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CMUCOK COKPALLEHMI N OBO3HAYEHUIA

B HacTosLlel MHCTPYKUMW UCMOb3YIOTCS Cneayowmne CoKpaleHns n 0603HavYeHus:

B - nHTepdepupyowme BewecTsa

Mnup - NoNIMMepasHas uenHas peakums

BK - BHYTPEHHUM KOHTPOJb

KO - KOHTPO/bHble 06pa3ubl

K- - OTpuUaTENbHbIN KOHTPOJIbHbLIN 0bpasel
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1 NPEAHA3SHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMeHoOBaHue Habopa peareHToB: Habop peareHTOoB ANs onpeaeneHus

nonnmopdusmoB B reHax MTHFR, MTR, MTRR, accoummpoBaHHbIX C HapyweHnsMu ponaTHoro
umkna, metogom lMLUP B pexnme peancHoro BpemMeHun (leHeTnka metabonmama donartos), ganee

Mo TeKCTy — Habop peareHToB.

1.2 HasHauyeHne: Habop peareHTOB npegHasHadeH Anas onpeaeneHnus noammopgusmMon
reHoB, acCCOUMMPOBAHHBLIX C PWUCKOM  pasBUTUS  HapyweHwuih  donaTtHoOro  umkna:
MTHFR (MeTuneHTeTparnapodonartpeaykrasa, 677 C>T n 1298 A>C), MTR (MeTUOHMH-CMHTa3a,
2756 A>G), MTRR (MeTUOHMH-CMHTa3a-peaykTasa, 66 A>G) metogoMm lMLP B pexnme peanbHOro
BpeMeHu B H1uonornyeckom Mmatepuarne yenoseka (LenbHasa nepudepuyeckas KpoBb, Cyxue natHa

KpoBU, 6yYKKanbHbIN anuTenumn).
1.3 QOYHKUMOHANIbHOE Ha3HavYeHWe: AnarHocTmKa in vitro, CKpUHWUHT.

1.4 MokasaHna K NpoBeAEHUI0 UCCNenoBaHMSA: AMArHOCTUPOBAHWE WKW MPOrHO3MpPOBAHME
BO3HMKHOBEHWS HapyLlweHui B ponaTHOM uuKne.

MNpOTUBOMOKA3aHU K MPUMEHEHUIO HET.

1.5 Jemorpaduyeckne wmn nonynsumMoHHbIE acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N p,eMorpachquKmx aCrnekKToB.

1.6 O6bnactb nNpuMmeHeHusi: Habop peareHTOB MOXET OblTb MCNOAb30BaH B KJAMHUKO-

ANarHocTuyecknx nabopaTopmsax MEANLMHCKUX YUPEXAEHUN.

1.7 MoTeHuManbHble NONb30BaTENN: KBANNPUUMPOBAHHbLIN NepcoHasn, obyyeHHbI MeTodam

MOEKYASPHON ANArHOCTUKK M NpaBuaaM paboTbl B KIMHUKO-AMArHoCTu4eckomn nabopatopuu.

1.8 MpuMmeHaTb Habop peareHTOB CTPOro MO Ha3Ha4YeHWK COrjlacHO AAHHOW WMHCTPYKLUMU

no NpMMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CocTtaB Habopa peareHToB
Habop peareHTOB BbiNyCKaeTCsl B HepackanaHHon ¢acoske (Mapkmnpyetcs — ®acoska N),

B cneayrumx KoMnaekrtaumax:

R1-H960-N3/4, Komnnektauma N°1

HoMuHanbHbIN

MacC/IAHUCTadA XUAKOCTb

N Konunyectso ..
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna 06BbEM
npobumpok
KOMMOHEHTa

Cmecn ans amnandukaumm

(4 HauMeHOBaHUA):
e MTHFR: 677 C>T (Ala222Val) MDO3paUHas BECLBETHAS KUAKOCTE 1 npobupka 960 MKn
« MTHFR: 1298 A>C (Glu429Ala) | ' P3P H A 1 npo6upka | 960 MKn
e MTR: 2756 A>G (Asp919Gly) 1 npobupka 960 mMKn
e MTRR: 66 A>G (lle22Met) 1 npobupka 960 MKn
Monnmepasa TexHoTaq MAX Mpospadnas becuseTHas BA3Kas 1 npobupka 100 mkn

XKNAKOCTb

MUP-6ydep Mpo3payHasa 6ecuBeTHas XMUAKOCTb | 2 Npobupku no 1,0 mn
MuHepanbHoe Macno Mpo3paunas becuseTHas BAskas 4 npobupkmn no 1,0 mn

R1-H961-N3/4, Komnnektauua N°2

HoMunHanbHbIN

. KonuyecTtso L
HanmMeHoBaHMe KOMMOHEHTOB BHewHWn BMA 06BEM
npobupok
KOMMOHEHTAa
Cmecn ans amnandukaumm
(4 HanmeHOBaHUA):
e MTHFR: 677 C>T (Ala222Val) MDO3DaUHAS BECLBETHAS KUAKOCTE 1 npobupka 960 MKn
e MTHFR: 1298 A>C (Glu429Ala) Po3p H A 1 npobupka 960 MKn
e MTR: 2756 A>G (Asp919Gly) 1 npobupka 960 MKn
¢ MTRR: 66 A>G (lle22Met) 1 npobupka 960 MKn
M
Monnmepasa TexHoTaq MAX pospaunas becuserHas BA3kas 1 npobupka 100 MKkn
XKNAKOCTb
MUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 NpobupKu no 1,0 mn
M
MunHepanbHoe Macno pospauHas becuserHas BA3kas 4 npobupku rno 1,0 mn
Mac/siHUCTas XUAKoCTb
KowTponbHbIf obpaseL, Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 240 mkn
(vyacTas romosurora)
KowTponbHbIf obpaseL, Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 240 mkn
(penkasi romosurora)
2.2 KonnuecTtBo aHannsnpyeMbix o6pa3LoBs
Habop peareHTOB npegHasHadeH Ans OAHOKPATHONo MNPUMEHEHMS U pacCyuTaH

Ha 48 onpeaenexHui.

2.3 MpuHUMN MeTOAa
Metoa: lMNMonumepasHas uenHas peakuusa (MUP) c getekumen pesynbTaToB B pexume
peanbHOro BpeMeHW, aHaan3 KpUBbIX MJaB/IEHNS, KAYeCTBEHHbI aHanms.

B ocHoBe paboTbl Habopa peareHTOB AeXUT NpuHUMn amnandunkauymm AHK metogom MLP.
Mpouecc amnandukKauum 3aKA4yaeTca B CEpUM MOBTOPSAOWMXCA UMKIOB TeMnepaTypHoOU
AeHatypauun OHK, oTkura npanMMepoB KOMMNEMEHTapHbIX cneundundyeckoMmy ydvactky AHK wu

nocneayroLlen AoCTpormke NONMHYKNIEOTUAHbIX Lenen ¢ 3TuX npanmepos Taq-nosvMepason.
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B cMecb and  amniandwukauum  BBEAEHbl  CUIHasbHbIE  30HAbLI, coAaepXkaiwime
dnyopecueHTHble MeTKM Fam un Hex, Ha KaxAablii BapuvaHT onpeaensseMoro reHeTudyeckoro
nonnmopdusma. locne okoH4yaHus TUP nposBoauTCca payH4 TemnepaTypHOro nnasBneHus
aynnekcos, o6pa3oBaHHbIX aMMAMKOHaMW W CUrHalbHbIMW 30HAAMW, B pe3yfbTaTe 4ero
NU3MEHSEeTCa YPOBEeHb riyopecueHUnmn, KOTopbi hUKCHUpyeTcs n NnpeacraBnseTcs NnporpamMMmHbIM
obecneveHnem npubopa B Buae rpacdpuka. Ecnm curHanbHbIM 30HA YaCTUUYHO KOMMJIEMEHTapeH
OHK-MuweHn, TemnepaTypa nnaBneHus Takoro gynnekca 6yaet Huxe TemnepaTypbl naaBneHus
Aynnekca B cny4yae nosHoM KOMMNNeMeHTapHOCTM 30HA4a. Ha ocHOBaHUM TeMnepaTypbl NaaBneHmns
CUrHasbHbIX 30HA0B NPOBOAUTCSH MHTEPrpeTauns pesynbTaToB aHanusa.

B coctraB cmecen pnsa amnaudwukaumu, cneunduUHbIX ANS KaXA0ro reHeTM4eckoro
nonnMopdmniMa, BKOYEHa cuctemMa Ansg amnandukaummn dparmeHTa reHomHon AHK yenoseka -
BHYTPEHHUA  KOHTponb (BK), KOTOpbIM nNO3BOASET KOHTponMpoBatb Hanuume [OHK
B aMnanMdmKaLMoHHON NpobupKe N NCKIYNTb OLWNOKN reHOTUMNMPOBAHMS.

Cuctema gna amnnndukaumm reHomHon OHK yenoseka BkntovaeT OHK-30HA4, KOTOpbLIN
conepxuT dnyopecueHTHyto MeTky (Cy5) wn racutene dnyopecueHumn. Mpu obpazoBaHum
cneumduryHoro npoaykta AHK-30HA pa3pywaetcs, AelCTBME racutens Ha dNyopecueHTHYHo
MeTKy npekpalwaeTcs, 4YTOo BeAéT K BO3pacTaHuio YpoOBHSA drnyopecueHumn. KonumyecTtso
pa3pyLlleHHbIX 30HA0B (@, cnenoBaTenbHO, W ypoBeHb dnyopecueHuMn) Bo3pacTaeT
NpoONoOpLUMOHANbHO KONMYECTBY 06pa3oBaBLUNXCA CNeUndUUecKkMX aMniIMKOHOB 1 U3MepsaeTcs Ha
KaXX4AoM LuMKe aMmnandukaymn.

Habop peareHToB [eHeTMka MeTabonmama ¢GoONaTtoB BK/AKOYAET CMEecu Ans
amnnmdukaumm, cneunmduyHble ANs Kaxaoro reHetuyeckoro noauvMopdusMa. [lepedeHb
noaMMOpdU3MOB reHOB M BO3MOXHbIX FEHOTMNOB, onpeaensemMbix HAbopoM peareHToB, NpuBeaeH

B Tabnuue 1.

Tabnuuya 1 - lMepeyeHb I'IOJ'IMMOpCbl/BMOB reEHOB N BO3MOXHbIX NTEHOTUMNOB, onNpeaenAaAeMbIX

HabopoM peareHTOB eHeTnka MmeTabonmama gonaTos

FeHoTun
Monumoppusm Yacras Peaxas
Feteposurora
romosurorta romosurorta

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

Ncnonb3oBaHue Tpéx dyopecueHTHbIX KpacuTenen Mno3BoAseT OAHOBPEMEHHO
onpenenaTb ABa ajiens u oueHmBaTb 3MPEKTUBHOCTM MPOTEKAHUS MOJSIMMEPA3HOMN LIEMHOWN
peakuun B 0gHOMN nNpobupke.

Ncnonb3oBaHue HeCKoNbKUX GNyopecueHTHbIX KpacuTenenm no3BONSET COKpaTUTb
KOSIMYECTBO MpPOBbMPOK, MOCKONAbKY MOSBASETCA BO3MOXHOCTb OAHOBPEMEHHO perncTpmpoBaTb
pe3ynbTaTbl pa3HblX peakumin amnandukaumm, nNpoxoasauwmx B ogHon npobupke. B Ttabnunue 2

npeacrtaBneHbl KaHalbl AETEKUNN NPOAYKTOB aMI'IJ'IVICbI/IKaLI,I/IVI.
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Tabnuuya 2 - KaHanbl getekuum rnpoaykToB amnamdukaumm

Nonumopdunsm KaHanbl geTeKkuum annesnbHbiX BapuaHTOB U

(HanMeHOBaHue cMecu BHYTPEHHEro KoHTpons*

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

* — cucrtema BHyTpeHHero kKoHTpons (BK), npeactaenseT cobol cucrtemy amnnmdburkaunm reHomHon JHK
yesioBeka, Mo3BosseT oueHuTb Hannune AHK B aMnaMbukaumoHHOW Npobupke M UCKIIYUTL OWMBKK
reHOTUMNUPOBAHMS

NccneposaHue ¢ ucnonb3oBaHMeM Habopa peareHTOB COCTOMT U3 3TanoB: BblAeseHue
OHK (npo6onogrotoska) u NMUP-amnandunkaums B pexxmMme peasbHOro BpEMEHN.

Ona nposegeHus TMUP ¢ pgetekuuen pesynbTaToB B peXuMMe peasibHOro BpeMeHwu
MCMNoNb3YIOT AeTekTupylwune amnambukatopbl (000 «HMO [AHK-TexHonorua»): OTnaunTt?,
OTnpaiiM? nnn OT-96.

Ona KOHTpons onpegeneHus 4actom W peakon TroMOo3uMroT npuv  MNpoBeaeHun
nccrnenoBaHUs UCNONb3YOT KOHTPObHble 06pa3ubl K Habopy peareHToB MeHeTMKka MeTabonnsma
donaTos.

KoHTposnibHble 06pa3ubl NpeacTtaBasioT CO60M CMeCcu KIOHMPOBAHHbIX YYaCTKOB FEHOB,
BbISIB/ISEMbIX C MpPUMeHeHWneM Habopa peareHToB, HaXoASWWMXCA B 4YacTOM WAW peakoM
FOMO3UIOTHbIX COCTOSIHUAX, KOTOpble MpeAHa3Ha4yeHbl A1 KOHTPOAs KadyecTBa MCCnenoBaHUS
(onpepeneHns 4actom M peakoM roMo3mroT) KOHeYHbIM Mofib3oBateneM Habopa peareHToB.
KoHTposibHble 06pa3ubl COBMECTUMbl TONbKO C Habopom peareHToB leHeTMka MeTabonmsma

donaTos..

Tabnuua 3 - KoHTponbHble obpa3ubl K Habopy peareHToB NeHeTnka MmeTabonmsma donaTtos

KOHTpPONbHbIN KoHTponupyemasa cmecb O>)xupaeMmbiii pe3ynbTaTt
obpasey Ana amnandnkaumm reHoTunMpoBaHusN

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

YyacTasd roMo3unroTta
MTR: 2756 A>G (Asp919Gly) AA
MTRR: 66 A>G (Ile22Met) AA
MTHFR: 677 C>T (Ala222Val) TT
MTHFR: 1298 A>C (Glu429Ala) CcC

peakasi roMo3uroTta
MTR: 2756 A>G (Asp919Gly) GG
MTRR: 66 A>G (Ile22Met) GG

24 Bpems npoBeaeHus aHanusa (6e3 yyeta npobonoarotosku): ot 2,5 yacos.

1 — Tonbko moaenu 4S1; 4S2; 551; 552; 6S1; 6S2
2 - Tonbko Moaenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
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3 AHAJINTUYECKUE XAPAKTEPUCTUKWN HABOPA PEATEHTOB

3.1 Mpenen obHapy>xeHuns
Mpenen obHapyxeHuss — He MeHee 1,0 Hr AHK 4enoBeka Ha aMnAMMPUKALMOHHYIO
npobupky, uto cooteetcrByeT 300 konun AHK (Cp<32,0 Ha kaHane getekuun BK (Cy5)). Mpwu
ncnosb3oBaHUM MeHbluero konmdecrtsa AHK (Cp >32,0 Ha kaHane getekunn BK) npomnssoantens
He rapaHTMpyeT KoppekTHYto paboTy Habopa peareHToOB.

B obpa3uax c HegocTaTo4YHbIM KonmyectsoM AHK (MeHee 1,0 HI Ha aMNAUPUKALMNOHHYIO
npobupky) mnocne 3aBepLlieHMS peakuum aMmnamdukaumm perucTpmpyeTcs HeaoCTOBEPHbIN

pe3ynbTar.

3.2 AHanuTnyeckasn cneundunyHoOCTb

NHTepdepupytowme BewectBa (MB) B KOHUeHTpauusix: remornobumH - 0,35 mr/mn
obpasua AHK, nsonponunosbii cnnpTt — 100 mkn/mn obpasua AHK, metunauetat — 100 Mkn/Mn

ob6bpasua AHK He BAuMaT Ha cneumndmryHOCTb Habopa peareHToB.

3.3 JnarHoctnyeckme xapakTepucTmku
3HayeHMsa AMarHOCTUYEeCKOM YYBCTBUTESIBHOCTU U AMArHOCTUYECKOn crneundrnyHoCTm
paccymMTaHbl KaK A0S NMpaBU/IbHO ornpeaesieHHbIX peKkuX annenemn, obHapy>XeHHbIX cpeaun Bcero

nyna annemn, onpeagensieMbix HabopoMm peareHToB «'eHeTUKa MeTabonmama honaTtoB»:

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

(Ala222VvVal)
AnarHocrunyeckas AvarHocrunyeckas
Bup 6uomartepunana Ll 4YYBCTBUTEJIbHOCTb cneunduyHOCTb
T C (%) (%)
peAKuid | YacTbiv
uenbHasa nepudepunyeckass KpoBb 41 69 100% (91,40 - 100) | 100% (94,79 - 100)
cyxue nsaTHa KpoBwu 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
6yKKanbHbIN aNUTENUN 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
NTtoro 61 149 100% (94,13 - 100) | 100% (97,55 - 100)

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

(Glu429Ala)
AnarHocrnyeckas AnarHocrnyeckas
Bua 6uomarepmwana bhlbUEL 4YYBCTBUTE/IbHOCTb cneun@dPuYHOCTb
(o A (%) (%)
pPeAKUM | 4YacTbin
LenbHasa nepudepunyeckas Kposb 34 76 100% (89,72 - 100) | 100% (95,26 - 100)
CyXxue NsATHa KpoBMm 11 39 100% (71,51 - 100) | 100% (90,97 - 100)
6yKKanbHbI aNUTENUN 14 36 100% (76,84 - 100) | 100% (90,26 - 100)
NToro 59 151 100% (93,94 - 100) | 100% (97,59 - 100)
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Monumopdunsm MTR: 2756 A>G (Asp919Gly)
MTR: 2756 A>G
(Asp919Gly)
AnarHocrnyeckas AnarHocrnyeckas
Bup 6nomarepmana Anneno 4YyBCTBUTEJIbHOCTb cneundUuyHOCTb
G A (%) (%)
peaAKui | 4yactbin
LenbHasa nepudepunyeckasl KpoBb 34 76 100% (89,72 - 100) | 100% (95,26 - 100)
cyXxue nsaTHa KpoBw 10 40 100% (69,15 - 100) | 100% (91,19 - 100)
6yKKanbHbIM aNUTENUNA 9 41 100% (66,37 - 100) | 100% (91,40 - 100)
NTtoro 53 157 100% (93,28 - 100) | 100% (97,68 - 100)

Monumopdunsm MTRR: 66 A>G (Ile22Met)

MTRR: 66 A>G
(Ile22Met)

AnarHocrunyeckas AvarHocrtuyeckas
Bua 6uomartepuana LAbEL YYBCTBUTEJ/IbHOCTb cneundpuyHOCTb
G A (%) (%)
peAKun | 4JacTbii
LuenbHasa nepudgepnyeckas KpoBb 80 30 100% (95,49 - 100) | 100% (88,43 - 100)
cyXxue nsaTHa KpoBwu 21 29 100% (83,89 - 100) | 100% (88,06 - 100)
6yKKanbHbIM aNUTENUN 17 33 100% (80,49 - 100) | 100% (89,42 - 100)
NToro 118 92 100% (96,92 - 100) | 100% (96,07 - 100)
3.4 BHyTpucepuiiHas n mexcepumnHasa BoCrnpon3BoanMOCTb

BHyTpucepuiiHas
nHTepean 83,16-100%).

BOCNpon3BoanNMOCTb

coctasnsger 100%

(95%

OOBEPUTENbHbIN

MexcepuiiHas BOCNpon3BoaAnNMOCTb cocTtasnseT 100% (95% posepuTesnbHbIN UHTEpBan

83,16-100%).
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4 MEPbI NMPEAOCTOPOXXHOCTHU

OpraHmusaumns pabotbl [UP-nabopatopun, obopynosBaHue wn MaTepuanbl AOSXKHbI
cooTBeTCcTBOBaTL TpeboBaHmsam TOCT P 52905-2007, meToanydecknx ykasaHum MY 1.3.2569-09
«Opranmnsaumsa pabotbl nabopatopuii, MCNOAL3YKOWMX METOoAbl aMINMUKaALUMN HYKIENHOBbIX
KucnoT, npu paboTte ¢ MatepuanoM, cogep>kawmnmMm MMKpoopraHmambl I-IV rpynn natoreHHoCTu»,
C cobnoaeHMeM CaHUTApHO-3NMAEMWONOrMYecknx npasun u  HopMm CaHluH 3.3686-21
«CaHuTapHo-annaeMmosniornyeckne TpebosaHusa no npodunakTmke MHPEKUMOHHbLIX 6onesHen».

Nccnepyemble ob6pa3subl paccMaTpuBalOTCa Kak noTeHuuanbHO-onacHble. Mpu paboTte ¢
HabopoM cneayeT HageBaTb OAHOPa30Bble NepyaTku 6e3 Tanbka.

Mpu pabote ¢ MukpoopraHmamMamm I-IV rpynn natoreHHOCTU BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYAbHOW 3aWMTbl) MNPOBOAUTCS B CTPOrOM
cooTtBeTcTBMM C CaHlnH 3.3686-21 n onpepensietca Buaom Bo3byauTensi, paboyein 30HOM,
OCHaweHneM ee 6okcamm bnonornyeckor 6esonacHocTw.

CnepyeT ncnonb3oBaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKWN U NPo6bmpKM.

He ponyckaeTcsa wWCNonb3oBaHWe OAHMX W TexX Xe HaKoHeyHuKkoB npu obpaboTke
pa3nnyHbix o6pasuos buonornyeckoro Mmatepuana.

K pabote ¢ HabopoMm peareHToB AONyCcKaeTcs MnepcoHan, obyyeHHbin MeTodaM
MONEKYNAPHON ANArHOCTUKK M NpaBunam paboTbl B KIIMHUKO-AMArHocTuyeckon nabopatopun.

Boigenenne HK cnepgyet npoBoanTb B 6okcax 6uonornyeckon 6esonacHoctum II knacca.
MogrotoBky K MLP ¢ ncnonb3osaHnem Habopa peareHTOB BO3MOXHO nposoanTb B lMNLP-60kcax.

3anpellaeTtcsa nepemelleHne nabopatopHoro obopyaoBaHus, B TOM 4YMcie A03aTOPOB,
WTaTMBOB, J1labopaTOPHOM MoOCyAbl, XanaToB, rONOBHbIX Y6OpoB M np., a TakKXe pacTBOpOB
peareHToB U3 OAHOro MoMeLleHNs B Apyroe.

[lozaTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaMTOBaHHbIX
nabopaTopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MNPUHAANEXHOCTU (NPOBUPKKM, HAKOHEYHUKWM U Ap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeMHep AN  MeAMUMHCKMX — OTX040B,  CoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmocTn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEeHNS, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK wn noctaHoBka [MUP, cneayer obs3atensHo, 40 M nocne nposeaeHusa paboTt, obnydatb C
NOMOLLbIO BaKTepULUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTM B nabopatopum (paboume cTtonbl, wWTaTuBbl, 0bopyaoBaHMe M 4p.)
eXXeQHEeBHO roABepralT BaxHoh ybopke C MpUMEHEHMEM Ae3NHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, peraMeHTUpPOBaHHbIX CaHUTapHbIMX nNpasunamu u Hopmamm CanlumH 3.3686-21.

BHUMAHME! YTnnusunposaTb 0TX04bl C npoaykTamu MLIP Heo6xoanMo TONbKO B 3aKpbiTOM BUAE.

He ponyckaeTtcs oTkpbiBaTb Npobupkn nocne amnandukaummn (MY 1.3.2569-09).

10



FeHeTuka merabonusma

donatos WUHCTpyKUuMAa no npuMmeHeHuto | 731-2 ot 04 cpbespansa 2025 ropa ) IlHK-TEXHOIII]rMﬂ

Mpn wncnonb3oBaHMM Habopa peareHToB B KJIMHUKO-AMArHoCcTnyeckon nabopartopum
obpas3ylTcs 0TXoAbl Knacca B, KoOTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 «CaHnTapHO-3NMAEMNOAOINYECKME TpeboBaHus K cogeprkaHuto
TEPPUTOPUN TFOPOACKUX UM CeNbCKUX MNOCeNeHnin, K BOAHbIM Ob6bekTaM, MUTbEBOW BOAE U
NMUTbEBOMY BOAOCHAOXeHM, aTMOChEepHOMY BO34yXYy, MNOYBaM, XW/bIM [OMELLEHUAM,
3KCnayataumMm npoun3BoACTBEHHbIX, 06LL|,€CTBeHHbIX I'IOMGLLLEHI/IVI, opraHnaumm n nNpoBeAEHUIO

CaHUTapHO-NPOTUBO3NUAEMUYECKUX (NPOPUNAKTUYECKNX) MEPONPUATUN> .

OnacHble KOMMNOHEHTHI B Ha60pe peareHToB

KoMnoHeHT Ha6bopa peareHToB FeHeTnka merabonusma cdonaros
Cmecn ans amnangukaummn (4 HamMeHoBaHMS) HeT onacHbIX BewecTs
MonumMepasa TexHoTaq MAX HeT onacHbIX BewecTs
NuP-6ydep HeT onacHbIX BeLwecTs
MuHepanbHOe Macso HeT onacHbIX BewecTs
KoHTponbHbIn 06paseu (Yactas romosmroTa) A3upg HaTpus MeHee 0,1%
KoHTponbHbI o6pasel (peakas romosunrota) A3up HaTtpusa meHee 0,1%

Mpn MCNONb30BaHUM MO HAa3HAYEHMIO N COBNIAEHUN MepP NPEeAOCTOPOXHOCTU, KOHTAKT C
OpraHM3MOM 4esioBeka MWCKAOYeH. [lpn aBapuiHbIX CUTyaumsix BO3MOXHO crneaytoulee:
pa3sapaxXeHue KOXM U CNU3UCTON 060/104KM a3 y YyBCTBUTENbHbIX SL,. [Tpn KOHTaKTe NpPOMbITb
rnopa)>eHHoe MecTo BOAOM M 06paTUTbCS 3a MeAULMHCKOM MOMOLLbIO.

He ncnonb3oBaTb Habop peareHToB:

- Mpu HapyLweHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

- MpWU HECOOTBETCTBMW BHELIHEro BMAA KOMMOHEHTOB, YKa3aHHOro B nacrnopTte K Habopy
peareHToB;

- Mpw HapyLweHNn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Mo NCTEYEHNIO CPpOKa rogHoCTun Ha6opa peareHTos.

MpumMmeyvyaHne - Ha6op peareHToB He coaAepXUT MaTepuanos 6uonornyeckoro NMPpONCXoXaeHu4,
BewecCcTB B KOHUEHTpauusax, obnagatowmx KaHUepOoreHHbIM, MyTareHHbIM OENCTBMEM, a TaKXe BAMSAILWNX
Ha pPenpoaAYKTUBHYHO d)YHKLI,VIIO yenoseka. lpu WMCNONb30BaHUM MO Ha3HAYEHUIO WU cobniogeHumn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE N MATEPUAJIbI

Mpn pabote c HabopoMm peareHToB [eHeTnka MeTabonuama donatos TpebyroTcs
cneaytowme o6opyaoBaHMe, peareHTbl U pacxoAHble MaTepuarbl:
. MUP-60kc;
. amnaudukatop  Aetektupytowmnin  (OTnant!  (PY N2 ®CP 2011/10228), ATnpaiim?
(PY N2 ®CP 2011/10229) vnn AT-96 (PY N2 ®CP 2007/01250) (npoussoactea OO0 «HMO

OHK-TexHonorus», Poccnsa);

) MUKPOLEHTPUdYyra-BopTeKC;

. X0N0ANNBbHUK C MOPO3U/IbHOM KaMepoWn;

3 npobupkn 06bLEMOM 1,5 MA C KpblWKaMK;

. npobupkn amnanduKaumoHHble opgHopas3oBble, 06béMoM 0,2 MA C  KpblWKamMu

wnn  npobupkn amnandukaumoHHble, o06béMmom 0,2 M/, CTpUMNOBaHHble Mo 8 wrT.,
C KpblWKaMn (CTpunbl);

. wTaTnB «paboyee mecto» And npobmpok o6vEMom 1,5 mn;

. wTatTnB «pabouyee MecTo» Ans8 npobupok o6bLEMOM 0,2 M MM ANS CTPUMNOBAHHbIX
npobupok ob6vemom 0,2 Mn;

o [03aTopbl MEeXaHWYeCKUe WU 3IEKTPOHHbIE MNEpPEMEHHOro 06bEMa OAHOKaHasbHbIE,
nossonswwme otbupatb 06bvembl xunakoctm ot 0,5 go 10,0 mkn, ot 2,0 go 20 mkn, ot 10
no 100 mkn, ot 20 go 200 mMkn, ot 100 Ao 1000 mkn, ot 200 go 1000 MKkn;

o 0AHOpa30Bble HAaKOHEYHMKW AN noslyaBToMaTU4Yeckmnx gosatopos, ceoboaHblie oT HKa3 u

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

o OAIHOpa30Bble NepyaTKn MeanumMHckue, 6e3 Tanbka, TEKCTYPUPOBAHHbLIE;

o EMKOCTb Ans cbpoca MCnonb30BaHHbIX HAaKOHEYHMKOB, MPOOUPOK U APYrMX PacXoAHbIX
MaTepwanos;

. Habop/koMnnekT ans BblAeNneHuns OHK n3 éuonormnyeckoro MaTepuana

(pekomeHayeTcs MPOBA-IC-TEHETUKA (PY N¢ ®CP 2010/08696), MPOBA-PAMNA-TEHETUKA
(PY N° ©CP 2010/08695), NMPOBA-LIMTO CM (PY N2 P3H 2021/14367), MPOBA-MY MAKC
(PY N° P3H 2021/14391), NPOBA-ONTUMA, MPOBA-OMTUMA MAKC (PY N° P3H 2022/17496)
(000 «OHK-TexHonorua TC», Poccus)).

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

12



I'eHeTm::o:::zzonn3Ma WUHCTpyKUuMAa no npuMmeHeHuto | 731-2 ot 04 cpbespansa 2025 ropa ) [lHK-TEXHOIII]rMﬂ
6 AHAJINBUPYEMbIE OBPA3LbI
6.1 MaTepuan gns nccnenoBaHus

[ns uccnenoBaHWs UCMONb3YHOT LENbHY0 Nepudepryeckyto KpoBb, Cyxue NsiTHa KpoBu

1 6yKKanbHbIN 3NNTENUN.

OrpaHuyeHme MeToAa - BHYTPMBEHHble WMHBEKUMW renapuHa, WMHADY3UM npenapatoB ANs

napeHTepasibHOro NMTaHNA MEHEE YEM 3a 6 yacoB A0 MccnenoBaHms.

B3atne, npenobpaboTky W XpaHeHue MaTepuana npoBoAAT B COOTBETCTBUM C
WHCTPYKLUMSAMKU K KOMMnekTaM/Habopam peareHToB Ans BbiaeneHna AHK vM3 cooTBeTCcTBYOLWErO
6uonornyeckoro matepuana.

6.1.1 B3daTtue uenbHOM nepudepnyeckon Kposu

B3aTne uenbHOM nepudepryeckon KpoBU NPOBOAUTCSH B BaKyyMHble MIacTUKOBbIE

npobupkn TMna Vacuette obvémom 2,0 wam 4,0 Mn c pobaBneHHOM B KayecTse

aHTUKOArynsHTa CoNblo 3TUNeHAnaMmuHTeTpaaueTtaTta (34TA) B KOHEYHOW KOHLEHTpauum

2,0 Mmr/mMn. B KauecTBe aHTMKOArynsiHTa AOMyCKAeTCs TakKXe MCMNosb30BaHMe uuTpaTa

HaTpus. [ns nepeMelinBaHUs KpPOBM C aHTMKOArysisHTOM Mocne B3ATUS MaTepuana

HeobxoaMMo nepeBepHyTb Npobupky 2-3 pasa.
BHUMAHME! He gonyckaeTcst UCnosb3oBaHMeE renapmHa B KayecTBe aHTUKOaryngaHTa.

6.1.2 [lony4dyeHune cyxmx nNaTeH Kposu

KpoBb HaHOCUTCA Ha 6yMaXkHbIA HOCUTENb B KONMYECTBe, A0CTaTOYHOM A/ NOoJslyYeHus
NaTHa AMaMeTpoM He MeHee 1 CM, NpW 3TOM KpOBb A0/XXHA nponuTaTb byMary HackBo3b.
B kauecTtBe HocuTens (Tect-6naHKa) UCNOAb3YIOT CNeunanbHble MEAULMHCKUE U3AENns,
MMeKLLMe perncTpaunoHHble YAOCTOBEPEHUS U NMpeAHa3HayYeHHble 415 COOTBETCTBYOLEro
Buaa 6uomatepmana. B xode KAMHWMYECKUMX UCMbITAaHM npousBoamMTeneM 6bian
BaMAMPOBaHbl  cneaywwme MeauumHckne wmsgenuda: Kapta ana  3abopa  w
TPaHCMoOpPTUPOBKM bBuonormyeckoro mmatepumana no TY 9398-001-63802255-2016,
00O «I'puHBaH», Poccusa (PY N2 P3H 2017/6431).

MNocne HaHeceHus obpa3ua TecT-6NaHK BbICYLUMBAETCH B FOPU3OHTASIbHOM MOOXEHUN
Ha uucToM O06e3XUpPEeHHOM MNOBEpPXHOCTM He MeHee 2 4yacoB 6e3 npuMeHeHus

OOMNONHUTENbHOM Tens10Bo 06paboTKM 1 nonagaHmsa NpsiMbiX CONTHEYHbIX Sy4Yen.

BHMUMAHME! Bo nsbexaHne nonyyeHUs HEBEPHbIX PE3Yy/bTaTOB HeNb3s A0MNYyCcKaTb, YTOObI KTO-

nnbo, KpoOMe UCC/IeNYEMOro NauneHTa, npukacancs K 6yMaxxHoMy 6naHKy 6e3 nep4aTtok.

N3 ueHTpanbHOM 4acTU CyxOoro nfATHa cneunanbHbiM MPOHBOMHMKOM BbIBUTL 3 AMCKA

AnamMeTpoM 3 MM M NOMEeCTUTb B MMKponpobupky obvemMom 1,5 mn.

BHUMAHMUE! PekomeHaoyeTca BblbMBaTb [AMCKM HENOCPEACTBEHHO Nepen npouenypon

Bblaenennsa AHK.
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6.1.3 B3satne 6ykKanbHOro anutenus

BHUMAHME! B3ATMe KJ/IMHUYECKOro mMatepumana OCYL|eCTB/ISIeTCA CyxXuM 30HAOM!

Heobxo04MMO MCKNKOUNTb KOHTAKT pacTBOpoOB C KOXel, rnasaMmm u CImM3ncTbiMm obonoukamu.

B3aTve MaTtepuana oCyLLeCTBASIOT C NMOMOLWbIO creumanbHbiX MeANUWMHCKUX U3aenun,
MMeLWMX perncTpaumoHHble yAOCTOBEpPEHUS 7 npeaHasHayeHHbIX ans
cooTBeTCTBYIOWEro Buaa 6uomaTtepmana. B xoAe  KIAMHWUYECKUX  UCMbITaHWUI
npoussoamnTeneM 6binn BanMAMpoBaHbl Crefylolwmne MeaAUUUMHCKUE usaenusa: 30H4
MEeANUMHCKMA  OAHOpPa30BbIN  CTepunbHbliA  nNo  TY 32.50.13-002-28731857-2020,
000 «®apmMeaNonuc PT» Poccusa, (PY N2 P3H 2021/13989).

3a pBa 4aca nepea B3ATMEM  OMONOrMYEeCcKOro MaTepuana He peKoMeHAyeTcs
ynoTpebnsate nuuy, KypuTb, NepopasibHO WCMNO/b30BaTb JIEKAPCTBEHHbIE CPeacTBa.
Mepepn B3STMEM MaTepuana ABaxAbl MPoOrnosiowmTe poT YNCTOM BOAOMN.

OTKpoliTe yNnakoBKY CO CTEPUJIbHbIM OAHOPA30BbIM 30HAOM, AepXacb 3a py4Ky 30HAA U
He Kacascb ero pabouel 4yactu. NoMecTuTe 30HA B POTOBYK MOJIOCTb WM TWATESbHO
noTpute C HeboNbLION CUAOK BHYTPEHHIOK MOBEPXHOCTb OAHOM, 3aTEM APYrOM LUEeKM
B TedeHne 30 cekyHp (25-30 pa3), ogHOBpeMEHHO MpoKpy4ymBas 3oHA. Mocne B34aTUA
éuonornyeckoro Martepumana nepeHecuTe 30HA4 B Npobupky o6bémom 1,5 Mn,
COAEpPXALLYO TPAHCMOPTHYIO Cpeay WUAW JIM3UPYIOLWMI pacTBOp. 3aTeM U3BNEKUTE 30HA
M3 pacTBopa, MPUXmMMas ero K CTeHKe npobupKmn, 0TOXMUTE N3ObITOK XUAKOCTN, yaanuTe

30HA4 M YTUAN3MPYyMTE ero. MNMNOTHO 3aKpoiTe KPbIWKY MPObUpPKU 1 NpoMapKupynTe.

6.2 TpaHCNopTUpPOBaHME N XpPaHEHUE UCCrefyeMOro Matepmana

JonyckaeTcs TpaHCNoOpTUpOBaHME N XpaHeHne o6pas3LoB:

Cyxme naTHa KpoBW — AOMYCTMMO A0 roga nocne npocylwuBaHWSA B UHAMBUAYASbHbIX
ynakKoBKaxX B YC/I0BUSAX HU3KOM BraxHoctu (He 6onee 30%) npu TemnepaTtype oT 2 °C go 8 °C.
Mpun 6onee anuTenbHbIX CPOKaX XpaHeHUs obpasubl CyXuX MATEeH KPOBWU CAeayeT XpaHUTb Kak
peEKOMeHAYEeT Npon3BOAUTE b TECT-61aHKOB.

LlenbHyto nepudepnyeckyto KpoBb 1 ByKKanbHbIA 3NUTENNI CrieayeT TPaHCNoOpTUPOBaTh
M XPaHUTb COMNACHO MHCTPYKLMUSM K peKOMEHAYEMbIM KOMMJIEKTAM peareHTOB A/ BblAeSIeHUS
HK. Mpu oTcyTCTBUM pekoMeHaaumn Ans AaHHbIX BUAOB bnomatepuana Heobxoammo cobnogatb
cnepywoLime ycrioBus:

LlenbHas nepudepunyeckans KpoBb — npu Temnepatype 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM MaTtepuana B JabopaTopuio B TedeHne CyTOK AonycKaeTcs
OAHOKpAaTHOe 3aMopa)kmBaHue maTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXEeHHOro mMatepuana
npu TemnepaTtype MuHyc 20 °C B TeyeHue o4HOro Mecsua.

BykkanbHbln anuTenun — npm temnepatype ot 2 °C go 8 °C He 6onee 24 4. B cny4dae
HEBO3MOXHOCTWM [OCTaBKM MaTepuana B nabopatopuio B TeyeHMe CyTOK J[OonycKaeTcs
OAHOKpAaTHOe 3aMopa)kmBaHue maTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXeHHOro matepuana

npu TemnepaTtype MMHyc 20 °C B TeyeHMne 04HOro Mecsua.
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7 NMPOBEAEHUE AHAJIU3A
7.1 Boigenenne JHK 13 6bnonormyeckoro matepman

Ona sblgenenns OHK pekoMeHayeTcss MCMoNb3oBaTb Habopbl/KOMMAEKTbl peareHToB,
nMerLme permcTpaunmoHHblie YA0CTOBEPEHUS MEAULMHCKOrO U3aenusa U npegHasHadeHHble Ang

COOTBETCTBYHOLUMX BUAOB BLoMaTepuana c uenbto nocneaytowero nccnegosanmsa HK metogom MMLP.

BHMUMAHME! HesaBucumo oT wucrnonb3dyemoro Habopa/komnnekTta gns Bbigenenumsa OHK w3
éunonornmyeckoro Matepuana OAHOBpPEMEHHO HeobxoAMMO NOAroTOBUTbL OTpUUATENbHbIN
KOHTPOJIbHbIM 06pasel, npowealwmnii BCce 3Tanbl NpobonoaroToBku. B kauecTsBe oTpuuaTenbHOro
KOHTpOJsIbHOro obpasua peKkoMeHAYEeTCS MCMob30BaTh (PU3NOMOrMYECKUA pacTBoOp, B 06bEMe,

YKa3aHHOM B MHCTPYKLMU K KOMMNEKTY peareHToB A5 BbiageneHmna AHK.

7.2 MoaroToBka u NpoBeAeHUEe NoNMMepPas3HOM LIenHON peakumm

7.2.1 TlpoMapkupynTe Ana Kaxaoro onpeaensemMoro nonumMmopdusma Heobxoammoe
KonnyecTso npobupok ana amnaudukaumm obvémom 0,2 Mn (N0 O4HON ANS KaXAoro
nccnepgyemoro obpasua, OTpMUATENbHOr0 KOHTPOJSIbHOro obpasua M Ans Kaxaoro
KOHTpoNbHOro obpasua npn HeobxoanMocTin).
Mpumep: HeobxoauMo npoaHanumamMpoBaTb NATb 06pa3uoB MO YeTbipeM
nonmmopduamam. MNpu mncrnonb3zoBaHmn Habopa peareHToB B kKomnaekTaumm N°1 ans
Kakxgoro obpasua Hy>XHO NpoMapKMpoBaTb No 4 Npobupkn (ANa onpeneneHns Kaxaoro
nonmmopdmusma) - 20 ans wuccneayembix o06pasuoB UM 4 4N OTpUUATENbLHOro
KOHTponbHOro obpasua. Obwee KonM4YecTBo Npobupok ans Bcex nonmmopdpunsmos — 24.

Mpn mncnonb3oBaHMn Habopa peareHTOB B KoMmmiekTauum N°2 gnsa kaxgoro obpasua
HY>XHO MpOMapKMpoBaTh Mo 4 nNpobupkn (ANs onpeaeneHus Kaxaoro nonnmopdumsma) -

20 pna wuccnepgyemblx obpasuyos, 4 4Nna oTpuuaTeNnbHOro KOHTposibHOro obpasua,
M 8 ana ABYX KOHTPOSibHbIX 06pa3uoB. Ob6wee KONMYECTBO MPOBMPOK AONns BCEX

nonvMopdgusmos — 32.

BHUMAHME! lNpn npoBeaeHun Bcex Nocaenylowmnx AencTBuin crnenyeT nsberatb BO3aencTeus

NPSIMbIX COMHEYHbIX y4Yeil Ha NpobupKM Co cMecsiMK ANns aMmnandukaumm!

7.2.2 BcTpaxHuTe npobupku co cMmecsMm ans  amnnudukaumm B TedyeHne 3-5¢c wu
LeHTpndyrnpymnTe B TedeHme 1-3 C Ha MUKpOLIEHTpUdyre-sopTeKkce.

7.2.3 BHecuTe B npoMapkumpoBaHHble npobupku no 20 MKA COOTBETCTBYMOWENA CMecu Ans
amnnmdukaunm (oN9 Kaxaoro nonnmopdmnsma otaenbHbiM HAKOHEYHUKOM).

7.2.4 BctpaxHuTte npobupku c MNLP-6ydepom n nonmmepason TexHoTag MAX B TeueHune 3-5 ¢

M UueHTpudyrnpymnte B Te4yeHme 1-3 ¢ Ha MMKpoLeHTpudyre-sopTeKkce.

BHMUMAHME! Monnmepaszy  TexHoTaq MAX  poctaBaTtb u3 MOpPO3UJSIbHOM KaMmepesl

HENocpeacTBeHHO Nepea 1UCrnoJsib30BaHNEM.
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7.2.5 TpurotoBbte cMecb [MLP-6bydepa ¢ nonumepason TexHoTaq MAX. CMewante B
oTaenbHon npobupke:
- 10 x (N+1) mkn MUP-6ydepa;
- 0,5 x (N+1) mkn nonumMepasbl TexHoTaq MAX,
roe N — KoiM4yecTtBO NpoOMapKUpOBaHHbLIX NpobuMpoK ¢ y4yéToM npobupkm ana K-, KO
(vactas romo3urota), KO (peakas romo3urora).
Mpumep: Heobxoanmo npoaHannsampoBaTb 5 o6pa3yoB No 4YeTbipeM NOAMMOpPdU3IMaM
C uncnosnb3oBaHMeM Habopa peareHToB B Komnaektaumm N22. [MpoMapKMpOBaHHbIX
npobupok — 32. HyxHO npurotoBuTb cMech MNLP-6ydepa n nonmmepassl TexHoTaq MAX
ans 33 (32+1) npobupok, T.e. 330 mkn MUP-6ydepa Heobxoammo cMewaTtb ¢ 16,5 Mkn
nonnmepasbl TexHoTaq MAX.

7.2.6  BcTpsixHuTe npobupky co cMmeckto MNLP-6ydepa n nonnmepasbl TexHoTaq MAX B TeueHue

3-5 ¢ 1 ueHTpudyrupyinTe B TedyeHne 1-3 ¢ Ha MUKPOLLEHTPUdYre-BopTEKCE.

BHMUMAHME! Cwmecb T[LP-6ydepa un nonumepasbl TexHoTaq MAX Heob6xoAMMO rOTOBUTb

HenocpeacTtBeHHO nepea ncnosib3oBaHMEM, XpaHeHne CMeCn He AO0NYyCKaeTCA.

7.2.7 [OobaBbTe B Kaxayl MNpPobUPKY CO CMecbio Ans amnamdukaumm no 10 MKA cMecu

MUP-6ydepa c nonumepason TexHoTaqg MAX.

BHUMAHME! Nocne nob6asnenuns cmecu MNLP-6ydepa n nonmmepasbl TexHoTaq MAX B npobumpku

CO cMecsIMK s amnandunkaumm Heob6xoanMMo B TeHeHne ABYX YacoB BbINOHUTL Nn. 7.2.8 = 7.2.13.

7.2.8 [ob6aBbTe B Kaxayt npobupky no ogHon kanse (okono 20 MKI) MMHeEpanbHOro mMacna.
3aKkponTe KpblWwKK Npobupok.

7.2.9 BcTrpsaxHuTe npobupku c npenapatom [AHK, koHTposbHbiMu o6pa3suamn (KO) wu
oTpuuaTesNibHbIM KOHTPOJ/bHbIM 06pa3uom (K-) B TedeHne 3-5 c v ueHTpudyrupymte B

TeyeHme 1-3 C Ha MMKpoueHTpudyre-BopTeKkce.

BHUMAHME!

1. Mpn wucnonb3oBaHun ansa Bblgenenms [OHK Habopa peareHtoB [MPOBA-MY MAKC
Heo6xoAMMO nocne BCTPAXMBaHMSA MoMecTuTb nNpobupkm ¢ npenapatom AHK B MarHUTHbIN
wTaTtme. B cnydae, ecnim nocne BblAeNeEHNA HaaoCago4vHasa XMAKOCTb, coaep>Kallias BblAENEHHYIO
OHK, 6blna nepeHeceHa B HOBble MpPobMPKM, UEHTpUdYrMpoBaHMe nocne BCTPSAXMBAHUSA
MpomM3BOANUTCS B TedeHne 3-5 C Ha MUKpoueHTpudyre-sopTeKkce.

2. 0na npefoTepalleHmns KOHTaMUHauun cneayet nepeq sHeceHmeM OHK oTKpbIiBaTb KPbILLKK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIA obpasel, M 3akpbiBaTb UX nepes

BHeceHueM cneaytollero. MpenapaTbl AHK cneayeT BHOCUTb HaKOHEYHUKAMKU C PUALTPOM.

7.2.10 BHecuTe B COOTBETCTBYHOLLME NPOMapKMpOBaHHble Npobupkn no 5,0 MkA BblAENEHHOrO
13 obpasuos npenaparta OHK (kpome npobupok gna KO n K-).
7.2.11 BHecuTte B npobupkn, npomapkumpoBaHHble <«K-», no 5,0 Mka oTpuuaTenbHOro

KOHTponbHOro obpasua, npoweawero atan sbigenedus AHK (n. 7.1).
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7.2.12 Tlpwn ucnonb3oBaHuM Habopa peareHTOB B Komnnektauum N°2: BHecuTe B npobupku,
npoMapkmpoBaHHble «KO», no 5,0 MK/1 COOTBETCTBYOLWENO KOHTPOALHOIro obpasua.

7.2.13 UeHTpndyrmpynte npobmpkmn Ha MUKpoLEeHTpudyre-sopTekce B TedeHme 1-3 c.

7.2.14 YcTtaHoBUTe Bce nNpobupkn B 610K AeTekTupytowero amnamdpunkartopa.

7.2.15 3anyctute nporpamMmmHoe obecnedeHune RealTime_PCR, B pexunme «Pabota ¢ npubopom».
[ob6aBbTe COOTBETCTBYIOLWMI hann c napamMeTpamu Tectal. [lanee n npu nocaeayoLmx
rnoctaHoskax JAobaBbTe B MNPOTOKOS COOTBETCTBYKOLWME TeCTbl WAW UCMNONb3ynuTe
MHOIOTECTOBbIN PEXWUM, YKaXuTe KOINYeCTBO U uAeHTUduUKaTopbl ob6pasuoB, B TOM
yucne oTpuuUaTeNbHbIX KOHTPO/bHbLIX 06pa3uoB, OTMETbTE pacrnosioXeHne nNpobmpok Ha
MaTpuue TepMobsioka B COOTBETCTBMU C UX yCTaHOBKOM (CM. 7.2.14) n nposeauTe MLUP.

7.2.16 T[lpu BbIGOpe TeCTa B OKHE «3anyCcK nporpaMmMbl aMmnandukaunm» AomkKHa oTobpaxaTbcs

nporpamMMa, npusenéHHas B Tabnuue 4.

MpuMeyaHne - Tun NpobupKkM ANS OTPULATENBHbIX KOHTPOSIbHbIX 06pa3uoB (K-) M KOHTPOJIbHbIX

obpasuos (KO) k Habopy cnenyeT ykasbiBaTb Kak «Obpaseu».

BHMUMAHME! PacnonoxeHune npobupok Ha MaTpuue TepMmobnoka AO0/IKHO  CTpoOro
COOTBETCTBOBATb NOPSAKY YCTAaHOBKM Npobupok B 6roke. a9 MHOroTeCTOBOro pexuma nopsaok

YCTaHOBKM NpO6MPOK ZOSIKEH CTPOro COOTBETCTBOBATbL NMOC/eA0BaTENIbHOCTU TECTOB B rpynne.

Tabnuuya 4 - lMporpamma amnandukaumm gns AeTEKTUPYROLWNX amnandukatopos ATnanT,
OTnpanm n OT-96

N2 Yucno Pexmm
y Temnepatypa, °C | MUH C ontuyeckux | At, °C Tuvn 6noka
6510ka LIMKNIOB .
n3MepeHun
80 2 00
1 1 LUnkn
94 5 00
94 0 30
2 5 LUnkn
67 0 15 v
94 0 5
3 45 LUnkn
67 0 15 v
4 25 0 30 1 Lmkn
«Kpusas
" nnaBneHns»,
5 25 0 15 50 v 1,0 At=1 °C;
TKOH=75 °C
6 102 XpaHeHue XpaHeHune
* — npu co3pgaHumn 6noka 5 otMeTuTb TN «KpuBasa nnaeBneHus»

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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8 PETrNCTPALMA PE3YJIbTATOB AMITNTIMOUKALIUN
8.1 Pernctpauma pesynetatoB [UP ocywecTBnsaerca aBTOMaTMyeCcKM C  MNOMOLLbIO

NporpaMMHOro obecneyvyeHus, NOCTaBASEMOro C aMMIMGUKATOPOM AETEKTUPYOLLUM.

8.2 Ha rpaduke 6yaer oTobpaxeHa 3aBMCcMMOCTb dUiyopecueHumm OoT TemnepaTypbl
nnaesneHns ansa kKaxgow npobupkn B Tepmobnoke. B Tabnuue cnpasa 6yaeT nokasaH
naeHtTudpukatop obpasua, HasBaHuMe  BbiBASEeMOro  nonammopdumsma U pesynbraTt
reHOTUNMpOBaHMUS Kaxaoro obpasua. Mo pe3ynbTataM aHanausa MOXHO cdopMumpoBaTb U

pacnedyaTtaTb OTYET.

8.3 B 6naHke oTBeTa yKa3blBalOTCA reHOTMMbl obpa3sua C KPaTKOM XapaKTEPUCTUKOWN W

3aKJ/TlD4YEHNEM NO pe3y/ibTaTaM reHOTUNNpoBaHUA.

9 YYET PE3Y/IbTATOB PEAKLIMU

9.1 YueT n nHTeprnpeTauus pesynbTaToB peakuun OCyLLEeCTBATCA aBTOMAaTUYECKN C NMOMOLLLIO

nporpaMMHoOro 06ecnequMﬂ, NnocTtaB/1IAEMOIo C AETEKTUPYOLWLNM aMI'I}'IMCbVIKaTOpOM.

9.2 Onsa Bcex obpasuoB nporpamma duKcupyeT pesynbtaT amnandukaumm reHomHon OHK
venoseka (BK). Ans koppekTHoi paboTbl Habopa peareHToB KOAM4YecTBO aHanmsmpyemon AHK

AO/MKHO 6bITb HEe MeHee 1,0 HI Ha aMnNAMdUKauMoHHYO Npobupky, 4yto cooTBeTcTByeT Cp < 32,0.

9.3 B obpa3uax, npoweawwux MUP n cogepxawmx AOCTaTOYHOE A1 KOPPEKTHOrO aHanusa
konudecteo [JHK, nporpamMma onpeaensiet reHoTun uccneayemoro obpasua, KoTopbii oTobpaxxéH

B Tabnuue B rpade «MonnumMopdumsam».

9.4 B koHTposnbHbix ob6pasuax (KO) k Habopy peareHToB AosmkeH O6biTb onpeaené

COOTBETCTBYOWMI reHoTmn (cM. Tabnuuy 3), KoTopbii oTobpaxxéH B Tabnuue B rpade «Monmmopdnam».

9.5 Ona obpa3uoB C HegoCTaTOYHbIM ANns aHanmsa konndectBoM [JHK (MeHee 1,0 Hr Ha
aMmnandunkaumoHHyto npobupky, Cp > 32,0 Ha kaHane pgetekuun BK), nporpamma onpegenser
HeAOCTOBEpPHbIN pe3ynbTaT:

B cnydae nonyyeHus HeAOCTOBEPHOro pesynbTtaTta TpebyeTcsa noBTOpHOE npoBefeHue
MUP c umerowmmcsa npenapatom AHK, nub6o nostopHoe BbiaeneHmne AHK n noctaHoska MUP, nnéo

MOBTOPHOE B3ATUE KNINHNYECKOIO MaTepmnasna (BbII'IOJ'IHFIETCH I'IOCJ'Ie,EI,OBaTeJ'IbHO).

9.6 Ons obpasuos ¢ AocTaTouHbIM AN aHanusa konudectsom AHK (Cp < 32,0) nporpamma

MOXET onpeaenaTtb COMHUTENbHbIN pe3ynbTaT ( ) cornacHo cneayowmM

napamMeTpaM aHanm3a noamMMopcusMoB:

- «AHanM3 Mo TeMmnepaTypHbIM MNMKaM» - TemnepaTypa nnaeneHuss npoayktos [ILP
OT/NIMYaeTcs OT 3agaHHoM 6onee, yeM Ha 3,0 °C;

- «Pa3HOCTHbIM aHanu3» - pasHuua Mexay 3a4aHHOM W NOosydeHHOM TemnepaTypamu
njaBjeHus No KkaHanaMm Fam u Hex B npeagenax ogHoOro reHoTuna cocraenset 6onee 2,0 °C;

- «HWmXXHMI nopor TemnepaTtypHOro Nuka» — TemnepaTtypHbir nuk (dF/dT) < 5,0.

Onsa Taknx obpasuos TpebyeTcs noBTopHoe npoBeaeHme MLUP.
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9.7 [ns oTpuuaTenbHbiX KOHTPOJIbHbIX 06pa3uUoB nporpamMMa (GUKCUpyeT HedoCTOBEPHbI
pesynuar:

9.8 Mpu nonydYeHnmn NONOXNTENBHOIO 3HadYeHns (onpeaeneHme reHotTuna) B oTpuuaTenbHOM
KOHTpOJSIbHOM 06pa3ue pesynbTaTtbl BCEN MOCTaHOBOYHOM CEPUWN CUUTAKOT HenLOCTOBEPHbIMK. B
3TOM C/fliydyae Heob6xoaMMO npoBeAeHWEe ChneumanbHbIX MeponpusaTUni  ANnsa  yCTpaHeHus

KOHTaMWHaUuunu.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N 3KCNJIYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLWECTBAAT B TEPMOKOHTEMHepax
C XJlafjlo3N1eMeHTaMn BCEMW BUAAMU KPbITOrO TpaHcnopTa Mpu TeMnepaType BHYTpuU
KOHTeMnHepa, COOTBETCTBYOLEN YCI0BMAM XPaHEHUS KOMMNOHEHTOB, BXOASILWMX B COCTaB
Habopa peareHTOB.

10.1.2 [onyckaeTcsi TpaHCropTMpoBaHue Habopa peareHToB, 3a MCK/OYEHMEM NosinMepasbl
TexHoTaq MAX, B TEpPMOKOHTEWMHepax C X/lag03/IEMEHTaMU BCEMM BMAAMU KPbITOro
TpaHCMopTa Npu TeMnepaType BHYTPU KoHTeHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

10.1.3 [JonyckaeTcs TpaHCNoOpTMpOBaHWe nosunMepasbl TexHoTaq MAX B TEepMOKOHTEMHepax
C Xn1ago3neMeHTaMm BCEMW BWMAAMW KpbITOro TpaHCnopTa MNpu TemnepaType BHYTpU
KOHTenHepa Ao 25 °C He 6onee 5 cyToK.

10.1.4 Habopbl peareHTOB, TPAaHCNOPTMPOBaHHbIE C HapYLIEHMEM TEMMNEpaTypHOro pexmma,

NMpUMEHEHNIO HE noaneXxart.

10.2 XpaHeHue

10.2.1 Bce kOMNOHeHTbl Habopa peareHTOB, 3a WCKAOYeHMeM noaummepasbl TexHoTaq MAX,
cnefyeT XpaHUTb B XONOAUNbHUKE MW XON0AUSIBHOW KaMmepe npu Temnepartype ot 2 °C
00 8 °C B TeyeHme BCero cpoka rogHoCTu.

10.2.2 TMMonuMmepasy TexHoTaq MAX cnepyeTt XpaHUTb B MOPO3MILHOM KaMepe npu TeMnepaTtype
OoT MUHYC 18 °C go MuHyc 22 °C B TeyeHne BCEro Cpoka rogHocCTu.

10.2.3 Cwmecu ansg amnamdukKauum cnegyeT XpaHnTb B XON0AUbHUKE UK XON0AUNBHON Kamepe
npun Temnepatype oT 2 °C go 8 °C B 3alLMLIEHHOM OT CBETa MeCTe B TeYeHne BCero cpoka
roAHOCTW.

10.2.4 Habopbl peareHTOB, XpaHWUBLUMECH C HapyLeHWeM periaMeHTUpOBaHHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXar.
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10.3 YkasaHu4 no akcrnsyatauumn
10.3.1 Habop peareHTOB A0OJ/IXEH MPUMEHSATLCS COr/TacHO AENCTBYIOLWEN BEPCUMN YTBEPXKAEHHOMN
WHCTPYKLUMM MO NPUMEHEHMIO.
10.3.2 [Ona nonyyeHuss [OCTOBEPHbLIX pe3ynbTaToB Heobxogmmo cTporoe cobntogeHne
WHCTPYKUMU MO NpUMeHeHuto Habopa peareHToB.
10.3.3 Tllocne BCKpbITUS YMakOBKM KOMMOHEHTbl Habopa peareHTOB crnefayeT XpaHuTb Mnpwu
cneayuwmx ycnoBumsx:
- KOMMOHEHTbl Habopa, 3a WckA4veHMeM nonmMmepasbl TexHoTaq MAX, cneapyet
XpaHUTb B XONOAUSIbBHUKE WU XONOAWUNBLHOM Kamepe npu TemnepaTtype ot 2 °C
0o 8 °C, B TeyeHune BCero cpoka roaHocTu;
- nonuMmepasy TexHoTaq MAX cneayetr XpaHuTb B MOPO3UILHOW KaMepe npu
TeMmnepaTtype oT MMHYC 18 °C go MuHyc 22 °C B TedeHMe BCEro cpoka rogHocTu;
- cMecn ana amnamdukauum cnegyet XpaHuTb B XONOAWNbHUKE MAW XONOAUABHOWN
Kamepe npu Temnepatype oT 2 °C go 8 °C B 3alMLWEHHOM OT CBeTa MecTe
B TeYeHme BCero cpoka rogHocCTu.

10.3.4 Habopbl peareHToB C UCTEKLWIMM CPOKOM FOAHOCTU MPUMEHEHUIO HE Noanexar.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 Mpn wncnonb3oBaHum Habopa peareHTOB B KAWMHUKO-AMArHocTuyeckow nabopatopuu
obpas3ylTcs oTxoAbl knacca B, KoTopble YTUIM3UPYHOTCS B COOTBETCTBMW C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHTOB, npulenlne B HENPUrOAHOCTb, B CBSA3W C MCTEYEHMEM CpOKa
rogHOCTW, MNOBpeXAeHWEeM YMNaKOBKW noanexaTt yTuamsauum B COOTBETCTBUM C TpeboBaHMAMMU
CaHllnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTne-mn3rotToeuTeb rapaHTupyert COOTBETCTBUE Habopa peareHToB
TpeboBaHMUAM TEXHUYECKMX YC/TOBUN MpU COBOAEHUN YCNOBUIN TPAHCNOPTUPOBAHUS, XpPaHEHUS

M 3KcnnyaTtaunn, yCtaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHocTu Habopa peareHToB — 12 MecsiueB npu cobnofeHMM BCEX YCOBUM

TPaHCNOPTUPOBAHUA, XpaHEHUA N SKCN1yaTauuun.

13 PEMOHT N TEXHUYECKOE OBCJ1Y)XUBAHMUE

Ha60p peareHToB npeaHasHa4veH And OAHOKPATHONo MCMNOJIb30BaHUA U HE NOANEXUT

TEXHNYECKOMY O6CJ'IY)KVIBaHVII'O N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1Ibl, UCNOJIb3YEMBbIE NPN MAPKUPOBKE HAGOPA PEATEHTOB
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15 NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-2019 EpgumHaa cucTeMa KOHCTPYKTOpPCKOM gokymeHTauum (ECKA). O6wwme
TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3pgenus MeauumHckme. [lpuMeHeHMe MeHedXMeHTa pucka K
MeANLMHCKUM U34enunsam.

FOCT P 15.309-98 Cucrema pa3paboTku M NOCTaHOBKU NPOAYKLUMU HA NPpON3BOACTBO. NCnblITaHUs
N Npuémka BbinyckaeMol npoaykumn. OCHOBHbIE MOSIOXKEHMS.

FOCT P 51088-2013 MeguuuHcKkue usaenus Ana ANArHOCTUKWM UMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TEeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHus K
n3genvsaM u NoAAepXuBatoLLei AOKYMEHTaUnu.

FOCT P 51352-2013 MeanumHckme nsaenus Ansg AMarHoCTUKU UH BUTPO. MeToAbl NCMbITaHUNA.
FOCT P NICO 18113-1-2015 MeauuumHckuMe usgenus Ana AuarHOCTUKM in vitro. NHdopmauwms,
npenocTaBfnsiemMas u3rotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeneneHus u obwume
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanumHckume wmsgenusa ansa AMarHOCTUKM in vitro. WHdbopmaums,
npegocrasnsieMasa narotosutenem (MapkupoBka). YacTb 2. PeareHTbl Ans ANArHOCTMKM in vitro
ANns npodeccuoHanbHOro NpMMeHeHus.

FOCT P NCO 23640-2015 W3penuna MeaumunHCKUE AN AWMArHoCcTMku  in vitro.  OueHka
CTabunbHOCTMN peareHToB A/18 AMarHoCTUKKM in vitro.

FOCT P NCO 15223-1-2020 W3pgenus  MeAULUMHCKME. CnmMBONGI, npuMeHseMble  npu
MapKMpoBaHUN MeAULMHCKUX U3LENni, Ha 3TUKEeTKax M B COMpPOBOAMTENbHOM AOKYMeHTauuu.
Y.1. OcHoBHble TpeboBaHuA.

FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopuun MeaULMHCKMeE. TpeboBaHus

6e3omnacHocTy.

MpuMMeyaHue - YKasaHHble Bbllle CTaHAapTbl 6blIM  AEACTBYIOWMMM Ha MOMEHT YTBEPXKAEHUS
WMHCTPYKLMM MO NpUMEHEeHUt0. B fanbHenwemM, npu nonb3oBaHUM LOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
LefCTBME CCbITIOYHbIX HOPMATUBHbIX JOKYMEHTOB Ha TEKYLLUUIA MOMEHT. EC/TU CCbINIOYHBIN JOKYMEHT 3aMeHEH
WA W3MEHEH, TO MNpU NPUMEHEHWM HACTOSLEro AOKYMEHTa CnefyeT Mo/b30BaTbCsl 3aMeHEHHbIM

(M3MEHEHHBLIM) AJOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpouseoacTBo HAabopoB peareHToB MMeeT cepTUdULMPOBAHHYIO CUCTEMY MEHeAXMEHTa
KayecTBa M COOTBETCTBYEeT TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadyectBa ISO 9001
B obnactu pa3spaboTkun, nponssoacTea u npogaxu IVD peareHToB 1 npnbopoB Ans MOSeKynsipHo-
reHeTMn4YecKon AnarHoCTnku, n apyroro nabopatopHoro npmMeHeHus, n EN ISO 13485 B obnactu
pa3paboTtku, npomssoacTtBa M npogaxu IVD peareHtoB m npubopoB Ans8 MegULMHCKON

MOﬂeKynﬂpHO-FeHeTMHeCKOM ANarHoCTuKu.

MpousBoautennb: O6WECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbI «[HK-TexHonorns TC»,
000 «AHK-TexHonorusa TC», Poccus.

Appec npoussoautensi: 000 «[HK-TexHonorna TC», Poccma, 117246, r. MockBa, npoesg

HayuHbin, a. 20, ctpoeHue 4.

Mecto npomsBoactBa: OO0 «[HK-TexHonorma TC», Poccus, 117246, r. Mocksa, npoesf

HayuHbin, a. 20, ctpoeHue 4.
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