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CTAHJIAPTHAS OIIEPAIIMOHHAS ITPOLIEAYPA
«MOHHUTOPHUHI" HEXXEJIATEJIBHBIX PEAKHHﬁ»

1. TepMuHBI H onpeae/IeHHS

1.1. «KnuHuYeckoe HCIBITaHNE/HCCIIe0BAHNEY - IF000E UCCIIeOBAHKE, TPOBOIHMOE C
y4acTHEeM 4YeJIOBeKa B KaueCTBE CyObEeKTa AJs BBIABICHHS WM MOATBEPXKICHUS KIMHHYECKHUX
u/um  Gapmakogoruueckux 3GdEKTOB  HcClenyeMBIX INPOAYKTOB  H/MIH  BBISBICHHUS
HEXEJIATeIbHBIX PEaKIHid Ha MCCIeIyeMble NPOAYKTHI, W/WIH HM3YYeHHS HX BCACHIBAHMS,
pacnpeneneHns, MeTabojaM3Ma M BBIBEJECHHS C IENBI0 OLIEHHTh HMX O€30MacHOCTb W/WIH
3} eKTUBHOCTB.

1.2. «Hexenarensnas peaxuus, HP» (adverse drug reaction, ADR):

1.2.1. B mpeaperucTpalMoOHHbIX KIMHHYECKHX HCCIEI0BAHUIX HOBOTO HCCIIETYEMOTO
NPOAYKTa, BKIIFOYAs HCCJIENOBAHHS II0 HOBBIM IIOKAa3aHHSM, OCOOCHHO €CIIM TEpaleBTHYECKHE
1036l To4HO He ycrtaHoBieHbl (I-III ¢aser), — mobas HexenarenbHas peakius, CBI3aHHAS C
IPUMEHEHUEM JIFO00H J03BI HCCIIEyeMOTO IPOAYKTA.

1.2.2. B mOCTPErucTpalMoOHHBIX KIMHAYECKUX UCCIIEI0BAHUSIX JIEKAPCTBEHHBIX CPEICTB
(IV dasa) — mobas HeraTHBHas peakIius, CBSI3aHHAS C IPUMEHEHMEM JIEKAPCTBEHHOTO CPEJICTBA
B OOBIMHBIX [03aX, HCIOJB3YeMbIX I NPOGUIAKTHKH, IUATHOCTUKH WM JICUCHHS
3a00IeBaHMH, a TAKOKe IS U3MEHEHHUs! PU3MOIOTUYECKHX (yHKIIUH.

1.3. «HemnpensuneHHas HexenartenbHas peakims, HHP» (unexpected adverse drug
reaction) — HeXeNlaTelbHas PEaKIHUs, CYMIHOCTh WIH TSKECTh KOTOPOH He COracyercs ¢
W3BECTHOH wMHGpOpMalmeli o0 npoxykTe (Hampumep, ¢ OpOIIOPOM HccnenoBaTeNs s
HE3apETUCTPUPOBAHHOIO HCCIEAYEMOI0 MPOAYKTa HJIM C JIMCTKOM-BKJIAIBIIIEM/CBOIHOM
XapaKTePUCTUKOM JIEKAPCTBEHHOTO IPOJYKTA B CIIydae 3aperUCTPUPOBAHHOIO MPOIYKTA).

1.4, «Hexenarensnoe spnenne, HS» (adverse event, AE) — moGoe BBISBJIEHHOE Y
MalMeHTa WM CyOBEeKTa KIMHMYECKOrO HCCIIENOBAHHUS IIOCTIe MPUMEHEHHS JIEKAPCTBEHHOTO
IPOJYKTa HEOJAroNpUsATHOE C MEIUIMHCKOM TOYKH 3pEHHs COOBITHE, KOTOPOE MOXKET H HE
UMETh NPUYUHHO-CIICACTBEHHON CBS3U C €ro npuMeHeHueM. HexenarenbHOe SBIEHHE MOXKET
IOPEICTaBIATE  cOOOM  mo00M  HEONarompusTHBIM  CHMIOTOM  (BKJIKOYAs  OTKIOHEHHE

11a00paTOPHOrO MOKa3aTeNsl OT HOPMBI), Kano0y mWid 3a00jieBaHME, BpeMs BO3HMKHOBEHHS



KOTOpPOrO HE MCKIIOYAeT IPHYHHHO-CJIEACTBEHHOM CBS3UM C NPHMEHEHHEM JICKapCTBEHHOIO
(¥MccNeLyeMoro) CpeIcTBa BHE 3aBHCHMOCTH OT HATMYHs WM OTCYTCTBHUS TAKOH CBS3H.

1.5. «Cepbe3Hoe HexenatenbHOe spieHne wi peakuus, CHSI» (serious adverse drug
eventor reaction) — Ir060e HEGIArOMPUATHOE MEIUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH
OT JI03BI JIEKAPCTBEHHOI'O ITPOIyKTa:

® MIPUBOJMUT K CMEPTH

® CO3JaeT yrpo3y ISl )KU3HU

e TpeOyeT roCuTaIN3alUH UK €€ IPOJICHHS

® IIPUBOJMT K CTOWKOM HJIH BBIPOXKEHHOM HETPYI0CIOCOOHOCTH/ MHBATHIHOCTH
e IpelcTaBiseT Co00M BPOXKACHHYIO aHOMAJIMIO UM IEQEKT pasBUTHS

K Cceppe3HBIM HEXXeNIaTeJIbHBIM SBICHHAM/PEAKIUAM MOXKET TaKXKe OTHOCHTHCA
3HAYUMOE C MEIUIMHCKOW TOYKH 3pEeHUs COOBITHE, €CIM OJTO OrOBOPEHO B IPOTOKOJE

HCCJICOOBAHHA.

2. OpraHu3amnus npeIocTaBJIeHuss HHPOPMALMH 0 HeKeIATeTbHBIX
ABJIEHUAX/PEAKIUAX, BOSHHKIIHX NPH NPHMEHEHHH JIeKAPCTBEHHBIX IPOAYKTOB B
KJIMHHYECKHX HCCIe0BAHUAX

2.1. OTBETCTBEHHOCTh 3@ PETHCTPAIMI0 HEKEJIATeNbHBIX SBJICHMH B KIMHAYECKUX
HCCIICIOBAHUSAX HECET IVIaBHBINH UCCIIEN0BATEb.

2.2. HexenarenpHele SBJIEHHS, HE OTBEUYAIOIIUE KPHUTEPUSAM  CEPHE3HOCTH,
PETHCTPHPYIOTCS HCCIENOBaTe/leM B IEPBUYHON JOKyMeHTauun © B MHIHBHIyanbHOH
PeriCTPallMOHHOM KapTe, He MpeOCTaBNsOTCs JTHdeckomy komutety mpu OI'BY «lKb ¢
noukuankoi» YIIT POy (manee - OK) B cpoYHOM IOpSAIKE W OLCHUBAIOTCS IPH HAIIMCaHHH
Exxeromuoro ordera 1o 6ezomnacHoctu (Annual Safety Report) n 3akIroudTeIbHOTO OTYETA IO
uccnenosanuio (Final Study Report).

2.3. Cepbe3Hble HEXeNaTelbHble ABICHHMS HE3aMEUIUTENIBHO IPEIOCTaBIIAIOTC
ucenenosareneM B DK. OTBETCTBEHHOCT 3a CBOEBPEMEHHOE IIPEIOCTABICHHE HHPOPMAUH II0

6e3omnacHocTd B KoMHUTET JIEXKHUT Ha IJIaBHOM HUCCIIENOBATENIE.

3. ®opmar u cpoku yBegomaenus JK:
3.1. Uudopmanus, moiexaias SKCIpecc-0TYeTHOCTH:
3.1.1. Coobuenust 060 Bcex JNOKATBHBIX (T.€. 3aperMCTPUPOBAHHBIX B LIEHTpax Ha 6ase
OI'BY «IKB ¢ momukiauuukoit» Y/II PO mnm B Apyrux HCCIeI0BaTEIbCKHX LIEHTpaX, IO

oTHOmeHHI0 K KotopbiM DK BemonHseT ¢yHkuuo OK) Cepbe3HBIX HENPEABUACHHBIX




HEXCJIATE/IbHBIX PEAKIHUAX, B TOM YHCIIE CBA3aHHBIX C IIPENapaTOM CpPaBHEHMs, BHIBICHHBIX B
IPOBOAMMBIX KJIMHUYECKMX HCCIIEIOBAHUSX.

3.1.2. Cooluenns 060 BCeX 3aperHCTPUPOBAHHBIX B POCCHHUCKHX IHEHTPAX CEPhE3HBIX
HCIIPEIBUCHHBIX HEXEIATENbHBIX PEAaKIHUAX, B TOM UHCJIE CBS3aHHBIX C MPENapaToM
CPaBHCHMSA, BBUIBICHHBIX B KIMHHUYECKHX HCCIICIOBAHUAX, MPOXOMALINX HA TEPPUTOPUM
Poccuiickoit ®enepanun.

3.1.3. CoobmeHnnst 060 BCeX Cepbe3HBIX HENPENBUACHHBIX HEXEIaTelbHBIX peaKIusIx
Ha HCCIeNyeMBIC JIEKapCTBEHHBIC IPOJAYKTHI, NPOM3OIIEAIINX B APYIMX CTpaHaX BXOJE
MEKIYHAPOAHBIX KIMHUYECKUX HCCIICI0BAaHUH, pa3pelleHHbIX B Poccuiickoit ®enepary.

3.1.4. TloMuMO COOOIIEHHH O CEPhE3HBIX HENPEIBHICHHBIX HEXKeENATeTbHBIX peakuusx
CYWIECTBYIOT W JpYrHe CHTYallMd, KOTOpPBIE MOTYT NOTpeGOBAaTH CPOYHOrO COOOIICHHS
(3kcnpecc-otueTHOCTS) B OK. B Kaxa0M ciiydyae pelleHHe HOJDKHO IIPUHUMATLCS Ha OCHOBE
MENMUMHCKON M HayYHOH OLEHKM HH(OpPMALHH, KOTOpas MOXET CYIIECTBEHHO IOBJHATH HA
OLCHKY COOTHOWICHHS IOJB3a/PUCK JUIS JIEKapCTBEHHOTO MNPOAYKTa WIM  OKas3aThes
AOCTATOYHBIM OCHOBAHMEM M1 BHECCHHS HEOOXOAMMBIX H3MEHEHHH B IOKYMEHTAIHIO
HCCIIEZIOBAHUS, HATIPUMeED:

a) COOOIICHNS, B KOTOPBIX COACPIKHTCS JOMONHATENbHAS BaKHAA HHOOPMALHS O paHee
3apPCTUCTPUPOBAHHBIX  OCOOCHHOCTSX TIPOSIBNEHMS HIIM TSDKECTH H3BECTHON Cephe3HOM
HEXETaTeNIbHON peaKIluy;

0) Ba)KHOE C KIMHUYECKOH TOUKH 3PEHHs yBEIMYEHHE YACTOTHI H3BECTHBIX CEepbe3HbIX
HEXXEJIaTeIbHBIX PeaKIIHii;

B) HedQQEKTMBHOCTH NpH  JICYEHHH  YIPOKAIOUIMX  JKH3HH  3a00J€BAHMIA,
NPe/ICTABJISONMIAs CYIIECTBEHHBINH PUCK IS TAIMEHTOB;

T) BaXHas CpouyHas MHOOPMALMsS M3 KIMHHYECKMX MCCIeIOBAHHM JIEKAPCTBEHHOTO
IIPOAYKTA, B KOTOPBIX HE Y4aCTBYIOT POCCHHCKHE LIEHTPBI, CIIOCOOHAS CYLIECTBEHHO MOBIUATH
Ha OLEHKY COOTHOIICHMS IIOJBb3a/PUCK IS JAHHOTO JIGKAPCTBEHHOTO MPOAYKTa (HAMpHMED:
U3BELICHUE O IPUOCTAHOBKE UCCIICIOBAHHS);

M) BaXKHbIE C TOYKH 3PEHHs GE30IaCHOCTH [UIsl NIAIMEHTOB OTKIOHEHHS OT IPOTOKONA
HCCIIEIOBAHUS;

€) HOBbIE BaXKHBIE JAHHBIC [10 OE30IIACHOCTH M3 HEIABHO 3aBEpIICHHbIX HCCIIEI0BAHMUI
Ha J)KMBOTHBIX (HAIIPUMED: KAHLEPOTCHHOCTh HJIH TEPATOTEHHOCTS ).

3.2. Cpoku yBenomienus JK:

3.2.1. IlepBuUYHBIE M MOBTOpPHBIE COOOIIEHHMS 000 BCEX JIOKAIBHBIX CEPbE3HBIX
HENIPCABUICHHBIX HEKENATEeNbHBIX pPEaKlUUsX, B TOM YHCIE CBS3aHHBIX C MPENapaToM

CPaBHCHUS, BBIIBJICHHBIX B KJIIMHHUYECKUX HCCJICNOBAHUAX, IIPOXOASAIINX B UCCIEAOBATEIBCKHUX




nentpax Ha 6aze OI'BY «LIKB ¢ MONMKIHHAKON VI P® unu B APYTHX HCCIENOBATEIbCKHX
EHTpax, M0 OTHOLICHHIO K KOTOpbM DK BBINOIHSAET dynkmmio DK — B TedeHue 5-u pabodmx
THEH.

3.2.2. TlepBuuHBIE OSKCIPECC-COOOMIEHHs O 3apErHCTPUPOBAHHBIX B POCCHHMCKHX H
3apyOeXKHBIX IEHTPaX CepbE3HBIX HEMPEIBHACHHBIX HEKEIATCIbHBIX PCAKIHAX, MPUBEALINX K
CMEPTH WM MPEICTABIAIOMMUX Yrpo3y I IKH3HH cyObeKTa HCCIENOBaHUSA, [OJDKHEI
npenocTaBiaThess B DK B TedeHwe 7 pabouynx HHEH MOCie TOro, Kak HCCICN0BaTe]b OBl
M3BeIeH 00 3TOM POCCHMCKHM MOAPA3AeNeHHEM KOMIIAHHH CIIOHCOpA MM €€ MPEACTABUTENICM.
JlononuuTebHas HHGOpPMaLKs IPEI0CTaBIACTCA B TCUCHUE 8 mocieayIOnMX pabourX JTHEH.

3.2.3. CooBIIeHHst O 3apEerMCTPUPOBAHHBIX B POCCHMCKMX M 3apyOeKHBIX LEHTpax
Cepbe3HbIX HETpPEIBUICHHBIX HEXeTaTeNbHbIX PEaKIUAX, KOTOPbIe He MPHBETH K CMEPTH U HE
CO3JaJIA YIpo3y IS JKU3HH, CIEyeT MPENOCTaBIATh KaK MOXHO CKOpee, HO HE IO3/HEE 15
paGounx mAHEH MOCHe TOro, KaK POCCHHCKOe MOApPA3NeiCHUE KOMIIAHHH CIIOHCOpa WM €€
IpEICTABUTENb YBEIOMHI 00 3TOM HCCIIeI0BATENA.

3.3. ITopsimok yBenomiaenus OK.

3.3.1. Bce cooOmienus:, Mo jiexarine SKCIpecc-0TYETHOCTH U Kacarolrecs CCpbE3HbIX
HETIPE/IBHICHHBIX HEXXEJaTeIbHbIX PEakKlud, BBLIBICHHBIX B KIMHHYCCKHX HCCICAOBAHHIX,
ono6pennsix DK, Hampapigorcs B OK B MHCBMEHHOM W/WIHA 3JEKTPOHHOM BHJE Ha PYCCKOM
S3BIKE C IOIMCHIO TIaBHOIO MccenoBaTens. s ciryyaes, 3apeTHCTPUPOBAHHBIX 3a pyOexoM,
JOITYCKaeTCA 3aMoHEHHe HEKOTOPBIX Pa3/IeNloB Ha aHIIHACKOM SA3BIKE.

3.3.2. IToaTBep)KACHUEM O IOIyYCHUH TaKeTa JOKYMCHTOB DK sBisgeTcs yBEIOMIICHHE
(KOIHsI COOOIIEHHUs) ¢ OTMETKOH «IPHHATO K PacCMOTPEHHIO», NPEAOCTABJICHHAS IIABHOMY
uccaenoBartenro B OymaxsoMm Buae. Ha Ommkaifiiem  3acelaHAH DK wuHpOpMaIus
3acIyHmHUBaeTCsi, 00CyXKIaeTcsl, IPUHAMACTCSA K CBEICHHUIO (MM BBIHOCHTCS JPYroe peleHHe
JK), a u3Bemmenue (KOMHS 3asBICHHUS) C OTMETKON O MPHHATHH uH(GOpMalKH K CBEICHHUIO (AIIH
APYroM TPUHATOM pEIIeHHH), TPeJOCTABIACTCS TJIABHOMY HCCICNO0BATENIO B TeueHue 7

paGouux JHEH 1ocie JaThl 3acCefaHus.

4. Undopmanus, He NOJIEKAMAST IKCIPECC-0TUETHOCTH
4.1. B pamkax TeKylled OTYETHOCTH NPEIOCTaBIIAIOTCA ExxeromHpie OTYETHI 11O
6e30MacHOCTH ¥ 3aKIFOUUTENbHBIH OTYET 110 UCCICJ0OBAHHUIO.
4.2. EykeromHblii OTYET M0 Ge30IaCHOCTH TPEICTaBIseT CO0ol OTYET O 6e30MacHOCTH
KOHKDETHOTO HCCIIEYeMOro POAYKTa M BKIIOYAET B Ce0sl CEPhE3HBIC HEKEIATEIPHBIC pCaKiii

13 BCE€X KIMHHYCCKHUX HCCJICI[OBaHHi/'I, IIPOBOAUMBIX CIIOHCOPOM II0 JaHHOMY IPOOYKTY B



TCUCHHC MPEANICCTBYIOLICTO IoJa, a TaKXe KpaTKHI’I aHAJIN3 JAaHHBIX II0 6630HaCHOCTI/I,
INOJTYYCHHBIX 3a OTYETHBIN 11(5j0) (031 ¢

4.2.1. ExxeromHsiii oT4eT 10 6€30MaCHOCTH T0JIKEH COAEePIKATh CIEAYIOIIUE pa3aebl:

OOmass yacTh, BKIIOYAMOINAS Ha3BaHHWE HCCIENAYEMOIro IMpoAyKTa (aKTHBHOM
cyOcTaHuu), WHPOPMAIMIO O IPOU3BOJUTENE HCCIEIYyEeMOro MpoayKTa (aKTUBHOH
cyOCTaHIIMH), KOMIIAHHH, IOATOTOBUBIIEH OTYET, a TaK)Ke YyKa3aHHE OTYETHOIO

IIe€puoaa 1 HoMepa oT4eTa.

BBenenne (omucanue JIeKapCTBEHHOTO MPOAYKTa, MIOKa3aHusl, JO3HPOBKH, IPUMEHEHHE B
pasHBIX cTpaHax) W/wau Pesiome mo akTuBHOM cyOcranumu (Summary of Active

Substance), qaThl IpeABIIYIIAX MPEACTABICHHBIX OTYETOB.

Wzmenenus B Bpomrrope uccnenoparens (Changes to Investigator Brochure).

HNudopmanus O KIMHHYECKHX HCCICIOBAaHHUAX: 0030p 3aBEPIICHHBIX KIMHUYECKUX
uccinenoBanuii (Overview of Completed CT), 0630p He3aBEepIIEHHBIX KIMHUYECKHX
uccienopanuii (Overview of Ongoing CT), konmu4ecTBO CyOBEKTOB, NPHHUMABIIHX
ydacTHe B KJIMHHYECKUX HCCIIENOBaHUAX, 32 oT4eTHBIM mepuon (Exposure in current

ASR Period).

Pesrome mo OesomacHocTH B KiMHHYeckuxX ucciepoBanusx (Study Specific Safety
Summaries): KpaTkoe OIHUCaHHe MPOTOKOJIOB U JAHHBIX O CePbe3HbIX HEeNpeIBHICHHBIX
peaKnusX B KaXIOM IPOTOKOJIE, CIHCOK CEPhEe3HBIX HEeXeNaTeIbHBIX peakui,

CBOOHBIC TaGHI/IHBI CEPBE3HBIX HEXEIIATC/IbHBIX peaKuI/u‘i.

OOmuii ananu3 maHHbIX 1Mo OesomacHocTH (Overall Safety Assessment): maHHBIE IO
0€30IacHOCTH, BBIABJICHHBIC 3a IOCIENHUN Troj, aHanu3 npoduias 6e30macHOCTH C
Y4ETOM KOJHMYECTBa CYOBEKTOB MCCIEOBAHUS, B TOM YHCJIE BBHIOBIBIIMX U3

KJIMHUYECKUX UCCIIEOBAHUM.

Jlpyrue naHHBIE, KOTOPbIE MOTYT MOBIUATH HAa 0€30IIaCHOCTh CyOBEKTOB HUCCIIEIOBAHHS
(HarmpuMep, JaHHbIE HEKITMHUYECKUX UCCIIEJOBAHUM).
e Mepsl MO MUHHUMH3AIUH PUCKOB: paHee MpeAsI0KEHHbIE MEPBI 10 MUHUMH3AIHH PHCKOB

H OIICHKA UX 3(1)(I)CKTI/IBHOCTI/I, HOBBIC IIPCAIOKECHHUA 10 MUHUMHU3AIlUU PUCKOB.

3akmouenne (Overall Safety Conclusion) (¢ ykazanuem oOuiel OLEHKH COOTHOLICHHUS
0JTb3a/PHCK).
42.2. Exeromueiii ordyer mo OesomacHocTd mogaercss B DK Ha pycckoM H/MiH
aHIVIMACKOM  s3BIKax (s 3apyOeXHBIX nOpousBoguresneil). B ciydae ecaum  order
IPEIOCTABISETCS Ha aHTJIMHACKOM $3bIKE, HEOOXOAMMO IMPUIOXKUTH IEPEBOJ HA PYCCKHUH SA3BIK

paznena «3akmoueHue» (Overall Safety Conclusion).



4.2.3. Cpoxu nozmadu Esxerogsoro ordera mo Ge30macHOCTH — B TeueHHe 60 paboumx
IHEH OT JaThl OKOHYaHHMs OT4eTHoro mnepuozpa. CHOHCOPY MCCIIENOBaHHS HIH €ro
NpeACTaBUTENI0O Ha TeppuToput Poccumiickoit  ®denepanuu  MOTYT — IPEIOCTaBIATBCS
nononHuTeNbHbIe 30 qHEH i mepeBoia U 0pOpPMIICHUS JOKYMEHTALUH.

4.3. 3aKIIOYHTENBHBIM OTYET MO HCCIIECHOBAHHIO IPENOCTABIAETCS II0CTIE€ OKOHYaHHS
KIMHAYECKOTO MCCIIEI0OBaHMs, HE3aBHCUMO OT TOTO, OBUIO JM MCCIEJOBAHHE 3aBEPIICHO IO
IPOTOKOJLY MJIM TPEKPAIeHo TocpouHo. O6s3aTeIbHOMY NIEPEBOLY Ha PYCCKHM SI3bIK MOATEKHUT

paznen «Kpatkuii 0630p» (Synopsis).



