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CMUCOK COKPALLEHWI N OBO3HAYEHUIA

B HacTosALwel MHCTPYKLUMN UCMNONb3YIOTCS Cneayowmne cokpaweHus u 0603HauyeHuns:

no - nporpamMMHoe obecneueHune

MB - nHtepdepupyowme BewecTsa

nup - NoNMMepasHas LenHas peakums

BK - BHYTPEHHUI KOHTPO/Ib

KO - KOHTPOJIbHble 06pa3ubl

K- - OTpUuUaTenbHbIM KOHTPONbHbIA 0bpa3sel,
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1 NMPEAHA3HAYEHHOE NPUMEHEHME
1.1 MonHoe HauMMeHoBaHMe Habopa peareHToB: Habop peareHTOB Ans OnpeAeseHus

NoNMMOpP(dU3MOB MEHOB, aCCOLMUPOBAHHbLIX C HapyLIEHUSMU CBEPTbIBAKOLLEN CUCTEMBI
KpoBu, metogom lMLP B pexunme peanbHoro BpemeHun (FeHeTnka remMocrasa), ganee no
TekCTy Habop peareHToB.

1.2 HasHaueHne: Habop peareHToB npegHasHauyeH Afs onpeaeneHms noanMopdumsMoBs
reHOB, aCCOUMMPOBAHHbIX C PUCKOM pasBUTUS HapyleHwui reMoctasa (KpoBOTeYeHus,
TpoMb603blI): F2 (npoTtpoMbuH, koarynsaumoHHbih daktop II, 20210 G>A); F5
(koarynsiumoHHbIh dakTop V JlenipeHa, 1691 G>A); F7 (daktop cBepTtbiBaHusa VII,
10976 G>A); F13 (koarynsumoHHbin caktop XIII G>T; FGB (dbubpuHoreHa beta-
cybbeanHuua, KoarynsumoHHbelin paktop I, -455 G>A); ITGA2 (rnukonpoTteuH Ia, VLA-
2 receptor 807 C>T); ITGB3 (uHTerpuH 6eTa-3, TpoMmbouuTapHbIi peuenTop
dubpuHoreHa 1565 T>C); SERPINE1 (nHrmbutop aktmBaTopa nnasMumHoreHa tuna I, -
675 5G>4G) wmetogom T[UP B pexmme peanbHOro BpeMeHM B OBMOIOrM4YecKkom
MaTepmane dJenoseka (uenbHas nepudepuyeckas KpoBb, Cyxume TMSATHA KpOBM,
6yKKanbHbIN anuTenun).

1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: AnarHocTuka in vitro, CKpUHWUHT.

1.4 lMoka3aHusa K npoBeAeHunio uccnenoBaHng: ANarHocTuka reHeTn4YecKon
NpPeApacrnosiOXEeHHOCTU K HapyLIeHUI0 reMocTasa; CKPUHUHI 6epeMeHHbIX >XEHLUMH.
MpoTrMBONOKasaHMi K NPUMEHEHNIO HET.

1.5 Jemorpaduueckne v nonynsuMoOHHbIE acneKkTbl: NpuMeHeHue Habopa peareHToB He
3aBUCUT OT MONYJSALMOHHbBIX U AeMorpadmMuyecknx acnekTosB.

1.6 O6bnacteb npuMeHeHusi: Habop peareHTOB MOXeT ObiTb WMCNOMb30BaH B KAWMHUKO-
AnarHocTnyeckmx nabopatopmsax MeauLMHCKNX yUupexaeHun.

1.7 MoTeHUuManbHbIE NOMb30BATENN: KBaNM@ULUMPOBaHHbIN NEPCOHan, 0by4YeHHbIN MeToAaM
MONEKYNSPHOM AMArHOCTUKM W npasunaMm paboTbl B  KIAMHUKO-AMArHOCTUYECKOM
nabopatopuu.

1.8 MpuMeHATb Habop peareHTOB CTPOro N0 Ha3Ha4YeHMI0 COrnacHO AaHHOM MHCTPYKLUMK MO

NPUMEHEHMUIO.
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CocTaB Habopa peareHToB
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Habop peareHToB BbIMyCKaeTca B HepackanaHHoW dacoBke (Mapkupyetcs — dacoBKa

N), B cneayoolmnx BapuaHTax UCNONMHEHUS:

I.

eHeTUKa remocrasa

R1-H956-N3/4, Komnnektauyma N°1

Konunyectso

HoMMHanbHbIN

HanmeHoBaHMEe KOMMOHEHTOB BHewHni Bng 06BbEM
npobupok
KOMIMOHEHTa
Cmecu ans amnnmdbukaumm
(8 HauMeHOBaHUN):
e F2: 20210 G>A 1 npobupka 960 MKn
e F5: 1691 G>A (Arg506GlIn) 1 npobupka 960 mMkn
e F7: 10976 G>A (Arg353GIn) Mpoapaunas 6ecLiBeTHas 1 npobupka 960 mMkn
e F13: G>T (Val34Leu) SKUZKOCTb 1 npobupka 960 mMkn
e FGB: -455 G>A 1 npobupka 960 mMkn
e ITGA2: 807 C>T (Phe224Phe) 1 npobupka 960 MKkn
e ITGB3: 1565 T>C (Leu33Pro) 1 npobupka 960 MKn
e SERPINE1 (PAI-1): -675 1 npobupka 960 mMKkn
5G>4G
Monnmepasa TexHoTaq MAX MpospayHas becuseTHas 1 npobupka 200 mkn
BSA3Kas XMAKOCTb
Mpo3payvHasa 6ecueTHas
MnupP-6ydep SKUZKOCTb 4 npobumpkn rno 1,0 mn
Mpo3payHas 6ecuBeTHas
MwuHepanbHoe Macso BA3Kaa Mac/sgHUCTaN 1 dnakoH 8,0 mn
XNAKOCTb
R1-H957-N3/4, Komnnektaunsa N22
HoMunHanbHbIN
o Konunyecrtso ..
HavMmeHOBaHME KOMMOHEHTOB BHewHUM BN 06béM
npobumpok
KOMMOHEHTa
Cmecu ans amnandunkaunm
(8 HaMMeHOBaHUR):
e F2: 20210 G>A 1 npobupka 960 mMkn
e F5: 1691 G>A (Arg506GlIn) 1 npobupka 960 MKn
e F7:10976 G>A (Arg353GIn) MpospauHas 6ecuseTHas 1 npobupka 960 MKn
e F13: G>T (Val34Leu) SKUZKOCTb 1 npobupka 960 MKn
e FGB: -455 G>A 1 npobupka 960 MKn
e ITGA2: 807 C>T (Phe224Phe) 1 npobupka 960 MKn
e ITGB3: 1565 T>C (Leu33Pro) 1 npobupka 960 mMkn
e SERPINE1 (PAI-1): -675 1 npobupka 960 MKn
5G>4G
Monnmepasa TexHoTaq MAX MpospauHas beclseTHas 1 npobupka 200 mkn
BSA3Kas XXMAKOCTb
Mpo3payHasa 6ecuBeTHas
MnupP-6ydep KNAKOCTH 4 npobumpkun rno 1,0 mn
Mpo3payHasa 6ecuBeTHas
MwuHepanbHoe Macro BA3Kas MacnsHuctasa | 1 dnakoH 8,0 mn
XNOKOCTb
KoHTponbHbIn 06pasel Mpo3payHas 6HecuBeTHas 1 npo6upka 480 MKn
(4yacTtas romosnroTa) XKNAKOCTb
KoHTponbHbI 06pa3zel, Mpo3payHasa 6ecuBeTHas 1 npo6upka 480 MK

(peakas romosuroTa)

XUAKOCTb
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II. leHeTnka remocrtasa (F2, F5)
R1-H958-N3/4, Komnnekrtauua N°1
HoMMHanbHbIN
o Konunuyecrtso ..
HanmeHoBaHME KOMMOHEHTOB BHewHni Bnpg, 06BbEM
npobupok
KOMIMOHEHTa
CmMecn ana amnaudukaumm
(2 HalfIMeHOBaHVIFl): Mpo3payHas 6ecuBeTHas 1 npo6upka 960 MK
e F2: 20210 G>A XUAKOCTb 1 npo6upKa 960 MK
« F5: 1691 G>A (Arg506Gin) pooup
Monnmepasa TexHoTag MAX MpospauHas becupetHas 1 npobupka 80 mMkn
BSA3Kas XWAKOCTb
) Mpo3payHas 6ecuBeTHas
MnupP-6ydep KUAKOCTb 2 npobupku no 1,0 mn
Mpo3payHas 6ecuBeTHas
MuHepanbHoe Macno BA3Kas MacnsgHuctasa | 2 npobmpku no 1,0 mn
XKNAKOCTb
R1-H959-N3/4, Komnnekraums No2
HoMMHanbHbIN
. Konnuectso i
HanmeHoBaHMe KOMMOHEHTOB BHewHUM BUA, 06bEM
npobumpok
KOMMOHEHTa
Cmecn ana  amnandukauumm
(2 HauMeHoOBaHUA): Mpo3payHas becuBeTHas
e F2: 20210 G>A XNAKOCTb i :pgg;p: 328 Eiﬁ
« F5: 1691 G>A (Arg506Gin) pobup
MonuMmepasa TexHoTaq MAX MpospauHas becusetHas 1 npobupka 80 mMkn
BSA3Kas XNAKOCTb
) Mpo3payHas 6ecuBeTHas
MnupP-6ydep XWAKOCTD 2 npobupku no 1,0 mn
Mpo3pavHas 6ecuBeTHas
MuHepanbHoe Macno BA3Kas MacnsHuctas | 2 npobmpku no 1,0 mn
XKNOKOCTb
KoHTponbHbI 06pa3zel, lMpo3payHas 6ecuBeTHas 1 npo6upka 120 MKn
(4acTas romo3uroTa) XKNAKOCTb
KoHTponbHbI 06pa3sel, Mpo3payHas 6ecuBeTHas 1 npo6upka 120 MK
(peakas romo3uroTa) XNAKOCTb

2.2 KonunuyectBo aHanmanmpyembix o6pasuoB
Habop peareHTOB npegHa3HayeH AN OAHOKPATHOro TMPUMEHEHUss W pacCcyuTaH

Ha 48 onpeaeneHun.

2.3 MpuHUMN MeTOoAa

Metopa: lNMonumepasHas uenHasa peakuusa (MUP) ¢ geTekumen pesynbTaToOB B pexume
peasnibHOro BPEMEHW, aHasIM3 KPUBbIX MAaB/EHUS, KAYEeCTBEHHbI aHanus.

B ocHoBe paboTbl Habopa peareHTOB NeXuT npuHumn amnamdukaumm OHK meToaom
MUP. Mpouecc aMmnandukKaumMmn 3akaoyaeTcs B CepMn NOBTOPSAOLWMXCS LMKIOB TeMnepaTypHOM
AeHatypauun OHK, oTxkura npanMepoB KOMMJEMEHTapHbIX crneumduyeckomy ydactky OHK wn
nocneaylowen AoCTPorKe NONMHYKIEOTUAHBIX Lenen ¢ 3TUX npanMepos Taq-noavMepason.

B cMmecb ana  amnandukauum  BBeAEHbl  CUrHanbHble  30HAbI, coAepXalume

(b)'lYOpECU,GHTHbIe MeTkn Fam m Hex, Ha kaxabii BapuaHT onpegendeMoro reHetTn4eckoro
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nonumopdusma. lMocne okoHuyaHma TLUP npoBoautcs payH4 TemnepaTypHOro mnJasBjieHuns
aynnekcoBs, 06pa3oBaHHbIX aMMNJAWKOHAMU W CUrHalbHbIMKM 30HAAMW, B pe3ynbTaTe u4ero
N3MeHseTcs ypoBeHb diyopecueHumMmn, KOTOpbI UKCUpyeTca U NpeacTaBiseTcs NporpaMMHbIM
obecneueHnem npubopa B Buage rpadmka. ECnm cMrHanbHbIA 30HL YaCTUYHO KOMIMJIEMEHTApPEH
OHK-MunweHn, TemnepaTypa nnasfeHns Takoro gynnekca byaer Huxe TemnepaTypbl NaaBneHus
aynnekca B Cny4yae nMOSHOM KOMMJIEMEHTApHOCTM 30HAA. Ha ocHoBaHuM TemnepaTtypbl
NaaBNEHUS CUTHANbHbIX 30HA0B MPOBOANTCSA MHTEpnpeTaumnsa pesysbTaToB aHaausa.

B coctaB cmecen ansa amnavdukaumn, cneundunyHbiX ANS KaXaoro reHeTm4eckoro
nonmmopduama, BKIOYEHa cuctemMa ans amnamdukaumm dparmeHta reHomHon JHK yenoseka -
BHYTPEHHUN KOHTponb (BK), KoTopbili no3BonseT oueHUTb Hanndue OHK B amnnndukaunoHHom
npobupke 1 NCKAKYNTb OWKNOKM FEHOTUNMPOBAHUS.

Cuctema gnsa amnnmdukaumm reHomHon OHK yenoseka BktoyaeT [QHK-30HA4, KOTOpbIA
conepxut dnyopecueHTHyto MeTky (Cy5) u racutenb dnyopecueHumn. MNpun obpasoBaHunm
cneundunyHoro npoaykrta AHK-30HA paspylwaeTtcs, AencrBue racmtensd Ha (GnyopecueHTHYHo
MeTKy MpeKpalwaeTcs, 4YTO BeAET K BO3pacTaHUIO YpoBHA dnyopecueHunn. Konunuyecrtso
pa3pyleHHbIX 30HA0B (@, cnenoBaTenbHO, W ypoBeHb dyopecueHunn) Bo3pacTaer
MponopumMoHanbHO KONMM4YecTBy 06pa3oBaBLUMXCS cneuuduyecknx amniMKoOHOB N U3MepseTcs
Ha KaX4AoM uUuMKae amnandukaumu.

Habop peareHTOoB [eHeTMKa remocTasa BK/KOYAET CMecn Aaa aMmnamdukaymum,
cneunduyHble ans Kaxaoro reHeTu4yeckoro nosvMopdgusMa. lNepeyeHb NoNMMOpPEHU3IMOB reHOB
M BO3MOXHbIX reHOTUMNOB, onpeaensemMmbiXx HAbopoM peareHToB, NpueBeaeH B Tabnuue 1.

Ta6bnuuya 1 - TlepeyeHb NOAUMOPMOU3MOB FEHOB U BO3MOXHbIX TEHOTUMOB,

onpeaensemMblx HabopoM peareHTOB 'eHeTUKa remocTasa

NleHeTka reMocrasa
feHOTMN
Monnmopdunsm Yacras Penkas [eTeposmroTa
roMo3unroTa roMo3nroTa
F2: 20210 G>A GG AA GA
F5: 1691 G>A (Arg506GIn) GG AA GA
F7: 10976 G>A (Arg353GIn) GG AA GA
F13: G>T (Val34Leu) GG 1T GT
FGB: -455 G>A GG AA GA
ITGA2: 807 C>T (Phe224 Phe) CC 1T CT
ITGB3: 1565 T>C (Leu33Pro) 1T CC TC
SERPINE1 (PAI-1): -675 5G>4G 5G5G 4G4G 5G4G
FeHeTuka remocrtasa (F2, F5)
feHOTMN
Monnumopdusm YacTas Pepkas
roMo3unroTa roMo3nroTa reTeposurora
F2: 20210 G>A GG AA GA
F5: 1691 G>A (Arg506GIn) GG AA GA

Ncnonb3oBaHne TpEX DNYOPECUEHTHbIX KpacuTenei no3BONseT OAHOBPEMEHHO
onpeaenaTh ABa annens U oueHMBaTb KOMYECTBO reHoMHon [HK B oaHOM npo6upke.
Mcnonb3oBaHWe HECKONbKUX IYOPECLUEHTHbIX KpacuTenein Mo3BOSISIET COKPaTUTb

KONn4ecTBo I'IpOGVIpOK, MOCKOJIbKY MOABNAETCA BO3MOXHOCTb OAHOBPEMEHHO PErNMCTpUpPOBATb
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pe3ynbTaTbl pa3HbiX peakuuMin amnamdukaumm, nNpoxoasawmx B ogHon npobupke. B tabnuue 2
npeAcTaBfieHbl KaHanbl AeTeKUMN NPOAYKTOB aMnambukaumm,

Tabnuuya 2 - KaHanbl geTekumm NpoayKTos amnandumkaumm

MoNUMOPhUM (HAMMEHOBAHME CMECH KaHanbl getekunun annenbHbIX BalplllaHTOB 7]
ANs aMnAndUKaLMn) BHYTPEHHEro KOHTpongd
Fam | Hex | Rox | Cy5 | Cy5.5
NeHeTnka remocTtasa
F2: 20210 G>A G A - BK -
F5: 1691 G>A (Arg506GIn) G A - BK -
F7: 10976 G>A (Arg353GIn) G A - BK -
F13: G>T (Val34Leu) G T - BK -
FGB: -455 G>A G A - BK -
ITGA2: 807 C>T (Phe224 Phe) C T - BK -
ITGB3: 1565 T>C (Leu33Pro) T C - BK -
SERPINE1 (PAI-1): -675 5G>4G 5G 4G - BK -
leHetunka remocrasa (F2, F5)

F2: 20210 G>A G A - BK -
F5: 1691 G>A (Arg506GlIn) G A - BK -
1" cuctema BHyTpeHHero koHTpons (BK), npeactaensier cobolt cucteMy aMmnnndukaumm reHomHon AHK
yenoseka, NO3BONSET OueHUTb Hannume OHK B amnandukaumoHHON Npobupke M UCKIIUYNTL OWNBKK
reHOTMNNpPOBaHMS.

WccneposaHne ¢ ucnonb3oBaHMeM Habopa peareHTOB COCTOUT M3 3TanoB: BblAefeHue
OHK (npobonoarotoska) u NUP-amnandukaumsa B pexxnme peanbHOro BpEMEHMU.

Ona nposeneHus TMMUP ¢ peTekuven pe3ynbTaToOB B pPEXWME peanbHOro BpPEMEHU
NCMONb3YIT AeTekTupylowme amnaudukatopbl (000 «HMO [AHK-TexHonorus»): ATnaiit!,
ATnpaiim? unu OT-96.

Onsa KOHTpons onpeaeneHns 4actol W peakolW roMo3uvroT nMpu  nNpoBeAeHuun
nccnenoBaHMs UCMOb3YIOT KOHTPOsbHbIe 06pasubl K Habopy peareHToOB 'eHeTMKa reMocTasa.

KoHTponbHble 06pasubl NpeacTaBnaoT cobol CMecu KIOHMPOBAHHbLIX YYAaCTKOB reHOoB,
BbIIBNSi€MbIX C MpuMeHeHneM Habopa peareHTOB, HaxOASAWMWUXCA B 4acTOM WAW peaKOoM
FOMO3UIOTHbIX COCTOSIHUSIX, KOTOpble npefHa3HauyeHbl A9 KOHTPOJSS KayecTBa MCCIeAOBaHUS
(onpegeneHnss yacTtonM M peakon rOMO3WroT) KOHEYHbIM Mosib3oBaTesieM Habopa peareHToB.

KOHTpOsbHble 06pa3Lbl COBMECTUMbI TO/IbKO C HABOPOM peareHToB [eHeTMKa remocTasa.

! - tonbko mopenu 4S1; 452; 551; 552; 6S1; 6S2.
2 - Tonbko mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
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Tabnuua 3 - KoHTposnbHble 06pa3ubl K Habopy peareHTOB 'eHeTUKa remMocrasa

Oxxnpgaemsbiin
KoHTponbHbIN 0bpasel KonTponmpyemas cMece Anis pesynbTaT
amMnnndmkaumm
reHOTMNMPOBaHMS
leHeTuka reMocTtasa

yacrtas romosuroTta F2: 20210 G>A GG
F5: 1691 G>A (Arg506GlIn) GG
F7: 10976 G>A (Arg353GIn) GG
F13: G>T (Val34Leu) GG
FGB: -455 G>A GG
ITGA2: 807 C>T (Phe224 Phe) CcC
ITGB3: 1565 T>C (Leu33Pro) TT
SERPINE1 (PAI-1): -675 5G>4G 5G5G

peakasi romo3uroTa F2: 20210 G>A AA
F5: 1691 G>A (Arg506GlIn) AA
F7: 10976 G>A (Arg353GIn) AA
F13: G>T (Val34Leu) TT
FGB: -455 G>A AA
ITGA2: 807 C>T (Phe224 Phe) TT
ITGB3: 1565 T>C (Leu33Pro) CC
SERPINE1 (PAI-1): -675 5G>4G 4G4G

leHetnka remocrasa (F2, F5)

yacrtas romo3uroTta F2: 20210 G>A GG
F5: 1691 G>A (Arg506GlIn) GG

peakasi roMo3uroTa F2: 20210 G>A AA
F5: 1691 G>A (Arg506GIn) AA

2.3 Bpemsa npoBeaeHuns aHanusa (6e3 yyerta npobonoarotoBkn): ot 2,5 yacos.

3 AHAJTIUTUYECKUE XAPAKTEPUCTUKMU

3.1 Mpenen obHapyxeHus

Mpeoen obHapyxeHuss — He MeHee 1,0 Hr AHK 4enoBeka Ha aMnAMPUKALMOHHYIO
npobupky, uto cootBetcTByeT 300 konun AHK (Cp<32,0 Ha kaHane getekumm BK (Cy5)). Mpwu
MUCMOoNb30BaHMM MeHblwero konumyectea [AHK (Cp >32,0 Ha «kaHane pgetekuunm BK)
NMpoM3BOAUTENb HE rapaHTUPYET KOpPEeKTHY paboTy Habopa peareHToB.

B obpasuax ¢ HepgoctaToyHbiM  konumdectBoM [JHK  (MeHee 1,0 Hr Ha
amnnmdmKaumoHHyo Npobupky) nocne 3aBeplleHns peakuum amnandukaumn perncTpupyercs

HeAOCTOBEPHbIA pe3ynbTarT.
3.2 AHanuTunyeckas cneundmnyHoCTb

NHTepdepupyowmne Bewectsa (MB) B koHueHTpaumax: remornobuH - 0,35 mr/mn
obpasua AHK, nsonponunosbii cnupTt — 100 mkn/mn obpasua AHK, metnnauetat — 100 mkna/mn

obpasua AHK He BAuaOT Ha cneundunyHocTb Habopa peareHTOB.
3.3 JnarHoctuyeckne xapakTepucTuku

3HayeHns ANarHoCTUYECKOM YyBCTBUTEJSIbBHOCTU U ANArHOCTUYECKOM CI'IeLl,VICbVILIHOCTI/I

MUCnbiTbiIBAEMOro MeauMumMHCKOro wmsgenna pacCy4uTaHbl KaK 014 npaBUIbHO onpeaeneHHbIX
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peakux annenen, obHapy>XeHHbIX Cpeau BCEero nysa annen, onpegenseMblx Habopom peareHToB

«['eHeTnKa remocrasa».

Monumopdusm F2: 20210 G>A

F2: 20210 G>A

Annens AvarHocTtnueckas| AuarHocruyeckas
Bua 6uomarepmana A G UYBCTBUTEJ/IbHOCTb| cneunduyHOCTb

= = (%) (%)

peaKun | 4yacrtbin

HeneHas ”Egg';bbep””ec"a" 3 107 | 100% (29,24-100) | 100% (96,61-100)
6yKKanbHbIN 3NUTENUN 1 49 100% (2,50-100) 100% (92,75-100)
CyXue NsaTHa KpoBu 1 49 100% (2,50-100) 100% (92,75-100)
NToro 5 205 100% (47,82-100) 100% (98,22-100)

Monumopdusm F5: 1691 G>A (Arg506GIn)

F5: 1691 G>A

(Arg506Gin) AvarHocrnuyeckasa | [ijmarHocruyeckas
Bua 6nomarepmana Annens YYBCTBUTEJNIbHOCTb| cneunpuyHOCTb

A G (%) (%)

peaKMi | yacTbin

HenkHas ”Egg‘g’bep””ec"a" 3 107 | 100% (29,24-100) | 100% (96,61-100)
6yKKanbHbIN 3NUTENNI 1 49 100% (2,50-100) 100% (92,75-100)
Cyxme naTHa KpoBu 1 49 100% (2,50-100) 100% (92,75-100)
NToro 5 205 100% (47,82-100) | 100% (98,22-100)

Monumopduam F7: 10976 G>A (Arg353GIn)

F7: 10976 G>A

(Arg353Gin) AnarHocTtnuyeckas | [AmarHocTuyeckas
Bua 6uomartepmuana Annensb 4UYBCTBUTEJ/IbHOCTb| cneunduyHOCTb

A G (%) (%)

peaAKuin | 4acTbli

lenbHas ”Egg‘iep””ec"a” 18 92 | 100% (81,47-100) | 100% (96,07-100
6YKKanbHbI 3NUTENNI 5 45 100% (47,82-100) 100% (92,13-100)
Cyxue nNgaTHa KpoBu 7 43 100% (59,04-100) 100% (91,78-100)
WNToro 30 180 100% (88,43-100) | 100% (97,97-100)

Monumopduam F13: G>T (Val34Leu)

F13: G>T

(Val34Leu) AvarHocTtnueckan | [lmarHocTtnuyeckas
Bua 6uomartepmuana Annenb 4YyYBCTBUTEJNIbHOCTb cneuncdUUHOCTDb

T G (%) (%)

peAKUMiA | YacTbin

HenbHas ”Eg(‘;‘iep"'”ec"a" 36 74 100% (90,26-100) | 100% (95,14-100)
OyKKa/bHbIN 3NUTENUN 12 38 100% (73,53-100) 100% (90,75-100)
CyXxue nNsaTHa KpoBu 9 41 100% (66,37-100) 100% (91,40-100)
NTtoro 57 153 100% (93,73 -100) 100% (97,62-100)
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FGB: -455 G>A

Annens AwnarHocrnyeckan | [ijmarHocrnyeckas
Bupg 6uomartepuana A G YYBCTBUTEJIbHOCTb | cneuyndpUYHOCTDb

= = (%) (%)

peaknn YacTbIn

HenbHas ”Egsgfp””ec'(a" 29 81 100% (88,06-100) | 100% (95,55-100)
6yKKanbHbIN 3NUTENUN 7 43 100% (59,04-100) 100% (91,78-100)
CyXue NsTHa KpoBu 12 38 100% (73,53-100) 100% (90,75-100)
NToro 48 162 100% (92,60-100) | 100% (97,75-100)

Monumopdusm ITGA2: 807 C>T (Phe224 Phe)

ITGA2: 807 C>T
(Phe224 Phe) AvnarHocTnyeckas | AMarHocTnyeckas
Bup 6uomarepuana Annenb YYBCTBUTEJIbHOCTb | cneumndpUYHOCTb

T C (%) (%)

peaKMh | 4vacTbin
HenbHas ”Eggﬁep”“‘ec"a” 41 69 100% (91,40-100) | 100% (94,79-100)
OyKKaJbHbIN aNUTENUN 23 27 100% (85,18-100) 100% (87,23-100)
Cyxmne naTHa KpoBu 15 35 100% (78,20-100) 100% (90,00-100)
WNToro 79 131 100% (95,44-100) 100% (97,22-100)

Monumopduam ITGB3: 1565 T>C (Leu33Pro)

ITGB3: 1565 T>C

(Leu33Pro) AvarHocrtnuyeckasa | lmarHocruueckasn
Bua 6uomarepmana Annenb YUYBCTBUTEJIbHOCTb | cneyn(puUUYHOCTb

C T (%) (%)

peakun YacTbii
HenbHan 17 93 100% (80,49-100) | 100% (96,11-100)
nepudepmnyeckas KpoBb

6YKKaabHbI 3NUTENNI 8 42 100% (63,06-100) 100% (91,59-100)
CyXue NaTHa KpoBu 6 44 100% (54,07-100) 100% (91,96-100)
NToro 31 179 100% (88,78-100) 100% (97,96-100)

Monumopdusm SER

PINE1 (PAI-1): -675 5G

>4G

SERPINE1 (PAI-1):

-675 5G>4G AunarHocTnuyeckasa | lmarHocTuuyeckasn
Bua 6uomaTtepmuana Annensb 4YYBCTBUTEJIbHOCTb | CneuupuUUHOCTb

4G 5G (%) (%)

peakun YacTbii

HenkHas ”Egg‘g’bep””ec"a” 64 46 100% (94,40-100) | 100% (92,29-100)
6yKKanbHbIA 3NUTENNIA 32 18 100% (89,11-100) 100% (81,47-100)
Cyxue nsiTHa KpoBw 29 21 100% (88,06-100) 100% (83,89-100)
NToro 125 85 100% (97,09-100) 100% (95,75-100)

3.4

BHyTpucepuinHas
nHTepBan 83,16-100%).

BOCNpoOn3BOANMOCTb

CocCTaBndeT

BHyTpucepuinHasa n MexcepumHas BOCNpou3BoANMOCTb

100%

(95%

LOBEepUTENbHbIN

MexcepuiiHas Bocnpom3BognMocTtb coctaBnseT 100% (95% posepuTenbHbIA MHTepBan

83,16-100%).
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4 MEPbI MPEAOCTOPOXHOCTU
OpraHusaumsa pabotbl [LP-nabopaTtopun, obopyaoBaHne u Matepuanbl AONXKHbI

cooTBeTCcTBOBaTh TpeboBaHusaMm NOCT P 52905-2007, meToan4deckux ykasaHuim MY 1.3.2569-09
«OpraHusaumns paboTbl nabopaTopuii, UCNONb3YKOLWNX MeToabl aMnandUKaumMnm HYKIEUHOBbIX
KWUCNOT, Npu paboTe C MaTepuanom, cogepxalimMm MUKpoopraHmambl I-IV rpynn natoreHHocTn»,
Cc cobnageHneM CcaHUTapHO-3MUAEMMONIOrMYEecKnx npasua u  Hopm CanlmH 3.3686-21
«CaHuTapHo-anmaeMuonornyeckne TpebosaHns no npodunakTnke MHPEeKUNOHHbIX 6onesHen».

Nccnepyemble obpasubl pacCMaTpMBaOTCS KakK NOTEHUMabHO-ONAaCHbIE.

Mpu pabote c HabopoM cnenyeT HageBaTb OAHOPA30Bble NepyaTKn 6e3 TanbKa.

Mpu paboTte ¢ MmkpoopraHmamammu I-IV rpynn naToreHHOCTM BblIBOp TuMa 3alMUTHOro
KocTioma (pabouein ogexabl M CpeacTB MHAMBMAYASIbHOW 3allWTbl) MPOBOAUTCS B CTPOroMm
cootBeTcTBUM € CaHlnH 3.3686-21 n onpegenserca BuaoM Bo3byauTtens, paboudeir 30HOWM,
OoCHaweHneM ee 6okcamm brnonornyeckor 6esonacHoOCTH.

Cnegyer wvcnonb3oBaTb TONbKO OAHOPA30Bble HAKOHEYHMKM W npobupku. He
AOMYyCKAeTCa WCNOAb30BaHWE OAHMX W Tex Xe HaKOHeYHMKOB npu 06paboTke pasnyHbIX
obpaszuos 6monormyeckoro matepmana.

K pabote c HabopoM peareHTOB [AOMNyCKaeTcss nepcoHan, o6yyeHHbIn MeTodaMm
MOJIEKYNSAPHON ANArHOCTUKKN U npasuaam paboTbl B KIIMHUKO-AMArHOCTMYECKOW nabopaTtopum.

Boinenenne [AHK cnepyer nposoautb B 60kcax 6Guonornyeckon 6e30nacHOCTU
II knacca. MNoarotoBky K MNUP ¢ ucnonb3oBaHmeM Habopa peareHTOB BO3MOXHO MpoOBOAMTbL B
MLUP-6okcax.

3anpewaetca nepeMelweHne nabopatopHoro obopynoBaHUs, B TOM 4YuUCle A03aTOPOB,
wTatneos, NnabopaToOpHOM NOCyAbl, XanaToB, rosioBHbIX y6OpoB M Mp., a TakXe pacTBOpoOB
peareHToOB U3 O4HOM0 NOMeLlEeHUS B Apyroe.

Jo3aTopbl AO/MKHbI 6bITb COOTBETCTBYOWMM 06pa3oM noBepeHbl (B akKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoBaHbI.

Ncnonb3oBaHHble OAHOpAa30Bble MpUHAANEXHOCTU (NpobUpKM, HAKOHEYHUKW WU Ap.)
OOMKHbl  cbpacbiBaTbCd B KOHTEMHep A8  MeAMUMHCKMX  OTX04O0B,  coAepiKaluui
AesnHouvuupyowmnii pactesop (Npu Heob6xoaAnMMOCTH).

MoBepxHOCTM paboumx CTONOB, a TaKXe nMOMelWeHNs, B KOTOPbIX MPOBOAUNTCS
BblaeneHme HK u noctaHoBka [UP, cnepayet obsizatenbHo, A0 U Mnocne npoBeaeHus pabor,
06ny4daTb C NOMOLbIO HaKTEPUUNAHDBIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce nosepxHoctn B nabopatopun (paboume ctonbl, wTaTmebl, obopyaoBaHue u ap.)
eXeAHEeBHO MoaBeprakT BNaxHor ybopke C MpuMMeHeHueM A[e3NHOULMPYIOLWKNX/MOOLWMX
CpeacTB, pernaMeHTUpPOBaHHbIX CAHUTapHbIMM NpasunaMu n Hopmamm CanluH 3.3686-21.
BHUMAHME! YtunmsmposaTb oTxoabl C npoayktamu [MLP Heo6xoamMo TONbKO B 3aKpbITOM
Buae. He ponyckaercs oTKkpbiBaTb Npobupku nocne amnnmdukaumm (MY 1.3.2569-09).

Mpn wncnonb3oBaHnM Habopa peareHTOB B KJMHMKO-AMArHocTunyeckor nabopatopum
obpa3yloTcs oTxoAbl Knacca B, koTopble YyTMAM3MPYKOTCS B COOTBETCTBMM C TpeboBaHMSAMMU
CaHnluH 2.1.3684-21 «CaHuTapHo-anugeMuonormyeckme  TpeboBaHus K  coAaepXaHuto

TeppMTOpMVI ropoackmnx wun cCenbCKnx noceneHun, K BOAHbIM o0b6bekTaM, MUTbEBOW BOAE U
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NMNTbEBOMY

BOAOCHAbXeHU, aTMochepHOMYy BO34yXY, TMOYBaM, >KWIbIM TOMELLEHUSM,

IKCnyaTaunn npom3BoaCTBEHHbIX, 06LWEeCcTBEHHbBIX MOMELLEHUN, opraHmnaumm m npoBeaeHunro

CaHUTApHO-MPOTMBO3INUAEMNYECKNX (MPOPUNAKTUYECKNX) MEPOMPUATUIA».

OnacHble KOMMNOHEHTbI B Habope peareHToB

KoMnoHeHT Habopa NeHeTnka remocrasa
Cmecu gnsa amnnamdukauum HeT onacHbIX BeLlecTB
Monumepasa TexHoTaq MAX HeT onacHbIX BeLwecTs
MnupP-6ydep HeT omacHbIX BeLlecTs
MuHepanbHOE Macno HeT onacHbIX BeLlecTB
KoHTponbHbIN obpasel (4actas roMmo3mrota) A3unpg HaTpua meHee 0,1%
KoHTponbHbIN obpasel (peakas romMosmroTa) A3una HaTtpusi MeHee 0,1%

Mpn MCNoNb30BaHMM MO Ha3HAYEHWUIO M CO6MIOAEHMM MEp NPeAOoCTOPOXHOCTU, KOHTAKT

C OpraHMsMOM YenioBeka WCKI4YeH. [pyM aBapuitHbIX CUTyauMssX BO3MOXHO Crieaylollee:

pasApaXKeHne KOXWM M CNAU3UCTON 060/04KM TNa3 y YyBCTBUTENbHbIX nvU. [pU KOHTakTe

MPOMbITb NOpa)XeHHOe MeCcTo BOoAOW M 06paTuUTbCs 3a MEAMLIMHCKOM MOMOLbIO.

He ncnonb3oBaTb Habop peareHToB:

Npwu HapyLWeHNW YCA0BUN TPAHCMOPTUPOBAHUA N XPaHEHUS;

npn HECOOTBETCTBMM BHELWHEro BMAa KOMMOHEHTOB, YKa3aHHONo B MNacnopTte K
Habopy peareHToB;

Npwu HapyLlWeHUN BHYTPEHHEN YNAaKOBKM KOMMNOHEHTOB Habopa peareHToB;

Mo NCTEYEHMIO CpOKa rogHOCTM Habopa peareHToB.

MpuMmeyaHne - Habop peareHTOB He COAQEPXUT MaTepuasoB 6MONOrMYECKOro MPOUCXOXAEHUS,

BEWECTB B KOHUEHTpPaAUuAXx, obnagarowmx KaHUeporeHHbIM, MyTareHHbIM AEVICTBMEM, a TaKXe BAandarwmx

Ha pPenpoaAyKTUBHYIO d)YHKLI,M}O yenoseka. lpn MCNONb30BaHUM MO HAa3HAYEHUIO W cobnoaeHun Mep

NpeaoCTOPOXHOCTU ABNAETCA 6€30MacHbIM.

5

OBOPYAOBAHUE U MATEPUAIbI
Mpu pabote c HabopoM peareHToB [eHeTMKka reMmocrtasa TpebyloTcsa cneayrwouime

o60opyaoBaHWe, peareHTbl U pacxoaHble MaTepuansbi:

MLUP-60kc;

amnnndukaTtop Aetektupytowmin (ATnait® (PY N ®CP 2011/10228), ATnpaim*
(PY N2 ®CP 2011/10229) unu AT-96 (PY N2 ®CP 2007/01250) (npoussoactea
000 «HIMO OHK-TexHonorus», Poccna);

MUKpoOLeHTpudyra-sopTeKkc;

XO0N0AUNbHUK C MOPO3WU/IbHOM KaMepoWu;

npobupkun, o6béMoM 1,5 M C KpbllWKaMu;

npobupkn amMmnanduKaumMoHHble ogHOpa3oBbie, 06bEMOM 0,2 MN C KpbiWKaMn nnm
npobupkn amnandumkaunuoHHble, 06bémom 0,2 M, CTpUNOBaHHbie Mo 8 WT., C
KpbIWKaMn (CTpuUnbl);

3 Tonbko mopenu 451; 452; 551; 552; 6S1; 652.
4 Tonbko Mogenun 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
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o wTatme «pabouyee Mmecto» ang npobupok o6vémom 1,5 mn;
. WTaTUB «pabouee MecTo» Ana NpobMpok 06bEMOM 0,2 MA MAW ANS CTPUMOBAHHbIX

npobupok obvemom 0,2 mn;

o [o3aTopbl MexaHun4yeckue nnu 3NEeKTPOHHbIE nepeMeHHoro 06béma
oAHOKaHasbHble, no3soaswme otbupatb 0b6beMbl xunakoctm ot 0,5 go 10,0 Mk,
ot 2,0 po 20 Mkn, oT 10 go 100 mkn, ot 20 go 200 Mkn, ot 100 go 1000 mkn, oT
200 po 1000 Mkn;

o OAHOpa30Bble HAKOHEYHMKWN ANS NosyaBTOMATUUYECKUX A03aTopoB, cBO6OAHbIE OT
OHKa3 n PHKa3, o6bémoM 20 Mk ¢ punbtpom, 200 mkn, 1000 mkn;

o OAHOpa30Bble NepyaTKn MeanuMHcKkue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

o éMKOCTb As19 cbpoca WCNOAb30BAaHHbIX HAKOHEYHWKOB, NpobupoK W Apyrux
pacxoAHblX MaTepmanos;

o Habopbl/koMniekT ans  Bblgenenms [OHK wn3  6uonornuyeckoro martepuana
(pekomeHayeTcs MPOBA-IC-TEHETUKA(PY N2 ®CP 2010/08696), MPOBA-PANNA-
FEHETUKA (PY N° ®CP 2010/08695) (OO0 «HMO [OHK-TexHonorua», Poccus),
MPOBA-LUMTO CI (PY N° P3H 2021/14367), NMPOBA-MY-MAKC PY (N2 P3H
2021/14391), MPOBA-OMTUMA®, TPOBA-OMNTUMA MAKC®> (nocne nonyyeHus
permcrtpaumoHHoro ygocroeepenms) (OO0 «[HK-TexHonorma TC», Poccusa)).

6 AHAJINBUPYEMbBIE OBPA3L bl

6.1 MaTepunan gns nccnegoBaHus

[ns nccnepoBaHMs MCNONb3YIOT LEbHYO NepudepryecKkyto KpoBb, Cyxme naTHa KpoBu
M ByKKanbHbIA 3NUTENNNA.

OrpaHuMyeHMe MeToAa - BHYTPUMBEHHblE MHbEKUMM renapuvHa, nHdysum npenapaTosB
ANS NapeHTepanbHOro NMTaHMUS MeHee 4YeM 3a 6 YacoB A0 UCC/e0BaHuUS.

B3sTne, npenobpaboTky M XpaHeHMe MaTepuana npoBOAST B COOTBETCTBUM C
MHCTPYKUMSAMUM K KoMMiekTaM/HabopaM peareHToB Ans Bbigenenmsa AHK n3 cooTBeTcTBYlOLErO

6buonormnyeckoro matepuana.

6.1.1 B3atune uenbHon nepudeprnyeckon Kposu

B3atTne uenbHoOl nepudepnyeckorn KpoBuM MNPOBOAUTCS B BaKyyMHble NNACTUKOBbIE
npobupku Tuna Vacuette o6vé€mom 2,0 nnmn 4,0 mn c gobaBNeHHOM B KAaYeCTBE aHTMKOAryJasHTa
CONblO0 3TUNeHAMaMmnHTeTpaaueTata (34TA) B KOHEYHON KOHUeHTpauuu 2,0 mr/mn. B kauyecTtBe
aHTUKOArynsHTa AO0MNYyCKaeTcs TakKXe MCNoMb30BaHWE uuTpaTa HaTpusa. [ns nepeMelunBaHus
KPOBW C @aHTMKOAryassHTOM Mnocne B3ATUS MaTtepuana HeobxoauMMo nepeBepHyTb Npobupky 2-3
pasa.

BHMUMAHME! He gonyckaeTcs UCnosib30BaHMe renapuvHa B Ka4ecTBe aHTUKOaryaaHTa.

6.1.2 TlonyyeHune cyxux nATeH KpoBu
KpoBb HaHOCUTCSA Ha 6yMaXKHbI HOCUTENb B KONIMYECTBE, AOCTAaTOYHOM AN NOoSyvYeHus

nsaTHa AMaMeTpOM He MeHee 1 CM, MpW 3TOM KPOBb AOMKHA MNponuTaTb byMmary HackBo3b. B

> HaGOpbl peareHToB HaXxoA4ATCdA Ha 3Tane perncrpauMn m BanMampoBaHbl Ha 3Tane KJIMHUYECKUX

MUCNbITaHUM
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KauyectBe HocuTensa (Tect-6naHka) WCNONb3YOT cheuManbHble MeAWUMHCKUE  mn3genus,
nMerLime perncTpaunoHHble yAOCTOBEPEHNSA U NpeAHAa3HAaYeHHble AN COOTBETCTBYHOLLEro Buaa
6buomaTepnana. B Xxoae KAMHUMYECKUX WCMObITaHWA npoussoauTenem 6b10 BanMAWMPOBAHO
cnepytoulee megmumHckoe mspenuve: Kapta ana 3abopa n TpaHCNOPTUPOBKKM 61MON0rM4yeckoro
MaTepmana no TY 9398-001-63802255-2016, 0OOO «IpuHB3H», Poccna (PY N¢ P3H
2017/6431).

Mocne HaHeceHus obpasua, TecT-61aHK BbICYLLMBAETCA B FOPU30OHTa/IbHOM MOAOXEHUMU
Ha 4yuMcTon 06€3XMPEHHOM MOBEPXHOCTM He MeHee 2 4yacoB 6e3 nNpuMeHeHuss ONOJHUTENbHOM
TenaoBor 06paboTku U NonagaHus NPSIMbIX COJTHEYHbIX JTYYEN.
BHUMAHME! Bo usbexaHue nosiydyeHUS HEBEPHbIX Pe3y/ibTaTOB Heb3s AOMyCKaTb, YTOObI
KTO-nb0, KpoOMe nccnegyemoro nauveHTa, npukacasncs K 6ymaxHomy 6s1aHky 6e3 nepuyaTok.

M3 uUeHTpanbHOM 4YacTU CyxXOoro NATHa crneuuvasnbHbIM MPO6OMHMKOM BbIGUTL 3 AUCKaA
AvaMeTpoM 3 MM U MOMEeCTUTb B MUKpoNpobupky obbemom 1,5 mn
BHUMAHME! PekomeHayeTcs BbibuBaTb AWMCKM HENOCPeACTBEHHO nMepen npoueaypon

Bbiagenennsa AHK.

6.1.3 B3atne 6ykKanbHOro anutenus
BHUMAHMWE: B3fATMe KJIMHMYECKOro MaTtepuasia OCYyLlecTBJISseTCA CyXuM 30HAOM!
Heo6x04MMO NCKAOYUTb KOHTAKT pacTBOPOB C KOXeN, rnasaMn u cain3nctbiMn o60104Kamu.

B3aTve MaTepuana ocCyLLeCTBASIOT C MOMOLLbIO CreumanbHblX MeAULMHCKUX n3genuvi,
MMeKLWUX perncTpaumoHHblie yaOCTOBEPEHUSA U NpeaHa3HavYeHHbIX A9 COOTBETCTBYOLWEro Buaa
6buomaTepnana. B Xxoae KAMHUYECKUX WCMObITaHWA npoussoauTenem 6bL10 BaAMAWMPOBAHO
cnepytouiee MeaguMuMHCKOe wu3genue: 30HA4 MeAMUMHCKUA  OAHOPA3OBbIM  CTEpPWSIbHbIA MO
TY 32.50.13-002-28731857-2020, 00O «®apmMepglonuc PT», Poccusa, (PY N¢ P3H
2021/13989).

3a p[gBa 4vaca nepen B3ATMEM 6MosIOrMYecKOro MaTepuasia He pekKoMeHayeTcs
ynoTpebnate nuuwy, KypuTb, NepopasibHO MCMNOAb30BaTb JieKapCTBEHHble cpeacTea. [lepea
B3ATMEM MaTepuana ABaXAbl NPOMnoaowmTe poT YNCTOM BOAOW.

OTKpoOiTe yNnakoBKY CO CTEePU/IbHbIM OAHOPA30BbIM 30HAOM, AEepXacCb 3@ Py4Ky 30HAA U
He Kacasicb ero pabouelr yactu. NomecTuTe 30HA B POTOBYHK MOSIOCTb U TWATENbHO MOTpUTE C
HebO0bLION CUOM BHYTPEHHIO NMOBEPXHOCTb OAHOW, 3aTEM ApYyron wekn B TedeHne 30 cekyHA
(25-30 pa3s), ogHOBpEeMEeHHO npokpyumBas 30HA. locne B3ATMA Buonormyeckoro martepuana
nepeHecute 30HA B npobupky ob6béMom 1,5 Mn, coaepxawyio TpaHCNOPTHYK cpeny wau
NU3UpYOLWMN pacTBop. 3aTeM MU3BMEKUTE 30HA U3 pacTBoOpa, NpMXUMas ero K cteHke npobupku,
OTOXMUTE M3ObITOK XUAKOCTWU, yaanuTe 30HA U yTUAM3MpyinTe ero. MNI0THO 3aKpOMUTe KPbIWKY

npobupKn U NpoMapkupymnTe.
6.2 TpaHcnopTupoBaHMeE N XpaHeHne uccneayemoro Mmatepuana

[lonyckaeTcs TpaHCNopTUPOBaHNE U XpaHeHMe 06pasLoB:
Cyxue naTHa KpoBM — AOMYCTUMO A0 roga Mnoc/ie NpocyliMBaHUSA B UHAUBUAYANbHbIX

ynakKoBKax B YCNOBUAX HU3KOWM BRaxHoctn (He 6onee 30%) npu Temnepatype oT 2 °C go 8 °C.
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Mpn 6onee AnuTeNbHbIX CPOKax XpaHeHus obpasubl CyXMxX NATEH KPOBM cneayeT XpaHUTb Kak
peKOMeHAYyeT Npon3BoanTeNb TecT-61aHKOoB.

LlenbHyto nepudepmyeckyto KpPOBb n OyKKasbHbIN ANUTENNN cneayet
TPaAHCMOPTMPOBATb WM XpPaHUTb COMMACHO WHCTPYKUMSAM K peKOMeHAYEeMbIM KOMMJeKTam
peareHToB An4 BblaenenHma HK. Tpu OTCyTCTBMM peKkoMeHAAUuMh AN9 [OaHHbIX  BWAOB
bnomaTtepunana Heobxognmo cobnogatb cnegyowme yCiaoBums:

LlenbHasa nepudepunyeckast KpoBb - Npu Temrnepartype ot 2 °C go 8 °C He 6onee 24 .
B cnyyae HEBO3MOXHOCTM AOCTaBKM MaTepuana B siabopaTtopuio B Te4YeHue CYyTOK AOMyCKaeTCs
OAHOKpaTHOEe 3aMopaxmBaHue maTepuana. [JonycKkaeTcs XpaHeHWe 3aMOpPOXEHHOro mMaTtepuana
npu TemnepaTtype MnHyc 20 °C B TedeHne ogHoro mMecsua.

BykKkanbHbIM anuTenuii - npu TemnepaTtype ot 2 °C go 8 °C He 6onee 24 4. B cnyuae
HEBO3MOXHOCTWU [OCTaBKM MaTepuana B JnabopaTopuio B TedeHne CyTOoK AonyckKaeTtcs
OAHOKpATHOE 3aMopaxuBaHue Matepuana. [JonycKaeTcs XpaHeHWe 3aMOPOXEHHOro maTtepuana

npu TemnepaTtype MmHyc 20 °C B TeyeHne ogHOro mecsiua.

7 NMPOBEAEHUE AHAJIU3A

7.1 Bboiaenenne AHK 13 6uonornyeckoro matepmana

Ona sblgenennsa OHK pekomeHayeTcs Mcnonb3oBaTb Habopbl/KOMMNEKTbl peareHToB,
MMerLlme permcTpaumoHHble YA4OCTOBEPEHUS MeAULMHCKOrO U3aenns v npegHasHadeHHble ans
COOTBETCTBYIOLWMX BNAOB brnomaTepunana € uenbtlo nocneaytouwero mccnegosanmsa AHK metogom
MLP.

BHUMAHME! HesaBucuMo oT wucnonb3dyemoro Habopa/komnnekta ansa BbigeneHns AOHK wm3
6uonornyeckoro Martepuana OAHOBpPEeMEeHHO HeobxoAMMO MOArOTOBUTb  OTPUUATENbHbIN
KOHTPOJIbHbIN 0b6pasel, npowealwnn Bce aTanbl Npob6onoaroTtoBkn. B KayecTBe oTpULATENBHOMO
KOHTpONIbHOro obpasua peKkoMeHAYyeTCs UCNOob30BaTb MU3NOIOMMUYECKU pacTBoOp, B 06bEMe,

yKa3aHHOM B MHCTPYKLUMM K KOMMIEKTY peareHToB Ans BbiaeneHunsa AHK.

7.2 MoaroTtoBka M NpoBeAeHUE NOMMEPA3HOWM LenHon peakuun (Habop peareHToB

eHeTuKa remMocTtasa)

7.2.1 T[lpoMapkupynTe Ans8 Kaxaoro onpegensemoro nonummopdusMa Heobxoammoe
Konn4yectBo npobupok ana amnnmdukaumm obvémom 0,2 mMn (Mo oAHOM ANS Kaxaoro
nccnegyemoro o6bpasua, OoTpuuaTenbHOro KOHTPOJIbHOro obpasua W Ans Kaxaoro

KOHTponbHoro obpasua npn HeobxognmMocTu).

Mpumep: HeobxoauMMo npoaHanu3upoBaTb nNATb 06pasuoB nNo BOCbMW nonuMmopduamam. [lpu
ncnonb3oBaHuM Habopa peareHToB B KommnnekTauum N°1 ana kaxaoro obpasua Hy>XHO MPOMapKMpoBaTb
no 8 npobupok (Ansa onpegeneHuns Kaxaoro nonmmopdusma) - 40 gnsa uccnegyembix obpasuos u 8 ang
OTpuUATENbHOIO KOHTPO/AbHOro obpasua. Obwee konnuyecTso nNpobmpok ansa scex noaumopdusmos — 48.
Mpn wncnonb3oBaHun Habopa peareHToB B KoMnnektauum N°2 ana  kaxgoro o6bpasua HyXHO
npomMapkupoBaTb No 8 npobupok (Ana onpeaeneHus Kaxaporo nonumMmopdwusma ) — 40 ansa vccrneayembix
o6pasuos, 8 ans oTpMuaTtenbHOro KOHTPOAbHOroO obpasua, 16 ans AByX KOHTPOJibHbIX o6pa3uoB. Obuiee

KONM4ecTBo NpobMpok Ans Bcex nonnmMopdusmos - 64.
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BHUMAHME! lNpu npoBeaeHun BCex nocneayowmx AeNCTBUA usberatb BO3AEUCTBUSA CONHEYHbIX Jly4ven

Ha Npo6MpPKK CO CMecsMU AN aMnanduKauuu.

7.2.2 BcTpaxHuTe npobupkn co cMecaMn Ana  aMnandukaumm B TedeHue 3-5cC M

LeHTpndyrmpyinTe B TedeHme 1-3 ¢ Ha MUKpPOLLeHTpUdYyre-BopTeKce.

7.2.3 BHecuTe B NpoMapKuMpoBaHHble Mpobupkn no 20 MKJ COOTBETCTBYHOLIEN CMecu AN

aMFIﬂVId)MKaLlMVI (,U,J'IFI Ka>xgoro I'IOJ'IMMOpd)VISMa OTAENIbHbIM HaKOHe‘-IHMKOM).

7.2.4 BctpaxHute npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TeyeHue 3-

5 ¢ n yeHTpudyrmpynte B TeueHmne 1-3 ¢ Ha MUKpoUEHTpudyre-BopTeKce.

BHUMAHMUE! Monumepasy TexHoTaq MAX  pgoctaBaTb n3 MOPO3UNIbHOWN Kamepbl

HenocpeaCcTBeHHO rnepea Mcnosib30BaHMEM.

7.2.5 TpurotoBbTe cMecb [LUP-6ydepa c nonumepasonn TexHoTaq MAX. CmewanTte B

oTaenbHoM npobupke:

o 10 x (N+1) mkn NUP-6ydepa;

o 0,5 x (N+1) mkn nonnmepasbl TexHoTaq MAX,

roe N — KoOMmM4yecTBO MpPOMapKMpoOBaHHbIX Mpobupok c yuyétom npobupkm ans K-, KO

(4yactasa romosurota), KO (pegkas romosuroTa).

Mpumep: HeobxoanMO nNpoaHanmManposaTb 5 o6pas3uoB No YeTbipeM NoaMMopdu3MaM C UCNOJSIb30BAHNEM
Habopa peareHToB B KoMniekTaumu N°2. NMpomMapKupoBaHHbIX Npobupok — 64. Hy>XHO NpuUrotToBuUTb CMeCb
MNnuP-6ydepa n nonumepasbl TexHoTaq MAX ana 65 (64+1) npobupok, T.e. 650 mkn TLP-6ydepa

Heobxoanmo cMmewatb ¢ 32,5 Mkn nonmMmepasbl TexHoTaq MAX.

7.2.6 BcTpsaxHuTe npobupky co cmecbto [MUP-6ydepa u nonumepasbl TexHoTag MAX B

TeyeHue 3-5 c n ueHTpudyrnpynTte B TedeHne 1-3 ¢ Ha MUKpoOLEHTpudyre-BopTekce.

BHUMAHME! Cwmecb [LP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoaAMMO TrOTOBUTH

HenocpeaCTBeEHHO nepea ncnosib3oBaHMeM, XpaHeHne cMeCcn He AO0MNYyCKaeTcH.

7.2.7 [JobaBbTe B Kaxaylt npobupky co cmecbto ans amnnmdukaumm no 10 mkn cmecu MUP-

6ydepa ¢ nonuMmepason TexHoTaq MAX.

BHUMAHME! TMocne pob6asnenus cmecu T[LUP-6ydepa v nonmmepasbl TexHoTaq MAX B
npobmpkn co cmecsaMum ans amnnmdukaumm HeobxoamMo B Te4yeHue ABYX 4YacOB BbIMOSHWUTb
nn. 7.2.8 - 7.2.13.

7.2.8 [obaBbTe B Kaxayt npobupky no ogHon kanne (okono 20 MKN) MMHEpanbHOro Macna.

3aKkpoliTe KpbIWKU Npobmpok.

7.2.9 BcTpaxHute npobupkm c¢ npenapatoM [OHK, KOHTponbHbiMM obpasuamm (KO) wu
oTpuuaTesbHbIM KOHTPOJibHbIM 06pasuom (K-) B TeyeHne 3-5 ¢ u ueHTpudyrupymnte B
TeyeHue 1-3 c Ha MuUKpoueHTpudyre-sopTeKkce.
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BHUMAHMUE!
1. Mpu wncnonb3oBaHum pns sbigenenms OHK Habopa pearentoB [MPOBA-MY-MAKC

HeobxoAMMO nocCse BCTPSAXMBaAHUS MOMecTUTb npobupkm ¢ npenapatom [AHK B
MarHUTHbIN WTaTMB. B cnydyae ecnu nocne BblAeNEeHMS HaAoCaAo4YHas >XWUAKOCTb,
cogepxawas BbigeneHHyto [OHK, 6bina  nepeHeceHa B HOBble  npobupku,
LeHTpudyrmposaHme nocne BCTPAXMBAHUA MpPOM3BOAUTCS B TedeHume 3-5 C Ha

MUKpoUeHTpudyre-sopTekce.

2. Onsa npepoTeBpalleHUs KOHTaMuMHauuu cnepgyeTr nepen BHeceHueM [OHK oTKpbiBaTb
KPbIWKW TOJLKO Tex npobupok, B koTopble 6yaeT BHOCUTBLCS AaHHbIA obpaseu, wu
3aKpblBaTb WX nepes BHeceHnem cnepytouwero. [penapatel OHK cneayeTr BHOCUTDL

HaKOHEYHNKaMU ¢ pUIbTPOM.

7.2.10 BHecuTe B COOTBETCTBYHLLIME NPpOMapKMUpoBaHHbIe NMpobupkn no 5,0 MKN BblAENEHHOIO

n3 obpasuyos npenapata AHK (kpome npobupok ansa KO u K-).

7.2.11 BHecuTe B npobupku, npoMapkmpoBaHHble <«K-», no 5,0 Mkn oTpuuatenbHoOro

KOHTpOsbHOro obpasua, npoweawero atan BoigeneHna AHK (n.7.1).

7.2.12 Tpu ucnonb3oBaHuM Habopa peareHTOB B koMmniektauum N°2: BHecuTe B npobupkm,

npoMapkmpoBaHHble «KO», no 5,0 MK/ COOTBETCTBYIOLLEr0 KOHTPOIbHOIO obpasua.
7.2.13 UeHTpudyrupynte npobnpkn Ha MUKpoLEHTpUdyre-sopTekce B TeyeHne 1-3 c.
7.2.14 YctaHoBuTe BCe Npobupkn B 610K aeTekTupytowero amnandukatopa.

7.2.15 3anyctute nporpammHoe obecnedyeHne RealTime_PCR, B pexuMme «Pabota ¢
npubopom». [lJobaBbTe COOTBETCTBYIOLWMIA daitn ¢ napameTrpamu Tecta®. [anee v npu
nocneaywwmx nocraHosBkax AobaBbTe B MNPOTOKON COOTBETCTBYHOLWME TeCTbl WU
NUCNONb3YNTE MHOMOTECTOBbIA pPEXUM, YKaXuUTe KOMMYEeCTBO W WUAeHTUdUKATOpbI
obpa3uos, B TOM u4ucne oOTpuUaTeNbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE
pacnosioxeHne npobupok Ha MaTpuue TepMob6aoKa B COOTBETCTBMW C MX YCTAHOBKOM

(cMm. 7.2.14) v nposeauTe MLP.

7.2.16 Tlpu BbibOpe Tecta B OKHE <«3anyck nMporpammbl aMnandukaunm»  OoxKHa

oTobpaxkaTbCsl NporpaMmma, npuBeaéHHas B Tabnuue 4.
MpumMmeyaHume - Tun nNpobupkn Ans oTpuUATENbHbIX KOHTPOJbHbIX 06pa3uoB (K-) U KOHTPOAbHbIX
o6pasuyos (KO) k Habopy cneayeT yka3sbiBaTb Kak «Ob6paseu».

BHUMAHME! PacnonoxeHue npobupok Ha MaTpuue TepMmobnoka [OMXHO  CTpPoOro

COOTBETCTBOBATb NOpAAKY YCTAHOBKMU I'IpOGMpOK B 6noke. [lna MHOroTecTroBoro pexnma

6 - HCcTpyKuMM no aobaBneHno "roToBbIX (aiinos c NapaMeTpaMm Tecta" HaxoAsTCs Ha caiiTe B pasgene

"Moppepxka”
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nopaaoK yCTaHOBKU I'IpO6VIpOK AOJIXXEH CTPOro COOTBETCTBOBATb NMocneaoBaTe/ibHOCTU TECTOB B

rpynne.
Tabnuua 4 - T[lporpamma amnaudukaumm ana AeTeKTUpyrWwmMx amnamdukaTopos
«OTnpanm», «ATnant» n AT-96
b TemnepaTtypa, | Mu Yucno ALY
610Kk op ypa, C onTuyeckmx | At, °C Tun 6noka
C H LIMKNOB M
a N3MepeHu
80 2 00
: 94 5 | 00 ! Hukn
94 0 30
2 67 0o |15]| ° v Huken
94 0 5
3 67 0o |15] v Haer
4 25 0 30 1 Lnkn
«KpuBas nnasneHus»,
5 25 0 | 15 50 v 1,0 At=1 °C;
Twou=75 °C
6 10 xpa:eHM XpaHeHune
* Mpwu co3paHum 6noka 5 otMeTuTb TMN "KprBasa nnasneHmnsa"

7.3 MoarotoBka W MpoBeAEeHME MOJIMMEPA3HOM UenHon peakumn (Habop peareHToB
leHeTnka remocrasa (F2, F5))

7.3.1 T[pomapkupynte Ana Kaxporo onpegensemoro nonuMmopdumsamMa Heobxoammoe
KOJIMYeCcTBO Npobupok ansa amnamdukaunm obvémom 0,2 mMn (N0 O4HOM ANSA KaXAoro
nccnepgyemoro obpasua, OTpUUATENbHOrO KOHTPOJsbHOro obpasua M Ang Kaxaoro
KOHTponbHOro obpasua npmM Heo6XoANMOCTU).

Mpumep: Heobxoaumo npoaHanu3MpoBatb NATb ob6pa3uos Mo AByM nonuMmopdusmam. [pu

NCnonb3oBaHUM Habopa peareHToB B KoMmmekTauun N°1 ans kaxaoro obpasua HY>XHO NMpoMapKupoBaTb

no 2 npobupku (Ans onpeaeneHus Kaxaoro nonumopdusma) - 10 ana uccneayembix o6pasuos U 2 Ans

oTpuUATENbHOIO KOHTPOAbHOro obpasua. Obwee konnyecTso npobmpok ansa scex nonumopdusmos — 12.

Mpu wncnonb3oBaHMM Habopa peareHToB B KoMmmnektaumm N22 aAns  Kaxaoro o6pasua  Hy>XHO

npoMapkupoBaTb Mo 2 npobupkn (ans onpegeneHuns Kaxagoro nonmmopdusma ) - 10 gnsa nccnepyembix
o06pasuos, 2 418 oTpMuaTenbHOr0 KOHTPOSIbHOro obpasua, n 4 ons AByX KOHTpPOJibHbIX 06pa3uos. Obuwee
KONM4ecTBO NpobuMpok Ans Bcex nonnmopcdusmos - 16.

BHUMAHME! [lp1 npoBegaeHun BCex Mocneaywowmx AOencTtBun usberatb BO3AENCTBUS

COJTHEYHDbIX nyqeﬁ Ha I'IpO6VIpKM CO CcMeCAaMM ans aMI'I)'IM(bVIKaLJ,VIVI.

7.3.2 BctpaxHute npobupkm co cmecamu ansg  amnaumdukaumm B TedeHue 3-5¢ wu
LeHTpudyrmpyite B TedeHne 1-3 ¢ Ha MUKpOLEHTpuUdyre-sopTekce.

7.3.3 BHecuTe B npoMapKupoBaHHble Npobupkn no 20 MKA COOTBETCTBYHOLLEN CMecu Ans
amnnmndumkaumm (419 Kaxaoro nonammopdmnsma otaeslbHbiIM HAKOHEYHMKOM).

7.3.4 BctpaxHute npobupkun c MUP-6ydepom n nonumepason TexHoTaq MAX B TeyeHue 3-
5 ¢ n ueHTpndyrmpyinTe B Te4eHme 1-3 ¢ HA MUKpPOLEHTpUdyre-sopTekce.

BHUMAHMUE! Monumepaszy  TexHoTaq MAX  goctaBaTb n3 MOpPO3UJIbHOM Kamepbl

HEeNnocpeaCTBeEHHO nNepen NcrnoJib30BaHNEM.
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7.3.5 TpurotoBbTe cMecb [MLP-6ydepa c nonummepason TexHoTaq MAX. CmewanTte B

oTaenbHoM npobupke:

o 10 x (N+1) mkn NUP-6ydepa;

o 0,5 x (N+1) mkn nonuMepasbl TexHoTaq MAX,

roe N — KolmM4yecTBO MPOMapKMpoOBaHHbIX Mpobupok c yyétom npobupkm ans K-, KO
(uacrtasa romosurota), KO (peakas romosmrora).
Mpumep: HeobxoanmMo npoaHanusnpoBaTb 5 o06pasuoB no 4eTbipeM noauMopdusmaMm C
ucnonb3oBaHMeM Habopa peareHToB B kKoMmniektauum N°2. MNpoMapKMpoBaHHbIX NpobuMpok — 16. HyxHO
npurotoBuTb cMechb MUP-6ydepa n nonumepasbl TexHoTaq MAX ana 17 (16+1) npobupok, T.e. 170 mMkn

MUP-6ydepa Heobxoammo cmewaTb € 8,5 Mk nonnmepasbl TexHoTaq MAX.

7.3.6  BctpaxHute npobupky co cMmecbto [MUP-6bydepa n nonumepasbl TexHoTaq MAX B

TeyeHue 3-5 ¢ u ueHTpudyrnpymnte B TeueHme 1-3 ¢ Ha MUKpoLUeHTpudyre-sopTekce.

BHMUMAHME! Cwmecb TLP-6ydepa n nonuMmepasbl TexHoTaq MAX HeobXxoAUMMO rOTOBUTb

HenocpeaCcTBEHHO nepea ncnosib3oBaHMEM, XpaHEHNE CMECU HE AOMYCKAETCH.

7.3.7 [obaBbTe B Kaxayt nNpobupky co cMmecbio anga amnandukauum no 10 mkn cMecum MUP-

6ydepa c nonnmepason TexHoTaq MAX.

BHUMAHME! [ocne pobasneHua cmecu TMLUP-6ydepa u nonmmepasbl TexHoTaqg MAX B
npobupkn co cMecssMn ans amnandukaumm HeobxoAMMO B TeYEHME ABYX YacOB BbIMOJHUTb
nn. 7.2.8 - 7.2.13.

7.3.8 [obaBbTe B Kaxayto npobupky no ogHon kanne (okono 20 MKN) MMHEpanbHOro mMacna.
3aKpolTe KpbilWwKK Npobupok.

7.3.9 BcTtpsaxHuTe npobupku c npenapatoMm [AHK, koHTponbHbiMM o6pasuammn (KO) wu
oTpuuaTesibHbiIM KOHTPONbHbIM 06pa3uomM (K-) B TedeHue 3-5 c 1 ueHTpudyrnpynte B
TeuyeHue 1-3 c Ha MMKpoUeHTpudyre-BopTeEKCE.

BHUMAHMUE!

1. Mpu wncnonb3oBaHum ana Bbigenennsa [OHK Habopa pearentoB [MPOBA-MY-MAKC
HeobxoAMMO rnocne BCTPAXUBAHWUS MOMecTUTb Npobupkm ¢ npenapatoMm AHK B MarHuWTHbIM
wTaTue. B cnyyae ecnm nocne BblAeneHNs HagocagouyHas XUAKOCTb, coaepXallas BblAENEeHHYI0
OHK, 6blna nepeHeceHa B HOBble nNpobupku, LeHTpudyrmposaHme mnocsie BCTPAXUBAHUSA
MpoM3BOAUTCS B TedeHue 3-5 ¢ Ha MMKpoLUeHTpudyre-sopTekce.

2. Ona npepoTBpalleHUss KOHTaMUHauuu cnepyeTr nepen BHeceHnem [JHK oTkpbiBaTth
KPbILLKK TONBbKO TeX Npobupok, B KOTOpble byaeT BHOCUTLCSA AaHHbIM obpasey, u 3aKkpbiBaTb UX
rnepen BHeceHmeMm cnepywoouwero. [lpenapatbl AHK cnegyeT BHOCUTbL HaKOHEYHUKaMU C

dunbTpom.

7.3.10 BHecuTe B COOTBETCTBYIOLME NMPOMapKMUpoBaHHbIE Npobupkn no 5,0 MKN BblAENEHHOMO
n3 obpasuyos npenapata AHK (kpome npobupok ana KO u K-).
7.3.11 BHecuTe B npobupkn, npoMapkumposaHHble <«K-», no 5,0 MKA oTpuuaTenbHOro

KOHTponbHOro obpasua, npoweawero stan sbigenenmsa AHK (n.7.1).
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7.3.12 Tlpn ucnonb3oBaHun Habopa peareHTOB B KoMmmnaektaumm NO2: BHecuTe B npobupku,
npomMapkmpoBaHHble «KO», no 5,0 MKN COOTBETCTBYKOLLEro KOHTpoabHOro obpasua.

7.3.13 UeHTpundyrmpymnte npobmpkm Ha MMKpouUeHTpudyre-sopTekce B TeyeHme 1-3 c.

7.3.14 YcraHoBuTe Bce npobupku B 610K geTekTupytrowero amnandumkartopa.

7.3.15 3anyctnte nporpammHoe obecnedyeHne RealTime_PCR, B pexume «Pabota c
npubopom». [lobaBbTe COOTBETCTBYIOLWMI daitn ¢ napameTpamu Tecta’. [Janee u npu
nocneaywwmx nocrtaHoBkax AobaBbTe B MNPOTOKON COOTBETCTBYHOWME TeCTbl WU
NCNONb3YyNTE MHOMOTECTOBbIA pPEXWUM, YKaXuTe KOMMYEeCTBO W WuAeHTUdUKaTOpbI
obpa3yos, B TOM u4ucae oOTpuUaTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE
pacrnosioxeHue nNpobmMpok Ha MaTpuue TepMmobsioka B COOTBETCTBMM C UX YCTAaHOBKOWM
(cm. 7.3.14) v nposeauTe MLP.

7.3.16 Tlpn BbibOpe Tecta B OKHe <«3anyck nporpaMMmbl aMnandukKaumn»  OOSIHKHA

oTobpaxkaTtbCs nporpamMma, npmeeaéHHas B Tabnuue 4.

MpuMmevyaHue = Tun npobupku ANg OTpULATENbHbIX KOHTPO/bHbLIX 06pa3uos (K-) u

KOHTpObHbIX 06pa3uos (KO) k Habopy cneayeT ykasbiBaTbh Kak «Obpa3zeu».

BHUMAHME! PacnonoxeHue npobupok Ha MaTpuue TepMmobnoka [AOMMKHO  CTpOro
COOTBETCTBOBaTb MNOPSAKY YCTaHOBKWM npobupok B 6noke. [nss MHOrOTECTOBOrO pexwuma

nopaaoK yCTaHOBKU I'IpO6VIpOK AOJIXXEH CTPOro COOTBETCTBOBATbL MOC/NEA0BATE/IbHOCTUN TECTOB B

rpynne.

8 PETMCTPAUNA PE3YJIbTATOB AMITJTIMOUKALINN

8.1 Pernctpaunsa pesynbtatoB [ILUP ocywecTtBigeTrcd aBTOMaTU4eCKM C  MNOMOLWbIO
nporpaMMHOro obecnedeHuns, NOCTaBASEMOro ¢ aMNIMMUKaTOPOM AETEKTUPYIOLLUM.

8.2 Ha rpaduke 6yaner oTobpaxkeHa 3aBMCUMOCTb dnyopecueHumMn OoT TemnepaTypsbl
nnasneHna Ana Kaxaon npobupku B Tepmobrioke. B Tabnuue cnpasa 6yaer nokasaH
naeHtudmkatop obpasua, HasBaHMe BbisSBASEMOro nonuMMopdusmMa w pesynbrar
reHoTMNMpPOBaHMS Kaxaoro obpasua. Mo pesynbTaTaM aHanmMsa MOXHO chopMUpoBaTb
W pacneyartaTtb OTYeT.

8.3 B 6naHke oTBeTa YyKasblBalOTCHA reHoTuMnbl obpasua C KPaTKOM XapaKTepuUCTUKON u
3aK/l0OYEeHNEM NO pe3ynbTaTaM reHOTUNUPOBAHUS.

9 YYET PE3YJ/IbTATOB PEAKLUM

9.1 YUYéT M uWHTepnpeTaums pe3ynbTaToB peakumu OCYLLUEeCTBSIOTCS aBTOMaTU4YeCcKn C
noMoLbi0  NporpamMmMHoro obecneyeHusi, MOCTaBASEMOro C  aMnanduKaTopom
OETEKTUPYIOLLNM,

9.2 Ons Bcex obpasuos nporpamma dUKCUpyeT pe3dynbTaT amnnmbukaunmm reHomHon OHK

yenoseka (BK). [Ona koppekTHoMm paboTbl Habopa peareHTOB KOJMYECTBO
aHanusupyemonn [OHK pomxkHO 6bITb He MeHee 1,0 Hr Ha aMnNAN@UKALNOHHYIO

npobupky, uto coorBetcTByeT Cp < 32,0.

7 - MHCTPYKUuMM o aobaBneHnio "roToBbix (aiinos c NapaMeTpaMm Tecta" HaxoAsTCs Ha caiiTe B pasgene

"Moppepxka”
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9.3 B obpasuax, npoweawmnx MLUP, n coaepxawmx goctaTovyHoe A58 KOPPEKTHOro aHanusa
konnyecteo OHK, mporpamma onpegenser reHotun mccnegyemoro obpasua, KOTOpbIn
oTobpaxéH B Tabnuue B rpacde «MonnMopdumam».

9.4 B kKoHTponbHbIX o6pa3suyax (KO) k Habopy aomkeH 6biTb onpeaenéH COOTBETCTBYHOLLUMN
reHotun (cM. Tabnuuy 3), KOTOpbIM OTO6pakéH B Tabnuue B rpade «MonuMopdunam».

9.5 Ona obpa3uoB C HeAOCTAaTOYHbIM ANs aHanusa konumyecteoMm OHK (mMeHee 1,0 Hr Ha
npobupky, Cp >32,0 Ha kaHane pgetekumm BK), nporpamma onpegensier

HO HO

HeNOCTOBEPHbI pe3ynbTarT:
B cnyyae nonyyeHus HeQOCTOBEPHOro pesynbraTa TpebyeTcsa NOBTOpPHOE MpoBeAeHue
MUP c nmerowmmca npenapatom AHK, nnbo nosTtopHoe BbiaeseHne AHK v noctaHoBKa

MnupP, nubo noBTOpHOE  B3ATME  KJIAMHMYECKOro  MaTepuana (BbIMONIHAETCS

nocnenoBaTesibHO).
9.6 Ona obpa3yoB € AOCTaToOYHbIM AN aHanmsa konudectsom OHK (Cp <£32,0) nporpamMa
N ? ?
MOXET onpenensaTb COMHUTENbHbIN pe3ynbTaT ( ) cornacHo cneaymiowmm
napamMeTpaM aHanmsa noanMopdmn3MoB:
. «AHanNM3 no TeMrnepaTypHbIM NUKaM» - TemrepaTtypa njiaB/JeHnsa NpoAYKTOB

MUP oTnmnuaetcsa ot 3agaHHon 6onee, yem Ha 3,0 °C;

o «Pa3HOCTHbIN aHanuM3» - pasHuiua Mexay 3a4aHHOM W NOoJIyYeHHOM
TemnepaTypamMu nnaBfeHUs No KaHanam Fam un Hex B npeaenax oOJHOro
reHoTuMna coctaBnsieT 6onee 2,0 °C;

o «HWXHMN nopor TemMnepaTypHOro nuka» — temnepaTypHbin nuk (dF/dT) < 5,0.

Onsa Taknx obpasuos TpebyeTtca nosTopHoe nposegeHue MLP.

9.7 [ns oTpuuaTenbHbIX KOHTPOJbHbIX 06pa3LUoB nporpaMMa (pUKCUpYeT HeAOCTOBEpPHbIi
HO KO
pe3ynbTaT:
9.8 Mpn  nNoNy4YeHUM  MNONOXKMTENbHOro  3HauveHus  (onpeaeneHne  reHoTuna) B

OTPULATENbHOM KOHTPOJIbHOM 06pasue pe3ynbTaTbl BCEW MOCTAHOBOYHOM Cepum
CUYMTAlOT HEeAOCTOBEpPHbIMU. B 3TOM cnyyae Heo6xoAMMO NpoBedeHMe crneunasnbHbIX

MepOonpUATUIA ANA YCTPAHEHUS KOHTaMUHaUMK.

10 TPAHCNOPTUPOBAHWUE, XPAHEHUE N SKCNNYATALMUA
10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLLECTBAAIT B TEPMOKOHTEMHEpPAX C
XNaZlo3/IEMEHTAaMU BCEMW BMAAMU KPbITOro TpaHcnopTa MNpu TeMmnepatype BHYTpU
KOHTelHepa, COOTBETCTBYIOLEN YCNOBUSIM XpPaHEHUS KOMIMOHEHTOB, BXOASALWMUX B

cocTaB Habopa peareHToB.

10.1.2 [onyckaeTcs TpaHCnNopTMpoBaHue Habopa peareHToB, 3a MCK/OYEHWEM MosmMMepasbl
TexHoTag MAX, B TepMOKOHTeMHepax C XJlafo03d/ieMeHTaMW BCEMW BMAAMU KPbITOrO

TpaHcrnopTa npu TemnepaTtype BHYTpU KOHTenHepa oT 2 °C o 25 °C He 6onee 5 cyTokK.
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10.1.3 [JonyckaeTcs TpaHCcnopTupoBaHme nonmmepasbl TexHoTaq MAX B TEpMOKOHTEMHepax C
xnagosneMeHTaMm BCEMU BMAAMM KPbITOrO TpaHCNopTa Mpu TemnepaTtype BHYyTpu

KoHTelHepa o 25 °C He 6onee 5 cyTok.

10.1.4 Habopbl peareHTOB, TPAHCNOPTMPOBAHHbIE C HapyLWeHMEM TeMNepaTypHOro pexmma,

NPpUMEHEHUIO HE noAasiexar.

10.2 XpaHeHue

10.2.1 Bce kOMNOHeHTbl Habopa peareHToB, 3a MCK/OYeHMEM nonmmepasbl TexHoTaq MAX,
cnenyeTt XpaHuUTb B XON04WIbHUKE WM XONOAWbHOM KaMepe npu TemnepaTtype ot 2 °C

no 8 °C B Te4eHme BCEro cpoka rogHocTHu.

10.2.2 TMonumepasy TexHoTaq MAX cneayeTr XpaHuUTb B MOPO3WIbHOW KaMmepe npu

TemnepaTtype oT MMHyC 18 °C no MuHyC 22 °C B TeyeHne BCEro cpoka rogHoCTu.

10.2.3 CMecu ana aMmnamduikauumm cregyeTr XpaHuTb B XONOAWIbHUKE WKW XON0AUNbHOWN
Kamepe npu Temnepatype ot 2°C go 8°C B 3aWMLWEHHOM OT CBeTa MecTe B Te4yeHue

BCEro Cpoka rogHocCTtu.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapyLleHMEeM periaMeHTUPOBaHHOrO pexuMa,

NPUMEHEHMUIO He noasiexar.
10.3 YkasaHusda No aKcniayataumum

10.3.1 Habop peareHTOB [O/MXEH MNPUMEHATbLCS  COMMMacHO  AEWCTBYIOWEN  Bepcumn

YTBEPXAEHHOW UHCTPYKLUKN MO NPUMEHEHMUIO.

10.3.2 [Ona nonyyeHuss [OCTOBEPHbLIX pe3ynbTaTOB Heobxoammo cTporoe cobntogeHne

MHCTPYKLMK MO NpUMeEHeHuto Habopa peareHToB.

10.3.3 [llocne BCKpbITUA YMaKOBKW KOMMOHEHTbl Habopa peareHTOB c/leAyeT XpaHuTb Npwu

cneayrwmnx ycnoBuax:

. KOMMNOHEHTbl Habopa, 3a WCKIYeHMEM nonuMmepasbl TexHoTaq MAX, cnepyert
XPaHUTb B XONOAWIbHUKE WIN XONOAMNIbHOW KaMepe npu Temnepartype ot 2°C go
8°C, B TeueHuMe BCero cpoka rogHocCTu;

. nonumepasy TexHoTaq MAX cneayet XpaHUTb B MOPO3W/IbHOM Kamepe mnpu
TemnepaType oT MUHYC 18 °C o MUHYC 22 °C B TeUeHue BCero cpoka rogHocTu;

o cMecn ana amnandukaumn cnegyeTt XpaHuTb B XONOAWbHUKE MW XOJ04NbHOM
KamMepe npu TemnepaTtype oT 2 °C go 8 °C B 3awMLLUEeHHOM OT CBeTa MecTe B

TeYeHne BCero Cpoka rogHocCTu.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NMPUMEHEHMUIO HE noasexar.
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11 YKA3AHUA MO YTUTN3ALNN

11.1 Mpu wncnonb3oBaHuM Habopa peareHTOB B KIMHWUKO-AMArHocTuyeckon nabopaTtopum
obpasyloTcsa oTxoAdbl knacca B, koTopble yTUAM3MPYKOTCS B COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl, peareHTOB, NpuweawMe B HEMNPUroAHOCTb, B CBS3W C WUCTEYEHMEM CpOKa
rogHOCTM, NOBpeXAeHMeM YNakKoBKW rognaexar yTuamsaumm B COOTBETCTBMM C
TpeboBaHmnammn CaHlluH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA
12.1 MpeonpuaTne-mn3rotToBuTeb rapaHTupyert COOTBETCTBME Habopa peareHToB

TpeboBaHMSAM TEXHUYECKMX YCNOBWUI npu cobnioaeHnn yCrnoBuid TpaHCMOPTUPOBAHUS,
XpaHeHUs U 3KCrayaTauum, yCTaHOBIEHHbIX TEXHUYECKUMN YCNOBUAMMN.
12.2 Cpok rogHoctTn Habopa peareHTOB - 12 MecsueB npu cobnoaeHMn BCeX YCOBUN

TPaHCNOPTMPOBAHMUS, XpPaHEHUS! U SKCNyaTaumu.

13 PEMOHT U TEXHUYECKOE OBCJTY)XXUBAHUE
Habop peareHTOB npeAHasHauyeH Assi 0AHOKPATHOrO MCMOMb30BaHUS WU HE MOANEXUT

TEXHUYECKOMY 06CNYXMBaAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBOJIbl, UCMNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeauumHckoe nspenue Di-] Obpatutecb K WHCTPYKLUMU
AN ANArHOCTUKWM in Vitro Mo NPUMEHEHUIO

TeMnepaTypHbI AnanasoH KaTanoxHblit HoMep
KonnuectBo TecToB d Aapec nsrotosuTens
w He Jonyckaetcs
FopeH o ZN BO34ENCTBME  COSTHEYHOrO
cBeTa

Cepus Habopa peareHToB

‘ HectepunbHo

&g ™ |<d|=~|3

[daTa usrotosneHuns
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NEPEYEHb NPUMEHSAEMbIX HALMOHAJIbHbIX CTAHOAPTOB
FOCT 2.105-2019 EpgmnHaa cuctemMa KOHCTPYKTOPCKOM gokyMeHTauum (ECKA). O6wme

TpGﬁOBaHMﬂI(TeKCTOBHM AOKYyMeHTaM.

FOCT ISO 14971-2011 WUspenusa meguvuuHckune. lNpUMeEHeHne MeHeaXXMEHTa pucka K
MeAMUMHCKUM U3LENNAM.

FOCT P 15.013-2016 Cucrema pa3paboTkm nm NOCTAaHOBKM NMPOAYKLMM HA NPOU3BOACTBO
(CPMM). MegnumnHcKne nagenus.

FOCT P 15.309-98 Cucrtema pa3paboTKu M NMOCTAHOBKW MPOAYKLUMW Ha MPOM3BOACTBO.

McnbiTaHusa n npmémkKa BbiMycKkaeMon npoayKunmn. OCHOBHbIE MOJSTOXEHMS.

MOCT P 51088-2013 MepguumHckue wnsgenuns Ans AWAarHOCTUKM WMH BUTPO. PeareHTsl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasibl, NUTaTeNbHble cpeabl.

TpeboBaHWS K U34eNNsAM U MOAAEPXMBAIOLLENA AOKYMEHTALMUN.

OCT P 51352-2013 MeauvuunHckuMe wusgenusa ans AMarHoCTUKWM UMH BUTPO. MeTonbl

MUCMbITAHUN.

FOCT P 53022.3-2008 TpeboBaHMa K Ka4decTBy KAWMHUYECKUX slabopaTopHbIX
nccneposaHnin, Y.3. NMpasuna OUEHKU KIMHUYECKON MHPOPMATUBHOCTM f1labopaTopHbIX

TECTOB.

FOCT P NCO 18113-1-2015 MeagnumHckme u3genus AN AWArHocTuku  in vitro.
NHdopMmaunsa, npepocrtasnsgeMas usrotosutenem (Mapkumposka). Yactb 1. TepMuHbI,

onpeaeneHns n obwme TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanumHckme wusgenusa AnA8  AWarHoctuku in o vitro.
WHdopMaunsa, npepocraBnsemMas m3rotoButeneM (Mapkuposka). Yactb 2. PeareHTbl

ONa AMArHOCTUKM in vitro ans npodeccnoHanbHOro NpUMeHeHus.

FTOCT P UCO 23640-2015 V3penusa MeauuUMHCKUE ANS AMArHOCTUMKK in vitro. OueHka

CTabUNbHOCTM peareHToB A5 AMarHOCTUKKM in vitro.

FOCT P NCO 15223-1-2020 WUzpenus MepgunumHckne. CMMBONbI, NMPUMEHSIEMblE MpU
MapKMpPOBaHUM MeANUMHCKUX U34eNUA, Ha 3STUKeTKaxXx W B COMpPOBOAWUTESIbHOM

AokyMeHTauuu. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopun  MeanumHckme. TpeboBaHus

6e3omnacHoCTH.

MfpuMeyaHne - YKasaHHble Bbllle CTaHAAPTHI 6binn AEVICTBYPOUJMMM Ha MOMEHT YTBEPXAEHUA

WHCTPYKLMM MO NMPUMEHEHMIO. B AanbHenwem, npu noib3oBaHUM OKYMEHTOM, LienecoobpasHo NpoBepuTb

OENCTBME CCbIJTOYHBIX HOPMATUBHbIX [OOKYMEHTOB Ha TeKyu.LMVI MOMEHT. ECnn CCbINOYHbIN AOKYMEHT

3aMeHéH U U3MeHéH, To npu NpMMeHEHNN HacCTodWwero AOKyMeHTa CNeAYyEeT Nob30BaTbCA 3aMeHEHHbIM

(M3MEHEHHbIM) JOKYMEHTOM.
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16 AQPEC ONsA OBPALLEHMA
Mpon3BoACcTBO HAabOPOB peareHToB UMeEeT CeEPTUDULIMPOBAHHYIO CUCTEMY MEHEIXMEHTA

KayecTBa WU COOTBETCTBYET TpeboBaHUAM CTaHAapTa CUCTEM MeHeaXXMeHTa KadyectBa ISO 9001 B
obnactn paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 NpnbopoB ANst MOIEKYNSIPHO-
reHeTU4YeCcKon AMarHoCTukKM, K apyroro nabopatopHoro npuMmeHeHus,, n EN ISO 13485 B
obnactn paspaboTku, npomnsBoacTBa M npogaxwu IVD peareHToB 1 NpnboposB ANs MEANLMHCKOWN
MOJIEKYISAPHO-FEHETUYECKON AMAarHOCTUKM.

MpounssoguTenn: O6LWECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbIO «[HK-TexHonorms TC»;
000 «AHK-TexHonorus TC», Poccus.

Appec npousBoautena: 000 «[JHK-TexHonorusa TC», Poccusa, 117246, r. MockBa, Hayu4HbIi
npoesg, 4. 20, cTp. 4.

Mecto npomusBopgcrBa: 000 «[HK-TexHonormss TC»: Poccus, 117246, r. MockBa, Hayu4Hbli
npoesq, 4. 20, ctp.4.

Mo BonpocaM, KacawwuMmca KadecTBa Habopa peareHToB [eHeTuka reMmocrasa, cnegyer
obpawaTbcs B cNyX6y KIMEHTCKON NOAAEPKKMU.

Cnyx6a KNMeHTCKOM NoanepXKu:

8-800-200-75-15 (ans Poccumn, 3BOHOK 6ecnaTHbIl),

+7 (495) 640-16-93 (anga ctpaH CHI u 3apybexbsi, 3BOHOK MAATHbLIN).

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

Homep: 730
2022-06-14
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AOHK-TexHonorus
117587, Poccus, r. MockBa, BH. Tep. I'. MyHUUMMNanbHbIM OKpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KJIMEHTCKOWM NoAAEPXKKU:
8-800-200-75-15 (ans Poccun, 3BOHOK BecnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHI 1 3apyb6exbsi, 3BOHOK MAATHbIN)

E-mail: hotline@dna-technology.ru



