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1.OBIIHME ITOJIOXEHW

1.1. ITonoxxerne 0  TNpPOBENEHHH  KIWHAYECKHX  HCCIEIOBaHHHA
JIEKApCTBEHHBIX IIperaparoB Ul MEAUIMHCKOTO IIpUMEHeHHs (manee -
[Tonoxenue) B (egepalibHOM TOCYHAapCTBEHHOM OIOKETHOM 00pa30BaTeIbHOM
yupeXIeHuH  Beicimero  obOpasoBaHMs ~ «POCTOBCKHME  TOCyZapCTBEHHBIA
MEIULIMHCKUAN yHHUBEpCUTET» MUHUCTEpCTBA 3/1paBooXpaHeHus Poccuiickoit
Qeneparuu  (nanee - YHHUBEPCHTET) OIpefenseT IOPSJ0K OCYLIeCTBICHUS
OpraHM3al[OHHBIX MEPOTIPHUITHH, HAllPaBIeHHbIX Ha COOIIOAECHNIE IOPHIHUECKUX H
3TUYECKUX TpeOOBaHUM IIPHU IIPOBEICHUH KIMHAYECKUX UCCIIEIOBAHHUMT.

1.2. Kimuangeckue wuccrnenoBanus (manee - KKW) B VHuBepcureTe
IPOBOISATCS B COOTBETCTBUH C:

- Koncturynueit Poccutickoit @enepanuy;

- XeNIbCUHKCKON Jekinapauueil BecemupHoit MemunuHckod Accouuanuy,
IPUHATON B I'. XeIbCUHKH B HroHe 1964 roma Ha 18-oif ['enepansHoit AccamOiee
BMA;

-  Pemenmem Cosera EBpa3uiickoii 5KOHOMHHYECKOH KOMHCCHH
or 03.11.2016 Ne 79 «O6 yrBepxnenun [lpaBunm Hamiexamed KIMHAYECKOH

IIPaKTUKH EBp&SHﬁCKD]"O SKOHOMHYCCKOI'O COIO3a»,

- Pemenmem CoBera EBpasuiickoifi 3KOHOMHYECKOH KOMHCCHUU
or 12.02.2016 Ne 29 «O IlpaBmirax npoBeleHUsS KIMHHUYECKUX H KIMHUKO-
1ab0paTOPHBIX UCIIBITAHUN (UCCIEAOBAHUN) MEAUITMHCKAX U3HEIHI»;

- I'paxxnanckum Kongexcom Poccuiickoit @enepanuu;

- ®enepansHbM 3akoHOM 0T 12.04.2010 Ne 61-@3 «O6 obpamiennn

JIEKapCTBEHHBIX CPE/ICTBY;
- DepxepanbHeIM 3akoHOM OT 21.11.2011 Ne 323-®3 «0O6 ocHOBax

OXpaHel 3710p0BEs IpaxkaaH B Poccuiickoit Menepanumy;



- [Tocranosnenuem IlpaBurenscTBa Poccuiickoit ®enepauun ot 14.03.2022
Ne 363 «O06 yrBepxnenuu Ilpasur BBo3a B Poccuiickyro @ejiepalyio 1 BIBO3a U3
Poccuiickoit  ®@enepaln  OHMONOTMYECKMX MAaTEpHANOB, IOJYYEHHBIX IIPH
NPOBEJCHUH KIMHAYECKOr0 HCCIIEOBaHUA JIEKapCTBEHHOIO IIperapara Jyis
MEAULMHCKOrO IPUMEHEHHs, U IPU3HAHUM YyTPAaTUBIIMMH CHILy HEKOTOPBIX aKTOB
U OTJIEIBHBIX IIOJIOXKEHMM HEKOTOphIX akToB I[IpaBurenscrBa Poccuiickoi
Depepanuny;

- Ilocranosnenuem  IlpaButensctBa  Poccumiickoit Denepanuu
or 13.09.2010 Ne 714 «O6 yrtBepxnenun THIOBLIX IPABUI 00S3aTENHHOTO
CTPaxOBaHUS >XH3HM H 3J0pOBbs IIAIlUEHTA, YYACTBYIOIIETO B KIMHHYECKHUX
HCCIIe/IOBAHUAX JIEKAPCTBEHHOTO IIpeIapaTay;

- Ilocranosnenuem IlpaBurensctBa Poccuiickoit @exmepamuu  OT
30.11.2024 Ne 1684 «O0 yrBepxnenun IIpaBui rocy1apCTBEHHON perucTpaluu
MeJIHIIHHCKHx WU3IEITHI;

- HanwuonansueiM craggaprom PO I'OCT P 52379-2005 «Hamexamas
KIIMHHYECKas MPAKTHKaY, YTBEPXKACHHBIM IpukazoM DeepanbHOro areHTCTBa 110
TeXHUYECKOMY peryIMpoBaHuio U MeTpojoruu oT 27.09.2005 Ne 232-cr;

- Ilpukasom Munsgpasa Poccum ot 17.01.2025 Ne 13w «O6
YTBEPXKJEHUH (GOpPMBI COOOIIEHHS O 3aBeplIeHUH, IIPHOCTAHOBJICHUM WM
IIpEeKpalleHy KIMHUYECKOr0 MCCIIE0BaHUs JIEKapCTBEHHOrO IIperapara JuIs
MEAMLMHCKOTO IIPUMEHEHHUA, IOpAAKa OIyONMKOBaHHS MW pasMeleHHs Ha
oduransHoM caiite MUHKCTEpCTBA 3ApaBooxpaHeHns Poccuiickoit Oenepanuu
B MH(DOPMaIMOHHO-TEIEKOMMYHUKAIMOHHON cetn  «VHTEpHET»  TaKoro
coobmenus» (3aperucTprpoBaHo B Munrocte Poccun 24.02.2025 N 81363);

- PykoBogcteom ICH-GCP 1o npoBeieHuI0 KIMHWYECKUX HCCIIeI0BaHHi

ot 01.05.1996;



- Yerasom ®I'6OY BO PoctIMY Munzapasa Poccun ¥ 10KanbHBIME
HOPMAaTHBHBIMU aKTaMU Y HUBEPCHUTETA;

- HacrtogumMm [lonoxenuem.

1.3. KM B YHUBepcHuTETE IPOBOJATCSH B LIENIAX:

1) ycramoBnemms 6e30mACHOCTH JIEKAPCTBEHHBIX IIPENApaToB  UIs

310pPOBBIX I00POBOJIBIIEB U (MJIM) HEPEHOCHMOCTH HX 3M0POBEIMH 100GPOBOIIBIIAMHE;

2) nonGopa ONTHMANBHBIX [O3UPOBOK JIEKAPCTBEHHOIO IIperapara w
Kypca JIeYeHHs JUIs [IalMeHTOB C ONpEeIeIeHHBIM 3a00JIeBAHMEM, ONITUMAIBHBIX 103
M CXEM BaKIMHAIIMKM MMMYyHOOMOJIOTHYECKMMH JIEKAPCTBEHHBIMH IIperapaTaMy
3JI0pPOBBIX 1OOPOBOJIBIIER;

3) ycraHOBIeHMS O€30TAaCHOCTM JIEKAPCTBEHHOTO IIperapaTa M  €ero
5QdexTUBHOCTH  Juli  NAaMeHTOB  C  ONpeJeseHHBIM  3ab0JieBaHUEM,
npoQuIakTHdecKoi 3(P(EKTUBHOCTH HMMYHOOHOJOIMYECKUX —JIEKAPCTBEHHBIX
IpenapaToB I 3[0POBEIX JOOPOBOJIBIES;

4) W3ydeHUs] BO3MOXHOCTHM pACIIMpPEHMs IOKa3aHui i ME/IIECKOTO
IPUMEHEHUS W  BBIABICHUS paHee HEU3BECTHBIX I0O0YHBIX  JeHCTBHiL

3aperuCTpupOBaHHBIX JIEKAPCTBCHHEBIX IIPEIIaparoB.

2. OBIIASI CXEMA MHUITAALTMM UCCJIEJIOBAHWN

2.1. OOpameHue opraHuzaluu-pa3paboTInKa.

[lucbmerHOe oOpalleHHe OpraHM3allK-paspalOTUMKa HAa HMs peKTopa
OI'bOY BO PoctI'MVY Munsipasa Poccuu ¢ IpHIIOKEHUAEM Haﬂnemamé
3aBEPEHHBIX JOKYMEHTOB, B TOM YHCIIE:

- YcraB unu Ilonmoxenue o6 opraHuzanuu-paspabOTUHKE JIEKAPCTBEHHOIO
npenapara JJs MEJMIHHCKOIO IPUMEHEHHUs; CBUAETENLCTBA O IOCTAHOBKE Ha y4eT
B HAJIOTOBBIX ¥ CTATUCTUYECKUX OpraHax;

- CBHUJETENbCTBO O BHECEHMH B EAWHEBIN rocymapcTBeHHBIH Peectp

IOPUIUYECKUX JIHIL]



- IOBEPEHHOCTE YIIOJHOMOYCHHOIO JIMIA C yKa3aHHEM BCEX IOJTHOMOYMIA, ﬁ
TOM 49HCIe, TOANKMCaHME jorosopa Ha nposefenre KU mno KoHkpeTHOMY
MPOTOKOIY;

- IIAKeT [JOKYMEHTOB, OIIPE/ENIIeMBI ITPOTOKOJOM HCCIEOBAHUS U
MPENCTABIACMBIH OpraHusanuei-pa3paboTuMKoOM JIEKapPCTBEHHOTO MperapaTa s
MEJIMLMHCKOIO IPUMEHEHHS.

2.2. Obpauienne OpraHM3alUU-pa3paboTIMKa C Ppe3oJIOLHe pexTopa

&
nepenaercs koopaunaropy K.

2.3. Koopnunatop KW ocymmecTisieT BHYTPEHHIOI —PErHCTPALHIO
obpalleHus opraHu3aIMu-pa3paboTdrka 1 GopMupoBaHus Gazsr KU, IIPOBEPSET
KOMIUICKTHOCTh ~ TOKYMEHTOB, OIpeNeiseT HeoOXO0IUMOCTb paCCMOTpeHHﬁ
npotoxoia KU JlokanbHeiM HE3aBUCHMBIM STHYeCKHM KoMuTeToM pu PTBOY BO
PoctI'MY Munsapasa Poccun (nanee — JIHIK), a Takxke npoBepseT COOTBETCTBUE
el H cogepxanuss KM  nmpodmmo — MenuumHCKON ,[{eHTeJIBHOCTH;
ocymectsisieMoMmy @I'BOY BO PoctI'MY Munsjgpasa Poccun (uieHsun Ha
OCYIECTBIEHHE MEAUIMHCKON nestenbHOCTH). Koopamuarop KU coBmecTHO c
OpraHmsanedl paspabOTYMKOM OIpe/enseT CTPYKTYpPHOE MOApaszieNeHne WU
[JIABHOTO ~ MCCIENOBATeNli C YYeTOM BO3MOXXHOCTe# mpoBenmenus KU B
nonpaszenenusx ®I'BOY BO PoctIMY Munsnpasa Poccun u mosxenanwit
OpraHu3anuy pa3paboTunka.

2.4. I'naBHBIH Kccre0BaTeNb M0 PE3YIBTATAM H3YUEHMUS npenc:TaBneHHLDI{
JOKyMEHTOB AOKIanbBaeT koopauHatopy KM o BosamoxknocTr mposenenns KU B
paMKax 3akoHoxaTenbCcTBa Poccuiickoi ®emepanumy. |

I'maBHBIA HMccneoBaTeNnb JOJDKEH WMMETh JedeOHYI0 —CIIeIMaIbHOCTD,
COOTBETCTBYIOIIY0 npoBoanmomy KU nexapcTsenHOro mpenapara, crax paGoTsl

o nporpammam KU siexapcTBeHHEIX IpenapaToB HE MeHee Tpex JIeT.



['maBHBEIA HCclefoBaTens OCYIIECTBISET IOAOOp coMccienoBaTenel Hu
IALMEHTOB, KOTOPbIE II0 MEIMUMHCKMM IOKa3aHHsAM MOTYT OBITh IPUBJIEYEHBI K
ydacturo B K.

I'maBHBIM UCCenoBaTeNb U COMCCIIEI0OBATENN JOJKHBI OBITH 03HAKOMIICHBI
C pe3ynabTaTaMi JOKIMHUYECKOI0 HCCIEJOBaHMs JIEKapCTBEHHOIO IIperaparta s
MEJUIMHCKOTO IPUMEHEHUS, COJepXKalluMucs B OpoLIIOpe HUCClIeAoBaTes,
npoekToM npoTokosa KW nexkapcTBeHHOro mpernapara JUISL  MEJUIMHCKOIO
IPUMEHEHHUSI, COCTABICHHBIM pa3paboTYMKOM JIEKapCTBEHHOTO IIperapara MM
MHBIM IOPUAMYECKHM JIMIOM, IIPUBIEKAEMbIM K OpraHM3allid IIPOBEACHHUSA
KIMHAYECKOTO HCCIIEIOBAaHUs JIEKapCTBEHHOTO IIpernapaTta Al MEeIUIMHCKOIO
pUMEHEHUS, ¥ APYTUMH MaTepHajiaMi TaKoro UCCileJOBaHusI.

2.5. IlpencraBineHue riaBHbIM HcciegoBareneM B JIHOK ,E[OKYMCHTOB:,
HeOOXOMUMBIX IS IIPUHSATHS PEIleHHs 110 dTHYECKOMY 3aK/IIOUEHHIO. |

JIOKyMEHTBl TIOZAIOTCS He II03[Hee, 4YeM 3a 7 KaJeHJapHbIX JHel 10
OYepe/IHOr0 3acefaHMs: BBHINMCKA M3 IIPOTOKOJA 3acefaHHs KOMMTETa BBIJAeTCs
IOCJIe OKOHYaHUs PACCMOTPEHHUS 3TOI0 BOIIPOCa.

[Tepeyers noxymeHToB, npemoctaBimsieMblx B JIHOK npna paccmorpenwus
mianupyemoro KHU:

- 3asgBICHHE IJIABHOTO HCCIENoBaTeNsl ¢ MPOChOOil pacCMOTPETh BOIPOC 0
IIPOBEeHNH HCCIIeOBAHNS, B 3asBICHAN IPUBOIUTCS MIOJTHOE HA3BAHUE IIPOTOKOIIA
UCCIIel0BaHUS;

- paspemieHre MuHUCTEpCTBa 3ApaBooxpanenus Poccutickoi denepanuu;

- IIPOTOKOJI KCCJIEI0BAHUS CO BCEMH CYIIECTBYIOIMMU JIOIOITHEHUSIMHU/
U3MEHEHHAMH K HEMY,

- Opommopa wuccriemoBarens - ¢ MHpopManued o Oe3zomacHOCTH
JIeKapCTBEHHOTO CPE/CTBa,;

- hopma HHGOPMHUPOBAHHOT'O COIIACHKS MAllUEHTa U BCE IONPABKHU K Hel;



- TMHCBMEHHBIC MAaTepHasbl, KOTOphle OYXyT HpPeHOCTaBJCHBI CyOBEKTaM
WCCleloBaHUs, HHGOpMallMid O BHIUIATAX K BO3MOXHBIX KOMIICHCALMSIX
UCITBITYEMBIM;

- CBEJEHHS O MEIUIMHCKUX OpraHu3alusX, B KOTOPBIX IpeNIojaraercs
[IpOBEICHUEe KIMHUYECKOTO MCCISNOBaHUSA; CBEJEHUA O NPEIOoaraeMbIX CpoKax
IIPOBE/JICHMS KIMHUYIECKOIO NCCIEeI0BaHNts;

- cBefienuss 00 ombiTe paboThl UcchenoBaTeNedl 10 COOTBETCTBYIOIIUM
CHENMaNbHOCTAM W MX OIbITe PaboThl [0 TNPOBEACHHIO KIMHUYECKHX
HUCCIIEOBAHUM;

- uHGOPMAIHs O CTPAXOBAHWH YYaCTHMKOB MCCIIEIOBAHNs, KOIIUK J0r0BOpa
00513aTeIbHOTO CTPaXxOBaHMUS;

- uHopMaIKs O JEeKapCTBEHHOM IIpernapare;

- moOple Apyrue ompepaeieHHble nportokonoM KU nokymeHTEI, KOTOphle
moryT norpeboBartecs JIHOK 115 BRITOIHEHUA ero 0043aHHOCTEH.

2.6. 3axknmro4eHue JOroBOpa.

I'maBHBIA HCCenOBATENb MOCIE PACCMOTPEHUS JOKYMEHTOB Ha IIPOBE/ICHHUE
KM coBmMecTHO C oOpraHusanuei-paspabOTYMKOM COCTaBIAET JIOTOBOP u
COIIacOBBIBAET €r0 B COOTBETCTBHHM ¢ PeritameHToM moroBopHO# paborsr DI'BOY
BO PoctI'MY Munznpasa Poccun.

3aKIoUYeHre WHBIX JOrOBOPOB B paMKaX KJIMHUYECKOI'O UCCIIeJOBaHUS, He
IpeIyCMOTPEHHBIX HacToAuMM [loyioxenreM He 101y CKaeTcs.

2.7. YBenomiienne B Munsapas Poccun o Hagane nposenenus K.

B Teuenue Tpéx pabouux qHel co nus Hayana KW rnaBHbIM HCCJIe,nOBaTen;
HampasnseT yBefmowmiieHune B Munszipas Poccunm o Hagaie nposenenus KU 3;1
IIOJITUCHIO PEKTOPA. |

2.8. Beimonaenue paboT 1Mo 10roBopy.

B ycTaHOBIIEHHBIE JOTOBOPOM CPOKH IIPOM3BOAUTCS caada-IipueMKa paboTel

B 1ie10M (3TanoB paboThl) COTIIACHO aKTy. | JTaBHBIN MCCIIENOBATENb OCYIIECTBISET



KOHTPOJb CBOEBPEeMEHHOCTH O(QOpMIICHHSI aKTOB M IPE[OCTaBIeHHEe HX B
oyxrantepuro ®I'50Y BO PoctI MY Munsapasa Poccun.

KonTpons cBoeBpemeHHOCTH oruiaThl 3a nposenenue KW opranuzamueit
pa3paboTYHKOM JIeKapCTBEHHOTO IIpernapaTa Bo3jiaraercs Ha Oyxrantepuro PI'EOY
BO PoctIMY Munznpasa Poccun. [Ipn Hamwuum 3a10DKEHHOCTH MCIIOJIHEHWS
o0s3aTeNIbCTB 10 OIIaTe IVIaBHBIM HcciienoBaTens 00s3aH HpoUHGOPMHPOBATH
OpraHu3aluio-pa3paboTdauka U 00eceunTs JTUKBUAAAIINIO 38]J0JDKEHHOCTH.

2.9. BaBepurenue paboT 110 ZOTOBOPY.

[naBHBIA ~ uccleoBaTeNb — MOATOTABIMBAET IEHTP K  3aKPBITHIO,
obecrieunBaeT COXpaHHOCTh W XpaHEHHe JOKYMEHTOB B TEYEHHE CpoOKa,
YCTAHOBIIEHHOTO JIOrOBOPOM HIIH TipoTokoiom K.

[ 1aBHBIN UcceoBaTeNb B CPOK, He MPEBBIIIAIOIINHN TIATH pabovnux aHEH cd
JIHS 3aBeplIeHus, IPHOCTAaHOBIeHHs Wik mpekpamenus KW nekapctBeHHOrO
npenapara JUIs  MEIHMIMHCKOIO IIPUMEHEHHs, HalpaBisieT CcooOIeHue B
YIOJHOMOYEHHBIH  (demepanbHbIi  OpraH  MCIOIHUTEIBHOW  BIACTH 110
YCTAHOBIIEHHOH UM (opMme.

2.10. OruraTa yciryT 1o MpOBEICHUIO KITMHIYECKOTO UCCIISOBaHMS.

Bce duHaHCOBBIE acleKTHl HCCIENOBAaHUA JOJDKHBEI OBITH OTPaXKeHBI B
IIOTOBOPE MEXJIy OpraHu3alue-pazpaboTauKoM U Y HUBEPCUTETOM.

Bo3HarpakieHHe B paMKax JOroBOpa y4YacTHUKaM KIIMHUYECKOIro
HCCIIEJIOBAHUS OIpejieNisieTcss YHUBEPCUTETOM B COOTBETCTBUU C BHyTpeHHHNi

IIOJIOKEeHUeM 00 orurate Tpyaa pabOTHUKOB YHUBEPCUTETA.

3. ®VHKIIMU KOOPJIMHATOPA KJIMHUYECKUX UCCJIEJIOBAHUM
3.1. Jlng ocymiecTBIEHHS MeToaudeckor 1momomu 1npoBenenus KU
IIPUKA30M PEeKTOpa Ha3HayaeTcs KOOPAMHATOP KIMHUYECKUX HCCIIeI0BaHui (anee
- koopaunarop KI1).

3.2. ®Oynkuun xoopauHatopa KU:



- OCYIIECTBJIEHHE B3aMOAEHCTBHE C OpraHusalyei-paspaboTynkoMm;

- COlVIaCOBaHME IpWKasa O HA3HAYEHWM TJIABHOTO WCCIe[0BaTeNs,
OTBCTCTBCHHOrO 32  IPOBENEHUS  MCCIE[OBAHMS, KMEIOLIEr0  JIeueGHYHo
CHCLHMATLHOCTE, COOTBETCTBYIOMYIO IpoBogumomy KW, crax paGoter mo
nporpaMmam KU He MeHee Tpex JieT, u couccrnenoBaTenei mis nposenenus KU;

- KoopawHauus JesTenbHOCTH noppasgencHuii ®I'BOY BO PoctIMY

Mumnszzipasa Poccun pu nposenennu KU,

- OpraHM3alusl B3aMMOJEHCTBHS C YINOJHOMOYECHHEIM (heepanbHbIM
OpPraHOM — WCIOIHHTENIBHOH BNACTH W  OpraHmsamueil - pa3spaGoTIHKOM
JIEKapCTBEHHOTO IIpernapara;

- PacCMOTpeHHe JOKyMEHTOB Ha mposeaeHue KW, mpexcraBieHHOrO
Oprasu3anuei-pa3pad oTIUKOM;

- perucrTpanus BceX npoBoAuMbIX KU, BemeHue eIuHON KOMIBIOTEpPHOI
6azer KM, npoBoguMEIX B YHHMBEPCHTETE, [IOATOTOBKA OTIETOR JUIA IPOpPEKTOopa 110

HayYHOU paboTe (eKEeMECAUHBIX, UTOTOBBIX U MHBIX 10 3a1pocy).

4.  OTBETCTBEHHOCTB CTOPOH

4.1. Koopnunatop KU oTsedaer 3a:

- peructpanuio BceX mnposoauMbix KW, cosmanwe emunoit 6azer KU B
YHUBEPCHUTETE;

- KOOpIMHALMIO JesTeIbHOCTH mnoapaspenenuii ®I'BOY BO PoctIT'MV
Munsapasa Poccun npu nposenenuu KU;

- OpraHM3allvi0 B3aUMOJCHCTBUS C YNONHOMOYEHHBIM (heslepalbHBIM
OPraHOM  HCIOJHMTENbHOH BIACTH M  OpraHusamued -  pa3paGoTUHKOM
JIEKapCTBEHHOTO Iperapara;

- pPacCcMOTpeHHe [JOKyMEHTOB Ha IpoBejgeHue KU, npe):(CTaBJIeHHord

Opranusanuei-pa3paboTauKom;



4.2, 'nmaBHBIN ACClIeAOBaTENIb OTBEYAET 3a.

- npaktryeckoe nposeaeHre KM Bosnoxena Ha [ 1TaBHOTO McCiIe10BaTENs;

- mpenocrtasieHue koopauHatopy KM wuubopmamuu, HeoOXoauMoH 00
OTKPBITHH LIEHTPA, 0 Hadajle UCCIENO0BaHMUs, O IPOBEICHUM MOHUTOPUHIA 1 asz;HTa;
HH(QOPMAIIMIO O CEpPhE3HBIX HEXKENATENbHbIX SBICHHMAX, O 3aKPLITHH LIEHTPa
(OKOHYaHUH HCCIIe/I0BAHMNS);

- JIOBEJEHHE [I0 CBEJCHHS MalMeHTOB WHOPOpPMAIlMM O pHCKaX U
MOTEHI[UAILHOM IONb3¢ OT Y4acTHs B HCCIEJOBaHUM (TO €CTh 3a IOTyd4eHHE Y
[AlMeHTOB WH(GOPMHUPOBAHHOI'O corJyiacus). Konuu MOAMCAHHBIX
UHGOPMAIIMOHHEIX JIUCTKOB TalMeHToB, ydactByromux B KU, I'naBHbId
HCCIIe0oBaTENb nepeaaeT koopaunaropy KH. '.

4.2.1. T'nmaBHBIH WHccliegoBaTeldb JOJDKEH  HEMEJIJIEHHO coo6maTS
opraamsaiuu-paspadbotauxky ¥ B JIHOK mpu ®I'bOY BO PoctI' MY Munznpasa
Poccum 060 Bcex cepbE3HBIX HEXENaTeNbHbIX sBIeHUsX. [ JTaBHBIA UCCeq0BaTellb
TaK)Xe JIOJDKEH coo0IIaTh OpraHu3aluu-pa3paboTdrKy 000 BCEX HEXeNaTeIbHbIX
ABICHUAX M OTKJIOHEHWSX J1abOpaTOPHBIX TOKa3aTelled OT HOPMBI, KOTODEIE
olpeJiesIeHBl IIPOTOKOJIOM KaK KPUTHYECKHE s OLeHKH Oe3omacHocTd. B Teuenue
BCEro BpPEMEHHM NPOBEJICHUS KIMHUYeCKOTo uccnenosanus. [loce 3aepurenus KU
IJIaBHBIA HCCIIEN0BATe b IPEACTABIsIeT KooparHaTopy KM 3aKkmOYnTeNbHEL OTYET,
YTO ABJISIETCA O(MUIIMATEHON 1aTOM OKOHYaHUs UCCIICI0BaHuUs.

42.2. B ciydyae BO3HUKHOBEHHSI YIpO3bl 3/J0POBBIO HIIM )KU3HH
WCIIEITYEMOTO BO BpeMs KIMHUYECKOIO WCCIENOBaHMsA, IIPH HEJIOCTaTOYHOM
5)(MEKTUBHOCTH HMCIBITYEMOro o0pasna Wid ee OTCYTCTBHH  IJIaBHEBIM
HCCIEeNoBaTeNb JIOJDKeH ocTaHoBUTh KW wiaM  oTHenbHBIE €ro  STarbl. O
npekpamenny KW  uccnemoBarens IUCBMEHHO — U3BEIAaeT opraHpIaau;mo;

paspaborunka u koopauHaTopa KU ¢ nogpobHbiM 00bsICHEHHEM IPUYHH.
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4.2.3. B ciny4ae npexpamieHus uinu npuoctaHoBienns KU opranusanueii-
pa3spaboTYMKOM  JIOJDKHO  OBITh  IPEAOCTABICHO ITHCBMEHHOE  H3BEILICHHE
xoopauHaropy KU ¢ ykazanuem npuduH.

43. JIHOK mpu ®I'BOY BO PoctIMY Munsapasa Poccuu Hecer

OTBETCTBEHHOCTE 34.

- olecrieyeHue 3amUTHl IIpaB, 0e30macHOCTH M OJaromoilydws BCEX

YYaCTHHKOB HCCIICHOBaAHHA,
= OCYIICCTBIICHUE MOHUTOPHUHTA TCKYIITUX HCCHCI[OB&HHﬁ;

- OOEHKY COOTBETCTBHUA Hay"IHOf:I KB&HH(})HKHHHH HCCIIEN0BATEIIA

npeanara€MomMy HCCIIENO0BAHUIO,

i
I

- PETUCTPALIUIO BCEX HEXKEIIATEIIbHEIX ﬂBﬂeHHﬁ;

- KOHTPOJIb COONFONEHHWS TIpaB IAlAEHTOB, BKJIOYas JOCTYIIHOCTH H
OJHOTY (OpMBI HHOOPMHUPOBAHHOCTH ITallMEHTOB O PUCKaX U I10JIb3€, KOTOPEIE MM
MOJET IIPUHECTH y4acTHUe B MCCIIEJOBaHUU. KoMHATET MOXKeT notpedoBaTh, YTOOBI
nmar@eHTaM OblTa IIPeIOCTaBleHa ONOJNHHUTEIbHAsS HH(MOPMAIUS, €CIH, IO ero
MHEHHWIO, 5TO II03BOJIUT IIOBEICHUTH YPOBEHb 3alllUTHI HX IIpaB, 0e30IIaCHOCTH,

61aromnoyqms.

5. TIPABA TIAIITMEHTOB, VHACTBYIOIIMX B KIIMHUYECKHUX
NCCJIEJOBAHMAX

5.1. ITpu mposepenun KM B ®I'BOY BO PoctIMY Munsznpasa Poccun
CTPOro COOIIOMAIOTCS ITHIECKHE U IOPUAHIECKHe TPeOOBaHus, YCTAHOBICHHBIE st
IIPOBEIECHMS] COOTBETCTBYIOIIMX KIMHUYECKUX HCCIIEeI0OBaHUM, B YACTHOCTH, npaBé
nanueHToB, ydactByromux B KU, ykazanHble B ctathe 43 DenepalibHOTO 3aKOHA
ot 12.04.2010 Ne 61-®3 «O6 obpaleHun 1eKapCTBEHHBIX CPELCTBY.

5.2. VyacTue MamueHTOB B KIIMHWYECKOM MCCIENOBAHUU JIEKAPCTBEHHOTO

npenapara Ot MEJUIHUHCKOI'0 IPHMEHEHU S ABIISIETCS )IO6pOBOJ'ILHLIM.
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5.3. IlaumeHT uIM ero 3aKOHHBIA IIPEACTABUTENs JO/DKEH OBIThH
UH(OPMHUPOBAH B MUCEMEHHON (opMe:

- 0 JIEKApPCTBEHHOM IIperapare sl MEIUIUHCKOTO IIPUMEHEHHUS ¥ CYIHOCTH
KIMHAYECKOI0 UCCIIEI0BaHMUs 3TOr0 JIEKApCTBEHHOTO Iperapara;

- 0 0e30macHOCTH JIEKapCTBEHHOrO Iperapara JJisi MeIUIMHCKOTO
MPUMEHEHHMS, EI0 0XKMaeMOH 3Q(OEKTHBHOCTH U CTETICHH PUCKA ISl [TAl[HEeHTa;

- 00 YyCIOBMSX YyYacTHS ITalMEeHTa B KIMHUYECKOM HICCIIeIOBaHNH
JIEKapCTBEHHOTO IIpernapara i MeIULUMHCKOTO IIPHMEHEHH - '

- 0 LEJHA WIU UeNSX U INPOAODKHUTEIBHOCTH KIMHHUYECKOTO WCCIEHOBAHUS
JeKapCTBEHHOTO MpernapaTta s MEIUIIMHCKOTO IIPUMEHCHNST;

- O JEMCTBMSX IalMeHTa B ClIy4ac HENpPEeOBUACHHEIX 3(QQeKToB BITUSTHASI
JIEKApCTBEHHOTO IIpenapara Uis MEeIULMHCKOIO IIPUMEHEHHMS Ha COCTOSIHWE Ero
3JJ0POBBS;

- 06 ycII0BHSX 0053aTeNbHOTO CTPaXOBaHMS KU3HH, 30POBbs I1Al[MEHTa;

- O rapaHTHsiX KOH(PHUICHIMAIBHOCTH y4YacTHs IalMEHTa B KIMHWUYECKOM
HCCJIE/IOBaHMH JIEKaPCTBEHHOI'O NIperapara il MEAUIIMHCKOr0 TPUMEHEHHUS.

5.4. JloOpoBonpHOE cOIJlacHe IIallMeHTa Ha YyYacTHE B KIMHAYECKOM
WCCIIE/IOBAaHUM JIEKADCTBEHHOTO IIpernapara A MEeAMIUHCKOIO IpUMEHEHHS
IIOATBEPXKAAETCS €ro MOAIUCHIO WIH MOANUCHI0 ero 3aKOHHOTO IIPEe/ICTABUTEINS Ha
UHQOPMALIMOHHOM JIMCTKE TAI[HEHTA.

5.5. TlauueHT UM ero 3aKOHHBIM MPEICTABUTENb UMEET [IPaBO O0TKA3aThCS
OT y4acTHhs B KIMHHYECKOM HMCCIENOBAHMN JIEKApCTBEHHOI'O IIpenapara ;msi
MEIULMHCKOTO IPUMEHEHU Ha JIF000H CTauy MPOBEICHMS TAKOI0 MCCIIEL0BAHMS.

5.6. IIpoBenenue KIMHAYECKOTO MCCIEJOBAHUS JIEKapCTBEHHOTO MperapaTa
JUIS MEJUIMHCKOIO IIPUMEHEHHMs C Y4YaCTHEM B KaueCTBe IAI[MEeHTOB JeTei
JOITyCKaeTCsl TOJIKO C COIjlacks B IIMCBMEHHOM (opMe HX pPOJUTENEH,
ychlHOBUTENeH. JleTh MOryT paccMaTpuBaThcs B KAYECTBE IIOTEHIHUATBHBIX

ITallTUEHTOB TAKOI'0 MCCJIENOBaHUS, TOJIBKO €CJIA €ro IIpOoBeJCHHE HCO6XOI_IHMO A
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YKpeTIIeHUs 30POBhs IeTel MU IpOo(UIaKTHKU HthemeHme 3aboseBaHui B
JIETCKOM BO3pacTe NUO0 €ClM IENbI0 TaKoro HCCIEeNOBaHUS SBISETCA MOIyYEHHE
OaHHBIX O HaWJIydIled NO3UPOBKE JIGKAPCTBEHHOI'O Mperapara s JedYeHus HAeTei.
B sTux ciy4asx TakoMy HCCIIEJOBAaHUIO JOJDKHO IPEIIIECTBOBATH KIMHHYECKOE
HCCIIEIOBaHME JIEKApCTBEHHOIO IIpernapara A MEIUIUHCKOro TpUMeHEeHHsS Ha
COBEPIIEHHOJIETHUX I'pakaHax.

5.7. 3anpemtaercs IIPOBE/IEHHE KJIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO IIpernapara Ui MEIHULHMHCKOrO0 IIPUMEHEHHS C Yy4YacTHEM B
Ka4EeCTBE IAI[UEHTOB: |

- IeTei-cUpoT U AeTel, ocTaBIIuXcs Oe3 IIONeUe U POANTENeH;

- JKEHIIMH B Iepuoj OepeMeHHOCTH, JXEHIUUH B I[EPUOJ] TIPYyIHOIO
BCKApPMJIMBAHHUS, 3a MCKIIOYEHHEM CIly4yaeB, €CIHU IPOBOJUTCS KJTHHIHECKOE
HCCIIeIOBaHUE JIEKAPCTBEHHOI'O IIperapaTta, IMPelHAa3HAYEeHHOI'O0 ISl yKa3aHHBIX
KEHIIHUH, IPH YCIIOBUH HEOOXOUMOCTH MOIydeHUI HHOOPMAIIH TOJBKO BO BpeMsi
IPOBEJIEHNsI COOTBETCTBYIOIIMX KIWHUYECKUX HCCIEIOBAHUA M TIPUHSATHS BCEX
HEOOXOIMMBIX MEp 110 MCKIIOYEHHIO PUCKA HAHECEHUS Bpela KEHIIWHE B IIEPHOL
OepeMEeHHOCTH, XEHIIMHE B NEPHOJA TIPYAHOTO BCKapMIIMBAHUS, IUIOAY WIH
peOeHky;

- BOEHHOCITYKAII[UX, 38 UCKIFOYEHUEM CIIy4YaeB MPOBEIEHUS KHHHH‘IGCKOF’E}
HCCIIEJIOBAHUS JIEKAPCTBEHHOIO IIpernapara, CHeLUalbHO pa3paboTaHHOIO I[J’I;I
IIPUMEHEHUs] B YCJIOBHAX BOCHHBIX [ICHUCTBUM, YpEe3BBIYAWHBIX CHUTYallUH,
npoGHUIAKTHKA ¥ JIeueHHUs 3a00JIeBaHUi U MOPaKEHUH, MOJyYeHHBIX B PE3yIbTaTe
BO3JCHCTBUS HEONArONPUATHBIX XUMHUYECKHUX, OHMOIIOTMYECKHX, paJHallMOHHBIX
¢axropos. KimHnyeckoe uccie[oBaHue TaKOTo JIEKAPCTBEHHOI'O IIpernapara MOXKeT
NPOBOAUTECS C y4acTMEM B KayeCTBe IANMEHTOB BOEHHOCIYXAUIMX, 32
UCKIIIOYEHHEM BOEHHOCIIYXKAIUX, IIPOXOSIIUX BOSHHYIO CIIykOy II0 IPHU3LIBY, C
cobofienreM TpeboBaHUM, yCTaHOBICHHBIX HacToAMM DenepanbHbIM 3aKOHOM B

OTHOULIEHHUH I'PAXXIaHCKHUX JIMII;
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- COTPYIHHKOB IIPABOOXPAHUTEIBHBIX OPraHoOB,;

- 1M1, OTOBIBAIOIMX HAKa3aHWE B MeCTax JIUIIEHHUs CBOOO/IbI, a TAKKe JIHIL,
HAXOJISIIUXCS MO CTPaXKel B CIECTBEHHBIX U30JIATOPaAX.

5.8. Jomyckaercs mpoBeneHue KW JiekapcTBEHHOro Ipemnapara s
MEIUIMHCKOTO IPHUMEHEHUS, NpeJHAa3HAYEHHOro JUId JICYEHHS IICHXHYECKHX
3a00/IeBaHMi, C ydYacTHEM B Ka4yecTBe MAlHEHTOB JHI[ C ICHXHYECKHUMHU
3a00/IEBaHUSAMH, TPU3HAHHBIX HENEeCIIOCOOHBIMH B MOPAIKE, YCTaHOBIEHHOM
3akoHoHaTelabcTBOM Poccuiickoit Denmepaumu. KnmHudeckoe wuccnenoBaHue
JIEKApCTBEHHOTO IIperapaTa B 3TOM Clly4ae IPOBOJIMTCS IPH HAJIMYHH COTJIACHS B

MUCEMEHHOM (opMe 3aKOHHBIX IIPE/ICTABUTENIEH YKa3aHHBIX JIUIL.

6. 3AKJIIOYUTEJIbHBIE [TOJIOXEHWA

6.1. TlpaBuna Hacrosimero IlonoXeHus pacIpoCTpaHsSIOTCS TaloKe Ha
NPOBEZCHAE B YHUBEPCUTETE HCIBITAHMN HM3/eIHi MEIUIHHCKOTO HAa3HAYEHUS U
MEOUIIAHCKON TEXHHUKH.

6.2. IsMeHeHHs U ONOJIHEHHUs B HacrosAmee [lomoxenne NpHHUMAKOTCA H
YTBEPIKIAIOTCSA B TOM K€ MOpsIKe, B KOTOPOM IIPHHATO U YTBEPIKIACHO HACTOsIIEe

Tlonoxenue.
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