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Mpepgucnosune

1 NOArOTOBJ/IEH T[ocypgapcTBeHHbIM OHKETHbIM 06pa3oBaTe/lbHbIM  YUpPEXAEHNEM  BbICLLEFO
npoceccmoHanbHoro obpasosaHusi [MepBbiM MOCKOBCKMM rOCYAapCTBEHHBIM MEeAWLMHCKUM YHUBepcuTe-
ToM umeHn W.M. CeuyeHoBa MwuHucTepcTBa 34paBooxpaHeHus Poccuiickoii ®epepauun (MepsbiM MIMY
uMmeHn W.M. CeyeHoBa) Ha OCHOBE COOGCTBEHHOrO NepeBofa Ha PYCCKUA A3blK aHIN0A3bIYHON BEPCUMN AOKY-
MEHTA. YKa3aHHOro B NMyHKTe 4

2 BHECEH TexHun4eckuMm KOMUTETOM Mo cTaHAapTusaumm 458 «PaspaboTka, Npon3BOACTBO U KOHTPO/b
KayecTBa /IeKapCTBEHHbIX CPELCTB»

3 YTBEPX/JEH W BBEAEH B AEWCTBUE MNpukasom depepasibHOro areHTCcTBa Mo TEXHUYECKOMY
perynnpoBaHuio 1 MeTposnorim ot 8 ceHTabps 2017 r. No 1042-cT

4 HacToswwnii cTaHAapT MAEHTUYEH MeXAyHapoAHOMY AOoKyMeHTy ICH E16:2011 «W3yyeHue 6uomap-
KepoB. MCMOMIb3yeMblX Mpu paspaboTke XMMUKO-hapmaleBTUYECKMX U OGUOTEXHONOTMYECKNX NeKkapCTBeH-
HbIX CPEeACTB, W NPeACcTaBeHre AaHHbIX O HUX B perynsTopHblii opraH» (ICH E16:2011 «Biomarkers related
to drug or biotechnology product development Context, structure and format of qualification submissions».
IDT) MexayHapofHol KOHhepeHLUMM N0 rapMoHM3aLmmn TeXHUYECKUX TpeboBaHuin AN permcTpaunm nekap-
CTBEHHbIX CPeACTB A1 MefuLUnHCKoro npuMeHeHus (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use; ICH)1).

HanmeHoBaHue HacToOALLEro ctaHAapTa U3MEHEHO MO OTHOLLEHWUIO K HaMMeHOBaHUIo MeXayHapoaHOro
[OKyMeHTa ans npusefeHus B cootsetcTene ¢ FOCT P 1.5—2012 (nyHKT 3.5)

5 BBEJEH BIEPBbIE

6 MNMEPEN3OAHUE. WMionb 2019 r.

MpaBuna npmMeHeHUs HacToALW ero cTaHgapTa yCTaHOB/IEHbl B CTaTbe 26 defepasbHOIo 3akoHa
oT 29 moHA 2015 r. Ne 162-03 «O cTtaHpapTusauuu B Poccuiickoii ®eaepaunm». VIHopmauusi 06
N3MEHEHUSIXK HacTosWeMy CTaHAapTy Nny6nnMKyeTcs B eXerogHoM (Mo COCTOAHUI0 Ha 15 HBaps TeKyL, ero
roga) UHopmMaLnoHHOM ykasaTene «HaunoHasbHble cTaHA4apThi», @ 0ULNAsbHBIA TE KCT U3MEHEHWN
N NOMNpaBOK — B eXeMecA4YHOM WMH(OpMaLMOHHOM yKa3aTene «HaumoHanbHble cTaHgapThl». B cnyyae
nepecmoTpa (3ameHbl) UM OTMEHbI HACTOSALW ero ctaHfapTa COOTBETCTBYH L ee yBegoMeHne byaer
ony6ankoBaHO B GnvKalilleM BbiMyCke €XeMeCAYHOro MHgopmaunoHHOro ykasatens «HauvoHasbHble
cTaHpapTbl». CooTBeTCTBYyHW LW aa uHpOpMauus, yBeLOMeHNEe U TEeKCTbl pasMelialnTcs Takxe B
MH(OpPMaLMOHHOM cucTeMe 061 ero nosb3oBaHnsa — Ha ohuLmanbsHOM caiiTe deaepanbHOro areHTCcTBa
No TEXHNYECKOMY peryMpoBaHnio U MeTposiorum B ceTn NHTepHeT (www.gost.ru)

O C 25 okta6ps 2015 roga nepeviMeHoBaHa B MexayHapoAHbIii COBET NO rapMOHM3aLun.

© CraHpgapTuHdopm, odopmaeHune. 2017. 2019

HacTosAwwmit ctaHaapT He MOXEeT GbITb MOJTHOCTLIO MM YaCTUYHO BOCNPOM3BEEH, TUPAXNPOBaH U pac-
NPOCTPaHEH B KAUeCTBe OULMAILHOIO N3gaHus 6e3 paspelleHnst defepasibHOro areHTCTBa No TeXHUYEeCcKo-
MY PerynupoBaHuio 1 MeTposiorum
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BesepeHune

Mcnonb3oBaHne 6uoMapkepoB NOTeHLMaIbHO MOXeT 06n1erynTs JocTyn K 60nes 6e3onacHbIM 1 6onee
3P PEKTUBHLIM JIEKAPCTBEHHLIM Mpenaparam ¥ 6UOTEXHONOTUYECKUM Npenapartam, NocAyXuTb OPUEHTUPOM
AN Bblbopa f,03bl U YNy4LINTb COOTHOLLIEHNE «PUCK-M0Mb3ax. [laHHOe PyKOBOACTBO OCHOBbLIBAETCS Ha OMbITe,
nosly4eHHOM B XOfie NoAauun 3asaBieHnii Ha perncTpaunio NeKapcTBeHHbIX CPeACTB, B KOTOPbIX COAepXanach
MHhopmMaLma o 6moMapkepax, B pasniMyHbIx pernoHax ICH. YnomsHyTble 3asBkv npefctaBnanv coboii nméo
oTAefNbHble KBaMUKALVOHHbIE 3asBK/ HA 6uoMapKepbl, N60 ABNSAINCL KOMMTOHEHTOM PEryasiTOPHOro npo-
Lecca aKcrnepTu3bl 3a8BKM Ha perncrpauuio, OTHOCALUMCA K perncTpupyemMomy npenapaty (3asBneHve Ha
perucrpaumio HoBOro fiekapcTeeHHoro npenapata B EC n CLUA/6noTexHonornyeckoro npenapara). Mcnonb-
30BaHune eAvHOro chopmara npejcrasfieHns faHHbIX 0 Griomapkepax, NpUHATOro B pernoHax ICH, byaert cno-
CcOo6CTBOBATH IKCMOPTOOPMEHTVPOBAHHOMY Pa3BMUTUIO POCCUICKON thapmaLeBTUYecKol oTpacnu.

B HacToswem cTaHAapTe ONUCbIBAOTCA PEKOMEHaLn OTHOCUTENIBHO CofepXaHus, CTPYKTYpbl 1 hop-
mara npefcrtaB/ieHUs faHHbIX B 3a8B/IEHUN Ha KBa/MUKaLMIo reHOMHbIX 6roMapKkepoBs (kak onpegeseHo B
ICH E1512). KBanudrkauus npeactaBnseT co6oii 3akoveHne, KOTopoe B paMKax yka3aHHOro KOHTeKcTa uc-
nosib30BaHNA NOATBEPXAAET, YUTO pe3y/bTaTbl UCMbITAHUS C UCNONb30BaHNEM BUOMapKepa HafexXHo oTpaxa-
0T 6MOI0rMYecKnii npouecc, oTBeT UK cobbiThe, N 060CHOBBLIBAET UCNO/b30BaHne 6uomapkepa B npouecce
pa3paboTkn NekapcTBEHHOro MU BMOTEXHONOIMYECKOrO Npenapara, HaunHas ¢ atana OTKPbITUS MOJIEKY bl 1
BM/10Tb A0 NOC/AEepPerncTpaunuoHHoOro MOHUTOpUHra. MpeacrasnexHne AaHHbIX Ha KBanudukauuio buomapkepa
B BUAE OTAENbHOr0o 3asB/EHUA B PeryNSTOpHble OpraHbl NPOBOAUTCA B TOM Ciy4yae, eciv 6uomapkep Hanps-
MYIO WV OMOCPELOBAHHO MOMOTraeT MPUHATL PEryNIATOPHbIE peleHns. Lienbio HacToAwero ctaHgapTa ABns-
eTcsa npefcTaB/ieHne rapMoHM3NPOBaHHON PeKOMEHA0BaHHON CTPYKTYpbl A5 3as8BNeHuii Ha KBanndukauuio
61nomapkepoB B perynaTopHble opraHbl pernoHos ICH. 4to obnerynT gnanor ¢ peryfaTopHbIMU opraHamu 1
mMexay HuMU. Takxe npegnaraemblii hopmat v cogepxaHne fOKyMeHTauum NpUMeHNM K JaHHbIM 0 6romap-
Kepax. BK/l0OYAeMbIX B PerncTpalmoHHOe [0Cbe KOHKPETHbIX /IeKapCTBEHHbIX npenapartos. Ksanudukauus
61nomMapkepoB MOXeT NMPOM3BOAMTLCA Ha /1V60M 3aTane paspaboTku NeKkapCTBEHHOro uan 6uoTexHonoruye-
CKOro npenapaTos, HauMHas ¢ aTana OTKPbITUA MOJIEKY /bl U BNIOTb 40 3Tana nocieperncTpauuoHHOro MOHK-
TopuHra. [lnsa Tex cnyvyaes, Korja 370 YMecTHO, B JaHHOM AOKYMEHTe npusefeHbl obwue pekomeHgaumm no
BK/IIOYEHMIO laHHbIX N0 KBa/MrKaumm GMoMapkepos B perncTpaunoHHoe gocke B hopmate Obuiero TexHu-
yeckoro flokymeHnTa (OT/M) Ans perncrpaumm nekapcTBEHHbIX Npenapartos A1 MegULUHCKOro NpUMeHeHUs

HactosAwwii ctaHgapT ugeHTUYeH mexgyHapogHomy fokymeHTy ICH E16 no u3yyeHuto Gromapke-
poB, MCMONb3yeMbIX NPy paspaboTke XMMUKO-thapmaueBTUYECKMX M BUOTEXHONOTMYECKMX NEKapCTBEHHbIX
CPeACcTB, 1 MpeACcTaB/IeHNI0 AaHHbIX O HUX B perynatopHblii opraH (ICH E16 Biomarkers related to drug or
biotechnology product development: Context, structure and format of qualification submissions) MexayHapog-
HOW KOHpepeHUMn No rapMoHM3aLmMmn TeXHNYeCcknx TpeboBaHuii AN perncTpaumn neKkapcTBeHHbIX CPeacTs
AN MeAvumHckoro npumeHenus (International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use: ICH).

2) B ICH E15 npuBegeHo criegytoliee onpefeneHne reHOMHOro bmomapkepa: «nsmepsiemas xapakrepuctuka fHK
n/nnn PHK, koTopas siBnsieTca MHAMKATOPOM HOpMasibHbIX 6MO0rMYecKknX NpoLeccoB, NaTo0rMyeckux NpoLeccos, n/mnam
TepaneBTUYECKUX, UN NHBIX BMELIATENbCTBY.

v
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HAULWOHANBbHBIMN CTAHOAPT POCCUWNCKOW OGEALEPALUMN

NEKAPCTBEHHBLIE CPEACTBA AN1A MEOVWLMWNHCKOIO NPUMEHEHUA
PapmakoreHomuka. buomapkepsol

Medicines for medical applications. Pharmacogenomics. Biomarkers

fata eBegeHns — 2018—07—01

1 O6nacTb NpUMeEHEHUA

O6nacTbio NPUMEHEHWA HACTOSALLErO CTaHAapTa ABMSETCA cofepxaHune, CTpyKTypa v dopmaTt fOKYMeEH-
Tauumn 3as8BEeHNA Ha KBaIMMKALMIO KNVHUYECKUX Y HEKTMHUYECKUX TEHOMHbIX 6MOMapkepoB, CBA3aHHbIX C
pa3paboTKoli NeKkapCTBEHHbIX UM BUOTEXHONOrMYECKUX NpenapaTos, B TOM YMc/ie MeToApbl TPAHCASALNOHHOW
MeAULMHBI, (hapMakoKUHETUKY, hapMakoguHamMuky, ach(pekTUBHOCTb M BOMpoCkl 6e3onacHoCTU. 3asBneHune
Ha kBanudukaunio MOXeT BKIIOYaTb B Ce6S faHHble U YTBEpXAeHWs, OTHOCALMECS K OgHOMY Gromapke-
pYy, WM K HECKo/bkMM 6uomMapkepam, MCnosib3yeMbiM B KayecTBe knaccudumkatopos. HecMoTps Ha TO. 4To
B HacTosALEeM cTaHJapTe HenocpefCcTBEHHO He 3aTparnBatoTcs HereHoMHble GUuomMapKepbl, NPUHLMNLI, ONwu-
CaHHble B ;JaHHOM [JOKYMEHTE, NPUMEHNMbI K Pa3/InyHbIM KaTteropnsam 6nomapkepos (HanpyMep, reHOMHbIM,
NPOTEOMHbIM. BU3Yya/iM3aLMOHHbIM). @ Takke MOryT ObiTb MCMO/b30BaHbl B pamKkax WHbIX BUA0B KBannduka-
LK. CBA3aHHbIX C pa3paboTKoi XUMMKO-hapMaL,eBTUYECKUX NN BUOTEXHOIOTMYECKUNX TIeKapPCTBEHHbIX Npe-
napaTtoB. Takke BO3MOXHO MpefcTaB/ieHne 3asaBfeHNa Ha KBanmdurkauuio Ans kombuHauuy 6romapkepos
(Hanpumep, TeHOMHbIX U HereHoMHbIX). Ecnu He yka3aHo vHOe, B fanbHelleM B TeKCTe AOKyMeHTa byaeT
1Mcnonb30BaTbCcs 0606LLa0LLNIA TEPMUH «BUOMAPKeP».

CTtaHAapT Takke pacnpocTpaHsAeTcs Ha npefcTaBfeHne AaHHbIX, OTHOCALMXCA K Banugaulun HOBbIX
aHannTMYecKnx NoAxoaoB, MOBbILAKLMX HAAEXHOCTb OLEHKM CyLLeCcTBYyLWMX 6nomapkepos. B HacToswem
CTaHAapTe He paccMaTprBaeTcs cam NPoLecc KBasimukaumm, a Takke fokasares/ibHble cTaHAapTbl, N03BOSA-
loLLMe perynAaTopHbIM opraHam KsanmduunposaTb Guomapkep.

2 O6wmre NpUHLNMbI

Mpegnonaraemblii KOHTEKCT WCMOMb30BaHNA GuoMapkepa COOTBETCTBYET AaHHbIM B NOALEPXKY €ro
kBanudpukaumun. MNpegnonaraemblii KOHTEKCT MCMO/Ib30BaHNUA [LO/KEH OblTb AEeTa/lbHO OTPaXeH B 3asBke.
Heo6xo4MmMo NpUBECTU CCbINKU HA KOHKPETHOe MCnonb3oBaHue Guomapkepa B npouecce pa3paboTku ne-
KapCTBEHHOro nnn 6uoTexHonormyeckoro npenaparta. KOHTEKCT ncnonb3oBaHnsa 6uomapkepa B pamkax ero
KBanuukalumm MoXeT 6bITb KaK LUIMPOKMM, TakK 1 y3KUM: GruoMapKkepbl MOTyT 6bITb NOME3HbI NGO TONMLKO AN
O[IHOTO NeKapCTBEHHOrO UM BMOTEXHONOrMYeCKoro npenaparta, M60 ANA HECKOMbKMX NpenapaTos, OTHOCA-
LLMXCA K OJHOMY W flaXe HeCKONbKAM Knaccam.

CTpyKTypa 3asaBneHust fo/mkHa 6bITb eMHO06pa3HOl BHE 3aBUCMMOCTM OT Npeasiaraemoro coaepXanHus
1 B TO Xe BpPeMsi OCTAaTOYHO IMOKOI ANA TOro, YTOObl yUNTbIBaTb KOHKPETHbIE 0COBEHHOCTU KaXAoro 3asBie-
HMA. Kpome TOro, MCMosib30BaHne peKOMeHA0BaHHOM CTPYKTYpPbl JO/MKHO CNOCO6GCTBOBATL Nodaye 1 akcnep-
TU3e nocnesyowmnx 3asBieHnii Ha KBamgmrkauuo 6MoMapkepoB 1 UCMONb30BaHUID BMOMapKepoB B HOBOM
KOHTEKCTe, KaK. Hanpumep, B Clyyae nepexofa OT HeK/IMHUYECKOro KOHTEKCTa K KMHUYEeCKoMy.

dopmar gaHHbIX NS KBanmdgurkauuy 6uomMapkepa MOXeT CyLLeCTBEHHO BapbypOBaTbCA B 3aBUCHMOCTMN
OT KOHTEKCTa. B 3TOI CBA3M MOXHO NPeAoCcTaBUTb TO/IbKO 06LLME YKa3aHWs B OTHOLUEHWMN chopmaTa AaHHbIX
B 3aaBneHnsax. Popmar JO/MKEH CNOCOOCTBOBATL OLEHKE AaHHbIX U MOXET BK/oYaTb B cebA oTyeTbl, Tabnmy-
Hble JaHHble N NCXOAHble AaHHble (eCM OHWM 3aTpe6oBaHbl PerynsaTopHbIMW OpraHamu, B COOTBETCTBUM C

N3paHue oduynansHoe
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MeCTHOI NpakTUKoii). PopmaT AaHHbIX AO/HKEH COrNacoBbiBaTbCA C MeTodosorneli n nnatopmoli aHanm-
3a 6uomapkepa. MNMpn He06XO0AMMOCTU AOJIXKHbI 6bITb OMUCaHbI CCbIJIKU HA UCMOMb3yeMble CTaHAapTbl U/unu
npruemiembie MeTofbl.

CTpyKTypa focbe, onvcaHHas B HacTOsILLEM CTaHfapTe, npejHasHavyeHa A1s 3asaBfeHus Ha Kksanudgu-
Kauuto 6riomapkepa, nogasaemMoro nocse Toro, kak 6b1710 Noly4eHo JOCTaTOYHOE KO/IMYECTBO BCnomorarte lb-
HbIX AaHHbIX. OAHAKO AaHHaa CTPYKTypa Takke MOXeT NPUHUMAaTbCS BO BHUMaHWe Npu nofgadve 3asBieHWi,
HaLeNeHHbIX Ha NOoMyYeHne Hay4yHol KOHCYNbTauuu OT PeryiaTopHOro opraHa Ao Wau napaninenbHo C Nosy-
YeHneM HeobXoAMMbIX AN KBaMdukauunm uomMapkepa AaHHbIX.

PekomeHgyemblii chopmat 3aaBneHns Ha ksanuduvkauyuio 6uomapkepa corsiacoeaH ¢ popmatom OT[,
AN obneryeHus ee nogayn n akcnepTusbl. Mpepnaraemasn obuias opraHusaumsa 3asBieHUs Ha kBanuduka-
umio 6uomapkepa, onucaHHasa ganee, cooTBeTcTByeT dopmarty OT/l, KoTopblii BKAoYaeT B cebs 5 vacteit
(mopgynn 1—5). Pa3genbl 3asaBneHus Ha kBanudumkauuio 6ruomapkepa v cooTBeTCTBywLWwMe pasgensl OT/
npeacTaBneHbl fganee: Pasgen 1 pykosogctea ICH E16 (PervonanbHas agmuHucTpaTMBHas MHdopMauus)
cooTBeTcTBYeT Mogynto 1 OT/l c cooTBETCTBYHOLLEN MHhopMaL el 0 KBanguKaLMoHHbIX Npoueaypax; Pas-
pen 2 (Pestome) cootBetcTByeT Mogynto 2 OT/; Pasgen 3 (OTueTbl NO KayecTBy) cooTBeTCTBYeT Moaynio 3
OT/A; Pasgen 4 (OTueTbl 0 AOKIMHUYECKMX UCCNeAoBaHUsAX) cooTBeTcTBYeT Moaynto 4; n Pasgen 5 (OTueThl
0 KIMHMYECKUX nccnepfosaHuax) cootsetctsyeT Mogynio 5. [lononHuTeNbHas nHopMauus npeacrasnieHa
B pykosogacTeBe ICH M4 n npounx peneBaHTHbIX PyKOBOACTBax. 3asBuTeNn, KoTopble xoTenu 6bl npegcTa-
BUTb 3asiB/ieHMe B popmarte 3/1eKTpoHHOro O6uiero TexHuyeckoro JokymeHta (OT/), AOMKHBI 06paTUTLCA
K pykoBoacTBy ICH M2 (9nekTpoHHble cTaHA4apTbl Ha nepefady perynsaTopHoli Hhopmauum) n Nnpoumm pe-
NleBaHTHbLIM PYKOBOACTBaM, a Takke HaluMoHa/lbHOMY U PermoHasibHOMY 3aKoHOAaTe bCTBY, periaMmeHTamM un
pekoMeHaaunam.

[nsa obneryeHnsa nHTerpaumm 6uoMapkepos B r106asibHy0 pa3paboTKy NekapCTBEHHbIX NN BUOTEXHO-
JIOTUYECKMX NpenapaTtos pekoMeHAyeTcsa nojasath 3asB/1eHUs 04HOBPEMEHHO BO BCe Haj/iexallue peryns-
TOpPHble opraHbl. He06Xx0AMMO OTMETUTb, YTO B TOM C/lyyae, ecin pPerynsiTopHblii opraH npusHan 6uomapkep
KBaNMMULMPOBaHHbLIM, TO flaHHbIe, NOSTyYEHHbIE B pamMKax KBa/IMPULMPOBAHHOIO KOHTEKCTa UCNO/Ib30BaHus,
He TpebyeTcA NOBTOPHO MoAaBaTb A/1A NepekBannuukauMm B paMKax 3asB/IeHUs Ha perucTpauunio HoBOro
nekapcTtBeHHoro npenapata B EC n CLUA/6nonpenapaTta. loctatouHo 6yaeT NpocTo NpeAcTaBUTb KONUK OT-
yeTa. MOJlyYEHHOrO OT perynsaTopa, B pamkax 3asaB/eHUs Ha perncTpaLnto Ui NHoi peneBaHTHOW perynatop-

HOWi mpoueaypsbl.

3 CTpyKTypa 3asiB/ieHNs Ha KBanugukaunw 6uomapkepos

3anBka Ha knaccudurkauno 6rnomapkepoB AO/HKHA BK/OYATL B cebs cnegyowme pasgerns;

Pasgen 1 PernoHasbHasa agMuHUCTpaTUBHaA MHopMaLuus

Pasnen 2 Pestome

0630p kBa/IMrKaumm 6nomapkepos

BBegeHve, npegnonaraemblii KOHTEKCT UCNOMb30BaHMUS, BbICOKOYPOBHEBOE OMMCaHWE AaHHbIX, MHTe-
rpMpoBaHHas Kputuyeckas oueHka AaHHbIX/MeTof0B. AOMNONHUTEbHbIe TpebyeMble faHHble, NoyYeHHble B
X04e MPOBOAAWMXCA UAM 3an/aHWpOBaHHbIX MccnefoBaHuiA, 1 060CHOBaHWEe MNpeanonaraemMoro KOHTekcTa
1CMonb30BaHus.

Pestome cnepyowmx gaHHbIX (€Cnn NpUMeEHNMO);

- AaHHble aHaITMYEeCKNX NCCnefoBaHunii;

- JOKNUHNYeCcKne gaHHble 0 6riomapkepe;

- KMHMYeckne faHHble 0 bromapkepe.

CogepxaHune Pasfena 2 Jo/MKHO GbiTb CKOHBEPTMPOBAHO B NyHKTblI B COOTBETCTBYHOLEM pa3gene Mo-
aynsa 2 OT/A, Hanpumep Pestome n/unu CBoAHbI 0630p B TOM C/ly4aB, €C/IM OHO BK/THOUYEHO B 3aBKY Ha peru-
CTpauuio HOBOro nekapcTeBeHHoro npenapata B EC n CLUA/6ronpenaparta.

Pa3gen 3 OTuyeTbl 0 KayecTBe

CTpYKTYpHble 1 NPON3BOACTBEHHbIE XapakTEPUCTUKM, a TaKxe napameTpbl KayecTsa nuccnenyemMmoro(bix)
npenaparta(oB), ncionb3yemoro(bix) B KBanumrKaLoHHbIX UCCiefoBaHnsax 6romapkepa (ecnv NpUMEHUMO).

Mpepnonaraetcs, 4To NogobHas MHopMauma He ByeT BKIKOUYEHA B OTAENbHbIE 3asBKM Ha KBanudgu-
KaLuio 6MoMapKepoB. He 3aBUCUMYIO OT 3asiBOK Ha perncrpaumnio HoBbIX IeKapCTBEHHbIX npenapatos B EC u
CLUA/6uonpenapaTtoB.

Pa3gen 4 [JlokKnuHMYecKue oT4eThbl

OTueTbl 0 pa3paboTke aHaIMTUYECKUX METOAUK 2
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OTyeTbl 0 Ba/Maaunmy aHaIMTUYECKNX MeToauK 2

OT4eTbl 0 AOK/IMHUYECKUX uccnefoBaHusx (in vitro)

OTueTbl 0 AOKIMHUYECKMX uccnepoBaHusx (in vivo, ykasaTb 6ronornyeckuii Bug)

Pasgen 5 KnuHnueckne otyeTbl

OTueTbl 0 pa3paboTke aHaIMTUYECKUX METOANK 3

OTyeTbl 0 BaMAauuM aHaMTUYeCcKUX MeToauk 3

2 CootsetcTtByeT Mogynto 4 OT/, Pasgen 4.2 nunn 4.3

3 CootseTtcTtByeT Mogynio 5 OT/[ Pa3gen 5.3

OTyeTbl NO pe3ynbTatam UccnefoBaHWin KNMHUYECKol dhapmakonorum

OTyeTbl NO pe3ynbTatam UCCNeA0BaHNA KIMHUYECKol adhPEeKTUBHOCTY u/unn 6e30nacHocTu
Bonee getanbHO pekoMeHAyeMoe CoAepxaHne AaHHbIX pasfenoB paccMaTpuBaeTCs HUXe.

3.1 Pa3gen 1 PernoHanbHas agMuHucTpaTueHas uHdopmaums

[JaHHbI pa3gen fomxeH cogepxaTb JOKYMEHTbI, cneundunyeckme Ana KOHKPETHOro pernoHa, Hanpumep
hopMbl 3aABOK W/Mnu conposoguTensHoe nucbMo. CofepxaHue un opmat faHHOro pasfena MoXeT ObiTb
yKasaH pefieBaHTHbIM PeryiaTOpPHbIM OpraHoMm.

3.2 Pa3gen 2 Pe3iome

Mo aHanorum co cTpykTypoin OT/, 3asiBKa Ha kBanudmkaLmo 6uoMapkepa Ao/HkHa cogepXxaTb pestome,
npeAHasHayeHHoe AN 06CYXAEeHNA N MHTepnpeTauum NPenMyLLeCcTB U OrpaHUYeHnin, NpUBELEHHbIX B 3asiBKe
[JaHHbIX. Pe3lome JO/MKHO CONPOBOXAATLCA OTAE/IbHbIMU KPaTKUMUN OMUCAHUAMU TEXHUYECKUX, AOK/INHUYE-
CKUX U KITMHNYECKNX AaHHbIX, KOTOPble A0/MKHbI NPeACcTaBsAThb JaHHbIe UccnefoBaHns B opme AeTasim3npo-
BaHHbIX hakTuyecknx 0606LLeHNn B hopMe TekcTa, TabnuL, U pUCYHKOB.

3.2.1 O630p kBanudukaynum 6uomapkopa

3.2.1.1 BsegeHue

B pasgen moxeT 6biTb BKOYEHO onucaHue 3aboneBaHns U/vnm ycnoBmsa NpoBeAeHNst IKCNnepuMeHTa,
onpegeneHne 6romapkepa (Hanpumep, B c/iydyae reHOMHbIX 6uomapkepoB, ABAseTcs M oH SNP. SNV uu
anddepeHymanbHbIM Npodhuaem akcnpeccun reHos) 1 060CHOBaHWE UCNO/b30BaHNA Guomapkepa B paspa-
60TKe NeKapCcTBEHHOro My 6MOTEXHOIOTMYECKOro npenapara, HaunHas ¢ OTKPbITUS MOMEKy bl U BNAOTb A0
nocneperncTpaymoHHoro nepuoaa.

B HeM f0/mKHbI GbITb OTP&XEHbI KOYEBbIE XapakTepucTUkM bruiomapkepa, B TOM yucne:

- NPenMyLLecTBa 1 orpaHuyeHuns (Hanpumep, conocTas/ieHne C penieBaHTHbIMU CTaHAAPTHbIMU MeToja-
MW. NPU UX HASIMYMK, a Takke Hannune/oTcyTcTeMe MHopmMaum 0 NoAXOAALMX BuAax/nonynsaymm);

- UHhopMaLms 0 TOM. ABMAETCA NN BUOMapKep eAVHUYHBLIM UK COCTaBHbIM, U. eCNN BUoMapkep ABNS-
eTCA COCTaBHbIM, TO JO/DKHbI ObITb ONpeAeneHbl MapKkepbl-KOMMNOHEHTbI 1 ONUCaH MPoLLece Nx Bbibopa.

- uenm v gmsalii uccnefoBaHuii B NOAAEPXKKY MCMOMb30BaHWA GMOMapKepoB, HanpuMep CpaBHEHUWe
NPOCNEKTVBHOIO U PETPOCNEKTUBHOIO AM3aiiHa uccnegoBaHnii, 06bEM BbIGOPKM U KOMNapaTops! (BeLecTBo
CpaBHeHMS).

B naHHOM pasgene [O/MKHO 6bITb NPeACTABAEHO KpaTkoe onncaHue npeanaraeMoro KOHTeKCTa UCnosb-
30BaHuA. MogpobHee gaHHaa MHOpPMaLus, BKIOYAA NOMHbIA KOHTEKCT MCNOMb30BaHNA 6uomapkepa, AOXK-
Ha 6bITb MpeAcTaB/ieHa B crefylowem pasgene.

3.2.1.2 KOHTEeKCT ucnonb3oBaHms

OnemeHTbl, ONuncbiBaloLLMe KOHTEKCT UCMONb30BaHNA GuomMapkepa, [O/MKHbI BKoYaTb B cebs (1) ob-
Lyt obnactb. (2) cneuudmnyeckoe mcnonb3oBaHve 6uomapkepa u (3) KpUTUMYECcKUe napameTpbl, KOTopble
onpeaensiloT, Korga u Kak [AOo/MKeH UCNo/b30BaTbCA bromapkep. KOHTEKCT MCMOb30BaHNA MOXET OrpaHuyun-
BaTbCA MPUMEHEHNEM NMPU pa3paboTke IeKapCTBEHHBIX U BUOTEXHONOrMYeckux npenapaTos. OxugaeTcs, YTo
npeanoXeHHbI AN kBanudukauum 6nomapkep obnerynt paspaboTKy NekapCTBEHHOTO UM GUOTEXHONOTU-
4YecKOoro rnpenapara UM ux Ucrosib3oBaHne 1 MOXeT NpeAocTaBUTb NPENMYLLECTBO MO CPaBHEHUIO C AOCTYI-
HbIMU B HacToslLLee Bpems GuoMapkepamu Uan OLEHKON KOHEeYHbIX Touek achheKTMBHOCTU 1 6e30nacHOCTU.

4 CootsetcTByeT Mogynto 1 OT/,

5 CootseTtcTByeT Moaynio 2 OT/,

Mpegnonaraemblit KOHTEKCT UCNO/Ib30BaHMSA GUoOMapkepa Ao/MKeH ObITb 060CHOBAH AaHHbIMU, KOTOPble
[OCTYMHbI B M3HAYA/IbHOM A0OCbe Ha kBanudukaumio. B ToOM crnyyaB, ecnv perynsiTopHblii opraH BbiBNSeT
HecornacoBaHHOCTb MexAay npegnaraeMbliM KOHTEKCTOM W AaHHbIMW, TO B npouecce Keanudukauum no co-
rNacoBaHuio C PEryISTOPHbLIM OpraHoM MOryT 6bITb NpeAocTaB/eHbl AONONHUTENbHbIE fAHHbIE.
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KOHTEKCT MCNONb30BaHWNS MOXET OblTb OMMCAH COrNacHo creaylouieli TakCOHOMUKN (CM. npume-
pbl HUXE):

O6wan o6nacTtb (BkIOYASA, MOMUMO MPOYErO, HMKENPUBEAEHHbIE MYHKTbI):

[oknuHnyeckas/KnmHuyeckas:

- chapmakonorus;

- TOKCMKONOrus;

- 3(b(PEKTUBHOCTb;

- 6e3onacHoCTb;

- 3aboneBaHus.

Cneunduryeckoe HazHauyeHne 6nomapkopa

Brnomapkepbl MOryT 6biTb MCMOMb30BaHbI ANS LUMPOKOrO Kpyra uenel, Bkavawwmx B cebsa, noMumo
npoyero, crnegytwLyme npumepsl;

- BbIGOP MauMeEHTOB/CYObEKTOB KMHUYECKNX UCCNEA0BAHUIA;

- KpUTEPUN BKTIOYEHNSA/MCKIIOYEHUS;

- oboralleHve nnu cTpatudmkaumns nccnegoBaHus.

OueHka cTagun 3abonesaHnsa U/mnu nNporHosa;

OueHka MexaHu3ma AelicTBus;

- MexaHu3M hapmMakoorMyeckoro npyHUMna gecTemns;

- MexaHu3M TepaneBTUYecKoro agpdekTa;

- MEXaHM3M TOKCUYHOCTWU/MOBOYHON peakuuu.

Oontummsauus fosbl:

- ypoBeHb HeobHapyxeHus achpekta (NOEL) Ha XMBOTHbIX MOAENsX;

- YpOBeHb HeO6GHapyxeHns NobouHbIx acpdpekToB (NOAEL) Ha XMBOTHbIX MOAENSAX.

- ONTUMK3aLMA [03bl, OCHOBAHHAsA Ha afnroputMme (Ko/iMyecTBEHHOE a/irfopuTMUYecKoe [03VMPOoBaHNe);

- onpefeneHvre BEPOATHOTO Anana3oHa Ao3.

MOHWTOPUHI peakuuii Ha NnekapcTBEHHOE CPeaCTBo.

- MOHUTOPWHT 6e30nacHOCTV npenapara;

- MOHUTOPUWHT 3ddheKTUBHOCTM npenapara.

Makcumunsaumsa acphekTUBHOCTH:

- AeMOHCcTpauusa/npeackasaHne ageKTMBHOCTU Npenapara.

MuHMMU3aLUSA TOKCUYHOCTU/MOBOYHBIX peakuuii:

- AeMOHcTpayms/npeackasaHne TOKCUYHOCTU/MOBOYHbIX peakuuii;

- BbIABNEHNE/MOHUTOPUHT HACTYTLLEHNS/06PaTUMOCTN TOKCMYECKNX/MOBOUHBIX peakLuii.

Kputnueckme napameTpbl KOHTEKCTA MCNONb30BAHUSA, BKOYaLWmMe, NOMUMO NPoYero:

- npenapar-cneundunyeckoe NCnonb3oBaHne (kak 1ekapCTBEHHOrO, Tak U 6UOTEXHOMOrMYEcKoro npena-
parta)/knacc-crneymduyeckoe NCnoib30BaHNE/MCMNOMb30BaHNE. HE CBA3AHHOE C KOHKPETHbIM N1EKAPCTBEHHLIM
nny 6MOTEXHONOIMYECKNM NpenapaToM Wan Knaccamy npenapaTos:

- AnarHocTuky 3abonieBaHuin n (HeHOTUMNOB, NPOrHO3 UK CTaaus;

- cbop 06pa3LoB:

- cneuundmkaummn NCnbiTaHUii;

- TKaHeBble UNKN Pu3noniornyeckme/naroornyeckmne nNpoLecchl;

- 6buonoruyeckue suapl;

- Aemorpadmio, BKIOYan HacnefoBaHve n/unu reorpacmyeckoe NPoOUCXoxaeHve;

- (haKTOpbl OKpYXatoLLei cpefbl.

Mpumepbl KOHTEKCTa UCNO/Ib30BaHNs 6MoMapKkepoB

M3mepeHne 6uomapkepoB MOXET 6biTb NPUMEHUMO 60nee YeM K OfHOMY KOHTEKCTY UCMOMb30BaHNsA, B
3aBMCUMOCTM OT 06Leli o6nactn n/mnu cneumgnyeckoro NCNobL30BaHNA B pamMkax eAVHUYHON 3asaBKW, YTO
NPOAEMOHCTPVPOBAHO B HMXENPUBEAEHHbIX NMpUMepax A5 FeHOMHbIX 6romapkepoB. HecmMoTps Ha To. 4TO
npuMepbl NPYBOAATCA 471 FTEHOMHbIX 61lOMapkepoB, 06LMe MPUHLWMBI ONMUCAHNSA KOHTEKCTa MPUMEHUMbI KO
BCeM Tunam 6romapkepos, NofasBaemMbiX Ha KBanudgurkauumto,

i) [oknnHnyeckas 6e30nacHoOCTb

YpoBHun MPHK monekynbl nospexaexus novek-1 (Kim-1) n knacteputa (C/m) MmoryT 6bITb UCMO/b30Ba-
Hbl B KQYeCTBE FEHOMHbIX 6MOMapKepoB OCTPOV TyOYNSAPHON TOKCUYHOCTY, BbI3BAHHOW NIEKaPCTBEHHbIM UK

4



FOCT P 57647—2017

6MOTEXHONOMMYECKMM NpenapaToM, B TOKCUKOIOTMYECKMX UCCNefoBaHUAX Ha Kpbicax. KOHTEKCT 3asBkM Ha
KBanudurkaumio 6unomapkepa byaet cnenyowum:

O6uwasn obnacTb: floknnHnyeckas 6e30nacHOCTb U TOKCUKONOTS.

Cneundnyeckoe 1cnonb3oBaHne bruomapkepa: oueHka MeXaHU3Ma tokcuunocTtu u ONTUMMU3ALMA LO3bI
(NOAEL) Ha XXMBOTHbIX MOAEeNsX.

KpuTnyeckvne napameTpbl KOHTEKCTa NCNO/b30BaHNA:

- npenapar-cneuucnyeckoe Ncnosib3oBaHne: HeT;

- cneuudukaumm ncnbitaHnsa. MPHK:

- TKaHb UK PM3N0I0rMYecKnii/naTonornyeckmini NpoLecc: NOYKN:

- 6uonorunyecknii BuA: cepas kpbica (Rattus norvegicus).

i) KnuHnueckasa dpapmakonorua/Metabonusm npenapata

eHeTnueckunii nonumopcnsm CYP2C9 npuBoAMT K BO3HUKHOBEHWIO (heHOTNNOB MefieHHoro metabo-
nusatopa (MM) n 6bicTporo meTabonusatopa. a Takke pasHulbl BO BPEMEHW BO3AeicTBMS npenapata A.
YpoBHUM cofiepxaHnsa npenapaTa A y nauneHToB/06beKTOB KNMHUYECKUX UCCNef0BaHWIA, KOTOPble OTHOCATCS K
CYP2C9 chbeHoTvny MM. NOBbILIEHbI, BCIEACTBME CHUKEHHOTO MeTaboIMYeckoro knnpeHca. KoHTeKCT 3asaBKku
Ha kBanudukauno brnomapkepa 6ygeT cnegyoLwmm:

- O6Lwan obnactb: KnuHunyeckas papmakonorua/Drug Metabolism and Safety:

- Cneuudpmnyeckoe ncnonb3oBaHue 6uomapkepa: patient/clinical trial subject selection (indusion/exclu-
sion criteria, trial enrichment or stratification), dose optimization in individual patients and predicting adverse
reactions/risk minimization.

- Kputnueckne napameTpbl KOHTEKCTa UCNO/b30BaHUSA:

- NpenapaTt-cneyuduyeckoe ncnonb3oBaHne: JlekapcTBeHHbI npenapart A;

mcrneymndmkaunm ncnbiTaHnsa: MBHOTUNMPOBAHUE;

- buonornyecknii Bug: Yenosek pasymHellii (Homo sapiens);

- Aemorpacdus, BkIlOYas HacnegoBaHne n/unm reorpadmyeckoe NponcxoxaeHve: cneundunyeckan ans
nonynaumMm yactota annens.

iii) KnnHnyeckas 6esonacHocTb

Annenb HLA-B* 1502 cBsi3aH C NOBbILLIEHHBIM PUCKOM Pa3BUTUS Y 3THUYECKOI rPynnbl XaHbLEeB CUHAPO-
ma CTuBeHca-[XoHcoHa BCneacTBre npvema npenapata b.

- O6wasn o6nacTb: KIMHNYeckas 6e30MacHOCTb.

- Cneundpmnyeckoe Mcnosb30BaHNe Guomapkepa: BbIGOP NauMeHToB (KpUTepun BKAKOUYEHMA/MCKoYe-
HWA). NPOrHO3MpoBaHWe 6e30NacHOCTU U MEXaHU3MOB MOBOYHbLIX peakLiAi/TOKCUYHOCTMK.

- Kputnueckme napameTpbl KOHTEKCTA MCMO/Ib30BAHUS:

- NnpenapaT-cneymuyeckoe ncnonb3oBaHne: SlekapcTBeHHbI i npenapart b;

- cneymndmkaunm ncnbiTanns: MBHOTUNMPOBAHWE;

- buonoruyeckuii Bug: Yenosek pasymHbii (Homo sapiens):

- Aemorpadoms, BKAYas HacnepoBaHvue wu/unm reorpadmyeckoe NPOUCXOXAeHMe: aTHUYecKas rpynna
XaHbLieB.

3.2.1.3 CogHas nHgopmaLmsa 0 MetToaax v pesynbratax

B naHHOM pasgene gomkHa 6bITb NpeAcTaBieHa BbICOKOyPOBHEBas CBOAHAA MHopMaLmsa 0 MeTogax n
pe3ynbTaTtax, npy He06xoaMMOCTY B BUAEe Tabnuy v pucyHkoB. O630p f0/MKEH CONPOBOXAATLCSA KPUTUYECKON
OLleHKO 06WUX pe3ynbTaTos, BKAYas 06CYXAeHVe W MHTeprnpeTauuio pe3ynbTaToB OTHOCUTE/IbHO Mpej-
naraemoro KoHTekcta. B pasgene go/mkHbl 6biTb NpefcTaBieHbl U 06CYXAEHbI CUIbHbIE CTOPOHbI U OrpaHu-
YeHMA nporpammbl KBanudukauum 6uomapkepos 1 pesynbTaToB UCCNefoBaHNs, NpoaHam3vpoBaHa nonb3a
6romapkepa A8 KOHTeKCTa ero UCMob30BaHWsA M ONNCaHO, Kak pe3ynbTaTbl UCMblTaHWA CrocOB6CTBYIOT €ro
MCMOob30BaHNIO B NpeAnosiaraeMoM KOHTEKCTe.

Takxe B pa3fen Heob6xoAMMO BKIHOUUTL MMEILMe 3HaYeHne HabNloAeHNs OTHOCUTENTIbHO UCTOYHMKA
[JaHHbIX, BbISIBMEHUS] U3bSHOB. KpaTkoe pacCMOTPEeHWe TOro, kakoe OTHOLUEHWE OHW MMelT K npegnonara-
eMOMy KOHTEKCTY U Kak crieflyeT pewaTb AaHHble Npobsiembl B paMkax rnocregyoLmx 3asaBok. Kpome Toro,
cnepyeT yNOMSHYTb K0UYeBble TeMbl 415 06CYXAEHUS.

3.2.1.4 3aknwouyeHune

B 3aknioyeHnn HeobxoAMMO:

- NPeACTaBUTb OLEHKY OXu1Aaemoli Nosb3bl OT NPUMEHEHNS BroMapkepa, OCHOBbIBAIOLLYIOCS Ha pe3y/ib-
TaTax peneBaHTHbIX UCCMeA0BaHWA, O T. Y. MHTEPNpeTaLumio Toro, kak PYHKLUOHMPOBaHNe Gromapkepa cno-
CO6CTBYET €ro UCNob30BaHWI0 B NpeanonaraeMoM KOHTEKCTE;
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- onucatb NpPo6iembl, C KOTOPbIMK UCCNefoBaTeNN CTONKHYNCL B MpoLecce UccnefoBaHnii no keanu-
dvkauun 6uomapkepa, NOACHUTb, Kak NPOU3BOAMNACH MX OLeHKa U Kak OHW Obln peLleHbl;

- BbIABUTb HepaspelleHHble NpobnemMbl U NOACHUTb, MOYEMY OHU He MOTMyT CUMTaTbCs MPensaTcTBUEM
ANs KBanudukauum B pamkax npegnonaraeMoro KOHTekcTa Ucnonb3oBaHus U/mnm onucatb naaHbl No Ux pas-
peLLeHno. ecnun NPUMeHNMO.

3.2.2 CsogHas nHopmauma (aHanuTnuyeckas, JOKINHNYecKas, KmHnyeckas; ecnm npuMeHumMo)

CBofHasa nHopmauns foMKHa BKIOYaTb B ce6a feTann3mpoBaHHy hakTnyeckyto 0606l EHHYI0 UH-
chopmanmio 06 aHanuTuyeckoli (papaboTka MeToankn) (Mm N6y AONONHUTENBHYI0 TEXHUYECKYH UHAOP-
Maumio). AOKNNHUYECKON WU KMHUYECKOI YacTu UCMbITaHuii (eCAvM NPUMEHVWMO), B T. Y. MHTErPUPOBaHHbIi
aHanus nccnefoBaHnii No kBanudukauuy 6romapkepa n pestoMe Mo pesynbTaTtaM OTAENbHbIX UCMbITaHWN.
Paznen fonxeH cogepxartb pesysibTaTbl BCEX UCCEL0BaHUIA, NpU HEOGXOAUMOCTM B hopme Tabnuy nnm pu-
CYHKOB.

[na foCTUXeHnA ykasaHHbIX Leneii B pasgene fO/KHbI ObiTb;

- OMuMcaHbl U NOSICHEHbI 06LLMe NOoAXOAbl K NporpaMmMe Ksanudukaumm buomapkepa, skaoyvasa 1) meto-
Abl N peneBaHTHble acnekTbl An3aliHa uccnefoBaHns. 2) TexHnyeckoe n 6uonornyeckoe BOCNpon3BedeHne 1
3) cTaTMCTUYeCKWit aHaIn3, BKIOYAsA 3asB/IEHHYIO TMNOTe3y, KOHeYHble TOUKM N 060CHOBaHne o6bema Bbibop-
kn. OnncaHo o60CHOBaHWe Ana onpefeneHns nonynsunoHHOW BbIGOPKU, N3yYEHHON B Xxoae KBasiudukaumm
6uomapkepa, n 06CyXAeHbl OrpaHNYeHUs, CBA3aHHbIe C faHHOW BbIGOPKON, HanpyMep accouMnpoBaHHble C
3THUYECKON Fpynnoi nnm ctagueli 3aboneBaHus;

- yKasaHbl Kputepun Ans onpefeneHus npurogHoctn obpasua (Hanpumep, sug. 06bemM A/unu Bo3pact
o6pasuos, Bbixog AHK 1 T.M.);

- OnNucaHbl aHaNNTUYECKMEe XapaKkTepuUcTMkn Metoga (Hanpumep, ANS UCCNefoBaHuUii in vitro — 370 Tou-
HOCTb. NPELM3NOHHOCTb N NPoYMe CTaHAapTHbIE NapameTpbl), B TOM Yuce nobble cneuuduryeckne pekomeH-
Jauvn. nNpyMeHUMble K MaHUMynAaumMsaM ¢ obpasuamm, XpaHeHuo, a Takke TpeboBaHus K kavecTBy;

- onucaHbl pesynbTaThbl, CNOCOBCTBYIOWMNE AOKTMHUYECKOMY/KTMHNYECKOMY UCMO/b30BaHNI0 bruomapke-
poB (Hanpumep, peTpocnekTMBHAsA/MPOCNEKTUBHASA KOPPeNnsAumsa ¢ heHoTUNom/pesynbTaTom).

B TekcTe pekomeHAyeTCA WMCNONb30BaTb Tabnuubl U PUCYHKM, obneryarwlime nNpouecc perynsaTopHoi
aKcrnepTusbl. PekomeHgyeTcs, 4To6bl NOTHOCTLIO NPeACTaB/eHHbIN B APYrOM pasjene maTepuan He nosTo-
pAncsa 34ecb; peKoMeHAyeTca cAenaTb NepeKkpecTHYHo CCblKY Ha AeTan3MpoBaHHy0 MHopMaLuio B oTye-
Tax 06 nccnefoBaHUAX U NPoOYMX AoKymeHTax (pasgensl 4 u 5).

3.2.2.1 CsopgHble pe3ynbTaTbl OTAE/bHbIX NCCefoBaHui

B naHHOM pasgene A0/MKHbI GbiTb NpefcTaB/eHbl CBOAHbIE pe3ynbTaTbl OTAENbHbIX UCCeA0BaHuUi,
BK/IIOYEHHbIX B KBa/MuKaLnoHHoe focbe. B TOM cnydyae, ecnu 3asBka OCHOBbIBAETCS MPeVMMYLLEeCTBEHHO
Ha Hay4HbIX Ny6avKaumx, aHHoTauun u knoyeBble Tabnuupl, B3STble U3 Hay4HbIX Ny6AUKaLuiA, MOTyT ObiTb
1CMosb30BaHbl B aHHOM pasfene. B pasgene fo/mkHa 6biTb 0606 eHa MHopMaL s No Kaxaomy U3 uccne-
[OBaHWIA, ANA KOTOPbIX OTYETbl W/MIW pyKONucK Gblv BKKOYEHbI B pasgens! 4 n 5. Pa3vep pasgena moxet
Bapb/poOBaTbLCA B 3aBNCMMOCTM OT NPeAoCTaBNSEMON MHdopMaLmn.

3.3 Pasgen 3 KauectBo

OxunpaaeTcs, UTo laHHble O KayecTBe /1lekapCTBEHHOIO WM BUOTEXHO/IOTMYECKOro npenapara He 6yayT
npeacTaBNATLCA B 3aABKe Ha kBanuduvkaumio 6uomapkepa, OTAENbHOM OT 3asBKW Ha perucTpauuio HOBOro
nekapcTBeHHoro npenaparta B EC n CLLUA/6nonpenapara.

3.4 Pasgenbl 4 (JoknuHuyeckas uHgopmayus) n 5 (KnuHmnueckas nHcopmauyns)

B pgaHHbIX pasgenax fo/mkHbl 6biTb NpeAcTaBeHbl NOJHble 0TYETbl O KBanudukauum 6uomapkepa, a
TaKkxe, No 3anpocy perynAaTopHOro opraHa, UCXoAHble AaHHble uccnefoBaHnii. B pasgens! Takke MOXeT ObiTb
BK/IOYEHA UHhopMaLmsa 0 cooTBeTCTBUN Haanexawein KnuHnyeckoin Mpaktuke (GCP). OTueTbl 06 nccneno-
BaHMAX MOTyT 6blTb COCTaB/IEHbI, €CAWN MPUMEHUMO, B COOTBETCTBUU C pesieBaHTHbIMU pykoBogcTeamu ICH
(Hanpumep, E3. E15. M4E, M4S). B pamkax 0T4eTOB 06 McCef0BaHUAX NOAXOAAWMIA hopMmaT faHHbIX 6yaeT
3aBuCeTb OT XapaKkTepuCTUK n3mepsiemoro 6uomapkepa (Hanpumep, ANA reHoMHbIx 6uomapkepos. SNP n/unn
CNV) 1 1cnonb3oBaHHONW MeToAMKM (Hanpumep, A8 FeHOMHbIX GMOMapKepoB, MUKPOMATPUYHBIA aHanus
n/vnn nonMmepasHas LenHas peakuus).

BHe 3aBucuMmoCTM OT uccregyemoro 6uomapkopa WM UCNOMb30BaHHOW TEXHOMOMUWU [JO/MKHO ObiTb
npeacTaB/fieHO YeTkoe 060CHOBaHWE NCNO/Ib30BAHHON NONYNALVOHHOW BbIGOPKY (Hanpumep, Gronornyeckuii
BUA. BO3pacT, M0J) U MPOYMX NEPEMEHHbIX, NMEILNX OTHOLEHUEe K uccnegyemomy cheHotuny. OTyeTbl 06
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UCMbITAHNAX, UCMNOMNb30BaHHbIE 415 NOYYEHMS AaHHbIX O KBaMdmKaumMm 6ruomapkepa, AO/HKHbI cogepxaTb
KpuUTUYeckre nepemMeHHble, BKIYatLine B cedbs, NoOMUMO Npoyero:

- KO/IMYeCTBO W KnaccumKaymio naymeHToB/CyobeKToB KIMHUYECKNX NCCNef0BaHuni, KOTopble NPUHK-
mManu yyactue B UCCnefoBaHUy 6romapkepa, a Takke KONMYecTBO U Knaccugukaumio nauneHTos/cybbekTos
KTMHWYECKNX NCCnefoBaHnin ¢ AOCTYMNHbIMY AaHHbLIMU O 6UoMapkepe:

- pabouvne xapaKkTep1CTVKA NCMOb30BAHHOIO TecTa Ha 6uoMapkepbl, OCHOBaHHbIE HA PETPOCMNEKTUBHOWA
n/mnu NPoCNeKTVBHOW KoppenAunn CAaHHbIMY AOKANHUYECKNX U/NAN KITUHUYECKNX KOHEUHbIX Todek. laHHble
OTYeTbl TakkKe AO/MKHbI BKYATb ONncaHme MeTOA0B M An3aiHa nccnefoBaHuii, a Takke pesynbTarbl 106bIX
npoBeAeHHbIX PYHKUMOHANbHbIX NCCNe0BaHNIA:

- cooteeTcTBYyeT Moaynio 3 OT/;

- cootBeTcTBYeT Moaynio 4 OT/;

- cootBeTcTBYEeT Moaynio 5 OT/;

- NepeMeHHble, KOTOpble MOryT OTPasuUTbCA Kak Ha BasIMAHOCTU BbIGPAHHOrO MeTofa MCCefoBaHus,
Tak 1 MoBAVATL Ha VHTepnpeTaunto pesysbTaros:

- Ucnonb3oBaHHasA nnatopma Uan annapaTHoe obecneyeHve;

- NPM3HaHHbIe B HACTOSILLLEE BPEMS MEXAYHapOoHble CTaHAapTbl AN BbIGpaHHON TEXHOMOMMK:

- KIMHNYeCcKMe NepemMoHHbIe, KOTOPble MOTYT MOMOYb MHTEPNPETUPOBATL pesy/nbTaTbl, HaNpUMep, nuTa-
Hve. n3nyeckne ynpakHeHus, pacnncaHvie n3MepeHuii;

- MeToAbl U NporpaMmHoe obecneyeHne, CNob30BaHHbIE ANS aHan3a UCXOAHbIX AaHHbIX.

Hanpumep, B ciiydyae reHOMHbIX 6MOMapKepoB AONONHUTE NbHbIE KPUTUYECKUE NapaMeTpbl MOTYT Takxe
BKNOYaTb B cebs:

- KpUTEpUn ANS onpejeneHuns KkadyecTea obpasuya (Hanpumep, Bo3pacTt obpasua, Bbixod AHK v 1.4.);

- MeToAbl, MCMOMb30BaHHbIe A8 onpedeneHus akcnpeccun reHa wnm IHK-nocnegosaTensHoOl 1 npo-
YMX CTPYKTYPHbIX XapakTepuUCTUK, BKIYasa MoaMduLmMpoBaHHble OCHOBaHWA (Hanpumep, anureHeTuyeckue
OTMETKW, Takue Kak 5-MeTUILMTO3unH),

- KpUTEPUMN, NCNONb30BaHHbIE ANA BbiGOpa KaHAWAATHbIX EHOB, €CNN AaHHbIA NoAXOM UCNONb30BaCcs
(kaHAMAAT No NOMIOXEHWI, MO (PYHKLMM, HA OCHOBaHWUW AaHHbIX 0 Npodiuie aKkcnpeccum);

- pesynbTaTtbl aHann30B reHOMHbIX 61ioMapKepoB, NPV 3TOM BCE OHU [O/IKHbI OblTb OMMUCaHbI, eCK Npu-
MEHEHbI. B COOTBETCTBUM C TEKYLUUMU MEXAYHAapOAHO NPU3HaHHLIMY CTaHJapTamu.

Konun npounx [OKyMEHTOB B nogdepxaHue 3asBku Ha KBanudukauuio buomapkepa A0/KHbI ObiTb
npeacTasneHbl B pasgene 4 (4oknuHuyeckas nHdopmauusa) unm pasgene 5 (knvHnueckas wHdpopmauus). K
nofo6HbIM JOKYMeHTaM, MOMUMO MPOYEro, OTHOCATCS KOMUWU CMPaBOYHbIX MaTepuanos, UMEIOLNX OTHOLIe-
Hve Kk pasgenam 2,4 n 5. CnpasouHblii MaTepuan MOXeT BK/oYaTb B ce65, NOMUMO MPOYero:

- 0Ny6/IMKOBaHHbIE CTaTby B PELLEH3NPpYeMbIX XypHanax (B T. 4. MeTa-aHanunsbl);

- 9KCMepTHbIE 3asB/IEHNS B OTHOLEHUN PYHKLMOHA/IbHOCTM BUOMapkepa(oB). n3flaHHble Hay4HbIMU UK
KOMMepYeckMMMN opraHusaumamy, coobliecTsamMmy naumMeHToB, 06LWeCTBEHHBIMW UK YaCTHbIMK accounauns-
MW, a TaKkke HaAi30pPHbIMW OpraHaMu B 061acCT MeAULMHCKOW NPaKTUKK:

- OTYeTbl WN NMpoYne peneBaHTHble JOKYMEHTbI, BbIMyLLEHHbIE PErynaTOpHbIMU OopraHamu (Hanpuvep,
OTYEeT O peneBaHTHbIX HayYHbIX KOHCYNbTaUUAX U T. M.):

- TEXHMYEecKoe onucaHne KOMMep4yeckn AOCTYMHbIX HabopoB ANsA nccnefoBaHusa 6uomapkepos, ccop-
My/NMpoBaHHOEe npounssoauTenemM (ecnu NPUMEHNMO).
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