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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

1B - nHTepdepupytowme BeLecTsa

nupP - NosiuMepasHasa uenHaga peakuus

BK - BHYTPEHHUIA KOHTPO/1b

KO - KOHTPO/bHble 06pa3ubl

K- - OTpuuaTeNbHbIM KOHTPOSbHbI 0bpa3sel,
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1 NMPEAHA3HAYEHHOE MNPUMEHEHME
1.1 [lonHoe HanMeHoBaHue Ha6opa peareHToB: Ha60p peareHToB Anda onpeaeneHus

nonuMopdusmos B reHax MTHFR, MTR, MTRR, accoummpoBaHHbIX C HapyLUEHUSMMU
donaTtHoro umkna, metogom MLUP B pexxnme peanbHoOro spemenun (FeHeTuka metabonnsma

¢donaTtoB), nanee no TEKCTy — Habop peareHToOB.

1.2 HasHauyeHne: Habop peareHTOB npegHasHadeH Ans onpegeneHns nonmmopdusmMon
reHoB, aCCOUMMPOBAHHbLIX C PUCKOM pas3BUTUS HapylweHun onaTtHoOro wuukna:
MTHFR (MeTuneHnTeTparngpodonatpeaykrasa, 677 C>T n 1298 A>C), MTR (METUOHMUH-
cuHTazsa, 2756 A>G), MTRR (MeTMOHMH-CMHTa3a-peaykrtasa, 66 A>G) metogom [MLP
B peXWMe peanbHOro BpeMeHM B 6MonorMyeckoMm MaTtepumane 4enoseka (UenbHas

nepudgepnyeckas KpoBb, Cyxue NaTHa KpoBu, ByKKanbHbIN anuTenun).
1.3 OyHKLUMOHaNbHOE Ha3HavYeHne: ANarHoCTuKa in vitro, CKpUHWUHT.

1.4 MokasaHMsa K NpoBefeHU0 UCCNenoBaHus: AMAarHOCTUPOBaHUE WM MPOrHO3MpOBaHUE
BO3HWKHOBEHUS HapylweHnin B GonaTHOM LuKe.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 ﬂ,eMOFpaCbI/I‘-IECKMe n nonynaunoHHbIE acCneKTbl: MNPUMEHEHUNE Ha6opa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbIX U Ll,eMOFpaCle-IeCKI/IX aCneKToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha6op peareHToB MOXET ObITb WMCNOMb30BaH B KJIMHUKO-

ANArHOCTU4YECKNX na6opaTopM;|x MEeANUNHCKUX yt-lpe>|</:|,eHm71.

1.7 lMoTeHUManbHbIE MOAb30BATENN: KBaﬂMCbMLlMpOBaHHbIIz nepcoHan, O6y‘-IeHHbIﬁ MeToaaM
MOJ'IeKy}'IﬂpHOVI ANArHoCTMkKn wn npasunam pa6OTbI B KJIMHMKO-ANArHOCTUYECKOM

nabopatopuu.

1.8 MpUMeHATb HAbop peareHToB CTPOro Mo Ha3HAYEHWUIO COrNacHO ZIaHHOW WMHCTPYKLMK

no NpUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB

2.1 CoctaB Habopa peareHToB
Habop peareHTOB BbiNyCcKaeTcs B HepackanaHHon dacoBke (Mapkupyetcs — ®acoska N),

B cneayroumx KoOMnaekraumax:

R1-H960-N3/4, Komnnekraums No1
HOMWHanbHbIN
. Konnuyectso R
HanmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, 06béM
npobumpok
KOMMOHEHTa
Cmecn anst amnangunkaumm
(4 HanMeHOBaHMSA):
e MTHFR: 677 C>T (Ala222Val) MD03DauHas BECLBETHAS KUAKOCTE 1 npobupka 960 MmKkn
« MTHFR: 1298 A>C (Glu429Ala) | ' P3P H A 1 npo6upka | 960 MKn
¢ MTR: 2756 A>G (Asp919Gly) 1 npobupka 960 MKn
e MTRR: 66 A>G (lle22Met) 1 npobupka 960 Mmkn
Monnmepasa TexHoTaq MAX Mpospaynas becuseTHas BA3Kas 1 npobupka 100 mkn
XKNAKOCTb
MUP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupku no 1,0 mn
MunHepanbHoe Macno Mpospaunas becuseTHas saskas 4 npobupku rno 1,0 mn
MacfstHUCTast XUAKOCTb
R1-H961-N3/4, Komnnektauua N22
HOMWHanbHbIN
. Konnyectso "
HanmeHoBaHMeE KOMMNOHEHTOB BHewHWn BuAa 06BbéM
npobumpok
KOMMOHEHTA
Cmecn ang amnandukaumm
(4 HanmeHoBaHuA):
e MTHFR: 677 C>T (Ala222Val) MD03DaUHas BECLBETHAS HKUAKOCTE 1 npobupka 960 Mmkn
« MTHFR: 1298 A>C (Glu429Ala) | ' P3P H A 1 npo6upka | 960 mkn
e MTR: 2756 A>G (Asp919Gly) 1 npobupka 960 mMkn
¢ MTRR: 66 A>G (lle22Met) 1 npobupka 960 MKn
Monnmepasa TexHoTaq MAX Mpospaynas becuseTHas BA3Kas 1 npobupka 100 mkn
XKNAKOCTb
NuP-6ydep Mpo3payHas 6ecuBeTHasn XUAKOCTb | 2 npobupku no 1,0 mn
MuHepanbHoe Macno Mpospaunas becuseTHas BAskas 4 npobupkmn no 1,0 mn
MacnstHUCTast XUAKOCTb
KoHTpOnbHbIN 0bpasey Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 240 mkn
(4acTas romosuroTa)
KoTponeHbIf obpasew Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 240 mMkn
(penkast romo3uroTa)
2.2 KonnyectBo aHannsnpyeMbix obpasuos
Habop peareHTOB npegHasHadeH ANs OAHOKPATHOMO MNPUMEHEHMs W paccyuTaH

Ha 48 onpegenexHuni.

2.3 MpuHUMN MeToAa
MeTtopa: MNMonumepasHaa uenHas peakuus (MUP) ¢ getekumen pesynbTaTOB B pexunme
peanbHOro BpeMeHu, aHanm3 KpuBbIX NJaBNeHUSs, Ka4eCTBEHHbIN aHanms.

B ocHoBe paboTbl Habopa peareHToB NeXMT NpMHUMN aMmnandukaummn AHK metogom MLUP.
Mpouecc amnnudukaumm 3aki4vaeTca B CepUM MNOBTOPSHOLWMXCA LMKIAOB TeMrnepaTypHOU
AeHaTypauun OHK, oTxura npaMepoB KOMMJEMEHTapHbIX cneuudunyeckomy ydactky AHK u

nocneayroLwen AoCTporike NOSIMHYKIEOTUAHbBIX Lenen ¢ 3TuxX npanmepos Taq-nosvMepason.
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B cMecb ana  aMnandukauum  BBEAEHbl  CUIHasbHblEe  30HAbLI, coAepXkawimne
dnyopecueHTHble MeTKM Fam u Hex, Ha Kaxablii BapuvaHT onpeaensieMoro reHeTM4eckoro
nonuMmopdusma. [locne okoHuyaHus TUP npoBoanTCcs payHA TeMnepaTypHOro njaBfeHus
aynnekcos, o6pa3oBaHHbIX aMMAMKOHAMW W CUTHalbHbIMW 30HAAMW, B pe3yfbTaTe 4ero
N3MeHSeTCs YpOoBeHb baiyopecueHunmn, KOTOpbli UKCUpPYeTCsl U NpeacTaBasieTcs NporpamMmMHbIM
obecneyeHnem npubopa B Buae rpadumka. ECcnm curHanbHbll 30HA YaCTUYHO KOMMJIEMEHTapeH
OHK-MuweHn, TemnepaTypa nnaBneHus Takoro gynnekca 6yner Huxe TemnepaTypbl naaBneHus
Aynnaekca B csiyvae rnosiHoM KOMMNJieMeHTapHOCTM 30H4a. Ha ocHoBaHWM TemnepaTypbl NaBAeHUs
CUIrHasIbHbIX 30HA0B NPOBOANTCS MHTEpPNpeTauns pesynbTaToB aHanmsa.

B coctaB cmecen pna amnaudukaumun, cneunduyHbiX ANS KaXXAoro reHeTmyeckoro
nonnmopdusma, BKAKYEHa cuMcTemMa gnas ammnndukaumm dparmenta reHomHon OHK yenoseka -
BHYTPEeHHUN  KoHTponb (BK), KOTOpbIAi NO3BONSAET KOHTposiMpoBaTb Hanmume [OHK
B aMnNAndumKaumMoHHOM nNpobupke 1 NCKNYNTbL OWMNBKN reHOTUMNPOBAHMS.

Cuctema ana amnnmndukaumm reHomHon OHK yenoBeka BkatovaeT OHK-30HA, KOTOpbLIN
coaepxut dnyopecueHTHyto MeTky (Cy5) m racutenbs dnyopecueHummn. lNpu obpasoBaHUM
cneundunyHoro npoaykta AHK-30H4 paspylwaetcs, gencreme racutens Ha (nyopecueHTHYHO
MeTKy npekpawaeTcs, 4To BeAéT K BO3pacCTaHMio YpoBHsA dnyopecueHumn. Konumyectso
pas3pylweHHbIX 30HAOB (&, cCnegoBaTesibHO, W YypoBeHb diyopecueHunm) BoO3pacTaeTr
NPoNopuUMOHaNbHO KOANn4YecTBy 06pa3oBaBLUMXCS cneumdrnyecknx aMmninkoHOB N n3MepsieTcs Ha
KaXkAoOM uuMKe amnandukaumn.

Habop peareHToB [leHeTMka MeTabonmama ¢donatoB BK/AKYAET CMecu AN
amnnmdukaumm, cneunmduyHble ANs Kaxaoro reHetnyeckoro noavMopdwusMa. [lepedeHb
noaMMopdU3MOB reHOB M BO3MOXHbIX FEHOTMMNOB, ONpeaenseMbix HabopoM peareHToB, NpUBeAEH

B Tabnuue 1.

Ta6bnuua 1 - lNepeyeHb NOIMMOPdOU3IMOB FEHOB U BO3MOXHbIX FEHOTMUMOB, OnpeaensieMbix

HabopoM peareHToB eHeTMKa MeTabonmama dhonaTtos

FeHoTun
Monumopdpusm Yacras Penkas
Fetepo3surora
roMosurora roMosurorta

MTHFR: 677 C>T (Ala222Val) CC TT CT
MTHFR: 1298 A>C (Glu429Ala) AA CC AC
MTR: 2756 A>G (Asp919Gly) AA GG AG
MTRR: 66 A>G (Ile22Met) AA GG AG

Ncnonb3oBaHne Tpéx nyopecueHTHbIX KpacuTesied Mo3BONSeT OAHOBPEMEHHO
onpeaenaTb ABa annensa u oueHusBaTb 3PDEKTUBHOCTM MPOTEKAHUS MNOSIMMEPA3HOM LienHown
peakumn B o4HON npobupke.

Ncnonb3oBaHne HeCKONbKMX (IYOpEeCcLUEeHTHbIX KpacuTenen no3BoJfsieT COKpaTUTb
KONM4ecTBO NpobMpOK, MOCKOJIbKY MOSBASETCA BO3MOXHOCTb OAHOBPEMEHHO perncTpmpoBaTb
pe3ynbTaTbl pa3HbIX peakuui amnandukaumm, rnpoxoaswmnx B ogHon npobupke. B Ttabnuue 2

NnpeacTaBsiEHbl KaHabl AETEKLUNN NPOAYKTOB aMI'IJ'IVICbVIKaU,VIM.



FeHeTuka metabonusma

donatos WHCTpYKUMA NO NPUMEHEHUIO | 731-2 ot 04 ¢peBpans 2025 ropa

7 AHK-TEXHOJIOTUA

Tabnuua 2 - KaHanbl geTekumy npoayKToB amMmnandukaumm

NMonumopdunam KaHanbl geTeKkuuu annenbHbiX BAPUAHTOB U

(HauMeHOBaHMe cMecH BHYTPEHHero KoHTponsa*

Ana amnandpukaumm) Fam Hex Rox Cy5 Cy5.5
MTHFR: 677 C>T (Ala222Val) C T - BK -
MTHFR: 1298 A>C (Glu429Ala) A C - BK -
MTR: 2756 A>G (Asp919Gly) A G - BK -
MTRR: 66 A>G (lle22Met) A G - BK -

* - cuctema BHyTpeHHero koHTpons (BK), npeacraeBnsiet cobon cuctemy amnandukaumm reHomHon AHK
yenoseka, No3BoaseT oueHuTb Hannume OHK B amnnmMdukaunmoHHOMW Npobupke U UCKIUYUTL OWKNBKK
reHOTMNNpPOBaHUA

NccnepoBaHue ¢ ucnonb3oBaHMeM Habopa peareHTOB COCTOMT M3 3TanoB: BblaesieHune
OHK (npo6onoarotoska) u MNUP-aMmnandukaumsa B pexnme peanbHOro BpeMeHMU.

Ona nposeaeHus MMLUP c petekumeinn pe3ynbTaToB B peXuMe peasibHOro BpeMeHu
NCNoNb3yloT AeTekTupywwune amnambunkatopbl (000 «HMO AHK-TexHonorusas»): ATnaunTt?,
OTnpaim?2 nnun OT-96.

Ona KOHTpons onpegeneHus 4actom W peakon roMOo3uMroT npuv  nNpoBeaeHumn
nccnegoBaHns MCNONb3YOT KOHTPOAbHble 06pa3ubl K Habopy peareHToB MeHeTMKka meTabonmnsma
¢donaTos..

KoHTponbHble 06pa3ubl NpeactaBnsioT cobon CMecn KIOHUPOBAHHbIX Y4YacTKOB IEHOB,
BbISIB/ISEMbIX C MpuUMeHeHneM Habopa peareHToB, HaXoAsWWUXCA B 4YacTOM WAW peakoM
FOMO3UIOTHbIX COCTOSIHUAX, KOTOpble MpeAHa3HayeHbl 4719 KOHTPONs KadyecTBa uccnenoBaHUS
(onpeageneHns 4yactol M penkol roMo3uroT) KOHEeYyHbIM Mnosb3oBaTeneM Habopa peareHToB.
KoHTponbHble 06pa3ubl COBMECTUMbI TONbkO C Habopom peareHToB [eHeTMka MeTabonmsma

¢donaTos..

Tabnuua 3 - KoHTposnbHble obpa3ubl kK Habopy peareHToB eHeTuka MmeTabonmsama gonaTtos

KOHTpPO/bHbIN KoHTponupyemas cmecb O>knpaemblii pesysbTaTt
o6pa3zel Ana amnamdukaumm reHoTMNMpoBaHus

MTHFR: 677 C>T (Ala222Val) CC
MTHFR: 1298 A>C (Glu429Ala) AA

yacTtas romMo3mroTa
MTR: 2756 A>G (Asp919Gly) AA
MTRR: 66 A>G (Ile22Met) AA
MTHFR: 677 C>T (Ala222Val) TT
MTHFR: 1298 A>C (Glu429Ala) CcC

peakas roMo3uroTa
MTR: 2756 A>G (Asp919Gly) GG
MTRR: 66 A>G (Ile22Met) GG

Bpemsi npoBeaeHns aHanmsa (6e3 yyeta npobonoarotoBkmn): oT 2,5 yacos.

1 - Tonbko Mogenun 4S1; 4S2; 551; 5S2; 6S1; 652
2 - TonbKO Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
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3 AHAJINTUYECKMNE XAPAKTEPUCTUKWN HABOPA PEATEHTOB

3.1 Mpenen obHapyxeHus
Mpepen obHapyxeHus - He MeHee 1,0 Hr AHK yenoBeka Ha aMNAMPUKAUNOHHYIO
npobupky, uto cooteBetcTByeT 300 konui AHK (Cp<32,0 Ha kaHane getekumn BK (Cy5)). Mpu
MCcnosab3oBaHuM MeHbliero konmdecrea AHK (Cp >32,0 Ha kaHane getekumn BK) nponssoantenb
He rapaHTMpyeT KOppEeKTHY paboTy Habopa peareHToB.

B o6bpa3uax ¢ HegocTtaTtouHbiM kKonnyecteoM HK (MeHee 1,0 HI Ha aMNANPUKALUNOHHYIO
npobupKy) nocne 3aBeplieHMS peakuum amnamdukaumm perucTpmpyeTcs HeOoCTOBEPHbIN

pes3ynbTar.

3.2 AHanuTnyeckas cneundmnyHoCTb

NHTepdepupytowmne Bewectea (MB) B KoHueHTpauusax: remornobwmH - 0,35 mr/mn
obpasua AHK, nsonponunosbii cnmpt — 100 mkn/mn obpasua AHK, metunauetat — 100 mkna/mn

obpasua OHK He BamaT Ha cneundunyHOCTb Habopa peareHTOoB.

3.3 AunarHocTmyeckne XxapakTepucTuku
3HayeHMs AMarHOCTUYEeCKOM YYBCTBUTESIbBHOCTU M AMArHOCTUYECKOM crneunduyHoCTU
paccymMTaHbl Kak A0S NMpaBU/IbHO OMNpeaesieHHbIX peakux annenen, obHapy>XeHHbIX cpeau BCero

nyna anneﬁ, onpeagendaeMbix Ha60pOM peareHToB «[eHeTuKa MeTabonunsma CbO}'IaTOB»I

MNonnmopdunam MTHFR: 677 C>T (Ala222Val)
MTHFR: 677 C>T

(Ala222val)
AnarHocrnyeckas AvnarHocTnuyeckas
Bup 6uomarepmana Anneno 4YyBCTBUTEJIbHOCTb cneundUuyHOCTb
T C (%) (%)
peAKU | 4yacTbin
LenbHasa nepudepunyeckasl KpoBb 41 69 100% (91,40 - 100) | 100% (94,79 - 100)
CcyXxue nsaTHa KpoBwu 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
6yKKanbHbIN aNUTENMNA 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
NTtoro 61 149 100% (94,13 - 100) | 100% (97,55 - 100)

Monumopdunsm MTHFR: 1298 A>C (Glu429Ala)
MTHFR: 1298 A>C

(Glu429Aia)
AnarHocTuuyeckas | [imarHocruuyeckasi
Bua 6uomarepmana Ll YYBCTBUTEJIbHOCTb cneyndPUuYHOCTb
C A (%) (%)
peaAKuii | YacTtbii
uenbHasa nepudepunyeckass KpoBb 34 76 100% (89,72 - 100) | 100% (95,26 - 100)
cyXxue nsaTHa KpoBwu 11 39 100% (71,51 - 100) | 100% (90,97 - 100)
6yKKanbHbIN aNUTENUN 14 36 100% (76,84 - 100) | 100% (90,26 - 100)
NToro 59 151 100% (93,94 - 100) | 100% (97,59 - 100)
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Nonnmopdunam MTR: 2756 A>G (Asp919Gly)
MTR: 2756 A>G
(Asp919Gly)
AnarHocrnyeckas AnarHocrnyeckas
Bupg 6unomartepmana Annens 4YyBCTBUTEJIbHOCTb cneunduyHOCTb
G A (%) (%)
pPeAKUM | 4YacTbin
LenbHasa nepudepunyeckas Kposb 34 76 100% (89,72 - 100) | 100% (95,26 - 100)
CyXue NsATHa KpoBM 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
6yKKanbHbI aNUTENUN 9 41 100% (66,37 - 100) | 100% (91,40 - 100)
UTtoro 53 157 100% (93,28 - 100) | 100% (97,68 - 100)

MonuMopdunsm MTRR: 66 A>G (Ile22Met)

MTRR: 66 A>G

(Ile22Met)
AnarHocrnyeckas AvnarHocTtnuyeckas
Bug 6uomartepmana Annens 4YyBCTBUTEJIbHOCTb cneundUuyHOCTb
G A (%) (%)
peAKMi | 4YacTbin
LenbHasa nepudepunyeckasl KpoBb 80 30 100% (95,49 - 100) | 100% (88,43 - 100)
cyXxue nsaTHa KpoBwm 21 29 100% (83,89 - 100) | 100% (88,06 — 100)
6yKKanbHbIN aNUTENMNA 17 33 100% (80,49 - 100) | 100% (89,42 - 100)
NTtoro 118 92 100% (96,92 - 100) | 100% (96,07 - 100)
3.4 BHyTpucepuiiHasa n mexcepumnHas BOCrpon3BoOANMOCTb

BHyTpucepuinHas
nHTepsan 83,16-100%).

BOCNpon3BoanNMOCTb

coctasnger 100%

(95%

[OBEpPUTENbHbIN

MexcepuiiHasa BocrpomnsBoanMocTtb coctaBnset 100% (95% [oBepuTenbHbIN MHTEPBAIT

83,16-100%).
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4 MEPbI MPEAOCTOPOXHOCTU

OpraHusauma pabotbl [LP-nabopatopuu, obopyaoBaHue u MaTepwuanbl LOKHbI
cooTBeTcTBOBaTb TpeboBaHmam MOCT P 52905-2007, meTogmuyeckux ykasanumin MY 1.3.2569-09
«OpraHunsauuns paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl aMmnaMduKaumm HYKIEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuasnoMm, cogep)kalmMm MnKkpoopraHusmel I-IV rpynn natoreHHoOCTU»,
c cobnogeHneMm caHUTapHO-3aNMAEMUONIOTMYECKNX npaBun wu  HopMm CadHlluH 3.3686-21
«CaHuTapHo-anuaeMuonormyeckme TpeboBaHmsa No NpodunakTnke NHHEKLUMOHHbIX 6onesHen».

Nccnepyemble obpa3subl paccMaTpMBalOTCs Kak NoTeHUManbHO-onacHble. Mpu pabote ¢
HabopoMm cneayeT HageBaTb O4HOPA30BbIE NepyaTku H6e3 TanbkKa.

Mpn paboTte ¢ MukpoopraHuamamm I-IV rpynn natoreHHOCTU BblIGOp TuMa 3alUTHOro
KocTioma (pabouel oaexabl M CPpeaCTB WMHAMBUAYASbHOW 3alMTbl) MNPOBOAMTCA B CTPOroM
cootBeTcTBMM C CaHnlluH 3.3686-21 u onpegensietcs BuMAOM BO3byautensa, pabouen 30HOWM,
OCHalleHneM ee 6okcamn 6uonorndeckor 6e30nacHoOCTU.

CnepyeT UCcnonb3oBaTb TOSIbKO OAHOPA30Bble HAKOHEYHMKKN U NMPOBUpPKMN.

He ponyckaeTcs WCNONb30BaHME OAHMX W TeX Xe HaKoHeyHnkoB npu obpaboTke
pasnnM4yHbiX 06pa3uoB 6MonorMyeckoro Mmatepuana.

K pabote c HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNSAPHOM ANArHOCTUKM M nNpaBuaamM paboTbl B KIIMHUKO-AMArHOCTMYeCcKon nabopatopun.

Boigenenne HK cnepyet npoBoaunTh B 60kcax 6unonornyeckon 6esonacHocTtm II knacca.
MoaroTtoBky K MLP ¢ ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpelwaeTcsa nepemelieHne nabopatopHoro ob6opyaoBaHusi, B TOM 4ucie A03aTOPOB,
WTaTMBOB, J1abopaTOPHOM MOCyAbl, XanaToB, rOMOBHbIX Y6OpoB M np., a TakXe pacTBOPOB
peareHToB U3 OAHOro NMoMeLleHns B Apyroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noeepeHbl (B aKKpeAMTOBAHHbIX
nabopaTtopusix) n NpoMapKMpoOBaHbI.

Mcnonb3oBaHHbIE OAHOPA30Bble MpPUHAAIEXHOCTU (MPOBUpPKM, HAKOHEYHUKM WU AOp.)
OO/MKHbl  cbpacbiBaTbCA B KOHTEMHep A4As  MeAUMUMHCKMX  OTXO04O0B,  coAaep Xalumi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtun).

MoBepxHOCTM paboumnx CTOMOB, a TakXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeneHne
HK wn nocraHoska [MLUP, cnegyetr obssatenbHo, A0 W nocne nposeaeHus paboTt, obnydaTtb C
MOMOLLbI0O BaKTeEpULMAHBLIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTu B nabopatopuu (paboume cTONbl, WTaTuMBbl, 060pyAoOBaHue U Ap.)
eXeAHEBHO NOABEPralT BIAXHOM Yybopke C MNpPUMMEHEHMEM AEe3UHMUUNPYIOLWMX/MOKOLWMX

CpeacTB, pernaMeHTUpPOBaHHbIX CaHUTaApHbIMKU NpasuiaMmm U Hopmamm CaHluH 3.3686-21.

BHUMAHME! YTunmnsmpoBaTb 0Txoabl ¢ npoayktamu MNMLUP Heob6xoanMo TONbKO B 3aKpbITOM BUAE.

He ponyckaetcs oTKpbiBaTb Npobupku nocne amnnmdukaumm (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopumu
obpasylTcs oTX0oAbl Kfhacca B, KOTOpble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHlunH 2.1.3684-21 «CaHuTapHO-3N1MAEMNONOrnYyecKue TpeboBaHus K coAepiKaHuto
TEPPUTOPUIA TOPOACKUX W CeNbCKUX MOCeneHun, K BoAHbIM Ob6bekTaM, NUTLEBOM BOAE U
NUTbEBOMY BOAOCHabXeHuo, aTMochepHOMY BO34yXYy, MNOYBaM, XWbIM [OMELLEHUAM,
aKcnayaTtauum Npou3BOACTBEHHbLIX, OOLECTBEHHbLIX MOMELLEeHUNn, OpraHu3auuuM u npoBeaeHUo

CaHMTapHO-NpPOTUBO3NNAEMUYECKMX (NPOodUNaKTUYECKNX) MeponpusaTuin>».

OnacHble KOMIMOHEHTbI B Habope peareHToB

KoMnoHeHT Ha6bopa peareHToOB FeHeTnka metabonusma cdonaros
Cmecn ansa amnandukaummn (4 HamMeHoBaHUS) HeT onacHbIX BewecTs
Monnmepasa TexHoTaq MAX HeT onacHbIX BewecTB
MUP-6ydep HeT onacHbIX BELWECTB
MuHepanbHOe Macno HeT onacHbIX BewecTs
KoHTponbHbI 06pasel (Yactas roMo3nroTa) A3up HaTtpusa meHee 0,1%
KoHTponbHbIM 06pasel (peakas roMosunrota) A3ng HaTtpua meHee 0,1%

Mpu NCMNob30BaHMM MO Ha3HAUYeHUo U cob6AeHUN Mep NPEAOCTOPOXKHOCTU, KOHTAKT C
OpraHu3MoOM 4YenoBeka WCKoUYeH. [lpu  aBapuiiHbIX CUTyauusXx BO3MOXHO CJ/lefyloLlee:
pasapa)KeHue KOXWN U CIN3MCTON 060/104KN rNas y YyBCTBUTENbHbIX L. [1py KOHTAKTE MPOMbITb
Nnopa>eHHOEe MeCTO BOZIOM M 06paTUTLCA 3@ MEAMLIMHCKOW MOMOLLbIO.

He ncnonbsoBaTtb Habop peareHToB:

—  NpW HapyLIEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

—  NpPW HECOOTBETCTBMW BHELUHErO B1AA KOMMOHEHTOB, YKa3aHHOro B nacnopTe K Habopy
peareHToB;

— NPV HapyLEeHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

— MO0 WCTEYEHMIO CPOKa roAHOCTM Habopa peareHToB.

MpumeyaHue - Habop peareHTOB HE COAEPXXUT MaTepuanoB 6GMOIOMMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, obnajalomnx KaHUeporeHHbIM, MyTareHHbIM AeACTBUEM, @ TaKXe BIIMSAIOLINX
Ha penpoayKTMBHYIO (dYHKUMIO 4yenoBeka. [pyM MCMOAb30BaHMM MO HA3HAUYEHUIO M COBMIOAEHUN Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e30nacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI

Mpn pabote c HabopoMm peareHToB [eHeTuka MeTabonmama donatos TpebyroTcs
cneaytowme obopyaoBaHue, peareHTbl U pacxoAHble MaTepuarnbl:
o MNLP-60kc;
o aMnandukatop  Aetektupylowmin  (OTnantt  (PY N2 ®CP 2011/10228), ATnpaim?
(PY N2 ®CP 2011/10229) vnun AT-96 (PY N2 ®CP 2007/01250) (npomnssoactea OO0 «HMO

OHK-TexHonorusa», Poccus);

. MUKpPOLEHTpUdyra-BopTeKc;

. X0N0AUNbHUK C MOPO3UJTbHOW KaMepon;

. npobupku 06bEMOM 1,5 Mn C KpbiWwKaMmy;

o npobupkn  amMnandukaumoHHble ogHopa3oBbie, 06béMoM 0,2 MA C  KpblWKaMu

nnn npobupkn amnandukaunmoHHble, o6bémom 0,2 Mn, CTpUMNOBaHHble nNo 8 wr.,
C KpbllWwWKamm (CTpunsbl);

. wTatne «pabouyee mecto» and npobmpok o6vEMom 1,5 mn;

. wTtatTnB «pabouee mecTo» ana npobmpok o6béMOM 0,2 MA MAM A9 CTPUMNOBAHHbLIX
npobmpok obvemom 0,2 Mn;

. 003aTOpbl MeXaHWYecKMe WNU 3/1EeKTPOHHble MepeMEHHOro o06bEMa OAHOKaHasbHble,
nossonswme otbupatb 06bveMbl xuakoctn ot 0,5 go 10,0 mkn, ot 2,0 go 20 mkn, ot 10
Ao 100 mkn, ot 20 go 200 Mkn, ot 100 go 1000 mkn, ot 200 go 1000 Mkn;

o OAHOpa30Bble HAKOHEYHMKM AN NoyaBTOMaTUUYECKUX A03aTopoB, cBoboaHblie oT [HKa3 un

PHKa3, o6bémom 20 mkn ¢ punbtpom, 200 mMkn, 1000 mkn;

o 0A4HOPA30BbIe NEpYaTKN MeauLMHCKMe, 6e3 TanbKa, TEKCTYPUPOBAHHbIE;

o €MKOCTb AN cbpoca UCMNoSb30BaHHbIX HAaKOHEYHMKOB, MPOBMPOK U APYrnX PacxXOfHbIX
MaTepuarnos;

D Habop/KoMnneKkT ans BblAeNneHus OHK n3 610N0rMYeckoro MaTtepuana

(pekomeHayetcsi MMPOBA-IC-FEHETUKA (PY N2 ®CP 2010/08696), NMPOBA-PANUA-TEHETUKA
(PY N2 ®CP 2010/08695), MPOBA-LINTO CM (PY N2 P3H 2021/14367), MPOBA-MY MAKC
(PY N? P3H 2021/14391), MPOBA-OMNTUMA, MPOBA-ONTUMA MAKC (PY N¢ P3H 2022/17496)
(000 «OHK-TexHonormna TC», Poccus)).

1 - Tonbko Mogenun 4S1; 4S2; 551; 5S2; 6S1; 652
2 - TonbKO Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
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6 AHAJTMN3SNPYEMBbBIE OBPA3LbI
6.1 MaTepuan ons nccneaoBaHus

Onsa nccnepoBaHmsa UCNOAb3YHOT LENbHYIO NepudepmnyecKkyo KpoBb, Cyxmne nsaTHa KpPoBu
M 6yKKanbHbIN 3NUTENUN.

OrpaHuuyeHMe MeToAa - BHYTPMBEHHble MHbEKUMW renapuHa, MHdy3um npenapaTos
A5 napeHTepasbHOro NMTaHMs MeHee 4YeM 3a 6 YyacoB A0 UccrenoBaHus.

B3atne, npepnobpaboTky W XxXpaHeHne MaTepuana npoBOAST B COOTBETCTBUM C
MHCTPYKUMAMM K KOMMNNekTaM/Habopam peareHToB ans BbligeneHms OHK n3 cooTBeTCTBYHOLErO
6unonornyeckoro matepmana.

6.1.1 B3atue uenbHOM nepudepmnyecKkon KpoBu

B3aTne uenbHOM nepudepnyeckon KpoBM MNPOBOAMTCA B BaKyyMHble MacTUKOBblE

npobupkn Tuna Vacuette obvémom 2,0 mnm 4,0 mn c pobaBneHHoOM B KayecTse

aHTMKOArynsiHTa cosbto aTuneHgnammHtTeTpaauetata (34TA) B KOHEYHOWN KOHUEHTpauumn

2,0 Mr/mn. B kauyecTBe aHTMKOarynsHTa AONYyCKaeTCs TakXe WMCNosb30BaHWE uuTpaTa

HaTpusa. [na nepeMelmBaHUa KpOBM C aHTUKOArynsHTOM Mocfne B34TMS MaTepuana

HeobxoaMMOo nepeBepHYTb NPobMpKy 2-3 pasa.
BHMUMAHME! He gonyckaeTcs UCrnosb3oBaHMeE renapmHa B KayecTBe aHTUKOaryngaHra.

6.1.2 TllonydeHune cyxmx NATEH KPOBMU

KpoBb HAaHOCUTCS Ha ByMakHbI HOCUTEsb B KONMMYeCcTBe, AOCTAaTOYHOM ANS NONy4YeHus
naTHa AMaMEeTpPOM He MeHee 1 CM, Npu 3TOM KPOBb A0/KHA NponuTaTb HyMary HaCcKBO3b.
B kauecTtBe HocuTens (TecT-61aHKa) MCNOMb3YIOT cneumanbHble MeauuMHCKUE usgenus,
NUMeroLLmMe perMcTpaumoHHble YAOCTOBEPEHUS N NpefHa3HayYeHHble AN COOTBETCTBYHOLLErO
Bnaa ©6uomaTtepuana. B xoae KAMHMYECKUX WCMbITaHMA npoussoguTenem 6biin
BaSMAMPOBaHbI  cnegylowme MeguuuHckue usgenusa: Kapta ana  3abopa w
TPaAHCNOPTMPOBKKN bBunonornyeckoro Martepuana no TY 9398-001-63802255-2016,
000 «I'puHBaH», Poccusa (PY N° P3H 2017/6431).

Mocne HaHeceHnsa obpa3ua TecT-61aHK BbICYLIMBAETCA B FOPM3OHTASIbHOM MOJIOXKEHUN
Ha u4ncTo O06e3XUPEHHON TMOBEPXHOCTU He MeHee 2 4acoB 6e3 npuMeHeHus

OONOAHUTENbHOM TenaoBon 06paboTkn 1 NnonagaHns NPsIMbIX COMTHEYHbIX JTYYEN.

BHUMAHME! Bo nsbexaHne nosly4yeHns HEBEPHbIX pe3yAbTaTOB Hesb3s A0NYCKaTb, YTO6bI KTO-

nmnbo, KpoMme nccnegyeMmoro naumeHTa, npukacancsa K 6ymaxHomy bnaHky 6e3 nepyaTtok.

N3 ueHTpanbHOM 4YacTM Cyxoro nsaTHa crneuunasnbHbiM MPO60OMHMKOM BblIBUTL 3 AncCKa

AnaMeTpoM 3 MM U NOMECTUTb B MUKpONpobupky obvemom 1,5 mn.

BHUMAHME! PekomeHayeTcss BblbMBaTb AWMCKWM HENoOCpeaACTBEHHO nepena  npouenypon

Bbliaenennsa AHK.
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6.1.3 B3datue 6ykkanbHOro anutenus

BHUMAHME! B3ATMe KJIMHMYECKOro mMaTtepuasia OCYL|EeCTB/IieTCA CyXuM 30HAOM!

Heo6xo4MMO NCKAKOYUTb KOHTAKT pacTBoOpoOB C KO)l(eﬁ, rnasaMmm u CInM3ncTbiMn 060104YKaMK.

B3aTne Matepuana ocCyLecTBASIOT C MOMOLLbIO CreumanbHbiX MeANUMHCKUX U3aenumn,
MMeoLwmX perncTpaumoHHble yA0CTOBEpPEHUNS 7 npegHasHadeHHbIX ans
cooTBeTCTBYlOWEero Buaa 6uomaTtepmana. B xode  KAMHUYECKUX  UCMbITaHWUI
npoussogmnTeneM 6binM BanMaMpoBaHbl Crefylowmne MeaAuUUHCKUE usgenus: 30H4
MEAVUUMHCKNIA  OAHOPA30BbIN  CTepunbHbIM  no TY 32.50.13-002-28731857-2020,
000 «®apmMegonunc PT» Poccusa, (PY N2 P3H 2021/13989).

3a aBa uYaca nepen B3ATMEM OMONOrMYECKOro MaTepuasna He peKoMeHAYyeTcs
ynoTpebnatb Nuwy, KypuTb, MNepopasibHO MCMNOJSb30BaTb JIEKapCTBEHHbIE CpeacTBa.
Mepea B3sTMEM MaTepuasna ABa)Abl MPOMOJIOWNTE POT YMCTOWV BOAOMN.

OTKpoOViTe yNnakoBKY CO CTEPWJIbHBIM OAHOPa30BbIM 30HAOM, AEPXXaCb 3a PY4YKy 30HAA U
He Kacasacb ero pabouei 4yactu. MoMecTuTe 30HA B POTOBYKO MOJOCTb U TWATENbHO
noTpuTe C HEeHGONbLIOW CUIION BHYTPEHHIOK MOBEPXHOCTb OAHOM, 3aTeM APYroN LeKu
B TeyeHne 30 cekyHa (25-30 pas), ogHoBpeMeHHO NpokpyudmBas 30HA. [locne B3ATUSA
bunonornyeckoro MaTepuana nepeHecute 30HA4 B nNpobupky obvémom 1,5 Mn,
COAEpPXalLYy TPAHCMOPTHYIO Cpeay WUAW JIM3UPYIOLWNIA pacTBoOp. 3aTeM U3BNEKUTE 30HA
N3 pacTBopa, NpuXmMMas ero K CTeHKe NpobmpKu, 0TOXMUTE N3ObITOK XUAKOCTH, yaannte

30HA4 W YTUAM3UPYNTE ero. MNNoTHO 3aKponTe KpbilKY NPObMPKU U NpOMapKuUpyiTe.

6.2 TpaHCNoOpTUPOBaHME N XpPaHEHUE UCCrefyeMoro Matepumana

JonyckaeTcsa TpaHCNOPTMPOBaHME U XpaHeHue o6pa3LoB:

Cyxue nsTHa KpoBW — AOMYCTUMO A0 roga rnocne npocyluvBaHna B UHAUBUAYaNbHbIX
ynakoBKax B YC/I0BUAX HU3KOWM BnaxHocTu (He 6onee 30%) npu Temnepatype ot 2 °C go 8 °C.
MNpn 6onee AnuTENbHbIX CPOKax XpaHeHus obpasubl CyxXux NATEH KPOBU CreAyeT XpaHuTb Kak
pekoMeHAyeT Npon3BoanTenb TecT-6/1aHKoB.

LenbHyto nepndepnyeckyto KpoBb U ByKKanbHbIN 3NUTENNI cneayeT TpaHCcnopTupoBaTh
M XPaHUTb COMMAaCHO MHCTPYKLMSAM K peKoOMeHAYEMbIM KOMMNJeKTaM peareHToB A/ BblAe/eHns
HK. Mpun oTCyTCTBUM pekoMeHAauun ans AaHHbiX BUAoOB 6nomaTepmana Heobxoammo cobnogatb
cneaytouime ycnosums:

LlenbHas nepudepunyeckas KpoBb — nNpu Temnepatype 2 °C go 8 °C He bonee 24 u.
B cnyyae HeBO3MOXXHOCTU AOCTaBKM MaTepuana B labopaTtopuio B TeYeHMe CYTOK AOMycKaeTcs
OAHOKpaTHOe 3aMopa)kmBaHue maTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXEeHHOro mMatepuana
npu Temnepatype MuHyc 20 °C B TeyeHne o4HOro Mecsua.

BykkanbHbIn 3nuTenun — npm Temnepartype ot 2 °C go 8 °C He 6onee 24 4. B cnydae
HEBO3MOXHOCTM [OCTaBKM MaTepuana B nabopaTtopuio B TeyeHMe CyTOK [JOMNyCKaeTcs
OL4HOKPATHOE 3aMopaxMBaHue mMatepuana. [lonyckaeTcs XxpaHeHue 3aMOPOXEHHOro Matepuana

npu Temnepartype MuHyc 20 °C B TeyeHne o4HOro Mecsua.
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7 NMPOBEAEHUWE AHAJIN3A
7.1 Boiaenenmne AHK 13 6muonormnyeckoro matepuan

Ona BblaeneHna OHK pekoMeHayeTca MCNoONb30BaTb Haﬁopr/KOMI'IJ'IeKTbI peareHTos,
MMewLmne permcTtpaumMoHHble ya40CTOBEPEHNA MEANLUMNHCKOIO nagenna n npeaHasHa4dyeHHble A1

COOTBETCTBYHOLLUMX BUAOB BLoOMaTepuana c uenbto nocneaytowero nccnegosanma AHK metogom MLP.

BHUMAHME! HeszaBuncmmo oOT umcnonb3yeMoro Habopa/komniekta ana sblgeneHus OHK w3
6uonornyeckoro Martepuana OOHOBPEMEHHO HeobxoAMMO NOArOTOBUTb  OTpuUATENbHbIN
KOHTPOJSbHbIM 06pasew, npowealwmnii BCce 3Tanbl NpobonoaroToBku. B kKauecTse oTpuuaTenbHOro
KOHTpPOsIbHOro obpasua pekoMeHAYeTCs MCMonb30BaTb (PU3NOMOrMYECKUA pacTBop, B 06béme,

yKa3aHHOM B MHCTPYKLUMMN K KOMMNEKTY peareHToB 415 sBblaenenuns OQHK.

7.2 MoaroTtoBka M NpoBeAeHne NoMMepasHoM LEenHOW peakumn

7.2.1 TlpomapkupynTe AOns8 KaXxgoro onpegensdemoro nonmmopdusma Heobxogmmoe
Konn4yectBo npobupok ana amnavdpukaumm obvémom 0,2 mn (NO OAHOM ANS KaXaoro
nccnepgyemoro obpasua, OTpuMUATeNbHOr0 KOHTPOJSIbHOro obpasua M Ansg Kaxaoro
KOHTponbHOro obpasua npn HeobxoanMocTn).

Mpumep: HeobxoaMMo npoaHanuM3upoBaTb NATb 06pa3uoB NO  4eTbipeM nonnMmopdusmam. [lpu

MCNoJZiIb30BaH" Ha60pa peareHToB B KOMNaeKTaunmn N°1 ans kaxaoro o6pa3u,a HY>XXHO NpoOMapKuUpoBaTb Nno

4 npobupkn (4ns onpepeneHuns kKaxaoro nonumopdwmsma) - 20 ana uccnegyemblx obpasuos u 4 ans

OTPULATENbHOIO KOHTPOJIbHOrO 06pasua. Obwee KonnyecTso NMpobmpok ans Bcex nonmmopdumsamoB — 24.

Mpn wncnonb3oBaHMm Habopa peareHToB B KoMmmjaektauum N°2 ana  Kaxgoro obpasua  HyXHO
npomMapkmpoBaTb No 4 npobupkn (Ans onpegeneHus kKaxaporo nonmmopdusama) - 20 gna uccnegyembix

o6pa3uoB, 4 ana oTpMuaTeNbHOro KOHTPONbHOro obpasua, U 8 ana ABYX KOHTpPoOsbHbIX 06pa3uoB. Obwee

KOMMYeCTBO NpobupoK ANs BCcex nonuMmopdusmMos - 32.

BHUMAHME! lNpun npoBegeHnn BCeX NOCNeAyOWMX AEeNCTBUIA creayeT nsberatb BO34ENCTBUS

NPSIMbIX COMMHEYHbIX ly4Yeil Ha NpobupKM Cco cMecsiMK ANns aMmnandukaumm!

7.2.2 BCTpsAXHUTE npobupkn €O cMmecamum Ana  amnanukaumm B TedeHme 3-5c¢ wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpPOLEHTpUdyre-BopTeKkce.

7.2.3 BHecuTe B NpoMapKuMpoBaHHble nNpobupkn no 20 MKN COOTBETCTBYHOLLEN CMecu AN
amnangukaumn (ANsS Kaxaoro nonmMMopdusmMa oTaeIbHbIM HAKOHEYHMKOM).

7.2.4  BctpsAxHuTe npobupku c MLUP-6ydepom n nonnmepasoi TexHoTaq MAX B TeueHune 3-5 ¢

N LeHTpudyrnpyimnTe B TedeHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

BHMUMAHME! Monnmepaszy  TexHoTaq MAX  pocTaBaTtb u3 MOpPO3UJSIbHOM KaMmepsl

HENocpeacTBeHHO Nepea UCrnosib30BaHNEM.

7.2.5 TMpurotoBbTe cMecb [UP-6ydepa ¢ nonumepasonn TexHoTaq MAX. CwMmewante B
oTAenbHon npobupke:
o 10 x (N+1) mkn MUP-6ydepa;
o 0,5 x (N+1) mkn nonnmMepasbl TexHoTaq MAX,
roe N — KonmMuyecTBo NpoMapKMpOBaHHbLIX Npobupok ¢ y4éTtoM npobupkun ans K-,

KO (4actas romosurota), KO (peakas romo3urora).
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Mpumep: Heobxoammo npoaHanusmposaTb 5 o6pasuos No YeTbipeM NOAMMOpdU3MaM C MCNONb30BAHNEM
Habopa peareHToB B KoMniekTaumm N22. NMpomMapKknMpoBaHHbIX NpobMpok — 32. HY>XHO NMpUroToBUTb CMECb
MuP-6ycdepa wn nonumepasbl TexHoTaq MAX ana 33 (32+1) npobupok, T.e. 330 mkn [MUP-6ydepa
Heobxoanmo cmewaTb ¢ 16,5 Mkn nonumepasbl TexHoTaq MAX.

7.2.6  BcTpsaxHuTe npobupky co cMmecoto MNLP-6ydepa n nonnmepasbl TexHoTaq MAX B TeueHune

3-5 c 1 ueHTpndyrupymnTe B Te4yeHme 1-3 ¢ Ha MUKpPOLEHTPpUdYyre-BopTeEKCE.

BHUMAHME! Cwmecb TLP-6ydepa n nonumepasbl TexHoTaq MAX Heob6xoAMMO rOTOBUTH

HenocpeacTtBeHHO nepea ncnosib3oBaHmMeM, XxpaHeHmne CMecCm He O0MNyCKaeTCA.

7.2.7 [dobaBbTe B Kaxayt npobupky co cmecbto ansa amnandukauum no 10 Mkn cmecu

MUP-6ydepa c nonmmepason TexHoTaq MAX.

BHWUMAHME! lNocne gobasneHuns cmecu MNMUP-6ydepa n nonnmepasbl TexHoTaq MAX B npobupku

Co cMecsaMu ans amnandmkaumm HeobxoamMmMo B TedeHne ABYX YacoB BbINOSHUTL NN, 7.2.8 - 7.2.13.

7.2.8 [HobaBbTe B Kaxayk npobupky no oaHor kanne (okono 20 MKN) MUHepanbHOro Macna.
3aKpoiTe KpbIWKN NpobUpOK.

7.2.9 BcTpsaAxHuTe npobupkm ¢ npenapatoMm [AHK, KOHTponbHbiMM ob6pa3uamn (KO) wu
oTpuuUaTeNbHbIM KOHTPOJSbHbLIM 0b6pa3uom (K-) B TedeHue 3-5 c 1 ueHTpudyrupylite B

TeyeHue 1-3 c Ha MUKpOLEHTpUdyre-BopTeKCe.

BHUMAHME!

1. Mpn wucnonb3oBaHun pana BblgenedHns [OHK Habopa peareHtos [MPOBA-MY MAKC
Heo6xoAMMO nocne BCTpAXMBaHMSA MoMecTuTb npobupkm ¢ npenapatom AHK B MarHUTHbIN
wTaTtme. B cnyyae, ecnu nocne BblaeneHns Hago0CafouHas XnUAKOCTb, coaepxkallas BblAeIeHHYO
OHK, 6blna nepeHeceHa B HOBble Mpobupku, uUeHTpudyrmpoBaHue nocne BCTPSAXMBAHUSA
Mpom3BoANTCS B TeyeHme 3-5 ¢ Ha MMKpoueHTpudyre-BopTekce.

2. Ans npenoTBpaweHnss KOHTaMMHauuKn cneayet nepes sHeceHneM [JHK oTKpbiBaTb KPbIWKK
TONIbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTbCSA AaHHbIN obpa3el, M 3akKpbiBaTb UX nepes

BHeceHueM cneaytouwero. MNMpenapatel AHK cnegyeT BHOCUTb HaKOHEYHUKaMM C puabTpPOM.

7.2.10 BHecuTe B COOTBETCTBYHOLLME NMPOMapPKMpOBaHHble Npobupkn no 5,0 MkA BblAENEHHOMO
n3 obpasuos npenapata AHK (kpome npobupok gnsa KO u K-).

7.2.11 BHecuTe B npobupkn, npomMapkmpoBaHHble <«K-», no 5,0 MKn oTpuuatenbHOro
KOHTpoNbHOro obpasua, npoweawero stan BblaeneHna AHK (n.7.1).

7.2.12 Tlpn ncnonb3oBaHnnM Habopa peareHTOB B KomnjaekTauum N22: BHecuTe B npobupku,
npoMapkmpoBaHHble «KO», no 5,0 MK/T COOTBETCTBYOLWENO KOHTPO/AbHOIro obpasua.

7.2.13 UeHTpndyrmpynte npobmpkmn Ha MMKpoLEHTpudyre-sopTekce B TeyeHme 1-3 c.

7.2.14 YcrtaHoBuTe Bce npobupku B 610K AeTekTupytowero amnamdunkartopa.

16



FeHeTuka metabonusma

donatos WHCTpYKUMA NO NPUMEHEHUIO | 731-2 ot 04 ¢peBpans 2025 ropa 7[|HK-TEXHOHIJFM$I

7.2.15 3anyctute nporpaMmmHoe obecneyveHmne RealTime_PCR, B pexunme «PaboTta c npubopom».
[obaBbTe COOTBETCTBYIOLWMI hann c napaMmeTpamu Tectal. [lanee n npu nocaenyoumx
rnocTtaHoBkax JAobaBbTe B MNPOTOKOJ COOTBETCTBYKOLWME TECTbl WIW MUCNONb3ynTe
MHOIOTECTOBbIN PEeXWUM, YKaXuTe KOINM4YecTBO U uaeHTudukatopbl o6pasuoB, B TOM
ynucne oTpuuaTeNibHbiX KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacrnosioXeHne Npobmnpok Ha
MaTpuue TepMob/aoKka B COOTBETCTBMUN C UX YCTaHOBKOW (CcM. 7.2.14) n nposeauTte MLP.

7.2.16 Tlpu Bbibope TecTa B OKHe «3anyCck NporpamMmbl aMnanduKkaunm» gomkHa oTobpaxaTbcs

nporpamMa, npmBeaéHHas B Tabnuue 4.

MpuMeyaHne - Tun NpoBUPKM ANA OTPULATENbHBIX KOHTPOSbHbLIX 06pasuos (K-) M KOHTPOJbHbIX

obpasuos (KO) k Habopy cnepnyeT yka3biBaTb kKak «Obpasew».

BHMUMAHME! PacnonoxeHne npobupok Ha MaTtpuue Tepmobnioka AO/IHKHO  CTpOro
COOTBETCTBOBATb MOPSAKY YCTAHOBKM NMpobupokK B 6510Ke. 1N MHOrOTECTOBOIrO pexuma nopsaok

YCTaHOBKM NPO6MPOK AOSIXKEH CTPOro COOTBETCTBOBATbL NMOC/€40BaTENIbHOCTN TECTOB B rpynne.

Tabnuuya 4 - lMporpamma amnandukaumm gns geTekTUpyrwmnx amnamdukatopos ATnanT,
OTnpanm n AT-96

N2 Yucno Pesicm
" TeMmnepartypa, °C | MUH C ontnyeckux | At, °C Twvn 6noka
6no0ka LIMKJIOB .
n3MepeHun
80 2 00
1 1 LUnkn
94 5 00
94 0 30
2 5 LUnkn
67 0 15 v
94 0 5
3 45 LUwvkn
67 0 15 v
4 25 0 30 1 Lnkn
«Kpusas
« naaBneHus»,
5 25 0 15 50 v 1,0 At=1 °C:
TKOH=75 °C
6 102 XpaHeHune XpaHeHune
* - npu co3gaHum 6no0ka 5 oTMeTUTb TMN «KprBas nnaBneHus»

1 - MHCTpYKUMM Mo Ao6aBneHunto "roToBbix aliioB C NapaMeTpaMmn Tecta" HaxoasaTCa Ha cailTe B pasgene
"Mopnepxka"
2 - fonyckaeTcs XpaHeHue npu Temnepatype 25 °C
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8 PEFTNCTPALMA PE3YJIbTATOB AMITNTIMOUKALIMN
8.1 Pernctpauma pesynetatos [UP ocywecTBngaerca aBTOMaTtMyeckM C  MNOMOLLbIO

nporpaMmMHOro OﬁeCI'IeLIEHMFI, nocTtaB/iIAEMOro C aMI'IJ'IMCbVIKaTOpOM AETEKTUPYHOLWLNM.

8.2 Ha rpaduke 6yper oTobpaxeHa 3aBUMCUMMOCTb dnyopecueHuMM OT TeMmnepaTypbl
nnasneHus Ans Kaxaon npobupkm B Tepmobnoke. B Tabnuue cnpasa 6yaer nokasaH
naeHtndukatop obpasua, HasBaHMe BbIABAsSieMOro nonmmopdmaMa W pesynbTaT
reHOTUNMpoBaHMs Kaxxaoro obpasua. Mo pesynbTaTaM aHaan3a MOXHO COpPMMPOBaTL U

pacne4yaTtaTb OTYET.

8.3 B 6naHke oTBeTa yKasbiBalOTCA reHoTuMnbl obpasua C KPaTKOM XapaKTepuCTUKOM u

3aK/1lo4eHneM no pesynbrTataM reHoTunmMpoBaHuA.

9 YYET PE3Y/IbTATOB PEAKLIUMN

9.1 YYeT 1 nHTepnpeTaums pe3ysibTaToB peakLmnn OCyLLECTBIAIOTCS aBTOMAaTUYECKU C NMOMOLLbIO

nporpamMMHoro obecrneyeHunsi, MOCTaBASIEMOro C AETEKTUPYHOLLMM aMIIMPUKATOPOM.

9.2 Ona Bcex obpasuoB nporpamMMa (puKCUpyeT pesynbTaT amnamdukaumm reHomHon OHK
yenoseka (BK). [Ona koppekTtHonm paboTtbl Habopa peareHToB KOMMYECTBO
aHanmsmpyemon AHK nonxHo 6biTb He MeHee 1,0 Hr Ha aMMINPUKALWMOHHYO NPOBUpKY,

yTO cooTBeTcTBYeEeT Cp < 32,0.

9.3 B ob6pa3suax, npoweawmnx MNUP 1 coaepxalwmx OCTaTOUHOE AN KOPPEKTHOrO aHanusa
konnuyectso AHK, nporpamMMa onpegensieTr reHOTMN mccnegyemoro obpasua, KOTOpbIn

oTobpaxéH B Tabnuue B rpade «Monmmopdunsm».

9.4 B kOHTponbHbiX ob6pasuyax (KO) k Habopy peareHTOB J[ofXeH ObiTb onpeaenéd
COOTBETCTBYHOWMIM reHoTnn (cMm. Tabnuyy 3), KOTopbIn oTo6paxéH B Tabnuue B rpade

«[MonnmMopduam».,

9.5 Ons obpa3uoB C HeAoCTaTOYHbIM ANs aHanm3a konndectBoM [JHK (mMeHee 1,0 Hr Ha
amnnmdumkaunoHHy npobupky, Cp >32,0 Ha kaHane petekumm BK), nporpamma
onpeaensieT HeAOCTOBEPHbIN pe3ynbTaT:

B cnydae nony4yeHus HeAOCTOBEPHOro pesyfbTaTa TpebyeTcsa noBTOpHOE npoBeAeHue
MUP c umetowmmca npenapatom AHK, nnbo nosTtopHoe BbigeneHne OHK v noctaHoBKa
nuP, nubo noBTOpHOE  B3ATUE  KJIMHMYECKOro  MaTtepuana  (BbIMOSHSETCA

rnocaenoBaTeNbHO).

9.6 Ons obpa3yoB € gocTtaTo4yHbiM Ans aHanm3a konmdectsom AHK (Cp <£32,0) nporpamMma

MOXET onpeaensitb COMHUTENbHbIN pe3yabTaT ( ) cornacHo cneaytouwmm

napamMeTpaM aHanvMsa noaMMopdur3MoB:
. «AHanu3 no TemMnepaTypHbIM NUKaMm» — TemnepaTypa nnasneHus npoayktos MLP

OTNMYaeTcs OT 3aZlaHHoN 6onee, yeM Ha 3,0 °C;
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o «Pa3HOCTHbIN aHann3» — pa3Huua Mexay 3a4aHHOM 1 NoayYeHHOM TeMnepaTypamu
nnaeneHnss nNo kaHanam Fam mn Hex B npeaenax OAHOrO reHoTMna CoOCTaBAseT
6onee 2,0 °C;

o «HWXHMI nopor TemnepaTypHOro nuka» — TemnepaTtypHbin nuk (dF/dT) < 5,0.

Onsa Taknx obpasuos TpebyeTca noBTopHoe nposeaeHue MMLP.

Ona oTpuuaTtenbHbIX KOHTPOJIbHbIX 06pa3uoB MporpaMma (pUKCUpYeT HEeQOCTOBEPHbIN
peaynuTar:

Mpwn Nony4YeHUn NoIOXKUTENBHOIO 3HaYeHusa (onpeaeneHne reHoTuna) B oOTpULATENbHOM
KOHTPO/SIbHOM  ob6pa3ue  pe3ynbTaTbl BCEM  MOCTAaHOBOYHOW  CEPUM  CUMTAlOT
HeJOoCTOBEPHbIMU. B 3TOM criyyae Heo6XoaANMO NpoBeAeHMNE cneunanbHbIX MEPOMPUATUIA

Ana ycrpaHeHna KOHTaMUHauunu.

TPAHCNMOPTUPOBAHME, XPAHEHUE N SKCINJIYATALUA

TpaHcnopTMpoBaHue

TpaHcnopTuposaHne Habopa peareHTOB OCYLWECTBAAIOT B TEePMOKOHTEMHepax
C X/1afo3/1IeMeHTaMM BCEMW BWAAMW KPbITOrO TpaHCnopTa MNpu TemrnepaTtype BHYTpU
KOHTEelHepa, COOTBETCTBYIOLEN YC/TOBUSAM XpaHEHMUS KOMMOHEHTOB, BXOASLWMX B COCTaB
Habopa peareHTOB.

JonyckaeTcs TpaHCnopTMpoBaHuMe Habopa peareHToB, 3a UCKIOYEHMEM MNonMMepasbl
TexHoTaqg MAX, B TepMOKOHTEelHepax C XNafAo3NeMeHTaMu BCEMUM BUAAMWU KpPbITOro
TpaHcnopTa Npu TemnepaTtype BHYTPpW KOHTelHepa oT 2 °C po 25 °C He 6onee 5 cyToK.
JonyckaeTcsa TpaHcnopTupoBaHue nonuvMepasbl TexHoTaq MAX B TepMOKOHTelHepax
C X/1ago3/1IeMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa npu TemrepaType BHYTpU
KoHTelHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapyleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHNIO HE NoANEXaT.

XpaHeHune

Bce KoMnoHeHTbl Habopa peareHToB, 3@ WCKAOYeHMeM nonmmepasbl TexHoTaq MAX,
cnenyeTt XpaHuUTb B XONM0AUIbHUKE WUAN XON0AWABHOM KaMepe npu Temnepatype ot 2 °C
0o 8 °C B TeueHMe BCEro cpoka rogHocCTu.

Monnmepasy TexHoTaq MAX cnegyeT XpaHUTb B MOPO3W/IbHOW KaMepe npu TeMnepartype
OoT MMHYC 18 °C go MuHyc 22 °C B TeueHuMe BCero cpoka roaHocCTu.

CMmecu ana amnnmdukaumm cneayet XpaHuTb B XON0AUNbHUKE UKW XONOANNBHOM KaMepe
npu Temnepatype ot 2 °C go 8 °C B 3alUNLLEHHOM OT CBETa MecCTe B Te4YeHMne BCEro cpoka
rogHOCTMW.

Habopbl peareHToB, XpaHMBLUMECA C HapYLWEHMEM peri1aMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoAaNeEXar.
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10.3 YkKasaHud no akcnayaTtaumu
10.3.1 Habop peareHTOB A0/IKEH NPUMEHSATBHCSA COrNacHO AENCTBYIOLWEN BEPCUN YTBEPXKAEHHOWN
MHCTPYKLUMM NO MPUMEHEHMUIO.
10.3.2 [Ona nonydeHuMs LOOCTOBEPHbLIX pe3ynbTaToB HeobxoAMMo cTporoe cobniwaeHue
WHCTPYKLUMM MO NpMMeHeHnto Habopa peareHToB.
10.3.3 MMocne BCKpbITUS YMakoOBKM KOMMOHEHTbl Habopa peareHTOB cfleayeT XpaHuTb MNpwu
cneayowmx ycnoBusax:
. KOMMOHEHTbl Habopa, 3a wuckaw4veHMeMm nonmmepasbl TexHoTaq MAX, cneapyet
XPaHUTb B XON0AWJIbHMKE WM XON0AMNbHON Kamepe npu TemnepaTtype ot 2 °C
0o 8 °C, B TeueHMe BCEro cpoka rogHocTu;
. nonmmepasy TexHoTaq MAX cneayetr XpaHuTb B MOPO3W/IbLHOMW Kamepe npu
TemnepaType oT MMHYC 18 °C go MuHyc 22 °C B TeYeHMe BCero cpoka rogHocTu;
. cMecu ansa amnaudukaumn cnenyet XpaHuTb B XON0AUSbHUKE UN XONOANSIbHOM
Kamepe npu Temnepatype oT 2 °C go 8 °C B 3alMLWEHHOM OT CBeTa MecTe
B Te4YeHme BCero cpoka rogHocTu.

10.3.4 Ha6opb| peareHToB C UCTEKLWLMNM CPOKOM rogHOCTU NpUMEHEHUIO HE NMoAaseXar.

11 YKA3AHUA NO YTUIN3ALUNU

11.1 Mpu wucnonb3oBaHum Habopa peareHTOB B K/MHUKO-AMArHocTu4yeckon nabopatopumu
obpa3ylTcs oTXoabl Knacca B, KoTopble YTUAM3MPYKOTCA B  COOTBETCTBUMU
c TpeboBaHusaMmn CaHlumH 2.1.3684-21 n MYy 1.3.2569-09.

11.2 Habopbl peareHToB, MNpuwealwMe B HEMNPUrogHOCTb, B CBS3M C WCTEYEHWEM CpoOKa
rogHoOCTW, MOBpeXAEeHWEM YMakoBKM nogsexar yTwim3auum B COOTBETCTBUM
c TpeboBaHnamMmn CaHlunH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTMe-n3roToBUTENb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TeXHUYECKUX YCNOBMI Npu cobnoaeHMn yCoBMII TPaHCNOPTUPOBaHUS,

XpaHeHNA N aKkcnnyataunnm, yCtaHoB/EHHbIX TEXHUYECKUMN YCNTOBUAMMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnoaeHUM BCEX YCIOBUMA

TPAHCMOPTUPOBAHUS, XPAHEHUS U 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)XNUBAHMUE

Habop peareHTOB npefHa3HayeH A/ OAHOKPATHOrO MCMOJIb30BaHUS U He MNOoANEXUT

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

MeauunHckoe usgenune ans AMarHocTukun in vitro
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15 MEPEYEHb NPUMEHSAEMbBIX HALLMOHAJIbHbIX CTAHOAPTOB

FOCT 2.105-2019 EauHaa cucteMa KOHCTPYKTOPCKOWM AokyMmeHTauum (ECKA). O6wwme

Tp66OBaHM9| K TEKCTOBbIM AOKYMEHTAM.

FOCT ISO 14971-2011 W3penua MeauumHckme. [lpuMeHeHMe MeHe)KMeHTa pucka K

MEANUNHCKUM N3OETTNAM.

FOCT P 15.309-98 Cucrema pa3paboTku 1 NOCTAaHOBKM NPOAYKLUWM HA Npon3BOACTBO. NcnbiTaHns

N NpuéMKa BbiNnyckaeMol npoaykumm. OCHOBHbIE MOJSIOXKEHMS.

FOCT P 51088-2013 MeanuunHckune uspenus ans AWarHOCTUKM UH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTeMbl, KOHTPOJbHblE MaTepuanbl, nNuTaTesbHble cpeabl. TpeboBaHus K

n3genuam v nogaepxusatrollen AoKyMeHTaunm.
FOCT P 51352-2013 MeanumHckme nsgenus aasa AuarHoCTMKM MH BUTPO. MeToabl UCMbITaHUNA.

FOCT P NCO 18113-1-2015 MegmumHckne msgenns ans gmarHoctuku in vitro. MHdopmaums,
npegocrasnsieMas usrotoeutenem (Mapkumposka). Yacte 1. TepMuHbI, onpegeneHusa n obuwme

TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumHCcKkme wmsgenus ans AuarHoctuku in vitro. MHdopmaums,
npegocrasnsgemMas narotosuteneMm (Mapkuposka). HacTb 2. PeareHTbl Ans AWMArHOCTMKM in vitro

ANs NpodeCcCMoHanbHOro NPUMEHEHMS.

FOCT P NCO 23640-2015 W3pgenna MeauvuMHCKME Ans  AuMarHoctukum in vitro. OueHka

ctabunbHOCTH peareHToB AN9 AMArHOCTUKMK in vitro.

FOCT P NCO 15223-1-2020 W3penus  MeaAULMUHCKKeE. CnmMBOSbI, npuMeHsaemble  npu
MapKMPOBAHUN MEAMUMHCKUX U3Jenuii, Ha 3TUKETKaX U B COMpPOBOAMTENIbHOW AOKYMEHTaLUu.

Y.1. OcHoBHble TpeboBaHuS.

FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopum MeANLMHCKME. TpeboBaHus

6e30nacHoCTu.

MpuMMmeyaHuMe - YKasaHHble Bbllle CTaHAApTbl 6blMM AENCTBYIOLWMMU Ha MOMEHT YTBEPXAEHUS
WMHCTPYKLMM MO NpUMEHeHUto. B fanbHenweM, npu nonb3oBaHUM LOKYMEHTOM, Lenecoo6pa3Ho NpoBepuTb
[NENCTBUE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHWUU HACTOALIero AOKYMeHTa CneayeT Mo/b30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) JOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTtea n npogaxun IVD peareHToB 1 NnpnbopoB AN MOSEeKyNSapHO-
reHeTU4YeCcKom AMarHoCTUKn, n apyroro nabopaTtopHoro npuMeHeHus, n EN ISO 13485 B obnactu
pa3spaboTtku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB A1 MeanLUHCKOMN

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoautenn: O6WECTBO C OrpaHMYEHHOW OTBETCTBEHHOCTbIO «AHK-TexHonorus TC»,
000 «OdHK-TexHonorusa TC», Poccus.

Aapec npoussoamtens: 000 «[HK-TexHonorua TC», Poccus, 117246, r. MockBa, npoesp

HayuHbin, g. 20, ctpoeHue 4.

Mecto npousBoacrtBa: 000 «[HK-TexHonorns TC», Poccusa, 117246, r. MockBa, npoesp

HayuHbinn, . 20, ctpoeHue 4.

Mo BompocaM, KacawwWMMcs KadecTBa Habopa peareHToB [eHeTuka MeTabonmsma

¢donatos, cneayet obpalwaTbCs B CyX0y KIMEHTCKON MOAAEPXKKM.

Cnyx6a KNMEHTCKOM NoaaepXKKu:

8 (800) 200-75-15 (3BoHOK No Poccum 6ecnnaTHblit),

+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK MaTHbIN),
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru
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Cnyx6a KNMeHTCKOM NoAAEPXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn)
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