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TepvmuubI H ONpeAeIeHHS
«Krunuyeckoe HccuenoBanuey — oboe HcclIeqoBaHME, IPOBOJMMOE C Y4aCTHEM
YeoBeKA B KAYCCTRE CYOBEKTa JUis BRISIBIISHMS WIIH TOATBEKICHUS KIMHMYCCKIX H/HIIH
hapmaxonormueckux  9(Q(EKTOB  MCCHEAYeMBIX —NPOAYKTOB H/HIM  BBLIBIEHMA
HEXeJaTeIbHBIX PEaKInii Ha UCCeyeMble IIPOIYKTh, H/AIH H3YIESHHS HX BCACHIBAHMI,
pacrpeaeneHus, MeTabonu3Ma H BBHIBCACHMS C ICIBIO OIEHHTDL HX 0e301acHOCTh H/HITH
o¢deKTUBHOCTE.
«KTMHA9eCcKOe  HCCICHOBAaHME  JIEKApPCTBEHHOrO — Ipemapara»  —  H3y4eHHE
JIMArHOCTHYECKHX, Jede0HBIX, NPOQHIAKTHYCCKHX, (apMaKoIOrHYecKHX CBOHCTB
JIeKApCTBEHHOrO Tperapara B MPoIecce ero IPUMEeHEeH S y YelI0BeKa, KHUBOTHOIO, B TOM
YHClIe NPOIECCOB BCACHIBAHHS, DAcIpesieNieHrs, HM3MEHEHHs H BBEIBEJCHHS, IIyTEM
NPAMCHEHHS HAYIHBIX METONOB ONEHOK B ILEMAX TONYYCHHS [OKa3aTelbCTB
bezomacHocTH, KadecTBa H S QeKTHBHOCTH JIEKaPCTBEHHOTO Iperapara, MaHHBIX O
HEXENATEIBHEIX pPeaKiusX OpraHH3Ma YeJoBeKa, JKMBOTHOIO Ha TNPHMEHCHHE
nexapcTBeHHOro mpenapata w00 addexTe €ro B3aMMOJCHCTBHS € JAPYTHMH
NEKAPCTBEHHBLIMH ~ TpemapaTaMd W (MIM) [HUIIEBBIMM  [POJYKTaMH, KOpMaM#
(Qedepanvreii 3axon om 12.04.2010 N 61-@3 «O0b6 obpawenuu nekapcmeeHHbIX
cpeocmsy).
«HexenarenpHas peakiis) — HellpelHaMepeHHas HeOIaronpuaTHas peakiius OpraHusma,
KOTOpas MOXeT OBITe CBS3aHa C IIPUMEHEHMEM JIEKapCTBEHHOrO IIperapara
(Dedepanvuniii 3axon om 12.04.2010 N 61-P3 «0b obdpawyenuu NeKAPCMEEHHBIX
cpedcmey).
«Cepresnas HexenarelbHas peakusy — HeXelaTe/bHas Peakilud OpraHiu3Ma, CBsI3anHas
C IpHMEHeHHeM JIeKapCTBEHHOTO IIpemapara, HOpHUBEAmIad K CMEPTH, BPOXK/ISHHBIM
AHOMAHSM MM TOPOKAM Da3BHTHS JMOO MpeACTaBsiomas coOO0i yrposy JKH3HH,
Tpebyromas TOCIHTAMH3AME UM IPHBE/Ias K CTOHKOH yTpaTte TpyHZOCIOCOOHOCTH M
() unBamHHOCTH (Pedepanvuiii sakon om 12.04.2010 N 61-D3 «O6 obpawyenuu
JIeKAPCMBEHHBIX CPEOCE)).
«HenmpepuncHHAA HEeXEIaTebHAS PEaKI(is» — HexenaTelbHas PeaKius OpraHu3Ma,
KOTOpast CB3aHa ¢ TPUMEHEHUEM JIEKAPCTBEHHOTO IpernapaTa B J103aX, PEKOMEH/TyeMBIX
B Oponmope WCCIenoBaTessi, Wi ¢ NPHMCHEHHEM JICKapCTBEHHOIO Ipenapara B J03ax,
PEKOMEH/IYEMEIX B HHCTPYKITHH II0 €r0 NPAMEHEHHIO I IPO(HIAKTHKH, IMArHOCTUKH,
jeueHus 3aD0 e BaHuA WM MEAHIUHCKON peabnmHTaIiHy NalMenTa, H CYIIHOCTE, TAKECTh
WM WCXOJ KOTOpPOH HE COOTBETCTBYeT WH(OpPMAIMM O JIEKapCTBEHHOM IIpenapare,
cojiepyKaIieicsa B IPOTOKOJIE er0 KIIHHWIECKOT0 HCCIeI0BaltsA, OPOIIIOpEe HCCIEA0BATE
HJIH B HHCTPYKIIHHE 110 MPUMEeHEeHHUIO IeKapCTREHHOrO npenapara (Dedepaibiblil 3aKoH Om
12.04.2010 N 61-@3 « 06 obpawgeruu neKapcmeeHHbIX CPEOCmen).
«HesxenarensHoe gpnenuey», HS (adverse event; AE) — moboe BEIBICHHOE Y TAllMEHTA
wid cyObekTa KIMHHYECKOTO WCCIE0BaHMsA II0CHEe IPHMEHEHHA ICKapCTBEHHOTO
IPOAYKTa HEGNATOMPUIATHOE C MEIUIIHHCKON TOUKH 3peHus cOOBITHE, KOTOPOE MOXKET |
HE MMETh INPUYMHHO-CIIEICTBEHHOM CBA3W C €ro mNpuUMcHeHHeM. TaxkuMm obpasom,
nexenarensHoe spnenue (HS) MoxeT mpencraBiaTs cobol moboi HeOnaronpHsaTHbLHA
cumnToM (BKIIOYAs OTKIOHEeHHEe 1abopaTopHOro MOKAa3aTels OT HOPMEI), Xanoly Hiu
3ab0sieBanye, BpeMsi BOSHHKHOBEHHUS KOTOPOTO HE MCKII0OYAeT NPHYHHHO-CIIEICTBEHHOH
CBSI3H C IPUMEHEHHEM JIEKapCTREHHOIo (MCCIeayeMOoro) MpoIyKTa BHE 3aBUCHMOCTH OT
HaJM9Us WM OTCYTCTBHS TaKoM CBA3H (PYKOGOOCMBO MO HAONeHcaujert KiuHU4ecKou
npakmuxe ICH E6(R2); pyxoeoocmeo ICH '"Oyernxa Oanusix no KIUHUYECKOU
Gez0nacHocmu. MepMUHONOZUSL Y CMAHOAapNIbL SKCnpecc-omyemuocmu”).



7. «CeprpesHoe HeKEIATEFHOE ABICHUC) W/HIIM «Cephe3Has HexenaTenphas peakiusy; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR) — mo6oe
HeQIarompusaTHOE MEIHIUHCKOE COOBITHE, KOTOPOE BHE 3aBHCHMOCTH OT 03B
JIEKapPCTBEHHOTO IPOIYKTA:

IIPUBEJIO K CMEPTH;

IIpefcTanisger coboi yrpo3y uisl JKH3HH,

TpeOyeT TOCIUTAIH3AMHA WIH €€ MPOJUICHHS

IPUBENIO K CTOMKOM MM 3HAYUTENPHON HeTpynocOcOOHOCTH (HHBAIHIHOCTH);
[IPENCTABIIAET COOOH BPOKACHHYIO AHOMAIIMIO/IIOPOK PA3BUTHS;

APYTOE 3HAYUMOE C MEIMITMHCKON TOUKH 3PEHHS CODBITHE (PYKOB0OCHIBO MO HADNedHCaujel
xnunuveckou npaxmuxe ICH EG6(R2); pyxoeoocmso ICH "Oyeuxa Oannvix no
KAUHUHECKOT De30RACHOCMIL MEePMUHON02US U CIMAHOAPMbL SKCHpecc-omyemnocmu").

Iless — pazpaboraTs HHCTPYKHHIO IO HKCHEPTH3E H MOCIEAYIOMEMY HaGMOAEHHIO MO (aKTy
OTYETOB 0 DE30MACHOCTH M OTKIOHEHHH OT MPOTOKOJA B XOJE TEKYIIEro WCCIEIOBAHNS, paHee
0I00pPEHHOTI0 STHUECKUM KOMHUTETOM.

Obnacmv npumenenus — Bce OfOOPEHHBIE HPOTOKONBI 10 KIMHHYECKHM HCIBITAHEIM
MEJTMIMHCKHX H3/IETTHH ¥ ICKapCTBEHHEBIX IIpenaparax.

Omeemcmeennocms — Bee wiensr HKD.

Penoptuposanue cioncop-HKD:

Coolmennss 0 pasBHTHH CEpPBHE3HBIX HEKENATETLHBIX SBICHHN B XOME TEKYIIETO
HCCIIEIOBaHMS, paHee ONOOPEHHOrO 3THYECKMM KOMUTETOM, PENOPTHPYIOTCA CIIOHCOPOM B
oTH9ecKHi KomuTeT. CooblIeHHA MOBOmATCS CeKperapeM 0 cBeleHus wieHoB HKD mHa
o4YepenHoM 3acenaHuu. CoOONIeHHE C MOMETKOH «IPHHSATO K CBEACHHIO» APXHBHPYIOTCS
CeKpeTapHaTOM B daiisie JaHHOTO HCCIIENOBAHMS.

Coobmenns 0 HeKenaTeIbHbIX ABICHUSX, PEHOPTHPYIOTCS B ITHUECKMH KOMHTET B BHIC
ICPHO/IMYECKAX €KEerOMHbIX OTYeTOB N0 Oe3omacHocTH. CeKperaps jenaeT pacChUIKY
MaTepHajoB 4jeHaM STHYECKOr0o KoMuTeTa. Ecnu Heobxomumo, Ha 3acenanmn HKD cexperapb
MHHIHAPYeT amckyccuio. Jlrobo#d wner HKD moker mocraBHTh BOmpoc 0 HEoOGXOIMMOCTH
3anpoca JONOJHATEIbHOM HHQOpPMAlWK MM WHBIX NEHCTBHI OTHOCHTENLHO HCCIeIOBAHMNS.
JIOKyMEHT ¢ TIOMETKOH KIIPHHSTO K CBEJEHUIO» APXHBUPYIOTCA CeKpeTapHaToM B daiiie TaHHOro
UCCIIEeNOBaHMS.

PenoptupoBanue riasubii ucenegoBatens-HKD:

Inaenenii meenegorarens coodmaer 8 HKD 0 pa3ssuTaE y KypUpyeMbIX NAIMEHTOB
CBOETO LCHTpa 060 BCCX CEPbE3HBIX HCKEIaTelIbHBIX HRBJIEHHAX, HeaMeINIHTeIILHO II0
TeneoHy, e-mail U APYrEM BO3MOXHBEIM CHOCOGOM B CeKpeTapHar. B coobmeHnH riasHbIi
HCCIe/oBaTeNb [IOJDKEH YKa3aTh: CYTh COOBITHS; KPUTEPHH CepLesHOCTH COOBITHA (CMEpTh,
yrpoKaronee KH3HH COCTOAHHE, CTOHKO® HITH BBIPaKCHHOE HapylleHne
TPYAOCHOCOOHOCTH/NeeCIOCOOHOCTH, TOCTTATAIH3AIMS W [IPOJJIEHHEe T[OCIUTATH3AIIHNHI,
BPOYCICHHEIC aHOMAITAH MK e(eKTEl PA3BHTHS, APYTHE BAXKHEIE C MEAULMHCKOH TOUKH 3PEHAN
COOBITHS), HCXOAB! (€Citu coOBITHE paspemmiocs). Cekperaph OLeHHBACT CHTYalHIO U B CTydae
HCOOXO/IMMOCTH MOJKET 3aPOCHTS Y IJIABHOTO HCC/IEAOBATENs NOTOTHATEILHYIO UH(OPMAITHIO,
KacaromIyrocsi pasBUTHs JAHHOIO COOBITHS, KOTOpOEe OZHOBPEMEHHO SABJACTCA CEPHE3HBIM H
HETPEBHCHHBIM, IPHBE/IIAM K CMEPTH MJIH IIPCACTABISIONIAM YTPO3Y IS JKA3HH HanudeHTa. B
Clydasx, He TPeOYIOMX HEMEJUICHHBIX JeHCTBHI, OH pacchUlaeT 5Ty HH(BOPMALHMIO WIeHAM
OTHYECKOr0 KOMHTeTa U HPH HEOOXOAMMOCTH MHHIMHPYST IOHCKYCCHIO Ha Oimmxaifrmenm
3aCe[laHAA KOMHTETa. B ciydasx, KOTOPEIC OH COYTET HEOTIOKHBIMH, CEKPETaph HEMEIEHHO



JoBoxuT 9Ty HH(bopmarmio 1o lIpecenare HK?D, KOTOpEIif, B CBOIO O4epe/ib, HMEET TpPaBO
cobpaTh SKCTPEHHOE 3acelaHne KOMHTETa (cm. COIT DxcTpeHHOE COBEMIAHKE 110 6e30NacHOCTH).

Coobmennss aHaTH3HPYIOTCs ICHAMH HKD, Ha [OpeAMeT TDKeCTH, HacTOTRL
BCTPEYaeMOCTH, CBS3H C HCCIIeAOBATeICKOH KOMaHIoH | KITHHHYecKOi Oazoif. [Jlamuble OT
picereoBaTeneit B MOCHENYIOMEM COMOCTABILIOTCA © COOBIIERHIMH OT CIioHcopa (ecid 3TO
cobbITHE GBIIO PACIIEHECHO UM KaK CePhesHad HelpeBUIEHHAs PEAKIIHS).

Coofmenns 00 OTKJIOHEHHAX OT HPOTOKOJ]A

[aBHBIA HCcleOBaTeNb MNpPENOCTaBILICT B HKD coobmenust 00 OTKIOHCHHSX OT
POTOKOJIA B PaMKaX IOJ0BOr0 OTYETa. B ciiyuae HEMOCPEICTBEHHOH yIrpo3bl Ge30macHOCTH H
Graromonyduio CyOBEKTYy MCCICAOBAHHS TaKas pEdOpMaIEs  IOIDKHA HE3aMEUTHTENEHO
noctynars B HKD 1 CONPOBOX/ATECS: ONHCAHACM TOro, B 4eM COCTOMT OTKJIOHEHHE; KaKHe
MpeANpUHATEl B TPEAIPUHAMAIOTCS MEpBI UL ero ycrpaseHus; OOBACHEHHEM IPHUIHH,
IPUBE/IIIAX K OTKJIOHSHHIO.

[Ipy DOCTYIUIGHWH B HKD wuadopmauny 00 OTKIOHEHMA OT IpOTOKONIa B CIydJae
HenocpeICTBeH oM  yrpossl  6e30macHocT! 1 6iaromoMy HI0 CYOBEKTY MCCICAOBAHM,
CeKpeTapHaT HeMeUIeHHO HH(}OpMUpPYeT TIpencenarens, KOTOPHIA NPHHUMACT PEUICHHS 0
HEeoBXOIIMOCTH HEMELTEHHOTO ¢60pa BHEOUEPEHOrO 3aCe/ A HKD a1 npHEATUS perneHus
[0 cO3aBIIeHcs CHTYalMy HTH BRIHOCHT PEIICHHC paccMOTpeTh HHPOPMAIHIO Ha OrmKafIeM
OdepeIHOM 3aceNanuy (B Ciydae OTCyTCTBHA HeoBXOIMMOCTH IIPAHATHS HEOTIONKHBIX Mmep).

Fomm kaxkue-nHO0 HIard 3THYECKH KOMHTCTOM GBITM TIPEAIPHHSTHI, CEKpPETaph HK3
HezaMeTHTeNbHO coobmaeT 06 5ToM ITaBHOMY HCCTIeIOBATENI0 U OpraHr3alni, IpOBOAAIIEH
WCCIICIOBAHME, CIOHCOpPY UCCIENOBAHUL. Cekperaps TOTOBHT O(QHIMATBHOE THCHMO,
IO/NACAHHOE W IATHPOBAHHOS IPEACCAATENIEM HK?D rnagHOMY MCCIEIOBATeNIo O TOM, KAKAE
JeifcTBES JIODKHEL OBITH TPEJNPHHATEL B COOTBETCTBHH © pemennem HKD. Ecmm HKD He
TIPCAIPHHAMAECT HHKAKHX felicTRHI, JelaeTcs OTMETKA (IPHHATO K ceenedmo». CoobmieHs
ApXMBHPYIOTCS CEKPETaphuarToM B thaifjie JAHHOTO WCCIICIOBAHMA. B caysae MOBTOPHBIX
cooB ek 06 OTKIOHEHHSX OT TIPOTOKONA 10 OXHOMY H TOMY sxce ucenegoranuo HKO moxer
pHHSTE perienue 06 OT3bIBE onobpeHHs HCCIeTOBAHMS.

Ecmu rIaBHE HecaejoBaTelk Npe/I0CTaBIscT B HK?D mrbopMaipo 06 OTKIOHEHHIX OT
POTOKONA He MPEJCTABIAIOIINX YIPO3bl A malWenTa, KACAIOIMMXCA TCXHHYCCKHX H
OpraHA3aIMOHHBIX MOMEHTOB, HO, MO MHEHHIO [JIABHOTO MCCJICAOBATeNs MM CIOHCOpa,
o6sRaTeNLHBIX JUIS PEHOpTHDOBAHHA, Takas MHPOPMALAS (TIPHHUMACTCH K CBEACHHION.
CoobIcHHS apXUBHPYIOTCS CEKPETapHaTOM B daiine TaHHOTO HCCICIOBAHM.



