2 dopmyaa 2eHa

BCR::ABL mix

Habop peareHTOB AN1A O4HOBPEMEHHOIO BbIABE€HUA
TPEX TUNOB XUMepHoro TpaHckpunta BCR::ABL1

meTtoaom lNLUP B pexXnme peanbHOro spemeHu

BAPUAHT XMMEPHOro TpaHCKpUNTa reH
p210 BCR::ABL1
p230 BCR::ABL1
p190 BCR::ABL1

NHCTPYKLUMA MO NPUMEHEHUIO

Bep. mai 2023 r.



OpHoOM M3 NpPUYUH pPa3BUTMA HOBOOOpPA3oBaHMIK KpPOBM ABNAETCA
BO3HWMKHOBEHME XPOMOCOMHOW TpPaHC/AOKaumu t(9;22), HasbiBaemol
TakKe «dunagenpouiickor xpomocomoin» (Ph-xpomocomolii). B
pe3ynbTaTe TPAHC/NOKALMN B KAETKaX KPOBM BO3HWKAET reHeTUYecKui
Aedekt — xumepHoln reH BCR::ABL1. Pe3ynbTaTom 3KCNpeccum 3Toro
reHa CTaHOBUTCA aedeKTHbIN 6enokK TUPO3UHKUHA3a,
obycnosnusatowmii 6€CKOHTPONbHOE AeneHne KNneTok. B 3asBncmmocTn
OoT mecTa paspbiea JHK npu TpaHCcnOKaLmm, NPpOAYKTbl SKCNPECccmMn reHa
BCR::ABL1 — mPHK, 610K — MetoT pa3nnyHyIo A/IMHY U MONEKYIAPHYIO
maccy. Hanbonee yacto BcTpeyaemMblt BapuaHT reHa (p210) kogupyet
6enok ¢ maccoi 210 kla n BcTpeyaeTca B 95% cnyyaeB 3aboneBaHus
XPOHUYECKMM MUENONIEMKO30M, ABNAACH €r0 BaXKHENLUMM MapKepoMm, a
TaKXe, XOTb W 3HAYMTENIbHO peXke, NMpu OCTpom nmumdonenikose U
OCTPOM MUenonenkose. [pyroit BapuaHT xumepHoro reHa (p230)
Kogmpyer 6enok ¢ maccorn 230 kK[da wn paccmaTpuBaeTcs Kak
reHeTUYEeCKNN MmapKep HEUTPOPUIBHOTO XPOHNUYECKOTO MUENONENKo3a.
BapuaHT camaHma pl90 udawe Bcero BCTpeyaeTcA MpU  OCTPOM
nmmooneiikose. BbianeHne TpaHckpuntos BCR::ABL1 p210 mn p230
ABNAETCA Ba*KHbIM KaK MpPW AMArHOCTMKE, Tak M MPU MOHUTOPUHre
9G}EKTUBHOCTM NeYeHUA XPOHUYECKUX MUENONEeNKO30B, a TaKXkKe
OoTAeNbHbIX POopM OCTPbIX NeMKO308, a p190 npu ocTpom numdonenkose
(KnuHnyeckne  pekomeHZauMM NO  AMATHOCTUKE W IeYEHUIO
XPOHUYECKoro muenonenkosa, 2018 r).

Habop peareHTOB npegHasHayeH ANA KayeCTBEHHOro BblABAEHUSA
XumepHoro TpaHckpunta BCR::ABL1 metogom T[ILUP B pexume
peanbHOro BpemeHun. AHanmsmpyemolm matepuanom asndaetca KAHK,
NMony4eHHas C MNoOMOLWb 06paTHOM TpaHcKpunuum wn3  PHK,
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BblAE/NIEHHOM U3 NIEKOLUTOB LEe/IbHOM KPOBW. Pe3ynbTaToM aHanu3a
ABNAETCA YCTaHOBJEHME HaAnumMa WAW  OTCYTCTBUA  XMMEPHOro
TpaHckpunTa BCR::ABL1 B 06pasue yenoseka. Habop npeaHasHaueH ans
NPo¢deCcCMOHaNbHOIO MCMNONb30BAHUA W CAYXWUT BCNOMOraTe/ibHbIM
cpeactBomM  ANA  AMArHOCTUKM  MAUMEHTOB C NOo4O3peHuem Ha
XPOHUYECKYIO MUENOUAHYIO OMYXO0/ib.

Habop peareHTOB MOXeT OblTb  WCNOAb30BaH B  KJIMHUKO-
ANArHOCTUYECKMX NlabopaTopmaX MEAMUMHCKUX  YUYPEXAEHUIA W

Hay4YHO—MUCChenoBaTen bCKOW npakKTukKe.

2.1 NMpuHUuMn meTopa
MeTopa BblAaBNAeHUA XxumepHOro TpaHcKkpunTa BCR::ABL1 ocHOBaH Ha:

o AMnanduKauumn c aeTeKkuMen B pexMme «peanbHOro BpemeHu» C
ncnonb3oBaHnem 30HA0B TagqMan. PesyabtaT amnandukaumm
perucTpupyeTca no KaHanam ¢ayopecueHumn FAM, HEX, ROX u Cy5.
B KauecTBe reHa «AOMalLHEro Xo03sMCTBa» (41 HOPMAAM3auuM
pesynbTaTtoB) ucnonb3yetca reH ABLL.

e [lns aHanusa Tpebyetca nposedeHue MUP B oaHoM npobupke Ha
OAHOro NaumeHTa.

e [lnAa BCex nNpobupoK onpeaenseTcA MNOpor ObBHapyKeHus
dnyopecueHTHOro curHana (Ct) (HeobxogMmo Mcnosb3oBaTb pacyeT
Ct cornacHoO  MHCTPYKUuK nporpammHoro  obecneyeHue
ncnosnb3yemoro npubopa).

e Hanuune unmn oTcyTCcTBME MyTauuwm onpegensaeTca no 3HaveHuto Ct
(cm. AHanu3 u yuet pesynbTaToB).

e [IKO npepcTtaBnaeT coboit BekTop C yyactkamu AHK, Hecywumum
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ncenenyemble TpaHCNOKaUUMM U reH BHYTPEHHEro KOHTPOAA.

e OKO He coaepUT nocnenoBaTeNIbHOCTU UCCNeayeMbIX FrEHOB.

2.2 CoctaB Habopa 1 popma Bbinycka

Habop paccuntaH Ha nposegeHne 50 TecToB, BKAOYAA MO3UTUBHBIN U
HEraTMBHbIA KOHTPOMU.

Habop pearentoB «BCR::ABL mix» BbinycKkaetcA B OlHOM BapuaHTe
NCMOZIHEHMUA.

Habop peareHtoB «BCR::ABL mix» BbiNnyckaetcA B  OZAHOM
KOMMNAEKTaALUMN.

Habop nocraBnserca B MNAaCTUKOBOM KOHTelHepe. Bce peareHTbl
pasnnTbl B NNACTUKOBble repmMeTMyHble (GMIaKOHbI € LLBETOBOWM
KOAMPOBKOM STUKETOK W KPbILLEK.

Bce KomnoHeHTbl Habopa roToBbl K UCNO/Ib30BaHMIO, B cOCTaBe Habopa

OTCYTCTBYHOT !'IMO(I)MI'IVBOBaHHbIe KOMMOHEHTDI.



B coctaB Habopa BxoAuT:

HasBaHue OnucaHue 06bem, MKn Kon-Bo
(wr)

PeakumoHHaa cmecb Mpo3payHan 900 1
*KUAKOCTb

Tag-noanmepasa Mpo3payHasn 32 1
KUOKOCTb

MonoxntenoHbIn Mpo3payHasn 100 1

KOHTPO/bHbIN *KUAKOCTb

obpase (MKO)

OTpuuaTtenbHbIn Mpo3payHasn 100 1

KOHTPOJIbHbI *KNAKOCTb

obpaseu, (OKO)

NHCTpYKUMA No _ - 1

NPUMEHEHUIO

MacnopTt - - 1




KoHmpons pabomer Habopa. Kaxabih Habop CHabyKeH BHYTPEHHUM
KOHTPONIEM, COAep’KallMm nparimepbl, cneunduyHble K y4acTKy reHa

«JoMmMallHero xo3ancrea» ABLL.

YyecmeumesnibHOCMb.  AHANUTUYECKAA 4YyBCTBUTENbHOCTb MeToAa
coctasnaeT 20 Konui xmmepHoro TpaHckpunta BCR::ABL1 B peaKuuu
nup.

CneyugpuyHocms. AHANN3 HaAEXKHO BbIABNAET TONbKO TPAHC/NOKaLMIO
BCR::ABL1, BapuaHTbl p210, p230 n p190.

1 Habop He coaep:KUT BELWECTB W MaATeEpUanoB, TPeObYyOLNX
obecneyeHuna cneumanbHblx mep 6€30NacHOCTU, U He NpeacTaBaseT
OMacHOCTM ANA Nto4el B TeYeHWe BCero CpoKa roaHoCTu.

2. Bce KOMMOHEHTbl Habopa HETOKCMYHbl AnA 4esioBeKa B
MCNONb3yeMbIX KOHUeHTpauuax. MNpu nonagaHnuu Ha KOXY Wau
CAnsuncTble 060N04YKM KOMMOHEHTOB Habopa MecCTO KOHTaKTa
Heo6Xxo4MMO NPOMbITb 60/IbLLIMM KONIMYECTBOM BOAbI.

3. ToTeHuManbHbIK PUCK NpUMeHeHus Habopa — knacc 26 (Mpukas
MuHucTepcTBa 34paBooxpaHeHna Poccuitckot ®epepaummn oT 6
nioHs 2012 r. No 4H).

4. Mpun wncnonb3oBaHMM Habopa HeobxoaMMO NONb30BaTbCA
O0AHOPA30BbIMM NEepYaTKAMM, UCMONb30BATb U MEHATb MPU KaXKa0Mn
onepaumu OAHOPA30Bble HAKOHEYHUKM ANA aBTOMATUYECKUX

NMNNETOK C a3pP030JibHbIM 6apbeporv\.

5.  OpHopa3oByl NIACTUKOBYO Mocydy HeobxogMmo cbpacbiBaTb B
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cneumasnbHbIN KOHTENHEpP, coaeprKalnii aesnHdnumpytouee cpeacTso,
KOTopoe MOXeT 6biTb  MCNoNb30BaHO Ana  obe33aparkuBaHusA
MeAUNLMNHCKUX OTXO4,0B.

He ponyckaeTtca ucnonb3oBaHMe OA4HWUX U TEX Ke HAKOHEYHWKOB
npu A06aB/IeHNM pa3HbiXx 06pa3LoB.

AHanu3 NpoBOANUTCA B ABA 3Tana B ABYX OTAENbHbIX MOMELLEHNAX
(30Hax).

Bce nabopatopHoe ob6opygoBaHMe, B TOM 4MC/Ae TMNUMNETKM,
WTaTMBbI, N1abopaTopHasa nocyaa, a Takke Bce paboume pacTBopbl
[OMKHbI ObITb CTPOro CTaLMOHAPHbIMU. 3anpeLaeTca UX nepeHoc
13 04HOro NOMeLLEeHNA B apyroe.

lNNoBepXxHOCTM CTONOB, a TaK}Ke NOMELLEHUA, B KOTOPbIX MPOBOAMUTCA
noctaHoBKa MUP, nonxkHbl 06A3aTeNbHO A0 Ha4ana 1 Nocne Havyana
paboT 061y4aTbCA yAbTPAadMONETOBLIM CBETOM.

Bce ucnosib3oBaHHble OAHOPA30Bble MaTepuanbl NoAaBepraTb
obpaboTtke Ae3MHOMUMPYOWMMU CPeacTBaMU C MOCAeAyHoLLel
yTuAnsaumei.

KnioueBoli mepoli npeaocTopoXKHOCTU npu paboTe ¢ Habopom
aBnaeTca cobnogeHne TpeboBaHui, nsnoxKeHHbix B FOCT P 52905-
2007 «Jlabopatopum meguumnHckme. TpebosaHMA 6e3onacHOCTMY,
yTBepKaeHHOM  [pukasom  dPegepanbHOro  areHTCTBa  NO
TEXHUYECKOMY PEryaMpoBaHMIoO U MeTpoaorium ot 27 gekabpa 2007
r.

AmMnanduKaTop AETEKTUPYIOLUNA,
MuKpoueHTpudyra TMna «BopTeKcey.



3. OpHOpa30Bble HAKOHEYHWUKM ANA NUNETOK NepeMeHHOoro obbvema c
a3p030/ibHbIM 6apbepom 0 10 mKka, 100 mka n 1000 mKA.
CTepunbHbIN NaMUHAPHbIN WKaod.

XonoanNbHUK C MOPO3MIbHOM Kamepoi oT -24 ao -16°C.
OpHopasoBble  NOAMMPONUIEHOBbIE  3aBUMHYMBAOLWLMECA WU
NIOTHO 3aKpbiBatOLMECA MUKPONPOOUPKM 06bemom 1,5 mn.

7. OTpenbHbl Xanat u 04HOPA30Bble Pe3MHOBbIE NepYaTKu.
CtepunbHble MuKponpobupkn ansa MUP o6bemom 0,1 - 0,2 mKA.
ABTOMaTMYECKME NMUMNETKN NEPEMEHHOIO 06beMa.

B KayectBe 0bpasua Heobxoammo ucnosnb3oBatb KAHK, nonyyeHHyro
nocne nNpoBeAeHMA peakuum obpaTHOM TpaHcKkpunuuu us  PHK,

BbIAGHEHHOVI n3 HepMd)equECKOVI KpOoBWU U1 KOCHOIo Mmo3ra.

TpaHcnopTupoBaHMe  Habopa  HeobxoaMmo  MPOM3BOAUTL  C
XNago3eMEHTaMM He Jonyckas anuTtenbHoro (6onee 12 yac
pasmopaxknsaHus). Heobxoammo m3beratb mHorokpaTHoro (6onee 20
LMKNOB) 3aMOpaXKMBaHUA-Pa3MOPaXKUBaHUS. TpaHCcnopTUPOBKa
Habopa peareHTOB MOXKET MPOM3BOAMUTLCA B TEPMOKOHTEMHEpax C
cobnogeHnem HeobxoAMMbIX TemMnepaTypHbIX PEXMMOB BCEMU
BMAAMM KPbITOTO TPaHCNOpTa B COOTBETCTBMW C MNpaBuAamMu,
YCTaHOB/IEHHbIMM HA A@HHOM BUAE TPaHCMNopTa.

TpaHCNOPTUPOBKA M XPaHEHME O0MKHbl OCYLLECTBAATLCA B YNaKoBKe
npeanpuATUA-U3rOTOBUTENS B CYXOM, 3aLUMULLIEHHOM OT CBeTa mecTe B

TeyeHne BCero Cpoka roaHOCTn C CO6I'IIO,CI,€HM€M HeO6XOAMMbIX
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TEMMNEPATYPHbIX PEKMMOB.
Habop peareHToB, TPAHCMOPTUPOBABLUMIACA MWW XPAHUBLUMICA C

HapyLeHMeM TEMMNEPATYPHOIO peXnUma, NPUMEHEHUIO HE MNOANENKMUT.

CpoK rogHocTu Habopa coctasnseT 12 mecAueB ¢ AaTbl NPOM3BOACTBA
npu cobNogeHUN YCNOoBUIA TPAHCMOPTUPOBKU M XpaHeHus. Henb3ss
Mcnonb3oBaTb HAabop Mocne ycTaHOBNEHHOM AaTbl OKOHYaHUA CPOKa
rogHoctu. CpoK rogHOCTU U YC/IOBUA XPAaHEHWUA BCKPbLITbIX pPeareHToB
COOTBETCTBYIOT CPOKY FOAHOCTM U YCNOBUAM XPaHEHMA, YKa3aHHbIM Ha
3TUKeTKe AN1A HEBCKPbITbIX peareHToB.

Habop npepHa3HayeH A1 nNpodeccMoHanbHOrO MPUMEHEHUA U

A0/ KEH NCNONb30BaTbCA O6y‘—IeHHbIM nepcoHanom.

10.1 MoaroTtoBKa peareHTOB
Bce KOMNOHeHTbI Habopa roToBbI K UCNOb30BAHMIO.
10.2 Mpouepypa TectTMpoBaHUA

1. JoBecTn Bce KOMMNOHEHTbI Habopa A0 KOMHATHOW TemnepaTypbl,
Kpome Tag-nosmmepasbl, TWATENbHO NepemellaTtb Ha BoOpTeKce.
LleHTpudyrmposatb 5 cek npu 5 Tbic 06/MUH Ha MUKpoLeHTpudyre
ana cbpoca Kanesb € KpblweK Npobupok.

2. NoarotoBnTb HeobxoauMble 06beMbl peakLMoHHOW cmecn ana N
npob cornacHo Tabaumue 3. B pacyéTt BKAOYEHbI NocTaHoBKM OKO 1
MKO. TwaTenbHoO nepemeluaTb Ha BopTekce. LeHTpudyrmposaTb 5
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ceKk npu 5 Tbic 06/MMUH Ha MUKpoLeHTpudyre ana cbpoca Kanenb C

KpbilleK NpobunpoK.

Tabnuua 3. Pacyét Heobxoammoro Konndvectsa MNLUP-cmecen ans

aHanusa N-npob

Kon-so
Kon-Bo Taq-
HassaHue cmecn Kon-so cmecu, mkn MUKpONpobupoK
nonumepasbl, MKN
ana nupP
PeakumMoHHas cmecb (N+2)*15 (N+2)*0,5 N+2

Tag-nonmmepasy HeobXoAMMO WCMO/Ib30BaTb HEMOCPEACTBEHHO M3 MOPO3U/IbHOM Kamepbl. ocne
nobaBneHna B peakUMOHHbleE CMEecU HemeaneHHO ybupaTb B MOPO3U/bHYIO Kamepy. He
pasmopaxkusatb!!!

3. OTob6patb HeobxoaMmoe KOAMYECTBO MUKponpobupok gna MLUP.
PacueT KonMyecTBa MMKPOMNPOOMPOK OCyLLECTBASETCA UCXoaa M3
TOrO, YTO KaXabln obpasel, nccneayetca ogHo MLUP-cmecu, Kpome
TOro, ocyuliectsnserca nocraHoska MKO n OKO (tabauua 3).

4. BHecTM B Kaxayro Mukponpobupky ana MUP no 15 mkn
COOTBETCTBYIOLLEN PEAKLMOHHON CMecH.

Pasmopo3uTb uccnegyemole obpasupbl, NMKO n OKO.

BHecTM B NpPOGMPKM C peakuMOHHbIMKM cmecamn no 10 mkn
nccnegyembix ob6bpasyos KAHK, KO wn OKO, wucnonbsya
HAaKOHEYHUKM C  a3p030/bHbIM 6apbepom. MpobupKn
KpaTKOBPEMEHHO NepemMeLLaTb Ha BOPTEKCE.

7. NomectTnTb NPObUPKK B amnandpukaTop. YCTaHOBUTb Nporpammy
amnandukaunmm m agetekummn GAyopecueHTHOro curHana (cm.
Tabnuuy 4).
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Tabauuya 4. Npotokon MUP

Lunkn War Mostopos | Bpema | Temnepa- Kamepa
Typa
1 1 5mMuH | 95°C
2 1 50 15¢ 95°C
2 60 c 60°C BkntoyeHa
(FAM, HEX,
ROX, Cy5
KaHasbl)

10.3 AHanu3 n yyért pesynbraToB

MonyyeHHble p[aHHble — KpuBble HakonneHuAa ¢ayopecueHTHOro

CUTHaNa aHaNM3MpPYlTCA C MOMOLLBID MPOrpammHoOro obecneyeHus

ncnonb3dyemoro npmbopa ana nposeaeHus MNLUP B pexxume «peanbHOro

BPEMEHU» B COOTBETCTBUMN C MHCTPYKLMEN K Npnbopy.

1 Onpegenutb noporosbin umkn (Ct) ana Kaxgon npobupKu.
Heobxoammo wucnonb3oBatb pacyeTr Ct COrnacHO WMHCTPYKUMK
nporpammHoro obecneyeHne ucnonblyemoro npubopa. MMpwu
HanuumMe HenuHerHou obnactm onoopecueHUMNn Ha NepBbixX
umknax MUP peKkomeHayeTcs BOCNONb30BaTbCA  PYHKUMEN
nporpammHoro obecnevyeHua ANA yaaneHUA NepBbiX HECKONIbKUX
LUMKN0B amninduKaumm?,

2. TMoporosbie Uukbl cmeceit OKO JomkHbI 6biTb 6onee 407, nHaye

pe3ynbTaTbl BCexX ncenenyemblix O6pa3LI,OB CYHUTAlOTCA

! Hanpumep, B nporpammHom Komnnekce CFX Manager (ana npubopos Bio-Rad CFX)
BblOpaTbh B MeHto «Settings->Cycles to Analyze» v yCTaHOBUTb HauyaNbHbIN LIMKA,
HaYMHaOLWMINCA B IMHENHOM 061aCTy.

* BennumHa 3TOrO NapameTpa 3aBMCUT OT MCMONb3yeMoi mogenn amnaudukatopa. B

HaCToALLEeM MHCTPYKUMKN NpUBeAeHbl 3HaYeHua ana npubopa CFX96 (BioRad).
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HeA0CTOBEPHbIMW.
Moporosbiit UMKkA Bcex npobupok MKO gomkeH 6biTb MmeHee 357,
MHaye pes3ynbTaTbl BCeX wuccnegyembix 06pasuoB cymTatoTCA
HeA0CTOBEPHbIMW.

Moporosble LMKAbI BceX NPOBUPOK He AO0MKHbI BbiTb MeHee 15°.
HecobniopeHne 3Toro ycnoBuAa yKasbiBaeT Ha M36bITOYHOE
konundyectso KAHK, no6aBneHHoe B npoby. Heobxoanmo noBTOPUTL
aHaNu3 c npeasapuTenbHbim passegeHnem KAHK.

Ana wHTepnpeTauun pesynbTaTa HEO6XO,£I,VIMO Mcnonb30BaTb

cnepytowyto Tabanuy:
KaHan getekuumn
Pe3synbrar
FAM HEX ROX Cy5
TpaHcnoKayma
+ — — + BCR-ABL,
BapuaHT p210
TpaHcnoKayma
+ — + + BCR-ABL,
BapuaHT p230
TpaHcnoKauua
+ + — + BCR-ABL,
BapuaHT p190
TpaHcnoKauua
— — — + BCR-ABL  He
obHapykeHa
— nm Huskoe
no3aHuUM coaepKaHune
BbIXOA4, KOHK

«+» - Hannune GNyopecLEHTHOro CUTHAsIA MO YKa3aHHOMY KaHany
«—» - OTCyTCTBME GNYOPECLIEHTHOrO CUrHaMa MO YKasaHHOMY KaHany
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3TOT TecT [JaeT KOAMYeCTBEHHble pe3yabTaTbl M MOKasblBaeT
npucyTcTBME MyTaLmii B 0b6pasue, YTO He JOMKHO PAaCCMATPMBaTLCA KakK
€ANHCTBEHHbIN KpuTepuit gna amarHoctukn XMJI. TaK e, Kak 1 npu
nobom Apyrom AMArHOCTUMECKOM TeCcTMPOBaHMW, BCe pe3yabTaTbl
[O/IKHbI BbITb HTEPNPETUPOBAHbBI BMECTE C KIMHUYECKUMWU AAHHbBIMMU,
KOTOpbIMM pacnonaraeT Bpau.

Mpwn pabote c uccnegyembimn obpasuamum M OTXogamu cnepyet
cobnogatb Mepbl NPeaoCTOPOXNKHOCTM, NPUHATbIE Npu paboTe c
NOTEeHLMaNbHO MHPEKLMOHHBIM MATEPUANIOM.

OcHoBHble npasuna paboTbl M3N0XKeHbl B «MHCTPYKLUMM NO Mepam
NpPodUNaKTUKM pacnpocTpaHeHns MHPEKUMOHHbIX 3aboseBaHMn npwu
paboTe B  K/AMHMKO-OAMArHOCTMYECKUX nNabopaTopusax neyvebHo-
NPOPUNAKTUYECKUX YUPEXAEHUNY, yTBEPHKAEHHON MuH3gpasom CCCP
17 auBapa 1991 r. u meTogMyecKMx yKasaHumax MY-287-113
(«MeTogmueckme yKaszaHuA No Ae3nHobeKLmm, npeacTepuan3alMoHHOM
OYUCTKE WU CTEpPUAU3ALUN U3LEeNUN MEeAMLMHCKOro HasHavyeHua»,
YTBEPXKAEHHbIX AernapTaMeHTOM roccaHanuaHagsopa MwuH3sgpasa PO
ot 30.12.1998 r.). Hopmbl KOHTpONsA, Ae3nHbEeKUMU U YTUAU3aLuumn
n3noxeHbl B [loctaHoBAEHMM [NaBHOrO rocyAapCcTBEHHOrO CAHUTAPHOIO
Bpaya PP ot 9 gekabpsa 2010 r. Ne163 «06 ytBepxaeHun CanllnH
2.1.7.2790-10 «CaHuTapHO-aNMAEMUONOTNYECKME TpeboBaHMA K
06palLeHNIO C MEOULIMHCKMMM OTXO43aMMUY.

[e3snHopeKkunto, a TaKXKe YTUAM3AUMIO WKW YHUYTOXKeHue Habopos
peareHTOB U OTXO40B cneayeT NpoBoauTb B cooTseTcTBun ¢ CanllunH
2.1.7.2790-10 «CaHuTapHO-aNMAeMunonornyeckme TpeboBaHMAa K

0bpalleHno ¢ MeAULIMHCKUMM oTXoAamm» u MY-287-113
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«MeToaunyeckme ykasaHus no aesvHpeKkunmn, npeacrepmuain3auMoHHON
OYUCTKE U CTEPUNU3ALNMN U3LENUNA MEAULLMHCKOTO Ha3HaYeHUs».

Bo3moOXHble TUNbI OoTX0408B:

. BCE KOMMOHEHTbI Habopa peareHTos, ocTaBLmecn
HEMCNOoNb30BAHHbIMM MO  WUCTEYEHWW CPOKA TFOAHOCTM Habopa
peareHToB, M yNakoBOYHasn Tapa (Knacc A);

* LCNONb30BaHHblE B Xo4e PaboTbl Habopa peareHTOB KOMMOHEHTbI
(knacc b);

e BblaeneHHaa [HK B antounpyowem pacteope, He UCNOAb3yeman Ans
AaNbHENLWNX UccnenoBaHUii AN apXMBHOTO XpaHeHus (Knacc b);

« amnandukaT, obpasosasLniica nocne nposegeHua MLUP-PB (knacchb).

KomnoHeHTbl Habopa peareHTOB, OCTaBLWIMECA HEMUCMOIb30BAHHBIMM MO
NCTEYEHUN CPOKa roA4HOCTU, MMEIOT KAacC ONAacHOCTU A Ha OCHOBaHMUMK
CaHlMuH 2.1.7.2790-10 «CaHWUTapHO-3NNAEMUONOTNYECKNE TPEeOOBaHUSA
K 0BpaLLeH1IO C MEAULMHCKMMM OTXOL4AMMU».

C60p oTX04,0B KNacca A OCyLLECTBAAETCA B MHOTOPa30Bble EMKOCTU UK
OfHOpa3oBble MakKeTbl. LiBeT nakeToB MoxeT ObiTb Atoboin, 3a
WUCKNIOYEHMEM  KeNToro UM KpacHoro. OpHopasoBble  MaKeTbl
pacnoiaraloTcA Ha cneLmanbHbIX TeNEXKax AN BHYTPU MHOrOpa3oBbIxX
KOHTeMHepoB. EMKOCTM ana cbopa OTXOL40B U TENEXKKM L0NXKHbI ObITb
npomapKkuposaHbl "OTxoapl. Knacc A". 3anofHeHHble MHOropasoBble
€MKOCTU UNM OAHOPa30Bble MaKeTbl AOCTAaBAATCA C UCNOb30BAHNEM
CPEeACTB Masio MeXaHW3auMuM U NepPErpyKatTca B MapKUPOBaAHHbIE
KOHTEWHepbl, NpeaHa3Ha4YeHHble ana cbopa OTXOA40B JAHHOrO Knacca,
YCTaHOB/IEHHbIE HA CMeLManbHOM NaoWaaKe (MomeLeHUn).
KoMnoHeHTbl, UCNONb30BaHHbIE B X04e paboTbl Habopa peareHToB, U

BblaeneHHaa [OHK B antoupylowem pactsope, He Mcnosib3yemas Ans
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AaNbHENIWNX UCCNea0BaHUM U apXMBHOTO XPaHEHWsi, MMEeKT Kaacc
onacHoctM b Ha ocHoBaHuu CaHnllnH 2.1.7.2790-10 «CaHuTapHo-
anMaemmonornyeckme TpeboBaHUA K 06palLeHUo C MeAULUHCKUMMU
OTXO4aMM».

Otxoabl Knacca b nopgnexatr ob6AsaTenbHoMy o6e33apakKMBaHMUIO
(nesnHdekummn)/obesBperkMBaHMIO. Bbibop meToza
obe33apaxuBaHua/obe3BperkMBaHUA onNpeaensieTca BO3MOMHOCTAMM
opraHusauuu, ocyLecTBAAOLWEN MeAULNHCKYIO n/mnu
bapmaueBTMYECKYIO OEeATeNbHOCTb, U BbINOMHAETCS Npu paspaboTke
cXembl 06paLLeHmA C MEAULIMHCKMMM OTXO4aMU.

OTtxopbl Knacca b cobupatoTcs B 04HOPA30BYIO MATKYHO (NaKkeTbl) nau
TBEPAYIO (HENPOKa/biBaEeMYO) YaKOBKY (KOHTEMHEepPbI) XenToro uBseTa
WA MMEIOLLME KEeNTylo MapKMPOBKY. BblGOp ynakoBKM 3aBUCUT OT
MOpP$OIOrMYECKOro cocTaBa OTXOA40B.

Ona cbopa OpraHUYecKMx, MKUAKUMX OTXO4O0B Knacca b [o/KHbI
MCNONb30BaTbCA OAHOPA30Bble HemnpoKa/biBaeMble BAArocToinKkue
€MKOCTU C  KpbIWKOW  (KOHTeWHepbl), obecneumBalowen  ux
repmMeTU3aLmio U UCKAKYatoWwen BO3MOXKHOCTb CaMOMNpPOM3BObHOO
BCKPbITUA.

He npumeHumo.

He npumeHnmo.

MpeanpuaTMe-U3roToBUTEb  rapaHTMpyeT cooTBeTcTBMe Habopa

TpeboBaHnam TY npu cobNOAEHUN YCNOBUIA TPAHCMOPTUPOBAHMSA,
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XpaHEHNA U NPUMEHEHNA.

Mo Bonpocam KayecTtBa Habopa cneayet obpauiatbca B8 000 «Popmyna
reHa» no ¢akTuyeckomy agpecy: 660036, Poccua, r. KpacHospck, yAa.
AKagemropogok, a. 50, ctpoeHue 45, odpuc 102, ten. +7(391)290-55-13,
e-mail: mail@formulagena.ru.
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