

B cnyuae Bblgenenuns PHK HCV c ncnonb3osaHmemM Habopos peareHTos [MPOBA-MY-YJIbTPA
n MPOBA-MY-JTAUT cnenyeT BHOcMTb PHK-BK "A" B 06b&Me 20 MK Ha obpasel.

- OTpMuaTenbHbliAi KOHTPOJIbHbIA o06paseu (M3 cocraBa HabopoB peareHToB
NMPOBA-HK-YJIbTPA, MPOBA-MY-YJIbTPA u MPOBA-MY-NIANT)
Ona  VCKNIYEHUST JIOXKHOMOJIOXKUTESbHbIX pPe3y/bTaTOB MCCNeAO0BaHUS M KOHTPOSS

KayecTBa nccnegosaHusa obs3atenbHO UCMOIb30BaHMe OoTpUUAaTENIbHOINO KOHTPOJIbHOIO o6pa3ua.
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Ha 3Tane BblaeneHUss HYKNEMHOBbIX KWUCNOT creayet obssaTtenbHO MNOArOTOBUTh
oTpuuUaTeNbHbIA KOHTPOMbHLIA 0bpa3sey, (OTpuuaTenbHbI KOHTPOMbHbIA 0bpasel M3 cocTasa
Habopos peareHToB NMPOBA-HK-YJIBTPA, MPOBA-MY-Y/IbTPA nnu paszbaButens Ans KOHTPOSbHbIX
MaTepunasnoB U3 coctaBa Habopa peareHToB I'IPOBA-M‘—I-J'IAVIT) MU NMpOBECTU ero 4yepes BCe 3Tanbl
BblAeNeHns OAHOBpPEMeHHO C BblaeneHneMm PHK n3 HeusBecTHbiXx 06pas3uoB B COOTBETCTBUM
C MHCTpYKUMENn no MpuUMEHEHU0 cooTBeTCcTBylowero Habopa peareHTtoB. Kaxpgas rpynna

BblaensieMbix 06pasuoB A0/KHA BKAKOYATb OAMH OTpuLUaTeNIbHbIN KOHTPONbHbIN 0b6pasel (K-).

7.2 MoaroToBKka M NpoBeaeHMe peakuum o6paTHOM TPAHCKPUMLMN U MOJIMMEPa3HON LEenHomn
peakumm

BHUMAHME!

1. Mpu npoBeAeHUN BCeX MoOcCienywmx AeNCTBUN cnenyeTt nsberatb BO3AENCTBUS MPSIMbIX

COJTHEYHbIX Ty4en Ha Npobmnpkn co cmecbto anga amnandunkaymmn!
2. Mpu ncnonb3oBaHMM Habopa peareHTOB B BapuaHTe McCNosHeHus «®acoBka S, CTpuMbl»,
cnepyet cTporo cobnoaatb KOMMIEKTHOCTb CTPUMOB U KPbILWeEK K HAM. He ncnonb30BaTb KPbILWKK

K CTpunam us apyrux Habopos peareHToB!

7.2.1 TpomapkupyihTe no OAHOM npobupke/cTpMnoBaHHOM npobupke CO CMecbl Ans
amnandukaummn, 3anedyaTaHHoM napaduHOM, ANS KaxAoro HewsBecTHoro obpasua,
ANa oTpuuaTenbHOro KOHTponbHOro obpasua (K-) v A4ng noNo0XUTENbHOr0 KOHTPOSIbHOIO

obpasua (K+).

BHMMAHME! Konn4yecTBo peareHTOB pacCUMTaHO He 6onee 4yeM Ha 6 NOCTaHOBOK NpU yCOBUMK
BapuabenbHOro KomMyecTsa HeM3BeCTHbIX 06pa3yoB, 1 OoTpMuUaTebHOrO KOHTPObHOro obpasua

M 1 NONOXKNTENBbHOr0 KOHTPOJSIbHOIO 06pa3L|,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanuamMpoBaTb 6 HemM3BeCTHbIX 06pa3uoB. [Ons 3TOro  HyXHO
npomMapkupoBaTb 6 NpobUpoK AN HeM3BECTHbIX 06pasyoB; oAHY NPo6UPKY Ans «K—» u
oAHYy npobupky ans «K+». Obwee konnyectso npobupok — 8.

7.2.2 BcrpsaxHute npobupku c OT-MNLP-6ydepom "V" n pepmeHToM Taq/RT Ha MmKpoueHTpudyre-
BOpTEKCE B TeyeHuMe 1-3 C u UuUeHTpUdyrmpymute Ha MUKpoUeHTpudyre-soprekce

B TeyeHune 3-5 c.

BHUMAHMUE! ®epmeHT Taq/RT HeobxoammMo  goctaBaTb U3 MOPO3WIbHOWM  Kamepbl

HenocpeaCTBEHHO nepen MCcnoJib30BaHUEM.

7.2.3 MpurotoebTe cmecb OT-MLUP-6ydepa "V"' ¢ depmeHToM Taq/RT. Ons 3T0ro cmewanTe
B OTAE/IbHOM 04HOpa30BoOMN npobupke:
— 15 x (N+1) mkn OT-MUP-6ydepa "V";
- 0,5 x (N+1) mkn depmeHTa Tag/RT,
rae N — KonMyecTBo NPOMapKMPOBaHHbIX MPOBMPOK € yuyeToM «K—» n «K+»,

CMecb MOXHO XpaHuUTb Npu Temnepatype oT 2 °C go 8 °C He 6osiee ogHoOro 4yaca.
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Mpumep:

Heobxoanmo npoaHanu3mpoBaTb 6 HeM3BeCTHbIX 06pa3uoB. [MpoMapKUpOBaHHbIX
npobupok — 8. HyxHo npurotosutb cMecb OT-MLUP-6ydepa "V" ¢ depmeHToM Tag/RT
ansa 9 (8+1) npobupok, T.e. 135 mkn OT-MNUP-6ydepa "V" + 4,5 mkn depmeHTa Taq/RT.

BHUMAHME! lNpu B3sTNK pepmeHTa Taq/RT HeobxoammMo norpykatb HaKOHEYHUK He 6onee yeM
Ha 1,0 MM 1 cobnogaTb NpaBuna AO3MPOBAHUS BA3KUX XUAKOCTEN. TwaTenbHO CMbITb OCTaTKU

depmeHTa Taq/RT c HaKOHEeYHMKa NMNEeTUpPOBaAHMEM He MeHee 5 pas.

7.2.4  BctpsaxHuTe npobupky ¢ npurotosneHHom cmecbto OT-MLP-6ydepa "V" n depmenTa Tag/RT
Ha MWKpoUeHTpudyre-sopTekce M LEeHTpUdyrmpynte Ha MUKpOUEHTpudyre-BopTekce
B TeyeHune 1-3 c.

7.2.5 [dobaBbTe BO BCe NpoOMapKuUpoBaHHble Mpobupku (Bkaouas «K—» n «K+»), He noBpexaas
cnon napadumHa, no 15 mkn cmecm OT-MLUP-6ydepa "V" c pepmeHTOoM Taq/RT. HensioTHO

NMpUKponTe NpobMpPKN/CTPpUNbl KPbILLKaMU.

BHUMAHME! Nocne go6asneHns cmecn OT-TLUP-6ydepa "V" n depmerHTa Taq/RT B npobupku

CO cMecblo And amnamdunkaumm Heob6xoanMo cpasy Xe BbIMONAHUTL 7.2.6 — 7.2.11.

7.2.6  BCTpsixHUTE NPO6UPKY C MOMOXKMUTENbHBIM KOHTPOJSIbHbIM 06pa3LioM Ha MUKPOLEHTpUdyre-
BOpTEeKCe B TeyeHne 3-5C U UeHTpUdYrMpyinTe Ha MWUKPOLIEHTpUdYre-BopTekce

B TeueHune 1-3 c.

BHVUMAHME!

1. Ona npenapata PHK u oTpuuaTenbHOro KOHTPONbHOro obpasua nepes BHECEHUEM
B NpoBMpPKN C peakUMOHHOM CMeCbio HEOOXOANMO BbIMOMHUTE PEKOMEHAALUNM NO UCMOSIb30BaHUIO
npenapata PHK, npuBeaéHHble B WHCTPYKUMAX MO MNpUMEHeHWI0 HabopoB peareHToB
MPOBA-HK-YNIbTPA, MPOBA-MY-YNIbTPA 1 MPOBA-MY-JTANT.

2. [Ons npepoTBpalleHns KOHTaMUHaUWK crenyeT nepes BHeceHneM PHK oTKpbiBaTb KPbILKK
TONIbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIM obpasel, M 3aKkpbiBaTb UX nepej
BHeCeHmeM cnegytowero. B cnyyae ncnonb3oBaHns CTPMNOB cneayeT 3aKpblBaTb KPbILWKY CTpuna
nocne BHeceHMs B Hero obpa3suoB nepej HayanoMm paboTbl co cneaywwum. Heobxoammo
3aKpbiBaTb Npobupku/cTpunbl nnoTtHo. [lMpenapaTtbl PHK n kKOHTposibHbie o6pa3ubl cneayer

BHOCUTb HAaKOHEYHUKaMK C CIJVIJ'IprOM.

7.2.7 BHecuTe B COOTBETCTBYHLIME MPOMapKMpoBaHHble MpobupkM, He mnoBpexaas Cnomn
napadumHa, no 20 mMkn nonyyeHHoro wm3 obpasuoB npenapata PHK. B npobupku,
rnpoMapkmpoBaHHble «K-» 1 «K+», PHK He BHOCKUTCS.

7.2.8 BHecuTe B npobupky, nNpoMapkupoBaHHYK «K-», He noBpexpgasl cioi napadwuHa,
20 MK oTpMUaTeNbHOrO KOHTPOSIbHOro obpasua, npowegwero atan sbiaeneHmns PHK.

7.2.9 BHecute B npobupky, npoMapkupoBaHHyk «K+>», He noBpexaas cnon napaduHa,
20 MK NOJIOXUTENIbHOIO KOHTPOsbHOro obpasua.

7.2.10 UeHTpudyrupynte npobrupkn/CTpmnbl Ha MUKPOLLEHTpUdyre-sopTekce B TeueHune 3-5 c.
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7.2.11

7.2.12

7.2.13

Tabnunuya 2 -

’ AHK-TEXHONOruA

YctaHoBUTE BCe npobupkun/cTpunbl B 6N0K AeTekTupylowero amnauvdukatopa u
nposeante OT-MUP (7.2.12, 7.2.13).

Ona petekTupytowmx amnandukatopos cepun AOT:

3anycTuTe nporpaMMHoe obecnedeHue aetekTumpyowero amnamdukatopa. NMpu nepsoM
npoeeaeHmn OT-MLP 3arpy3nTte cOOTBETCTBYOLWMIA TecT!. [anee n npu nocnenyroLmnx
NOCTaHOBKAxX CoO34aMTe COOTBETCTBYHOLWMUIN  MPOTOKON

nccnenoBaHuA: YKaxXute

KONM4ecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u
MOJIOXUTENBbHOIr0 KOHTPOJIbHbIX 06pa3LoB, OTMeTbTE PacnosioXeHne npobnpok/cTpmnos
Ha MaTpuue Tepmobnoka B COOTBETCTBMM C UX YycCTaHoBKOW u npoBeaute OT-MLLP.
Mpun BbIBOpE TecTa AoMKHA oTobpaxaTbCs NporpamMma, npuseaéHHas B Tabnuue 2.

Ona petektmpytowmnx amnandumkatopos CFX96 n Applied Biosystems QuantStudio 5:
Mposeante OT-MUP ¢ yuyeToM o06bEéMa peakUMOHHOM cMecu, paBHOro 50 Mk,

no nporpammamM amnnamdukKaumm, NpuBeaEéHHbIM B Tabnmuax 3 U 4 COOTBETCTBEHHO.

MporpaMMa aMnandukaumnm ans AeTEeKTUPYLWMX aMnandukaTopos

«ATnpanm», «ATnant»

Pexxum
N© Yucno
TeMmnepartypa, °C MWH c ONTUYECKUX Tun 6n0ka
6n10ka LIMKJI0B .
n3MepeHunm
1 47 15 0 1 Uunkn
2 95 5 0 1 Lunkn
95 0 10
3 50 Lwnkn
59 0 20
4 252 XpaHeHune XpaHeHue

V - pexuM ONTUYECKMX U3MEPEHMIA

Ta6bnuua 3 - MNporpamma amnaMbuKaumm ansa AeTekTupyowmx amnimgukatopos CFX96

Bpems, KonuuectBo uukioB
o o
N2 6noka (Step) Temnepartypa, °C MUH:CEK (ELE o)

1 47 15:00 1

2 95 5:00 1

3 95 0:10

50
4 59 v 0:20

vV - pexuM onTuyecknx namepeHuit (Plate Read), ycTaHOBUTL n3MepeHue hiyopecueHLn no

HeobxoanMbIiM kKaHanam getekummn (Fam, Hex) npu 59 °C

1 — TecT Anda AeTeKTUpYLWMX aMnandukaTopos cepum AT co3aaércs nyTéM BBoAa NapameTpoB (NapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) unu npefocraBnseTcs npomssoanTenem Habopa peareHToB
2 — ponyckaeTcs XxpaHeHue npu Temnepatype 10 °C
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Tabnuua 4 - T[porpamMma aMnaudukauMm Ana AeTeKTUPYHLWKUX aMnandukaTopos

Applied Biosystems QuantStudio 51!

Bpems, KonuuecrBo uuknos
o o
Craaus N2 wara Temnepartypa, °C MUH: CeK (nosTopes)
YAEPXaHunA 2 95 05:00 1

1 95 0:10
Ctagusa NP 50

2 59 v 0:25
vV - c60p AaHHbIX A8 HeobxoanMblx dnyopodopos (Fam, Vic (Hex)) BKIOUEH

8 PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALINN

Pernctpaumnst curHana dnyopecueHunn NpoBOAMTCA AETEKTUPYIOWUM aMNIMdUKaTopoM

aBTOMaTU4eCKnN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

9 YYET U UHTEPMNPETALMSA PE3YJIbTATOB

9.1 YueT pe3ynbTaToB peakLuMn OCyLEeCTBISEeTCS aBTOMaTUUYECKM C MOMOLLbIO MPOrpaMMHOro

obecrneyeHuns, NOCTaBIAEMOro C AETEKTUPYHOLWNM aMNIMUKATOPOM.

9.2 NHTepnpeTaumns pesynbTaToB UCCefoBaHUs NMpPoBOAUTCS B COOTBETCTBMU € Tabnuuen 5.
Pe3ynbTaTbl NOCTAHOBKW BasiMAHbl, €CNM BbINOSHAIOTCA YC/I0BUS MHTepnpeTaunm pesynbTaTos,

MONYYEHHbIX ANA KOHTPOJIbHbIX 06pa3u,os.

9.3 Mpn ncnonb3oBaHUKM AeTekTupylowmx amnandunkatopos CFX96 cneayet MCcnonb3oBaTbh
perpeccnoHHbIn Tun aHanm3sa (Cq Determination Mode: Regression) n MCKAO4YUTbL U3 aHanusa

nepsble 5 ymknoe (Analyze Date from Cycle 5 to 50).

9.4 Mpn wncnonb3oBaHuW  AeTekTupytowero amnnamdukatopa Applied Biosystems
QuantStudio 5 paaHHble amnandukauum MoryT ObITb MNOMYYEHbl PA3/INYHBIMKU  MeToAaMu,
Hanpumep, 6a3oBbi nopor (Ct) nnu otHocuTenbHbi nopor (Crt). CneaoBaTenbHO, 3TU TOYKMU
MOryT UMeTb pa3Hble abbpesmatypbl (Ct, Crt), Ho obpabaTbiBalOTCa B AaNbHENLIEM O0OMHAKOBO.
B HacTpoikax oTHocuTenbHoro nopora (Crt) HayanbHbih umkn Crt «5». WHTepnpeTauus
pe3ynbTtaToB amMnandukaumn BHyTpeHHero kKoHTponsa PHK-BK (Vic) B Tabnuue 5 cootBeTcTByeT

oTHocuTenbHOMY nopory (Crt).

9.5 Mpu mncnonb3oBaHum getekTupylowmnx amnandumkatopoB CFX96 n Applied Biosystems
QuantStudio 5 Heob6xoaMMo NpoaHanM3npoBaTb BblbpaHHble 06pa3subl U UCKKOYUTL M3 aHanu3a
NIYHKM, CUrHan B KOTOpbIX npeBbiwaeT (HOHOBbIN curHan npumbopa, HO MMEET JIMHENHbIN,

a He S-obpa3Hbin XapakTep.

1 — Tun skcnepumeHTa - CTaHaapTHas Kpusas. [JonycKaeTcs UCNofib30BaTh ObICTPbIA PEXMUM 3amnycka
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Tabnuuya 5 - WHTepnpetaums pesynbtatoB OT-MLP

KaHan perekumun

MHTepnpeTauus pesynbraTta

Fam (PHK HCV), Hex/Vic (BK),
Cp/Cq/Crt Cp/Cq/Crt
HeunsBecTHble 06pas3Lbl
Yka3aH He yuunTbiBaeTcsa O6Hapy>xeHa PHK HCV
He ykasaH =35 He obHapyxeHa PHK HCV
He ykasaH >35 nnbo He ykasaH HepnocTtoBepHbI pe3ynbTtar

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTesibHbIi pe3ynbTaT

He ykasaH <35
Pe3ynbTaTbl MOCTAaHOBKM BasMAaHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xutenbHbIi pesynbraT

Yka3saH He yuynTbiBaeTcs
Pe3ynbTaTbl MOCTAHOBKY BasIAHbI

9.6 HepoctoBepHblit  pe3ynbTaT MOXeT ObiTb BbI3BaH MNPUCYTCTBMEM  UHIMOUTOPOB
B NpenapaTte HYK/JEeMHOBbIX KWCAOT, MOAY4YeHHOM Mu3 bumonornyeckoro matepuana; owmnbkamwu
npeaHaanTUYECKOro 3Tana, HeBepHbIM BbINOJIHEHWMEM MPOTOKOAA aHanm3a, HecobnogeHnem
TeMnepaTypHoro pexumma amnaudbukaumm w gp. B 3ToM cnyuae TpebyeTcs NOBTOpPHOe
nposegeHne OT-TMUP ¢ wmmewwmmcs npenapatom PHK, nnbo noBTopHoe BbiaesieHne PHK un
nocrtaHoBka OT-MUP ans atoro obpasua, nmbo noBTopHOE B3ATUE 6MONOrMYeckoro matepuana

Yy naumneHTa (BbINOJIHAETCS NocnenoBaTeNbHO).

9.7 Mpy MOAyYEHUN NONOXKUTENBHOrO pe3yfbTaTa A8 OTpUUAaTEeNbHOr0 KOHTPOJSIbHOMO
obpa3ua pe3ysibTaTbl BCEM MOCTAHOBOYHOM CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3TOoM cnydyae
Heo6x0ANMO NpoBeAeHNe CneunarbHbIX MEPONPUSTUIA 419 BbIIBNIEHUS U YCTPaHEHWUSI BO3MOXHOM

KOHTaMWUHaUunu.

9.8 MNpn nony4YyeHMM OTpULATENbHOro pesynbTata Afs MONOXUTENbHOMO KOHTPOSbHOMO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHON CEpUWU CUYMTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydyae

Tpe6yeTc;1 NMOBTOpPHAas noCraHoOBKa aMI'IJ'IVI(bMKaU,VIM BCENn napTmm O6paBU,OB.
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10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLWECTBAAKT B TEPMOKOHTeMHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbITOro TpaHcnopTa Mpu TeMnepaType BHYTpu
TEPMOKOHTENHEpPA, COOTBETCTBYIOLWENA YCIOBUSIM XPaHEHUS KOMIMOHEHTOB, BXOASLUMX
B cocTaB Habopa peareHToB.

10.1.2 [onyckaeTcs TpaHcnopTvpoBaHuMe Habopa peareHTOB, 3a UCKAYeHneM depMeHTa
Taqg/RT, B TepMOKOHTeMHepax C x/afo3/1eMeHTaMM BCEMM BUAAMUM KPbITOro TpaHCnopTa
npwn TemnepaType BHYTpM TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyToK.

10.1.3 [onyckaeTtcs TPaHCMOPTUPOBaHME depmeHTa Taq/RT B TEPMOKOHTENHepax
C XnagosneMeHTamm BCEMW BWAAMW KpbITOro TpaHCnopTa MNpu TemnepaTtype BHYTpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

10.1.4 Habopbl peareHTOB, TPAaHCNOPTMPOBAHHbIE C HapyLEHMeM TeMMNepaTypHOro pexmma,

NpUMEHEHN0 HE noaneXxart.

10.2 XpaHeHue

10.2.1 Bce koMnoHeHTbl Habopa peareHToB, 3a WckNodeHneM depmeHTa Taq/RT, cneayet
XPaHUTb B XON0AUNBHUKE UM XONOAUbHOM Kamepe npu TemnepaTtype ot 2 °C go 8 °C
B TeyeHue BCEero cpoka roaHoctm Habopa peareHToB. CMecb Ansg amnamdukauum,
3aneyaTaHHyl0 napaduHoOM, cneayeT XpaHUTh B 3alUMLLEHHOM OT CBeTa MecTe.

10.2.2 ®epmeHT Taq/RT cneayeT XpaHUTb B MOPO3UIBHOM Kamepe npu TemnepaType
OT MMHYC 22 °C go MMHycC 18 °C B TeyeHne BCEro Cpoka rogHoCcTn Habopa peareHToB.

10.2.3 Habopbl peareHTOB, XpaHWBLUMECH C HapyLeHWeM pernamMeHTUPOBAHHOIO pexuMa,

NMPUMEHEHNIO HE NoANEXaT.

10.3 YkasaHu4d no akcrnsyaTtauumu
10.3.1 Habop peareHTOB A0MXXEH NPUMEHSATBLCS COrNacHO AENCTBYOLWEN BEPCUMN YTBEPXKAEHHOMN
WHCTPYKLUNM MO NPUMEHEHMUIO.
10.3.2 [Ona nony4vyeHMs A[OCTOBEPHbLIX pe3ynbTaToB HeobxoAuMMo CTporoe cobnwaeHune
WHCTPYKLUMKM MO NpMMeHeHuto Habopa peareHToB.
10.3.3 Tllocne BCKpbITUA YMaKOBKW KOMMOHEHTbI Habopa peareHTOB criegyeT XpaHuTb Npwu
cneayowmx ycnoBuax:
— BCe KOMMNOHeHTbl Habopa peareHToB, 3a UCkYeHneM depmeHTa Taq/RT, cneayet
XpaHUTb B XONOAMNIBHUKE WM XONOAMNbLHOM Kamepe npu TemnepaTtype ot 2 °C
0o 8 °C B TeyeHMe BCero cpoka rogHoctu Habopa peareHtoB. CMmecb Ans
amnnndunkaunm, sanedaTaHHy napaduHoM, cneayeT XpaHWUTb B 3alUWEHHOM OT
cBeTa MecTe;
— (depmeHT Tag/RT cneayetr XxpaHuUTb B MOpPO3MILHOW KaMepe nMpu TemnepaType
OT MMHYC 22 °C o MnHyc 18 °C B TeueHne BCero cpoka rogHocTn Habopa peareHToB.

10.3.4 Ha6opb| peareHToB C UCTEKWLNM CPOKOM rogHOCTU NPUMEHEHUIO HE NOoANEXAT.

22



HCV | WHCTPYKUMA NO NPUMEHEHUIO | 721-2 ot 18 utoHsa 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

11 YKA3AHUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopatopuu
obpasyloTcsa 0oTXoAbl Knacca B, KOTopble YTUAM3MPYKTCA B COOTBETCTBUM C TpeboBaHUSIMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweiLllMe B HEMPUIOAHOCTb, B TOM YMC/E€ B CBSA3U C UCTEYEHUNEM
CpoKa TrOAHOCTW, TMOBpeXAeHMEM YMNakoBKM, noanexaTr yTuwam3auum B COOTBETCTBUMU
c TpeboBaHusaMmn CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-mn3roTosmnTenNb rapaHTupyet COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NMpU cobtogeHnmn yCnoBUmn TpaHCNOPTUPOBAHUS, XpPaHEHNS

M aKcnalyatTaunn, yCtaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnn BCeX YCOBUM

TPAHCMOPTUPOBAHMS, XPAHEHUS U SKCMyaTauum.

13 PEMOHT N TEXHUYECKOE OBCJ1Y>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNOoANEXMUT

TEXHMYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGBOPA PEATEHTOB

MeauuunHckoe unsgenme

L Homep no kaTtanory
ANs ANAarHoCTUKWM in vitro

TeMnepaTypHbIli AnanasoH N3roToBuTenb

E [

Coaep>xmMMoro 4oCTaToOYHO ) He gonyckaTtb
SR
ANa NpoBeaeHnst <n> TecToB ’.\\ BO34ENCTBMS COJTHEYHOIO CBeTa

Mcnonb3oBaTb A0

00| < | F

B>

HectepunbHo
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa megnunHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegnUNHCKUM
nsgenuam

FOCT P 2.105-2019 EauMHas cucTteMa KOHCTPYKTOPCKOM AokyMeHTaumu. Ob6wme TpeboBaHus
K TEKCTOBbIM JOKYMEHTaM

FOCT P 15.013-2016 Cucrema pa3paboTku 1 NOCTaHOBKKM MpoayKuuMn Ha npoussoacteso (CPMM).
MeauvunHckue nsgenms

FOCT P 51088-2013 MeanuunHckune uspenus ans AWarHOCTUKM WH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, NuTaTenbHble cpeabl. TpeboBaHus
K U34envsM 1 NoAAEPXUBAIOLEN JOKYMeHTauumm

FOCT 15.309-98 Cucrtema pa3paboTkm m NOCTAHOBKW NMpoAyKUMM HaA Mpom3BoACTBO. NcnbiTaHus
M Npuemka BbinyckaeMorn npoayKumm. OCHOBHbIE MOSTOXKEHUS

FOCT P 51352-2013 MeanumHckme nsgenus anas AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUN
FOCT P NCO 15190-2023 JNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 W3genuna MeauumHckue. CUMBONMbI, MNpUMeEHsieMble A8 nepeaayvu
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NICO 18113-1-2024 MepuuuHCKME usgenus Ans AuarHoCcTuku in vitro. NHdopmauwms,
npeaocTaBneHHas msrotosuteneMm (MapkupoBka). YacTte 1. TepMuHbl, onpepeneHuns mn obwime
TpeboBaHus

FOCT P NICO 18113-2-2024 MepuuuHCKMe u3genus Ans AuarHoCTukuM in vitro. NHdopmauwms,
npeaocTaBneHHas M3rotoBuTenem (Mapkumposka). YacTb 2. PeareHTbl Ans AMarHOCTUKM in vitro
ANnsa NpodeccMoHanbHOro NCNonb30BaHMS

FOCT P UCO 23640-2015 W3pgenua MegvuMHCKUE ANA  AMArHOCTUMKKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in Vitro

FOCT P 53022.3-2008 TpeboBaHMS K KayecTBY KJMHMYECKMX NabopaTOpHbIX MCCNenoBaHWA,

Y.3. MpaBuna OUEHKN KIMHUYECKON MH(DOPMATUBHOCTM NabopaToOpHbIX TECTOB

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAAPTbl 6bLIM AENCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NpUMeHeHWto. B ganbHeliweM, Npy Nosib30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaXXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxkun IVD peareHToB 1 NpnbopoB A58 MONEKYASpHO-
reHeTUYeCcKoW AMArHoCTUKK, W apyroro nabopatopHoro npumeHeHus, u ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npogaxu IVD peareHtoB m npubopoB A1 MegUUUHCKOM

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeECTBO C OrpaHUWYeHHOM OTBEeTCTBEHHOCTb «[HK-TexHonormsa TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoe3sg HayuHbin, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:
- 000 «[OHK-TexHonormna TC», 117246, Poccus, r. Mockea, npoesg HayuHbiii, 4. 20, cTpoeHune 4.
- 000 «HMNO AHK-TexHonorma», 142281, MockoBckass 06n., r.o. Cepnyxos, r. [1poTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BompocaM, KacawwuMmcs KayectBa Habopa peareHToB, cneayeT obpawaTtbes
B CNY>X0Y K/IMEHTCKOM NoaaEpXKKU.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crtpaH CHI n 3apybexbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

Homep 721-2
2025-06-18
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MpunoxxeHune A

MapameTpbl TecTta, KOTOpbIe Heo6xoaMMO BHECTU B nporpamMmMmHoe obecneueHue

AeTeKTUpymLWwmnx amnandpukaTopoB «ATnpanm>», «ATnanrt»

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 50 MKn;
3) B okHe «[lporpamMMa amnandukaummn» BBECTM Cleaylolme napaMeTpsbl:

Pexxum
N2 Yucno
TemnepaTtypa, °C MUWH C ONTUYECKUX Tvn 6noka
6noka LMKNOB -
U3MepeHnn
1 47 15 0 1 Unkn
2 95 5 0 1 LUnkn
95 0 10
3 50 LUnkn
59 0 20 v
4 251 XpaHeHue XpaHeHue
vV - pexuM ONTUUYECKMX U3MEPEHMIA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
PHK HCV BK - - -

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 10 °C
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