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MNpegncnosne

1 NOArOTOBJ/IEH T[ocyaapCTBEHHbIM OH4KETHbIM 06pas3oBaTe/lbHbIM  yYpeXAEeHNEeM  BbICLLENO
npodgpeccroHanbHoro o6pasoBaHus [lepBbiIM MOCKOBCKMM FOCYA@pCTBEHHbIM MEAULMHCKAM YHUBEpCUTE-
ToM uMeHn W.M. CeyeHoBa MuHUCTepcTBa 34paBooxpaHeHusi Poccuiickoit ®epepauumn (MepsbiM MIMY
umeHn W.M. CeuyeHoBa) Ha OCHOBe COGCTBEHHOrO NMepeBOAa Ha PYCCKUIA A3blK aHI/10A3bI4YHOW BEPCUUN [,0KY-
MeHTa. yKa3aHHOro B NyHkTe 4

2 BHECEH TexHun4eckuM KOMUTETOM MO cTaHAapTusaumm 458 «PaspaboTka, NponM3BOACTBO U KOHTPO/b
KayecTBa /ieKapCTBEHHbIX CPELCTB»

3 YTBEPX/EH U BBEJEH B IENCTBVE Mpukasom ®eaepanLHOro areHTCTBa No TEXHUYECKOMY pe-
ryIMpoBaHunio 1 MeTponornu oT 8 ceHTabps 2017 r. No 1042-cT

4 HacTosiwumii cTaHAapT MAEHTUYEH MeXAyHapoAHOMY fokyMeHTy ICH E16:2011 «W3yuyeHue 6uomap-
KepoB. MCMoJSib3yeMblX Mpu paspaboTke XUMUKO-hapmaueBTUYECKUX U OGUOTEXHONIOTMYECKUX NeKkapCTBeH-
HbIX CPEACTB U NPeACTaBeHN0 AaHHbIX O HUX B perynaTtopHblii oprad» (ICH E16:2011 «Biomarkers related
to drug or biotechnology product development Context, structure and format of qualification submissions».
IDT) MexayHapofHOl KOHhepeHLUMM No rapMoHU3aLMN TEXHNYECKUX TPeboBaHWn AN perncTpaummn nekap-
CTBEHHbIX CPeACTB AN15 MenLumuHcKoro npuMeHeHus (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use; ICH)1)

HaunmeHoBaHue HacToALEro ctTaHfapTa U3MEHEHO MO OTHOLEHWUIO K HAMMEHOBaHUI0 MeXyHapoAHOro
[OKyMeHTa ans npusefeHus B cootsetcTene ¢ FOCT P 1.5—2012 (nyHKT 3.5)

5 BBEJEH BIEPBbIE

MpaBuna npuMeHeHUs HaCcTOSALWEro cTaHAapTa YyCTaHOoB/eHbl B cTaTbe 26 defepasbHOro 3akoHa
oT 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoii ®epepauun». VHdopmauus ob
U3MEHEHUSX K HacToseMy CTaHgap Ty ny6nkye T Cs B eXXerogHom (Mo cCocTOosSHUI0 Ha 155HBapsa TeKyLwero
rofa) UHOPMaLMOHHOM yKasaTesne «HaunoHaslbHble CTaHAapThi», a ohuLMabHbI TEKCT U3MEHEHWIA
M NONpaBOK — B €XEMeCS4YHOM WHCHOPMAaLMOHHOM yKaszaTene «HauuoHanbHble cTaHaapTbi». B cnyvae
nepecMoTpa (3amMeHbl) WM OTMEHbl HACTOALWEro cTaHAapTa CooTBeTCTBYLEee yBeJAoOMIeHe bygeT
ony6/NKOBAHO B GAMXKALLEM BbIMYCKE €XEMECSUYHOro MHOpMaUMOHHOrO ykaszaTensa «HaunoHanbHble
cTaHgapTbi». CooTBeTCTBYyWLWAas MHDOPMaLMA, YBeLOMMEHNe W TeKCTbl pas3mMellalnTCcs Takke B
MH(OPMaLMOHHON cucTeme o6Lero nofb3oBaHusa — Ha ohuuymanbHoMm cainTe PefepasbHOro areHTCcTBa
Nno TEexXHWYEeCKOMY PeryiMpoBaHunio 1 MeTponorum B ceTun MHTepHeT (Www.gost.ru)

O C 25 okta6ps 2015 roga nepenMeHoBaHa B MexayHapoAHblii COBET MO rapMOHM3aLun.

© CraHgapTuHdopm. 2017

HacToswuii ctaHgapT He MOXeT 6bITb MOTHOCTHIO UIN YACTUYHO BOCMPOM3BELEH, TUPAXMPOBAH U pac-
MPOCTPaHEH B Ka4YeCcTBe OhULMANBLHOTO N3faHns 6e3 paspelleHns ®efepasibHOro areHTCTBa No TEXHNYECKO-
My peryMpoBaHuio U MeTposiorum
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BBepeHve

Vcnonb3oBaHne 6MoMapkepoB MOTEHLMANIbHO MOXET 06/1erynTb AOCTYN K 60nee 6e3onacHbIM 1 6onee
3p(heKTUBHBLIM NTekapCTBEHHbIM Mpenaparam 1 6MOTEXHOOTMYECKUM npenaparamM, NoC/nyXuTb OPUEHTVPOM
ANs BbIbopa A03bl U YYULINTb COOTHOLLEHNE «PUCK-NO/b3a». [laHHoe pykOBOACTBO OCHOBbLIBAETCS Ha OMbITe,
nony4yeHHOM B XOfe Nojayun 3asB/eHWn Ha perncTpawumio 1eKapcTBEHHbIX CPEeACTB, B KOTOPbIX CoAepXanach
nHhopmauua o 6uomapkepax, B pas/imuHbiX pernoHax ICH. YnomsaHyTble 3asBKkv npegcTaBnsanv coboii nméo
oTAeNbHble KBa/MPUKALIMOHHbIE 3a5iBKM HA GrioMapkepsbl, 60 ABAANNCH KOMMTOHEHTOM PerysTopHOro npo-
Lecca aKcnepTu3bl 3asBKM Ha perncrpaumio, OTHOCALMUMCS K pernctpupyemomy npenapaTty (3asBneHve Ha
perucTpauuio HoBOro siekapcTeeHHoro npenaparta B EC n CLUA/6uoTexHonornyeckoro npenapara). Mcnosb-
30BaHne eauHoro chopmara npeacrasneHns AaHHble 0 6Buomapkepax, NPUHATOro B poToHax ICH 6yaeT cno-
co6cTBOBaTL IKCMOPTOOPMEHTUPOBAHHOMY Pa3BUTUIO POCCUIACKON dhapMmaLieBTUYECKOV OTpac/n.

B gaHHOM cTaHgapTe OnMCbIBAOTCA PeKOMeHJauun OTHOCUTENIbHO CoAepXaHus, CTPYKTYpbl 1 hopma-
Ta npejcrasfieHne faHHbIX B 3asB/IeHUN Ha KBanuukaumio reHoMHbIX 6ruoMapkKepos (kak onpefesieHo B
ICH E1512). KBanudmkauns npeacraBnseT coboii 3aktoueHne, KOTopoe B paMKkax yka3aHHOro KOHTeKcTa uc-
nosb30BaHNA MOATBEPXAAET, UTO pe3ynbTaTbl UCMbITAHWS C NUCMNOMb30BaHMEM GUOMapkepa HafJeXxHo oTpaxa-
10T 6MONOrMYEecKnii npoLecc, OTBET UM CobbITE, U 060CHOBbLIBAET UCMO/b30BaHNE Guomapkepa B npouecce
pa3paboTKn /1IeKapCTBEHHOro MU BUOTEXHO/IOMMYECKOro npenapara, HaunHas ¢ atana OTKPbITUS MOJIEKY /bl 1
BMN/10Tb A0 NOC/EPEerncTpPaLMoHHOro MoHUTOpuHra. MpeAcTaBnerne fJaHHblX Ha kBanndukalmio buomapkepa
B BUJe OTAENbHOrO 3asBfeHNs B PerynAaTOpHbIE OpraHbl NPOBOAMTCA B TOM C/y4vae, ecnim 6uomapkep Hanps-
MYIO WM ONOCPeLlOBAHHO NMOMOraeT MPUHATL PerynAaTopHble pelleHns. Llenbio HacToswero crtaHgapTa ssns-
eTcs npeAcTaBneHne rapMOHU3MPOBaHHOWN peKOMEeHA0BaHHOW CTPYKTYPbl AN 3aAB/EHNIA HA KBaNUUKaLMIO
61oMapkepoB B PerynsTopHble opraHbl pernoHoB ICH. uTo o6nerunt gnanor ¢ perynsaTopHbIMU opraHamu un
mexay HuMu. Takke npegnaraemMblii opmaTt u cogepaHve oKyMeHTauum NpuMeHMM K gaHHbiM 0 6uomap-
Kepax. BK/Il0YAEeMbIX B perncTpaLmoHHOe [0Cbe KOHKPETHbIX /IeKapCTBEHHbIX npenapatos. Ksanudukauus
61MoMapkepoB MOXeT NMPOM3BOAMNTLCA Ha OOOM 3aTane paspaboTkM NeKkapCTBEHHOro uay 6uoTexHonoruye-
CKOro npenaparos, HauuHas C aTana OTKPbITUSA MOJIEKY bl U BMJIOTh [0 3Tana nocieperncTpaymoHHoro MoHm-
TopuHra. [lna Tex cnyvyaes, Korja aTo yMecTHO, B JaHHOM AOKYMeHTe npusefeHbl obwue pekoMeHgaumm no
BK/IIOYEHMIO laHHbIX N0 KBa/Murkaumm 6MoMmapkepos B pernctpaunoHHoe gocke B popmate Obuero TexHu-
yeckoro flokymenTa (OT/M) Ans pernctpaumm nekapcTBeHHbIX npenaparos 418 MeAULUHCKOTO NpYMeHeHUs.

HacTosAwwii ctTaHgapT AeHTUYEH MexayHapogHoMy fokymeHTy ICH E16 no usyyeHuto 6uomapkepos,
MCMob3yeMbIX Npu paspaboTke XMMUKo-thapMaLeBTUYeCKMX 1 6UOTEXHONOMMYECKNX NIeKAPCTBEHHbIX CPefCTB
1 NpefCcTaB/IEHNI0 JaHHbIX O HUX B perynsiTopHblii oprad (ICH E16 Biomarkers related to drug or biotechnology
product development: Context, structure and format of qualification submissions) MexayHapogHoii koHhbepeH-
LuM MO rapmMoHM3aLnn TEXHUYECKUX TpeboBaHuii ANA pernctpauum neKkapCTBEHHbIX CPeACTB ANA MeaULWH-
ckoro npumeHeHus (International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use; ICH)

2>B ICH E15 npuBegeHo cnegytouiee onpeaeneHne reHOMHOro 6uomapkepa: «msmepsiemas xapakrepuctuka AHK
wwu PHK. koTopas fBNseTca MHAMKATOPOM HOpMasibHbIX 6MOOTMYeCcKNX NPOoLeccoB, NaTo0rMyecknx NpoLeccos n'nm
TepaneBTUYECKUX UMW UHBbIX BMeLlaTeNbCTB».

v
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HALUWOHANbHBIN CTAHOLAPT POCCUMNCKOW SGEALEPALUMN

NEKAPCTBEHHbLIE CPEACTBA AN1A MEAVNLMHCKOIO NPUMEHEHNA
PapmakoreHoMmuka. buomapkepsl

Medicines for medical applications. Pharmacogenomics. Biomarkers

fata eBefeHns — 2018—07—01

1 O6nactb NPUMEHEHUSA

O6nacTbio NPYMEHEHWA HACTOSALLLErO CTaHAapTa ABNSAETCA cofepxaHune, CTpyKTypa v dopmat AOKYMeEH-
Tauumn 3a8BeHNsA Ha KBannvKaLmio KNVMHUYECKNX Y HEKTMHUYECKNX TEHOMHbIX 6MoOMapkepoB, CBA3aHHbIX C
pa3paboTKoli NeKkapCTBEHHbIX UM BUOTEXHONOTMYECKUX NpenapaTos, B TOM Y1c/ie MeTOAbl TPAHCAALNOHHOW
MeAULUHBI, (hapMakoKMHETUKY, hapMakoguHaMuky, athekTMBHOCTb M BOMpoCkl 6e3onacHoCTU. 3asBneHune
Ha kBanuUKauuio MOXeT BKIYaTb B Cebs faHHble U YTBepXAeHWs, OTHOCALMECS K OgHOMY Gromapke-
pYy, WM K HEcKosibkvuM 6uomMapkepam, MCnosib3yeMbiM B KayecTBe knaccudmkatopos. HecMOTps Ha TO. 4To
B HacTosIlLeM cTaHJapTe HemnocpefCTBEHHO He 3aTparvBaloTCA HereHOMHble GUoMapKepbl, NPUHLMNLI, ONW-
CaHHble B ;]AHHOM [JOKYMEHTe, NPUMEHVMbI K Pa3/inyHbIM KaTteropusam 6nomapkepos (HanpyMep, reHOMHbIM,
NPOTEOMHbIM. BU3Yya/M3aLMOHHbIM). @ Takke MOryT ObiTb MCMOMNb30BaHbl B pamKkax WHbIX BUA0B KBanuduka-
LMK, CBA3AHHbIX C pa3paboTKoi XUMMKO-hapMaL,eBTUYECKUX NN BUOTEXHOMNOMMYECKNX NeKapCTBEHHbIX Npe-
napaTtoB. Takke BO3MOXHO MpefcTaB/ieHne 3asaBeHnNsa Ha kBanudmkauuo ans kombuHauuy 6romapkepos
(Hanpumep, rTeHOMHBIX U HereHoMHbIX). Ecin He yka3aHo vHOe, B fanbHeilleM B TeKCTe AOKyMeHTa byaeT
1Cnonb30BaTbCs 0606LAOLLNIA TEPMUH «BUOMAPKEP».

CTtaHAapT Takke pacrnpocTpaHseTCcs Ha npefcTaBfieHne AaHHbIX, OTHOCALMXCA K Banujauun HOBbIX
aHanuTUYecKMx NoAxoaoB, MOBbILLAKLMX HAAEXHOCTb OLEHKM CyLLeCcTBYLWMX 6nomapkepos. B HacToswem
CTaHAapTe He paccMaTtprBaeTcs cam Npouecc Ksasmukaumm, a Takke fokasaresibHble cTaHAapTbl, N03BOSA-
foLLMe perynaTopHbIM opraHam ksannduumposaTb Guomapkep.

2 O6wue npuHUUnbI

Mpegnonaraemblii KOHTEKCT WCMONb30BaHNSA GMOMapkepa COOTBETCTBYET AaHHbIM B NOALEPXKY €ro
kBanmukaummn. Mpegnonaraemblii KOHTEKCT MCMO/b30BaHNA [O/KEH OblTb AEeTaflbHO OTPaXeH B 3asBke.
Heob6xo4MmMo NpUBECTU CCbIIKUM HA KOHKPeTHOe MCnonb3oBaHue Guomapkepa B npouecce pa3paboTku ne-
KapCTBEHHOro MM 6MoTEXHONOrMYeckoro npenaparta. KOHTEKCT ncnonb3oBaHns 6uomapkepa B pamkax ero
KBanumkaumm mMoxeT ObITb Kak LUMPOKUM, Tak 1 y3Kum: 6uomapkep(bl) MOryT 6bITb MOME3HbI IMO60 TOMBKO
[ANA 0QHOro NIeKapCTBEHHOrO MM GUOTEXHONOrMYecKoro npenapara, MMbo ANA HECKObKMX npenapaTos, OT-
HOCALLMXCA K OfHOMY M flaXKe HECKOIbKUM Kaccam.

CTpyKTypa 3asB/ieHns Ao/mKHa 6biTb e4MHO06PAa3HON BHE 3aBMCMMOCTV OT nNpejanaraemoro cogepxa-
HMA 1. B TO e BPeMsi, JOCTATOYHO TMBKOM AN TOro, YTOObl yunTbiBaTh KOHKPETHbIE OCOBEHHOCTU KaXAoro
3aaBneHuns. Kpome Toro, ncnosib3oBaHne pekoMeHAO0BaHHON CTPYKTYPbl AO/HKHO CNOCO6CTBOBAaTL nogade u
3KcnepTu3e nocneayoLmx 3asBAeHN Ha KBanudmkalumio 6MoMapkepos, U UCNONb30BaHNI0 BUoMapkepos B
HOBOM KOHTEKCTe, KaK, Hanpumep, B C/lyyae nepexoga OT HeK/TMHUYECKOTO KOHTeKCTa K KIMHUYECKOMY.

dopmar gaHHbIX AN kBanudrkauuy 6uomMapkepa MOXeT CyLeCTBEHHO BapbipOBaTbCA B 3aBUCHMOCTU
OT KOHTEKCTa. B 3TOI CBA3M MOXHO NPeAoCcTaBUTb TOIbKO 06LLME yKa3aHWA B OTHOLUEHWM chopmaTa AaHHbIX
B 3aaB/ieHusAX. Popmar JO/MKEH CNOCOOCTBOBATL OLlEHKE AaHHbIX U MOXET BK/toYaTb B cebsA oTyeTbl, Tabnmy-
Hble JaHHble N NCXOAHble AaHHble (ecny OHWU 3aTpeboBaHbl PeryaTOpHbIMK OpraHaMu, B COOTBETCTBUM C

N3paHue oduymansHoe
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MECTHOI NPaKTWKOW). ®opmMaT AaHHbIX [O/HKEH COrNacoBbIBATLCS C METOA0MOrMel 1 nnaTopMoii aHanmsa
6uomapkepa. Mpu Heo6Xo0AMMOCTH, AO/KHbI ObITb ONUCAHbI CCbIJIKU HA UCMOJIb3YyeMble CTaHAapTbl UYW npu-
em/ieMble MeToApbl.

CTpyKTypa focbe, onvcaHHas B HaCTOsILLEM cTaHAapTe, npeAHasHaveHa Ans 3asaBfeHus Ha Kksanudu-
Kauuo 6uomapkepa, nogasaeMblx Nocsie Toro, Kak 6b1710 NMoyYeHO OCTATOYHOE KO/IMYECTBO BCnomorarte lb-
HbIX AaHHbIX. OAHaKO AlaHHaa CTPYKTypa Takke MOXeT NPMHUMaTbCS BO BHUMaHWe Npu nofjadve 3asBieHWi,
HaLeNleHHbIX Ha NOMyYeHNe Hay4yHOU KOHCYNbTauuu OT PeryiaTOpHOro opraHa Ao Wav napasiesibHo C Nosy-
YeHneMm HeobXxoAnMbIX AN KBanudukaumm GuoMmapkepa faHHbIX.

PekomeHgyemblii chopmaT 3asBneHns Ha Kksanudvkaumio 6uomapkepa coriacoeaH ¢ popmatom OT[,
AN obneryeHns ee nogayn u akcnepTusbl. Mpegnaraemasn obuias opraHu3aumsa 3asBfieHUs Ha KBanuduka-
uuio 6uomapkepa, onucaHHasa pasnee, cooTBeTcTByeT dopmaty OT/. KoTopblii BKIoyaeT B cebs 5 vacteit
(mopgynn 1—5). Pa3genbl 3asBneHusa Ha kBanudukauuio 6rnomapkepa v cooTBeTCTByOWwMe pasgensl OT/
npegcTaeneHbl fganee: Pasgen 1 pykosogctea ICH E16 (PermoHanbHas agmuHUCTpaTuBHas MHgopmauus)
cooTBeTcTBYeT Mogynto 1 OT/[l c cooTBEeTCTBYHOLLEN MHopMaL e 0 KBannguKaLMoHHbIX npoueaypax; Pas-
gen 2 (Pestome) cootBeTcTByeT Mogynio 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 K/IMHUYEeCKUX uccnefosaHusax) cootseTcTeyeT Mogyno 5. [lononHutensHas nHopmaumsa npeacrasneHa
B pykoBoacTeBe ICH M4 n npounx peneBaHTHbIX PyKoBOACTBax. 3asBWTeNN, KOTopble XxoTenun 6bl npegcTa-
BUTb 3asiB/ieHNe B popmaTe 3/1eKTpoHHOro O6uero TexHuyeckoro fJokymeHta (OT/[) AOMXKHbI 06paTUThCA
K pykoBoacTBy ICH M2 (9neKTpoHHble cTaHA4apTbl Ha nepefady perynsaTopHol MHhopmauum) n NpoYum pe-
NeBaHTHbLIM PYKOBOACTBAM, a Takke HauWOoHa/lbHOMY U perMoHasibHOMY 3aKoHOAaTes1bCTBY, periameHTamM un
pekomeHaauuam.

[nsa obneryeHnsa nHTerpaumn 6UOMapkepos B r106asbHYI0 pa3paboTKy /leKapCTBEHHbIX NN BUOTEXHO-
NIOTUYECKMX NpenapaTos, pekoMeHAyeTcsa nojasath 3asB/ieHUss O4HOBPEMEHHO BO BCE Haj/iexalyme peryns-
TOPHble opraHbl. Heo6Xx0AMMO OTMETUTb, YTO B TOM C/lyyae, eciv perynsiTopHblii opraH npusHan 6uomapkep
KBaNMULMPOBaHHbLIM, TO filaHHbIe, NOJTyYEHHbIE B paMKax KBasIMuULMPOBaHHOIO KOHTEKCTa UCNOJIb30BaHUs,
He TpebyeTcA NOBTOPHO MoAaBaTb A4/ NepekBanndukaunm B paMkax 3asB/ieHNs Ha perucTpauunio HoBOro
nekapcTBeHHOro npenapata B EC n CLA/6nonpenapata. loctatouHo 6yaeT NpocTo NpeAcTaBuTb KONUK oT-
yeTa. MOSly4eHHOro OT perynsaTopa, B pamkax 3asB/IEHUS Ha perncTpauuto uav NHoi peneBaHTHOW perynaTop-

HOW mpoueaypsbl.

3 CTpyKTypa 3asB/IeHMs Ha KBa/IMomKaLmio 6MoMapKepoB

3anBka Ha knaccudurkaumo 6rnomapkepoB Ao/HKHA BKIOYATb B cebs cnegyowme pasgerns;

Pa3snen 1 PervoHasbHaa agMuHUCTpaTUBHasA nHdopmMaums

Pasgen 2 Pestome

0630p kBanMmrkKaymm 6nomapkepos

BBegeHve, npegnonaraemblii KOHTEKCT MCNO/Ib30BaHMUS, BbICOKOYPOBHEBOE OMMCAHWE AaHHbIX, MHTe-
rpupoBaHHas Kputuyeckas oueHka AaHHbIX/MeTof0B. AOMNOHUTe bHble TpebyeMble faHHble, NolyYeHHble B
X04e MPOBOAAWMXCH UAW 3an/iaHNPOBaHHbIX MCCefoBaHuiA, 1 060CHOBaHWE MpeanosiaraemMoro KOHTekcTa
UCMONb30BaHUA.

Pestome cnepyowmx gaHHbIX (€Cnn NpUMeHNMO);

- faHHblE aHaNNTUYeCKUX UCCefoBaHunii;

- BOK/IMHMYECKMe faHHble 0 Griomapkepe;

- KIMHMYeCKne gaHHble 0 buomapkepe.

CopepxaHue Pasgena 2 AO/MKHO ObiTb CKOHBEPTMPOBAHO B MYHKTbI B COOTBETCTBYHOLLEM pa3gene Mo-
ayna 2 OTA. Hanpumep. Pestome n/vnu CeBoAHbI 0630p B TOM C/lyyae, ec/iv OHO BK/THOUEHO B 3asiBKY Ha pe-
rMcTpauuio HOBOro fiekapcTBeHHoro npenapata B EC n CLUA/6nonpenaparta.

Pa3sgen 3 OTuyeTbl 0 KayecTBe

CTpYKTYpHble 1 NPOU3BOACTBEHHbIE XapaKTepUCTUKWU, a Takke napaMeTpbl kavyecTBa UCCefyemoro
npenaparta(oB), NCNO/Ib3yEMOro B KBANM(UKALIMOHHBIX NCCeAoBaHNAX 6romapkepa (eciM NPUMEHVMO).

MpepnonaraeTtcs, 4To NogobHas MHopMauma He ByaeT BKIOUYEHA B OTAENbHbIE 3asBKM Ha KBanudu-
KaLuio 6MomMapkepoB, He3aBUCUMYIO OT 3asiBOK Ha PerncTpaumio HOBbIX JIeKapCTBEHHbIX npenapatos B EC u
CLWA3vonpenapaTtos.

Pasgen 4 JoknuHU4eckue oTyeTbl

OTueTbl 0 pa3paboTke aHa/IMTUYECKUX METOAUK 2
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OTueTbl 0 Ba/IMAaLUMN aHaIMTUYECKUX METOAUK 2

OT4eTbl 0 AOK/IMHUYECKMX nccnenoBaHusx (in vitro)

OTueTbl 0 JOKIMHUYECKUX uccnefoBaHusx (in vivo, ykasaTb 6uonornyecknii Bug)

Pa3gen 5 KnunHunueckne otyeTbl

OTueTbl 0 pa3paboTke aHaIMTUYECKUX METOAUK 3

OTyeTbl 0 Ba/IMAALUN aHA/TUTUYECKUX METOAUK 3

2 CootsetcTtByeT Mogynto 4 OT/, Pasgen 4.2 unn 4.3

3 CootseTtcTtByeT Moaymo 5 OT/[ Pa3sgen 5.3

OTyeTbl N0 pe3ynbTaTam UccnefoBaHuin KNMHUYEeCKol dhapmakonorum

OTyeTbl NO pe3ynbTaTam UCCNeA0BaHNA KAMHUYECKol adhPeKTUBHOCTY u/nnn 6e30nacHocTu
Bonee getanbHO pekoMeHAyeMoe CoAepxaHne AaHHbIX pas3fesioB paccMaTpuBaeTCs HUXe.

3.1 Pa3gen 1 PernoHanbHas agMmuHucTpaTusHas nHdopmalms

[JaHHbIli pa3gen OO/MKeH cofepXaTb AOKYMEHThI, crneuudmyeckue 415 KOHKPETHOTO pernoHa, Hampu-
Mep, hopMbl 3asBOK uU/uam conpoBoauTesibHoe nucbMo. CogepxaHue n hopMaT faHHOro pasgena MoxeT
ObITb YKa3aH pesieBaHTHbIM PErynsiTOPHbIM OpraHoM.

3.2 Pa3gen 2 Pe3iome

Mo aHanorum co cTpykTypoint OT/, 3asiBKa Ha kBanndukaLmo 6nomapkepa Ao/mHkHa CogepXxaTb pestome,
npefHasHayeHHoe AN 06CYXAEHNA N MHTepnpeTauuy NpemMyLLecTB 1 OrpaHUYeHnn NpuBeSeHHbIX B 3asBKe
[JaHHbIX. Pe3lomMe JO/MKHO CONPOBOXAATLCA OTAE/IbHbIMU KPpaTKUMU OMUCAHUAMU TEXHUYECKUX, OAOK/INHNYE-
CKUX U KIIMHUYECKMX AaHHbIX, KOTOPble A0/MKHbI NPeACTaBNATb JaHHble uccnefoBaHns B opme AeTannm3npo-
BaHHbIX hakTnyecknx 0606LLeHN B hopMe TekcTa, TabnmL, U pUCYHKOB.

3.2.1 O630p kBanudukaynum 6uomapkopa

3.2.1.1 BsegeHue

B pasgen moxeT ObITb BK/IOYEHO onucaHue 3abonesaHns u/unm ycnoBus NPoBeAEHNS IKCNEPUMEHTa,
onpegeneHne 6nomapkepa (Hanpumep, B C/ydyae reHoMHbIX 6uomapkepoB, aBaseTcs M oH SNP. SNV uu
andhhepeHumanbHbIM npoduaem akcnpeccun reHos) 1 060CHOBaHWe UCNOMb30BaHUA Guomapkepa B paspa-
60TKe N1eKapCTBEHHOro MM GUOTEXHOMOrMYECKOro npenapara, HaunHas ¢ OTKPbITUS MOJIEKY bl 1 BNAOTb A0
nocneperncTpaLmoHHOro nepuoaa.

B HeM fo/mKHbI GbITb OTP&XEHbI KNOYEBbIE XapakTepucTukn Gruomapkepa, B TOM uncne:

- NpenmyLLecTBa 1 orpaHnyeHmns (Hanpumep, conoctas/ieHne C pesieBaHTHbIMU CTaHAAPTHbIMU MeToja-
MW. NPU UX HAIMYMK, a Takke Hannune/oTcyTcTeMe MHopmaumm 0 NoAXoAaLMX Bugax/nonynsayum);

- UHhopMaLUA 0 TOM. ABMAETCA NN BUOMapKep eAVHUYHBLIM UKW COCTaBHbIM, U, eCNN BUOMapKep ABNS-
eTCA COCTaBHbIM, TO JO/MKHbI OblTb ONpeAeeHbl MapKepbl-KOMMNOHEHTbI 1 ONUCaH MPoLLecC UX Bbibopa.

- uenu v gmsaliH uccnefoBaHuii B NOAAEPXKKY MCMO/b30BaHWA GMOMapkepoB, HanpuMep CpaBHEHUWe
NPOCMNEKTUBHOIO U PETPOCMNEKTUBHOIO An3aiiHa nuccnegoBaHnii, 06beM BbIGOPKM U KOMNapaTops! (BeLLecTBO
CpaBHeHMS).

B naHHOM pasgene AO/MKHO 6bITb NPeACTABEHO KpaTKoe onuncaHue npegnaraeMoro KOHTeKCTa NUCMnosb-
30BaHuA. MoapobHee AaHHaA MHopMaLWA, BKIHOYAA MOJHbIA KOHTEKCT UCNOMb30BaHUA Guomapkepa, [of-
XeH OblTb NPeACTaBNeH B Ceaylowem pasgene.

3.2.1.2 KOHTeKCT ucnosb3oBaHusa

OneMeHTbl, ONuncbiBatloLLMe KOHTEKCT UCMONb30BaHNA GuomMapkepa, [O/KHbI BKoYaTb B cebs (1) ob-
wyto obnactb. (2) cneyuduyeckoe mcnonb3oBaHve 6uomMapkepa u (3) KpUTMYECcKUe napameTpbl, KOTopble
onpeAensioT, Korga u Kak [AOo/KeH UCNosb30BaTbCA bromapkep. KOHTEKCT MCMO/b30BaHNA MOXET OrpaHuyn-
BaTbCA MPUMEHEHNEM NMPU pas3paboTke NeKkapCTBEHHbIX U BMOTEXHONOrMYECKNX npenapaTos. OxugaeTcs, 4To
npeanoXeHHbI AN kBanudvkauuy 6nomapkep obnerynt paspaboTky NeKapCTBEHHOTO MM GUOTEXHONOIN-
YeCKOoro npenapara uav nx Ucrnosib3oBaHne, 1 MOXET NpefocTaBnTb NPENMYLLECTBO NO CPAaBHEHWNIO C AOCTYI-
HbIMU B HacToslLee Bpems GuoMapkepamu Un OLEHKON KOHEeYHbIX Touek acpheKTMBHOCTU 1 6e30nacHOCTU.

4 CootsetcTByeT Mogynto 1 OT/,

5 CootseTtcTByeT Moaynio 2 OT/,

Mpegnonaraemblit KOHTEKCT UCNO/Ib30BaHMA GUOMapkepa Ao/MKeH ObITb 060CHOBAH AaHHbIMU, KOTOPble
[OCTYMHbI B M3HAYa/IbHOM AOCbe Ha kBanudukauuio. B ToM criyyaB, ecnv perynsiTopHblii opraH BbisBASeT
HecornacoBaHHOCTb MexAay npegnaraeMbiM KOHTEKCTOM W AaHHbIMKU, TO B npouecce ksanndukauum no co-
rNacoBaHuio C PerysIaTOPHbLIM OpraHoM MOryT 6bITb NpeAocTaB/ieHbl AONONHUTENbHbIE fAHHbIE.
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KOHTEKCT MCNoNb30BaHWS MOXET GblTb ONMMCAH COrNacHo crneaytoueli TakCOHOMUKN (CM. npume-
pbl HUXE):

O6wan o6nacTb (BkIOYASA, MOMUMO MPOYETrO, HMKENPUBEAEHHbIE MYHKTbI):

LoknuHnyeckas/KnvHnyeckas:

- hapmakonorus:

- TOKCUKO/IOTUSA:

- 3P (PEeKTUBHOCTb:

- 6e3onacHoCTb;

- 3abonesaHus.

Cneuunduyeckoe HasHaucHue(s) buomapkepa

Brvomapkepbl MOryT 6bITb MCNOMb30BaHbI AN LMPOKOTO Kpyra uenei, Bkawyawwmx B cebs, noMumMo
npoyero, cnegyLuve npumepsl:

- BbIGOP NMaUMEeHTOB/CYObEKTOB KITMHUYECKNX UCC/IeA0BaHWiA;

- KpUTEpPUN BKIOYEHUA/UCKNIOYEHNS;

- oboralleHvie unm cTpaTugmkaumns nccnefoBaHus.

OueHka cTagun 3abonesaHnsa U/Mnmn NPorHosa;

OueHka MexaHu3ma AelicTBus:

- MexaHu3M hapMako/IorMyeckoro nNpuHUMna AecTeus:

- MexaHu3M TepaneBTUYecKoro adpekTa;

- MexaHu3M TOKCMYHOCTU/NOBOYHON peakuun.

OontTumunsauus Ao3bl:

- ypoBeHb HeobHapyxeHuns acdekta (NOEL) Ha XMBOTHbIX MOgensx;

- YypoBeHb HeobHapyxeHns nob6ouHbIX adadekToB (NOAEL) Ha XMBOTHbLIX MOAeNsXx;

- ONTMMM3aUMA f03bl, OCHOBaHHAA Ha anropuTMe (KONMYeCTBEHHOE aropuTMUYeckoe A03NpoBaHne);

- onpefeneHne BEPOATHOrO AnanasoHa [03.

MOHUTOPUHT peakumii Ha nekapcTBEHHOE CPeACTBO:

- MOHUTOPUWHI 6e30onacHoCTW npenapara,;

- MOHWUTOPUHT 3hheKTUBHOCTU npenaparTa.

Makcummnzanmsa acphekTMBHOCTU:

- AeMoHcTpaumsa/npeackasaHne achhekTMBHOCTU NpenapaTa.

MUWHMMM3aLUNA TOKCUYHOCTU/MOBOYHBIX PeaKLWii:

-fleMoHcTpaumsa/npeackasaHne TOKCUYHOCTU/NOBOYHbIX peakuuii;

- BbIAB/IEHNE/MOHVUTOPUHI HACTYNNeHna/o6paTVMOCTM TOKCUYECKNX/MOBOUYHbIX peaKLuii.

Kputuueckne napameTpbl KOHTEKCTa UCNONb30BaHUA, BKAOYaLWMe, NOMUMO NPoYero:

- npenapar-cneymguyeckoe UCNosb30BaHne (kak 1ekapCTBEHHONO, Tak U GMOTEXHOMOrMYECKOro npena-
paTa)/knacc-cneyuduyeckoe NCNONbL30BaHNE/MCNOMb30BaHNE, He CBA3aHHOE C KOHKPETHbLIM S1eKapCTBEHHbIM
WM GUOTEXHOIOMMYECKUM NpenapaTom Uan Knaccamu rnpenapaTos;

- ANarHocTuKy 3abonesaHnii n HEHOTUNOB, NPOrHO3 UK CTaaus;

- cbop 06pa3yos.;

- cneundvKaLy UCnbITaHwii;

- TKaHeBble Unn hmanonoruyeckme/naTonornyeckne NpoLecchl,

- Buonornyeckme Buapl;

- aemorpadovio, BKIOYas HacnefoBaHue n/unu reorpadduueckoe NPOMNCXOXAeHE;

- (hakTOpbI OKpYXatLeli cpepl.

Mprmepbl KOHTEKCTa UCNob30BaHNs 6romapkepos

N3mepeHne 6uomapkepoB MOXeT ObiTb MPUMEHMMO 60nee Yem K O4HOMY KOHTEKCTY UCMO/b30BaHNs, B
3aBMCMMOCTM OT 06Lein o6nacTn n/vnm cneumdryeckoro NCnosb30BaHNs B paMkax eUHUYHON 3asaBKu, 4To
NPOAEMOHCTPUPOBAHO B HXENPUBEAEHHbIX NMPUMepax ¢ UCMOoNb30BaHNEM reHOMHbIX 6MoMapkepos. Hecmo-
TPS Ha TO, YTO NpPMMeEpbl NPUBOAATCA ANA FeHOMHbIX 6MoMapkepoB, O6LLMe MPUHLMMNLI ONUCAaHNA KOHTeKcTa
NPUMEeHVMbI KO BCEM Tunam 6romapkepoB, NogaBaeMbiX Ha kBanudgukauumio,

i) [JoknMHuyeckan 6e3onacHOCTb

YposHn MPHK monekynbl nospexaeHus novek-1 {Kim-1) n knactepuna (C/c/) MoryT 6bITb UCNO/b30BA-
Hbl B KAYECTBE FeHOMHbIX 6MOMapKkepoB OCTPOV TYGYNAPHON TOKCMYHOCTYW, BbI3BAHHOW NEKAPCTBEHHLIM WK

4
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6MOTEXHOIOTNYECKMM NpenapaToM, B TOKCUKOMOTMYECKMX UCCNefoBaHUAX Ha Kpbicax. KOHTEKCT 3asBKM Ha
KBanudukaumno 6uoMapkepa byaet creayrowmm:

O6uwasn obnacTb: floknnHuyeckas 6e30nacHOCTb U TOKCUKONOTA.

Cneuudhnyeckoe 1cnonb3oBaHne Gruomapkepa: oueHka MeXaHU3Ma tokcuunoctu u ONTUMU3ALUA LO3bI
(NOAEL) Ha XXMBOTHbIX MOJessX.

KpnTnyeckme napameTpbl KOHTEKCTa UCMNO/b30BaHNSA:

- npenapar-cneymdunyeckoe ncnosib3oBaHne: HeT.

- cneuudukauun mcnoitalusa: MPHK.

- TKaHb UN U3NON0TNYECKNIA/MATONOrMYECKNA MPoLecC: MOYKHU.

- Guonoruveckuii Bug: cepas kpoica (Rattus norveglcus).

i) KnuHnueckasa dpapmakonorua/Metabonmsm npenapara

leHeTnuecknii nonumopdnsm CYP2C9 npuBoAMT K BO3HWKHOBEHWIO (heHOTUNOB Mef/ieHHOro metabo-
nusatopa (MM) n 6bicTporo meTabonmusaTopa. a Takke pasHulbl BO BPEMEHW BO3AeicTBMs npenapata A.
YpoBHM cofiepxaHnsa npenapaTa A y nauveHToB/06BbEKTOB KIMHUYECKUX UCCe0BaHNi, KOTOPble OTHOCATCS K
CYP2C9 chbeHoTvny MM. NOBbILLIEHbI, BCEACTBME CHMXEHHOTO MeTabonmyeckoro knnpeHca. KoHTeKCT 3asaBKu
Ha kBanudukaumo 6nomapkepa 6ygeT cneayoLmm:

- O6uwas obnactb: KnuHuyeckan papmakonorua/Drug Metabolism and Safety;

- Cneuudpnueckoe ucnonb3oBaHue Gromapkepa: patient/clinical trial subject selection (indusion/exclu-
sion criteria, trial enrichment or stratification), dose optimization in individual patients and predicting adverse
reactions/risk minimization.

- Kputnyeckne napameTpbl KOHTEKCTA MCMO/b30BAHNA:

- NnpenapaTt-cneymnduyeckoe Ncnonb3oBaHne: JlekapCcTBEHHbIN npenapaT A;

- cneymdmkaunm ncnbiTaHna: FToOHOTUNMpoBaHue;

- 6Buonoruyecknii Bua: Yenosek pasymHbliii (Homo sapiens);

- Aemorpacdius, BKIOYas HacnegoBaHvue u/vnu reorpaduueckoe NpoucxoxgeHve: cneundunyeckas ans
nonynauum yactota annens.

iii) KnnHnyeckas 6e3onacHocTb

Annens HLA-B* 1502 cBfi3aH C NOBbILIEHHbIM PUCKOM Pa3BUTUS Y 3THUYECKO TPYnMbl XaHbLeB CUHAPO-
ma CTuBeHca-[XOHCOHa BCneAcTBMe npuema npenapara b.

- O6Lwan obnacTb: KIMHMYecKass 6e30MacHOCTb.

-Cneunduyeckoe ucnonb3oBaHne 6Guomapkepa: BbIOOP MauUWEHTOB (KpUTepuu BKIOYEHUSA/UCKNoYe-
HWA). NPOrHO3MpPOBaHNe 6e30NacHOCTN U MeXaHM3MOB MOBOYHBLIX PeaKLUii/TOKCUYHOCTH.

- Kputnyeckne napameTpbl KOHTEKCTA MCNOIb30BaHUS:

- npenapart-cneymuduyeckoe ncnonb3oBaHne: JlekapcTBeHHbIV NpenapaT b:

- cneundvkaummn ncnbiTaHnsa: FeHoTunupoBaHue;

- buonornuecknii Bua: Yenosek pasymHbiii (Homo sapiens);

-aemorpadus, BkIYaa HacnefosaHne wu/unu reorpaduyeckoe NPOUCXOXAeHWe: aTHUYecKas rpynna
XaHbLieB.

3.2.1.3 CBogHasa uHopmauns o MeTogax u pesynbTarax

B naHHOM pa3sgene gomkHa 6bITb NpeAcTaBeHa BbICOKOYPOBHEBAs CBOAHAA MHopMalmsa 0 MeTogax n
pe3ynbTaTtax, npy He06XxoAMMOCTY B BUAE Tabnumu, n pucyHkoB. O630p f0/MKEH CONPOBOXAATLCA KPUTUYECKO
OLLeHKOM 06WUX pe3ynbTarTos, BKYasA 06CYXAeHVe W MHTepnpeTauuio pe3ysibTaToB OTHOCUTEsIbHO Mpej-
naraemoro KoHtekcTa. B pasgene fo/mkHbl 6biTb NpefcTaBneHbl U 06CYXAEHbl CUIbHbIE CTOPOHbI U OrpaHun-
YeHusa nporpammbl Ksanudukauum 6uomapkepos 1 pesyibTatoB UCCNefoBaHns, npoaHanm3vposaHa nosb3a
6uomapkepa A8 KOHTeKCTa ero UCMosib30BaHWsA ¥ ONUCaHO, KakK pe3ysbTaTbl UCMbITaHWsA CMOCOBGCTBYHOT €ro
MCMoIb30BaHNIO B NpeAnosiaraeMom KOHTEKCTe.

Takke B pasfesl Heo6XoAMMO BK/IHOUYUTL MMEILME 3HAYeHne HabMAeHNA OTHOCUTE/IbHO UCTOYHMKA
[JaHHbIX, BbISIBNEHUS U3bSHOB, KpaTkoe pacCMOTpPEeHWe TOro, Kakoe OTHOLUEHWe OHW MMEeNT K npegnonara-
eMOMYy KOHTEKCTY U Kak crieflyeT pewaTb AaHHble Npobrembl B paMkax nocsiegyoLmx 3asaBok. Kpome Toro,
cneayeT YNOMSHYTb KNtOYeBble TeMbI A8 06CYXAEeHNS.

3.2.1.4 3akiovyeHue

B 3aknioyeHnn Heob6xoAMMOo:

- NPefCcTaBnTb OLLEHKY OXMAaeMoii Nosb3bl OT NPMMeHeHns BrioMmapkepa, OCHOBbIBAIOLLYOCSA Ha pe3ysib-
TaTtax pefieBaHTHbIX UCCNeAoBaHuiA, B T.4. UHTEpPNpeTauunio Toro, kak MyHKLMOHMpOBaHUe 6uomMapkepa cno-
co6CTBYET ero UCNo/Ib30BaHWIO B NpeanonaraeMomM KOHTEKCTE;
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- onucatb NPo6eMbl, C KOTOPbIMW UCCef0BaTeNN CTONKHYNCL B MpoLecce UccnefoBaHnii no Kkeanu-
dvkaumn 6nomapkepa, NOACHUTb, Kak NPOU3BOAMIACH VX OLeHKa U Kak OHW Obln peLleHbl;

- BbIABUTb HepaspelleHHble NpobaemMbl U NOACHUTb, MOYEMY OHU HEe MOMyT CUMTaTbCA NPensTCTBUEM
ANs kBanudukauum B pamkax npegnosiaraemMoro KOHTekcTa 1cnosib30BaHus U/mnm onucartb NaaHbl No ux pas-
peLLeHnto. ecnn NPUMeHNMO.

3.2.2 CBogHas nHopmauma (aHanuTuyeckas, 4OKANHNYECKas, KIMHNYeckas; ecnm npumMmeHumMo)

CBofHasa nHopmaums fomKHa BKIOYaTb B ce6a feTann3mpoBaHHyo hakTnyeckyto 0606 EeHHYIO WH-
chopmanmio 06 aHanuTuyeckoli (papaboTka MeToankn) (Mm N6y AONOMHUTENbHYI0 TEXHUYECKYH UHAOP-
Maumio). AOKAVHUYECKOW UM KIMHWYECKOW YacTu UCMbITaHWA (ecnn NPUMEHUMO), B T.4. UHTErpvpOBaHHbIN
aHanus nccnefoBaHnini no keanudukauuy 6romapkepa 1 pestoMe no pesyfnbratamM OTAe bHbIX UCMbITaHWiA.
Pasznen fonxeH cogepxartb pesysibTaTbl BCEX UCCNEAOBAHMNIA, NPpU HEOBXOAUMOCTM B hopme Tabauy unm pu-
CYHKOB.

[na foCcTXeHna ykasaHHbIX Leneli B pasgene fO/KHbl ObiTb;

- OnuMcaHbl U NOSICHEHbI 06LLMe NOoAXOAbl K NporpaMmMe kBanudukaumm buomapkepa, skitovasa 1) meto-
Abl 1 peneBaHTHble acnekTbl An3aiiHa uccnefoBaHns. 2) TexHnyeckoe n 6uonornyeckoe BOCNpon3BedeHve n
3) cTaTMCTUYECKNIT aHa/IM3, BKIOYaAsA 3asiB/IEHHYIO TMNOTe3y, KOHeYHble TOUKM 1 060CHOBaHne ob6bema Bbi6Op-
kn. OnncaHo 060CHOBaHWe An1a onpefeneHns nonynsaunoHHOW BbIGOPKU, N3yYEHHON B Xode KBanmdukaumm
6uomapkepa, 1 06CyXAEeHbI OrpaHNYeHUs, CBsA3aHHble CAAaHHOW BbIGOPKONA, HanpMmep, accoLMMPOBaHHbIE C
3THUYECKOW rpynnoii unu ctaguein 3abonesaHus;

- cogepxaTcsa Kputepumn gas onpefesieHns NnpurogHocTn obpasua (Hanpumep, BuA. 06bem n/uam Bos-
pacTt 0o6pa3suos, Bbixog AHK v T.n.);

- onucaHbl aHaMTUYecKne xapakTepucTukn metoga (Hanpumep, ANS WCCNefoBaHWii in vitro, 3aTo ToY-
HOCTb. NPELM3NOHHOCTb 1 NpoYKe cTaHjapTHbIe NapameTpbl), B TOM Yuicne nobblie cneymduryeckne pekomeH-
Jauun. NpUMeHMble K MaHUNYAAaUnamM ¢ obpasuamu, XpaHeHuto, a Takke TpeboBaHNs K Ka4ecTBy;

- onucaHbl pe3ynbTaTbl, CNOCOGCTBYIOLWME AOKINHNYECKOMY/KMHUYECKOMY 1CNO/b30BaHnio briomapke-
poB (Hanpumep. peTpocnekTUBHAaA/MPOCNeKTUBHAA Koppenaunsa ¢ PeHoTNoM/pe3yibTaTom).

B TekcTe pekoMeHAyeTCsi MCMnob30BaTb Tabnuubl ¥ PUCYHKW, oGneryaroLme npoLecc peryisaTopHol
aKcnepTusbl. PekoMeHayeTcs, YUT06bl MOMHOCTLIO NPeACTaB/eHHbI B ApyromM pasfjesne mMartepvan He noBTO-
panca 34echb; pekoMeHayeTca caenaTb NEPEKPEeCcTHYI0 CCbIIKY Ha AeTann3npoBaHHYo MHopMauuio B oTye-
Tax 06 nccnefoBaHusax n npounx gokymeHtax (Pasgensl 4 un 5).

3.2.2.1 CBopgHble pe3ynbTaTbl OTAENbHbLIX UCCNef0BaHU

B faHHOM pasgene Ao/kHbl ObITb NpeAcTaBneHbl CBOAHbIE pe3ynbTaTbl OTAE/bHbIX UCCAef0BaHUi,
BK/IIOYEHHbIX B KBa/IMMKaLMOHHOe Aocbe. B TOM c/yyae, ecim 3asiBka OCHOBbIBAETCS, NPEUMYLLEeCTBEHHO,
Ha Hay4HbIX Ny6avKaumMx. aHoTauMu 1 KyeBble Tabnuubl, B3ATble U3 Hay4HbIX Ny6/vkauwii, MoryT 6biTb
1cnonb30BaHbl B 4aHHOM pasfene. B pasgene fomkHa 6biTb 0606LeHa nHhopmaLms No Kaxaomy U3 nuccne-
[0BaHWi, ANA KOTOPbIX OTYETbl W/WAN pykonucy Obin BKIKOYEHb! B pasfesnbl 4 n 5. Pasmep pasgena Moxet
BapbMpoBaThLCS B 3aBUCMMOCTM OT NPeoCcTaBIsAeMOoi MHopMaLmu.

3.3 Pa3gen 3 KauyecTBso

OxmpaaeTcs, YTo fAaHHble O KauyecTBe JIekapCTBEHHOro Uan 6MOTeXHOIOTMYEeCcKoro npenapara He 6yayT
npeacTaBNsATLCA B 3adBKe Ha kBanndukauuio 6nomapkepa, OTAENbHOM OT 3asBKM Ha perncTpauuio HoBOro
nekapcTBeHHoro npenaparta B EC n CLUA/6nonpenapata.

3.4 Pasgenbl 4 (JoknuHunyeckaa Hdopmauyms) un 5 (KnuHunyeckas nHopmayns)

B pgaHHbIX pasgenax fO/MKHblI ObITb NpefcTaB/eHbl MOMHbIE O0TYETHI O KBanMdukauum 6nomapkepa, a
TaKke, Nno 3anpocy perynsTopHOro opraHa, UCXoAHble AaHHble uccnefoBaHnii. B pasgensl Take MOXeT ObiTb
BK/IIOYEHa MHpopmaums o cooTBeTcTBMM Haanexauein KnuHnyeckoin MNpaktuke (GCP). OTyeThl 06 nccneno-
BaHMAX MOryT OblTb COCTaB/IEHbI, €CAV MPUMEHUMO, B COOTBETCTBMU C pesieBaHTHbIMU pykoBogcTeamu ICH
(Hanpumep, E3. E15. M4E, M4S). B pamkax 0TY4ETOB 06 Ucc/iefoBaHuAX NoaxoasALwmnii hopmaT faHHbIX 6yaeT
3aBUCETb OT XapakTepuncTuk n3mepsemoro 6momapkepa (Hanpumep, An1s reHoMHbIX 6nomapkepos, SNP u/vnm
CNV) 1 1MCnonb30BaHHONW MeToAMKM (Hanpumep, A8 FeHOMHbIX GMOMapKepoB, MUKPOMATPUUHBIA aHanu3
nivnn nonvMepasHas LenHas peakuus).

BHe 3aBucumocTM OT uccnegyemoro 6momapkepa WM MCNOMb30BAHHOW TEXHOMOTMKW, AO/KHO ObiTb
npeacTaBfeHO YeTkoe 060CHOBaHME NCNO/Ib30BAHHON NONYNALVOHHOW BbIGOPKM (Hanpumep, Gronornyeckunii
BUA. BO3pacT, MO) U MPOYMX NEpPEMEHHbIX, NMEeILWNX OTHOLWeEHNe K uccnegyemomy cheHotuny. OTyeTbl 06
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MCMbITAHUAX, UCNOMb30BaHHbIE A5 MOYYEHMS AAaHHbIX O KBa/MdmKaumm 6ruomapkepa, AO/MKHbI cogepxaTb
KpUTnyeckme nepemeHHble, BKIYatLwme B cebs, NOMUMO MPOYEro:

- KO/IMYECTBO W KNaccugurKaLmio naumeHToB/CyOobeKTOB KIMHNYECKNX UCCNefoBaHuni, KOTopblie NPUHK-
Manu yyactue B UCCriefoBaHUy bromapkepa, a Takke KOIMYecTBO U knaccugurkaumio nauneHToB/cy6bekToB
KTMHUYECKNX UCCNeaoBaHnii ¢ AOCTYMNHbIMW AaHHbIMU O 6uoMapkepe;

- pabouve xapaKkTep1CTVKM NCMO/Ib30BAHHOIO TecTa Ha 6uoMapkepbl, OCHOBaHHbIE HA PEeTPOCMEKTUBHOW
n/vnn NpoCneKTUBHOM KOppensauun caaHHbIMU AOKNHUYECKUX U/UAN KIIMHUYECKUX KOHEYHbIX ToYek. [laHHble
oTYeTbl TaKKe A0/DKHbI BK/IOYaTb onrcaHne MeTOL0B U An3aiiHa uccnefoBaHuid, a Takke pesynbTaTtbl H6bIX
npoBeAeHHbIX YHKLUNOHAbHbIX UCCNefoBaHNiA:

- cooTBeTcTBYEeT Mogynio 3 OT/A;

- cooTBeTCcTBYEeT Moaynio 4 OT/;

- cooteeTcTBYeT Moaynio 5 OT/;

- NepeMeHHble, KOTOpble MOTYT OTPa3nTbCA Kak Ha Ba/JIMAHOCTW BbiIGpaHHOro MeTofa uccnefosaHus, a
TaKkKe NOBMMATb HA MHTEpNpeTauuMio pesynbTaTos:

- ucnonb3oBaHHas naargopma U annapaTtHoe obecneyeHune.

- MPU3HaHHbIe B HACTOSLLEE BPEMSA MeXAyHapofHble cTaHAapTbl AN BbIOPaHHON TeXHOMormu;

- KIMHUYEeCKMe NnepemMeHHble, KOTopble MOTyT NOMOYb MHTEPNPETNPOBaTh pe3ynbTaTbl, HaNnpumMep, NuTa-
Hue. onsnyeckme ynpaxHeHus, pacnncaHne n3MepeHuii;

- MeToAbl U NporpaMmmHoe obecneyeHne, UICNOMNb30BaHHbIE A1 aHanm3a NCXOAHbIX AaHHbIX.

Hanpumep, B cilyyae reHoOMHbIX 6uOMapkepoB, AONO/HUTE/IbHbIE KPUTMYECKME NapaMeTpbl MOTYT Takke
BKNtOYaTb B cebs:

- KpUTepun ANns onpegeneHns kayecTsa obpasua (Hanpumep, Bo3pacTt obpasua, Bbixod AHK v 1.4.);

- MeToAbl, UCNOMb30BaHHbIe ANS onpefeneHns akcnpeccun reHa wnv JHK-nocnegosaTensHol v npo-
YMX CTPYKTYPHbIX XapakTepucTUuK, BKAYas MOAMGULMPOBaHHbIE OCHOBaHWUS (Hanpumep, anureHeTuyeckme
OTMETKM, Takne Kak 5-MeTUILUTo3mnH),

- KpUTEpUU, NCNONb30BaHHbIE ANA BbiGOpa KaHAUAATHbIX EHOB, €CNN AaHHbIA NoAX0A UCNONb30Basncs
(kanguAaaT No NOMOXEHWNI0, N0 PYHKL MK, HA OCHOBAHWUW faHHbIX 0 Npodinie aKcnpeccum);

- pe3ynbTaTbl aHa/IM30B FEHOMHbIX 6iOMapKepoB, NPV 3TOM BCE OHU [O/KHbI OblTb ONMCAaHbI, €CNN Npu-
MEHUM, B COOTBETCTBUM C TEKYLLUMU MEXAYHApPOLHO NPU3HaHHbLIMU CTaHJapTamu.

Konuu npouvx [OKYMEHTOB B MoAfdepXaHue 3asBKu Ha kBanudukaumio 6nomapkepa [O0/KHbl ObiTb
npeacTaBneHbl B pasgene 4 (4oknuHuyeckas nHdopmauusa) unm pasgene 5 (knvHuueckas uHdopmaums). K
NoAo6HLIM LOKYMEHTaM, MOMUMO NPOYero, OTHOCATCS KONWM CNPaBOYHbIX MaTepnasioB, MMeLLMX OTHOLe-
Hve Kk pasgenam 2. 4 n 5. CnpaBouyHbIii MaTepran MOXeT Bk/toYaTb B ce65, NOMUMO MPOYero:

- ony6/IMKOBaHHbIe CTaTby B peLeH3npyeMbIX XypHanax (B T. 4. MeTa-aHaun3bl);

- 9KCMepTHbIE 3asBNIEHNS B OTHOLLEHUN DYHKLMOHAIbHOCTM BUoMapkepa(oB). U3faHHble HayYHbIMU Un
KOMMepYeckMMmn opraHusaumsamu, coobliectsamMmy nauMeHToB, 06WeCTBEHHBIMW UK YaCTHBIMK accouuauns-
MW, a TaKkke Hafi30pPHbIMW OpraHamMn B 061aCTV MeAULIMHCKOW NPaKTUKK;

- OTYeTbl WM NpoYne peneBaHTHble JOKYMEHTbI, BbIMyLIEHHbIE PEryNAaTOPHbIMU opraHaMu (Hanpumep,
OTYET O peneBaHTHbIX HayYHbIX KOHCYbTaLMAX U T. M.):

- TEXHMUYECKOe OMnncaHne KOMMepYeckn AOCTYMHbIX HAbopPOoB ANA UccnefoBaHusa 6ruomapkepos, cdop-
My/nMpoBaHHOEe npousBoaunTenemM (ecav NPUMEHUMO).
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