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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

no - NporpamMMHoe obecneyeHune

B - nHTepdepupyolme BeELLECTBA

nup - NoNIMMepasHas uenHas peakums

BK - BHYTPEHHUI KOHTPO/Ib

KO - KOHTPO/bHble 06pa3Lbl

K- - OTpuUaTEeNbHbIN KOHTPOJIbHbLIN 0bpasel
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1 NMPEAHA3HAYEHHOE MNPUMEHEHME

1.1 NMonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB AN onpeaeneHus
noaMMoOp@dU3MOB reHOB, aCCOUMMPOBAHHbLIX C HApYyLIEHMSMW CBEPTbIBAKOLWEN CUCTEMbl KPOBMU,
metoaom MMLP B pexmnme peanbHoro BpemeHu (FeHeTuka remocTtasa), Aanee no TeKCTy Habop

peareHToB.

1.2 HasHaueHue: Habop peareHTOB npepHasHayeH Ans onpegeneHus nonammopdusMoBs
reHoB, acCOLUMMPOBAHHbIX C PWUCKOM pasBUTUS HapyLIeHWA remocTasa (KpoBOTeYeHus,
TpoMb603bl): F2 (NpoTpoM6buH, KoarynaunoHHbin daktop II, 20210 G>A); F5 (KoarynsiuMoHHbIN
daktop V  JleigeHa, 1691 G>A); F7 (daktop cBepTbiBanma VII, 10976 G>A);
F13 (koarynsiuMOHHbIN daktop  XIII G>T; FGB (¢dpunbpuHorena beta-cybveamHuua,
KoarynsaumoHHbin daktop I, -455 G>A); ITGA2 (rnukonpotenH la, VLA-2 receptor 807 C>T);
ITGB3 (MHTerpmH  6eta-3, TpombouuTapHbin  peuentop  GubpuHoreHa 1565 T>C);
SERPINE1 (MHrnbutop akTMBaTopa naasMuHoreHa tuna I, -675 5G>4G) metogom MUP B pexume
peanbHOro BpemeHu B 6uonornyeckom maTepuane venoseka (UenbHasa nepudepuyeckast KpoBb,

CyXxue NsaTHa KpoBu, ByKKanbHbIM annTenmin).
1.3 OyHKLUMOHaNbHOE Ha3HavyeHne: ANarHoCTuKa in vitro, CKPUHWUHT.

1.4 MokaszaHus K nposegeHnto nccneaoBaHmA: ANarHoCTmnkKa reHeTn4yecKomn
npeapacnosiocdKEHHOCTU K HapyLweHUIo remMocCrasa, CKPUHWHT 6ep8MeHHbIX XXEHLNH.

npOTMBOHOKaBaHMVI K NMPUMEHEHUIO HET.

1.5 ﬂ,eMOFpaCbMLIECKMe M nonynaunoHHblIE aCneEKTbl: MPUMEHEHNE Ha6opa peareHToB

HE 3aBUCUT OT NONYNAUMOHHbIX N ,D,eMOFpaCbMLIeCKMX aCnekKToB.

1.6 O6bnactb NMPUMEHEHUA Ha60p peareHToB MOXET 6bITb MCNOMb30BaH B KJIMHUKO-

ANarHOCTN4YeECKnX na6opaTopMﬂx MEANLUMNHCKUX yqpex(,quMVl.

1.7 [MoTeHUManbHbLIE MOMb30BATENN: KBaﬂVId)VIU,VIpOBaHHbIﬁ nepcoHan, O6y‘—IeHHbIl71 MeToAaM

MOﬂeKYHﬂpHOVI ANarHoCTtnKn m npaswuiam pa6OTbI B KJIMHMKO-ANArHOCTUYECKOMN na60paTopV|V|.

1.8 MpMMeHSTb HAabop peareHTOB CTPOro Mo Ha3HaYeHWHo COrnacHoO AAHHOWM MHCTPYKUMU MO

NMPUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CoctaB Habopa peareHToB

Habop peareHTOB BbiNyCKaeTcs B HepackanaHHown dacoBke (Mapkupyetcsa — ®acoska N),

B cneayrouwmnx sapmaHTax UCNOJIHEHUNA

L.

[[eHeTnKa remocTasa

R1-H956-N3/4, Komnnektauusa N21

HOMMHanbHbIN
. KonnyecTtso .
HavmeHoBaHMe KOMMNOHEHTOB BHewHun Bupg, 06béM
npobumpok
KOMMOHEHTa

Cmecn ans amnangukaumm
(8 HanmeHoBaHuI):
e F2:20210 G>A 1 npobupka 960 MKk~
e F5: 1691 G>A (Arg506GiIn) 1 npobupka 960 Mkn
e F7:10976 G>A (Arg353GIn) Mpo3pauHas 6ecuBeTHas 1 npobupka 960 MKkn
e F13: G>T (Val34Leu) XNAKOCTb 1 npobupka 960 MKkn
e FGB: -455 G>A 1 npobupka 960 mMkn
e ITGA2: 807 C>T (Phe224Phe) 1 npobupka 960 MK~
e ITGB3: 1565 T>C (Leu33Pro) 1 npobupka 960 mMkn
e SERPINE1 (PAI-1): -675 5G>4G 1 npobupka 960 Mkn
Monnmepasa TexHoTaq MAX Mpospanas becuserHas 1 npobupka 200 Mkn

BSA3Kas XMAKOCTb

Mpo3payHasa 6ecuseTHas
NnuP-6ydep UAKOCTD 4 npobupkm no 1,0 mn

Mpo3payHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacnsHucTasa 1 dnakoH 8,0 mn

XNAKOCTb

R1-H957-N3/4, Komnnektaumsa N22

HOMMHanbHbIN
. KonnyecTtso .
HavmeHoBaHMe KOMMNOHEHTOB BHewHun Bupg, 06béM
npobumpok
KOMMOHEHTa
Cmecn ans amnangukaumm
(8 HanmeHoBaHuI):
e F2:20210 G>A 1 npobupka 960 MKk~
e F5: 1691 G>A (Arg506GiIn) 1 npobupka 960 mkn
e F7:10976 G>A (Arg353GIn) Mpo3pauHas 6ecuBeTHas 1 npobupka 960 Mkn
e F13: G>T (Val34Leu) XNAKOCTb 1 npobupka 960 MKk~
e FGB: -455 G>A 1 npobupka 960 mMkn
e ITGA2: 807 C>T (Phe224Phe) 1 npobupka 960 MK~
e ITGB3: 1565 T>C (Leu33Pro) 1 npobupka 960 mMkn
e SERPINE1 (PAI-1): -675 5G>4G 1 npobupka 960 Mkn
n
Monnmepasa TexHoTaq MAX po3pauHas becuserHas 1 npobupka 200 Mkn
BSA3Kas XMAKOCTb
Mpo3payHasa 6ecuseTHas
NnuP-6ydep KIAKOCTD 4 npobupkm no 1,0 mn
Mpo3payHasa 6ecuseTHas
MunHepanebHoe Macno BA3Kas MacnsHucTasa 1 dnakoH 8,0 mn
XNAKOCTb
KoHTponbHbI 06pa3el Mpo3pauHas 6ecuseTHas 1 npo6upka 480 MK
(vyacTas romosuroTa) XNAKOCTb
KoHTponbHbIN 06pasel Mpo3payHas 6ecuseTHas 1 npo6upka 480 MK
(peaokas romosurora) XNAKOCTb
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MeHeTmka remocTasa (F2, F5)

R1-H958-N3/4, Komnnekrtauma N°1
HoMWHanbHbIN
. KonnyecTtso .
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug 06béM
npobumpok
KOMMOHEHTa
Cmecun ans amnangukaumm
(2 HanMeHoBaHMA): Mpo3pauHas 6ecuseTHas
e F2:20210 G>A XNOKOCTb 1 npobupka 960 MKk~
e F5: 1691 G>A (Arg506GIn) 1 npobupka 960 mMkn
n YHas BeTHas
Monnmepasa TexHoTaq MAX po3panas becusetHa 1 npobupka 80 mkn
BSA3Kasl XXUAKOCTb
Mpo3payHas 6ecuBeTHas
nup- 2n UpKMn no 1,0 mn
LIP-6ycep KIAKOCTD pobup 01,0
Mpo3payHas 6ecuBeTHas
MuHepanbHOe Macsno Po3p 4 2 npobupku no 1,0 mn
BSA3Kash MacAsHMUCTas XXNAKOCTb
R1-H959-N3/4, Komnnekrtauua N22
HOMMHanbHbIN
. Konnyectso .
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug 06béM
npobumpok
KOMMOHEHTa
Cmecn anst amnangukaumm
(2 HanmeHoBaHuA): Mpo3pauHas 6ecuBeTHas
e F2:20210 G>A XNOKOCTb 1 npobupka 960 MK~
e F5: 1691 G>A (Arg506GIn) 1 npobupka 960 mMkn
n YHas BeTHas
Monnmepasa TexHoTaq MAX po3panas becuserHa 1 npobupka 80 mkn
BSA3Kas XUAKOCTb
Mpo3pavHas 6ecuBeTHas
nup- 2n UpKMn no 1,0 mn
LIP-6ycep KIAKOCTD pobup 01,0
n 6
MuHepanbHOe Macso pospatinan becuseTHas 2 npobupku no 1,0 mn
BSA3Kasl MacAsiHUCTas XXNAKOCTb
KoHTponbHbIn o6paseLl, Mpo3payHas 6ecuBeTHas 1 npo6upka 120 MKn
(4acTas romosuroTa) XNAKOCTb
KoHTponbHbI 06pa3el Mpo3pauHas 6ecuseTHas 1 npo6upka 120 MKn
(penkast romo3uroTa) XNAKOCTb

2.2 KonnyectBo aHannsnpyeMbix obpasuos

Habop peareHTOB npeAHasHayeH Al OAHOKPATHOro TMPUMMEHEHUs W paccyuTaH

Ha 48 onpegenexHuni.

2.3 MpuHUMN MeTOAa

MeTtopa: MNMonumepasHaa uenHas peakuus (MUP) ¢ getekumen pesynbTaTOB B pexume
peanbHOro BpeMeHu, aHanm3 KpuBbIX NaBNeHUs, KA4eCTBEHHbIN aHanms.

B ocHoBe paboTbl Habopa peareHToB NeXUT NpMHUMN aMmnandukaummn AHK metogom MLUP.
Mpouecc amnnudukaumm 3aka4vaeTca B Cepum MNOBTOPSIOWMXCA UMKAOB TeMmnepaTypHOM
AeHaTypauun OHK, oTxura npaMepoB KOMMJEMEHTapHbIX cneuudunyeckomy ydactky AHK u
nocneayroLwen oCTporike NOSIMHYKIEOTUAHbBIX Lenen C 3TuxX npanmepos Taq-nosvMepason.

B cMecb pana amnnudukaumm BBeAEHbl CUMHajbHble 30HAbLI, coAepxaliune
dnyopecueHTHble MeTkM Fam n Hex, Ha KaxAablil BapuaHT oOnpeaensieMoro reHeTU4eckoro

nonuMmopdmusmMa. [ocne okoHuaHus TUP npoBoanTCcAa payHA TemnepaTypHOro nsjaBfeHus
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aynnekcos, 06pa3oBaHHbIX aMMJMKOHAMW W CUrHalbHbIMW 30HAAMW, B pe3y/bTaTe 4ero
M3MEHSETCS YPOBEHb (briyopecueHUnmn, KOTOpbIA UKCUPYETCS M NpeacTaBasieTCs NporpamMMHbIM
obecneyeHnem npubopa B Buae rpadumka. Ecnm curHanbHbIl 30HA YaCTUYHO KOMMJIEMEHTapeH
OHK-MuweHn, TemnepaTypa nnaBneHMs Takoro gynnekca 6yner Huxe TemnepaTypbl naaBneHus
Aynnaekca B csiyvae rnosiHon KOMMNJeMeHTapHOCTM 30H4a. Ha ocHoBaHUM TeMnepaTypbl NaBAeHUs
CUTrHasIbHbIX 30HA0B NPOBOANTCS MHTEpPNpeTauns pesynbTaToB aHanmsa.

B coctaB cmecen pgna amnavdukaumuy, cneunduyHbIX ANS KaXAoro reHeTun4eckoro
noavMopdusMa, BKIOUYEHa cucTeMa ansd amnandukaumm dparMmeHTa reHoMHon AHK venoseka -
BHYTPEHHUN KOHTponb (BK), KOTOpbI No3BonseT oueHuTb Hanmuve AHK B amnandukaumoHHoOM
npobupke U NCKOUNTL OLWMOBKN FreHOTUNMPOBAHUA.

Cucrema gna amnnmndukaumm reHomHon OHK yenoseka BkntovaeTr OHK-30HA4, KOTOpbLIN
coaepxut dnyopecueHTHyto MeTky (Cy5) un racutens dnyopecueHummn. Mpu obpazosaHumn
cneumnduyHoro npoaykta AHK-30H4 pa3spylwaercs, gencTBme racutenss Ha (ayopecueHTHYIOo
Konunyectso

METKY TMpeKpalwaeTcs, 4YTo BeAéT K BO3pacTaHUIO YpPOBHS GiyopecueHuum.

pa3pyweHHbiX 30HAOB (&, cnegoBaTesibHO, W  YypoBeHb diyopecueHunm)

nponopunoHanbHO KOJIMYECTBY 06pa3OBaBLLIMXCF| CI'IeLl,MCbM‘-IeCKMX aMMJIMKOHOB N NU3MEPAETCA Ha

BO3pacTaeT

Ka>X4oM uunKne aMI'IJ'IMCbI/IKaLI,MI/I.

Habop peareHToB [eHETMKa reMocTa3a BKJlOYAeT CMecu Ans  aMnandukauumu,
crneunduyHble AN KaXaoro reHeETMYeCcKoro nonmMmopdmusma. NMepeyeHb NoMMophU3IMOB reHoB U

BO3MOXHbIX TrEHOTUNOB, ONpeaAeENAEMbIX Ha60pOM peareHToB, NnpnBeAEH B Tabnuue 1.

Tabnuuya 1 - lNepedyeHb NONMMOPEHU3MOB MrEHOB U BO3MOXHbIX F€HOTUMOB, onpeaenseMbixX
HabopoM peareHToB 'eHeTUKa remocTasa
FeHeTnka remocrasa
FeHoTun
MonumMopusm YacTas Peakas
roMo3unroTa roMosuroTa rereposurora
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 TT GT
FGB: -455 G>A GG AA GA
ITGA2: 807 C>T (Phe224 Phe) cC T CT
ITGB3: 1565 T>C (Leu33Pro) TT CC TC
SERPINE1 (PAI-1): -675 5G>4G 5G5G 4G4G 5G4G
FeHeTtnka remocrasa (F2, F5)
FeHoTun
MonuMopusm YacTas Peakas
roMo3unroTa roMosuroTa rereposurora
F2: 20210 G>A GG AA GA
F5: 1691 G>A (Arg506GIn) GG AA GA
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Ncnonb3oBaHue TpéX NyoOpecueHTHbIX KpacuTenen no3BoNseT OAHOBPEMEHHO
onpeaenaTb ABa annens u oueHmBaTb KonmM4vecTtso reHoMHon [HK B ogHom npobupke.

Ncnonb3oBaHMe HECKONbKUX (NYyOpPEeCUEHTHbIX KpacuTenenm no3BONSIET COKpaTUTb
KOSINYECTBO MPOBMPOK, MOCKONAbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PerncTpmpoBaTb
pe3ynbTaTbl pa3HbIX peakuui amnandukauum, npoxoaswmnx B ogHon npobupke. B Tabnuue 2

NnpeacTtaBsiEHbl KaHabl AETEKLUNN NMPOAYKTOB aMI'IJ'IVI(bVIKaU,VIM.

Tabnuua 2 - KaHanbl AeTekumn NpoayKTOB amnandukaumm

KaHanbl geTekuumn annenbHbiX BapUaHTOB U
Nonnmopdpusm BHYTPEHHEro KoHTpons*
(HanmeHOBaHue cMmecu ana amnandukaumm) Fam Hex Rox Cy5 Cy5.5
NeHeTka remocrta3sa
F2: 20210 G>A G A - BK -
F5: 1691 G>A (Arg506GIn) 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 -
NeHetunka remocrtasa (F2, F5)

F2: 20210 G>A G A - BK -
F5: 1691 G>A (Arg506GIn) G A - BK -
* — cucrema BHyTpeHHero koHTpons (BK), npeactasnset cobot cuctemy amnandukaumm reHomHon AHK
yenoseka, No3BofseT oueHuTb Hannume OHK B amMnnmMdukaunmoHHOMW Npobupke U UCKIYUTL OWKnBKK
reHoTUNUpoBaHus

NccneposaHne ¢ ucnonb3oBaHueM Habopa peareHToB COCTOUT M3 3TamnoB: BblAeNEHUE
OHK (npo6onoaroTtoska) u MNUP-amnnndukaumsa B pexmMme peanbHOro BpeEMeEHMU.

Onsa npoeeaeHnsa MMUP c petekumein pesynbTaToB B peXWME peanbHOro BpeMeHwu
NCNoNb3yloT AeTekTupywwune amnambunkatopbl (000 «HMO AHK-TexHonorusas»): ATnanTt?,
OTnpaim?2 nnun OT-96.

Ons KoHTpons onpegeneHus 4acTol W peakoW rOMO3WroT Mpu  MpoOBeAEHUMU
nccnenoBaHUA MCNONbL3YHOT KOHTPOsbHble 06pa3subl K Habopy peareHToB eHeTuKa reMocTasa.

KoHTponbHble 06pa3subl nNpeacTaBnsatoT cobol CMecn KIIOHMPOBAHHbLIX Y4YaCTKOB reHOoB,
BbISIB/ISEMbIX C MpuUMeHeHneM Habopa peareHToB, HaXoASWWUXCA B 4YacTOM WKW peakoM
FOMO3UIOTHbIX COCTOSIHUAX, KOTOpble MpeAHa3HayeHbl 4719 KOHTPONs KadyecTBa uccnenoBaHUs
(onpegeneHns 4yactor M penkor roMo3uroT) KOHeYyHbIM Nnosb3oBaTeneM Habopa peareHToB.

KOoHTponbHble 06pasLbl COBMECTUMbI TO/IbKO C HA6OPOM peareHToB [eHeTUKa remocTasa.

1 — Tonbko moaenun 4S1; 4S2; 551; 552; 6S1; 6S2
2 - Tonbko Moaenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
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Tabnuua 3 - KOHTpofbHble 06pasubl K Habopy peareHToB MeHeTMKa reMocTasa

o KoHTponupyemas cMmecb O>knpaembliii pesysibTat
KoHTponbHbIN 06pasel
ana amnandpukaumm reHOTUNMpPOBaHUA
NeHeTka remocrtasa
F2: 20210 G>A GG
F5: 1691 G>A (Arg506GIn) GG
F7: 10976 G>A (Arg353GlIn) GG
F13: G>T (Val34Leu) GG
yacTas roMo3uroTa
FGB: -455 G>A GG
ITGA2: 807 C>T (Phe224 Phe) cc
ITGB3: 1565 T>C (Leu33Pro) TT
SERPINE1 (PAI-1): -675 5G>4G 5G5G
F2: 20210 G>A AA
F5: 1691 G>A (Arg506GIn) AA
F7: 10976 G>A (Arg353GIn) AA
F13: G>T (Val34Leu) TT
peakas romosurota
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
NeHetunka remocrasa (F2, F5)
F2: 20210 G>A GG
yacTas roMO3UroTa
F5: 1691 G>A (Arg506GIn) GG
F2: 20210 G>A AA
peakasi roMmo3unroTa
F5: 1691 G>A (Arg506GIn) AA
24 BpeMms npoBeneHuns aHanmsa (6e3 yyeta npobonoarotoBku): ot 2,5 yacos.
3 AHAJTUTUYECKUE XAPAKTEPUCTUKMN

3.1 Mpenen obHapyxeHus

Mpepnen obHapyxeHus - He MeHee 1,0 Hr AHK yenoBeka Ha aMNAMPUKALNOHHYIO
npobupky, uto coorsetcTByeT 300 konun AHK (Cp<32,0 Ha kaHane aetekumn BK (Cy5)). MNpu
NCnonb3oBaHMKM MeHbLlero konmvectea AHK (Cp >32,0 Ha kaHane aetekuunm BK) npounssoantens
He rapaHTMpyeT KOpPpPEKTHY paboTy Habopa peareHToB.

B obpa3uax ¢ HegocTtaTtouHbIM kKonnyecteoM AHK (MeHee 1,0 HI HA aMMINPUKALNOHHYO
npobupky) nocne 3aBeplieHMs peakuum amnamdukaumm perucTpmpyetcs HeOoCTOBEpPHbIN

pesynbTar.

3.2 AHanuTmnyeckasa cneymdmnyHOCTb
NHTepdepupytowme BewectBa (MB) B KOHUeHTpauusx: remornobumH - 0,35 mr/mn
obpasua OHK, nsonponunosbii cnmpTt — 100 mkn/mn obpasua AHK, metunauetat — 100 mkn/mn

obpasua OHK He BanaoT Ha cneundunyHOCTb Habopa peareHTOoB.
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3HayeHUs AMarHoCTUYeCKoM YyBCTBUTEJSIbBHOCTU U ANarHoCTU4YecKom CI'IeLl,MCbM‘-IHOCTM

MCNbITbIBAEMOIro MEAMUUHCKOro usgenna pacCHuMTaHbl

KaK Aonda npaBu/ibHO onpeaeeHHbIX

peaKnx anneneﬁ, O6HaDY)KEHHbIX cpean BCero nyna anneVl, onpeagendaeMbixX HaGODOM peareHToB

«[[eHeTnKa reMocTasa».

Monumopdusm F2: 20210 G>A

F2: 20210 G>A

Annens AvarHocTuyeckaa | [ilmarHocrumyeckasn
Bua 6uomarepmana YYBCTBUTEJIbHOCTb cneymn@PuUHOCTb
A S (%) (%)
PeAKMA | 4yacTbin
LenbHasa nepudepunyeckas Kposb 3 107 100% (29,24 - 100) | 100% (96,61 - 100)
6yKKanbHbIN 3NUTENNI 1 49 100% (2,50 - 100) | 100% (92,75 - 100)
CyXue nsTHa KpoBMm 1 49 100% (2,50 - 100) | 100% (92,75 - 100)
NToro 5 205 100% (47,82 - 100) | 100% (98,22 - 100)

Monnmopdusm F5: 1691

G>A (Arg506GiIn)

F5: 1691 G>A

(Arg506Gin) AmnarHocTnueckasi | [imarHocTtuyeckas
Bup 6nomarepmana Annenb 4YyBCTBUMTEJIbHOCTb cneun@uUUHOCTb
A G (%) (%)
peAKMi | yacTbii
uenbHasa nepudepunyeckass KpoBb 3 107 100% (29,24 - 100) | 100% (96,61 - 100)
6yKKanbHbIM aNUTENUNA 1 49 100% (2,50 - 100) 100% (92,75 - 100)
cyXxue nsaTHa KpoBwm 1 49 100% (2,50 - 100) 100% (92,75 - 100)
NToro 5 205 100% (47,82 - 100) | 100% (98,22 - 100)

Monumopdusm F7: 10976 G>A (Arg353GIn)

F7: 10976 G>A

(Arg353Gin) AnarHocTnueckasi | AimarHocTtuyeckas
Bup 6uomarepunana Annenb 4YyBCTBMUTEJIbHOCTb cneunduyHOCTb
A G (%) (%)
peaAKui | YacTbin
LuenbHasa nepudgepnyeckas KpoBb 18 92 100% (81,47 - 100) | 100% (96,07 - 100)
6yKKanbHbI aNUTENUN 5 45 100% (47,82 - 100) | 100% (92,13 - 100)
cyxue nsaTHa KpoBwu 7 43 100% (59,04 - 100) | 100% (91,78 - 100)
NToro 30 180 100% (88,43 - 100) | 100% (97,97 - 100)

Monnmopodusm F13: G>T (Val34Leu)

F13: G>T
(Val34Leu) AnarHocTtnyeckas | [AimarHocTuyeckas
Bua 6nomarepuana Annensb 4YyBCTBMTEJIbHOCTb cneun@uUHOCTb
T G (%) (%)
PeAKMA | uyacTbin

LenbHasa nepudepunyeckass KpoBb 36 74 100% (90,26 - 100) | 100% (95,14 - 100)
6yKKanbHbIN aNUTENMNA 12 38 100% (73,53 - 100) | 100% (90,75 - 100)
CyXxue nsaTHa KpoBwu 9 41 100% (66,37 - 100) | 100% (91,40 - 100)
NToro 57 153 100% (93,73 - 100) | 100% (97,62 - 100)

10



FeHeTuka remocrasa
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FGB: -455 G>A

AT AvarHocrunyeckas AvarHocrunyeckas
Bup 6uomarepunana = e 4YYBCTBUTEJIbHOCTb cneunduyHOCTb
(%) (%)
PeAKUI | 4YacTbin
LenbHasa nepudepunyeckasl KpoBb 29 81 100% (88,06 — 100) | 100% (95,55 - 100)
6yKKanbHbIM aNUTENUNIA 7 43 100% (59,04 - 100) | 100% (91,78 - 100)
CcyXxue nsaTHa KpoBwu 12 38 100% (73,53 - 100) | 100% (90,75 - 100)
NTtoro 48 162 100% (92,60 - 100) | 100% (97,75 - 100)

Monumopdusm ITGA2: 807 C>T (Phe224 Phe

ITGA2: 807 C>T

(Phe224 Phe) AmnarHoctmueckasi | AimarHocTtuyeckas
Bua 6uomarepmana Annenb 4YyBCTBUTEJIbHOCTb cneun@dPuYHOCTb
T C (%) (%)
peakun yacTtbiu
uenbHasa nepudepunyeckass KpoBb 41 69 100% (91,40 - 100) | 100% (94,79 - 100)
6yKKanbHbIN aNUTENUN 23 27 100% (85,18 - 100) | 100% (87,23 - 100)
cyXxue nsaTHa KpoBwu 15 35 100% (78,20 - 100) | 100% (90,00 - 100)
NTtoro 79 131 100% (95,44 - 100) | 100% (97,22 - 100)

Monumopdusm ITGB3: 1565 T>C (Leu33Pro)

ITGB3: 1565 T>C

(Leu33Pro) AnarHocTuueckasa | [imarHocTuyeckas
Bua 6nomarepmana Annensb 4YyBCTBUTEJIbHOCTb cneun@uUHOCTb
C T (%) (%)
pPeAKMA | 4YacTbin
LenbHasa nepudepunyeckas Kposb 17 93 100% (80,49 - 100) | 100% (96,11 - 100)
6yKKanbHbIN 3NUTENNI 8 42 100% (63,06 - 100) | 100% (91,59 - 100)
CyXue NsATHa KpoBM 6 44 100% (54,07 - 100) | 100% (91,96 - 100)
UTtoro 31 179 100% (88,78 — 100) | 100% (97,96 - 100)

Nonumopdmam SERPINEL (PAI-1): -675 5G>4G

SERPINE1 (PAI-1):

-675 5G>4G AnarHocrnyeckas AnarHocrnyeckas
Bup 6nomarepmana Annenb 4YyBCTBMTEJ/IbHOCTb cneund@duUHOCTb
4G 5G (%) (%)
peAKU | uyactbin
LenbHasa nepudepunyeckasl KpoBb 64 46 100% (94,40 - 100) | 100% (92,29 - 100)
6yKKanbHbIM aNUTENUNA 32 18 100% (89,11 - 100) | 100% (81,47 - 100)
cyXxue nsaTHa KpoBu 29 21 100% (88,06 - 100) | 100% (83,89 - 100)
NTtoro 125 85 100% (97,09 - 100) | 100% (95,75 - 100)
3.4 BHyTpucepuiiHasa n mexcepumnHas BOCrNpoOn3BOANMOCTb

BHyTpucepwminHas
nHTepBan 83,16-100%).

BOCNpon3BoanNMOCTb

coctasnger 100%

(95%

[OBEpPUTENbHbIN

MexcepuiiHaa BoCnpousBoanMocTb coctasnisgeT 100% (95% posepuTenbHbIA MHTEpBan

83,16-100%).
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4 MEPbI MPEAOCTOPOXHOCTHA

Opranusauma pabotbl [LP-nabopatopuu, obopypoBaHue u MaTepwuanbl LOSXKHbI
cooTBeTcTBOBaTb TpeboBaHmam MOCT P 52905-2007, meTtoamyeckux ykasanuin MY 1.3.2569-09
«OpraHunsauunsa paboTbl nabopaTtopuii, UCNOAbL3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KnUcnoT, npu paboTte ¢ MatepmanoM, cogep)kawmnmMm MmkpoopraHmambl I-IV rpynn natoreHHOCTU»,
Cc cobngeHneM CcaHUMTapHO-3NMMAEMWONOrNYeckux npasua M HopMm CadHluH 3.3686-21
«CaHuTapHo-anungeMuosnormyeckme tpeboBaHmsa No npodunakTnke NHOEKLUMOHHbIX 6onesHen».

Nccnepayemble o6pa3ubl pacCMaTPUBAOTCA KaK MoTeHLMaibHO-0MNacHbIE.

Mpwn pabote c HabopoM cneayeT HageBaTb 0O4HOPa30Bble NepyaTkm 6e3 Tanbka.

Mpn pabote c MukpoopraHmamamm I-IV rpynn natoreHHoCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer opexabl M CpPpeacTB MHAMBUAYAJIbHOW 3aluTbl) NPOBOAUTCS B CTPOroM
cootBeTcTBMM C CaHluH 3.3686-21 n onpepensetcs BUMAOM BO36yauTens, paboyenn 30HOWM,
OCHalleHneM ee 6okcamm buonornyeckorn 6esonacHocTw.

CneayeTr uCNonb30BaTb  TONIbKO  OAHOPA30Bble  HAKOHEYHWKM U MpobupKu.
He ponyckaetcs mMcnonb3oBaHWE OAHUX WM TeX Xe HaKOHEYHMKOB npu obpaboTke pasnuuHbIX
obpasuoB 6uonornyeckoro Matepunana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsa nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposoanTb B 6okcax buonornyeckon 6esonacHocTu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro ob6opyaoBaHUsa, B TOM 4YMcne A03aTOpoB,
WTaTMBOB, J1abopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoOB M np., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUMHAANEXHOCTM (NPOBUMPKKN, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTEWHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXKalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, a TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
HK u noctaHoBka [LUP, cneayer obszaTtenbHo, 40 M nocne nposegeHus paboTt, obaydatb C
NOMOLLbIO BaKTepUUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume crtonbl, wWTaTtuebl, obopyaoBaHue 1 ap.)
eXegHeBHO MoaBepraloT BfaxHon ybopke C MNpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, periaMeHTUpPOBaHHbIX CaHUTapHbIMW nNpasuiamMu n Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunusnposaTb 0TXoAbl C npoaykTamu MLP Heo6XoAMMO TONBKO B 3aKpbITOM BUAE.

He ponyckaeTtcs oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).
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Mpn wncnonb3oBaHnMM Habopa peareHToB B KIMHUKO-AMArHocTuyeckoin nabopatopumn
obpa3yloTcs oTx0Abl Knacca B, koTopble yTUIN3UPYHOTCS B COOTBETCTBMM C TpeboBaHusMU
CaHluH 2.1.3684-21 «CaHunTapHo-anuaeMuonormyeckme  TpeboBaHuMs K  coAepXaHuto
TEPPUTOPUIA TOPOACKMX W CeflbCKMX MOCeseHnin, K BoAHbIM 06bekTaM, NUTbEBON BOAE W
NMMTbEBOMY BOAOCHAbXeHWo, aTMocdhepHOMYy BO34yXYy, MOYBaM, XW/bIM MNOMELLEHMNsM,
aKcnnyaTtauMn npou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEeHWNIA, OpraHM3aumm n npoBeneHUto

CaHMTapHO-NpOTUBO3NNAEMUYECcKMX (NPpodunNakTUYeckmnx) MeponpusaTuin>».

OnacHble KOMIMOHEHTbI B Habope peareHToB

KoMnoHeHT Habopa FeHeTuka remocrasa
Cmecn ans amnangukaumm HeT onacHbIX BewecTs
Monnmepasa TexHoTaq MAX HeT onacHbIX BewecTB
MUP-6ydep HeT onacHbIxX BELWeECTB
MuHepanbHOe Macsno HeT onacHbIX BewecTs
KoHTponbHbIl 06pa3ey (Yactass roMmo3uroTa) A3unpg HaTtpus meHee 0,1%
KoHTponbHbI obpasel, (peakas roMmosnrora) A3up HaTtpusa meHee 0,1%

Mpn CNonb30BaHUN MO Ha3HAYEHMUIO U cobnoneHumn Mep NpeaAoCTOPOXHOCTU, KOHTAKT C
OpraHM3MOM 4esioBeKa WckyeH. [lpu aBapMVIHbIX CUTYaumndax BO3MOXHO cCnenytowee:
pasgpax>xxeHne KoXXu n CnM3ncTon o60a104KHM rnas Yy UyBCTBUTENbHbIX L. [Tpn KOHTaKTe NMpPOMbITb

NMopa>keHHOe MeCTOo BOAOM U 06paTUTbCA 3@ MEAMLIMHCKOM MOMOLLbIO.
He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLIEHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- Nnpy“ HECOOTBETCTBMM BHELIHErNrO BMAA KOMIMOHEHTOB, YKa3aHHOrO B nacrnoprte K Habopy
peareHToB;

- Npwu HapyLUEHUWN BHYTPEHHEN yNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEUYEHMIO CPOKA FOAHOCTU Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXXUT MaTepuanoB 6GMOIOMMUYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, obnajalolmnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BMSAIOLNX
Ha penpoayKTUBHYIO (YHKUMIO 4yenoBeka. [pyv MUCNONb30BaHUM MO HA3HAYEHUIO U COGMIOAEHUM Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5

OBOPYAOBAHUE U MATEPUAJDbI

Mpn paboTe c HabopoMm peareHToB [leHeTWKa remoctasa TpebylTcs creayrolme

obopynoBaHWe, peareHTbl U pacxoaHble MaTepuansbl:

MLUP-60kc;

aMnnandukatop  Aetektupylowmin  (OATnantt  (PY N2 ®CP 2011/10228), ATnpaim?
(PY N2 ®CP 2011/10229) unun AT-96 (PY N2 ®CP 2007/01250) (nponsBoactsa OO0 «HMO
OHK-TexHonorusa», Poccus);

MUKpPOLEHTpUdYyra-BopTeEKC;

X0N0AUNNbHUK C MOPO3UJTIbHOW KaMepou;

npobupku, o6vé€mMomM 1,5 M € KpbilKamm;

npobupkn amnamduKaumoHHble ogHOpa3oBble, 06EMOM 0,2 M C KpbIWKaMM UM Npobmnpku
amMnandukaumoHHble, 06béEMoM 0,2 M, CTpUNOBaHHbIE MO 8 WT., C KpbiWKaMn (CTpunsbl);
wTtaTne «pabouyee mecto» ana npobmpok o6vLEMom 1,5 mn;

wratMe «pabouvee mecto» Ansg npobupok ob6vémMom 0,2 MA WAM ANA  CTPUMNOBAHHbIX
npobupok ob6vemom 0,2 mn;

[03aTOpbl  MeXaHW4yeckne WKW 3INEeKTPOHHble MepeMeHHOro o06béMa OAHOKaHalbHbIE,
nossongwwme otbupatb obbembl xumakoctm ot 0,5 go 10,0 mkn, ot 2,0 go 20 mkn,
oT 10 go 100 mkn, ot 20 go 200 Mk, ot 100 go 1000 mkn, ot 200 o 1000 mkn;
OZHOPa30Bble HAKOHEYHUKM A5 NoSlyaBTOMaTUYECKMX A03aTopoB, cBoboaHble oT AHKa3 u
PHKa3, o6bémom 20 mkn ¢ punbTpom, 200 Mk, 1000 mMkn;

OZHOpa30Bble NepyaTkn MeauLMHCKKe, 6e3 TasnbkKa, TEKCTYPUPOBAHHbLIE;

éMKOCTb Ans cbpoca MCMosib30BaHHbIX HAaKOHEUYHUKOB, MPOBUPOK U APYrUX pacxoAHbIX
MaTepuanos;

Habop/kKoMnnekT ans BblaeneHmns OHK n3 6unonornyeckoro MaTtepuana
(pekomeHayeTcsa MPOBA-IC-TEHETUKA (PY N2 ®CP 2010/08696), MPOBA-PANNA-TEHETUKA
(PY N2 ®CP 2010/08695), NMPOBA-LUTO CIN (PY N° P3H 2021/14367), NMPOBA-MY MAKC
(PY N¢ P3H 2021/14391), MPOBA-OMNTUMA, NMPOBA-ONTUMA MAKC (PY N° P3H 2022/17496)
(000 «OHK-TexHonorus TC», Poccus)).

1 — Tonbko moaenun 4S1; 4S2; 551; 552; 6S1; 6S2
2 - Tonbko Moaenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus

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

OrpaHuuyeHuMe MeToAa — BHYTPMBEHHblE MHbEKLMW renapuHa, MHQY3Mn npenapaTos
ON19 NapeHTepanbHOro NUTaHUs MeHee YyeM 3a 6 4YacoB A0 UCCNeoBaHus.

B3satne, npeaobpaboTky 1 xpaHeHne MaTtepmasia NpoBoaaT B COOTBETCTBMM C MHCTPYKLUMSMA
K KoMmnnekTam/HabopaM peareHToB Ans BblgeneHmna AHK n3 coorseTcrayowero 6Monormyeckoro

MaTepunana.

6.1.1 B3atune uenbHOM nepudepmnyecKkon KpoBu
B3aTne uenbHOM nepudepnyeckon KpoBM MNPOBOAMTCSA B BaKyyMHble MacTUKOBbIE
npobupkn TmMna Vacuette obvémom 2,0 mam 4,0 Mn c gobaBneHHOMW B KadecTse
aHTUKOArynsiHTa cosblo aTuneHgnammHTeTpaauetarta (34TA) B KOHEYHOWN KOHLUEHTpauumn
2,0 Mmr/mMn. B KayecTtBe aHTMKOArynsHTa AOMYyCKAETCsA TakXe MCMNosb30BaHMe uuTpaTa
HaTpusa. [na nepemMewmBaHUa KpOBM C aHTUKOArylsHTOM Mocfne B34TMS MaTepuana

HeobxoaMMOo NepeBepHYTb NPobupky 2-3 pasa.
BHUMAHME! He gonyckaeTcs UCnosb3oBaHWeE renapuHa B KayecTBe aHTUKOaryngaHra.

6.1.2 Tllony4dyeHune cyxmx NATEH KPOBMU

KpoBb HaHOCUTCA Ha 6yMaXkHblA HOCUTENb B KONMYECTBE, AOCTAaTOYHOM A/ NOJSTyYeHus
NAaTHa AMAaMEeTPOM He MeHee 1 CM, Npu 3TOM KPOBb A0/XHA NponuTaTb 6yMary HackBo3b.
B kauecTtBe HocuTens (Tect-6n1aHKa) UCMOb3YIOT CNeunanbHble MEOULMHCKUE U38enns,
nMerLme permcTpaumoHHblie yA0CTOBEPEHUS U NMpeAHa3HaYeHHble A4J1si COOTBETCTBYHOLLEro
Bunaa 6uomatepmana. B xoge KAMHWMYECKMX UCMbITaHMI npoussoauTeneM 6biao
BaNMAMpPoOBaHO cCrefdyloulee MeauMumHckoe wusgenue: Kapta ana  3abopa wu
TPaHCMOPTUPOBKM Buonormyeckoro mmatepmana no TY 9398-001-63802255-2016,
000 «I'puHBaH», Poccusa (PY N° P3H 2017/6431).

Mocne HaHeceHus obpa3ua, TecT-61aHK BbICYLLMBAETCSA B FOPU30HTaSIbHOM MOJSIOXKEHUN
Ha u4ncTo O06e3XMPEHHON MOBEPXHOCTU He MeHee 2 4acoB 6e3 npuMeHeHus

OONOAHUTENbHOM TennoBon 06paboTkn 1 NnonagaHns NPsIMbIX COMTHEYHbIX JTYYEN.

BHUMAHME! Bo nsbexaHne nosy4yeHns HEBEPHbIX pe3ybTaTOB Heb3s AONYCKaTb, YTO6bI KTO-

nmbo, Kpome nccneayeMmoro naumeHTa, npukacancsa K 6ymaxHomy 6naHky 6e3 nepuyaTtok.

N3 ueHTpasbHOM 4acTuM Cyxoro nsaTHa crneuunasnbHbiM MPo60MHMKOM BblIbBUTL 3 AncKa

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

BHUMAHME! PekomeHayeTcs BblbMBaTb [AWMCKWM HENOCPeACTBEHHO Nepen npouenypon

Bbiaenennsa AHK.
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6.1.3 B3datue 6ykkanbHOro anutenus

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

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

B3aTne Matepuana oCyLeCcTBASIOT C MOMOLWLbIO CreumanbHbiX MeAUUMHCKUX n3genuvi,
NMEeoLmnX perncrpauuoHHble yAOCTOBEpPEHUS 7] npeagHasHayeHHbIX ans
cooTBeTCcTBYlOWEero Buaa 6uomaTtepmana. B xoae  KAMHWUYECKUX  UCMbITaHWUI
npoussogmnTeneM 6bi10 BanAMAMPOBAHO cCleaylolee MeauMUMHCKOoe wulgenue: 30HA
MEAVUUMHCKNIA  OAHOpPa30BbIM  CTepuiibHbIM  no  TY 32.50.13-002-28731857-2020,
000 «®apmMeponuc PT», Poccus, (PY N2 P3H 2021/13989).

3a aBa uYaca nepen B3ATMEM OMOMOrMYECKOro MaTepuasa He peKoMeHAyeTcCs
ynoTpebnatb Nuwy, KypuTb, MNepopasibHO MCMNOJSb30BaTb JIeKapCTBEHHblE CpeacTBa.
Mepea B3aTMEM MaTepuasna ABa)KAbl MPOMOJIOWNTE POT YMCTOW BOAOMN.

OTKpoOJiTe yNnakoBKY CO CTEPWJIbHBIM OAHOPa30BbIM 30HAOM, AEpPXXacCb 3a PY4YKy 30HAA U
He Kacasicb ero pabouen 4yactu. [MomMecTuTe 30HA B POTOBYH MOJIOCTb U TWATENbHO
noTpuTe C HE6OMbLLOW CUIO BHYTPEHHIOK MOBEPXHOCTb OAHOM, 3aTeM APYrON WEKN B
TeyeHme 30 cekyHp (25-30 pa3), ogHOBpeMeHHO MNpoKpy4dmBasa 30HA4. locne B3ATUSA
bunonornyeckoro MaTepuana nepeHecute 30HA4 B nNpobupky obvémom 1,5 Mn,
CoAEepallyo TPAHCMOPTHYIO Cpeay WUAu NIM3UPYIOLWMIA pacTBoOp. 3aTeM U3BNEKUTE 30HA
M3 pacTBopa, NMpUXMMas ero K CTeHKE NMpobupkn, 0TOXMUTE N3ObITOK XUAKOCTN, yaanuTe

30HA4 W YTUAM3UpPYNTEe ero. NMNNoTHO 3aKponTe KpbilKYy NPObMPKU U NPpOMapKUpyiTe.

6.2 TpaHcnopTUpoBaHME U XpaHEeHWe nccneayeMoro Mmatepuana
JonyckaeTcsa TpaHCNOPTMPOBaHME U XpaHeHue o6pa3LoB:
Cyxue nsiTHa KpoBW — AONYCTUMO A0 roja nocne npocylunBaHnsa B UHAMBUAYaNbHbIX
yNaKoBKax B YCNOBUAX HU3KOM BraHOCTU (He 6onee 30%) npu Temnepatype ot 2 °C
£o 8 °C. Npu 6onee AnnTenbHbIX CpOKax XpaHeHUs obpasubl Cyxux NATEH KPOBU cneayeT
XPaHUTb Kak peKoMeHAyeT npounssBoanTenb TecT-61aHKoB.
LenbHyto nepndepnyeckyto KpoBb U ByKKanbHbIN 3NUTENNI cneayeT TpaHCnopTUpoBaTh
M XpPaHWUTb COMNacHO WHCTPYKUMSAM K peKOMeHAyeMblM KOMMAEeKTaM peareHToB AN
BblaeneHmna HK. Mpu oTCcyTCTBMM pekoMeHZaumi Ansa AaHHbIX BMAoB 6uomaTtepuana
HeobxoamMo cobnogatb creayowme yCnoBus:
LlenbHaa nepudepunueckas KpoBb — npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBkM MaTepuana B nabopaTopuio B TedyeHue CyToK
AONyCKaeTcss OAHOKpaTHOe 3aMopaxuBaHue MaTepuana. [onyckaeTcs XpaHeHue
3aMOpPOXEHHOro Matepuana npm TemnepaTtype MuHyc 20 °C B Te4eHne ogHOro mecsua.
BykkanbHbIn 3nuTenun — npm Temnepartype ot 2 °C go 8 °C He 6onee 24 4. B cnyvae
HEBO3MOXHOCTM AOCTaBKWM MaTepumana B nabopaTtopuio B TeyeHue CyTOK AOMycKaeTcs
OLHOKpATHOE 3aMOpaxuBaHue MaTepuana. [onyckaeTcs XpaHeHue 3aMOPOXEHHOro

MaTepuana npu temnepatype MmHyc 20 °C B TedeHMe ogHOro Mecsaua.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana
Onsa sbigeneHna OHK pekomeHayeTcs Mcnonb3oBaTb Habopbl/KOMMNEKTbl peareHToB,
UMerLe perncTpaumoHHblie yA0CTOBEPEHUA MeAULMHCKOro U3aennda 1 rnpegHasHayvyeHHble ans

COOTBETCTBYHOLLUMX BUAOB BoOMaTepuana c uesnbto nocneaytowero nccnegosanma AHK metogom MLP.

BHUMAHME! HeszaBuncmmo oOT umcnonb3yeMoro Habopa/komniekta ana sblgeneHus OHK w3
6uonornyeckoro Martepuana OOHOBPEMEHHO HeobxoAMMO NOArOTOBUTb  OTpuUATENbHbIN
KOHTPOJbHbIM 06pasew, npowealmnii BCce 3Tanbl NpobonoaroToBku. B kauecTse oTpuuaTenbHOro
KOHTPOJSIbHOro obpasua pekoMeHAYeTCs MCMoib30BaTh (PU3NOMOrMYECKUA pacTBop, B 06béMe,

yKa3aHHOM B MHCTPYKLUMMN K KOMMNEKTY peareHToB 415 sBblaenenuns OAHK.

7.2 MoaroTtoBKa n NpoBeAeHME NMoNMMepasHon LenHomn peakumn (Habop peareHToB eHeTMKa

remocrasa)

7.2.1 Tlpomapkupynte Ans8 Kaxaoro onpegensiemoro nonunMopdumama Heobxogmmoe
Konn4yectBo npobupok ana amnavdukauymm obvémom 0,2 mn (NO OAHOM ANAS KaXAoro
nccnegyemoro o6bpasua, oTpuuaTeslbHOro KOHTPOSIbHOro obpa3sua M AN Kaxaporo
KOHTposibHOro obpasua npmM Heob6xoaAMMOCTH).

Mpumep: Heobxognmo  mnpoaHanuM3auMpoBaTb NSATb  06pa3uoB MO BOCbMMU
nonumopdunamam. Mpn mcnonb3oBaHMM Habopa peareHToB B KoMmmiektaumm N21 ans
Kaxaoro obpasua Hy>XHO npoMapkmpoBaTb No 8 Npobupok (ana onpeaeneHns Kaxaoro
nonumopcdumnsma) - 40 ana wuccneayemblx 06pa3uoB M 8 4Ans  OTpULATENBHOrO
KOHTpOsbHOro obpasua. Oblee konmyecTtso NpobMpok Ansa Bcex nonnmopdusmos — 48.
Mpn ncnonb3oBaHMn Habopa peareHTOB B KoMmnnekTauum N°2 gnsa kaxagoro obpasua
HY>XHO MpoMapKMpoBaTb Mo 8 Npobumpok (ans onpeaeneHns Kaxaoro nonmmopdusma) -
40 pnsa wuccnepyemblx o6bpasuoB, 8 Ana OTpUUATENbHOrO KOHTpPONbHOro obpasua,
16 pna ABYX KOHTPOsibHbIX o06pa3suyos. Ob6uwee konmyectBO NpobuMpok aAna Bcex

nonnmoppunsmos - 64.

BHUMAHME! Npn npoBeaeHnn Bcex Nocneayowmnx 4encreni nsberatb BO34ENCTBUS CONMHEYUHbIX

nydyen Ha Npobupku co cMecsMu ans amnandumkauum.

7.2.2 BcTpsaxHuTe npobupkm co cmecamm ansa  amandukaumm B TedyeHnme 3-5¢C wu
LeHTpudyrnpymnte B TedeHne 1-3 ¢ Ha MUKpoUeHTpudyre-sopTekce.

7.2.3 BHecuTe B mnMpoMapkumpoBaHHble npobupkm no 20 MKI COOTBETCTBYKLEN cMecun Ans
amnandukaummn (onsa Kaxagoro nonnmmopdusmMma oTaeAbHbIM HAKOHEYHUKOM).

7.2.4  BcTrpsaxHuTe npobupku c MNUP-6ydepom n nonnmepason TexHoTaq MAX B TeyeHune 3-5 ¢

N LUeHTpudyrmnpyiite B TedeHne 1-3 ¢ Ha MUKpPOLEHTpUdYre-BopTeKCe.

BHUMAHME! Monnumepasy  TexHoTaq MAX  pocraBsaTthb u3 MOPO3UbHOM KaMmepbl

HenocpeaCcTBeHHO nNepen ncnosib30BaHUNEM.
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7.2.5 TMpurotoBbTe cMechk MNLP-6ydepa ¢ nonumepason TexHoTaqg MAX. CMewlanTe B OTAENbHOM
npobupke:
- 10 x (N+1) mkn MUP-6ydepa;
- 0,5 x (N+1) mkn nonumepasbl TexHoTaq MAX,
rae N - KOMMYeCcTBO MpPOMapKMpoBaHHbIX MNPobUpoOK € y4yéToM npobupkm ansg K-,
KO (uactasa romo3uroTa), KO (peakas romosurota).
Mpumep: Heobxoanmo npoaHanusmpoBaTtb 5 o6pasyoB no yeTbipeM nonaumopdusMam
C wucnonb3oBaHuMeM Habopa peareHToB B KoMmniekTaumm N92. TpoMapKMpOBaHHbIX
npobumpok - 64. Hy>HO NpurotoBuTb cMecb MNLIP-6ydepa n nonmmepasbl TexHoTaq MAX
ans 65 (64+1) npobupok, T.e. 650 mkn MLUP-6ydepa Heobxoanmo cMewaTtb € 32,5 MK
nonumepasbl TexHoTaq MAX.

7.2.6  BcTrpsixHuTe npobupky co cmecbto MNLP-6ydepa n nonnmepasbl TexHoTaq MAX B TeueHue

3-5 c n ueHTpudyrupynTe B TeyeHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeEKCE.

BHUMAHME! Cwmecb TUP-6ydepa u nonumepasbl TexHoTaq MAX Heob6xoAMMO TrOTOBUTH

HenocpeaCcTBeHHO nepea ncnoJsib3oBaHMeEM, XxpaHeHmne CMeCn He A0MNyCKaeTCA.

7.2.7 [OobaBbTe B Kaxayt npobupKy cO cMecbld Ana aMmnambukaumm no 10 Mkn cMecu

MNLP-6ydepa c nonmmepasonn TexHoTaq MAX.

BHWMUMAHME! lNMocne nobasneHus cmecu MUP-6ydepa n nonumepassl TexHoTaq MAX B npobupku

CO CMecsiMU Ans aMnanduKaLmm Heo6xoaMMo B TeYEHWE ABYX YAaCOB BbINOHUTL NN, 7.2.8 - 7.2.13.

7.2.8 [dob6aBbTe B Kaxayt npobupky rno oaHorn kanne (okono 20 MKI) MMHepanbLHOro mMacna.
3aKpoinTe KpbIWKN NpobMPOK.

7.2.9 BcTtpsaxHute npobupku ¢ npenapatom [HK, koHTponbHbiMM o6pasuamn (KO) wu
oTpuuaTeNbHbIM KOHTPONbHbIM 06pa3suom (K-) B TeyeHne 3-5 ¢ n ueHTpudyrmpyiite B

TeyeHne 1-3 c Ha MMKpoueHTpudyre-BopTeKce.

BHUMAHME!

1. Mpn wucnonb3oBaHun pansa BblgenedHns [AOHK Habopa peareHtos [MPOBA-MY MAKC
Heo6xoAMMO nocne BCTPAXMBaAHMSA MoMecTuTb Npobupkm ¢ npenapatom AHK B MarHWUTHbIN
wTaTmMe. B cny4dae ecnun nocne BblAeNeHUs Haf0Cafa04vYHas XXMAKOCTb, CoAepKallasa BblAeNIEHHYIO
OHK, 6bina nepeHeceHa B HOBble Npobupkn, uUeHTpudyrmpoBaHue Mocne BCTPSXMBaAHUSA
MpomM3BOANTCS B TeyeHne 3-5 ¢ Ha MMKpoueHTpudyre-sopTeKce.

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

BHeceHumeM cneaytouwero. MNMpenapatel AHK cnegyet BHOCUTb HaKOHEYHUKaMM C puIbTPOM.

7.2.10 BHecuTe B COOTBETCTBYIOLIME NPOMAPKMPOBAHHbIE NMPO6UpkM no 5,0 MKA BbIAENEHHOIO
n3 obpasuyos npenapata AHK (kpome npobupok ans KO u K-).
7.2.11 BHecute B npobupkun, npomMapkumpoBaHHble «K-», no 5,0 Mkn oOTpuUATENbHOro

KOHTpOsibHOro obpasua, npoweawero atan ebigenenms AHK (n. 7.1).
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7.2.12 Tlpu ucnonb3oBaHnuM Habopa peareHTOB B KoMmnnaektauum N°2: BHecuTe B npobupkm,
npoMapkupoBaHHble «KO», no 5,0 MK COOTBETCTBYHIOLLErO KOHTPO/BHOIro obpasua.

7.2.13 UeHTpudyrupynte npobmMpkn Ha MUKpoLeHTpudyre-sopTekce B TeyeHne 1-3 c.

7.2.14 YctaHoBuTe BCe Npobupku B 610K AeTekTupytowero amnnmdbukaTopa.

7.2.15 3anyctute nporpammHoe obecneveHune RealTime_PCR, B pexunme «PaboTta c npubopom».
[obaBbTe COOTBETCTBYHOLWMI hana c napameTpamu Tectal. [anee n npu nocaenyowmx
noctaHoBkax JAobaBbTe B MNPOTOKOJ COOTBETCTBYHOLWME TeCTbl WAM  WUCMONb3ynTe
MHOMOTECTOBbIA PEXWM, YKaXWUTe KOANYECTBO WU uAeHTudukatopbl obpasuos, B TOM
yucrne oTpuuUaTeNbHbIX KOHTPOSbHbLIX 06pa3uoB, OTMETbTE pacrnosioXeHne nNpobupok Ha
MaTpuue TepMobsioKa B COOTBETCTBUU C UX YCTaHOBKOM (cM. 7.2.14) n nposeauTe MLP.

7.2.16 Tlpwn BbibOpe TecTa B OKHE «3anyck nporpaMmMbl amnandunkaummn» gomxHa otobpa)aTbcs

nporpamma, npmeeaéHHas B Tabnuue 4.

MpumeuvaHune - Tun Npobupkn ANa OTpULATENbHbLIX KOHTPOJbHbIX 06pa3uoB (K-) M KOHTPOMAbHbIX

obpasuoB (KO) k Habopy cnenyeT ykasbiBaTb kak «Obpaszeu».

BHMUMAHME! PacnonoxeHune npobupok Ha MaTpuue TepMmobnoka AO/IHKHO  CTpOro
COOTBETCTBOBATb MOPSAKY YCTAHOBKM NMPobupok B 6s10Kke. 1N MHOrOTECTOBOIrO pexuma nopsaok

YCTaHOBKM NpO6MpPOK AOSIXKEH CTPOro COOTBETCTBOBATL NMOC/E40BaTENIbHOCTN TECTOB B rpynne.

Tabnuuya 4 - [porpamma amnandukauMm Ans AeTEKTUpYWMX amMnandukaTopos
«OTnpanm», «ATnant» n OT-96

N? Yucno Pexim
} Temnepartypa, °C | MUH C onTnyeckux | At, °C Tun 6noka
6noka LUMKJIOB -
U3MepeHUn
80 2 00
1 1 Linkn
94 5 00
94 0 30
2 5 LUnkn
67 0 15 4
94 0 5
3 45 Lunkn
67 0 15 v
4 25 0 30 1 Lmkn
«KpuBas
X nnasneHus»,
5 25 0 15 50 v 1,0 At=1 °C;
TKOH=75 °C
6 102 XpaHeHue XpaHeHue
* — npw cozpgaHum 6noka 5 otmeTuTb TMN "KpuBasa nnasneHuns"
7.3 MoaroTtoBKa M NpoBeAeHME MoNMMepasHon LenHon peakumn (Habop peareHToB eHeTMKa

remoctasa (F2, F5))
7.3.1 Tlpomapkupymte An8 Kaxaoro onpegensiemoro nonuMmopdmama Heobxogmmoe

Konnyectso npobupok ana amnandpukaumm obvémom 0,2 Ma (NO OAHOM A8 KaXAoro

1 — MHCTpyKuuKn no ao6aBneHunio "roToBbix dalinoB C NapaMeTpaMm TecTa" HaxoAsTCsA Ha caliTe B pasgene
"Moppepxka"
2 - fonyckaeTca XxpaHeHue npu TemnepaType 25 °C
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nccnegyemoro obpasua, oTpuMuUaTeNbHOro KOHTPOSIBHOrO obpasua mM Ansg Kaxzaoro
KOHTpOsibHOro obpasua npm Heob6xoaANMOCTH).

Mpumep: Heobxoommo npoaHanmsanposBaTb NATb 06pa3uLoB NO ABYM NonmMmopdmamMam.
Mpn ncnonb3oBaHMn Habopa peareHToB B KoMmMnnekTauum NO1 gnsa kaxgoro obpasua
HY>XHO MPOMapKmMpoBaTb No 2 Npobupku (ana onpeaeneHns Kaxaoro nonnMmopdunima) -
10 ansa nccnepgyembix 06pasuos 1 2 Ans OTpULATENIbHOIo KOHTPOSIbHOro obpasua. Obuee
KonmyecTtso npobupok ans Bcex nonmmopdumamos - 12. MNMpu ncnonb3oBaHum Habopa
peareHToB B KoMmnnekTauum N22 ans kaxporo obpasua HY>XHO NpoMapKkuMpoBaTb MO
2 npobupkn (onsa onpegeneHns Kaxaoro nonumMmopdwmusma) - 10 ana wmuccnepyemblix
obpasuos, 2 Ans oTpMUATENBHOINO KOHTPOSIbHOrO obpasua, U 4 Ans ABYX KOHTPOJIbHbIX

obpas3uos. Obuiee konn4yecTso Npobupok ana scex nonmmopdusmos — 16.

BHUMAHME! lNpun npoBeaeHnn BCcex Nocneayowmx 4encremin ndberatb BO34eNCTBUA CONTHEYHbIX

nyden Ha Npobupku co cMecsMn ans amnandumkaummn.

7.3.2 BcTpsaxHuTe npobupkm co cMecamm ansa  amandukaumm B TedeHne 3-5¢C u
LeHTpudyrnpyite B TedeHne 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

7.3.3 BHecuTe B NpoMapKuMpoBaHHble Npobupkm no 20 MKN COOTBETCTBYHOLLEN CMecu AN
amnandukaummn (AnsS Kaxaoro nonmMopdusmMa oTaeslbHbIM HAKOHEUYHMKOM).

7.3.4  BctpsixHuTe npobupku c MNLP-6ydepom 1 nonnumepason TexHoTaq MAX B TedeHune 3-5 ¢

N LeHTpudyrmnpylite B TeyeHmne 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKce.

BHMMAHME! Monnumepasy  TexHoTaq MAX  pgoctaBsaTthb u3 MOPO3UNbHOM KaMmepbl

HenocpeaCcTBeHHO nNepea ncnosib30BaHNEM.

7.3.5 TpwurotoBbTe cMechb MLP-6ydepa c nonnmepason TexHoTaq MAX. CMewalnTe B OTAENbHOM
npobupke:
- 10 x (N+1) mkn MUP-6ydepa;
- 0,5 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
roe N — Ko/nM4yecTBO MPOMApKMpOBaHHbIX MNpobupok c y4dyétom npobupkm ana K-,
KO (uactasa romosuroTta), KO (pegkas romosmroTa).
Mpumep: Heobxoanmo npoaHanmsampoBaTb 5 o6pa3yoB Mo 4YeTbipeM NoAMMopdumnaMam
C ucnonb3oBaHWMeM Habopa peareHToB B Komnaektaumm N22. [MpoMapKMpOBaHHbIX
npobupok — 16. Hy>XHO npurotoBmTb cMech lMLP-6ydepa n nonmmepasbl TexHoTaq MAX
ansa 17 (16+1) npobupok, T.e. 170 mkn MNLUP-6ydepa Heobxoanmo cMmewaTb ¢ 8,5 MKN
nonumepasbl TexHoTaq MAX.

7.3.6  BcTpsaxHUTe npobupky co cMmecbto MNLP-6ydepa n nonnmepasbl TexHoTaq MAX B TeueHune

3-5 ¢ n ueHTpudyrupyite B TedeHne 1-3 ¢ Ha MUKpoOUEHTpudyre-sopTekce.

BHMUMAHME! Cwmecb [MUP-6ydepa wn nonuMepasbl TexHoTag MAX Heo6xooMMO rOTOBUTb

HenocpeacTtBeHHO nepea ncnosib3oBaHMeEM, XpaHeHne CMeCn He JO0MNYyCKaeTCA.

7.3.7 [obaBbTe B Kaxayl NpobupKy co cMmecbio anst amnauvdukaumm no 10 MK cmecu

MLP-6ydepa c nonmmepasoin TexHoTaq MAX.
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BHUMAHME! MNocne pobasnennsa cmecum MNLUP-6ydepa n nonnmepasbl TexHoTaq MAX B npobupku

CO CMecsiMU 4na aMnmMdbrKauum HeobxoanMMo B TeYeHMe ABYX YacoB BbIMOAHUTL Nn. 7.2.8 - 7.2.13.

7.3.8 [HobaBbTe B Kaxay npobupky no oaHor kanne (okono 20 MKN) MMHEpanbHOro Macna.
3aKkpomnTe KpbliwKK Npobupok.

7.3.9 BcrpaxHute npobupkn c¢ npenapatoMm [OHK, KoHTponbHbiMM o06pasuamm (KO) u
OTpULATENbHbIM KOHTPONbHbIM 06pa3suom (K-) B TeyeHne 3-5 ¢ n ueHTpudyrmpyiite B

TeyeHne 1-3 c Ha MuKpoueHTpudyre-sopTeKkce.

BHVUMAHME!

1. Mpn wucnonb3oBaHun pana BbigenedHns [OHK Habopa peareHtos [MPOBA-MY MAKC
Heob6xoAMMO nocne BCTPAXMBaHMSA MoMecTuTb npobupkm ¢ npenapatoMm AHK B MarHUTHbIN
wTaTtme. B cnydae ecnun nocne BblAeNeHUs HAf0CaA0uHas XUAKOCTb, CoAepKallas BblAeNEHHYIO
OHK, 6bina nepeHeceHa B HoBble MpobupKK, UEHTPUdYrupoBaHmMe Nocse BCTPSAXMBaHUSA
NMpoM3BOANTCS B TeyeHue 3-5 ¢ Ha MMKpoueHTpudyre-BopTeKCe.

2. Ans npenoTBpaweHns KOHTaMMHauuu cnegyet nepes sHeceHneM [JHK oTKpbiBaTb KPbILWKK
TONIbKO Tex nNpobupok, B KoTopble 6yaneT BHOCUTbLCA AaHHbIN obpasel, MU 3akpbiBaTb UX nepes

BHeceHueM cneaytollero. MpenapaTbl AHK cneayeT BHOCUTb HaKOHEYHUKAMKU C PUILTPOM.

7.3.10 BHecuTe B COOTBETCTBYOLME NPOMapKMpoBaHHble NMpobupkn no 5,0 MKN BblAENEHHOMO
n3 obpasuyos npenapata AHK (kpome npobupok ans KO n K-).

7.3.11 BHecuTe B npobupknM, mnpomMapkupoBaHHble <«K-», no 5,0 Mkn oTpuuatenbHoOro
KOHTponbHOro obpasua, npowepwero atan ebigenenms AHK (n. 7.1).

7.3.12 Tlpn ncnonb3oBaHnn Habopa peareHTOB B KomnjaekTauum N22: BHecuTe B Mpobupku,
rnpomMapkmnpoBaHHble «KO», no 5,0 MKN COOTBETCTBYIOLWEro KOHTPOSIbHOro o6pasua.

7.3.13 LUeHTpudyrmpynte npobmpkmn Ha MMKpOLEHTpUdYyre-eopTeKce B TeyeHme 1-3 c.

7.3.14 YcraHoBuUTe BCe Npobupkn B 650K AeTekTMpyowero amnamdunkartopa.

7.3.15 3anyctuTte nporpammHoe obecrneveHune RealTime_PCR, B pexunme «PaboTta c npubopom».
[obaBbTe COOTBETCTBYHOLWMI dana c napameTpamu Tectal. [lanee n npu nocaenyoLmx
rnocTtaHoBkax JAobaBbTe B MNPOTOKOJS COOTBETCTBYKOLWME TECTbl WAN MUCNONb3ynTe
MHOIOTECTOBbIN PEXWUM, YKaXuTe KOIN4YecTBO U uaeHTudukatopbl ob6pasuoB, B TOM
ynucne oTpuuaTesibHbiX KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacrnosioXeHne Npobmnpok Ha
MaTpuue TepMobaoKka B COOTBETCTBMM C UX YCTaHOBKOW (cM. 7.3.14) n nposeauTte MLP.

7.3.16 Tlpu Bbib6Ope TecTa B OKHe «3anyCck NporpamMmbl aMnandunKkaunm» gomkHa oTobpaxaTbcs

nporpamma, npueseaéHHas B Tabnuue 4.

MpuMeyaHne - Tun NpobMPKM AN OTPULATENbHbLIX KOHTPOSbHbIX 06pa3uoB (K-) M KOHTPOJbHbIX

obpasuos (KO) k Habopy cnegyeT yka3biBaTb Kak «Obpasew».

BHMUMAHME! PacnonoxeHne npobupok Ha MaTtpuue TepMmobnioka AO/IKHO  CTpOro
COOTBETCTBOBATb MOPSAKY YCTAHOBKM NMPobupok B 6s10Ke. 1N MHOrOTECTOBOIrO pexuma nopsaok

YCTaHOBKM NPO6MPOK AOSIKEH CTPOro COOTBETCTBOBATL NOC/EA0BaTENIbHOCTN TECTOB B rpynne.

1 — MHCTpyKkuumn no go6asneHunio "roToBbix dalinoB ¢ NnapaMeTpaMm TecTa" HaxoAsATCs Ha caliTe B pasgene
"Moppepxka"
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8 PETNCTPALUMA PE3Y/IbTATOB AMIVIMOUKALIN

8.1 Pernctpauma pesynetatoB [UP ocyuwecTengaerca aBTOMaTtMyeckM C  MNOMOLLbIO

nporpaMmMHoOro o6ecnequM;|, noctaBsA€eEMOro C aMI'IJ'IMCbMKaTOpOM OETEKTUPYHOLWNM.

8.2 Ha rpaduvke 6yper oTobpaxeHa 3aBUCUMMOCTb QayopecueHuMM OT TeMmnepaTypbl
nnasneHuss Ansg Kaxaon npobupkn B Tepmobnoke. B Tabnuue cnpaBa 6yaer nokasaH
naeHtngukatop obpasua, HaseaHue  BbigBNsemoro  nonammopdmsmMa M pe3ynbTart
reHOTUNMpoBaHMs Kaxaoro obpasua. Mo pesynbTataM aHanusa MOXHO cdopMmupoBaTb U

pacne4dyaTaTb OTYET.

8.3 B 6naHKke oTBeTa YyKasbiBalOTCSA reHoTuMnbl obpasua C KpaTKOM XapaKTepuCTUKON u

3aK/1lo4eHneM no pesysnbtataM reHoTunnpoBaHuA.

9 YYET PE3Y/IbTATOB PEAKLIUMN

9.1 YUé€T M wnHTepnpeTaumsi pe3ynbTaTOB peakuuMm OCYWeCTBAATCAS aBTOMaTUUYECKU

C MOMOLLbIO NpOrpamMMHOro o6ecrneyeHuns, NOCTaBASEMOro C aMNIM@PUKATOPOM AETEKTUPYHOLLNM.

9.2 Onsa Bcex obpas3uosB nporpamMa (puKCUpyeT pesynbTaT amnamdukaumm reHomHon OHK
yenoseka (BK). [ns koppekTHOM paboTbl Habopa peareHTOB KOAMYECTBO aHanusupyemon AHK

[OKHO 6bITh He MeHee 1,0 Hr Ha aMnNAMdUKaunMoHHY Npobupky, 4To cooTBeTcTByeT Cp < 32,0.

9.3 B o6pasuax, npoweawmnx MUP, n coaepxalwmx 4OCTAaTOMHOE AN KOPPEKTHOro aHasausa
konnuecteo AHK, nporpamMmma onpeaenseTr reHoTMN nccneayemoro obpasua, KOTopblii 0To6paxEeH

B Tabnuue B rpade «MNonmmopduam».

9.4 B koHTponbHbIX obpa3uax (KO) k Habopy aomkeH 6biTb onpeaenéH COOTBETCTBYHOLWMNMN

reHoTun (cMm. Tabnuuy 3), KoTopbIri oTob6paxéH B Tabnuue B rpade «Monumopdusm».

9.5 Ons obpasuoB C HegoCTaTOYHbIM ANna aHanusa konudectsoMm [OHK (meHee 1,0 Hr Ha
npobupky, Cp > 32,0 Ha kaHane pgetekumn BK), nporpamma onpepenser HeAOCTOBEPHbIN
peaynrar:

B cnyyae nony4veHuss HeAOCTOBEPHOro pesynbTaTa TpebyeTcs NMoBTOpHOE npoBeAeHue
MUP c umerowmmcsa npenapatom AHK, nubo nosTtopHoe BbigeneHne AHK n noctaHoska MUP, nnéo

NMOBTOPHOE B3ATUE KJIMHNYECKOIro MaTepmana (BbII'IOJ'IHFIeTCSI nocnep,osaTeano).

9.6 Ons obpas3uoB c 4oCTaTO4YHbIM Ans aHanusa konmyectsom OHK (Cp < 32,0) nporpamMma

MOXET onpeaensiTb COMHUTENbHbLIN pe3ynbTaT ( ) cornacHo cnegylwmnMm

napamMeTpam aHanm3a noamMMmopchusmMoBs:

- «AHannu3 no TeMmnepaTypHbIM MWKaM» - TeMnepaTtypa nnasneHums npoaykrtos [LP
OT/INYaEeTCs OT 3afaHHOM 6onee, yem Ha 3,0 °C;

- «Pa3HOCTHbIN aHanuM3» - pasHuMua Mexay 3a4aHHOWM U MOJSIyYEHHOW TeMmnepaTypamu
naaeneHust No kaHanam Fam v Hex B npeaenax ogHoro reHotuna cocrtaenset 6onee 2,0 °C;

- «HWMXXHMI nopor TemnepaTypHOro nNuka» — temnepaTypHbln nuk (dF/dT) < 5,0.

Ons Taknx obpasuos TpebyeTcs noBTopHoe nposeaeHue MLP.
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9.7 [na oTpuuaTenbHbIX KOHTPOJSIbHbIX 06pasuUoB nporpamMma UKCUPYET HeAOCTOBEPHbIN
9.8 Mpy NONYYEHUM MONOXKUTENBHOIO 3HaUYeHMs (onpeaeneHne reHoTnna) B oTpuuaTeslbHOM

KOHTPOJIbHOM o6pa3L|,e pPE3y/bTaTbl BCEM MOCTAaHOBO4YHOM cepnnm CHUTAOT HEAOCTOBEPHbLIMMU.
B 3ToM cnyuae Heobxoanmo npoeegeHne cneunasnbHbIX MGpOI'IpMFlTVIVI Ana  yCcTpaHeHusA

KOHTaMWHauunmn.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCINJIYATALUA

10.1 TpaHcrnopTupoBaHue

10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLWECTBAAKT B TEPMOKOHTeMHepax
C XJlaflo3N1IeMeHTaMM BCEMWU BUAAMU KPbLITOro TpaHCNopTa Mpu TeMnepaType BHYTpu
KOHTelnHepa, COOTBETCTBYIOLWEN YCNOBUAM XpPaHEHNS KOMMOHEHTOB, BXOAALWMX B COCTaB
Habopa peareHToB.

10.1.2 [onyckaeTcsi TpaHCnopTupoBaHuMe Habopa peareHToB, 3a MCKJIIOYEHMEM MOosMMepasbl
TexHoTaq MAX, B TEepMOKOHTeMHepax C X/agod/eMEHTaMu BCEMM BMAAMU KPbITOro
TpaHcnopTa Npu TeMnepaType BHYTpu KoHTeHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

10.1.3 [JonyckaeTcsa TpaHCNopTMpoBaHue nonmmepasbl TexHoTaq MAX B TepMOKOHTEMHepax
C X/1ago3N1eMeHTaMM BCEMW BWAAMW KpbITOro TpaHCnNopTa MNpu TemnepaType BHYTpU
KOHTelHepa Ao 25 °C He 6onee 5 cyToK.

10.1.4 Habopbl peareHTOB, TPaHCMOPTUPOBAHHbIE C HapyLleHMeM TeMnepaTypHOro pexuma,

NMPpUMEHEHNIO HE nMoANeEXarT.

10.2 XpaHeHue

10.2.1 Bce koMnoHeHTbl Habopa peareHToB, 3a WCKAOYeHMeM nonmmepasbl TexHoTaq MAX,
cnenyeTt XpaHuUTb B XON0AMNbHUKE WUN XON0AWNBHOM KaMepe npu Temnepatype ot 2 °C
0o 8 °C B TeyeHuMe BCero cpoka rogHoCTu.

10.2.2 NMonumepasy TexHoTaq MAX crneayeT xpaHUTb B MOPO3MIbHOW KamMepe Npu TemnepaType
oT MnHyc 18 °C go MmnHyc 22 °C B Te4yeHUe BCEro cpoka rogHocTu.

10.2.3 Cwmecn gnga amnandukaummn cnegyet XpaHnTb B XON04UbHUKE MW XON0AMIbHOW Kamepe
npu Temnepatype oT 2 °C go 8 °C B 3alUMUWEHHOM OT CBETa MeCTe B TeYeHMe BCero cpoka
roAHOCTMW.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECS C HApPYLIEHWEM peraaMeHTUPOBAHHOIO pexnma,

NMPpUMEHEHUNIO HE noAaniexar.

10.3 YkasaHud no skcnayataumu

10.3.1 Habop peareHTOB AO/IKEH MPUMEHSATLCS COrTacHO AENCTBYIOLWEN BEPCUMUN YTBEPXKAEHHOWN
WHCTPYKLUNM MO NPUMEHEHMUIO.

10.3.2 [Ona nony4vYeHMs [OCTOBEPHbLIX pe3ynbTaToB HeobxoAuMMO CTporoe cobnwaeHue

WMHCTPYKLMW MO NPpUMEHEHUI0 Habopa peareHToB.
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10.3.3

10.3.4

11

11.1

11.2

12

12.1

12.2

13

Mocne BCKpbITUS YMaKOBKM KOMIMOHEHTbl Habopa peareHTOB cneayeT XpaHuTb Npu

cneayowmx ycnoBusax:

- KOMMOHEHTbl Habopa, 3a WckA4YeHMeM nonmMmepasbl TexHoTaq MAX, cneapyet
XPaHUTb B XOS0AWJIbHUKE WM XON0AMNBbHON Kamepe npu TemnepaType ot 2 °C
0o 8 °C, B Te4eHMe BCero cpoka rogHocTu;

- nonumepasy TexHoTaq MAX cneayer XpaHUTb B MOPO3WJILHOM Kamepe npu
TemnepaType oT MMHYC 18 °C go MuHyc 22 °C B Te4eHMne BCero cpoka rogHocTu;

- cMecu ana amnnudukaumm cnenyet XpaHuTb B XON0AUSIbHUKE UAN XONOAWSIbHOM
Kamepe npu Temnepatype oT 2 °C po 8 °C B 3allMWLEHHOM OT CBeTa MecTe
B TeYeHMe BCero cpoka rogHocTu.

Habopbl peareHToB C UCTEKLIMM CPOKOM FOAHOCTU NMPUMEHEHMUIO HE NOASIEXKAT.

YKA3AHNA NO YTUWIN3ALUNU

Mpn wncnonb3oBaHnM Habopa peareHToB B KMHMKO-AMArHocTnyeckoir nabopatopumn
obpasyloTca oTxoabl Knacca B, KoTopble YyTUAM3MPYKOTCS B COOTBETCTBUM
c TpeboBaHusammn CanlumH 2.1.3684-21 n My 1.3.2569-09.

Habopbl, peareHToB, NpulIeAlWNe B HEMPUroAHOCTb, B CBA3W C UCTEUYEHMEM CpoKa
rooHOCTW, TOBpEXAEHMEM YMNaKoOBKM nNoanexat YTWAM3auMum B COOTBETCTBUMU
c TpeboBaHusaMn CaHlumH 2.1.3684-21.

FAPAHTUN NU3TOTOBUTENA

MpeanpusaTne-n3roToBUTENb rapaHTMpyeT  COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCSIOBMI Mpu COBAOAEHUU YCIIOBMI TPaHCNOPTMPOBaHUS,

XpaHeHNAa N aKkcnnyaTtaunn, yCtaHoB/EHHbLIX TEXHUYECKNUMN YCITOBUAMN.

Cpok rogHoctn Habopa peareHToB — 12 MecsiueB Mnpu cobnoaeHun BCEX YC0BUN

TPAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

PEMOHT N TEXHN4YECKOE OBC/TY>KXUBAHUE

Ha6op peareHTOB npegHa3HayeH Ass OAHOKPATHOrO MCMOJSIb30BaHWS U He MoANexXuT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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) AHK-TEXHONOrus

CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

IVD

MeauuunHckoe unsgenune ans AMarHocTukun in vitro
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-2019 EamHasa cucteMa KOHCTPYKTOPCKOM  aokyMmeHTaumu (ECKA). O6wme
TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3penua MeauumHckme. [lpuMeHeHMe MeHeO)XKMeHTa pucka K
MeAVULMHCKUM U3aennsam.

FOCT P 15.013-2016 Cucrtema pa3paboTkm U NOCTAaHOBKKU Npoaykuun Ha npomssoacTtso (CPMM).
MeauunHcKue nsgenuvs.

FOCT P 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NPOAYKLMM Ha NpOn3BOACTBO. NcnbiTaHns
M Npuémka BbinyckaeMmon npoayKummn. OCHOBHbIE MOJSIOXKEHUS.

FOCT P 51088-2013 MeguMuuHCKMe u3genus Onas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsaM n NnoaaepXXmBaroLLen JOKYMeHTauuu.

FOCT P 51352-2013 MeanumHckme nsgenus aasa AUMarHoCTMKM MH BUTPO. MeToabl UCMbITaHURA.
FOCT P 53022.3-2008 TpeboBaHMs K KayecTBY KIMHUYECKUX nabopaTopHbIX MUCCenoBaHumn,
Y.3. NMpaBnna OueHKMN KNMHN4Yeckom nHpopMaTMBHOCTM NabopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MepuumHckuMe usgenus Ana AuarHOCTUkM in vitro. NHdopmauwms,
npenocTaBnsemas marotoeuteneMm (Mapkuposka). Yacte 1. TepMuHbI, onpeaeneHus u obwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumHckuMe usgenus Ana AuarHOCTUKM in vitro. NHdopmaums,
npeaocTaBnsaemMas n3rotoputenem (Mapkumposka). Hactb 2. PeareHTbl Ans AMarHoOCTUKM in vitro
ANa NpodeccMOHaNbHOro NpUMeEHeHns.

FOCT P NCO 23640-2015 W3penuna MeaumumHCKMe AN AWMArHocTuku  in vitro.  OueHka
CTabunNbHOCTU peareHToB AN ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2020 Uspenuns MeaULUHCKNE. CnMBONGI, rnpuMeHsaeMble npu
MapKMpoOBaHUN MeAULMHCKUX U3LENui, Ha 3TUKETKax M B COMpPOBOAMTENbHOM AOKYMeHTauuu.
Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (NCO 15190:2003) JlabopaTtopuu MeANLMHCKMeE., TpeboBaHus

6e3omnacHocTH.

MpuMeuyaHne - YKasaHHble Bbllle CTaHAApPTbl 6blIM AENCTBYOWMMWU Ha MOMEHT YTBEPXAEHMS
WHCTPYKLMM MO NpUMEHeHUo. B fanbHenweM, npu nonb3oBaHUU LJOKYMEHTOM, Lenecoobpa3Ho NpoBepuTb
[NENCTBUE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
UAN WU3MEHEH, TO MNpU MNPUMEHEHWM HACTOALWEro AOKYMeHTa cneAyeT Mo/b30BaTbCA 3aMeHEHHbIM

(M3MEHEHHbIM) JOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHea)KMeHTa kadvecTtea ISO 9001 B
obnactn paspabotku, nponssoacTBa M nNpoaaxu IVD peareHToB 1 npubopoB Ana MoseKynsipHo-
reHeTU4YeCcKom AMarHoCTUKK, n apyroro nabopaTtopHoro npuMeHeHus, n EN ISO 13485 B obnactu
pa3paboTtku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB A1 MeanLUHCKON

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

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

Aanpec npoussoautens: 000 «[IHK-TexHonorusa TC», Poccus, 117246, r. MockBa, npoesp

HayuHbin, . 20, ctpoeHune 4.

Mecto npomsBoacrBa: OO0 «/[1HK-TexHonorusa TC», Poccua, 117246, r. MockBa, npoesp

HayuHbin, . 20, ctpoeHune 4.

Mo BonpocaMm, KacawwwmMcs Kayectsa Habopa peareHToB ['eHeTuka remocrasa, cnegyet
obpawaTtbca B cnyx6by KNMEHTCKOW NoAAEpPXKMW.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ans Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crtpaH CHI u 3apybexbs, 3BOHOK MATHbIN).
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

Homep 730-2
2025-02-04
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