2 bopmyara zeHa

BRAF V600E

Habop peareHTOB ANA BbisBNAeHUa mytauum V600E B
reHe BRAF metogom MNLP B peanbHOM BpemeHHU

MHCTPYKLUMA NO NPUMEHEHMIO

Bep. AHBapb 2023 r.



benok BRAF unun cepuH-TPEOHUH-KMHA3a ABNAETCA Ba*KHbIM 3BEHOM
curHanbHoro nytn (RAS-BRAF-MAPK) v urpaeT Kawo4veBylo posib B
npoueccax anddepeHuMaunm KNeToK, UX PocTa U KNETOYHOM rnbenu.
Yale Bcero reHeTU4eCKMe M3MeHeHMA NpomcxoaAaTt Ha ydactke V60OE
(T1799A) B 15-m 3K30He reHa BRAF, noKanvM3oBaHHOrO Ha cefbMoW
Xpomomcome. MucceHc-myTauma (ToyedHas mytaums) V60OE npusoaunt
K 3ameLlleHuIo BasnHa rnytamatom B 6enke BRAF. Bcneactsme storo
NpoMCXoanT akTUBaumA npouecca ¢pochopunanNpPoBaHUA, YTO OKasblBaeT
CyLLEeCTBEHHOE BAUAHME Ha MPOLLECC TPAHCKPUMLUKM KNEeTOK, KoTopble
y4yacTByloT B npoueccax andpdepeHumaumm mn anontosa. OgHum u3
3ab60/1eBaHUI, 417 KOTOPOro XapaKTePHO HanYMe MyTauum B JaHHOM
reHe, sBnsetca BonocatoknetouHbii neliko3 (BKJ/1). 3to peakoe
XpoHuyeckoe B-kneTouHoe numdonponndepatmsHoe 3aboneBaHue, B
6O/IbLUIMHCTBE C/ly4aeB MNOpaXKalolWee KOCTHbIA MO3r U CEeNe3eHKY.
MyTauma V600E reHa BRAF moskeT ObiTb  nonesHa npu
anddepeHLnanbHom OMarHocTuKke BKN n Apyrnx
nmmoonponndepatnBHbix  3aboneBaHMii, @  TaKXe  CAYXKMUTb
NOTEHUMAaNbHOMW MMULWIEHbID Ana Tepanuu. Cnegyetr OTMETUTb, 4YTO
myTaummn BRAF npucyTctaytoT Takke B 50% onyxoneit menaHombl, 40%
nanuANApPHO-TUPeoUaHbIX onyxonen, 30% onyxonen amyHukos, 10%
KOJIOpeKTaNbHbIX onyxonen n 10% onyxonemn npocrathbl.

Habop peareHTOB npegHa3HayeH A4S KAYeCTBEHHOrO BbIABAEHUSA
myTauum BRAF V60OE metopom MNLP B pexxume peanbHOro BpemeHwu.
AHanusupyembim maTepuanom asndetrca [OHK, BblgeneHHaa w3
NENKOUMTOB LENbHOM KPOBM WAW KOCTHOroO Mo3ra. Pesynbtatom
aHaNM3a ABNAETCA YCTAHOBJIEHME HAAMYMA WM OTCYTCTBMA MyTauuu

V60OE B o06pa3sue 4enoseka. Habop npeaHasHayeH Ans
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NPOdECcCMOHaNbHOIO MCNONb30BAHUA M CAYXUT BCNOMOraTe/ibHbIM
CcpeacTtBOM ANA  AMArHOCTUKM  MNAUMEHTOB C MNOAO3PEHMEM Ha

BOJIOCAaTOKNETOYHbIN NeKo3.

Ha6op peareHTos MOXeT  6biTb ncnosab3oBaH B KANHUKO-
ANArHOCTUYECKUX na6opaTopMﬂx MeOANLUNHCKUX yqpemp,eHMﬁ n
Hay4YyHO—UCCnheaoBaTen bCKOW npakKTuke.

2.1 MpuHUMN metoaa
MeTog, sbiasneHna BRAF V600OE ocHOBaH Ha:

o AMnaMdUKaLuMu C AeTeKUMNEN B PEKMME «PeasbHOTO BPEMEHUY C
MCNONb30BaHMEM  MHTepKanupytowero Kpacutens  EvaGreen.
Pesynbtat  amnanduKaumm pernctpupyerca no KaHany
dnyopecueHuun FAM. B KayecTBe reHa BHYTPEHHEro KOHTPO.AA
MCNoNb3yeTcAa He MyTUPOBaHHbIM BapUaHT («aMKKIA» TMN) reHa BRAF.

e [1na aHanu3a Tpebyetca nposeaeHune MLIP B AByx npobupkax Ha
OAHOro NaumeHTa:

1. TeH BRAF «gukuit» Tun — cmecb «BRAF-W» (KaHan FAM);
2. TeH BRAF V600E — cmecb «BRAF-M» (KaHan FAM).

e [lna Bcex npobupoKk onpegensetrca nopor ob6HapyrKeHuA
¢dnyopecueHTHOro curHana (Ct) (HeobxogMmo MCNob30BaTb pacyeT
Ct corfacHO  MHCTPYKUMWM  nporpammHoro  obecneyeHue
ncnosbayemoro npubopa).

e Hanuume nam oTcyTCTBME MyTauMu onpeaensetca no 3HavyeHuto Ct
(cm. AHanKU3 1 yyet pesynbTaTos).



e [IKO npeactaBnaetr cobon pactsop AHK, Hecywuit ucchegyemyto
MyTaLMIo.

o OKO He copepuUT uccneayemyto myTaumio.

2.2 CoctaB Habopa u popma Bbinycka

Habop paccuntaH Ha npoBegeHne 50 TecToB, BKAOYAA NMO3UTUBHbLIN U
HeraTUBHbIA KOHTPON.

Habop peareHToB «BRAF V600E» BbiNycKaeTcA B OAHOM BapWaHTe
NCNONHEHMUA.

Habop peareHToB « BRAF V600E» BbinycKaeTcs B 04HOW KOMMIEKTALLUM.
Habop noctaBnsetcA B NAAaCTMKOBOM KOHTelHepe. Bce peareHTbl
pa3nuTbl B MNJIACTUKOBble TepmeTUyHble ¢NaKkoHbl C LBETOBOM
KOANPOBKOM 3TUKETOK U KpbILLEK.

Bce KomnoHeHTbl Habopa roToBbl K UCNO/Ib30BAHMIO, B COCTaBe Habopa
OTCYTCTBYIOT IMODUNN30BAHHbBIE KOMMNOHEHTbI.

B coctaB Habopa BxoauT:

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

BRAF-W Mpo3payHan 900 1
KNOKOCTb

BRAF-M Mpo3payHasn 900 1
KUOKOCTb

Tag-nonmmepasa Mpo3payHan 65 1
NOKOCTb

MonoxntenbHbIN Mpo3payHas 200 1

KOHTPO/IbHbIM KUOKOCTb

obpaseu (MKO)




OTpuuaTenbHbli Mpo3payHan 200 1
KOHTPO/IbHbIM KNOKOCTb
obpasel, (OKO)

UHCTpYKUMA No _ - 1
npUMeHeHuo
MacnopTt - - 1

KoHmponb pabomsr Habopa. Kaxkaplit Habop CHab»KeH BHYTPEHHUM
KOHTPONEM, KOTOpbIA npeactaBnseTr coboit cmecb (C MapKMPOBKOM
«BRAF-W»), coaeprKalwyto npaimepbl, cneuymduyHbie K y4acTKy He
MYTUPOBAHHOIO reHa BRAF.

YyecmeumenbHOCMbs., AHANUTMYECKaa YyBCTBMTENbHOCTb MeToAa
coctaBnset 10 Konuin myTaHTHOro reHa BRAF B peakuun MLP.

CneyuguyHoCcmb. AHaNM3 HaAeXKHO BbIABAAET TONbKO MyTauuo V600E
B reHe BRAF.

1. Habop He copepXuT BewecTB W MmaTepuanos, Tpebyrowmx
obecneyeHna  crneuuanbHbix mep  6e30MacHOCTM, U He
npeAcTaBAAeT OMAcHOCTU ANA NoAed B TeYeHMe BCEro CPOKa
ro4HOCTH.

2. Bce KOMMOHeHTbl Habopa HETOKCUYHbI ONA  4YenoBeKa B
MCMONb3yeMbIX KOHUeEeHTpauuax. Mpyv nonagaHum Ha KOXKY Wau
cAnsnctble 060NOYKM KOMMOHEHTOB Habopa MeCTO KOHTAKTa

HeO6XOAMMO NPOMbITb 60NbLWNM KONMYECTBOM BO/Abl.
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10.

11.

MoTeHUManbHbIN PUCK NpUMeHeHUAa Habopa — Knacc 26 (Mpwukas
MuHucTepcTBa 3apaBooxpaHeHns Poccuinickon depgepaumm ot 6
nioHs 2012 r. No 4H).

Mpn uncnonb3oBaHWMM Habopa HEoO6XOAMMO  MOAb30BaTbCA
0 HOPA30BbIMM NEepYaTKaMM, MCNONb30BaTb M MEHATbL MPU KaXKaAoM
onepauun 0AHOPa30Bble HAKOHEYHMKU A0 aBTOMATUYECKMUX
NUNETOK C a3P030/1bHbIM Bapbepom.

OpHopas3oBylo NAACTUMKOBYK nocyay Heobxoaumo cbpacbiBaTb B
crneumanbHbii  KOHTEMHEpP, coAep:Kalmii  aesmHounumpyrouee
CpeAcTBO,  KOTOpoe  MOMeT  ObiTb  WUCMONb30BaHO  Ans
obe33apaxmBaHMA MeaANLMHCKMX OTXOA0B.

He ponyckaeTcAa MCNO/Ab30BaHME OAHUX U TEX e HAaKOHEYHUKOB
npu Ao6asfeHNM pasHbiXx 06pasLoB..

AHanus NpoBoOAMUTCA B ABa 3Tana B ABYX OTAE/IbHbIX NOMELLEHMUAX
(3oHax).

Bce nabopatopHoe ob6opyaoBaHMe, B TOM 4uCAe MUNETKM,
LWTaTMBbI, NabopaTopHas nocyaa, a TakKe Bce paboune pacTBopbl
O0/1KHbI ObITb CTPOro CTaUMOHAPHbIMK. 3anpeLLaeTca Ux NnepeHoc
U3 O4HOro NOMELLEHMA B APYroe.

MoBepXHOCTM CTO/IOB, @ TaK¥Ke NOMELLEHMA, B KOTOPbIX MPOBOAMUTCA
nocraHoskKa lMLIP, 4onKHbI 06A3aTeNbHO A0 Havana M nocsie Havyana
pabot 06yyaTbCa yAbTpadMoNeToBbIM CBETOM.

Bce wucnonb3oBaHHble 0AHOPa30Bble MaTepuanbl NoABepraTb
06paboTke AE3NHPULMPYIOLMMKM CPeacTBaMM C MocneaytoLllemn
yTuAn3aumen.

KntoueBoir mepoit NpenoCcToporKHOCTU npu pabote ¢ Habopom
ABnaeTca cobnogeHne TpebosaHui, n3noxkeHHbIx B FTOCT P 52905-
2007 «/labopaTopum meauumHckue. TpeboBaHUa 6e3onacHOCTUY,
yTBepKAeHHOM  [lpukasom  ®depepanbHOro  areHTCTBa Mo



TEXHUYECKOMY PerynmpoBaHuio U MeTponorum ot 27 aekabps 2007
r.

AMNANOUKATOP AETEKTUPYIOWMNA.
MwukpoueHTpudyra TMna «BopTteKkcy.
OpHOpa3oBble HAKOHEYHMKN A5 NUNETOK NepeMmeHHoro obvema c
a3p030/ibHbIM 6apbepom A0 10 mkna, 100 mKn.

4. CrepwnbHbIi N"aMUHapHbIN WKaod.
Xono0ANNbHUK C MOPO3UIbHOM Kamepoit oT -24 ao -16°C.
OpHopasoBble  NOAMNPONWIEHOBbIE  3aBUHYMBAKOLLMECA UMK
NNIOTHO 3aKpblIBatoLLMeECA MUKPONPObUpPKM obbemom 1,5 ma.
OTAenbHbI XanaT U 04HOPaA30Bble PE3NHOBbIE NepYaTKM.
CTepunbHble MUKponpobupku ana MLP o6vemom 0,1 — 0,2 mKA.

9. ABTOMaTUYECKME NUNETKU NepemeHHoro obbema.

B KauectBe matepuana Ana aHanmMsa Heobxoanmo mcnosb3osatb JHK
BblAENEHHYIO U3 IENKOLNTOB Nepndeprnyeckon KPoBHu.

TpaHcnopTupoBaHMe  Habopa  HeobxogMmo  NpPou3BOAUTL  C
XNago3/ieMeHTaMN  He [onyckas AanuvtenbHoro (6onee 12 uac
pasmopaxknsaHus). Heobxoammo nsberatb MHorokpartHoro (6onee 20
LMKNOB) 3aMOpaXKMBaHMA-PA3MOPAXKUBAHUSA. TpaHcnopTMPOBKa
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Habopa peareHTOB MOXET MNPOM3BOAUTLCA B TEPMOKOHTEMHepax ¢
cobnoaeHMeM HeobXxoAMMbIX TeMMepaTypPHbIX PEXMMOB BCEMU
BMAAMW KPbITOro TpPaHCNoOpTa B COOTBETCTBMM C MpaBUIaMMU,
YCTaHOBNEHHbIMW Ha A@HHOM BMAE TPaHCMOpPTa.

TpaHCNOPTUPOBKA M XpPaHEHUE AOJIXKHbl OCYLLECTBAATLCA B YMNAKOBKe
npeanpuATUA-U3roTOBUTENS B CyXOM, 3alLMLLEHHOM OT CBETa MecTe B
TEYEeHMe BCero CpoKa roAHOCTM C cobnwgeHnem HeobxoauMbIX
TemnepaTypHbIX PEXKMMOB.

Habop peareHTOB, TPaHCNOPTUMPOBABLUMACA WAM XPAHUBLUMNCA C

HapyLeHMeM TEMMNEPATYPHOIO peXnuma, NPUMEHEHUIO HE MNOANENKMUT.

CpoK rogHocTn Habopa coctaBnaeT 12 mecAueB ¢ AaTbl NPOM3BOACTBA
npu cobnogeHnn ycnoBuin TPAHCMOPTUPOBKM U XpaHeHuA. Henbsa
ncnonb3oBaTb Habop nocne yCTaHOBNEHHOM AaTbl OKOHYAHWA CPOKA
rogHoctu. CpoK rogHOCTU M YCNOBUA XPAHEHUA BCKPbITbIX PeareHToB
COOTBETCTBYIOT CPOKY FO4HOCTU U YCNOBUAM XPaHEHMUA, YKa3aHHbIM Ha
3TUKeTKe AR HEBCKPbITbIX PEareHToB.

Habop npegHa3HayeH AnAa npodeccMoHaNbHOrO MPUMEHEHUA U
[O/IKEH NUCMONb30BaTbCA 0BYYEHHbBIM NEPCOHANOM.

10.1 NoaroTtoBKa peareHTOB

Bce KOMMNOHEHTHI Ha6opa roTOBbI K UCNOJZ1Ib30BAHUIO.



10.2 Mpouepypa TecTMpoBaHUA

1. loBecTn BCe KOMMOHEHTbI HAbopa A0 KOMHATHOM TemnepaTypbl,
Kpome Tag-nonvmepasbl, TWATe/JbHO NepemellaTtb Ha BOPTEKce.
LleHTpudyrmposatb 5 cek npu 5 Tbic 06/MUH Ha MUKpoLEeHTpudyre
Ana cbpoca Kanenb C Kpblwek NpobupoK.

2. NoarotoButb HeobxoamMmblie 06beMbI peakUNOHHOM cmecn ansa N
npob cornacHo Tabnuue 3. B pacyeT BKAOYEHbI NOCTaHOBKM OKO un
MKO. TwatenbHO NepemellaTtb Ha BopTeKce. LeHTpudyrmposatb 5
CeK npu 5 Tbic 06/MUH Ha MUKpoLeHTpudyre ans cbpoca Kanenb C
KpblWeK Npobupok.

Tabnunua 3. PacueT Heobxoammoro Konudectsa lMNLIP-cmecelt ans
aHanmsa N-npob

K T Kon-Bo
Kon-Bo cMecu, MKn 0/1-80 1aq- MUKpOnpo6upok
nonumepasbli, MK ana NUP
(N+2)*15 (N+2)*0,5 (N+2)*2

Tag-nonmmepasy HeobXoAMMO MCNOAb30BaTb HEMOCPEACTBEHHO U3 MOPO3U/IbHONW KamMepbl.
Mocne pobaBneHnA B peakLMOHHbIE CMeC HemMea/leHHO YBupaTb B MOPO3UbHYLO Kamepy. He
pasmopaxusatb!!!

3. Otob6bpatb HeobxoauMoe KonnM4yecTBo MUKponpobupok ana MLP.
PacueT KonnyectBa MMKPOMNPOBUMPOK OCYLLECTBAAETCA UCXO4A U3
TOro, UTO Kaxkabli 0bpasel uccneayetcs B AByx MNLP-cmecax (BRAF-
W, BRAF-M), Kpome Toro, ocyliectsasetca noctaHoska MKO n OKO
(tabnunua 3).

4. BHeCTM B Kaxayl mukponpobupky agna MNUP no 15 mkn
COOTBETCTBYIOLLEN PEaKLMOHHON cmecH.

5. Paamopo3uTb uccnegyemole obpasupl, MKO n OKO.

6. BHecTM B NpPOBUPKM C pPeakuMOoHHbIMKM cmecAamMn no 10 MK~

uccnegyemblx obpasyos [AHK, TMKO wn OKO, wucnonb3sya
9



HAaKOHEYHUKHU

C d3pPO030JibHbIM

H6apbepom.

KpaTKOBPEMEHHO NepemMellaTh Ha BOpPTEKCe.

Mpobupkn

. NomecTntb NPObUPKN B amnandumkatop. YCTaHOBUTb Nporpammy

amnanouKauum m aeTekumm GayopecueHTHoro curHana (cm.

Tabnuuy 4).
Tabnunua 4. NMpoTtokon NUP
Lnkn War MostopoB | Bpema | Temnepa- Kamepa
Typa
1 1 1 5muH | 95°C
2 1 40 15¢ 95°C
2 15¢ 66°C
3 15¢ 72°C BkntoueHa
(FAM
KaHan)

YCTaHOBUTb CNeAyoLMe KaHasbl CYUTbIBAHNA GAHOOPECLEHLINN:
e Cmecb «BRAF-W» — FAM;
e (Cmecb «BRAF -M» — FAM.

10.3 AHanus n yuet pesynbraTtos

MonyyeHHble [aHHble — KpuBble HakonaeHua GAyopPecLEHTHOMO
CUrHaNa aHaNM3MPYHTCA C NOMOLLBIO NPOrpammHoro obecneyeHus
ncnonb3yemoro npubopa ansa nposegeHus MLUP B pexknme «peanbHoOro

BPEMEHW» B COOTBETCTBUM C MHCTPYKLMEN K Npubopy.

1. Onpegenutb noporosbii umMkn (Ct) Ans Kaxkaon npobUpKu.
Heobxoanmo wucnonb3oBatb pacyeTr Ct cornacHoO WHCTPYKUuMu
nporpammHoro obecneyeHne wucnonblyemoro npubopa. [Mpu

Hannuyme HenuHeHoh obnactm ALOpPeCcUEHUMN HA NepBbiX
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umMknax MUP pekomeHayeTca BOCMONbL30BaTbCA  QYHKLMEN
nporpammHoro obecneyeHua gna yaaneHus nepsBbiX HECKObKUX
LUMKNOB amnanduxkaummn’,

2. Noporosblt uMkn cmecn OKO pomkeH b6biTb 6onee 35*, MHaye
pesynbTaThl BCex nccnenyembix obpasuos cYnTatoTCA
He0CTOBEPHbIMM.

3. TMoporosbiit uukn npobupok NMKO gonkeH 6biTb MeHee 357, MHaue
pesynbTaThl BCex nccnepyembix obpasuos cYnTatoTCA
He0CTOBEPHbIMM.

4. Toporosble LMKAbI BCeX NPOBUPOK He A0MKHbI BbiTb MeHee 157,
HecobntogeHne 3TOro Yyc/i0BMA YKasblBaeT Ha W3ObITOYHOE
konuyecteo AHK, no6asneHHoe B npoby. Heobxoanmo NoBTOPUTL
aHanu3 c npeaBapuTeibHbIM passegeHmnem JHK.

5. MNoporosbin umMkn cmecn BRAF-W nccnegyembix 06pasuoB A0MKeH
6biTb MmeHee 30°. HecobniogeHne 3TOro ycioBMA YKasbiBaeT Ha
HegocTaTtodHoe KonumdectBo [JHK, pobasneHHoe B npob6y.
Heobxoanmo noBTOpUTb aHanu3 ¢ 3Tana BblgeneHuns AHK.
ONTUMabHbIN NOPOroOBbIN LKA cmecn BRAF-W ot 22" go 28".
Obpasey, cunmTaeTca NON0KMTENbHbIM MO Hannumo myTtaumm V60O0E,
€C/1M NOPOroBbIN LKA B NpobupKe co cmecbio BRAF-M meHee 36.

OTOT TeCT gaeT KayecCTBEHHble pe3ynbTatbl U NOKa3biBae€T NPUCYTCTBUE

MyTauMmM B o06pasue, 4YTO He [OO0/KHO pPacCMaTpuBaTbCA  KakK

! Hanpumep, B nporpammHom Komnnekce CFX Manager (ana npubopos Bio-Rad CFX)
BblbpaTb B MeHt «Settings->Cycles to Analyze» v yCTaHOBUTb HayasibHbIM UMKA,
Ha4YyMHaloLWMMNCA B IMHENHOM 0b6nacTu.
* Be/MuMHa 3TOro NapameTpa 3aBUCUT OT UCNO/b3yemol mogenn amnandukatopa. B
HacToALLEeM NHCTPYKUMKN NpUBeAEHbI 3HaYeHMA ana npmbopa CFX96 (BioRad).
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€4MHCTBEHHbIN KPUTEPUIN ANA AMATHOCTUKM OCTPOro NeinKo3sa. TaK xe,
Kak M npu nobom Apyrom AMArHOCTUYECKOM TeCcTUPOBaHUK, BCe
pe3ynbTaTbl  AO/MKHbI  OblTb  MHTEPNPETUPOBAHbI  BMeCTe  C

KANHUYECKUMU OaHHBbIMU, KOTOPbIMW pacnosiaraeT spay.

Mpn pabote c wuccnegyembimn obpasuamum U OoTXogamu cnepyet
cobnogatb Mepbl NPEeAOCTOPONKHOCTU, NpUHATbIE nNpu paboTte ¢
NOTEeHLMANbHO MHPEKLMOHHBIM MaTepPUaANoM.

OcHoBHble npaBuna paboTbl M3N0¥KeHbl B «UHCTPYKUMM NO mepam
NpPodUNaKTUKM pacnpocTpaHeHna UHPEKUMOHHbIX 3aboneBaHMn npwu
paboTe B KAWHUKO-AMArHoctuyeckmx nabopatopuax nevyebHo-
NPOPUNAKTUYECKUX YUPEXAEHUIY, YTBEPKAEHHON MuH3apasom CCCP
17 auwBapa 1991 r. n meToAMYECKUX YKasaHuax MY-287-113
(«MeTogmueckme ykasaHmaA no aes3vHbeKLMn, NpeacTepuIn3aLMoHHOM
OYUCTKE W CTEPUAM3ALUUN U3LENNA  MEOUUMHCKOTO Ha3HaYeHUa»,
YTBEPXKAEHHbIX AEeNnapTaMeHTOM roccaHanuaHagsopa MuHsgpasa PO
ot 30.12.1998 r.). Hopmbl KOHTpOAA, Ae3nHPeKkuUn n yTmamnsauum
usnoxeHol B  [lloctaHoBneHUWM  [NaBHOro  rocyaapCTBEHHOrO
caHuTapHoro Bpaya P® ot 9 aekabps 2010 r. Ne163 «O6 yTBEpKAEHUMU
CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3NMAEeMMON0TMYECKME TpeboBaHMA
K 0b6paLeHmnto ¢ MeANLMHCKMMMN OTXO4aMMN».

[e3vHdbeKkumo, a TakKe YTUAW3AUMIO WAM YHUYTOXKEeHWe Habopos
peareHTOB U OTXO4OB cneayeTt nposoauTb B cootBeTcTBmmn ¢ CaHluH
2.1.7.2790-10 «CaHuTapHO-3nMaemuonornyeckme TpeboBaHUA K
obpaleHnio ¢ MeAUMUMHCKMMM  oTxofdamu» un  MY-287-113
«MeToaunyeckume ykasaHua no gesvHdekumm, npeacrepuamn3anMoHHOM
OUYUCTKE U CTEPUNN3ALUMN U3LENUNA MEOULLMHCKOTO Ha3HAYEeHUA».

BO3MOXHble TUMbl OTXO4,08:
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b BCe KOMMOHEHTDI Ha6opa peareHTos, OoCTaBWwiuneca
HENUCNO/ZIb3OBAHHbIMXA MO UCTEYEHUU CPOKa TOAHOCTU Ha6opa

peareHTOB, ¥ yNaKoBOYHan Tapa (knacc A);

® NUCNOJsIb30BaHHbIE B XOA4e pa6OTb| Ha6opa peareHToB KOMMOHEHTbI

(knacc B);

e BblgeneHHaa JHK B antounpyowem pactBope, He UCNob3yeman Ans
AANbHENLWNX UCcCnen0BaHUN NN apXMBHOTO XpaHeHua (Knacc b);

« amnanduKaT, obpasosasLlumiica nocne nposeaeHma MUP-PB (knacc B).

KomnoHeHTbl Habopa peareHToB, OCTaBLIMECA HEUCMO/Ib30BAHHBIMM MO
NCTEYEHUN CPOKA FOAHOCTU, UMEIOT K/1acC ONAacHOCTM A HAa OCHOBaHWUM
CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3NMAEMMONOTMYECKME TPeOOBAHMA
K 0BpalLeH1Io C MEAULMHCKMMU OTXO4aMMU».

Cbop oTx0408B Knacca A OCyLLECTBAAETCA B MHOrOPa30Bble EMKOCTU AN
oAHopa3oBble naKkeTbl. LlBeT naketoB MoKeT 6bITb /060N, 3a
NUCKNIOYEHWEM  KenToro W  KpacHoro. OpHopasoBble  NakeTbl
pPacnonaratoTCcA Ha CNeLManbHbIX TENEXKAX NN BHYTPU MHOTOPA30BbIX
KOHTelHepoB. EMKocTM gna cbopa 0TX040B U TENEKKN AO/KHbI ObITb
npomapKkunposaHbl "OTxogbl. Knacc A". 3anonHeHHble MHOropasosble
€MKOCTU UM O4HOPA30Bble NAKEeTbl A4OCTAaBAAOTCA C UCMOb30BaHNEM
CPeacT8 Masoh MexaHM3auun U MNeperpy}KarTca B MAPKUPOBAHHbIE
KOHTEWHepbl, NpeaHa3HavyeHHble ana cbopa 0TX0A0B JAHHOrO Knacca,
YCTaHOB/IEHHbIE Ha CreuuanbHOM naowaaKke (momeueHun).
KomMnoHeHTbl, Ucnosib3oBaHHble B xoae paboTbl Habopa peareHTos, U
BblaeneHHaa AHK B antoupylowem pactsope, HE UCNOAb3yemasa Ana
AANbHENLWIMX UCCNeAO0BaHUA M apXMBHOIO XpPaHEHMA, MMelT Knacc
onacHoctM b Ha ocHoBaHum CaHluMH 2.1.7.2790-10 «CaHuTapHo-
anuaemunonoruyeckme TpebosaHmMAa K 0OpaLLeHUI0 C MeaULUHCKMMMU
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OTXO4aMM».

Otxoabl Knacca b nognexkat ob6asaTenbHoMy o6e33apakKMBaHUIO
(me3nmHbexummn)/obesspesknBaHuIo. Bbibop meTtoza
obe33apaxkuBaHusa/obe3BpexknuBaHUA onpeaensieTca BO3MOXKHOCTAMM
opraHusauuu, OCyLLEeCcTBAAOWEN MeANUMNHCKYH0 n/mnu
bapmMaLLeBTUYECKYIO AeATe/IbHOCTb, M BbINOMHAETCA Npu paspaboTke
cXembl 06paLLeHMA C MEAULIMHCKMMM OTXO4aMU.

OTtxogbl Knacca b cobupatotca B 04HOPA30BY0 MArKYH (MakeTbl) Uan
TBEpAYo (HenpoKanbiBaeMyto) yNnakoBKy (KOHTEMHepPbI) }KenToro ugeTa
WA UMEIOLLME KENTYI0 MapPKUPOBKY. BblbOp ynaKoBKWM 3aBUCUT OT
MOpP$OIOrMYECKOro CocTaBa OTXOA0B.

Ona cbopa opraHUYecKMx, HKUAKUMX OTX0[0B Knacca b  AonKHbI
MCNONb30BaTbCA OAHOPA30Bble HEMPOKa/biBaEMble BNArocTolKue
€MKOCTM C  KpbiWKOW  (KOHTeMHepbl), obecrneuymBalollen  Ux
repMeTU3aLmMio MU UCKIKOYAOLWEN BO3MOMKHOCTb CaMOMPOU3BO/IbHOTO

BCKPbITUA.

He npymeHumo.

He npumeHumo.

MpeanpuaATMe-U3roToBUTEb  FAapaHTUPYyeT COOTBETCTBME  Habopa
TpeboBaHnam TY npu cobAOAEHUM YCNOBMM TPAHCMNOPTMPOBAHMUS,

XpaHEHNA U NPUMEHEHNA.

Mo Bonpocam Kayectsa Habopa cneayet obpawatbes B 000 «Popmyna
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reHa» no ¢akTnyeckomy agpecy: 660036, Poccua, r. KpacHoAapck, yn.
AKagemropogok, a. 50, ctpoeHue 45, opuc 102, ten. +7(391)290-55-13,
e-mail: mail@formulagena.ru.

r. KpacHosapcK, yn. AKagemropopgok, a. 50, ctp. 45, o¢. 101
Ten. +7(391)290-55-13
mail@formulagena.ru

formulagena.ru
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