ITPHUHATO VTBEPX]JIAIO:

Ha 3acelaHHuy Y4YeHOro CoBeTa ‘ Pexrop ®I'BOY BOT
®I'BOY BO Ky6I'MY ot
Munznpasa Poccuu

npotokon Ne « .2 »
OT K LU » anlrfrt 2017 r.
P

IHOJIO)XEHHUE .
O IPOBEJEHNH KIMHUYECKHUX UCCIEJOBAHHNU

1. O0mue monoxKeHHst

1.1. TlonoxeHwe O NPOBENCHHW KIMHMYECKMX HCCIENOBaHHUU (Haiee —
[Tonoxenue) B dhemepalbHOM TOCyIapCTBEHHOM OIO/KETHOM 00pa30BaTelbHOM
yuapexieHuu  Beicimero  obpasoBamms  «KyGanckwuit rocyaapCTBEHHBIN
MEIUIUHCKUN yHHBepcUTeT» MUHHCTepCTBa 3[paBooxpaHeHHs Poccuiickoi
Denepanyn  (mamee — YHUBEPCHTET) oNpefelseT MOPSAOK OpraHM3alMOHHEBIX
MEpOIPHUSTHI, HAIPaBICHHBIX Ha COONIOJEHHE IOPHAMYECKUX M ISTHYECKHUX
TpeOOBaHUH IIpH NPOBEIEHHH KIMHUYECKHUX HMCCIEHOBaHMM JIeKapCTBEHHBIX
IpEenapaToB IS MEJUIIMHCKOTO IPAMEHEHHS.

1.2. Kinuaugeckue uccineoBalusl IMPOBOLATCA B COOTBETCTBHH:

- Pyxoopcteom ICH-GCP mo npoBeneHHIO KIMHHYECKHX MCCIIEN0BaHUMA
ot 01.05.1996 r.;

- XenscuHCKOHN nexnapanueii BecemupHoit MenunuHcKoi Acconpanuy;

- Korcturynueir Pocculickoit ®@enepanuy;

- I'paxxpaunckum Kogexcom PdD;

- MenepanbueiM 3akoHOM oT 12.04.2010 . Ne 61-@3 «O6 obpauieHun
JIeKapCTBEHHBIX CPENICTBY;

- OenepanpHBIM 3akoHOM oT 21.11 2011 L Ne 323-®3 «O06 ocHOBax
OXpaHBI 3JIOPOBES I'pakaaH B PO»;

- TOCTom P 52379-2005 «Hapnexamias KIMHHMYECKas [PaKTHKa» OT
27.09.2005 r;

- TIpukazoMm MunuctepcTBa 31paBooxpanenus Poccuiickoiit @enepanun «O6
yTBEPXKACHHH IPaBUII Ha UIexanied KTMHHYeckod npakTuku» ot 01.04.2016 . Ne
200m;

- Ilpukazom MuHHCTEpCTBa 34paBOOXPaHEHHs H COLMAIBHOIO DPa3BHTHA
Poccuiickoii @enepanuun «O0 yTBEepKI€HHH IOpsAKa BBIOAYM paspelleHHs Ha
IPOBEJICHHME KIMHUYECKOTO HCCIEOBAHUSA JIEKApCTBEHHOIO IIpenapara L
MEIHMIIMHCKOTO TpuMeHeHusD» oT 26 aprycra 2010 r. Ne 748;

- Ilpukazom MunHCTEpCTBA 3APAaBOOXPAHEHHS M COLMAIBHOIO Pa3BHTHS
Poccuiickoit @enepanuu «OO0 yTBEp)KJI€HHH IIPaBHII IIPOBEINECHHA SKCIIEPTH3BI
JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOrO MPUMEHEHHs. U (HOpM 3aKIOUCHH
KOMHCCHH SKCIIEPTOB IIO pe3yJibTaraM SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPENCTB» OT
26.08.2010 . Ne 750m;
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- IIpukazom  MuHHCTEpPCTBA 3NPAaBOOXPAaHEHUS W CONHAIHHOTO
pasButus Poccuiickoit @enepanuu «O06 yTBepKIEHUHU IOPSIKA OPraHU3alMKA U
IIPOBENCHUS STHYECKOM SKCIIEPTU3Bl BO3MOXKHOCTH IPOBEACHUS KIMHHYECKOTO
UCCIeI0OBaHUS JIEKApCTBEHHOIO Ipernapara A MeIUIMHCKOrO IPUMEHEHHS U
(hopMEI 3aKITFOUeHHs coBeTa 1o 3Tuke» oT 26.08.2010 r. Ne 753H;

- YcraBoM YHHMBEpCHUTETA U Jp.

1.3. OOBEKTOM KIMHMYECKOTO HCCIEeOBAHUS SBISIETCS JIeKapCTBEHHAs
dopMa (apMaKoIOTHIECKH aKTHBHOTO BeIecTBa MM Iulanebo, H3ydaeMble MK
WCIIONB3yEMBIE  JUIsI  KOHTPOIS B  KIMHMYECKOM  HCCIEAOBaHWUH, WU
3aperMCTPUPOBAaHHBIA  JIGKAPCTBEHHBIM  IpemaparT  JId  MEOUIIMHCKOTO
IPUMEHEHNWsI B CIydae, €clIH CIocod ero NpHMEHEHHs OTIMYaeTCs OT
YTBEPXKACHHOTO (B paMKax IIpOLeAypPEl TOCYIapCTBEHHON PErHCTPAllit), a TaKXKe
IIPH €ro HCIOJh30BAaHHMU II0 HOBOMY IIOKa3aHHI0 WM JJIS IIONYYEHHS
JIOTIONIHUTENBHOM NH(OPMALMHK 10 YTBEPKACHHOMY ITOKa3aHHIO.

1.4. Knusudeckoe MCCiIe0BaHHE IPOBOMHUTCS B OTHOIICHMH (QH3AYECKOTO
auna (TmalMeHTa WM 30POBOTO JOOPOBOMIBIA), IPUHHUMAIONIETO YYaCTHE B
KIIMHAYECKOM HCCIEIOBAaHHM B COCTaBE TPYIIIBI, IONYYarollei HcciexyeMbli
JIeKapCTBEHHBIN IIpenapar, 1400 B cOCTaBe KOHTPOIHHOM TPYIIITEL.

1.5. Kaxnaplii y4acTHMK KIMHHYECKOTO HCCIEHOBAaHUS IIOCIE IOIy4YEeHHS
uHpOpMaAlMH O KJIMHUYECKOM HCCIENOBaHMM H OO Hadajla IIPOBEICHHA
KJIMHUYECKOI'O MCCIEeN0BaHus aeT N0OpOBOJIBHOE COMIacHe Ha yJyacTHe B TaKOM
KIMHUYECKOM HCCIICIOBAaHHM IIOCPEICTBOM IIOANUCAHKS WH()OPMAITHOHHOTO
TUCTKA MaIlAeHTAa.

1.6. KiimHudeckoe HCCleNoBaHUE JIEKAPCTBEHHOIO IIperapara IIPOBOIUTCS
Ha OCHOBaHHMHM pa3pellcHMs Ha IIpOBEICHHE KIMHUYECKOIO HCCIeNOBaHu,
BEIJaHHOTO MmuHHCTEpCTBOM 3/paBooxpaHeHus Pocculickoit @emepanuu 110
pe3ynasrataM JKCIIePTH3bl JOKYMEHTOB [JisS IIONy4eHUS pa3pelleHus Ha
IPOBEJICHNE KIMHUYIECKOTO MCCIENOBAHMS M STHYECKOM DKCIIePTU3hl. DKCIIepTH3a
IOKyMEHTOB IPOBONUTCS (emepadbHBIM TOCYNApPCTBEHHBIM  OIOKETHBIM
YUpEXISHUEM 10 IIPOBEICHUIO 3KCIIEPTU3HI JICKAPCTBEHHBIX CPEJCTB. DTHUECKas
aKcriepTu3a ocymectriserca CoBeTOM IO THKE.

1.7. Knuau4eckue uccaeoBaHus MPOBOLATCS B LIEIAX:

- yCTaHOBJIEeHH 0e30IIaCHOCTH JIEKapCTBEHHBIX IpPenaparoB I 3M0POBBIX
IO0OpOBOMNBIEB W (WIH) TEPEHOCHMOCTH WX 3IOPOBBIMH JOOPOBONBIIAMH, 32
HCKIFOYCHUEM JIEKapCTBEHHBIX IIPeraparoB, IIPOU3BEAECHHBIX 3a IpeieliaMy
Poccuiickoii @enepanuy;

- noadopa ONTUMANBHBEIX MO3MPOBOK JIEKAPCTBEHHBIX IIPENapaToB W Kypca
JIeYeHHUs [ TAllUEeHTOB C OTIpe/IeIeHHBIMH 3a00JIEBaHUSIMU;

- noadopa ONTUMAIBHBIX J03 U CXeM BaKIMHAIIMH UMMYHOOHOIOTHYECKUMHU
JI€KapCTBEHHBIMU IIpenapaTaMy 30POBEIX JOOPOBOINBIIER;

- YCTaHOBJIEHHsS O€30IIaCHOCTH JICKAPCTBEHHBIX IIpPEelaparoB M HX
3¢ (}eKTUBHOCTH IJIs MALUEHTOB ¢ ONpe/ieIeHHBIMU 3a00IeBaHIAMH;



- olpefieNieHue MPpOPUITaKTHIECKOH 3bdEKTUBHOCTH
HMMYHOOHONIOTHYECKMX  JIGKApCTBEHHBIX  IIpPemapartoB  JUis  3/I0POBBIX
IO0OPOBOIBLIER; .

- pacIIMpeHHs NOKa3aHWM i1 MEIUIMHCKOIO NPHMEHEHHsS H BEIABJICHHUS
paHee HEM3BECTHBIX NMOOOYHBIX HEHCTBHI 3apervCTPUPOBAHHBIX JIEKAPCTBEHHEIX
[Ipenaparos.

1.8.  Hapymenue npaBui KIMHAYECKOX  NpaKkTuky,  (amscudukamnus
pe3ynpTaTOB KIMHHYECKOIO MCCIEeIOBaHMS JIEKapCTBEHHOrO IIpernapara s
METUIMHCKOr0 IPUMEHEHNS BIEKYyT 32 c000i OTBETCTBEHHOCTh B COOTBETCTBUH
¢ 3aKOHOJaTebcTBOM Poccutickoit @enepaium.

1.9. Ilpu peanuzanuu KIMHHYECKMX MCCIECNOBAaHUNE B VYrusepcurere
HCIIONB3YIOTCS CIIEAYIOIIUE ONpeeneH s CyObeKTOB yIaCTHs:

Hcnonnumens — YHUBEPCHTET, 3aKITIOYAIONIMH JOrOBOP O IPOBEACHUH

KIMHHYECKOrO HccrefoBaHus (namee — Jloroeop) Ha OIpenenéHHOM
KIIMHu4ecKol 6a3e (6azax).
3akazuuk — (bapmaneBTHdecKas opraHmsanys (TPOU3BONUTEIH

JIEKapCTBEHHOI'O  CPEACTBA, MEIMLIMHCKOTO  W3MENWs), [ONydYdBIuas B
YCTaHOBJICHHOM IIOPSIIKE pa3pellleHHe Ha IIPOBeleHHe KIMHHYECKUX MCIILITAHMHA
MEIMLMHCKOIO H3/1eIHs, JIEKAPCTBEHHOTI'O CPECTRA.

Inaenviii  (e6edymquii)  uccnedogamens — pabOTHUK YHUBEPCHUTETA,
OTBETCTBEHHBIM 3a OpraHW3allMIO, BHINOJHEHWE H KOHTPONIE IIPOBEIEHHUS
KIMHHYECKOTO  HCCIeNOBaHMs Ha  ONpelenéHHOM  KIMHUYECKOH  Oasze
YHuBepcHTeTA.

Couccnedosamens - paboOTHHUK VYHuBepcuteta u (vmm)
KBATMQHUIMPOBAHHBIN CIIENMAINCT, IPUBICIEHHEI HA OCHOBAHHH IPAKIAHCKO-
IPaBOBOTO JIOTOBOPA, BEINONHAIOIMHA IIOTHOCTRI0 MM OIpeHeleHHYI0 YacTh
KIMHHYECKOI'O UCCIIEI0BaHuUS.

I'pynna uccnedoseameneii — npodeccuoHaNbHOE 00heJHHEHNE pAOOTHUKOB
VHuBepcuTeTa W KBaIH(HIMPOBAHHBEIX CIIEHUAIKMCTOB, NPHUBIEYEHHEIX HA
OCHOBaHHH I'PaXKIaHCKO-IPABOBBIX JOTOBOPOB, IJS ITPOBEICHHUS KIHHHYECKOTO
HCCIIEeI0BaHUs Ha KIMHUYECKOH Oaze YHuUBepcUTeTa.

1.10. KinmHmyeckoe wHccliefoBaHHe JIEKapCTBEHHOTO IIpermapara il
MEIUIHHCKOIO INpPUMEHEHNs IPOBOAUTCA B COOTBETCTBHM ¢ JloroBopom o
IPOBECHHH KIMHUYIECKOTO HCCIIENOBAaHMS JIEKAPCTBEHHOTO IIperapara s
MEIUIMHCKOIO IIPHMEHEHMS], 3aKIIOYaeMbIM MEXIy 3aKa3qMKOM, ITOJYIHBLIUM
paspellleHre YIIOJIHOMOYEHHOIO (eiepaJbHOr0 OpraHa MCIIONHUTEILHOH BIACTH
Ha OpraHW3allMI0 IIPOBEICHHS TaKOro MCCIENOBaHUSA, WU YHHUBEPCHTETOM
(Ucnonaurenem).

1.11. JToroBop 0 IpOBENCHHUH KIMHHYECKOTO UCCIIETIOBAHHUS JIEKAPCTBEHHOTO
IIpernapara s MEAUIMHCKOIO IIPUMEHEHUS TOJDKEH CONepKaTh:

- YCJIOBHS M CPOKH MPOBEACHHS JAHHOTO KIMHHYECKOI'0 HCCIIEOBaHMUS;
- omnpefeneHHe OOIIEH CTOMMOCTH IPOTpPaMMBl JAHHOTO KIMHHYECKOIO
HCCIIEIOBAHUsL C YKA3aHWEM CYMMEI, NPENHA3HAYAIOINEHCA MOJA BBILIAT 3a
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HCCIIeIOBAHME ['maBHOMy mccnenoBatemo, Coucciaenoparensm, a
TAKKE 38 OPraHU3ALMOHHO-TEXHUYECKOE COMIPOBOKIECHHE;

- ompezeneHue  (QOPMBI  NPEACTABIEHHMS  pE3yIbTATOB  IAHHOTO
HCCIIC[IOBAHNA B YIOJHOMOYCHHBIH (eJepalnbHEIH Oprad HCIOJHHUTEILHON
BIIACTH.

1.12. Knuauyeckoe wHcclenoBaHMe IIPOBOIUTCA B COOTBETCTBHU C
pernamentoMm (IIpunoxenue 1).

2. IIpaBa nauMeHTOB, y4YAaCTBYOIMIHX B KIHHHYECKHX HCCAEI0BAHHIX

2.1. KnuHndeckue HMCCIENOBaHUS MPOBOASTCA B CTPOrOM COOTBETCTBHE C
TpeOOBaHUAME K IPaBaM ITAlMEHTOB, YCTAHOBICHHbIX B cTaThe 43 DenepanbHOro
3akoHa ot 12.04.2010 . Ne 61-®3 «O6 oOpaliieHnH JIeKapCTBEHHBIX CPEICTBY.

2.2. V4acTHe NalWeHTOB B KIMHHYECKOM MHCCIIEI0BAHUH JIEKapCTBEHHOTO
npenapara 11 MeIULMHCKOTO IIPUMEHEHUS SIBISETCS T0OPOBOIBHEIM.

2.3. TlauweHT WMIM €ro 3aKOHHBIM IPEICTABUTENb [ODKEH OBITH
HH(OPMHPOBAH B MIUCEMEHHOH (GopMe:
| - 0 JICKapCTBEHHOM IIperiapare 11 MEAUIIMHCKOTO IIPUMEHEHNS | CYLTHOCTH
KITHHHYECKOTO HCCIICTOBAHHUS STOTO JEKapCTBEHHOTO IIPENapara;

- 0 0e30macHOCTH JIGKAPCTBEHHOTO Ipemapara OIS MeIMIMHCKOTO
NPUMEHEHHUS, €T0 OXXKU1aeMOM 3P (MEKTHUBHOCTH U CTENEHM PUCKA IS MAI[NeHTa;

- 00 yCHOBHAX Y4YacTHsA TIALMEHTAa B KIMHUYECKOM HCCIEN0BAHUY
JICKapCTBEHHOTIO Ipemnapara I MEOULIMHCKOTO IIPUMEHEHHS;

- O HeNH MM LeNsX W MPONOJDKUTEIBHOCTH KIHHHYECKOI'O HCCICIOBAHUS
JIEKapCTBEHHOT'O Nperapara Jijisi MeIUIIMHCKOTO TPUMEHEHHS;

- O NEHCTBHAX MAaLMEHTa B CIy4Yae HENpeIBHACHHBIX 3P(HEKTOB BIHUSHHUS
JICKapCTBEHHOIO Ipenapara A MEOULHUHCKOTO MPHMEHEHHS HAa COCTOSHUE ero
310POBBS;

- 00 yCIOBUSAX 0053aTeNBFHOTO CTPAXOBAHHUS KU3HH, 30POBES MAl[UEHTA;

- O TapaHTHAX KOHOHUIEHIHATBHOCTH y4acTHs MAlMEHTa B KIHHUYECKOM
HCCTICI0BaHNH JIEKAPCTBEHHOTI'O Mpenapara A MeIULUHHCKOTO IPUMEHEHHSL.

2.4. [obpoBonpHOEe corvlache MAlMEHTa HA Y4YacTHE B KIHHHYECKOM
HCCICIOBAHUY JIEKAPCTBEHHOIO IIperapara Ui MeIHIHHCKOTO IIPHUMEHEHHS
MIOATBEPKAAETCA €0 NOANKUCHIO WM IOAMUCHIO €r0 3aKOHHOTO MIPEACTABUTEINS Ha
WH()OPMAILIOHHOM JIUCTE MALUEeHTA.

2.5. TauienT Uy ero 3aKOHHEI IPEe/ICTABATENE UMEET NIPABO OTKA3aThCs OT
ydacTusi B KIMHHYECKOM HCCIICIOBaHMM JIEKapCTBEHHOTO IIpernapara s
MEIWIMHCKOI0O IPUMEHEHHs Ha JHoOOH CTaAWd NPOBENEHUS  TAKOro
UCCIENOBaHMS.

2.6. IlpoBesienye KITMHMYECKOIO HCCIIEIOBAHNS JIEKAPCTBEHHOIO IIperapara
I MEIULIMHCKOTO MNPHUMEHEHMs ¢ y4YacTHeM B KaueCTBE IallMeHTOB JeTeil
AONyCKaeTCss TOJBKO C COINacus B IHCbMEHHOH ¢opMe WX poauTenei,
YCBIHOBHUTEIIEH.

Jletu Moryr paccMaTpuBaThcsi B KauecTBE IIOTEHIMAJBHBIX IAI[MEHTOB
KIIMHHYECKOTO HCCIIEIOBAHUA, TONBKO ECITH €ro IPOBEJCHUE HEOOXOMMMO IS
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YKpeIUIeHHs  3[0pOBbA  JeTed MM NpOUIaKTHKU MHGEKIMOHHBIX
3a00/eBAHUM B JETCKOM BO3pacTe, JMOO €C/IM LeIbI0 TAKOTO HCCIIEIOBAHMS
ABJIAETCA IIONyYeHUE MaHHBIX O HaWilydlled [JO3MpOBKE JIEKAPCTBEHHOI'O
npenapara st JieueHus AeTeil. B 3TUX ciaydyasx TakoMy HCCIENOBAHUIO JOJIKHO
MPEeNIeCTBOBAaTh KIMHMYECKOE HCCIIEN0BAHUE JI€KapCTBEHHOIO Iperapara s
MEIHLIMHCKOIO MPUMEHEHHS Ha COBEPIICHHOIETHHX IPpaXKIaHax.

2o d 3anpenraeTcs MIpOBE/IEHHE KITAHHUYECKOTO HCCJIeIOBaHUA
JEKapCTBEHHOIO Ipernapara [y MEIUIMHCKOTO IIPUMEHEHHS C Y4YacTHEM B
KaueCTRe IMallMeHTOB:

- JETEN-CUPOT U JeTel, ocTaBUIMXCs 0€3 MOMeYeHns poauTeNeH;

- OKCHIIMH B Iepuoj OepeMEeHHOCTH WIM B IIEPHON TPYAHOIO
BCKapMJIMBaHUS, 3a HCKIIOYEHHEM CIIydaeB, €CId IPOBOAMTCS KIUHWYECKOE
HICCIIEI0OBaHKE JIEKaPCTBEHHOIO IIperapara, IpeAHa3HaYeHHOTO IJIS YKa3aHHBIX
KCHILMH, TIPH YCJIOBHHM HEOOXONMMOCTH TIONy4YeHHS HHGMOpPMAIMK TOIBKO BO
BPEMS NIPOBE/ICHUS COOTBETCTBYIOIIMX KIMHUYECKUX UCCICIOBAHHM H IIPUHATHS
BCEX HEOOXOAMMBIX Mep IO MCKIIFOYEHHIO PHCKA HAHECEHMS Bpela KEHIIHHE B
nepuon OepeMEHHOCTH WM B IIEPHON TPYAHOrO BCKAPMIIMBAHHSA, IUIONY MM
pebeHKy;

- BOGHHOCIY)KallIHX, 32 HCKIIIOUEHUEM CIIydaeB MPOBEJIECHUS KIMHHYECKOrO
UCCJIeIOBaHUS JICKAPCTBEHHOIO IIperapara, CIelNUaIbHO pa3paboTaHHOTO s
NPUMEHEHHUs B YCIOBUSX BOEHHBIX JeNCTBHIA, Ype3BBUAMHBIX CHUTYAIIUH,
NPOQHUIAKTUKM M Je4eHus 3aboleBaHuil W IOpaKeHHH, IOMy4eHHBIX B
pe3ylnbTaTe BO3JACHCTBUSA HEONAroNmpUSTHBIX XHMHUYECKHX, OHOJIOTMYECKUX,
pafuanioHHbEIX pakTopoB. KiMHuUYeckoe HcCIeoBaHHe TAKOTO JIEKAPCTBEHHOIO
npenapara MOXET IIPOBOAMTHECS C ydaCcTHEM B KadecTBE IIAl[MEHTOB
BOCHHOCITYXalllX, 32 MCKIIIOYEHHEM BOEHHOCIYKaIIUX, MPOXOIAIINX BOSHHYIO
Cityx0y IO IPU3BIBY, C COONIOAeHHEM TpeOOBaHUM, YCTAHOBIEHHBIX HACTOSIINAM
DenepanbHBIM 3aKOHOM B OTHOIICHHH TPAKIAHCKHX JIHLI,

- COTPYIHUKOB IIPABOOXPAHUTENIBHEIX OPraHOB;

- UL, OTOBIBAIOIINX HaKa3aHWE B MeCTax JIMIIEHUSI CBOOOIbI, a TaAKXKe JIHI,
HAXOISIIIMXCS TI0J CTPaXeH B CJIEICTBEHHBIX H30IATOPaX.

2.8, Hormyckaercs IIPOBEAECHUE KIIMHAYECKOTO HCCIIE0BaHUA
JIEKapCTBEHHOTO IIpernapara JjIsl MEJUIMHCKOIO IIPUMEHEHUs!, IIpeIHa3HAYeHHOTO
JUISL JIEYEeHMs TICUXUYECKUX 3a00NIeBaHM, C YYACTHEM B KAYECTBE [TAllMEHTOB JIUL]
C MCHXMYECKUMHU 3a007€BaHHUSIMHU, NPU3HAHHBIX HENEEeCIIOCOOHBEIMH B IOPSJIKE,
YCTaHOBJIEHHOM 3akoHoparenscTBOM Poccuiickoit @epepanuu. KimHuueckoe
MCCIIEIOBaHNE JIEKAPCTBEHHOTO Iperapara B 3TOM Cllydae IPOBOJHUTCS pu
HaJIMYMH COINTaCHs B MHCBMEHHOM (OpMe 3aKOHHBIX IpeACTaBUTeNeH YKa3aHHBIX
JIHLI.

3. IIpaBa u o6si3anHocTH Ucnonnurens
3.1. Ucnonuurens uMeeT mpago:
- obmajgaTe TONHOM M JOCTOBepHON wuH(popManuedl o pesyabTaTax
JAOKIIMHIUYECKOr0 MCCIENOBaHUs JIEKAPCTBEHHOTO CPENCTBA, COAEPKAIIUMUCS B



Opolope HccenoBaTes;

- O3HaKOMHTBCHA [0 Hayala MPOBEACHUSA KIMHUYECKOIO HMCCIEOBAHUS C
TIPOCKTOM MPOTOKOIA KIWHMYECKOIO HCCIE/[0BaHUs IEKAPCTBEHHOTO Mpenapara
AL MEIMIMHCKOro  mpuMeHeHus  ([Ipunoxenuwe 2),  paspaGoTaHHBIM
Pa3paboTYUKOM NEeKapCTBEHHOIO Mperapara Wik HHBIM FOPUIUIECKUM JTHIIOM,
[IPUBJICKAaCMBIM K OpraHU3ald¥ [POBEACHUS KIHHWYECKOTO WMCCIeq0BAHMS
JICKapCTBCHHOIO  TIpernaparta Ui MEAMLUHCKOrO IPUMEHEHWS, H IpYTHMH
MaTepHajlaMH TaKOI'0 UCCIIeJOBAHMS;

- 3alpallMBaTh y 3aKkasvdka U IOJIy4YaTb OT HEro JOKYMEHTEL, KOTOpBIe
NOTPeOYIOTCH I NPOBEIEHUS KIMHHYIECKOTO MCCIETOBAHHS HA BBHICOKOM
Hay4YHOM YpPOBHE;

- TIoly4aTh OEHEXHBIE CPENCTBA 3a TPOBENEHHE KIHHWYECKOTO
HCCIIEIOBAHHS.

3.2. UcnonHauTeNb 00s13aH:

- HasHa4uTh ['7aBHOro wmcciemoBaress, OTBETCTBEHHOIrO 3a IIPOBE/ICHHE
KIMHHYECKOro uccienosanus, u CouccrenoBareeii;

- obecrieunts mpoBeneHuwe ['pymmoi wHccnenoBaTenelf  KIMHHYECKONO
HCCJICIOBaHUS Ha BEICOKOM HAYYHOM YPOBHE;

- TIPHOCTAHOBUTL HMIIM IPEKPATHTL KIMHHUYECKOE WCCIIENOBAaHUE, eClIH B
[poTiecce  ero NpoBeNEHHs OOHAPYKEHA OMACHOCTh Ui JKA3HH, 310pPOBBS
MallMEeHTOB;

- TPEOCTaBUTH 3aKa3uuKy pPe3yNbTAThl KIMHUYECKOTO WCCIEeNOBAHMS B
¢opme otuera (Ilpunoxenue 3); '

. - TpelNoCTaBuTh  yBeNOMJICHHE  MMHHCTEPCTBA  3IpaBOOXpaHEHWs
Poccuiickoit ®enepanuu o Havane u 06 OKOHYAHHU [IPOBENECHUS KIMHUYECKOIO
UCCIIEJOBaHMUS;

- HC3aMENIMTENBHO YBEAOMUTE 3akazyWka 00 W3MEHEHWH peIleHHs

JlokaneHOro DTHYECKOrO KOMHTETa OTHOCHTEIHHO IIPOBEAECHUS KIMHUYECKOro
HCCICIOBAHKSL, B TOM YHCIIe IOCPEICTBOM OT3BIBA PaHEE JAHHOTO COIVIACHS:
’ - TPENOCTaBUTh 3aKa3YWKy KONMM BCEX M3MEHEHHBIX IOKYMEHTOB U
AaHHBIX, B Clydae eciu cornacue JIOKansHOrO DTHYECKOTO KOMHTETa Ha
IIPOBEACHHE KIIMHUYECKOTO UCCIEIOBAHMS BBIPAYKAETCS MIOCPEACTBOM BHECEHHMS
M3MEHEHHH B JIOKYMEHTHI M JaHHBIE KIMHHYECKOTO HCCIeNOBAHMUS.

- ODECNEYMTh XpaHEHHE [OKYMEHTOB KIMHHYECKOTO WCCIEeNOBAHUS B
COOTBETCTBUM C yCIOBUAMH JlOroBOpa, 3aKIIOYEHHOTO ¢ 3aKa3uMKOM, WM eCiu
AaHHOE yCIOBHE HE OrOBOPEHO, KaK INpPaBHJIO, B TEYEHHE MABYX JeT IIOCTe
FOCYNapCTBEHHOH pPEerucTpaliy JIeKapCTBEHHOTO Ipemapata B Poccuifckoit
OQenepatmy UM OQHUIMATBHOTO MNPEKPALICHUS KIMHMYECKOMH paspaboTku
UCCIIEAyEeMOro JIEKapCTBEHHOTO Mpenapara.

4. IlpaBa u o6s3aHHOCTH 3aKa3zunKa
4.1. 3aKa3uuK HMeeT MpaBo:
- OCYWIECTBIATH BBIOOp MCCIenoBaTeNeil Ui MPOBEICHHUs KIMHUYECKOTO



UCCIIEIOBaHKs, IPH  IPOBENECHUU MHOTOIIEHTPOBOTO KJIIMHUYECKOTO
HCCIIEIOBAHNS MOXET OBITh OPraHM30BaH KOOPAUHALMOHHBIN KOMHUTET W (MJIH)
BEIOpaH KOODIMHATOP U3 YHC/Ia MCCIIe0BaTelNel;

- Ha BCEX 3Talax KIMHHYECKOrO UccaeloBaHus (0T pa3paboTKH IPOTOKOIIA,
UHJVBUTyaIbHOH PETHCTPAlUOHHONW KapThl, IUIaHA CTATHCTHYECKOTO aHaJIHu3a,
AN 0OIIero pyKOBOACTBA KIMHUYECKHM HCCIIEN0BaHHEM, pabOThl ¢ JAHHBIMH,
BepUDHKALKI JAHHBIX - [0 TPOBEICHHUS CTATUCTHIECKOTO aHAIN3a IOy YEeHHBIX
AJaHHBIX M [OArOTOBKM IIPOMEXYTOYHOTO ¥ (DHUHAJIBHOIO OTYETOB O
KIIMHUYECKOM MCCIIeJOBAHIH ) [IPUBJIEKATh UL, o0nagaromux
COOTBETCTBYIOLIEH KBATH(DUKALIUCH,

- Tony4aTh MHGOpMaIUiO O [JIaBHOM HCCllefoBaTelle, OTBETCTBEHHOM 32
IIPOBEICHHE KIMHUYECKOTO UccaenoBanus, H 0 Conccie0BaTeNsIx;

- YCTaHaBJIMBaTh U paclpeneniaTs IIpaBa, 00s3aHHOCTH H OTBETCTBEHHOCTH
BCEX JIMII, yYaCTBYIOLINX B KIIMHHYECKOM HCCIIEIOBaHUH;

- YTBEpKOarb JOKYMEHTBl IO IIOPSOKY IPOBEIAECHHS KIMHAYECKOTO
HCCIIeIoBaHMs, COOpY, perUCTpalliy U NPEICTaBIeHHs JaHHBIX B COOTBETCTBHH
C TIPOTOKOJIOM M CTaHIAPTHBIMH ONEPAllMOHHBIMH MPOLENYPaMU;

- OCYINECTBIISATE BHEIPEHHE U MOAAEp)KaHWe CHCTEM OOeCIeueHHus H
KOHTPOJIS KayeCTBa B COOTBETCTBHUH CO CTaHAAPTHBEIMU OIEPallHOHHBIMHE

IPOLENy paMH;
- HasHayarb Jul, oOOJajalomMX  HEOOXOAWUMBIMH  3HAHUSIMH M|
KBalu(QuKalMeld,  KOTOphleé  OKa3BIBAIOT  KOHCYJILTATUBHYIO  IIOMOIIb

Hcnonuureno 1no BOIpOcaM MEIWIMHCKOTO XapakTepa IpH IIPOBEICHHUN
KIIMHUYECKOTO HCCIIEeI0BaAHUS;

- OCYIIECTBJIATH KOHTPONb KadecTBA M IOJIHOTHI IOJYYEHHBIX B XOJ€
KIIMHUYECKOT'0 UCCIIEIOBAaHUS JaHHBIX;

- BHOCHTh M3MEHEHHUS B IIPOTOKON B (OpMe IOIpPaBOK, 0HOPMIIEHHBIX B
NMUCBMEHHOM BHJE IIOCPEACTBOM OIMCAHUS M3MEHEHUH MM OQUIUATBHBIX
Pa3bsACHEHUH NIPOTOKOIIA,

- nepecMmarpuBark Opormopy (Ilpunoxenue 4) He pexe OIHOTO pas3a B TOX
H, TpH HEOOXOJAMMOCTH, [OIOJHATHE HOBBIMH [JaHHBEIMH, IIPEIOCTABIATH
aKTyaJIbHYIO pPEIaKIIMIO OpolLIropEI [ maBHOMY HCCIIEIOBATEIIO
(Couccnenosarensam), He3aBUCHMOMY JIOKaIbHOMY DTHYECKOMY KOMHUTETY;

- moiy4ark oT Mcnonuurens uHdopMaIuio o pesyabTatax KIMHHYECKOro
UCCIIEeI0BaHUs B GopMe 3aKITFOYCHHUS.

4.2. 3aka3zyuk 00s13aH:

- OO Hayaja KIMHMYECKOIO MCCIEJ0BaHUS TOIY4YHTh paspellieHHe
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanmu Ha MPOBENEHHUE
KIIMHMYECKOTO UCCIIEI0BAHHS;

- IPeNOoCTaBUTh VMCIIONHUTENO0 MPOTOKON KIMHUYECKOTO WCCIIEeNOBAHUS U
Opomropy B TeKylle#d pemakuwu oo moamucadus J[oroBopa Ha MpOBeleHHE
KIMHAYECKOIO MCClIeJOBaHUS U [aTh BpeMs Ui O3HAKOMIIEHHS C
IIpeJOCTaBIEHHON HHDOpMaITHeit;

- obecrneunBaTh BelleHHE HHIWBHIYATbHOW PETHCTPAIMOHHON KapThl B



OTHOIICHMM  K&XIOT0  YYacTHHUKA KIUHHUYECKOTO UCCIIEIOBAHUS;

- I[pPUHUMATE pelleHHe 00 00pa30BaHWU HE3aBHCHMOIO KOMHUTETa [0
MOHHUTOPHHIY NaHHBIX JUIS OLUEHKH IIPOBOAMMOTO KIHHHYECKOIO HCCIIEIOBAHMUS,
PacCMOTpeHHMS NaHHBIX MO Oe30MacHOCTH U 3(Q(EKTUBHOCTH MCCIEAYEMOTO
TEKapCTBEHHOTO IIpelnapara, B TOM YMCIIe C LIeTIbI0 BEIpabOTKH peKOMeHIalui o
L1e1eCO00Pa3sHOCTH MPOJOKEHHUS, TIPEKPalleH s KIHHHYECKOr0 MCCIIe[OBAHMS
WJIH BHECEHUS B H3MEHEHHUH B IIPOTOKOI;

- obecmeunBarh XpaHEHHE MOKYMEHTOB, OTHOCSINUXCH K KIMHHYECKOMY
MCCIIIOBaHHIO, IIPU TPEKpaIleHHH KIHHHYECKOH pa3paboTKH HCCIIENyeMoro
JIEKapCTBEHHOIO TIpernapara I10 OZHOMY, HEeCKOJBKHM MM BCEM IIOKa3aHHUsM,
My TAM BBEJICHHs, IEKapPCTBEHHBIM (OpMaM, KaK IPABUIIO, B TEUEHHE IBYX JIET C
MOMEHTa O(UIMANBHOIO IIPEKPAIleHUs pa3paboTKy;

- TpH TOpeKpalleHWH  KIMHHYECKOH  paspabOTKH  HCCIeyeMOro
JIEKapCTBEHHOIO IIpermapara coodmars 00 3TOM BCEM YYacTBYIOIIMM B
KIIMHUYECKOM HCCIIeIOBAaHUM HCCIIEN0BATEeNsAM U MEIUIUHCKHAM OpraHHU3allMsiM,
B KOTOPBIX OCYIIECTBIISETCS IPOBEAEHHUE TAKOrO HCCIENOBAHMS;

- c000IIaTk 0 mepenade NMpaB Ha JaHHbBIE 00 UCCIIENYeMOM JeKapCTBEHHOM
npenapare B MUHHCTEPCTBO 3/1paBooxpanens Poccuiickoii ®emepaluy;

- NPEJOCTABIATH MONHYI0 M IOCTOBEPHYIO HHOOPMALHMIO O Pe3yiIbTaTax
JMOK/IMHMYECKOTO0 HCCIICIOBAHUS JIEKADCTBEHHOI'O CPEJICTBA, COMEPIKAIIUMMUCS B
Opoumnope wuccnenoBaTens, MPOEKT IPOTOKONA KIMHHUYECKOTO HCCIIEI0BAHMUS
JIEKapCTBEHHOIO IIperapara s MEIULMHCKOro NpHMEHEHUs, pa3paboTaHHBIH
pa3paboTYUKOM JIEKapPCTBEHHOTO IIperapara WM HHBIM IOPUIMYECKHM JIHIIOM,
[IPHBJICKAaEMBIM K OpraHM3alllyd MPOBEICHUS KIMHUYECKOIO MCCIIEI0BAHUS
JIEKapCTBEHHOrO Ipemapara Ui MEAMIUHCKOrO IIPUMEHEHHUs, H ApYrUMH
MarepralaMy TaKOTO UCCIICIOBAHMS;

' - obecreynBars IIOCTYIJIEHUE Hcnonuurento HCCIIEAYyEMOT0
JIEKapCTBEHHOTI'O IIperapara;

- HMETh HCCIENyeMBIM JIEKApCTBEHHBIN IHpenapar B KOIHYECTBE,
HE0OXOAMMOM [1Jisl IPOBEJICHHS KITMHUIECKOTO MCCIIENOBAHMS 1 HOATBEPKICHHUA
€r0 COOTBETCTBHS TpeboBaHMAM (hapMaKONeHHBIX cTaredl J1ubO0 B Cilyyae HX
OTCYTCTBHSI HOPMATUBHON NOKYMEHTAU¥ WIM HOPMATHBHOTO JOKYMEHTa, a
TaK)Ke BECTH Y4YeT aHaJW30B M XapaKTepHUCTUK 00pa3lOB JEeKapCTBEHHOIO
npenapara U3 apTHH (Cepun);

- OCYILECTBIATh MOCTOSHHYIO OLEHKY O€30MacHOCTH HCCIELyEMOTO
JIEKapCTBEHHOIO Ipemapara M YBENOMIATH VICIIOMHUTENS O NOJyYEHHBIX
JaHHBIX, KOTOpPBIE MOIYT HeOIaronpusaTHO OTpasUTLCS Ha Oe30MacHOCTH
YYaCTHUKOB KIMHHYECKOTO HCCIIENOBaHMA W (MJIM) IOBIHMATH HA [POBENEHHME
KITMHWYECKOTO UCCIIeJOBAHNUS;

- CTpaxoBaTh PHUCK TMPHYKWHEHHWS Bpeda >XH3HHU, 3[JOPOBBIO IALMEHTAa B
pe3ylnbTaTe IMpPOBENEHUs  KIMHHMYECKOIO HCCICHOBaHHS  JIEKAPCTBEHHOTO
npernapara 1Jisi MEAULHUHCKOTO NPMMEHEHHUs 332 CBOM CHUET IIyTeM 3aKIIOYeHHS
I0TOBOPA 0053aTENBEHOTO CTPAXOBAHMS;

- TIPUOCTAaHOBUTEL WIIH IIPEKPATHTh KIWHHYECKOE HCCIIENOBAaHHME, €CNU B
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MPOLIECCE €TO NMPOBEACHUS. OOHAPY)KEHA OMACHOCTh  [UIA  JKM3HH, 3I0DOBBS
HAllHeHTOB;

- coobmars Hcnonnuremo n PenepaibHol ciyxbe 0 Han30py B chepe
3ApaBOOXpPaHEHUS. 000 BCEX CEpPHE3HBIX M HENMpPEeIBHICHHBIX HEXelarelbHbIX
peaxnusx, a TaKxke npencrasnsier B enepanbHyio cayxk0y 1o Hag3opy B chepe
3/paBOOXPAaHCHUA IEPUOAUYECKHE OTYETHl 110 OE30IIaCHOCTH HCCIIELyeMOTOo
Ipernapara B yCTaHOB/ICHHOM MTOPSIKE;

- HUMETh JaHHBIe IO 0e30macHOCTH H 3()(PEKTHBHOCTH HCCIEIYeMOTO
TICKapCTBEHHOIO IIpenapara, OOOCHOBBIBAIOIIME €ro INPUMEHEHHE, a TaKKe
OOHOBIIATE GPONIIOPY IO Mepe HONyYeHHs B paMKax ITPOBELCHHUS KIHHHIECKOTO
UCCIICIOBaHMs HOBBIX NAHHBIX, BIUAIOMUX Ha 3G OEKTHBHOCTE U 6€30IaCHOCTE
HCCIIelyeMOro JIEKapCTBEHHOTO IIperapara;

- OITaTHTh MICTIOMHUTENIO TpOBeIeHNE KITMHUYECKOTO HCCIIE0BAHMS.

S. ImaBHBIN HccaenoBaTe b

5.1. I'maBHEIM wHcclemoBareneM sBISETCS JIMLIO, OTBETCTBEHHOE 32
MIPOBENICHNE KIIMHUYECKOTO UCCISIOBAHUS 1 UMEIOIIIee:

- JledebHYI  CHEeLManbHOCTS, COOTBETCTBYIOLYIO  IIPOBOIUMOMY
KIIMHUYECKOMY HCCJIEIOBAHUIO;

- CTak paboThI 110 NporpaMMaM KIMHHYECKUX HMCCIeN0BaHui He MEHee YyeM
TpH roja.

5.2. TmaBHBIM ucclnemoBaTeNh HMEET IIPaBO BHOCHTH MPEIJIOKEHHS II0
KaHAUAaTypam Cowuccnenosarenei, Y4aCTBYIOIIHNX B KIIHHHYE CKOM
HCCIIEIOBAHUH.

5.3. TnaBmBIff HccnemoBarens NpPENOCTaBIAET IHCHMEHHOE COIIACHE
MIOCPEACTBOM NOANMCAHHUSA IIPOTOKOJIA HIIK APYToro JOKYMEHTa Ha:

- IPOBEICHNE KITMHHUYECKOr0 UCCIIEN0BaHHs B COOTBETCTBUH C IIPOTOKOJIOM
¥ TpeGOBaHUSIMU 3aKOHOHATeNbCTBA Poccuifckoit (De;[epaum{ B cepe
00paleHHUs IEKAPCTBEHHBIX CPEICTB;

- cobironeHye NPONIENypbl PErUCTPalMéd | IIPECTABICHUS JaHHEIX
KITMHUYECKOTO HCCIEIOBaHN;

- MPOBEICHHE MOHUTOPHHTA H ay/JUTA;

- XpaHCHHE [O0KyMEHTOB, CBS3aHHBIX C IIPOBEICHHEM KIMHHYECKOTO
HWCCIeIOBaHUS,

5.4. ImaBEelf wucchnenmoBarens u  CouMcCleqoBaTeNnd MOKHBI OBITH
O3HaKOMJICHBI C pe3yJbTaTaMM IOKIMHHUYECKOTO HCCIEHOBAHUS MCCIIELYEMOTO
JICKapCTBEHHOIO IIpenapara, aKTyalbHOH BepcHell OpOLIIOpEI, POTOKOIOM,
HHBIMH JOKYMEHTaMH W JAHHBIMH, WMEIOLUIMMH OTHOIICHHE K IPOBEIECHHIO
KJIWHHAYECKOTO HCCIIEIOBAHHUS.

5.5. TnaBHBIf  wMcclemoBarenb  OCYLIECTBIAET oTOOp  YYACTHHKOB
KIHHUYECKOI0 UCCIIEOBaHNsA, O0EeCreuynBaeT OKa3aHHe MENUIMHCKON MTOMOIIM
YYaCTHUKY KJIMHUYIECKOTO UCCIEN0OBAHMS.
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5.6. ImaBmelli wuccrnemosarens M CoHccOemoBaTeNd [OMKHBI 3HATH U
cobmonars Hactosimee IlonoxeHwe W WHblE TPeGOBAHHS 3aKOHONATENHCTBA
Poccuiickoii @enepanyu 06 o6palieH H IEKapCTBEHHBIX CPE/ICTB.

5.7. I'maBHbI¥ KccnenoBaTeNb JOMDKEH Pacloliararh BpEMEHEM 1 PeCypcaMy,
BKJIIOYasi J1aboparopuu, OOOpYIOBaHWE W IIEPCOHAN, HEOOXOMMMBIMU UIA
IIPOBEJICHUSA KIUHAYECKOT0 UCCIIEeOBaHMs.

5.8. I'maBHBIM wHccnenoBaTeNns MPOBOJUT KIMHUYECKOE WCCIIENOBAHNE B
COOTBETCTBHUH C IIPOTOKOJIOM.

['maBHBIN MccnenoBaTens 00s3aH COOMIONATE IIPOTOKOM, He HOMKEH BHOCUTE
B HEro M3MeHeHus 0e3 pemeHus MUHHCTEPCTBa 3ApaBooXpaHeHus Poccuiickoit
@enepanuy 1 ofobpeHus JIOKAIBHOr0 DTHUECKOTO KOMUTETA, 38 UCKIIOYEHHEM
ClTy4aeB, KOrja TpeOyeTcs yCTPaHUTh HEMOCPEACTBEHHYIO YIPO3y KH3HM U (UIIH)
3I0POBBA Y4aCTHUKA KIMHUYECKOIO MCCIIENOBAHUS.

JIroboe  OTKIOHEHME OT YTBEPXKIEHHOTO MPOTOKOTAa  OGOPMIAETCS
JOKyMEHTaJIbHO M B KpaT4allllie CPOKH HAaIpaBlseTcs I PacCMOTPEHMs M
cormacoBaHusi B JIoKanbHBIA OTHYeCKHM KOMHTET ¥ 3akasuuky s
COIVIaCOBaHUS.

5.9. I'maBHbIA HccnenoBaTens coodmaet B JIOKanbHbIi DTHYECKUE KOMUTET!

- 00 OTKIOHEHMSX OT IIPOTOKOJA WM M3MEHEHHSX IPOTOKOIA,
IIPOM3BEACHHBIX ANl YCTPAHEHMs YIPO3bl JKM3HU M (WIIH) 30POBbs yUACTHHKA
KIIMHUYECKOTO UCCIIEIOBAHH,

- 00 W3MeHEHHAX, HENOCPENCTBEHHO BIMSIOIMX HAa IPOBEIEHHE
KIMHUYECKOTO HCCHIENOBaHud M (MIIM) YBEIWYUBAIOIIMX PUCK YYacTHs B
KJIMHWYECKOM HCCJIEIOBAHNH;

- 000 BCeX HEXeNaTeNbHBIX PEeakIMsiX, KOTOphIEe SBISIOTCS OIHOBPEMEHHO
CEPLE3HBIMU U HETIPEBUIECHHBIMH;

- O HOBBIX J@HHBIX, KOTOPEIE MOTYT CBHIETEIBCTBOBATE O BO3PACTAHUH
pHCKa 1JIs yJaCTHUKOB KITMHUYECKOIO MCCIEOBAHMUS UM MOTYT HeGIarompusaTHO
IIOBJIMATE Ha XOJ KIMHUYECKOTO UCCIIENOBAHMUS.

5.10. TmaBHbIl  wMccnenoBaTeNb JOIKEH O0ECIEYWTh NPUMEHEHHE
yJaCTHHKaMM KJIMHHYECKOTO MCCIEJOBAaHMUSA MCCIEOYeMbIX JIeKapCTBEHHEBIX
[IpENapaToB B COOTBETCTBMHM C IIPOTOKOJIIOM U COOJIONATh MPEAyCMOTPEHHYIO
IIPOTOKOJIOM  METOAMKY  paHIOMH3alMKM  (pacupefelieHHss  YYacTHHKOB
KIIHHUYECKOr0 HCCIeNOBaHUs 10 I'PYIIaM JIEHUeHUS WM KOHTPOJISA CIydaiHbIM
06pa3oM, MO3BONSIONIET0 CBECTH K MUHHAMYMY CYOBEKTHBHOCTH) W O0ECIIEUHTH
PacKpBITHE KOZd TOJIBKO B COOTBETCTBHH C IIPOTOKOJIOM.

Ecnu KIMHHYeCKoe HCClieIoBaHHe IIPOBOAMTCS CIIENBIM METOIOM, | TaBHEIH
HCCIIEIOBATETh DOKYMEHTAILHO OQOpPMIAET U OOBICHAET OPTaHU3ATOPY
KIMHUYECKOTO HCCIIeIOBaHUSA JII000€ NpPEeXIeBpEeMEHHOE pACKpPHITHE KOZa
UCCIIeTyeMBIX JIEKapCTBEHHBIX IIPeraparos.

5.11. TImaBHBI HcclaenoBaTens  OCYIUECTBISET YYET  HCCIEOYeMbIX
JIEKapCTBEHHBIX INPENapaToB U IIPENapaToB CPaBHEHUS, B TOM YHCIIE BENET ydyeT
UX MOCTYIJICHUH, QaKTHYECKOTO HATWYHs, KOJIMYECTBA HCIIONB30BAHUSA KaXKIbIM
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YYaCTHHKOM KJIMHUYECKOTO HCCIIEIOBAaHUs, YHUYTOKEHHS, a TAKKE
BO3BpaTa OPraHU3aTopy KIMHWYECKOTO MCCIEI0BAHMS.

ImaBHBI HccrmeoBarens — MOXKET TlepenaTh OOS3aHHOCTH IO y4eTy
MCCIETyeMBIX JICKApCTBEHHBIX NPEIapaToB M MPENapaToB CPaBHEHUS PabOTHHKY
aNTeYHOM OpraHu3alM{d WM HHOMY JIMILY, MONKOHTPOJIEHOMY [ T1aBHOMY
HCCIIe0BaTeIo. :

[1aBHBIA HCCIeN0BaTENh  OJIKEH BECTH 3aIlUCH, MOATBEPKIAIOLIME, YTO
Y4aCTHUKH KIIMHUYECKOTO HCCIIEIOBaHUS  IONy4Yald  HCCIIENyeMBIe
JICKapCTBEHHBIC IMIpemapathl M (WIM) Ipenaparsl CpaBHEHHS B 033X H
KOIMYECTBAX, IPEIYCMOTPEHHEIX IIPOTOKOIOM KITHHHYECKOTO HCCIIEIOBAHMS.

5.12. I'naBHBIA HccnemoBaTens WHPOPMHUPYET YU4CTHHKA KIHHHYECKOTO
MCCIIEIOBAHMS MM €0 3aKOHHOTO [IPEICTaBUTEIS:

- O TOM, 9TO KIMHHYECKOC WCCIIENOBaHHE HOCHT 3KCIIEPHMEHTANbHbIH
XapaKkTep, y4dacThe JHIAa B  KIMHUYECKOM  HCCIEIOBAHUH  SABISETCS
JOOPOBONBHBIM, ¥ OHO MOXET OTKa3aThcsd OT YYaCTHS B KIMHUYECKOM
UCCIIENOBAHUH B IIO00I MOMEHT;

' - O MeIM KIMHHUYECKOTO WCCNIENOBaHUS, €ro MPOXOUKUTEIbHOCTH W
NPUOIU3ATETEHOM KOJIMYECTBE YUACTHUKOB;,

- O BapuaHTax JIEYCHHs B IIpoLecce KIHHHYECKOIO WCCIEeIOBAHUS U
BEPOATHOCTH CJIyIallHOrO pactpe/IeieHHs] B OJHY U3 TPYIII JCUSHHUS

- O IpoLenypax KIMHHYECKOI'O HCCIISNOBaHUS, BKIIOYas BCE WHBA3HBHEIE
IIPOLIEAYPEIL;

- 00 06513aHHOCTAX YYAaCTHUKA KIMHAYECKOTO HCCIIE[OBAHMN

- 00 OXHEaeMbIX pHCKe U (WJIH) TOJBb3e JUIS YYACTHHKA KIHHUYECKOIO
MCCIIeIOBAHNUS, & TaKKe, B COOTBETCTBYIOLIMX CIIydasx, /Ui SMOpHOHA, IIoaa
HJIH TPYAHOTO pebeHkKa;

- 00 HHEIX, [IOMMMO MpPEIYCMOTPEHHBIX MPOTOKONIOM MpPOLENYPaX WK
METON[aX JICYEHHs], KOTOpBIe MOTYT GBITH JOOCTYIIHBEl YYaCTHUKY KIMHHYECKOTO
MCCIIEI0BAHMS, & TAKKE UX ITOTEHUHMANBHBIX BBITOJIE, [IOJIb3€, PHCKE;

- O KOMIICHCAlUH W (MJIM) JIE4EHUH, NOCTYIIHBIE YYaCTHUKY KIHHHIECKOTO
HCCIICIOBAHKUS B CllyYae NPHYMHEHUS BPEA €ro 3J0POBEIO B PE3YNILTATe YIaCTHU
B KIIMHUYECKOM HCCIIE€OBAHUY;

- O INTAHUPYEMBIX BBIIIATaX YYACTHUKY KIHHHYECKOIO UCCIIEIOBAHMS 32 €r0
y4acTHe B KIIMHUYECKOM UCCIIE0BAHNM, €CIIU TAKOBbIE [IPELYCMOTPEHE;

- O IUVITaHMPYEMEBIX pacxolaxX y4aCTHHKA KIMHUYECKOTO MCCIEeNOBaHMS, eCiu
TaKOBBIC OKM/IAIOTCA, CBA3AHHBIE C €10 YYaCTHEM B KIMHIYECKOM HCCICIOBAHUM;

- O TOM, 49TO YYaCTHHK KIHHHYECKOTO MCCIENOBAHUS HIHA €ro 3aKOHHBIH
NPENCTABUTENb, MONIMCHIBAY HH(QOPMALMOHHLIN JIACTOK IIAIMEHTa, JaeT
PaspeIlicHne Ha JOCTYI JIMIlY, Ha3HAYE€HHOMY I/ NPOBEIEHHsS MOHHUTOPMHIA,
ayAHNTOPOB, HE3aBUCHUMBIX ITHYECKHX KOMHTETOB, YIIOTHOMOYEHHBIX OPraHOB K
MEIULUHCKUAM 3aIUCSAM YYaCTHUKA KIMHUYECKOTO HCCIIEIOBAHUS;

- O TOM, 4YTO 3aIKCH, HACHTHQUIUPYIOUIWE YYaCTHHKA KIHHHUYECKOIO
MCCIENIOBanus, OynyT COXpaHeHhl B TaifHe, PacKphiTHe HX IONYCKAeTCs B
COOTBETCTBHY C 3aKOHOIATENHCTBOM Poccuiickoit Denepanvy U Npy MyOIUKALAHA
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pe3yJIbpTaToR KITHHHYECKOrO MCCIENOBaHUS  KOHGMHACHUHANTEHOCTD
AAHHBIX yHaCTHHKA KITUHHIECKOIO HCCIeI0BaHus OylIeT CoXpaHeHa;

- O TOM, 9TO YYaCTHHK KIHMHMYECKOTO WCCIIENOBAHUS WM €r0 3aKOHHEIN
IPEACTaBUTENb OyleT He3aMeIUTUTEIbHO O3HAKOMIEH C HOBOI UH(pOpMaIHel,
CTIOCOGHON TOBIHMATE Ha €ro KelaHue IIPOAOIDKATE YyYacTUE B KIMHHYECKOM
HCCIIEOBaHNH;

- 0 JIMIAX, K KOTOPBIM MOXXHO OOPaTHThCS ISl IOTyYeHHS AOMOTHUTEILHOMN
HHOOPMAlUH O  KIMHHYECKOM HUCCIEOBAHUM, M IIpaBaX YYACTHUKOB
KIIMHUYECKOI0 HCCIIEeN0BaHUS,

- O BO3MOXHBIX OOCTOATENBCTBAX ¥ (WJIM) IPUIUHAX, TI0 KOTOPBIM y4acTHe
LA B KIIMHIIECKOM MCCIIEIOBAHUU MOYKET OBITh IPEKpPAIIEHO.

5.13. I'maBHelfi mccrenoBarens mepen NOIy4YeHHEM HHGOPMHUPOBAHHOIO
IO0OPOBONBHOTO COIIACHST JOJIKEH IPENOCTABUTh YYAaCTHHKY KIHHHUYECKOTO
MCCIIC/I0BAHNA, €ro 3aKOHHOMY IIPEICTaBUTENI0 BpeMs, HEOOXOMUMOe Ui
NIPHHATHST PEUICHUS. 00 yYaCTUH B KIHHUYECKOM HCCIENOBAHMM MITH OTKA3e OT
TaKOTrO y4aCTHA. YYaCTHUK KIMHHYECKOTO MCCIIEIOBAHMSA WIH €ro 3aKOHHEI
HMPEACTABUTENb BIIPABE TONYYHTh HCYEPIBIBAIOIIME U JOCTOBEPHBIC OTBETHI HA
BCE€ BOIIPOCHI O KJTMHUYECKOM HCCIIEOBAHMH.

5.14. B cpok, ycraHoBueHHBIH mpoToxomoMm, [TaBHEI HCCIIEIOBaTENh
00s3aH coobIIaTh 3akazunky 060 Beex CEPLE3HBIX HEXEeJIaTeNbHBIX Peakiusx, 3a
MCKIIFOYEHHEM TeX, KOTOpEIe B IPOTOKONE WITH B OpowIope ompeneneHsl KaKk He
TpeOyrolre HeMeJIEHHOTO COOBIIEHHUS.

Ilocne mepBoro coolUIEHUS © CepBE3HBIX HEKEIATENbHBIX peaKLuIx
I'maBHBIA uccnenoBarens B Kpardaifmive CPOKH IIPENCTAaBIAET 3aKazuuKy
MONPOOHBIN NHUCEMEHHBIH oT4eT. ITepBbIi u [IOCITEYIOIIHAE OTYETHI OJIKHBI
UICHTA(QUIMPOBATh YIaCTHUKOB KIMHHYECKOTO HCCIIETOBAHMS 110 IIPACBOEHHBIM
HM YHHUKAJIBHEIM KOJaM.

5.15. Ilpy COOBIIEHHAX O CMEPTH YYacTHHUKA KIHHHYECKOTO HCCIIEJOBAHUS
[maBHBIA HccnenoBaTens o0si3aH  mo 3ampocy 3akasumka, JIOKAIBHOIO
OTHYECKOTO  KOMHTeTa, MHUHHCTEpCTBa 3MpaBooxpaHeHuss  Poccuiickoii
Qepepaunn u  (wm) @OenepansHOi CTyx0Bl 1O Hamsopy B cdepe
3NPABOOXPAHCHUA  IIPENOCTABUTE JHOOYIO  JONOMHUTENBHYI0 HH(MOPMALIHIO
OTHOCHTEJILHO JAHHOTO CITy4as, B TOM YHCIIE IPOTOKON BCKPBITHS U TIOCMEPTHBI
SIHUKPH3.

5.16. B ciyyae BO3HMKHOBEHWSI ONACHOCTH IS KU3HH, 3I0POBbS
YHaCTHHKa KIHHHYECKOTO HCCIEeNOBaHUs, [NaBHBIA wHccleqoBartens 0OS3aH
IPOHH(OPMHUPOBATE 06 3TOM peKTopa YHUBEpCHTeTa U 3aKa3uika B TedeHme 24
4acoB. PenleHne 0 NPHOCTAHOBIEHNUY KIMHIHYIECKOTO HCCIIEIOBAHS NPUHUMAIOT
pexTop VYHuBepcuTeTa M (WiM) 3aKasduK, pelleHHE O IPEKPalIeHUH TaKOTO
HCCICNOBAHUA  IPHHUMAET  YIONHOMOYEHHBIH  (eflepalbHEIi  Oprad
HCIIONHATC/IBHON BJIaCTH HAa OCHOBAHUM COOOIIEHHS B IHUCHMEHHON dbopme
PeKTOpa YHHMBEPCUTETA MM 3aKa3umKa.

IIpy 10CPOYHOM NpeKpaleHUy KIMHHYECKOTO HCCIeNOBAHUS WIH €ro
IPUOCTaHOBICHUH IaBHBIA mccnenoBarens u (wnn) VcmonuuTens oBs3aHbL
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HE3aMCIUIMTENFHO HH(OPMUPOBATh YYACTHUKOB KIMHHUYECKOrO MCCIIEIOBAHMS,
obecreunTs MM HEOOXOMMMOE Il€YeHWe M HabMONeHHe, MPOMH(BOPMUPOBATE
3akas4uka, JIOKambHEIH DTHHYECKUH KOMHTET ¢ MPEeNOCTABIECHHEM IHOIPOGHOrO
MUCBMEHHOTO  OOBSICHEHHS TIPHYMH IIPUOCTAHOBJIEHWS WIM MPEKpalleHHus
KIIHHAYECKOIO HCCIENOBAHMS.

5.17.  T'naBHelfi mccnenoBaTenb 00eCHeYMBAaET MOTHOE M JOCTOBEPHOE
BEACHWE [OKYMEHTOB KJIMHHYECKOIO MCCIENOBAHHS U WX XpaHEHUE B
YCTAHOBJICHHOM IOPS/IKe, BKIHOYas 3alMCHd Ha OYMaXHBIX, OJIEKTPOHHEIX,
MAarHUTHBIX HJIH ONTHYECKUX HOCHTENAX, CKAaHOTPaMMEI, DPEHTIEHOBCKHE
CHUMKH, DJIEKTPOKAPAUOTPAMMBI, KOTOPBIE OIMMCHIBAIOT METOIEI, OPTaHU3ALMIO U
(nn1HM) pe3ynbTaThl KITHHAYECKOrO UCCIIEIOBAHUS.

3.18. [To 3aBepileHMHM KJIMHHYECKOTO HCCIENOBaHUA | JaBHEIH
HCCeioBaTellb Coo0maeT 00 3TOM peKTopy YHHMBEpCHTeTa, NOATOTABIMBACT
OTYeT U MPENCTaBIseT ero 3aKa3z4yruky U B JIOKaIbHEINA DTHYECKHIA KOMUTET.

6. I'pynna opraHu3anui KINHAYECKHX HCceJ0BaHUIH

6.1. C wnenpio KOOPAHHALMK JEATENEHOCTH YJYACTHUKOB KIMHHYECKOTO
ucciaenosanus cosmaercs Ipynma OKH, coctaB KOTOpOM —yTBEpPIKIAeTCH
NPUKA30M PEKTOpa Y HUBEPCHUTETA.

62. B COCTaB IMpyrimsr OKM  sBxomar IIPOPEKTOP 1o
Hay4HO-HCCIIEIOBATEIbCKOM  pabore  (mpemcemarens) ©W — pPyKOBOIUTENH
CIIEIYIOIIUX CTPYKTYPHBIX IOApa3felleHui: HAyYHO-OpraHW3alMOHHEIN OTIel,
IODUJIMYECKUH  OTZEN,  IIaHOBO-GMHAHCOBOE  yIpaBleHWE,  yIpaBicHHE
OyXTaJlTepCKOro y4eTa ¥ KOHTPOJIS.

6.3. @ynxumm [pymmer OKH:

- paspaboTka TPOEKTOB JOKaJAbHBIX HOPMATHBHBIX aKTOB B cohepe
NIPOBEICHHUSA KIMHUYECKUX UCCIIEIOBAHMUI;

- TIOArOTOBKA MPOEKTa IIPHKa3a O IPOBEACHUH KIUHUYIECKOTO HCCIIEI0BAHNS;

- KOOpJHHaUMsl  [NeATEeIBHOCTH  IOApa3feleHuit  YHHBepcUTeTa
NIPY MPOBEAEHHUY KIIMHUYECKUX HUCCIIEI0OBaHMIA;

- OpraHM3allis B3aMMOIEHCTBHs C YIOIHOMOYEHHBIM (edepaibHbIM
OpraHOM HCIIOJIHUTENBHOH BIACTH U 3aKa3duMKOM;

- PacCMOTpeHHE [MaKeTa JOKyMEHTOB Ha MPOBEIEHHE KIMHHUYECKOTO
VICCIIEIOBaHMs, IPEACTABICHHOTO 3aKa3YUKOM;

- B3aUMOJEHCTBHE 3aKa3urKa C Y HUBEPCUTETOM;

- B3auMojedcTBMe IaBHOro wuccienoBaTens ¢ OTHYECKHM KOMHTETOM
YHuBepcurera;

- PacCMOTpeHHe U  YTBEp)KAEHHE pa3sMepa BBIUIAT  y4YacTHHKAM
KJIMHUYECKOI'0 UCCIENOBAHUSA B Y HUBEPCUTETE;

- yBenomiieHne MuHuCTepCTBa 3/paBooxpanenus Pocculickoit Penepanyu
Hayayie ¥ 00 OKOHYaHHU ITPOBEICHUS KIMHUYECKOIO UCCIIEIOBAHMS;

- INPOBEICHHE TEKYIIETO0 MOHHTOPMHIA 3a XOAOM  KIHMHHYECKOTO
HCCIeNOBaHMS;

- OLEHKa JM3aliHa KIMHMYECKOTO WCCIIENOBAHMS, €ro COOTBETCTBHE
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[IPUHIMATIAM JOKa3aTelbHON MEIUIMHBL;
' - pPerucTpamus ¥ aHaju3 BCEX IIPOBOAUMBIX B YHHUBEPCHTETE KIMHHYECKHX
HCCIIEIOBaHUH,

6.4. B ciy4ae mpekpalleHHs WM [PUOCTAHOBIEHHS KIMHUYECKOTO
HUCCIIEIOBaHUS 110 HMHHMIMATHBE 3aKa3yMKa, IIOCIEIHUM JODKHO OBITH
NPeIOoCTaBIeHO NMHChbMeHHOe usBellenue B I'pynmy OKU ¢ ykazanuem mpudus.

6.5. Ilocne 3aBepIneHHs KIMHAYECKOrO HCClenoBanus unensl I pynnsr OKU
IIOJIy4ar0T BO3HArpPaKIeHHE 3a OPraHU3allMOHHO-TEXHUYECKOE COMPOBOXIEHHE.
Bosnarpaxaenue 3a Opra’H3alHOHHO-TEXHHYECKOE CONPOBOXKIEHHUE
pacrpenensaeTcs Ha OCHOBaHHHM IPENTIOKEHUN PYKOBOIUTENS COOTBETCTRYIOIIETO
CTPYKTYPHOTO NOApa3AeIeHHS.

7. OTBeTcTBeHHOCTH JIOKAIBLHOIO ITHYECKOr0 KOMHTETA

7.1. JlokanpHeI# DTHYecKHH KOMHTET (GYHKUHOHMPYET KaK HE3aBUCHUMBIN
opraH W  obecre4yuBaeT 3alUTy IIpaB, OE30MACHOCTH U OXPaHy 3J0POBbA
YYaCTHHKOB KIIMHUYECKOTO HCCIIeIOBAHHUS.

7.2. B cocraB JlokanmpHOro DTHYECKOrO KOMHMTETa IOJDKHO BXOIHUTH
JOCTaTOYHOE  YHMCIO  JIML, OO0NajalmIuX  HEOOXONMMBIM  OIBITOM |
KBaNM(pHKalHe s 3KCIEPTHON ONEHKM HAYyYHBIX, MEAUIIMHCKIX M STHYECKHX
aCIIeKTOB IIJIAHUPYEMOI'0 KIMHHYECKOIO MCCIIEIOBaHUS, KaK MPABHIIO, IIATh JIMII,
IIPH 3TOM HMHTEpEeCHl He MEHEe YeM OIHOIO JIHIA JODKHBI JIeKaTh BHE CGheEpEl
HayKH.

7.3. JlokanbHBIH DTHYECKUH KOMUTET OCYLIECTBIISIOT CBOK) [eATENHHOCTh B
COOTBETCTBHM C YTBEPXKIaeMBIMM WM CTaHJAPTHBIMU  OIEpallMOHHBIMHU
NpoLeypaMy, COAepKalluMKu TpeOOBaHMs, B TOM 4YHCIe K COCTaBy M
KBATU(GUKAIIMM YIEHOB, CBelCHMs 00 yupemurtele, IMOPSAOK OpraHU3aIlHH
IIPOBEJICHUS 3aCeNaHWi, pPacCMOTPEHUA MAOKYMEHTOB M MPHHATHS [0 HUM
PELIeHUHN.
| 7.4. JloxanpHBIH DTHYECKHM KOMHTET  pAaCCMATPUBAET W IPHHAMAET
pelleHre Ha OCHOBAaHUH JOKYMEHTOB — B [Ipunokenun 5.

7.5. Tlo pesympraramM pacCMOTpeHHS IOKYMEHTOB, YKa3aHHBIX B I 7.4
Hacrosiero ITonoxenus, JlokanpHpI# DTHUECKHM KOMUTET IPUHUMAET OAHO K3
CIIELYIOIIUX PEIICHUH]:

- BBIIAET 3aKimoyeHWe 00 omoOpeHuM NpOoBeIeHUS KIMHHYECKOTO
M CCIIeIOBaHUSI,

- BBIACT 3aKIIOYCHHE O HEBO3MOXKHOCTH OJ0OpEHHsS KIMHHYECKOTO
MCClIeI0BaHus,

- PEKOMEHIYeT BHECTH H3MEHEHHs B IIPEACTaBICHHBIE TOKYMEHTBI JUIs
LeJeld [MOCTeNyrolel BbIOaYd 3aKIIOUeHUs 00 onoOpeHHH NpoBedeHHUS
KJIIMHUYECKOT'O UCCIICAOBAHMS;

- OTMEHSET MJIM IIPHOCTAHABJIMBAECT paHee BBIJAHHOE 3aKIIOYeHHe 00
0700peHNN NPOBEIeHUS KITAHUYECKOTO UCCIIe0BaHMUS.

7.6. @yHkuuy JIOKaIbHOro ITUYECKOTO KOMUTETA:
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- OCYIIECTBIISIET KOHTPONb COONIONEHHA OTHYECKAX HOPM IIpH
IIPOBEAICHUY KIIMHHYECKOTO HCCIIEMOBaHKMA U IIPaB YYACTHUKOB KITHHHYECKOTO
UCCIIETOBAHNS, |

- Ha OCHOBAaHWM HAYYHO OHOrpaduu MCCIIeNOBaTeNs U MHOH JOKyMEHTAL[UH
OLCHHMBACT COOTBCTCTBHE KBAIM(HKALMA HCCIENOBATENSL IUIAHUPYEMOMY
KIIMHHYECKOMY HCCIIEOBAHHIO;

- B IIPOLIECCE MCCIENOBAHMUA IIEPHOIUIECKH PACCMATPHBAET JIOKYMEHTAITHIO
1 OLEHHBACT NPOBOAMMOC KIMHHYECKOE MCCIE/IOBaHHE (HE PEXe OJHOTO pasa B
rox);

- MOXeT II0Tpe0OBarh OT OpPraHW3aTOpa KIMHHIECKOTO HCCIIETOBAHMIS
IPEAOCTABATE yYAaCTHHKY KIHHHYECKOIO HCCIENOBAHHUS JOIOJHHTEIbHEIE
CBENleHHI 00 WCCIENOBAHHMM, IIOMAMO HH(OPMALIHH, comepXaueiics B
MHQOPMALMOHHOM JIHCTKE NAalHeHTa, eCIH, [0 MHEHHIO HE3aBHCHMOro
OTHYECKOI0 KOMHTET4, 3TO IO3BONHUT IOBBICATH CTENEHb 3allUTHl IpaB U
0€30IaCHOCTH yJIaCTHHKA KIMHAYIECKOTO HCCIIeOBAHMUS,

- OLCHMBACT pasMEp M IOPSNOK OCYINECTBICHHS BBIUIAT YYaCTHHKAM
KIMHAYECKOTO  HCCICNOBaHMs C  [ETBI0  BBIABICHUS  He0GOCHOBAHHOM
3aMHTEPECOBAHHOCTH  YYAaCTHHKOB  KJIMHHYECKOIO  HCCIENOBAHHUS  WIH
TPUHYXICHUS HX K YYaCTHIO B KIMHMYECKOM HccClenoBanwd. MHbopmanus,
Kacaromasicss BBIIJIAT yYaCTHHKAM KIMHWYECKOTO KCCIENOBaHUSA, BKIIOYAS
METONIBI, CyMMBI M Tpa)K BBIIIAT, OTPAXaeTcs B MH(BOPMAIMOHHOM IHCTKS
[alueHTa.

- MOXCT IpUBIEKATh [UIS [PHHATHS peIleHM JHIL, o6NIaNaroIiX
CHEIHANPHEIMU ~ 3HAHUSMH B  COOTBETCTBYIOIIMX OOJAacTsiX, KOTOpHle He
YYaCTBYIOT B IIPEHUAX U IOJIOCOBAHUM;

- COIIACOBBIBAET IIONPABKY B IIPOTOKOI KIIMHUYECKOTO UCCIETOBAHNS,

- IPHHAMAET OTYET I10 3aBEPIICHUAH KIMHUYIECKOTO HCCIIeJOBAHHUS;

- COBEpIAET WHBIC [NEWCTBUS, HaIpaBIEHHBIE HA MCIONHEHHE CBOMX
(YHKIHH U TOJTHOMOYHH.

7.7. JlokanbHBIM DTHYECKHiI KOMUTET He3aMeJIUTEIFHO B ITUCHBMEHHOM
BHIe coobmaer InaBHOMY ucciegoBaTenio, 3aKa34MKy O CBOMX pEIIEHHSX,
KaCaloIuXcst KITMHAYECKOTO HCCIIE/0BAaHMA U IPUYHHAX IPUHATHS PEIIeHU.

7.8.  Ecium NpOTOKON IpeXycMaTpHBaeT HEBO3MOXKHOCTD IOy YEHUT
Cornacus Ha Yy4aCTHE B HCCIENOBAaHWM Y MalMEeHTa WIM ero 3aKOHHOIO
[IPEACTABUTENA IO MOMEHTA BKIIFOYEHHS IAlIUEHTA B HCCIIEOBAHHE, B TOM YHCIIE
IIpH  HEOTIOXHBIX COCTOSHHAX JIOKaneHBI OTHYECKHE KOMHTET OIDKEH
yOeIUTECS B TOM, YTO IIPEICTABIEHHEIH IIPOTOKOI 1 (unum) gpyrast JOKyMEHTAIHs
COOTBETCTBYIOT STHIECKHM HOpPMaM, a TAK)Xe UHBIM 00S3aTebHBIM TPeOOBaHIIM
JUIA TAKUX MCCIIENOBAHUIA.

7.9. JlokanbHbIi DTHIECKHH KOMUTET 06eCTIEYHBACT XPAHEHHUE JOKYMEHTOB,
CBA3AHHBIX C IIPOBEACHHEM KIMHHUYECKOTO MCCIENOBAHMSA, KaK IIPaBHIO, B
TEUYCHHE TPEX JIET IIOCIE 3aBepLUEHHS KIHMHWYECKOTO HCCIIECIOBAHUI W
IPEACTABICHUE TAaKHX JOKYMEHTOB TPETHUM JIHMIaM C coOIoneHreM TpeboBaHwmit
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3aKOHO/aTeIbCTRA Poccuiickoit ®Demepanyu 0 MepCOHANBHBIX IAHHEIX,
KOMMEPYECKOH, TOCYIapCTBEHHOMN U HHOU OXpaHAeMOH 3aKOHOM TaiiHe.

Cornacosano:
IIpopekTop no Hay4yHO-
HCCIIEN0BATENBCKOM paboTe

npodeccop A.H.Penpxo
ITpopekTop 1o 3KOHOMHKE H

buHaHCAM O.®.JIsmenko
3aBemyromias HayYHo-

OPTraHU3alMOHHEIM OTIENIOM -

npogeccop - / H.J1.Yepemuuk

‘,:’7 "
HagansHuK ropuangeckoro ornena . ' % 10.A Yyiiko
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IIpunoxenue 1

PEINTAMEHT PEAIM3AIIAN KJITUHUYECKHX UCCJEJIOBAHUIA

1. IlnanupoBaHHe, opraHU3anus U NPOBeJeHHe KINHHYECKAX HCC/1e[0BaHM
1.1. B memsix mJIaHHAPOBAaHMS KIMHMYECKOTO HCCIIEIOBAHUS Ha

ONpPENENEHHON KIMHUYECKOH 0a3ze YHHUBEpCHTETa HHUIMHMPYIOIUHA paGOTHHK

YHuBepcuTeTa (B nepcnextrBe [TaBHbIM KeCIenoBarTes) 06palaeTcs:

- Cco cuyxeOHOW 3amMCKOM B aipec IPOpeKTOpa [0 HaydHO-
HCCIIEIOBATEIbCKOM pabdoTe O BO3MOXXHOCTH MPOBEJAEHUS KIMHHYECKOIO
HCCIIEIOBaHUS, €T0 XapaKTepe M yCIOoBHAX IpoBeaeHus. K ciayxeOGHOM 3amucke
npuiaraeTcs HeooxomMMBbIH naxeT nokymeHToB (IIpuioxkenue 6);

- TOTOBHUT IIaKeT ITOKYMEHTOB I IIPOBENEHUS SKCIEPTH3bI B DTHYECKOM
KOMHTETe VYHHUBEPCHTETa, COCTaB KOTOPOro ykasaH B paszmene «Hayunas
AesATebHOCTE) Ha OQHIHaTbHOM calite YHuBepcuteTa (Www.ksma.ru).

1.2. Tlocne momydeHus paspellieHHs DTHYECKOTO KOMHUTETa YHUBEPCHTETA
MHULAUPYIOIIHH paboTHHUK IIpeCTaBIISeT 3aBeIyIOLIEMY Hay4HO-
OpPraHM3allMOHHBIM OTHENIOM JII IIPOBENEHUS COIVIACOBAHHS CIEAYIOIIHe
JTOKYMEHTHI:

- npoekr JloroBopa Ha IpoBeleHHE KIWHHYECKHX MCCIENOBAaHUM B
3JICKTPOHHOM  BH€ C KOHTAaKTHBIMH [aHHBIMH JIMIA, IIPEACTABISIOMIETO
3akaz4nka (HoMep Tenedona, e-mail);

- KOITHIO PEUICHHS JTUYECKOTO KOMUTETa YHHUBEPCUTETA,

- paspeurenre MunrcTepeTBa 3paBooxpanenus Poccuiickoii @eepauun Ha
[IPOBEJICHNE KIMHAYECKUX UCIBITAHUN MEIULMHCKOIO U3JIENHs, IEKAPCTBEHHOTO
CpencTBa.

1.3. I'pynna opraEM3anyy KIHHHYECKHUX HcciemoBanuit (manee — I'pynma
OKM) mno pesynsTaTaM pacCMOTpPEHHsI BCEX MPENCTABIEHHBIX JOKYMEHTOB
IIPUHUMAET PELICHHH O BO3MOKHOCTH IIPOBEIEHUS]  KIMHHYECKOIO
HCCIIeI0BaHHUS.

1.4,  3apenyromuil  Hay4yHO-OPraHH3AlMOHHBIM  OTJAEIOM  IIPOBOIMT
COINIacOBaHME YCIOBHMH JloroBopa B IOPHAMYECKOM OTIENEe U YIpaBIECHHH
OyXranTepcKoro y4eTa M KOHTPOIIS, ITocie rnepenaet JJorosop Ha IoAnicaHue.

1.5. OpuruHaneHeli  dk3eMIuAp JloroBopa, MNOANMCAHHBEIA 00EUMH
CTOPOHaMH, PETMCTPUPYETCS W XPAHUTCS B HAYYHO-OPTraHU3AI[MOHHOM OTJEeE,
xorus Jloropopa nepenaercs B yrpaBleHHe OyXTalTepeKoro ydeTa d KOHTPOJIS.

1.6. Ilocrme noanucanus  JloroBopa  MOTEHUMANbHBIA [ aBHBIN
UccleoBarelb NMPEACTABIAET B HAYYHO-OPTaHU3allMOHHEIN OTAEN TpeIIoKeHUs]
no ¢opmuposanuio I'pymmel HccaemoBaTenedl M YTBEPKAEHHS MaTepHATBLHO
OTBETCTBEHHOI'0 JIMI[@, O Ye€M H3JIaeTCsl COOTBETCTBYIOIIMI IIpUKa3 peKTopa
VYHuBepcurera.

C mnpuBiedYeHHBIMH KBaNM(HUIMPOBAHHBIMY CIIELMANUCTAMU 3aKJIFOYaeTCst
I‘pa}KI[aHCKO—HpaBOBOfI JOIroBOp Ha Yy4YacTHe B KIHMHHYECKOM HMCCJIeIOBaHHWH.
Pexrop VHuBepcuTeTa B CpOK, He NpeBhIIANOMMA 3-X pabouux aHEH co AHS
Hadala IpPOBEICHHUS KIHHWYECKOIO HMCCIENOBaHMS JIEKAPCTBEHHOIO Iperapara
IUIsT MEIMIIMHCKOTO IPHMEHEHHs, co00maeT 00 3TOM B  YIIOJHOMOYEHHBIH
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(besiepalbHEIN OpraH HCIONHUTENBHOM BIACTH, BBINABIIMI paspellieHHe Ha
IPOBEJICHHE TAKOIO UCCIIEI0BAHM, II0 YCTAHOBIEHHOM UM (opMe.

1.7. B cmydae ecnu ycmosmsamu J[oroBopa INpeLycMOTpeHa Iepeiada
VcronHuTemro  MaTepHaNbHBIX ILeHHOCTeH (06OpYIOBAaHWS, JIEKapCTBEHHBIX
CPEACTB, MEIULMHCKAX W3JENUM, pacXONHBIX MaTepHalioB) MaTepHalbHO
OTBETCTBEHHOE JHMLO OQOPMIsET B IOPUIMYECKOM OTHENe IOBEPEHHOCTH Ha
IIOJIyYEHHE 1 BO3BPAT YKA3aHHOTO.

ITonmyyenue W  BO3BpaT MaTepHalbHBIX I[I€HHOCTeH odopmisercs
COOTBETCTBYIOIMM aKTOM (HaKJIaJHOH) U CBOEBPEMEHHO MEPENAETCs B HaydHO-
OpraHM3allMOHHBIN OTHEN, KOTOPBIA IPOBEPSeT COOTBETCTBUE IPE/CTABISHHBIX
AOKYMEHTOB HM)KE IPHBEIEHHBEIM TpeOOBaHMAM M IepefaeT WX I ydera B
yIIpaejieHue OyXraaTepcKoro y4eTa i KOHTPOJIS.

Best conposoxparomias uernonaerre Jlorosopa A0KyMeHTaus oGopMILIETCs
Ha PyCCKOM si3bike. B akTax (HakgaJHBIX) YETKO MPOIKCHIBACTCS HaNMEHOBAHUE
U KOIMYECTBO KaXIOTO IIpeIMETa M3 YHClIa MaTepHalbHBIX IEHHOCTEH.
Ilomy4arenem BO BCeX NOKYMEHTAX YKa3bIBAETCS JTUOO YHMBEPCHTET, THOO JUIO
OT UMEHH YHHUBEPCHUTETA, JeHCTBYIOIIee Ha OCHOBAHUH JIOBEPEHHOCTH.

Ha Bce mcrons3oBaHHEIe B XO€ MCIOJHEHHS JOrOBOpa H He IOJJIEXKAIIHE
BO3BpaTy 3aKas4yWKy MaTepuabHble IIEHHOCTH MATEPHAalbHO OTBETCTBEHHOE
A0 OQOPMIISET aKT CIIMCAHHS Y IIEPENAET ero B yIpaBleHHUe OyXranTepckoro
y4eTa ¥ KOHTPOJIS.

1.8.  Hay4HO-OpraHM3allMOHHBIA OTHEN, PYKOBOACTBYSCH YCIOBUSIMH
3aKII04eHHOTo J[oroBopa, He pexe OIHOTO pasa B [[BA MeCsIa 3alpalliBaeT y
I'raBHOrO HCCIenOBaTeNd MHQOPMALMIO O MOCTYIUIEHHH, BO3BPATE H CIIACAHHU
MaTepHanbHbIX IeHHOCTe!. [lonyyennas nadopMmalus nepejaercs B yIpasieHue
OyXTaiTepcKOro ydera M KOHTDPONS /Ui CBEPKM HANMYMS OPUTHHAIBHBIX
IOKYMEHTOB.

B cnydae ycranosneHus (akTa OTCYTCTBHS KaKHMX-THOO JOKYMEHTOB IO
pesyneraraM = CBEPKH  HAyYHO-OPTaHHM3al[MOHHBIE  OTHEN  KOHTPOJMpYET
MOCTYIICHUE B yIIpaBlieHHe OyXralTepcKoro ydeTa ¥ KOHTPOJNS OTCYTCTBYIOIIHX
JOKYMEHTOB B MHUHHUMAJBHO KOPOTKHE CPOKH.

1.9. PaGoThl MmO KIMHAYECKOMY MCCIENOBAHMIO IPOBOIITCS B CTPOTOM
COOTBETCTBMM C YTBEPXKICHHBIM IIPOTOKOJIOM M ycioBusmu Jlorosopa,
MOKyMEHTalMs OQOpMIIAETCA CBOEBPEMEHHO W IepelaeTcs JUld ydyeTa B
YKasaHHBIE CTPYKTYypPHBIE ITOAPA3NEICHUS YHHBEPCHTETa, UTO KOHTPOIUPYETCS
I naBHEIM HcclieqoBaTeneM.

1.10. Ilpm wm3MeHeHMH OAaHKOBCKHX DEKBH3UTOB, HAHMEHOBAHUS
YHUBepcUTETa M JAPYTMX  JaHHBIX  HAayYHO-OPTaHM3AIMOHHEIA  OTHEN
[EHTPAN30BaHHO M3BEIIAET BCEX 3aKa3UMKOB KIMHHYECKUX HCCIENOBAHHH 00
U3MEHEHUSX.

HOpunugecknif otmen odopMmiIser MONOTHHWTENBHLIE COTVAIleHHs 06
U3MEHEHUSIX.

I'maBHBIA HMCClenoBaTellb KOHTPONHPYET COLIACOBAHHE M 3aKIIFOYEHYeE
AOTONHHUTEIBHBIX COIIAIICHUN C 3aKa3YMKOM U IIOCTYIUIEHHE OpPHMIHMHAIOB
JIOKYMEHTOB B YHUBEPCHUTET.

1.11. Ilpu 3aBepIeHHM BBIIOMHEHHs J[OroBopa HIM ero 4acté [JIaBHBIA
HCCIICIOBATelb IPEICTABIICT B HAyYHO-OPTaHU3ALUOHHEIA OTIEN CIIyKeOHYIo
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SallMCKy Ha HMs IIPOPEKTOpa [0 HAayYHO-HCCIENOBATENLCKOM pabore o
BBITIOTHEHHOM 00beMe paboT ¥ 2 5K3eMIUIApa aKTa MIpPUEMKH-CIaun pabor (c
yKa3zaHHeM 00beMa IPHHATHIX paboT), IOANMCAHHbE 3aKA3IHKOM.

1.12. ITocne moamucanus aKThl [EpPealoTCs B YIPABICHHE OyXranTepcKoro
y4eTa M KOHTPOJA, THE€ BBIHCHIBAETCA CYeT (cdeT-(haKIypa) U KOTOpHIE
BO3BpAIlaloTCs B HAyYHO-OPraHU3alMOHHEIM OTAEN I DaibHeWIleid oTmpaBku
3aKasqHKy C COIPOBONUTENBHBIM IIHCEMOM.

2. Mzmenenne niiM npexpamenne (npHOCTaHOB/IEHHE) KIMHHIECKHX

HCCIe0BaHM i

2.1. VHuBepcuTeT B Cilydae HeOOGXONMMOCTH BHECEHHS H3MEHEHHH B
[IPOTOKOI  KIHHHYECKOTO HCCICNOBAHUS JIEKapCTBEHHOIO IIperiapara Ui
MEJIMIIMHCKOTO  IPUMEHEHMS coo0maer o0 3TOM B  yIOJHOMOYEHHbIH
desepanbHBI  OpraH HCIONHUTENEHOM BIACTH, BBIIABIIHI paspenieHne Ha
IPOBCNICHIE TAKOTO UCCIIIOBAHNSL, 10 yCTAHOBICHHOM UM (hopMe.

2.2. ®opma coOOIIeHHsI O BHECEHHU U3MEHEHUIl B IIPOTOKOJ KIMHHYECKOIO
UCCIIENOBaHus JICKAPCTBEHHOIO Ipenapara Uil MEeOUIMHCKOrO IpUMEHEHHUs
JOJDKHA COMEPIKATh CIENYIOIIMe CBENCHHUS:

- HauMEHOBAaHME, HICHTU(QUKAMOHHEIA HOMED M Jara IIPOTOKOJA
KIIMHUYECKOI'O UCCIIEeI0BAHHUS;

- 1aTa BHECEHUA M3MEHCHUM B IPOTOKOJ KIMHUIECKOIO MCCIENOBAHHUS,

- HAUMEHOBaHUE U MECTO HaXOXKIAEHHS 3aBUTENS,

-  HauMCHOBAHME  OpTaHM3allWW,  IPUBICYCHHOW  paspabOTIHKOM
JIEKapCTBEHHOIO IpenapaTta K OpraHM3aluy I[POBEJECHUS KIHHWYECKOTO
UCCIIeOBAHNUS (IIPU HAJIMYIHK);

- HAUMCHOBaHMSA W MeCTa HaxOKAEHMS MEIWIMHCKMX OpraHu3anumii, B
KOTOPBIX IIPOBOAUTCS KITMHUIECKOE HCCIIEOBAHNUE;

- JlaTa BeIIa9X paspelleHus Ha IPOBEACHUe KITHHHYECKOTO HCCIeTOBAHUS U
HOMED 3TOT0 pa3peleHus;

- UISMEHEHMs], BHOCUMBIE B IIPOTOKOJ KIHHHYECKOIO UCCISIOBAHMS.

B cpox, He mnpepbmmaromuii 30 pabouymx IHeH Co [OHA IONydeHus
COOOIIEHN s, YIIONHOMOYECHHBI (elepanb bl OpPraH HCTOTHUTENbHON BIACTH
PacCMaTpUBaeT 3TO COOOIIEHHE B yCTAHOBIGHHOM KM MOpSIKE M IPHHHMAET
PCIICHHUE O BHECEHHWH HM3MEHEHHH B IIPOTOKON KIMHHYECKOIO MWCCIIEIOBAHMS
JIEKapCTBEHHOTO IIpernapara JUisd MeJIMIHHCKOr0 NMPHUMEHEHH HITH 00 0TKase BO
BHECCHHH TaKUX U3MEHEHHIA.

2.3. KivHmdeckoe HCCIENOBaHME JIEKAPCTBEHHOTO npenapara s
MEIUIUHCKOr0 IPUMEHEHHS MOXeET ObITh IPHOCTAHOBIEHO WM IIPEKpAIIeHo,
C€CJIA B IPOLECCE €ro NPOBENEHHA 00HAPYIKEHa ONIACHOCTH ISl )KU3HH, 310POBbSI
[AIHEeHTOB.

B ciyyae BO3HMKHOBEHWS ONACHOCTH IS SKU3HH, 3/IOpPOBbsl IAlMEHTa,
YYACTBYIOIIET0 B KIMHUYECKOM HCCIIEI0OBAaHHHU JIEKAPCTBEHHOIO Mpernapara JUist
MEIHIMHCKOTrO NPUMEHEHHUS, I aBHBIH HCCIIeI0BATENb 00s13aH
IPOHH(OPMUPOBATE 06 STOM PeKTOpa YHEBEpCHTETa U 3aKa3yurKa.

2.4. Pellende © NPHOCTAHOBIEHWH KIMHHYECKOTO  HCCIETOBAHUS
JIEKapCTBEHHOTO IIpenapara Jyis MeIULIMHCKOTO MPUMEHEHHS IPUHUMAIOT PEKTOP
YuuBepcuTeTa 1 (Wiid) 3aKa3quKk.
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Penrenre o npekpaiieHuM Takoro HCCleqOBaHus IpPUHAMAET
YIOJTHOMOYEHHBIH (eepalbHbIi Opran MCIOJHUTEIBHON BIACTH Ha OCHOBAHUH
COO0OMIeHHs PeKTOpa Y HUBEpCHTETa WIIH 3aKa3umKa.

2.5. @opmacooOLIeHHs © 3aBepIICHHH, IIPHOCTAHOBICHUH  WIIH
IPEKpaICHUH KIHHAYECKOTO HCCIIeIOBAHMA JIEKAPCTBECHHOrO MpenapaTta Ui
METUIIHCKOTO MPUMEHEHHUS JOJDKHA COMEPIKATE!

- uH(opmalHio 06 Mcnonaurene u 3akazquke;

- OIIHCAHKUE JaHHOTO UCCIIENOBAHUS;

- JAaHHbIe luaBHOrO HccuenoBarens (baMMIHs, MM, OTYECTBO, MECTO
paborel, 3aHMMaeMas JOKHOCTB, CHIELHUAILHOCTD, CTaX PabOTE TT0 IIpOrpaMmMam
KIMHHIECKHX ~ HCCIEJOBAHHH  JICKADCTBEHHBIX  IIPElldpaToB,  IepedeHs
KIMHAYECKUX HCCIEOBAaHHA JIEKAapCTBEHHBIX IIPENapaToB, B KOTOPHIX OH
IPUHUMAI yJacTHe [NEepHOABl yJacTWsi| B KauecTBe | JIaBHOTO WHCCIENOBaTENs
umm Couccrnenosarens);

- Pe3ynbTaT JaHHOTO HCCIeNOBaHus (3aBepIIeHUe, IPUOCTAHOBICHHE HIIH
NPEKpalleHne NaHHOIO HCCIEeNOBaHUS C YKa3aHHEM WX IPWYHH M BIMSHUS HA
OLIEHKY €ro pe3yJbTaroB, OOMNIYI0 OIIEHKY pHCKAa M OXHIAEMOM IOIB3BI OT
IPUMCHCHUS  HCCICAYeMOTrO  JIEKADCTBEHHOIO  MpemapaTra, a4  Takke
IpeanoaaraeMele JajlbHeHe neldcTrs).

3. Ilpouenypsl 3aBeplIeHAs! KIMHAYECKOr0 HCCJEN0BAHHAS HJIM €ro 3Tana

3.1. Ilpu mocTymeHun B YHUBEPCUTET JEHEXHBIX CPEACTB 110 3aBepILIECHUHA
BRINONIHCHAS ~ KIIMHMYECKOTO HCCIE/[OBAHMSA WM ero 9Talla, yIpaBlIeHHe
OyXranTepckoro ydera M KOHTPOJS IDEICTABISET B HAYYHO-OpraHA3ALHOHHBI
OTZeN WHPOPMAIIHIO O IOCTYIHBILEH CyMMe.

3.2. Hay4HO-OpraHH3alMOHHBIA OTAET B COOTBETCTBHH C YCIIOBHSIMH
AAOTOBOpA  COCTABISIET CMETYy pPacXONOB M IlepeflaeT ee Ha IPOBEpKYy H
CoInIacoBaHWeE B (PMHAHCOBO-IKOHOMUYECKOE YIIPABIICHHE.

3.3. Jlns mpoBeneHus OIUIaThl BO3HATPAXKIEHHS YUACTHHKAM peanusamuu
JloroBopa Ha KIMHHYECKOE HCCIECHOBAHWE HAyIHO-OPraHW3ALHOHHEI OTIeN
AOIOJHUTENHHO MMOATOTaBIMBAET IIPOEKT NpHKa3a Pextopa Yausepcurera.

B I'pynme uccnenopareneii BO3HArpaXIeHUE PaCIPEIeNSsleTCs. Ha 0OCHOBAHUN
npeJUIoXKeHHH I TaBHOTO HccnenoBares.

BosnarpaxzieHne 3a  OpraHM3alMOHHO-TEXHHIECKOE COIIPOBOXKIEHHE
KIMHAYECKOTO HCCIENO0BAaHUS BBILIAYMBAETCS B COOTBETCTBHH C YCIOBHAMHU
Horosopa.

3.4. BosHarpakneHHe BBILIAYMBACTCS HOPH HAJIHYMH BCEX YYETHBIX H
OTHYETHBIX IOKyMEHTOB, COIPOBOKIAIMINX peanusanuio Jlorosopa.
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IIpunoxenue 2

Coaepmanne NPOTOKOJIa KIHHHYECKOIo HCCJIEAOBAHHSA BKJIIOYALT:

1) HasBaHWe NPOTOKONA, HAEHTHDHKAMOHHEIN HOMED IIDOTOKONAa U JaTy
YTBEPXKICHHS OpraHu3aTOpoM HccienoBanus. HoBble Bepcum mpoTokoia HMEHOT
HOMEp BEPCUH U JIaTy, IONPaBKH K IPOTOKOIY - HOMEp IIOIPABKH H JaTy;

2) HaVMEHOBAaHHE H aJpeC OpraHU3allfH, OCYINECTRISIOMeH OpraHU3aIUI0
IPOBENCHHA KIIMHAYECKOTO HCCICHOBAHMS M OCYIIECTBISIOWEH MOHHTOPHHT
(ecrmu OHU pazIMYHEIE);

3) ¢ammimmo, wuMg, oT4ectBO (NPH HANMYMHM) M JODKHOCTE J1Ia,
YIIOJTHOMOYEHHOTO OT HMMEHM OpraHM3alliM, OCYINECTBIIOIEH OpPraHHU3aIHI0
IPOBENICHIS KITMHUYECKOTO HCCIIE0BaHNUsl, OMMUCHIBATE [IPOTOKON U MONPABKH
K IIPOTOKOITY;

4) damunuo, UMs, OT4ECTBO (IPM HANMYMH), HOIDKHOCT, anpec ¥ HOMEp
Tele(OHa MEIMIHHCKOTO SKCIEPTa NaHHOTO KIHHHIECKOTO HCCIIEIOBaHHS,
HasHaIEHHOIO OpraHM3alldel, OCYIIECTBISIOmEH OpraHU3alldio IPOBEICHHUS
KITHHHYECKOTO HCCIIeOBAHMS;

5) Gamumuro, mMs, OTYECTBO (IPH HANMYHMM) H HODKHOCTD HCCIIeOBaTeI,
OTBEYAIOIIETO 32 IPOBEACHHE KIMHMYECKOTO HCCIeIOBAHNs, a TakKe aipeca W
HOMepa TeNnepOHOB KIMHUIECKUX [IEHTPOB;

6) damumMio, UMs, OTY4ECTBO (IPH HANMYMH), HOJDKHOCTE, ajpec M HOMep
Telle)OHa Bpada, OTBEYAIOLIETO 3a IPUHATHE PEIIeHUH MeTHITUHCKOTO Xapakrepa
(ecnu [aHHOE JIUIIO He ABISIETCS HCCIe0BATENeM);

7) HaUMEHOBAHWS W aJpeca KIMHAYECKUX N1abopaTopuii u JPYTHX METULHHCKHX
U (WIM) TEXHMYECKHX CIYX6 W OpraHW3aIMi, IPHHEMAIONIHX ydacTtue B
KJIHHHYECKOM HCCIIEIOBaHKH,

8) obocHOBaHVE KITMHUYECKOTO HCCIEN0BaHUsI, BKIIOYAIOIIEe:

a) HA3BaHME M OIMCAHHE MCCIETYEMBIX JIEKAPCTBEHHEIX IIperaparoB
(BKItOYast mmane0o U aKTHBHEI KOHTPOJIB);

6) cBOIHOE H3NIOXKEHHE DE3yNETAaTOB NOKIHHWYECKUX HCCICIOBAHHN W
KIMHAYECKAX  MCCeNOBaHUH (eCiM paHee IIPOBOIMINCH) HCCIIEYeMBIX
JIEKapCTBEHHBIX IIPEeapaTos;

B) Kparkoe OITHCAHHE HM3BECTHBIX M IOTEHIMAIBLHBIX PHCKOB H TIOJIB3EI
IPUMEHEHHS HUCCIIE[YEMOIO JIEKapCTBEHHOIO IIperapara Uil  YYaCTHHKOB
KIIHHHUY€CKOI'0 HCCIIEIOBaHMS; '

I) ommcaHWe M OOOCHOBaHHE Crocoba BBEJICHHUA, IIO3UPOBKH, PEXUMA
JO3MPOBaHUS M Kypca JIeUeHHs;

1) yKasaHhe Ha TO, YTO KIHHAYECKOE HCCIEeNOBAHHE GyLeT IIPOBOJIUTECS B
COOTBETCTBMH C IIPOTOKOJIOM KIMHHYECKOTO HKCCIIENOBAHMS M HACTOSIIUMHI
ITpaBunamu;

€) OIMCaHHe UCCIIeYEMOM oMy IAIHH;
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K) CCBUIKM Ha JIHTepaTypHble WCTOYHHKM M  JaHHBE, HMEIOLIHe
SHaYCHHE NI KIMHHYECKOTO HCCIENOBAaHHMS M MPENCTaBISIONMe cobOoi
000CHOBaHNE KIIMHIYIECKOTO MCCIICIOBAHMIS,

9) wenu ¥ 3a1a9H KIMHAYECKOTO HCCIICIOBAHHS;
10) ommcanme obmero mmaHa (gM3aifHA) KIMHWYECKOTO UCCIIEIOBAHHNS,
BKIIFOYAOIIIETO:

a) yKa3aHHe OCHOBHBIX U IONONHUTEIHHEIX (IIpH HAJIHYUHU) UCCIENyEMBIX
1apaMeTpOB, KOTOPEIE OYIyT OLIEHHBATHCS B XO/E KIMHUYECKOTO HCCIIE[OBAHNS,

06) omucanwe THNa nH3aifHA NPOBOXMMOTO KIMHHYECKOTO HCCIEIOBAHKS
(mBOHMHOE ciremoe, IUTANEG0-KOHTPOIHPYEMOE, napajuleIbHOE W HHBIE BHIBI
HWCCIIC/IOBAHMH) U IpaUIecKyio cXeMy AM3aliHa KIMHNIECKOTO HCCIIE[OBAHH,
IPOLENYP U 3TAllOB KJIMHUYECKOTO HCCIIEJOBAHHUS;

B) ONMCAaHWE Mep, HANPABIEHHBIX HA MHHAMU3ALMUIO, HCKITIOUSHHE
CyOBEKTHBHOCTH, B TOM YHCIIE PAH[OMH3ALHH, CIEIOr0 METOIa (MacKupoOBKH) -
METOJIa, NPH NPUMEHEHHH KOTOPOIO OIHOH HIIM HECKONBKMM YYacTBYIOLINM B
KIIMHAYECKOM HCCIICIOBaHUM CTOPOHAM HEH3BECTHO, KaKOe JIeYeHHe Ha3HaueHO
YIaCTHHKY  KIMHHYECKOTO  HCClefoBaHus  (IPOCTOM  ciiemodf  MeTon
IIpeyCMaTpHBAET HEOCBEIOMIIEHHOCTh Y9aCTHHKOB KIIMHIYECKOIO
HCCIICAOBaHUS O HA3HAYCHHOM WM BHJE JI€UCHUS, IBOMHOM CIENoi MeTon
NIOApa3syMEBaeT HEOCBEAOMIEHHOCTh O HA3HAYEHHOM WM BHIE JICYCHHS
YHaCTHHKOB KIMHWYECKOTO MCCIE[IOBAHMA, HMCCIENOBaTeNell, W, B HEKOTOPBIX
CITyHasiX, JIMI, BRITTOMHAIOIUX CTATHCTHYECKYIO 06pabOTKY NaHHEIX);

) OIHCaHWE WCIONB3YEMOTO B KIMHHUECKOM HCCIIEIOBAHNH JeYEeHHS,
MO3MPOBOK M CXEMbI NPHMEHEHHS HCCIEyeMBIX JIeKapCTBEHHBIX IpeNaparos,
ONHCaHKE JIEKAPCTBEHHOH (OPMBI, YNAKOBKM M MApKHPOBKM HCCIEMyEMBIX
JIEKapCTBEHHBIX IPEIapaTos;

J) IPOJOIDKATENBHOCT yIaCTHs IAIMEHTOB MIIH 3M0POBbIX IOOPOBOIIBIIER B
KIHMHAYECKOM HCCIIEJIOBAHHH, OIMCaHHe II0CJIEOBATENEHOCTH 51
IIPOAO/DKUTENBHOCTH BCEX MEPHONOB KIMHUYECKOIO HUCCIENOBAHMS, B TOM YHCIIE
IEpHO/ia IIOCNEYIONIero HablOIeH S, €CITH TAKOBOM IIPEyCMOTPEH;

€) ONKCAaHWE TIPABHII OCTAHOBKH 9acTell KIHHHYECKOTO HCCIeNOBAHHUS M
(W14) KIMHAYECKOTO HCCIENOBAHUS B IIEJIOM, KPUTEPHEB HCKIFOUEHHS IS
OTZIEJIPHBIX YYACTHUKOB KIMHUYIECKOTO HCCIIEIOBAHMNS,

’K) OIHUCaHue TIPOLENYPEI y4YeTa UCCIelyeMbIX JTeKapCTBEHHBIX IIpenaparos,
I1a1e60 H IpenapaToB CpaBHEHUS;

3) OIMCaHKE CIIOCOOOB XpaHEHMs PAHIOMU3AIMOHHBIX KOIOB I IIpOLIeyPBI
UX PacKpPHITHS; 7

M)  IepedeHb  JAHHEIX,  pPErUCTPHPYeMBIX B HHAWBHUYaJIbHOM
PETUCTPaLiOHHON KapTe (03 NpemBapHTeNbHOM 3alMCH B MHCEMEHHOM MM
3JIEKTPOHHOM BUJIE) M PACCMATPHBAEMBIX B KA9€CTBE MEPBUUHBIX JAHHBIX;

11) kpATepHH BKITIOYEHHS YIaCTHUKOB B KITMHUYECKOE HCCIIEOBAHHE;
12) KpuTepun He BKJIFOYEHHS YIACTHHKOB B KIIMHHYIECKOE HCCIIeIOBaHue;
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13) XpuTepuy HCKITIOYEHNS yIACTHUKOB W3  KIMHHYECKOIO HCCIEN0BaHUS
(OCHOBaHHWS TIpEKpalleHHs NPHMEHEHHS HCCIIELYEMOTO JIEKapCTBEHHOTO
Ipenapara, HCCIEeAyeMOro JIEYeHHs);

14) cBemeHMS O BCeX HCIONB3YeMBIX B KIHHHYECKOM HCCIICIOBaHUH
JICKapCTBCHHBIX IIpeTIapaTax, BKIIOYas WX HA3BaHUsA, NO3UPOBKH, YACTOTY
IpHeMa, IyTH W CHOCOOBI BBELEHHS, MPOJOJIKHTENLHOCTE JIEYSHHS, IepHOEI
IOCIE/[YIOIEero HalONIONEeHHs I KaXIOH TPYNIBl YYACTHHKOB KIHMHHIECKOrO
HCCIIeNOBaHWs, CBEIEHHA O pAaspPEIleHHBIX I IPUMEHEHMS YYacTHHKAME
KIMHAIECKOTO  HMCCIENOBaHHA  JIEKAPCTBEHHBIX  IIpeliaparax  (BKJIIOYAs
HEOTIIOXHYIO TEPAIHIO) M 3ALPEIIEHHBIX JUT IPUMEHEHHs 10 U (M) BO BpeMs
KIMHIIECKOTO MCCIIEMI0BaHHU JIEKapCTBEHHBIX IIperapaTax, croco6ax KOHTpPOIS
33 COOMIOCHHEM Yy4aCTHMKAMH KIHHAYECKOTO HCCIENOBAHKS YCIOBHiX npuema
JIeKapCTBEHHBIX IPENapaToB;

15) mepedeHs mnapamMeTpoB 3()(PEKTUBHOCTH MCCIEAYEMOTO JIEKapCTBEHHOTO
Npernapara u METOABI, CPOKM IPOBENEHMS OLECHKH, PErMCTPaldd W aHAW3a
NapaMeTpoB 3Q(GEeKTUBHOCTH IeKaPCTBEHHOIO TIPEIIapara;

16) mepedeHr mapameTpoB 0e30macHOCTH HCCIIEyEMOI0  JIeKapCTBEHHOIO
Ipernaparta A METONbl M CPOKM IPOBEACHHS OLEHKH, PETMCTpAldd ¥ aHAIH3a
IapaMeTPOB GE30IIACHOCTH HCCIIEYEMOr0 JIeKapCTBEHHOTO TIperapara;

17) TpeboBammst K oOTd4eraM, IpONeNype pPErHCTPallid ¥ COODMICHHSM O
HEXETaTCIbHBIX SIBICHUSAX U HHTEPKYPPEHTHBIX 3a60JIeBAHUSX;

18) MeTOn ¥ TMPONOMKMTENLHOCT HAGIONEHHUS 38 YYACTHUKAME KIHHUYECKOrO
HCCIIEIOBAHHA ITOCTIe BO3HUKHOBEHHUSI HEXeaTeIbHbIX SBICHHI;

19) onucanme craTHCTHYECKHX METONOB  KIMHMYECKOTO YCCIIEIOBaHNS,
BKITFOYAIOIINX, B TOM YHCJIE: A

a) CPOKH IIPOBEIEHHS IPOMEKYTOIHOTO aHAIHN3A,

6) ruiaHUpyeMoe KONMYECTBO YYACTHHKOB KIMHUYECKOTO HCCICIOBAHHS C
000CHOBaHHEM pa3Mepa BEIGOPKH;

B) IPHMEHSEMBIH YPOBEHb 3HATHMMOCTH KITMHUYECKOIO HCCIEHOBAHKS,

T') KPUTEPHH NPEKPAIeHHs KITHHUYECKOTO HCCIIEOBAHHS,

J) TpONENypHl yd9eTa OTCYTCTBYIOIINX, HE IIOIEHKALIHK aHau3y u
COMHHTEIBHBIX TAHHBIX;

€) MPONEeNypPEl COOOIIEHHsS O JIOOBIX OTKIOHEHHSX OT IIEPBOHAYAIEHOTO
CTaTHCTHYECKOTO IUIaHa (BCe OTKIOHEHHS OT NePBOHAYANLHOIO CTATHCTHYECKOTO
IIaHa ONMCHIBAIOTCA M OOOCHOBEIBAIOTCA B IPOTOKONE M (WIH) (PHHAIBHOM
OTYeTe O KIMHHYECKOM HCCIIEOBAHNN);

) TpOLEnypEl 0T60pa YYaCTHUKOB KIMHHYECKOIO HCCIENOBAHHES IS
aHamm3a (BCe paHIOMHU3UPOBAHHBIE YYACTHHKY KIHHIYECKOTO HCCIEOBAHMS, BCE
YHaCTHHUKA KIMHUYECKOTO HCCIeNOBAHUS, MOTyYHBIINE XOTS OBl ONHY 03y
HCCIIClyeMOro JIEKapCTBEHHOIO IIperapara, BCE YJYaCTHHKH, COOTBETCTBYIOLIHE
KpUTepHIM 0TOOpa, yIaCTHHKH KIMHMYECKOTO MCCIICIOBAHMUS, MaHHBIC KOTOPBIX
IPUTOMHEIL JUL OLEHKHU, HHEIE KATeTOPUH YUACTHHKOB);

20) ommcanye JeHCTBHH 110 KOHTPOIIO KAYECTBA M 00ECIIEISHIIO KAYeCTRA,
21) onvcanue STHYECKUX ACIEKTOB KITMHHIECKOTO HCCIEA0BAHTS:
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22) omwcanwe paGoOTHI C JAaHHBIMEM H BEIEHMIO 3AIIUCEi;

23) omucaHHMe NOpsAKa (QUHAHCHPOBAHHUS KIMHAIECKOTO HCCIIENOBaHUS H
CTPaxOBaHHUs yYACTHHUKOB KIMHUYECKOTO HCCIIENOBAHMSL,

24) yxazaHMe Ha BO3MOXHOCTh ITyOIHKALIMH pe3yNIBTaTOB  KJIMHHUYECKOIO
HCCIICIOBAHHS.
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IIpunoxenue 3

Conepsxanne OpoIIIOpbl KJIMHHYECKOr0 HCCJIEA0BAHAS BKIIOYAET:

1) HauMeHOBaHWE OpraHHM3alMU-Pa3pabOTUMKa JEKApCTBEHHOIO Mpelapara,
HOMED  KIHHMYECKOIO  HCCIENOBaHMSA, XHMHYECKOe, MEXIYHapOIHOE
HENaTeHTOBaHHOE, IPYIIIHPOBOYHOE H TOPrOBOE€ HaMMEHOBAHHUS JEKAPCTBEHHOIO
Ipemnapara, nary COCTaBlIeHHs OpOIIIOpEl, HOMEP BEpCHU OpOIIIOPHI, HOMED H
JAaTy Tpeablaymed penaknud  OpoLOpHl, a Takke VBEJOMIEHHE O
KOHQHIECHIINANBHOCTH CoIepiKalneiics B Hell MH(OpMaluM, yKa3slBaeMble Ha
TUTYJIBHOM JIMCTE OPOIIIOPHI;

2) KpaTkoe pesloMe O (H3HYECKHUX, XUMHUYECKHX, (apMaleBTHIECKHX,
(hapMaKOIOTHYECKUX, TOKCHKOJIOTHYECKHX, (hapMaKOKHHETHYIECKUX,
MeTabONMYECKMX H KIHHWYECKHX CBOMCTBAX MCCIIEAYyEeMOIr0 IIEKAPCTBEHHOIO
npenapara, COOTBETCTBYIOIUX CTaIUH KIMHUYECKOH pa3paboTKH HCCIELyeMOro
JIEKapCTBEHHOIO IIpenapara, oOOOCHOBaHME Ui W3YYEHHS MCCIELYyEMOIo
JIEKapCTBEHHOIO  Ipelapara, €ro  OXHJaeMble  NPOGIIAKTHIECKHE,
TepaNeBTHYECKUE WM IUAarHOCTHYECKUE ITOKa3aHWs, OOIHil MOIXOM K OLEHKE
HCCIIENYEMOT0 JIEKapCTBEHHOTO Mpemnapara;

3) ommcaHue (U3MYECKUX, XHMHYECKHX H (apMalleBTHUECKHX CBOMCTB U
JEKapCTBEHHOH (OpMBI  HCCIEeXyeMOro JIEKApCTBEHHOIO IIpenapara, €ero
KOMIIOHEHTOB (BKJIOYas XWMU4YecKde U (WIM) CTPYKTYpHBIE (OPMYIIEL),
obocHOBaHKe (IIpH HEOOXOAMMOCTH) COCTaBa JIEKAPCTBEHHOM (DOPMEI, BKIIOYAS
BCIIOMOTaTeIbHEIE BEIeCTBa;

4) pesynbTaThl INOKIHHUYECKHX HCCIEeIOBaHHM ()ApMaKOIOTHYECKHX CBOMCTB,
TOKCHYHOCTH, (DaAPMAKOKMHETHKH U MeTabO0II3Ma UCCIIeLyeMOT0 JIEKAPCTBEHHOTO
Ipernapara, ¢ OACaHheM, B TOM Jucie:

a) HMCIONB30BaHHBIX BHJOB JXHBOTHBIX, UX KOJMYECTBO M IIOI B KaXIOH
Ipynie;

0) emuHWI U3MEPEHMs NO3BI, KPaTHOCTH W IIyTH BBENCHMS, NIHTEILHOCTH
Kypca BBEICHHUS;

B) CHCTEMHOIO DAaCHpeJeNeHus, MPOJOKUTENFHOCTH —ITOCIENYIOMIEro
HaOJIFOIeHHs] TIOCTIe OKOHYaHUs BBEACHHUS JIEKAPCTBEHHOTO [IPENapara;

I) XapaKrepa 4 9acTOTHl (apMaKOJIOTHYECKUX HIIH TOKCHYECKHX 3(D(EKTOB,
HX BBIPQKCHHOCTH MIIM CTEIEHH TAKECTH, 0303aBUCHMOCTH 3G (EeKTOB, BpEMEHH
JI0 HACTYILIEHHS, 00paTHMOCTb, IPOIOIDKHTENBHOCTE 3P (EKTOB;

1) TOKIIMHUYECKOH (hapMaKoJIOTHy;

e) (apMakoKMHETHKH, MeTabomu3Ma H pacupeleeHHuss HCCIeTyeMOro
JIEKapCTBEHHOI'O CPEACTBA B TKAHIX JKUBOTHBIX BCEX BHAOB, Ha KOTOPHIX
IPOBOIUIIUCE HCCIIECNOBAHUS, BKIIOYas CBEICHUS O BCACBIBAHHMM, MECTHOM M
CHCTEMHOM OMOJOCTYIIHOCTH HCCIELyeMOIo JIEKAPCTBEHHOTO CPEACTBA M €ro
MeTaboNuTOB, a TaKkKe HX CBSI3b C JaHHBIMHA (apMakOIOTHYECKHX K
TOKCHKOJIOTHYECKUX HCCIIeOBAHNH Ha XKHBOTHBIX;
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XK)  TOKCHKOJNOTMH  (ONHCaHHe TOKCHYeCKHX 3(P(HEKTOB HCCIeIyeMOoro
JIEKapCTBEHHOTO CPEJICTBA, BHIABIECHHBIX B MCCIENOBAHMAX Ha HBOTHBIX PA3HBIX
BHJIOB (€CIH IPAMEHUMO), BKIIIOYast CBEAEHUS O TOKCHYHOCTH IPH OJHOKPATHOM
H MHOTOKPAaTHOM BBEICHHMH, KaHIIEPOTCHHOCTH, CIEIHAIBHBIX HCCIIENOBAHMIX
(MecTHO-pa3ipaXkalolliee M AJUIEPIU3UPYIOINEE MEHCTBHE), PENpPOMyKTHBHOM
TOKCHYHOCTH, T€HOTOKCHYHOCTH (MYyTareHHOCTH).

5) onmcanune 3 ¢HeKToB NPUMEHEHHs HCCIeLyeMOro JIEKAPCTBEHHOTO Hpenapara
y 4eJIOBeKa, B TOM YHUCIIE:

a) apMakOKHHETHKH (BKJIIOYas MeTabonm3M, BcachlBaHWE, CBS3BIBAHHE C
OenkamMu  IIasMbl, pacIpefelieHHe W  BHIBEIEHHE) U  OHONOCTYIHOCTH
HCCIIEAYEMOr0 JIEKApCTBEHHOIO IIperapara, B3auMOAEHCTBHS HCCIIEMYEMOIo
JIEKapCTBEHHOIO IIpenapara (JIeKapCTBeHHbIe B3aUMONEHCTBYS, BIMIHNE IIpHeMa
OUIM W HHBIE B3aUMOJEMCTBUA), MOPYrUX HMEIONMXCS MaHHBIX 110
(papmakoxuHeTHKe (pe3yNbTaThl INPOBENEHHBIX B paMKax KIMHHYECKHX
HCTIBITAaHUH (PapMaKOKHHETHIECKHUX HCCIIEIOBAHMIM Ha Pa3IMIHEIX IPYIIIax);

0) mamHBIX mToO Ge3somacHoCTH, (apMmakoguHamuKe, 3P(EKTHBHOCTH M
T0303aBUCUMOCTH 3G (HEKTOB HCCIIEXyeMOro JeKapCTBEHHOIO Ipemapara (M ero
MeTabONUTOB, €CIH €eCTh JaHHBIE), IIONYyYeHHBIX B XOJe IPOBEJEHHBIX
KIIMHAYECKHAX MCCIEeN0BaHuM (C ydacTHeM 3HOpPOBBIX JOOPOBOIBIEB W (HIIH)
NAlMEHTOB) W HHTEPIpeTalds 3TUX JaHHBIX (10 3aKOHYEHHEBIM KIMHUYECKHM
HCCIIEIOBaHUAM IIPEACTABISIOTCS CBOIHBIE OTYETHl IO 3(GQEKTHBHOCTH U
0e30IacHOCTH HCCIIENYyeMOro JIeKapCTBEHHOTO Mperapara, a Takke CBOIHBIE
TaONMIBI HEXeNaTeNbHBIX peaKUdil [0 BCeM KIMHHYECKHM HCCICIOBAHUSIM,
OIMCHIBAIOTCA 3HAYMMEIE DPA3lH4YUs B XapaKTepe W YacTOTE HEXKEeJaTeIbHBIX
peaKimii);

B)  IIOCTPErMCTPallMOHHOIO  ONBITA  [pPUMEHEHHsS  HCCIETyeMOTo

JIEKapCTBEHHOIO IIperapara C yKa3aHHEM CTPaHbl, B KOTOPBIX HCCIENYEeMBbIH
JIEKapCTBEHHBIH Ipenapar G511 3aperuCcTPUPOBAH U HMEETCS B IIPOJAKeE;
6) MHCTPYKLUUH IS HCCIENOBaTeNlsl [0 JUArHOCTHKE W JICUEHHIO BO3MOMHBIX
IEPENO3UPOBOK M HEXeNaTeNbHBIX PEeaKlHid NpH IPHUMEHEHHH HCCIEAYEMOIo
JIEKapCTBEHHOI'O IIpEIapaTa, OCHOBAaHHbIE HA TPEABIAYINEM KIHHHYECKOM OIIBITE
¥ (hapMaKoJIOTrHIeCKHX CBOHCTBAX HCCIETYyEMOIrO JIEKApCTBEHHOIO Ipenapara, a
Takke 00oOmeHHas MHOOpPMAlHg IO DA3NUYHBIM CBOMCTBAM MCCIIELYEMOTO
JIEKapCTBEHHOTO IIpenapara.
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IIpunoxenue 4

Co,uepmanue oT4eTa 0 pe3ybTarTax KIHHAYEeCKOro MCCJeI0BaAHUA
BKJ/IIOYaET:

1) THTYNBHYIO CTpPaHHUILY, Ha KOTOPOi! YKa3bIBAIOTCA:

a) Ha3BaHHUE OTYETA,;

0) Ha3BaHMe JEKapCTBEHHOIO IIpenapara;

B) H3y4aeMoe [OKa3aHKe K NPHMEHSHHUIO JIEKAPCTBEHHOTO TIperapara;

r) Kparkoe ONMCAaHWe [u3aiiHa KIMHMYECKOrO HCCIEIOBAHNS, HAIHYMe
npenapara CpaBHEHHS, IPONOIKHUTENBHOCTh KIMHHYECKOIO MCCIEHOBaHU,
AO3UPOBAHUE  JIEKAPCTBEHHOTO IMpemapara M  KOHTHHIEHT  yYacTHUKOB
HCCIIEIOBaHMS;

Z) HaUMEHOBAHME OPraHHM3ALMM, OCYIIECTBIMIONEH  OpPraHU3ALHI0
IIPOBEAECHMS] KIIMHUYECKOTO HCCIIEOBAHMS;

€) uACHTUOUKAIMOHHBIH HOMEp [IPOTOKOIA KIMHIIECKOTO MCCIIEIOBAHMS;

) (a3bl KITHHIYECKOTO UCCIIEN0BAHHUS;

3) JaThl Hadasla ¥ OKOHYAHHS KIMHUYECKOTO HCCIICIOBAHNSE

M) JlaTa COCTaBIEHH OTYETA;

K) CBeZIeHUs 06 HCCIenoBarelle, PyKOBOMTENEe METHITMHCKON OpraHu3alyH,
OTBETCTBEHHOM IIPENCTaBHUTEIIE OPraHM3allMH, OCYLIECTBISIOMEN OPraHU3aIHIO
IIPOBEIEHUs KITHHUYECKOr0 HCCIEeHOBaHM s,

2) pestoMe — KpaTKOe OIHCAHKE MPOBENEHHOI0 KIHHHIECKOTO HCCIIENOBAHMS C
YHUCIIOBBIMH JTaHHBIMH UL WILTIOCTPAIHH PE3YIETaTOB;

3) omasineHye, BKIIOIast IePEIEHb U PACTIONOKEHHE TIPHII0KEHHH, TaGIHII,

4) nepeveHs COKpaIIeHHi H OIpe/ie/IeHHe TEPMUHOB, HCTIONE3YEMbIX B OTUETE;

5) Ha3BaHWsA METUIWHCKUX OpTraHH3alHii, B KOTOPEIX HPOBOJMIOCEH KIMHAYECKOE
HCCIIEIOBAaHUE, MECTO HaXOXICHHUs, KOHTAaKTHBIA Telle(hom;

6) ey 1 3a71auy KIHHAYECKOIO MCCIIe[OBAHMIS,

7) WiaH NPOBENEHHOrO KIMHUYECKOTO HCCIENOBAHHS, BKIIOYAIONIHN, B TOM
qHCIe:

a) obmmii mnaH (gu3aiiH), MIAH-ONKMCaHHE KIMHUYECKOTO HCCIENOBAHHS U
CXeMaTH4YeCKOe U300paXkeHne 3TalOB U IPOIEAYDP KIMHUIECKOTO HCCIIeIOBAHHS,

0) obocHOBaHMe MIaHa (M¥3aifHa) KIMHMYECKOTO HCCIIE[OBAHMS,

B) KPHTEPUH BEIOOPA HOMYJISLIHAK;

I) Ha3sHAYCHHOE JICUEHMe, MACHTH(DUKALWUS UCCIEXYEMBIX IeKapCTBEHHBIX
[PEnapaToB, METOIBI PACUPENEICHHS YIaCTHHKOB KIIMHHYECKOTO HCCIIEIOBAHMS
no rpymnaM (paHAOMH3alMsi), O3Bl K BpeMs MpHEMA HCCIELYEMOTo
JIEKapCTBEHHBIX NPEIIapaToB, IPE/IECTBYIONIAs U COILy TCTBYIOIIAs TEPAIIHs;

X) namHble 06 2(QeKTHBHOCTH ¥  6e30MACHOCTH HCCIELYEMOTO
JEKapCTBEHHOIO Ipernapara (OLeHKa M rpaduK ONpeieNeHHs IIoKa3areleit
3(peXTUBHOCTH U 0€30MaCHOCTH);

€) crocobsI obecreueH st Ka4ecTBa U JOCTOBEPHOCTH ITONYYEHHbIX JaHHBIX,
BKJIIOYas TAaHHBIE ayIUTa, PE3YIBTaThl HHCIIEKIUH, €CITH IIPOBOIUIIKCE;
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’K) M3MCHEHHS, BHECEHHbIE B IIPOTOKOI KIMHHIECKOE HCCIIENOBAHHE,
8) cBeneHusa o6 yJacTHHKaX KIMHMYECKOTO HCCIENOBAHMS H PACIIPENETICHUH HX
IO IpyIIIaMm;

9) cBenenus 06 OTKIOHEHHAX OT IPOTOKOJIA KIMHHIECKOTO HCCIIENOBAHUS,
10) oneHKy 3¢ ()EKTHBHOCTH JIEKAPCTBEHHOTO PENapara, B TOM JHCIe:

a) COBOKYIHOCTh [aHHBIX, IIOMJIEXABIUMX QHAIM3Y IIPU HPOBEICHHUM
KIMHHUYECKOTO HCCIIETOBAHNS;

6) nemorpadugeckue u (WIK) Apyrre UCXOAHbIE JaHHEIE,

B) CBEIEHHSI O COONIONEHHWH YYaCTHHKAMH KIHHHYECKOIO MCCIIEXOBaHHUS
CXEeMEI JIeUEHUS;

I) pe3ymbTaThl OLEHKH 3()()EeKTHBHOCTH: CTATHCTHYECKHE, aHAIATHIECKUE
J@QHHEIE, BEIBOABI OTHOCUTENHHO 3 (hEKTHBHOCTH;

11) cBezieHHs 0 6E30MACHOCTH JIEKAPCTBEHHOIO Hperapara, B TOM JHCIIE:

a) HexeJaTelbHbIe PeaKIiu (KpaTkoe Pe3ioMe O HeXEIaTeNbHBIX PeaKIsX,
UX aHalli3, CIIMCKH HEXEJaTeNIbHBIX PeaKIii, KOTOphle HabIIoNaluch y Bcex
YYaCTHHUKOB KITHHUYECKOTO HCCIIEIOBAHYS);

0) CMepTh U pyTHE CePhe3HbIe HeXKeNaTeIbHbIE SBIICHIS,

B) OIIEHKA KIIMHUKO-JIa00paTOPHEBIX IIOKA3aTENeH;

r) HapaMeTphl JKH3HEHHO BaKHBIX (YHKIMHA OpraHusMa YYacTHHKOB
KIMHAYECKOTO WCCIIEN0BaHM)s, JaHHBIE OOBEKTUBHOTO HCCIENOBAHHUA W Apyras
uH(OpMaIs 00CIeI0BaHMs, KOTOPast KaCAeTCs BOIPOCOB 6E30I1aCHOCTH.

12) B BHzie IPUIIOXKEHUH K OTYETY MPEACTABISIOTCS CIEAYIONIHE CBeICHHS:

a) TabIUIE], PUCYHKH, IpaduKy, Ha KOTOpPEIE IPHBOIATCS CCEUIKH B OTUETE,
HO KOTOpPBIE HE BOLUTH B TEKCT OTYETA;

6) IPOTOKOJI KIIMHHYECKOTO UCCIIE/[OBAHHS ¥ IIOIPABKHU K HEMY;

B) 06pa3el] HHIUBHIYaIbHON PETMCTPALMOHHOM KapThI;

I') IepeYeHb STHYECKHX KOMUTETOB;

n) oOpasnbl IHCEMEHHOH MHOOpMAaWd JUis [AlMEHTOB H  (DOPMEI
HHOOPMHUPOBAHHOTO COIIACHS;

€) IepedeHb U XapaKTepPUCTHKU HCCIIeN0BaTelell H IPYTriUX OTBETCTBEHHBIX
TTHIL; |

X) aHaIMTH4ecKas [JOKyMEHTAalHsi, B CJIy4yae HCIONB30BAHHUS B
HCCIeN0oBaHuU Oojiee ONHOM CepHH HCCIeTyeMOro JIEKApCTBEHHOIO IIperapara -
NEePEeYHH KOJOB IIAlMEHTOB, IIOyYaBIIMX JIEKAPCTBEHHEIM IPEmapar pasHBIX
CepHii;

3) cxeMa PaHIOMH3ALUH U KOZbl (MIeHTHOHUKAIMS CYyOHeKTOB KIMHIIECKOTO
HCCIIEIOBaHHUs U Ha3HAYCHHOE JICYEHHE);

) JaHHBIE ayauTa (eCITH MPOBOMIILCE);

K) JOKYMEHTAIHS [I0 CTATUCTHYECKHM METOIAM;

J) JOKyMEHTaIs II0 JabopaTopHOM CTaHOapTH3allid METONOB M
obecrieueHys KadecTBa IPOLEyD, €CIIU IPHUMEHSITHCE;
€CJIM IPUMEHSIINCE;

M) NyOnMKanpHh, Ha KOTOPBIX OasupyeTcss IPOBENEHHOE KIMHHUYECKOE
HCCIIEIOBaHME. :
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IIpunoxenue 5

HoKyMenTEl, npefocraBisieMbie B JIOKAILHBIH JTHYECKH KOMHTET

e3agBKka JUII DACCMOTPEHMA IUIAHHPYEMOIO WCCIENOBAHHS HA HMS
npencenarens OTHYECKOTO KOMHUTeTa (B NPOM3BONBHOM (opMe C ykazaHHEM
HaUMEHOBAHUS IIPOTOKOJA WIIM IIPOrPaMMbl HCHBITAHHWS M IIPHIAraeMbIX
JNOKYMEHTOB);

e Paspemenne MunucTepcTBa 3mpaBooxpaneHus Poccuiickoit Denepanym
Ha MPOBEIEHUE KIMHUIECKOTO HCCIIEN0BAHN;

® Ono6penne Komurera mo sruke npu @eepajbHOM OpraHe IIo KOHTPOIIIO
KayecTBa,  S((EKTHBHOCTH,  0€30IIaCHOCTH  JIEKAPCTBEHHBIX  CPECTB,
IUTAHUPYEMBIX UCCIIeIOBAHHH;

e JToroBop 005A3aTENBHOIO CTPAaXOBAHUS MAIMEHTOB, YYACTBYIOIIHX B
KITHHHAYECKOM MCCIIEIOBAaHIHA (KOTIHS);

e PerucTpalliOHHOe yIOCTOBEpEHHE JIEKAPCTBEHHOTO IIperapara [yl
MEIUIUHCKOIO TPHMEHEHUS (TpH  OCTPErHCTPalMOHHOM KIHHHYECKOM
HCCIICOBAaHUH JIEKapPCTBEHHOI'O IIpenapara Il MeTUIIMHCKOTO IPAMEHEHNS);

o MHCTpyKUKMA 10 NPHUMEHEHHIO JIEKAPCTBEHHOTO Ipemapara s
MEIUIMHCKOIO TNPHUMEHEHHs (IPH MNOCTPErHCTPAlMOHHOM  KIMHHYECKOM
HCCIIEZI0BaHUH JIEKAPCTBEHHOTO NIperapara sl MEAUIUHCKOTO IPUMEHEHHS);

® bpormrropa uccnenosarens (Hay4Hble JaHHBIE U OAPOOHAsS HHGOPMAIHI O
Ipemnapare);

e [IpoTOKON ~ KIMHMYECKOTO  HCCIEOBAHHS C  YKa3aHHEM CpPOKOB
HCCIICIOBaHHUs, NOANKCAHHBIA 3aka3duKoM H [JIaBHEIM HCCIe0BaTeIeM,
IPOIIHTEIH ¥ 3aBEPEHHBIN 1e4aThio (GUPMEI (IPUIIOKEHUE K JOTOBODY);

® lludopMalOHHBI! JHCTOK TALMEHTa, YJaCTBYIOIIEr0 B KIHHHYECKOM
UCCIICIOBAHHH, KOTOPBIN JOJDKCH CONEP)KaTh CBEICHHUS:

1) o mekapcTBeHHOM IpemapaTe i MENWIMHCKOIO IIPHMEHEHHS W
CYIIHOCTH KITMHHYECKOIO UCCIIEOBAHMS 3TOTO JIEKAPCTBEHHOTO TIPEIIapara;

2) o 0e30maCHOCTH JIEKAPCTBEHHOTO Hpernapara IS MeIULHHCKOTO
IPYMEHEHHUS, er0 OXUIAeMOM 3P (QEeKTUBHOCTH U CTENIEHH PUCKA 1714 aIUeHTa;

3) o6 yclnoBMAX ydYacTHs IIalMEHTa B KIHMHHYECKOM WCCIIEIOBAHMH
JIEKapCTBEHHOTO IIperapara JIsl MeIUIUHCKOTO IPUMEHEHHS;

4) 0 ueny WM LEeNAX U NPONODKUTENFHOCTH KIMHHIECKOrO MCCIET0BAHMS
JIEKapCTBEHHOTO Ipenapara Il MEIUIUHCKOTO IPUMEHEHNS;

5) 0 NeHCTBHAX HallMieHTa B Clydae HENpeNBUACHHBIX 3(h(MEKTOB BIHSHAS
JICKapCTBEHHOTO IIperiapara I MeIUIHHCKOTO IIPUMEHEHHS HA COCTOSHHE €ro
3I0pOBBS;

6) 06 ycroBHsaX 0653aTeIBHOIO CTPaXOBAHUS KU3HH, 30POBBS IALHEHTA;

7) 0 rapaHTUAX KOH(QUISHIHAILHOCTH YYaCTHS IAIMCHTA B KIHMHHYECKOM
HCCIIEI0BaHMHM JIEKAPCTBEHHOIO Ipenapara JUil MeIUIHHCKOIO IPUMEHEHHS.

e uuBuyanbHas PeruCTPAlHOHHAS KapTa;

e JIHEeBHUK ITAI[HEHTA;
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o CV (curriculum vitae) wuccnenosarenei (6uorpadus, pesiome);

® OT4eT 0 pesynETaTax KIMHAYECKOTO HCCIIENOBaHUS (€KETONHO W IIpH
3aBEPILICHUN KIIMHHIECKOTO HCCIIEA0BAHNS).
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IIpunoxenue 6

JOKyMeHTbI, ipeIocTaBJIsieMble 3aKa3auKoM
e VYcrar miuu Ilomoxenuwe 06 OpraHu3alvK-pa3spaboTdrKe JIEKAPCTBEHHOTO
[pernapara Uil MEJULIMHCKOTO IIPUMEHEHHUS;
® (CBHIETENBCTBO O ITOCTAHOBKE HA YYE€T B HAJIOIOBBIX U CTATUCTHYECKHUX
OopraHax;
® CBHJETENBCTBO O BHECEHWH B EIUHBIM rocynapcreenssii  Peectp
FOPUIUYECKUX JIHII,
® JIOBEPEHHOCTH HA YIIOJHOMOYEHHOE JIUIO C YKazaHHEeM BCeX ITOJIHOMOYHA, B
TOM HHCIe W Ha mnoanucanne JloroBopa Ha IpoBEfeHHE KIHHHYECKOTO
UCCIIEI0OBAHUS [10 KOHKPETHOMY TIPOTOKOILY;
® Jlaker [OKyMeHTOB, NPENCTaBIIEMBIX  OpraHM3alHel-pa3paboTyHKOM
JIEKapCTBEHHOrO IIpeTapara [yl MeJUIIMHCKOTO IIpUMeHeHH .



