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CrangapTHasi onepaluoHHasi Ipoueaypa
«MOHUTOPHUHI" HEXKEJIATEJBbHBIX PEAKIIN»

|. Tepmunsvt u onpedenenusn
1.1. «KnuHuueckoe HCIBITAHUE/MICCIACIOBAHNUE» - JI000E HCCIIeOBAaHHE, MPOBOIAMMOE C
y4acTHEM YeJIOBEKa B KayeCTBE CyOBEKTa JUIf BBIABICHMS WM MOATBEPKACHUS KIMHUYECKUX
u/una  papMakoiIorudeckux A(P(HEKTOB  HCCICIYeMBIX TMPOAYKTOB W/WIH  BBISIBICHUS
HE)KENNATeNIbHbIX peaklUil Ha HcclIenyeMble NPOAYKTBI, W/WIM HU3YyYEHHMs] UX BCACBIBaHMUA,
pacripeniesieHusi, MeTa0olu3Ma M BBIBEJCHHS C LEJIbI0 OICHUTh HMX O€30MacHOCTh W/MIIH
3 PEKTUBHOCTB.
1.2. «HexenarenbHas peakuus, HP»:
. B IPEIPEruCTPALMOHHBIX KJIMHUYECKHUX MCCIEJOBAaHUSAX HOBOI'O  HCCIENLyEeMOTro
IPOAYKTa, BKJIIOYAsl MCCIEIOBAHUS O HOBBIM IOKa3aHUSAM, OCOOCHHO €CIIM TepareBTHYECKUE
o361 Touno He ycranosieHbl (I-111 ¢aser), - mobas HexenareabHas peakins, CBSI3aHHAs C
IIPUMEHEHUEM JIF000H 103bI UCCIIENYEMOTO IPOIYKTa.
. B MOCTPETUCTPALMOHHBIX KIMHUYECKHX MCCIIEOBAaHUSAX JIeKapcTBEHHBIX cpenacts (IV
¢aza) - no0ass HEraTUBHAs PEaKlMsl, CBA3aHHAsI C MPUMEHEHUEM JIEKAPCTBEHHOI'O CPEJICTBA B
OOBIYHBIX J03aX, UCIIOJIb3YEMbIX AJIs MPO(UIAKTUKY, AMATHOCTUKH WX JIeueHUs 3a00J1eBaHUH,
a TaKKe JUTst U3MEHEHHsI (PU3HOIOTUIECKUX (DYHKITHIA.
1.3. «Henpeasunennass HexenatenpHas peakuus, HHP» - HexenatenpHas peakuus,
CYIIHOCTh MJIHM TSDKECTh KOTOPOW HE COTjlacyeTcs C M3BECTHOW WHGpOpMAIHMend O TMPOIyKTe
(HampuMep, ¢ OpoLIIOPOIl HccienoBaTeNs Ul He3aperuCTPUPOBAHHOTO UCCIIEAYEMOI0 IPOAYKTa
WIA C JUCTKOM-BKJIAJIBIIIIEM/CBOTHOM XapaKTEPUCTUKONW JICKAPCTBEHHOTO MPOAYKTa B ClIydae
3aperUCTPUPOBAHHOTO MPOIYKTA).
1.4. «HexenatenbHoe sBienue, HS» - mro0oe BBISIBICHHOE Y TMAalMEHTa WM CyObeKTa
KJIMHUYECKOI'O MCCIIEIOBAHUS MOCIe IPUMEHEHHUS JIEKapCTBEHHOI'O MPOYKTa HEOJaronpusTHOE
C MEIMIIMHCKON TOYKHU 3pEHUsSI COOBITHE, KOTOPOE MOXKET M HE MMETh MPUYNHHO-CIIEICTBEHHOM
CBSI3U CEro MPUMEHEHHEM.
1.41. HexenaTenbHoe SBJICHHE MOXET IMPEACTaBIATH co00il 11000 HeOIaronpUsTHBIN
CHUMIITOM (BKJIOYas OTKJIOHEHHE Ja0opaTOpPHOTO IOKa3zaTells OT HOPMBI), JKanody WIu
3a00sieBaHNE, BpEMsI BO3HUKHOBEHHUSI KOTOPOTO HE MCKIIIOUAET NPUUYUHHO-CIIEICTBEHHO CBS3HU C
IPUMEHEHHEM JIEKapCTBEHHOTO (MCCIelyeMOro) CpeAcTBa BHE 3aBUCHUMOCTH OT HAJIMYMS WU
OTCYTCTBHUSI TAKOW CBSI3H.
1.5. «Cepbe3Hoe HexenarenabHoe sBieHHe wiu peakius, CHS» - moboe HebmaronpusTHOE
MEAMIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCHUMOCTH OT J103bI JIEKAPCTBEHHOI'O MIPOYKTa:
- HPUBOJUT K CMEPTH
- CO3/a€eT yrpo3y AJis KU3HU
- TpeOyeT rocnuTaTu3aluy WiK ee MPOJICHUS
- MPUBOJIUT K CTOMKOM MJIM BBIPA)KEHHON HETPY0CTIOCOOHOCTH/ NHBATTUAHOCTH
- IpeZCTaBisieT cOOON BPOXKICHHYIO aHOMAIIMIO WIH J1e(DeKT pa3BUTHS.
1.5.1. K cepbe3HbIM HeXeIaTeIbHBIM SIBJICHUSM/PEAKLUAM MOKET TaKKE OTHOCUTHCS 3HAUUMOE
C MEJUIIMHCKOI TOUKU 3peHUs COOBITHE, €CIIM 3TO OTOBOPEHO B MPOTOKOJIE UCCIETOBAHMS.

Il.  Opzanuzayus npedocmaenenusn ungopmayuu 0 HedcenamenbHpixX
AGNICHUAX/PEAKUUAX, BOZHUKUWIUX NPU HPUMEHEHUU JIeKAPCMEEHHbIX HNPOOYKMO8 6
KIUHUYECKUX UCCT1e008ANHUAX
2.1. OTBETCTBEHHOCTh 3a PETUCTPAIMIO HEXKENATCIBHBIX  SBICHUH B  KIMHHYCCKHX
HCCJICTOBAHMSIX HECET IIaBHBIN HCCIEI0BATENb.

2.2.  HexenarenbHble SBIICHUS, HE OTBEYAIOIINE KPUTEPHUSIM CEPHbE3HOCTH, PETUCTPHPYIOTCS
UCCIIeIOBATeNIeM B TMEPBUYHON NMOKYMEHTAalMd U B MHAMBUAYyabHON pETrHCTpalliOHHON



KapTe, He MPEeA0CTaBISIIOTCS KOMUTETY B CPOUHOM MOPSAKE U OLIEHUBAIOTCS NPU HAITMCAHUH
Esxeromnoro otuera mo 6e3omacuoctu (Annual Safety Report) u 3akimounTeapbHOro otdera
no uccienosanuto (Final Study Report).

2.3.  CepbesHble  HeXeNaTeJbHBIE  SABJICHHA  HE3aMEUIMTEIBHO  TPEIOCTABIISIOTCS
uccienoBareieM B Komurer. OTBETCTBEHHOCTh 32 CBOEBPEMEHHOC IPEIOCTABICHUC
uHpopMaImu 1o 6e3omacHocTH B KOMHUTET JISKHUT Ha TIIAaBHOM MCCIIEI0BATEE.

I1l. @opmam yeedomnenus Imuueckozo komumema
3.1.  Huadopmanus, moanexaas 3KCIPEcc-0TYETHOCTH:
. cooOuieHns: 000 BceX JIOKAIbHBIX (T.€. 3apEerMCTPUPOBAaHHBIX B LieHTpax Ha Oaze ['BY3
PB) cepbe3HbIX HeNpeABHICHHBIX HEXENATEeIbHBIX PEAaKIHsIX, B TOM YHCJE CBS3aHHBIX C
IpenapaToM CpPaBHEHUS, BBIABICHHBIX B KIMHUYECKUX HCCIEAOBAHUIX, NPOXOJAINIUX B
HCCIIEI0BATENbCKUX 1IeHTpax Ha O0a3e I'bY3 Ph;
. cooOuieHnss 000 BCeX 3aperMCTPUPOBAHHBIX B POCCUHCKUX ILIEHTPAaX CEPbe3HBIX
HETPE/IBUCHHBIX HEXKEJAaTelIbHbIX pEaKkIHsX, B TOM 4YHCIE CBS3aHHBIX C IpernapaTom
CpPaBHEHMsI, BBIABICHHBIX B KIMHUYECKMX HCCIEI0BaHMIX, HPOXOAALIMX HA TEPPUTOPUHU
Poccuiickoii;
. cooOuieHnss 000 BCEX CEphE3HBIX HEMPEIBUACHHBIX HEXKENIAaTENbHbIX PpEaKLUUsAX Ha
UCCIIelyeMble  JIEKapCTBEHHBIE TPOJIYKTHI, MPOU3OIICAINIMX B JPYTHX CTpaHax BXoOJe
MEXXyHApOAHBIX KJIMHUYECKUX UCCIEJ0BaHU, pa3perieHHbIX B Poccuiickoit denepannu.
3.2.  lTlomMumO cOOOWIEHWI O CEPHE3HBIX HEMPEIBUACHHBIX HEXKEIATSIbHBIX PEaKIUIX
CYLIECTBYIOT W JpYr'Heé CHUTYyalllud, KOTOpble MOIYT MOTpeOOBaTh CpPOYHOrO COOOLICHHUS
(3xcnpecc-otueTHOCTh) B KomureT. B kakaom cilydae pelieHue JOJDKHO NPUHUMAThCS Ha
OCHOBE MEIUIMHCKOM M Hay4yHOM OLIEHKM HH(OpMAIMKM, KOTOpask MOXET CYIIECTBEHHO
MOBITUATH Ha OLEHKY COOTHOIICHHS TTOJIb3a/PUCK IS JIEKAPCTBEHHOTO MPOIYKTa UM OKa3aThCs
JIOCTaTOYHbIM OCHOBAaHMEM [yl BHECEHHs HEOOXOJUMBIX H3MEHEHMH B JOKYMEHTALUIO
UCCJIEIOBaHMSI, HAaIIpUMeEp:
. COOOLIEHHUS, B KOTOPBIX COJEPKUTCS JOMOJHUTENIbHAS BaxkHas MH(OpManus O paHee
3apEruCTPUPOBAHHBIX OCOOCHHOCTSIX IMPOSBICHUS WIM TSKECTH H3BECTHOW CEpbE3HOU
HE)KEeNIaTeIbHOM peakimu;
. BaXHOE C KIMHUYECKOH TOYKH 3PEHHS YBEIMYCHHUE YaCTOThI HM3BECTHBIX CEPhE3HBIX
HE)KEeNIaTeNIbHbIX pPeakLuii;
. HeA((HEKTUBHOCTh NPHU JICYEHUH YIpOXKaroMIMX >KU3HHU 3a00JIeBaHUM, MpeACTaBIAIONIAs
CYIIECTBEHHBIN PUCK /Il TAllUEHTOB,;
. BaXHas cpouHas wWHGOpMANMs W3 KIMHUYECKHX HCCIEOBAHUN JIEKapCTBEHHOTO
IPOAYKTa, B KOTOPBIX HE YYacCTBYIOT POCCUHCKHE LIEHTPHI, CIIOCOOHAs CYIIECTBEHHO MOBIHSITH
Ha OLEHKY COOTHOIIEHHS MOJIb3a/pUCK IS JAHHOTO JIEKAPCTBEHHOTO MPOJYyKTa (Hampumep:
U3BEIICHNE O IPUOCTAHOBKE UCCIIE0OBAHMUS);
. HOBBIE€ Ba)KHBIE JJaHHBIE 110 OE30MACHOCTH M3 HEJAABHO 3aBEPLICHHBIX HCCIEAOBaHUN Ha
KUBOTHBIX (HalpuMep: KaHIIEPOTeHHOCTb MIIM TePaTOr€HHOCTH).

IV.  Cpoxu yseoomnenua Komumema:

41. IlepBuuHble ¥ TOBTOpPHBIE coOOImIEHHs 000 BCEX JIOKAJIBHBIX  CEPhE3HBIX
HENpE/IBUJCHHBIX HEXKENaTelIbHbIX peakIHsX, B TOM 4YHCIE CBS3aHHBIX C IpenapaTom
CpaBHEHWSI, BBISIBJICHHBIX B KIIMHUYECKUX HMCCIIEOBAHUSX, MPOXOAIINX B MCCIEIOBATEIHCKUX
nenTpax Ha 6aze 'bY3 Pb - B Teuenue mpex padouux oueil.

4.2.  TlepBU4HBIE IKCTIPECC-COOOIIEHHS O 3apETUCTPUPOBAHHBIX B POCCUHCKUX H 3apyOeKHBIX
LEHTpaX CEephE3HBIX HENPEABHJICHHBIX HEXENTATeNbHbIX PeaKIUsaX, MPUBEAIIMX K CMEPTU WU
NPECTABISIOMIAX yrpo3y IS JKU3HU CyOBEKTa WCCIEeNOBAaHUsS, JOJDKHBI TPEIOCTABISTHCS B
Komurer B TeueHue 7 padouux OHeil TIOCIE TOTO, KaK MCCIIEAOBATENb ObUI M3BEIIEH 00 3TOM
POCCUHCKHUM IO/Ipa3/ielieHneM KOMIIaHUM CIIOHCOpA WM ee IpeacTaBuTeneM. JlonoaHuTensHas
uHpOpMaLKs NPEAOCTaBISAETCS B TeUEHHE § MOCIeAYIOMUX pabounx THEH.



4.3. Coo01ieHust 0 3aperucTpUPOBAHHBIX B POCCUHCKUX M 3apyOeKHBIX LIEHTPaX CEPhEe3HBIX
HETIPEIBUICHHBIX HEXEJAaTeNbHBIX PEaKIusAX, KOTOphle HE NMPHUBEIH K CMEPTH M HE CO3JajH
yrpo3y Ul KU3HH, CIEAyeT MPeIoCTaBlIsATh KaKk MOXKHO CKOpee, HO He mo3aHee 15 paboumx
JIHEH Iocje TOro, KaK pocCUiicKoe mojpa3zeieHue KOMIIAHUN CIIOHCOPA MM €€ MPEICTaBUTENb
YBEZIOMHIII 00 9TOM UCCIIEI0BATEIS.

V. Ilopsaooxk yeedomnenus Komumema.

5.1. Bce cooOmienus, mNOUIEKAIINE HKCIPECC-OTUETHOCTH U KacarolMecs CEepbe3HbIX
HETPE/IBUICHHBIX HEXENATeNbHbIX pPEaKUuil, BBIABICHHBIX B KIMHUYECKUX MCCIIEOBAHUSX,
onobpennsix Komurerom, Hanpasisitorcs B KoMUTET B MUCbMEHHOM BHJI€ HA PYCCKOM SI3BIKE C
NOJNKCHIO TJIABHOTO HcciefoBatens. Jias ciaydaeB, 3aperMCTPUPOBAHHBIX 33 PYOEkKOM,
JOITYCKaeTCs 3aM0JIHEHUE HEKOTOPBIX Pa3/IesioB HA AHTJIMMCKOM SI3BIKE.

5.2. TloaTBep:kIeHHEM O MOIyYSHHUH MaKeTa TOKyMEeHTOB KoMHuTeTOM sIBIIsIeTCS] yBEAOMIICHUE
(komust cOOOIIEHUS) ¢ OTMETKOM (J1aTa M PEeruCTPAlMOHHBIA HOMEpP BXOJIIETO JTOKYMEHTA),
NpeJoCTaBlIeHHasl TJIaBHOMY HCCIIeZoBaTeNo B OymaxxHoM Buze. Ha OnmmkaiimeMm 3aceqaHuu
Komutera unbopMaius 3aciymmBaeTcs, OOCYKIaeTcs, NPUHHUMAETCS K CBEIEHUIO (MU
BbIHOCUTCSL Jipyroe pemeHue Komurera), a u3BemieHue (Komus 3asBICHHUS) C OTMETKOM O
OpUHATUA MHDOpPMALMM K CBEACHHIO (WJIM IPYroM MPHUHSATOM pPEIICHUHU), MPEJOCTaBISETCS
TJIABHOMY HCCIJIEJIOBATEINIO B TeUeHUE 7 pabounx JHEH Mmocie JaThl 3aceJaHms.

VI.  Hugopmayusa, ne noonexcawias Ixcnpecc-omuemHocmu

6.1. B pamkax TekyIel OTYETHOCTH NPEAOCTABISAIOTCS EjxeroaHpie 0T4eThl 0 0€301MacHOCTH
U 3aKJIFOYHUTENbHBIN OTYET 110 MCCIICIOBAHUIO.

6.2. Exeromnelii orueT 1o OE30MACHOCTH MPEACTABIISIET COOOM OTYET MO OEe30MacHOCTH
KOHKPETHOT'O UCCIIEAYEMOTO MPOAYKTa U BKIIOYAET B ce0sl Cephe3HBIC HEXKEIATeIbHbIC PEaKIIuu
U3 BCEX KJIMHUYECKHUX HCCIICAOBAHUM, MPOBOJUMBIX CIOHCOPOM IO JIaHHOMY MPOJIYKTY B
TEUCHHE MPE/IISCTBYIONIEr0 roja, a TaKKe KPaTKUi aHaiu3 JaHHBIX M0 0E30MacHOCTH,
MOJTYYCHHBIX 33 OTYETHBIN TIEPHO/IL.

6.2.1. EsxeromHslif OTYET 1O OE30MACHOCTH JTOJKEH COJEPIKATh CIEAYIOIINE Pa3/IeIib:

- OOmas 4YacTh, BKIIIOYAKOIIAS HAa3BAaHHE HCCIEAYEMOTO MPOAYKTa (AaKTUBHOW CYOCTaHIIHH),
nH(pOpMAIHIO O MPOU3BOJUTEIE UCCIEAYEMOTO MPOAYKTA (AKTUBHOW CYOCTaHIIMU), KOMITAHHH,
MOJITOTOBUBIIICH OTYET, a TAKXKE YKa3aHUE OTUETHOTO MEePHOia U HOMepa OTYeTa.

- Bsenenue (ommcaHue JEKapCTBEHHOTO TPOJYKTA, MOKA3aHHS, TO3UPOBKH, NMPUMEHCHUE B
pasHbIX cTpaHax) u/win Pestome mo aktuBHOM cybcranimu (Summary of Active Substance),
JIaThI MPEIBIIYIIHX MPEACTABICHHBIX OTYETOB.

- HW3smenenwus B bpomrope uccenosarens (Changes to Investigator Brochure).

- Hudopmariust 0 KIMHUYECKUX UCCIICTOBAHMSIX:

0030p 3aBepuIeHHBIX KiuHUUYeckux wuccnenoBanuii (Overview of Completed CT), o0630p
HE3aBEPIICHHBIX KIMHUYeCKuX wuccienoBanuii (Overview of Ongoing CT), xomuuecTBo
CyOBEKTOB, NPUHUMABIIUX YYaCTHE B KIMHUYECKUX HCCICIOBAHUSAX, 32 OTUYCTHBIH TEPUOT
(Exposure in current ASR Period).

- Pestome mo Oe3omacHOCTH B KiIMHHMYeckux ucciaemoBanusx (Study Specific Safety
Summaries): kpaTkoe ONMUCAaHWE MPOTOKOJIOB M JAHHBIX O CEPhE3HBIX HEMPEIBUICHHBIX
peakIMsaIX B KaXIOM IPOTOKOJIE, CIMCOK CEPbhE3HBIX HEKENIATSIbHBIX PEaKIUi, CBOJHBIC
TaOJIHIIBI CEPHE3HBIX HEXKETATSILHBIX PEAKITHIA.

- OOmuii ananu3 manHbix 1o OesomacHoctu (Overall Safety Assessment): mamubIe 1O
0€30MacHOCTH, BBIABIEHHBIE 3a MOCIEAHHUM ToA, aHanu3 npoduis 0e30MacHOCTH C Y4YETOM
KOJINYECTBA CYOBEKTOB HCCIICIOBAHUS, B TOM 4YHCJIC BBIOBIBIIMX W3 KIMHUYCCKHX
HICCIIENOBAHUMN.

- Jlpyrue aaHHbIC, KOTOPbIE MOTYT TOBJIHATH Ha 0€30MaCHOCTh CYOBEKTOB HCCIIEIOBAHHS
(HampuMmep, AJaHHbIE HEKIIMHUYECKUX UCCIIeI0OBaHUIN).

- Mephbl 10 MUHUMHU3AIIMH PUCKOB: paHee MPEe/I0KEHHBIC MEPBI [0 MUHUMH3AIMHA PUCKOB



U OlleHKa UX 3()PEeKTUBHOCTH, HOBBIE MPEIOKECHUS 10 MUHUMH3AINHA PUCKOB.

- 3axmoucane (Overall Safety Conclusion) (¢ yka3zanumem 0OmIeii OEHKH COOTHOIICHUS
TI0JIb3a/PUCK).

6.2.2. Exxeromnblit otuet 1o 6e€30macHOCTH rmojaeTcsi B KoMUTET Ha pyCCKOM W/WITH aHTJIMCKOM
s3bIKaxX (g 3apyOeXKHBIX Mpou3BoxuTeneil). B ciaydae ecnm oTueT mpemocTaBisieTcs Ha
AHTJIMHACKOM  SI3bIKE, HEOOXOJUMO TPHJIOXKUTH IEPEBOJ Ha PYCCKHH s3BIK  pasjelia
«3Baxmouenue»(Overall Safety Conclusion).

6.2.3. Cpoxku nmogauu ExxerogHoro ordera o 6e3omacHOCTH - B TeueHue 60 pabodyux gHEH OT
JaThl OKOHYAHUsl OTYeTHOro mepuona. CIIOHCOPY HCCIENOBaHUS WJIM €ro MPEACTABUTENI0 Ha
tepputopun Poccuiickoit @eaepanuyu MOTYT MPEIOCTABIATHCA AOMOJHUTENbHBIE 30 qHEH IS
nepeBoia 1 0pOpMIICHHS TOKYMEHTALIUH.

6.3. 3aKIIOYNATEIbHBIA  OTYET 10 HCCICIOBAHUIO TPEJAOCTABIACTCS IOCHE OKOHYAHHUS
KIIMHUYECKOTO WCCIICJIOBAHUS, HE3aBUCUMO OT TOT0, OBUIO JIM HCCIEAOBAHHE 3aBEPIICHO IO
IIPOTOKOJTY HJIM MPEKpaIeHo TocpouHo. O0s3aTeIbHOMY ITEPEBOIY Ha PYCCKUN SI3BIK TOJIICIKUT
paznen «Kpartkuit 0630p»(Synopsis).



