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DTOT JOKYMEHT pa3pelleH K HCTIOMB30BAHUIO JI0 BCTYIUICHHS B CHITY CIEAYIOMEH BEPCHH.
HcnonpsoBante 0TMEHEHHBIX HIIH YCTapeBILIHX JOKYMEHTOB 3allpellacTcs.
OTBeTCTBEHHOCTH 110 MTPOBEPKE JICHCTBUTENBHOCTH JIAHHOIO AOKYMEHTA
epe] KA/ bIM ero HCIOJL30BaHNeM BO3JIAraeTcs Ha NOIs30BaTelIs.

HNPEAYIIPEXKIEHHE

Hacrosmmii fokymeHT paspaboTaH M [peiHazHajveH s [10J1b30BaHNus padOTHUKAMM
®I'bYH KHUUTuIIK ®MBA Poccum.
[losb3oBaTe/lb JOKYMEHTA HE HMEET [IpaBa NepeAaBaTs JOKYMEHT JIHLAM,
ne apnsomuMucs pabotankamu PI'EYH KHUMTuITK ®MBA Poccun.
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DTHuYecKas IKCICPTH3a OTUCTOB 110 0e30MacHOCTH B X0JO€ KIHHHMHYECKOro HCCJICJOBaHMA (84 3/',8

1 HEJIb

1.1 Hacrosmuii loxkymeHT paszpaboTaH ¢ LE/IBIO OIPEICICHHA [OpsAiKa ITHUYECKOH
IKCIepTH3Rl (Haree — 33) OTYETOB IO DE30MaCHOCTH TPH BO3HUKHOBEHHH HEXeNaTeNbHBIX
ABNICHUH W HEeXXeIaTeTbHBIX Peakluuil B XoAe Job0oro KAMHUYeCKoro ueelienosanus (nainee — KN),
paHee o00peHHOro Ha 3acefaHnu JlokamesHoro stuyeckoro koMutera npu GPIEYH KHHMIMIIK
OMBA Poccuun (panee — JIDK).

2 OBJIACTb IPUMEHEHHMA

2.1 JedictBue wnacrosmiero JokymeHnra pacnpocrpaHsiercss Ha Bce KM, panee
onobpennsre JIDK, koTopsie BomonHaroTes B KimHuke PI'BYH KHHUMIuIIK ®MBA Poccuu u
B X0/1¢ KOTOPbIX BO3HHMKAIOT HEYKEIATEIbHBIC ABICHUA H HEIKE/IATCIIbHBIC PEaKLMH.

3 TEPMHHELI U OIIPEAEJEHUS

3.1 Hexenateasnoe spiaenue (nanee — HI) — moboe BoIsBNEHHOE Y MAlHEHTA HIA
CcyOBEKTA KIMHUYECKOr0 MCCISI0BaHUs [T0C)Ie IPUMEHEHMS JIEKapCTBEHHOT0 IPOAYKTa (Hajiee —
JITT) meGnarompusATHOE ¢ MEAMIMHCKON TOYKH 3peHHs COOBITHE, KOTOPOE MOYKET ¥ HE UMETh
NPUYHHHO-CJICZICTBEHHOM cBsA3K ¢ ero npumenenueM (Hauuonanenwti crangapt P® T'OCT P
52379-2005, n.1.27).

3.2  HexemarenpHas peaxkims (n1anee — HP) — Bce HeraTuBHbIe peakiini, CBA3AHHEIE
¢ npuMeHenueM J1000i no3st JIII. Tepmun «cBazannbie ¢ npumernenuem JIII» oznauaer, urto
CYIIECTBYET XOTs Obl MHHHMATbHAS BO3IMOMKHOCTH HATWYHA MPUYHHHO-CICACTBEHHOW CBs3U
MEXJIY JIEKApPCTBEHHBIM MPOAYKTOM W HEKENATe/LHBIM _ABJICHUEM. T.€. B3aWMOCBA3L HE
nckmouena (Hauuonansseiit crangapr PO ['OCT P 52379-2005, n.1.26).

33 Henpeasuaennas HemxeaareabHas peakums (manee — HHP) — nwexenarensnag
peakuHusl, CYLIHOCTh WM TSKECTb KOTOPOH HE corjacyercs ¢ W3BeCTHOH MHpopMmaumeid o
NpoJyKTe. HapUMep, ¢ OPONIIOPOH HCCIENOBATENd — /Ul HE3aperHCTPHPOBAHHOTO HCcaeye-
MOr0 MPOJAYKTa, WJIH C JIACTKOM-BKIanelieM / cBoiHOW Xapakrtepuctukod JIII — B ciayugae
3apeructpupoBanHoro npoaykra (Hamuonansueii cranyapt PO 'OCT P 52379-2005, n.1.32).

3.4 Cepbesnoe HexeaarenbHoe spienne (nanee — CHS) m / nam cepbesnas
HeKedaTelbHas peakuus (Janee — CHP) — moboe HeGnaronpuaTHOE MEIUIIMHCKOE COOBITHE,
KOTOpOE BHE 3aBHCHMOCTH 0T 40351 JIIT:

- IPUBEJIO K CMEPTH,

- IPEJICTABISIET CODON YIPO3Y JUIsl JKU3HH,

- Tpebyer rocnuTai3auyy Win €€ MpOJICHHS,

- IPUBEJIO K CTOHKOM THO0 BEIpaKEHHOH HETPY/10CTIOCOOHOCTH HIIH HHBATHIHOCTH,

- TIpeICTaBAgET COOOM BPOKACHHYIO aHoMauio win aedekt poxaenus (HannonamrsHbrit
crangapt PO ['OCT P 52379-2005, n.1.51).

-+ OTBETCTBEHHOCTbD

4.1 OTBETCTBEHHOCTD 3a padOoTy ¢ AOKYMEHTaMM. Kacawiumucs OesonacHoctn KU,
HeceT cexpetapn JIDK.

42  OrBercTBEeHHOCTH 3a pa3paboTky, opopmiieHHEe, CBOEBPEMEHHYIO aKTYaIU3alHIO
HacTosmero JlJokymernra necet cekpetapn JIOK.

4.3 OTBETCTBEHHOCTE 34 BBIIOJIHEHUE TPeOOBAHHNA HACTOSAIIETO JIOKyMeHTa HecyT
BCe padOTHUKM, KOTOPKIE Y4acTBYIOT B Jestenbnocth JIDK.

44  Koutpomns 3a coOIOAEHHEM TpedoBaHUH HacTosllero JIokyMeHTa Bo3iaraeTes Ha
npeaceparens JIDK.
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5 CPOKH I1OJJAYHU OTYETOB 11O BE3OIIACHOCTH

3.1 Ileproanueckue ortyersr 110 Ge3omacHocTH U OOGHOBNEHHE MH(OpPMaLUK O mHpe-
napare MpefoCTaBIAIOTCs M0 Mepe MOABICHUA HOBOM HH(popMalum, HO He pexe | pasa B roj.

52 0060 Bcex HP, Bosuukmmx B xoje mnposenenusi KM, kortopeie sBagiorcs
OJIHOBPEMEHHO CEPBhEe3HBIMH M HENPEIBHICHHBIMHU, CIOHCOP / IMIaBHbI ucciieoBares 00s3an
coodmare B JIDK (B snexTpoHHOM BHAe W Ha OYMaKHOM HOCHTENE B 2-X IK3eMIUIIpax).
Cekperapy JIDK peructpupyer HHQOPMALMOHHOE [HCBMO ¢ IIPHCBOCHHEM IOKYMEHTY
BXojmero Homepa. Ha kamioM ax3emrnsgpe uHGOpPMAITMOHHOTO TTHCHMA CTABHUTCS OTMETKA O
perucTpanuu (BXOAALIMH HoOMep, jgara M noamuck cexperapa JIDK). Ouun  sxsemmsp
HH(POPMALMOHHOIO [HMCbMAa C OTMETKOH O PerHCTpallMd HalpaB/sieTcs IVIABHOMY HCCIE-
nosatemo, BTopoi — xpauutes B apxuse JIDK B coorserersnn ¢ COI-KH-43-006 «Cosnanue u
opranmzanust gesrenbHoctd Jlokansuoro sruyeckoro komurera npu ®I'BYH KHUHUImIIK
®MBA Poccun». Coobmarts o BeisBieHHbx HHP reobxommMo B crieyronimie cpoku:

5.2.1 Hudopmauus o HHP, BeisBieHHsix B Xoje nposeicHuss KM, npuseaiinx x
CMEpTH WU TMPEACTABIABIIMX COGOH yrpos3y s KH3HH, NPEAOCTaBIACTCS HE MO3jHee 7
KaJleHJapHBIX JIHEW TOcie TOro, Kak CHOHCOP MOMYYHI MHHHMAaJIbHO HEOOXOJMUMBIH /ia
JKCIIpecc-0TueTa 00beM HHPOPMALH.

52.2 B rteuenme nocneayronwx 8 KaJeHAAPHBIX JAHeH HEODXOAMMO NpeACTaBHThH
JonojHenHsld oryer. JlaHHbII OT4yerT MOJIKEH BK/IOYATL OIEHKY 3HAUMMOCTH HMEIOIIeics
WHQOPMAIMH ¥ BO3MOXHBIX TIOCHEACTBHIN, RBK/IKYad OINMCAHWE AaHATOTHYHEIX CITyYacs,
CBSI3aHHBIX C IPUMEHEHHEM TOT'0 e UK noaoousix JIIT.

523 Wnrdopmauus o HHP, peumsnenssix B xoae npoeegenus KM, ¢ unHbIMH
KPUTEPHSMH CEPHE3HOCTH MPEIOCTaRNAeTCs B TeUeHHe |5 KameHapHbIX JHEH.

5.3  Cepsesnnle, HO npeasuaeHAbie HP sKcmpecc-oTYeTHOCTH He Mo UIear.

6 TPEBOBAHUS K O®OPMJIEHHIO COOBIIEHWI, HAIIPABJSIEMbIX
B JIOKAJbHBIN BTI/I‘IECKHT;I KOMUTET T1TIPH BO3HHMKHOBEHHH
HEXKEJATEJbHBIX PEAKLIMIA

6.1 [lepsuynoe coobuenne o HP noipkHO comepikars cielyronyo HHpOopMaunio:

- HAEHTUQUKALIHOHHDIE JJAHHBIE MarlHeHTa;

- JIT1, ¢ KOTOpBIM NPeaIoNOKUTEABHO CBA3ana HP;

- WACHTUDULMPYEMBIH HCTOYHHK COOOIIEHNS

- COOBITHE MJIH HCXOJ, KOTOpbIe MOIYT OblTb OTHECEHBl K CEPbE3HbIM H
HENPEABUIEHHbIM, U B OTHOIIEHWH KOTOPBLIX CYUIECTBYET OCHOBAHME MMPEJNoNaraTh HaTM4YHe
IIPUUMHHO-CIEACTBEHHOMN CBA3H ¢ nipuMeHenuem JIIL

6.2  JononHurenbHas HHPOpMaMs J0JBKHA cOOMPATLCs U IIPSACTABIATECS [0 MEpe
ee BRISBIECHUS (B TeYEHME MOCTIEAYIOMNX 8 KaleHAapHBIX JIHEH) M COZIePIKaTh CIeyrolee:
6.2.1 wuHdopManus O NaLMEHTE:

L] HHHITHAIBbI,

v Jipyras uiaeHTHukaimonnas uadopmanud (Harnpumep, Homep nanuenta B KH);
° 1oJI,

. BO3PACT W/HIIM J1aTa POKACHHUS:

. BEC;

] POCT.

6.2.2 JIII, ¢ KOTOpBEIM MpeANoNoKHTENbHO cBsizana HP:

. TOProBOE HAMMEHOBAHME, KaK YKa3aHo B COOOIUeHHH;

. MEKIYHAPOIHOE HETIaTeHTOBaHHOe HauMeHoBauue (MHH),
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B HOMEp CepuH;
. HoKasanue, 1o KotopoMmy Obl1 HazHauen uiu uccneposaics JIII, ¢ xoropbmv
NPeANnoI0KHTEIbHO cBA3aHa HP;
. nekapcTBenHas hopma u I03UPOBKa;
B CyTOYHAs1 J103a M cXeMa HasHauyeHus (yKa3biBAIOTCS €JMHMIIBI — MI', MJL, MI/KT);
. CITOCO0 BREEH U,
B Jlata ¥ Bpems nepsoro npuema JII1;
. nata 1 Bpems orMens! JIIT Wnm npoomKuTe IbHOCTD JICUEHHS.

6.2.3 s comyrereytommx JIII (B Tom wuene ormyckaembix ©0e3  peuenrta) M
HEMCIHUKaAMCHTO3HLIX METOL0B JICUCHHA CHCH}’CT )KKZI:SbIBaTb TE ¥KE CBCACHHA, YTO H JUJIA .Hl_[, Cc
KOTOPLIM HpeanonoxuTesHo ceazana HP.

6.3  Onwucanne HP, mpeanonoxkurensno cesasannoi ¢ JITT:

. [I0JIHOE OINHUCAHME peaKkUWH(MH), BK/IIOYAs JOKAJIM3AUMI0 W CTCICHb TAKECTH, a
TAKIKE KPHTEPHH (MITH KPUTEPHH), Ha OCHOBAHHH KOTOPOTO OHA PaCHEHEHa KaK cepbe3Has (eciaH
BO3MOJKHO, KPOME OIMCAHNS IIPU3HAKOB M CHMIITTOMOB, CIIEAYET YKA3aTh KOHKPETHbIH AMArH03);

. JlaTa (¥ BpeMsl) Hayasa peakiiu,

. Jlata (M Bpemsi) OKOHYAHHS WK [1POI0JIKATEILHOCTD PeAKIIHH;

. CBEJCHHS O peaklluaX Ha OTMEHY U TOBTOpHOe HasHavenue JIIT;

. mecto BeiBiaenus HP  (manpumep, cramuonap, NOMHKIMHHKA, MECTO
NpOKHBAHHS);

. UCXOMd, T.C. HH(IJOpMEI.L[MH O BBI3JIOPOBICHHWH, OCJIIOKHCHHUAX M TTOCIEJCTBHAX]

MCIO/IL30BABIIHECH METOIbI 00CTeIOBAHUS U JIEUEHHSA M MX PE3yALTaThl (B Ciiydae JIeTalbHOro
MCXO0J1a CIe/lyeT yKa3aTh IPUYHHY CMEPTH M BO3MOXKHYIO CBS3b MEXKIY cMepThio U HP);

. MpH HATHYHU, CIEeTYeT TaKKe MPeJCTaBUTh [MPOTOKOI MaToI0r0aHaTOMHYECKOro
UM Cy1e0HO-MEAMLMHCKOIO HCCTIEIOBAHUSL,
B JonoaHuTebHas uH(popMalug (modas 3HaunMas HHpOpMAalUA, KOTopas MOKeT

00JerYnTh OUEHKY Cllydasi, HampuMep, MEIMUMHCKUI aHaMHes, BR/IOYAs aJLIEpPIuio,
AIKOTOMBHYIO WM  HAPKOTMYECKYIO 3aBUCUMOCTH, CeMEelHbIA  anamues, pe3yibrarhbi
CTICUHAIILHBIX UCCIIEOBAHKMT ).

6.4 Ceenenus o nHIe, cooOmuBIIeM o npeanonaraemoi HP:

. O.N.0;

. azpec;

. HOMeD Tenedona;

s JOTKHOCTE (CITelanbHOCTh).

6.5  Csexenns o crioHcope / KoMmanuu u apyras obmas wadopmatus:

. HCTOYHUK MH(DOPMALHKA — IOCTPErHCTPALLHOHHOE IIPUMEHEHHE («CIIOHTAHHOE»
coobmenne), KM (kparko onucars), nyonuxkauus (MpUI0KHTh KOIHIO);

. JlaTa MoNyYeHHs CIOHCOPOM / NPOU3BOUTENEM NMEPBOH HHPOPMALHH O COOBITHH;

. CTpaHa, B KOTOPOH npousonuio codeiTue;

. THII cOOOLICHHA, MOAAHHOIO B YIMOJHOMOYEHHBIE OpraHbl — MEPBAYHOE HIIH
nociejiyroniee (Ieproe, BTopoe M T.11.);

. Ha3BaHHE H a/Ipec CroHcopa / MPOU3BOANTENS / KOMIAHHUH;

. @®.1.0, anpec, tenedon U pake KOHTAKTHBIX JHIL — NPEACTABHTENIEH KOMIAHUH
WIH YUPeXKIAEHUs, PeICTaBUBLLIET0 cO00MEH E;

. MACHTHDUKAIMOHHBIH KOJI, HOMEP DPErMcTpanuoHHOro jaochke Mimm nomep KU
penapara, ¢ KOTOPbIM HPeIIoI0XKHUTENbHO cBs3ana HP;

. UICHTH(QHUKAIMOHHBIM ~ HOMEp  ciydas,  TIPHCBOCHHBIH  CIOOHCOpOM  /

MpOM3BOJAMTENEM (DTOT HOMEpP J0KeH OBITh €IMHBIM JUId NEPBHYHOTO H [IOCJICIYIOLIHX
COO0LICHUI 00 0/IHOM U TOM K¢ COOBITHH).



[ ®I'BYH KHUUIulIK ®MBA Pocenn | COIT-KU-43-013 | Bepeun2 |

( ITHYECKAs IKCMIEPTH3A OTYETOB 1Mo DE30MaCHOCTH B X0J1e KITHHUHECKOrO HCC/Ie10BaAHUS ] C.6/8

6.6  Hndopmanus npeacTaBngeTcs Ha PYCCKOM  S3bIKe MM CONPOBOXKIAETCS
KOMMEHTAPUsIMH Ha pyccKoM s3blke. KoMmMmeHTapuM pno/okeHbl orpaxkars creszb HHP ¢
uccneayembim JIIT v / vt mpoLieiypaMu Heee10BaHms.

7 MOPSIOK  MOJAYH  COOBIUEHMI  (MHOOPMAIMOHHBIX
MUCEM), HAIPABJSEMBIX B JIOKAJBHBIA JTHYECKHA KOMHTET IPH
BO3HMKHOBEHUM HEKEJIATEJIbHBIX PEAKIIMIA

G| Or uua rnaBHoro uccieposarens, oTsercTBeHHoro 3a KW, mnopaercs
UH(OPMAITHOHHOE TTHCEMO C NEpevHeM NPejoCcTaBISeMbIX JTOKYMEHTOB HA MM MpejicenaTelis
JIDK B aByX sKseMIuispax, a Takke B JJEKTPOHHOM BHIE (3asdBICHHE MOXKET COAepKarh
JIOMOJTHUTENBHYI0 HH(DOPMALMIO, NMOSCHEHHUSI M MHbLIC CBEACHUS, KOTOPBIC 3asBHUTENb CHUTACT
HEOOX0IMMBIM TOBECTH J10 cBenenus JIDK).

72 Cexkperapy JIDK perucrpupyer HHGOPMALMOHHOE I[MCBMO € [IPHUCBOCHHUEM
JIOKYMEHTY BXOJSIIEero Homepa. Ha kax/om sx3emiuigpe nHOOPMaIlMOHHOTO NHChMa CTaBUTCS
OTMETKa O perucrpauuu (BXOMsIMi Homep, Jara u noanuck cekperaps JIDK). Ha kaxiom
IKIEMIUIAPE MHPOPMAIIMOHHOrO NHCEMA CTaBUTCA OTMETKa IPHHATO K cBelieHuo». OJHH
IK3EMIUIIP WHOMOPMALMOHHOIO MHCEMA ¢ OTMETKOH O pPerHcTpauluu HalpaBisercss [JIaBHOMY
uecliegoBateno, BTopoit — Xpanutcs B apxuse JIDK B coorsercreuu ¢ COII-KH-43-006
«Co3manne W opranusaius jesrensHocTH JlokansHOTo 3THYECKOTO KomuTeTa mnpu PIBYH
KHHAUT 1l IK ®MBA Poccuny.

7.3 B cnyuasx HHP, 3acnyxuBaroniux BHUMaHus ¢ TOUKH 3peHHSA OE30MacHOCTH
YYACTHUKOB MCCIE/OBAHNSA M M3MEHEHUS COOTHOIUEHMSt pucK / noab3a ywactus B KH,
npeacenarens JIIK npu HeoOX0AUMOCTH MOKET IPHHATE PELUICHHE O IPOBEACHHH IKCTPEHHOTO
zaceqanus JIDK. B sTom cryuae Ha Kak[AOM IK3eMILSpe HHQOPMAIIHOHHOTO MTHCHMA TI1aBHOTO
HCCIEIOBATENS CTABUTCS OTMETKA «IIPHHATO K PACCMOTPEHHION.

7.4 Ha sxcrpennom zacenanun JIDK, nocesiuennom HHP, Bosnukimem B xone KH,
NMPUHUMAETCS  pellieHre O BO3MOKHocTH — npotoskenus KM (¢ HeoOXoauMbIMH
PEKOMEHJAIIMSIMY ) HIIM OT3BIBE BBIIAHHOIO paHee 000peHust ¢ OSCHEHHEM JaHHOTO PeLCHUS,

7.5 Cexperaps JIDK odopmisier npoTokon 3acejaHus B JIBYX OK3eMILspax B
coorsercTBuy ¢ COII-KU-43-007 «Ilopsnok nposejcHus 3aceaanui JIokaJbHOro 3THueckoro
komurera nipu @I'BYH KHUHWI'ulIK ®MBA Poccuun».

7.6 Opun skzemiuiap Ilporoxona 3aceqanus JIDK B reuenue ogHoro paboyero aHs
HanpapisaeTcs TIIaBHOMY HCCIISIOBATEINIO, BTOPOH — Xpanutcs B apxupe JIDK B COOTBETCTBHU ¢
COII-KH-43-006 «Cosnanne ¥ opranusalus jesteabHocTd JIOKanbHOro 3THYeCKOr0 KOMUTETA
npu ®I'BYH KHUMT ulIK ®MBA Poccuny.

7.7 B cnywae "enoctaroyHoil MuGopManuu A npunsTHs pewenus JIDK, rnapHbii
HCCJIe0BaTeNlb  NPEACTABISCT  JONOJHUTENbHBIE  MaTepualibl, [OCAEe Yero  MOBTOPHO
opranusyercs 3acemanue JIDK, B Xoie KOTOpOro IpHHHMaeTcs pellieHHe O BO3MOKHOCTH
npopokenns KM (¢ HeoOXOOMMBIMM  peKOMEHlaudsMU) HIIM OT3bIBE BBLIJAHHOIO paHee
0/100peHHs] ¢ OACHEHUEM JaHHOIO PeIueHusl.

7.8 Cornacno n. 7.5. u n. 7.6. nacrodiiero JloxymeHra no uroram MOBTOPHOrG
sacenanus JIDK odopmisercs npoToko/1, KOTOPBIH HAIPABIAETCs [JIABHOMY HCCI/ICL0BATEIIIO.

8 UCTOPHUHA JTOKYMEHTA

Jlara Bepcus Onucanne 00HOBJICHHS Damvuiug, mmumﬁl
BEEJCHUS B JIeHCTBHE pazpaboTunka
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