EBPA3UNCKASI SKOHOMHUUYECKAS KOMUCCHSI
KOJUIET'USA

PEKOMEHIAIMA

«17» nronst 2018 r. Ne 11 r. MockBa

O PykoBojacTBe 110 001UM BONPOCAM KJIHHHYECKHX HCCIeT0BAHHM

Kosteruss EBpa3uiickoi 9KOHOMHUYECKOH KOMHCCHU B COOTBETCTBUH
co crarbeir 30 JloroBopa o EBpazuiickoM 2KOHOMHYECKOM COIO3e OT 29 mas
2014 ropa u nyuxtoMm 3 crarbu 3 CornamleHdss O €IWHBIX TNPUHLIMIAX
W IIpaBWJIaxX OOpalleHHs JEKapCTBEHHBIX CPEJACTB B pamkax EBpasuiickoro
9KOHOMMUECKOTO coto3a oT 23 nexadps 2014 rona,

B e rapMOHM3ALIMU TpeboBaHMA, IIPEABSBIISIEMBIX
K [IPOBEIEHUIO KIIMHAYECKUX UCCIIEJOBAHUI, YCTaHOBJIEHHBIX
3aKOHOAATEIBCTBOM T'OCYJAapCTB — 4WieHOB EBpa3suiickoro SKOHOMHYECKOro
COH3a,

peKoMeHaAYeT rocygapcrteaM  —  uigeHaMm  EBpasumiickoro
HKOHOMHUYECKOI'0 COK03a 0 UCTEYEHHMU 6 MeCAleB C AaThl ONMYyOJIMKOBAHMUSI
Hactosiieil PekoMenpauumum Ha oduuuanbHoM caiite  EBpasuiickoro
HDKOHOMUYECKOI'0 C€OI03a I[pPH IPOBEJCHUU KIMHUYECKUX HCCIIeOBAHMIA
JIEKapCTBEHHBIX IIpemapaToB Ul WX perucrpauuud coryiacHo [lpaBumam
peTHCTpallMM U SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JII MEAULIMHCKOIO
npUMeHeHMs,  yTBepxkJaeHHbiM  Pemenuem  Coeta  EBpaswuiickoit

HSKOHOMMYECKONW Komuccuu OT 3 HostOps 2016 r. Ne 78, m mnpuBeaeHUH
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PCTHUCTPALMOHHBIX JOCBE JICKAPCTBCHHBIX IIpEnapaToB B COOTBETCTBUE

¢ ykaszaHHpIMHU [IpaBuiamu npumensaTs PykoBozcTBo mo obmmm Bompocam

T. CapkucsH




ITPUITOXXEHUE

Kk Pexomennanmu Konneruu
EBpasuiickoil 5KOHOMHUYECKOH KOMHCCHH
oT 17 uronsa 2018 r. Ne 11

PYKOBOACTBO
N0 OOIIHM BOIPOCAM KIMHHYECKHX HCCJIeI0BAHMI

. O01me nmonoxeHus

1. Ienbro HacTosIero PykoBoacTBa sBIISIOTCA:

ONMCaHWe TPHUHIMIIOB W IMOAXOJAOB K MPOBEICHUI OTHOEIbHBIX
KJIMHUYECKUX HCCIICOBAHUK JIEKaPCTBEHHBLIX I[IpenapaTtoB ¢ y4acTHEM
YelloBeKa B KayecTBe CyObeKTa (Jajee — KIMHUYECKHE WCCIIEN0BAHMUS)
M CTpaTEeruH pa3pabOTKK HOBBIX JIEKAPCTBEHHBIX MIPENAPATOB B LIEIOM;

COJIEMCTBUE DKCIIEPTHU3E W NPU3HAHUIO PE3YJIbTATOB KIMHHUYECKHUX
MCCIIe/IOBAHUN, TPOBEICHHBIX B HCCIENOBATEIbCKUX LEHTPAX TPETBHX
CTpaH, IMyTeM MOIICPIKKH €JUHOr0 TOHUMAHUS OOLIMX MPUHITUIIOB, OOIIUX
NOJIXOJOB K MPOBEJCHUIO KIMHHYECKUX MCCIEOBAaHUM U ompejesieHust
COOTBETCTBYIOLIMX TEPMUHOB.

2. IIpyHUMIBI  KIMHUYECKUX  UCCJICAOBAHWM, YCTAHOBJIEHHBIE B
HacTosleM PyKOBOJCTBE, Tak)Ke NPUMEHHMBI K OIPYTUM KIMHUYECKUM
HCCIIC/IOBAHUSM (HanmpuMmep, B 00JIaCTH paJHOTepanuy, ICUXOTEpPAINy,
XUPYPruM, KIMHHYECKHX  HCCIEJOBaHUN MEOUIMHCKUX  M3JEIHH U

aJIbTEpHATUBHBIX METOJIOB JICUCHHS).
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II. O01uMe NpUHITHIIEL
1. 3amuTa cyOBbeKTOB KIIMHUYECKHUX MCCIIEA0BAHUIA

3. IIpyHIMIIEL ¥ TOAXO/B! K MPOBEICHHUIO KIIMHUYECKUX UCCIIENOBAHUIA,
3aTparuBaloIMX Oe30MacHOCTh CYOBEKTOB KIMHHUYECKMX MCCIIENOBAHUM,
orpakeHbl B [IpaBunax Hamnexauiell kKinHu4ecKko# npaktuku EBpasuiickoro
OKOHOMHYECKOr0 cor03a, yTBepxkJaeHHBIX Pemenunem Coeta EBpaswmiickoii
SKOHOMHYECKOH Komuccuu oT 3 HosOpa 2016 r. Ne 79 (manee — IlpaBuna
HaJUIeKAIeH — KIMHMYECKOM  NpaKTHUKH), COOTBETCTBYIOT — STHYECKUM
NpUHIUITaM XelbCUHKCKON nexnapanuy, npunstoid Ha XVII I'enepanbHoii
accamOisiee BecemupHO#t MemuIMHCKON accouanun B 1964 roj1y, u JOJIKHBI
coOJII01aThCsl IPU MPOBEACHUH BCEX KIIMHUYECKUX HCCIIEJOBaHHIA.

[TonsiTust, mpuMeHsiemMble B HacTOsIIIeM PyKOBOACTBE, HCIIONB3YIOTCS B
3HAUCHHUAX, omnpeleineHHblX llpaBuwiamu  Hajsiexamed  KIMHAYECKOH
PaKTHUKH.

4. Jlo Hayvasa [IPOBEIEHHUSI KJITMHUYECKOTO UCCIIeI0OBaAHUS
OTBETCTBEHHBIN 32 HAa3HAYEHHE KIMHUYECKUX UCCIICIOBAHUMN MPENCTABIISET B
YIOJIHOMOYEHHBIH ~ OpraH  rocyjapcTsa —  wieHa  EBpasuiickoro
SKOHOMHMYECKOI0  COK3a  pe3ysbTaThl  AOKJIMHUYECKHX WM  paHee
MIPOBEIEHHBIX KJIMHAYECKHUX UCCJIEJOBAHUH, [IOATBEPXKAAOIINX
0e301MacHOCTh MIAHMPYEMOTO KIIMHUUECKOTO HcclienoBanust. Llens u cpoku
(papMaKoIOrH4ecKUX M TOKCHKOJOTMYECKMX HMCCIIENOBAHUI HAa JKMBOTHBIX,
HEOOXOIMMBIX Ul Hauyala KJIMHUYECKOTO MCCJICJOBAHUS  3aJaHHOM
JUITMTEJIBHOCTH, pPacCMaTpUBArOTCS B PYKOBOJCTBE IO JOKJIMHUYECKUM
WCCIIEIOBaHUAM  OE30MIaCHOCTH B MEISX [POBEJEHHMS KIMHHYECKHX
MCCIIEJIOBAaHUN W PETMCTPALMK JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIAEMOM
EBpasuiickoii skoHoMHuuecKol komuccueit (nanee — Komuccust). Posp Takux
UCCIIEJIOBAHMH B OTHOLICHMM OWOJIOTHUYECKUX IIpernapaTtoB  ONKMCAHA
B rmaBe 5.3 [IlpaBun mnpoBeieHUs HCCIAENOBaHUN  OHMOIOrMUECKHUX
JICKapCTBEHHBIX  CpeAcTB  EBpasuiickoro  3KOHOMHYECKOTO  COI03a,

yTrBepxkaeHHEIX Pemnennem CoBera EBpa3uiickoli 5KOHOMHUYECKOW KOMHCCHU
oT 3 Hos10pst 2016 1. Ne 89,
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5.B npouecce pa3pabdoTKM JIeKapCTBEHHOTO Mpemapara HeoOXOIUMO
paccMOTpeTb M OLEHMTHL ¢ IO3ULMI 0e30macHoCTH Uisi CYOBEKTOB
KJMHUYECKUX  HCCIeNOBaHWM  pe3yiabTaThl  BHOBL  ITOSIBJISIFOIIMXCS
TOKCUKOJIOTHYECKUX M KIMHMYECKHUX HCciaenoBaHuii. Ha ocHoBaHUM
NIOJIyYEHHBIX pe3yJIbTaTOB B LEJISAX OOecredyeHus: 0e30MacHOCTH CyObeKTOB
KJIMHUYECKUX HcclieJOBaHUMA HEOOXOUMO CBOEBPEMEHHO "
COOTBETCTBYIOIIMM  00pa3oM  U3MEHSTh  IUIaHUpyeMmble W ([IpH
HEeOOXOIMMOCTH) TIPOBOJAUMBIC B TEKYIIMH MOMEHT BPEMEHM KJIMHHUYECKUE
MCCIEOBAHMUA. 3alluTa CYOBEKTOB KIHHUYECKHX HCCIEIOBAHUM SBJISICTCS
o0uIel O0OS3aHHOCTBIO HCCIIEOBATeNIs, CIIOHCOpPa M 3KCIEPTHOIO COBETa
opraHuzaiuy  (He3aBUCHUMOro 3THYecKoro komurtera). OO0sg3aHHOCTH
yKa3aHHBIX CTOPOH oOTpaxeHsl B IlpaBunax Hajyiexamedl KJIMHUYECKOM

PaKTHUKH.

2. Hay4HBIN oAXO0 K AU3aMHY M aHATH3Y

6. OcHoBOM ONTHMaIBHOM pPa3spabOTKK JIeKapCTBEHHBIX IPENapaToB
SBJISICTCS TOJyYEHHE TIPH IIPOBEIEHHM COOTBETCTBYIOIIHX HCC/IEAOBAHUMN
MHQOpMaLKK  (3KCIIEPUMEHTANBHBIX J0Ka3aTelbCTB) HA I10CTaBJIEHHBIE
OCHOBOIOJIAralOLIHe  BONPOCHI  OTHOCUTENBHO  A(G(EKTHBHOCTH U
0e30IIaCHOCTH JIEKApCTBEHHBIX MpenapaToB. B KakaoM HcciieqoBaHUU
HeOOXOJMMO YETKO U OJHO3HAUHO yKa3blBaTh OCHOBHYIO Liejb. Jlis
JIOCTUKEHMS TTOCTABJIEHHOM LIEJIM KIMHUYECKHUE HCCIIeTOBaHUS HEOOXOIUMO
CTUTAaHUPOBATh, IPOBECTH W MIPOAHAIIU3UPOBATH B COOTBETCTBUM C HAYUHBEIMU
NPUHLUIIAMH, & TAK¥Ke 110 pe3yabTaTaM HCCIIEOBAaHM cllelyeT HaIexalumM
00pazoM COCTaBUTh OTYET O HUX.

7. KnuHu4eckre HMCCIIeJOBaHUs KIACCUDUIUPYIOT B COOTBETCTBUU C

O4UEePEeIHOCTBIO WX IIPOBCACHHS B TCUCHHE KIIMHUYECKOU p8,3pa6OTKI/I
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JIEKAPCTBEHHOI'O IIpCllapaTa WJIM, KaK YKa3aHO B Ta6npme, B COOTBECTCTBHUH C

UX LEeJISAMHU (ITPEACTABIICHHBIE TPUMEPDI HE SIBISIOTCS] HCUEPIIbIBAIOIIMMHU ).

Kiaccubukauus KTMHUYECKUX UCCICAOBAHMA 110 LEJIAM

L Buj ucciieioBanust [lenb uccnenopanms [ Ipumepsnl
Hccnenoranue OrneHka nepeHocuMOCTH Hcenenopanus
(hapMakoIOrHuecKuX IIEPEHOCUMOCTH PA3JIMYHBIX

. Onpenenenne (onucaHue)
CBOICTB 103
(hapMaKOKHHETHKH U
JIEKAPCTBEHHOTO
bhapmMakoTHHAMHKH Hccenenoranue
Hpendpata (hapMakOKMHETHKH U (UJTH)
M3yuenne metabomnama H p
apMaKOJUHAMMKH TIPH
JIEKAPCTBEHHOTO CpeJICTBA H P & P
5 g OJIHOKPaTHOM H
JEKapCTBEHHBIX B3aUMOJCHCTBHH
MHOTOKpPaTHOM BBEJICHHH
OlneHKa akTUBHOCTH
Hccnenosanue
JIEKapCTBEHHBIX
B3aUMOJIeHCTBUH
ITouckogoe [louckoBoe mpUMEHEHHE 110 Camble paHHHE
TepaneBTHUECKOE LEJIEBOMY MMOKAa3aHHIO K UCCIIEJOBAHUS OTHOCHTEIBHO
HCCIIeTOBAHHE PUMEHEHUIO KOPOTKO#t
IPOJIOJIKUTEIIBHOCTH Y YETKO
ITonbop mo3b! 1uIs OCIE Y IOMTX poX 5 HeG Uy
o 3a/IaHHOH HeOO0JIBIIOH
HCCIIEIOBaHUH &
IPYMIBI TAITHEHTOB C
HonyquHe HCXOOHBIX JaHHBIX JJIA HUCIIONB30BAHUEM
noadopa Ju3aiiHa, KOHEYHbIX CYPPOraTHBIX HITH
TOYCK H METOHJ0JIOTHH (bapMaKOJ'IOTHT-IECKHX
IMOATBEPIKIAOITHX HACCe10BaHUH KOHEYHBIX TOYEK JIHOO0
KIIMHUYECKUX MToKazaresen
[TouckoBele uccienO0BaHHA
«1103a — 3 hHexrT»
[TonTBepxknaroiee [TonrBepxkneHne (J0KA3aTENbCTBO)  AJIEKBATHBIE M CTPOTO
TEparneBTHUECKOE s exTHBHOCTH KOHTPOJIHPYEMBIE
HCCIIeIOBaHUE HCCIEIOBAHUS B LIEIIAX
Ycranosnenue npoduiis YCTaHOBIICHUS
0e301acHOCTH spdexTuBHOCTH
[lonyyeHue HEOOXOAMMBIX PanioMU3MpOBAHHBIE
JAaHHBIX JJISI OLCHKM COOTHOIIIEHH A rnapanjelnbHble

1101634 — PUCK B HEJIAX
000CHOBAHHUSI PETHCTPAIUH

YcTaHOBJIEHHE 3aBUCUMOCTH
«J103a — 2 dexT

HCCIIE/IOBAHUS 3aBHCHMOCTH
«J103a — 3 PexT»

HMcecneioBanug KIMHHYECKOH
OesornacHocTH

WUccnenosanus
3a00JIeBaeMOCTH
(cMepTHOCTH)

bonsmme «rpocteie
HCCIIeJOBaHHU A
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\ Bun ucciiejoBanus \ [lesb Mcenei0BaHusS \ [ Tpumepst —|
CpaBHUTETbHbBIE
HCCIIEIOBAHUS
M3yuenue [osrydenue 10NOJHATETBHBIX HccnenoBanus
TepaneBTHIECKOTO JAHHBIX C LEIbK YTOUHEHHS CPaBHHTEILHOM
MIPUMEHEHH S COOTHOIIEHHS T10JIb3a — PHCK JUTS s dexTUBHOCTH
[OIIYJISIIIUH B LIEJIOM, OTAENTBHBIX
Yo ( I ) s TR . HMcenenosanus
€€ Py U (WIK) OKpY KaroIeH
by py Lu 3a00JIEBaEMOCTH H
CpEJIBI
CMEPTHOCTH
BeisiB/IeHHE MEHEe 4acThIX
" Hccenenopanus
HE)KeIaTeNIbHBIX PeaKInit
JIOTIOTHUTEIBHBIX KOHEUHBIX
Onrumuzaius pexuma TOYEK

OO3UPOBaHHA .
OJILITHE «ITPOCTEIC Y

HCCIEIOBAHNAS

DapMaK0IKOHOMHYECKHE
UCCIIe/IOBAHUS

OcHoBonojlararoluM  IPUHIKUIIOM TIOCIEI0BATEeNIbHO  IPOBOJAMMEBIX
KJIMHUYECKUX MCCIIE0OBAHUN JIEKapCTBEHHOTO Iperapara siBJISIeTCs] BIMSHUE
pe3yJIbTaTOB NPEABIAYIIMX MCCIIE0BaHUH Ha INTAHUPOBAHUE MOCIEAYIOIHX.
BHOBL BO3HMKarOIME JaHHBIE HEPEAKO TpPeOYIOT W3MEHEHUs CTpaTeruu
pa3spaboOTKM  JEKapCTBEHHBIX  MpernapaToB  (HampuMep,  pe3yJibTaThl
MOJATBEPIKJAFOIIEr0 TEPareBTUYECKOr0 KCCIIEJOBaHUS MOTYT TOTPeOOBaThH
MPOBE/ICHUE JIOTIOTHUTETBHBIX KJIMHHYECKUX HCCIIe1I0BaHU I
papMaKoJOTMUYeCKUX CBOMCTB JIeKAPCTBEHHOI'O TIpernapara ¢ y4acTUem
YeJIOBeKa).

8. Ilpu cobGmonenuu TpeboBanuii [IpaBun Hammexamel KIMHUYECKOM
IIPAKTUKH U PYKOBOJCTBA 110 OLIEHKE ATHUUECKHX (DAKTOPOB, BIHUSIOIIMX Ha
MPUEMIIEMOCTh  KIMHMYECKUX JIaHHBIX, yTBepxkaaemoro Kommccuei,
HaJIM4ne KIMHUYECKUX JaHHbIX, IIOTYUYEeHHBIX B HCCIIEAOBATEbCKUX [IEHTPax
TPETBUX CTpaH, IMO3BOJISIET OTKAa3aThCsl OT TOBTOPHOI'O IOJIYYEHHs TaKHX

JIaHHBIX B EBpa3suiicKOM 3KOHOMHUYECKOM COHO3E.



6
II1. ITpuHIMOEl ¥ TOAXOABI K MJIAHUPOBAHUIO KIMHUYECKUX MCCIIEN0BAHMIN

U OTZACJIBHBIX KOMIIOHEHTOB KJIIMHUYECKUX MCCJIeJOBAHUHU

1. Bonpocs! uiaHupoBaHust KIMHUYECKUX UCCIIEIOBAHMI U OTIEJIbHBIX
KOMIIOHEHTOB KJINHUYECKUX UCCIIEeJOBAaHUN NIPU pa3paboTke
JIEKapCTBEHHBIX MIPErapaTon

JlokinHuyeckue uccie 0BaHus

9.1lpu onpenenenun odbeMa U CPOKOB MPOBENEHUS IOKIMHHUYECKHX
UCCIIEOBAHUH B LEJSIX  I[IOC/HEAYIOUIEro IMPOBEACHHS  KJIMHUYECKUX
MCCJIEIOBAHUI BaKHBIMU aCTIEKTAMMU SIBJISIOTCSL:

a) JUIMTENBHOCTE IPUMEHEHMS] M IUIaHHpyeMasl KypcoBas J03a Y
OTZEeJIbHBIX MAIMEeHTOB;

O)cBoiicTBa MM IIPOUCXOXKICHHE JIEKAPCTBEHHOTO — Mperapara
(Hanpumep, JJIUTENBHBIA MEpHOJ TMOJYBHIBEAEHUS, OMOTEXHOIOIHYECKUE
npenaparhbl);

B) 3a00JIeBaHUE WITH COCTOSIHUE, SIBJISIOLIEECS LIEJIbIO JIeUeHHS;

) IPUMEHEHHWE JIEKAPCTBEHHOIO —Ipemapara Yy OCOObIX Tpymm
MalUeHTOB (HalPUMED, JKEHIHH C JETOPOIHBIM MOTEHIUAIOM);

J1) Iy Th BBEICHHUSI.

10. CBenenus 0 JTOKJTHHUYECKUX (TOKCHKOJIOTMYECKUX,
(papMakonoruyecknx U (GapMaKOKHHETHYECKUX) HMCCIENOBAHUSX B IEJISX
000CHOBaHMs MpPOBEJEHHUS KIMHUYECKMX WCCIIENO0BAHUI IIpe/CTABIEHbl B
PYKOBOJCTBE 110 JOKJIMHUYECKUM HCCIICIOBAHUSAM OE30IIaCHOCTH B IEJISIX
MPOBEJCHHUS KIIMHUYECKUX HCCIEJOBAHUN M PErHCTPalUU JIEKAPCTBEHHBIX
npernapaToB u riase 5.3 IIpaBui npoBeneHus Uccie0BaHUE OHMOIOTHYECKUX

JIEKAPCTBECHHBIX CPCICTB EBpHBHﬁCKOFO SKOHOMHWYCCKOI0O COrO3a.
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WccrienoBanus 0€3011acHOCTH

11.BesnunHy 103bl I KIMHMYECKUX HCCJIeIOBaHWM, BIIEPBEIC
POBOJAMMBIX C YYacTHEM YeJOBeKa, HEOOXOJMMO OIpeieNuTh IyTeM
oApOoOHOro aHaJIM3a [IpeIBAPUTEIIBbHBIX JOK/IMHUYECKHX
papmaxosoruuecknx,  (HapMakOKMHETHUYECKHX M TOKCHKOJOTHYECKHX
UCCIIEIOBAaHUI B COOTBETCTBUM C PYKOBOJICTBOM IO JOKIMHHUYECKUM
UCCIIEIOBaHUsAM 0€30IacCHOCTH B [ENsAX MPOBEACHHS  KIMHHUYECKHUX
UCCIIENIOBAaHUN M PErucTpalMH JIEKapcTBEHHBIX IpenapartoB. B  panHHux
JTOKJIMHUYECKUX HCCIIEeN0BAaHUAX AJIsl BbIOOpa HauyalbHOU J103BI HEOOXOAMMO
MOJIyYUTh JIOCTATOYHBIA OOBEM JaHHBIX U YCTAHOBUTHL OE30IMacHYIO
JUIMTENIBHOCTh €€ TPUMEHEHHUs, a TaKkKe IOJYyYUThb CBEJACHUS O
(pU3HOIOTHYECKUX W TOKCUKOJIOTHYecKUX 2 eKTax HOBOTO JIEKapCTBEHHOTO

npenapara.

(-DapMaKOHOFI/IquKHe H (bapMaKOKI/IHeTI/IlIGCKHC HCCIICOOBAHHKA

12.OrnpaBHast TOYKa, HampaBlieHHe pa3padOTKH W KIHHHYECKOe
M3y4YeHHE  JIEKQpCTBEHHOI'O  IIpernapara  ONpelessitoress  mpoduiiem
JOKJIMHUYECKUX (apMakoJOTHYecKuX M (papMaKOKHHETHYECKHX CBOMCTB,
KOTOpPBIH BKJIKOUYAET B ce0sl CleyIOlIHe CBeIEHHUS:

a) papMakosioruueckasi OCHOBa TJIaBHBIX 3(P¢EeKToB (MeXaHu3M
IerHcTBHUS ),

0)3aBUCHMOCTL «J103a — 3PQPeKT» U «KOHLeHTpauus — HPPexT» u
MPOI0JKUTENIBHOCTD IEHCTBUS;

B) U3yUYCHHE [MOTEHLUHAIIBHBIX KIMHUYECKUX TyTeH BBE/ICHUS;

I') CUCTEMATU3UPOBAHHbIE JaHHbIEe 00 o0l1el ¢apMakoIoTuu, BKIIOYAs
dapmakosornueckue >HQPeKTsl, BAUSIONINE HA OCHOBHBIE CHCTEMBI OPraHOB

H (I)HSI/IOJ'IOFI/IT-IGCKI/IG peaKnm;



A)ucciaenoBaHusi  abcopOuuu, pacrnpeieieHus, MeTadolu3Ma W

BBEIBCICHHA.

KadecTBO U KOJMYECTBO HCCIIEyEMBbIX
JIeKapCTBEHHBIX MperapaToB

13. HeoOxonuMo  Hajuiexalliee  yCTAHOBJICHHE  XapaKTEPUCTUK
JIEKapCTBEHHBIX [IPENapaToB, IPUMEHSIEMBIX B KITHHHYECKUX HCCIIeJOBAHUSAX,
BK/IIOYass (ecim INPUMEHMMO) cBedeHus o OuopoctynHoctd. Cocras
JIEKaPCTBEHHOTO  Mpenapara  JOJDKEH  COOTBETCTBOBATH — ATAlly  €ro
KJIMHUYECKON pa3padoTku. KolndecTBo JieKapCTBEHHOTO Mperapara J10JIKHO
OBITH 1OCTATOYHBIM Ul MCIIBITAHUS B MOC/IE0BATENLHBIX HCCIIEOBAHUSX,
HalpaBJIeHHBIX Ha HW3y4YeHHWEe JHanasoHa J03. B mporecce pa3paboTku
M3YYE€HUIO MOTYT IIOABEPraThbCs pasziIM4yHbIE COCTaBbl JIEKAPCTBEHHOIO
npemnapara.

14. YcraHOBIGHHBICE B MCCIIEOBAHUAX OHODKBUBAJICHTHOCTH WJIN
JAPYTMMH crioco0aMM  B3aMMOCBSI3M MEXKIY COCTaBAMH JIEKAPCTBEHHOI'O
npenapara HEOOXOAMMBI TMPU HHTEPIPETALMH PE3yIbTaTOB KIMHUYECKUX
MCCIIEI0BAaHNH, IPOBEJEHHBIX Ha MIPOTSXKEHUH BCEH MPOTrpaMMbl pa3pabOTKH

JIEKapCTBEHHOTO Tpernapara.

Da3pl KIMHUYECKOH pa3paboTKH JeKapCTBEHHOTO MpernapaTa

15. Knunuyeckyro pa3paboTKy JIEKapcTBEHHOTO Tperapara 4acTo
OIUCBIBAIOT KaK IpOLECe, cocToAmMi u3 uerbipex ¢az (I — IV dassl
paspaboTtkn). Paza pa3pabOTKH He Beerja SBASETCS IOCTATOYHBIM
OCHOBaHWEM JUlsl KJACCHM(UKALMK KIMHUYECKUX HMCCIIeNOBAHHUM, MOCKOJIBKY
TOT WJIM MHOM BHJI UCCTIEIOBAHUs MOXKET IPOBOJUTHCS B paMKax HECKOJIBKUX
Ga3. B cBA3M ¢ OTUM pEKOMEHJyeTCs HCIOJb30BaTh ONMMCAHHYIO B
nozxpaszene 2 pasngena Il wHacrosimero PykoBomcTBa Kiaccubukanmio,

OCHOBAaHHYK) Ha LOCJIAX  HMCCJICJOBaHMI. ITonsTue (((1)&33)) CIEayeT
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paccMaTpHUBaTh KaK XapaKTepPUCTHUKY IIpolecca pa3padoTKH JIEKapCTBEHHOTO
nmpemapaTta, a He cBOA Tpebosanuit k Hel. Kpome Ttoro, ¢asel He
MOJPasyMeBAIOT CTPOTYIO TOCIIENOBATENLHOCTh UCCIIENOBAHUHN, MOCKONBKY
AJI1 HEKOTOPBIX JIEKAPCTBEHHBIX IPENapaTtoB IUIaH pa3padOTKM B BUJE
CTPOTOH TOCIIEN0BATEABHOCTH HCCIIEOBAHUS HE TOAXOAUT WU SBJISICTCS
HeoOs3aTenbHBIM. Hanpumep, ucciieqoBanus (papMaKolIOrHYecKUX CBOMCTB
JIEKapCTBEHHOI'O Mpernapara ¢ ydacTHeM 4eloBeKa OOBIYHO IPOBOMSATCS B
[ dase paspaboTku, MHOTHE M3 HMX TaK)KE OCYLIECTBISIOTCS B pPAMKax
OCTaIbHBIX TpeX (a3 U IPU 5TOM MOTYT 0003HAYATKLCS HCCIIe10BaTeNeM KaK
uceietoBanus I pasel paspaboTku. Bzaumocssize Mexay KiaccupUKaUsIMu
mporecca W3y4eHHs JIEKApCTBEHHOro Iperapara Mo HedsiM W mo (azam

HHPEACTABJICHa Ha PHCYHKE.

Buj wccnenoBanus ,—'@uem
TepaneBTuieckoe JH3aiiH
MpUMeHEeHHe / / /@ o ? oBeNCHIE

[loaTRepsKaaromee S o FPeBGIRtY
TepaneBTHUECKOE / / o0/ %I / AHATTHS
[TouckoBoe )
TepaneBTHIECKOe / Q/ % / / OTUeT
DapMakonoruyecKmg =) o
CBOMCTBA O (@) OT)IC.TH)HOE
HccaegoBaHue
dazbl paspaboTKu I II III v
\
F 4
Bpewmst

Puc. Koppensus mexny hazamir pa3paboTky ¥ BUIAMH HCCIIeJOBAHHM, *

*Ha matpuunom rpade TpejcTaBieHa B3aMMOCBS3b Mexly (asaMu pa3paboTKH H BHIAMH
MCCIIEJIOBAHME TI0 WX IEJIH, KOTOPbIE MOTYT NMPOBOAUTECA B PAMKax KIMHUYECKOH pa3paboTKu
HOBOI'O  JIEKAPCTBEHHOTO — Mpenapara. 3aKpalleHHBIMH — KPYXKKaMH  OOO3HAYEHBI  BHJIBI
MCC/Ie/IOBAHMI, HauOoliee 9acTo MPOBOMMMBIE B OHpelelcHHYIO (asy pa3paboTkw,
HE3aKPAIICHHBIMU KPYXKaMH 0003HAYEHBI BH/IbI MCCICIOBAHUH, KOTOPBIE PEXKE MPOBOATCI B
ykazannyio ¢asy paspaborku. Kax/pii Kpyxok mpeacTasisger coboil OTASTLHOE UCCeIoBaHue.
HT00BI 1OKa3aTh CTPYKTYpY OTAENBHOIO HCCICHOBAHMS, OT OJHOTO M3 KPYXKKOB OTXOJIHT
IYHKTUPHAs JIMHHS, COCAMHSIOWIAACA CO CTOJOHUKOM, OTPaXKaloluM I10CIeI0BATEIbHOCTE
9TalloB OT/EIFHOI0 HCCIeNoBaHus. Pacipeienienne KpysKKoB Ha rpade CBHICTENLCTBYET O TOM,
4TO BH/I HCCIIETOBAHUS HE IOJIHOCTBIO COOTBETCTBYET (Dase pa3pabOTKH.
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16. PazpaboTka JieKapcTBEHHOTO Iperapara A0JDKHA OBITh JIOrMUECKHM
MO3TAIHBIM  [POLECCOM, B KOTOPOM pPe3ysbTaThl paHee IPOBEJIEHHBIX
KIMHUYECKUX HMCCIIEOBaHUN ¢ HeOOJbIIMM KOJHYECTBOM YYaCTBYIOLIUX
CyOBEKTOB HCHOJB3YIOTCS UIs OOOCHOBAaHHS U IUIaHUpOBaHus Oosee
KPYIHBIX, XOPOIIO IPOAYMaHHBIX HcciaenoBanuil. B uensx sddexrusnoii
paspabOTKH HOBOTO JICKAPCTBEHHOTO IIperapara HeoOXOAMMO Ha pPaHHMX
dTarax yYCTaHOBUTh €r0 XapaKTEPUCTUKU W, OCHOBBIBASCH Ha YCTAHOBJIEHHOM
npoduiie, COCTaBUTh NATbHEHIIHNI TUIaH U3yUYEeHuUs.

17.1lo pesynbprataM HauyadbHBIX HCCISJOBAHHMN I1OJYYaAIOT II€PBBIE
CBEIEHHMsI O KPaTKOCPOYHOH 0€30MacHOCTH M MEPEHOCHMMOCTH, a TaKXKe O
(GapmakoanHAMUYECKHX U (GapMaKOKUHETHYECKMX CBOMCTBAX, HEOOXOTUMBIX
JJIE moadopa ONTHMAJIBLHOIO [JMana3oHa 103 W PEKUMa JO3MPOBAHMS B
paMKax TMOMCKOBBIX TEPANEBTUYECKUX MCCIENOBaHUI. 3aTeM MpoBOASTCA
Ooslee KpymnHBIE M JUIMTEJBbHBIC MOATBEPIKIAIOILKE MCCIIEOBAHUS B Oosee
pasHoOOpasHON momy/alUMK nanueHToB. Ha Bcex sramax paspaboTku,
HaYMHass C pPaHHUX MCCAEJOBAaHHH TEPEeHOCUMOCTH M KPaTKOCPOYHBIX
(papmMakoAMHAMHYECKHX ¢ dexToB 5 3aKaH4MBas KPYIHBIMU
HCCIeNOBaHUAMU 3()(HEKTUBHOCTH, HEOOXOAUMO HCCIIENOBATh 3aBUCHMOCTh
«mo3a — > dexr». HoBble n1anHHBIe, NMOIYYCHHBIE B X0/ pa3pabOTKH, MOTYT
notTpeboBaTh MPOBEJAEHNS IOIOJHUTENBHBIX HCCISIOBAHUM, KOTOpPEIE, Kak
[MPaBUJIO, SBJISIOTCS YacThio Oosiee paHHUX (a3. Hampumep, cBemeHus o
KOHIIEHTpAlKMX B  KPOBH, TIOJY4YEHHbIE 110 pe3yabTaTaMm  I[O3JHUX
UCCIIEIOBAHMI,  MOryT  moTpeboBaTh  TMpPOBEAEHHE  MCCIIECJOBAHUS
JICKapCTBEHHBIX B3aMMOJEHCTBHM, a HEKENIATENbHbIE PEakIK — [TPOBEICHHE
MCCIeI0BaHus rondopa 103 MU (WIHM) JONMOJHHUTENBHLIX JOKIMHUYECKHX
uccaenosanuii. Kpome Toro, B 1enssx 00OCHOBaHMS HOBBLIX ITOKA3aHUH K

NPUMEHEHUIO  HEOOXOIMMO  MpoBecTH  (hapMaKOKMHETHYECKHE WU
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[TOUCKOBBIC TEPAIICBTUYECCKUE HCCIICIOBAHUs, KOTOpPbIE paccMaTpuBarOTCA

B KauyecTBe ucciaenosanuii I u Il a3z pazpaborku.

I (baza pazpabotku (HanbosIee TUITHYHBIA BUJI UCCIIELOBAHUS —
MCCsIe10BaHne (PapMaKoJIOrHYeCKUX CBOMCTB JIEKAPCTBEHHOTO
perapara ¢ yyacTHeM YeJIOBeKa)

18.1 ¢asza pa3paboTku HauWHAeTCss C [EPBOrO BBEINEHMUS HOBOTO
MCCJIClyeMOro npernapara uejloBeKy.

19. HecMoTps Ha To 4TO HcchenoBaHus (HapMaKoJOTHYECKUX CBOMCTB
JIEKapCTBEHHOTO Iperapara ¢ y4yacTHMeM 4YeslOBeKa, KakK MPaBHIIO, SIBJISIFOTCS
uccienoBaHusMu I Gasbl paspaboTky, UX MPOBEAEHUE MOXKET MOTPEOOBATHLCS
Ha OoJjiee MO3MHMX OTanax pa3pabOTKU JIEKapCTBEHHOrO IperapaTta.
Hccnenosanns  nanHod  dasbl  pa3paboTKH  OOBIYHO IPECienyloT He
TEPareBTUUCCKUE LEJIU, OHU MOTYT IIPOBOJUTHCS Y 3/I0POBBIX TOOPOBOJILLER
WM OMNpPEeAENIEHHBIX I'PYIl IallMEeHTOB (HalpuMep, MAIlHEHTOB C JIErKOil
aprepuanbHoi  runepreHsuer).  [loTeHIMANIBHO  BBEICOKOTOKCHYHBIE
JEKapCTBEHHBIE — Ipenaparbl  (HaOpUMep, LHUTOTOKCHYHEIE)  OOBIYHO
MCCIIEAYIOT TOJIBKO C Yy4aCTHEM IallMeHTOB (TO ecTh 0e3 ydacTHst 3J0pOBLIX
cyOBeKTOB uccnenopanus). Ha atoit dase pa3zpaboTku mcciie0BaHus MOTYT
OBITH OTKPBITHIMHM, KOHTPOJIUPYEMBIMHU 110 MCXOJIHBIM ITapaMeTpaM MK s
MOBBILICHUST ~ HAJEKHOCTH  PE3yJIbTATOB  PAaHIOMHU3UPOBAHHBIMHU U
IIPOBOJMMBIMH CJIEMIBIM METOIOM.

20. Hccnenosanus I ¢assl pazpaboTku 0OBIYHO pEIIAIOT OJHY HIH
HECKOJIBKO W3 CIIeIYIOIINX 3a/1a4:

a)OLlEHKa IEePBUYHOM 0e30macHOCTH H IEPEeHOCUMOCTH. Lleibio
MePBOTO U MOCJEIYIOMIMX BBEAECHUH HOBOI'O UCCIIEyeMOTO JIEKAPCTBEHHOIO
rnperapara 4eJ0BeKy, KaK IIPaBUIIO, sBJISETCS ONpelelleHHe MepeHOCUMOCTH
ONPEJEJICHHOr0 AuanasoHa [103, [peAHa3HAYeHHOTro Ui JajJbHEHIINX

KIIHHUYCCKH X HCCHG,Z[OBEIHHIZ, a TAKIKE OIIPCACI/ICHHE XapaKTepa 0XXHJaeMbIX
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HEXCJIATeJIbHBIX  peakiuid.  IJTM  HMCCIeNOBaHusl, Kak  IIPaBHUIIO,
peycMaTpUBaKOT KaK OJJHOKPATHOE, TaK H MHOTOKPATHOE BBE/ICHHE;

0)ouenka (papmakokuHeTuky. M3yuenne abGcopbiuu, pacrnpeneneHus,
MeTabo/nM3Ma M BBIBEJEHUs! JIGKAPCTBEHHOTO Iperapara MmpoaoibKaeTes Ha
MPOTSDKEHUM  BCero mpouecca paspadotku. OmHako mpeaBapUTeIbHOE
YCTaHOBJIEHHE HWX XapaKTCPUCTUK sBJIAETCS BaXHOH uenbto 1 ¢assl
pa3paboTku.  DapMaKOKWHETHKY  OLEHHMBAIOT B  CAMOCTOSTEILHBIX
MCCIICIOBAHMSIX ~ WJIM B paMKaX  UCCIIeJOBaHUE 3P HEeKTHBHOCTH,
0e30MacHOCTH M NepeHOCHMOCTH. DapMaKOKWHETHUECKHE MCCIIeJOBAHHUS
MUMEIOT 0Cco00€ 3HAueHHWe IIPU M3YyYEHUHM KIHMpEeHCa JIEKApCTBEHHOTO
npenapara, OLEHKH BO3MOXKHOW KyMYJSIUA UCXOTHOTO COETUHEHNS UITH ET0
MeTabOJIMTOB, a TaKXXe BO3MOJKHBIX JIEKAPCTBEHHBIX B3aUMOJIECHCTRHIA.
B HeJIsiX NOJTyYeHHUS OIpe/IeIICHHBIX JTaHHBIX HEKOTOpBIE
(GapmMakoKkHHETHYeCKHe UCCIeOBAHNs 0OBIYHO MIPOBOAAT Ha OoJee TTO3IHUX
(asax. Jlms MHOTMX JIEKapCTBEHHBIX IPENapaTtoB Jyis TPHEMA BHYTb,
0COOEHHO ¢ MOJM(MHIMPOBAHHBIM BBICBOOOXK/ICHUEM, HEOOXOAUMO HM3yyaThb
BJIHMSIHUE TpHeMa MHIIKA Ha OHOLOCTYyNHOCTh. HeoOXomumo npeaycMoTpers
ucclieloBanne (papMakOKMHETHYECKHX CBOMCTB Y 0COOBIX IPYIIN MallUEHTOB
(HanpuMmep, MalUEeHTOB C TOYCYHOW WM TEYEHOYHON HEIO0CTATOUHOCTHIO,
MOXHIIBIX JIMI, JeTeH, JKEHUIMH M 3THUYECKUX TIpymmn). B oTHolIeHnu
OOJIBIIMHCTBA JIEKAPCTBEHHBIX IMPENApaToB HEOOXOMUMBI HCCIICIOBAHUS
JIEKapCTBEHHBIX B3aMMOZECHCTBUM. Takue ucclenoBaHusi, Kak IpaBuiIo,
MPOBOAAT Ha Oosiee No3AHUX (azaX, OMHAKO pe3yNbTaThl HCCIIELO0BaAHMIA
MeTabo/IM3Ma M BO3MOMKHBIX B3aUMOJCHCTBHI HA KUBOTHBIX U in Vitro MOTyT
CIIOCOOCTBOBATH NMPOBEIEHUIO TAKMX MCCIIE0BaHUM paHble;

B) OlleHKa (hapMaKoJMHAMUKUA. B 3aBHCHMOCTH OT JIeKapCTBEHHOI'O
mpenapata M HCCIIEAYEMBIX KOHEUHBIX TOYeK (HapMakoIMHAMHYECKHE

MCCIIC/IOBAHUST ¥ UCCIIEIOBaHMs 3aBUCUMOCTH «KOHLIEHTpALMs — 3(PPeKT»
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(papmakokuHeTHUECKHE McClleIOBaHus, papmakoiMHAMHYECKHE
MCCJICZI0BAHUsI) MOTYT IPOBOJMTBCS C YYaCTHEM 30POBBLIX JOOPOBOJILLCE
WM TNALUMEHTOB ¢ HCCllefyeMbIM  3aboneBaHueM. [lpu  Hauuuuu
COOTBETCTBYIOIIHX KpUTEPHEB JTAaHHBIE (papmakoIMHAMUYECKNX
MCCIIeIOBAHUH, TOJYyYEHHBIE Yy TaKMX MALUEHTOB, MOTYT SIBJISTHCS paHHEH
OLIEHKOHW aKTHBHOCTH M IOTEHUHAIBEHOU 3((HEKTUBHOCTH U CITOCOOCTBOBATE
0AOOPY 03I JIEKAPCTBEHHOTO TIperapara U pekuMa 103MpoBaHus B Gosee
MO3HUX UCCIIEIOBAHUSIX;

r) paHHee OINpeJIeJeHHe aKTUBHOCTH JIEKAPCTBEHHOTO —Ipernapara.
[Ipy  muaHmpoBaHWM  3TOr0  BHMJA  KJIMHHYECKHX  HCCJIEOBAHUIA
[peiBapuTeNbHOE U3y4yeHue AKTUBHOCTH U MOTEHLMAJILHOI
TEPANIeBTUYECKON TOJIB3BI JICKAPCTBEHHOTO IIpenapara B pamkax | (assl
paspaboOTKH MOXET pacCMaTpuBaThCsl KakK BTOPMYHAs Iejib. Takue
MCCIIEJOBAHUS, KaK MPaBUIIO, IPOBOAATCS Ha Oosiee MO3AHUX (a3ax, HO OHU
MOTIYT OBITh YMECTHBI, €C/IM AKTHBHOCTH JIGKAPCTBEHHOTO TMperapara IpH
KOPOTKOM €ro MPUMEHEHUM Y TMallHeHTOB € JIETKOCTBIO IIOJ[IAeTCs

U3MEPEHHUIO.

IT (aza pazpaboTku (HanboIee THIIMYHBIA BU HCCIIEJOBAHMUS —
ITOMCKOBOE TEPAIIEBTUYECKOE)

21.MHunmaumss NpOBENEHUs  UCCIENOBAHUH, OCHOBHON  IIEJBIO
KOTOPBIX  SIBJIACTCS  BBISBJICHWE  TEpaneBTHUECKOH 3¢ (eKTUBHOCTH
JIEKapCTBEHHOT0 MpenapaTa y MalMeHTOB, KaK MPaBUJI0, CUMTAECTCS HAYATIOM
I dba3er pazpaboTku.

22. ln3aliH HavaJbHbLIX ITOUCKOBBIX TEPANEBTUUYECKUX HCCIIEIOBAHHNA
MOKET OBbITh Pa3NIUYHBIM, BKJIFOYAS TTApaICbHBI KOHTPOJIb U CPaBHEHHE C
MCXOJHBIMU 3HAUCHUsIMH. B nanpHellleM B 1ensX OleHKH >(P(GEKTHBHOCTH
M 0€30macHOCTH  JIEKapCTBEHHOrO  Mpenapara  I[pH OIpe/ieIeHHOM

TepareBTHUYECKOM NOKa3aHUHU [IPOBOJISIT PaHIOMHU3UPOBAHHBIE
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napajuleibHble KOHTpoiiMpyemble uccienosanus. Mccnemosanust 11 daswr
paspabOTKKH OOBIYHO IPOBOJST Yy MHAMEHTOB, HAaOpaHHLIX MO IKECTKUM
KpUTEpUsIM, HAlPaBJIEHHbIM Ha ()OPMHPOBAHHE OTHOCUTEIHLHO OJHOPOHOIN
MOMYJISLUH, TOUIEKALIEH TIIATEILHOMY HAOIIOIEHHIO.

23. BaxHoit uessio 1 (asbl pazpaboTKu SIBISETCS OMpPENEIIEHUE 035
U pexuMa aosupoBanus Juist uccaenosanuil [ dassr paspadborku. B mensx
paHHEW OLECHKH JaHHBIX O 3aBUCHMOCTH «a03a — 3G (EeKT» B HadalbHBIX
MCCICIOBaHUSIX  OTOHM (a3l  4acTo  HMCMOJIB3YIOTCS — JAM3aifHbl,
npeaycMaTpUBaroliie 3CKalallio A103bl. B mocieayromux uccienoBaHusx,
HCIIOJIb3YSl MapalielbHBll  qu3aiiH  «103a — do¢dekT», MOATBEPHIAIOT
3aBUCHMOCTb «/103a — 3(Q(EKT» 10 U3y4aeMOMY MOKa3aHMIO K IPUMEHEHUIO
(Takue uCce0BaHUS JONycKaeTes oTIoxuTh g0 111 ¢assl paspaboTku).
[ToarBepiknaromue MCCaeIOBaHUS 3aBHCUMOCTH «J103a — 3(PPEKT» MOIKHO
MpoBOJUTE Kak B pamkax II ¢as3el pa3zpaboTku, Tak M OTIONKUTH WX JIO
[T ¢aser paspaborku. Jlo3sl, ucnonszyemsie Bo Il (ase paszpaboTkm, Kak
PaBUIIO, HUXKE BBICIIMX /103, U3yYEeHHBIX B paMKax | ¢a3sl paspaGoTky.

24. JIonoJHUTENFHON LENbI0 KIMHUYECKUX HccaemoBanuii 11 dhazsl
pa3zpaboTK¥ MOXKET OBITh OMpeJlesIeHHe MOTEHLIUAIBHLIX KOHEUHBIX TOYEK,
TEpPaNeBTUYECKOr0 PEeKUMa (BK/IIOYas COIMYTCTBYIOIIUE JIEKAPCTBEHHbIE
mpenaparbl) W LENEeBOH NOMYIAUUM IMAIMeHTOB (HApUMeEp, JEerKoe MWIN
TSDKEJIOE  TeueHume 3aboyieBaHusl) JUIs  MOCIEAYIOLIMX — HCCIIeOBaHHi
II w Il da3 pazpabotku. Ee MOXHO JOCTHYL ¢ HOMOLIBIO TTOHCKOBOTO
aHaJIM3a, UCCIIECJOBaHUsl TMOJMHOXKECTBA JJAHHBIX M BKJIFOYEHUS MHOYKECTBA

KOHCYHLIX TOYEK B UCCIICTOBAHHMS.
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[T paza pazpaboTku (HauboIee TUITHYHLIA BUI UCCIEI0BAHUS —
MOATBEPIKJAKOIIEE TEPANEBTUYECKOE)

25.MlaMuunanus  NpoBeAeHHsT  WCCIEAOBaHMH, OCHOBHOM  IEJIBIO
KOTOPBIX sABJISICTCS MOATBEPIKAEHUE TEPANIEBTUUECKON MOJIB3bI, KaK IPaBUIIO,
asiissercst HauanoM I daswr pazpaboTk.

26. Jluzaiin  uccneposanuit 111 dasel paszpaboTku HanpapigeH Ha
NOATBEPKICHUE IPEABAPUTENILHBIX JaHHBIX, MOJYYeHHBIX B paMkax Il ¢assl
pa3paboTKH, CBHJIETENLCTBYIOMUX O TOM, YTO JEKapCTBEHHBIH mHpenapar
dpdextuBen w OesomaceH Iy NPUMEHEHHs Y LENEBOM HONMYJISIUK
CYOBEKTOB IO HCCIIELyeMOMy TNoKaszaHuio. Llenbio 3TUX HcclieoBaHmMit
SBIIACTCSA  IOJy4e€HHE  JOCTAaTOYHBIX  JAHHBIX  JUISI  PETHUCTPALIUH.
B unccnenosanuax I dasel pa3spaGoTKHM JONMOJHUTENBHO HCCIETYIOT
3aBUCHMOCTb 1038 — 9GP EKT», BO3MOKHOCT IIPUMEHEHH S JIEKAPCTBEHHOTO
npernapata y pasjgHYHBIX TPYINN [ALHEHTOB, Ha pPa3IH4HBIX CTaIUAX
3a00JIeBaHUS UM B KOMOMHALIMY C IPYTUMH JICKAPCTBEHHBIMHE TIperapaTaMu.

277. JlexapcTBeHHbIE Tpenaparsl, NpejJHa3HayeHHble s JUTHTETbHOTO
NPUMEHEHUS, U3yJaArOTCS B paMKax JI0JrOCPOUHBIX UCCIEOBAHHM, KOTOPBIE,
KaK MnpaBuio, sBistores uccnenoBanusamu I ¢aser paspaborkm, omgsako
TaKue McciaeloBaHus Joiyckaercss HauuHath Bo Il dasze paspaborku. O6mue
TpeOOBaHUs K KIMHMYECKOH OE30MacHOCTH JIeKapCTBEHHBIX IIPENaparos,
NpeJHa3HAYCHHBIX JUIS JUIMTENILHOTO MPUMEHEHMSI M JUIS TTOXKHIIBIX JIUL,
NPelyCMOTPEHBl B PCKOMEH/IALUAX 110 BEJIMUNHE 3KCIIO3ULMN B MOIMYJISALMH,
HEOOXOMUMON J1sl OLEHKM KIMHHYEeCKOH O0e30TacHOCTH J1eKapcTBEHHBIX
NpenapaTos, Mpe/Ha3HAYEHHBIX JJIs JJIMTEIBHOTO JICYCHHUST HE YIPOKAIOLIUX
JKU3HU COCTOSIHUH, COTIIACHO MPUIIOKEHHUIO U B PYKOBOJICTBE TI0 IIPOBEIEHHIO
KIIMHUYECKUX HCCIIEIOBAaHUH B OCOOBIX TIpynnax (MOXHIIBIE ITallUEHTEI),
yrBepxkaaemom  Komuccued. MccnenoBanust I dasel  paspaborku

3aBEpLIAIOT cOOpP CBEACHUM, HEOOXOMUMBIX ISl COCTABIIEHUS HAJUIEXKAINX
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peKOMEeHALMH MO MPUMEHEHMIO JIEKapCTBEHHOTO Tpemnapara (o(puIaIbHON

MH(OpPMALUK O JIEKapCTBEHHOM TIpernapare).

IV daza pazpaboTku (pasiuunblie HCCIe10BAHUS —
TEPaNeBTUYECKOE TPUMEHEHHE )

28.Tlocne  perucTpalmy JIGKApCTBEHHOTO MpenapaTta HAYHHACTCSI
IV ¢dasa paspabotkn. OHa He mpecieayeT UeNeil NOATBEPIKIACHUS
>GPeKTHBHOCTH 1 OE30MACHOCTH, a TaKkKe MoAdopa J103.

29.B 1V dase pa3paboTKy BO3MOXKHBI J10ObIe UCCIen0BaHMs (TTOMHMO
CTaHJAPTHOTO ~ MOHHUTOPHHIA), MPOBOJUMBIE [OCIE PErUCTPAlMHd U
3aTparvBaiolIde  OJOOpPEHHbIE  TOKa3aHWs K  NPUMEHEHUI0.  TH
MCCIIEIOBAHUSL  HE SIBJSIIOTCS  HEOOXOOMMBIMM JUIS  PETHCTPALMM, HO
TPeOYIOTCS B LESIX ONTHMH3ALNU NPUMEHEHUs. B HCciaeq0BaHui MOKET
OBITH JIIOOBIM, HO HCCIIEOBAHMS TOKHBI MMETh OOOCHOBAHHBIE HAYYHBIE
nead. OOBIYHO —TakWe MCCIENOBAHMSI MPENYyCMATPHBAIOT — H3Yy4YCHHE
JOTIOJIHUTENIbHBIX ~ JIGKAPCTBEHHBIX  B3aMMOJEHMCTBUM,  MCCJIEIOBAHUS
3aBUCHMOCTH  «J103a — o(QeKkT» © wuccieJoBaHus Oe30MacHOCTH,
HallpaBJICHHBIE HA IOATBEPKIEHHE INPUMEHEHHS 110  OJ00pEeHHOMY
MOKa3aHUI0 (HalpuMep, UCCIeNOBAHHUS IO HM3Y4YEHHIO 3a00JIeBAEMOCTH MU

CMEPTHOCTH, IMMHACMHOIIOTHUICCKHL I/ICCJTCZ[OB&HHSI).

Pa3zpaboTka 3aperucTpupoBaHHOTO JIEKAPCTBEHHOI'O
penapara 110 HOBOMY IMpUMEHEHHIO
30.ITocrne nepsoHaYanbHOM PErMCTPALHU JIEKAPCTBEHHOTO Mpenapara
JIOIyCKAeTCsl MPOAODKUTE pa3pabOTKy JIEKapCTBEHHOI'O Mperapara MmyTem
[IPOBEACHUST UCCIICIOBAHUN HOBBIX WJIM MOJAUMDHIIMPOBAHHLIX IOKA3aHUM K
NIPUMEHEHHUIO, HOBBIX PEXHMOB I03UPOBAHMS, HOBBIX IyTeil BBEIECHUS UM Y
HOBBIX TPYIIIl HAlUEeHTOB. [IpH W3yuyeHnn HOBBIX 103, JIEKapCTBEHHBIX (OopM

WM KOMOWHALMH  JICHCTBYIOIIUX  BELIECTB MOIYT  MOTpeGOBaThCS
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JIOMOJTHUTEIILHEBIE UCCIIeIOBAHHUS GapMakoIOTHIECKHUX CBOMCTB
JIeKapCTBEHHOTO Iperapara ¢ y4acTHeM YesloBeKa, TPeOYIOIHe COCTaBICHUS
HOBOT0O IJIaHa pa3paboTKH.
31.I1pn HanMuuK AHHBIX U3 IEPBOHAYATIBLHOTO IIaHa Pa3pabOTKH HITH
pe3yJIbTaToOB TeParneBTHYECKOI0 IPUMEHEHUSI HeOOXO0AUMOCTh B IIPOBEIEHUN

HEKOTOPLBIX HUCCJIEIOBAHUU MOYKET OTCYTCTBOBATE.

Oco0ble yka3zaHus

32.Pan 0ocoOBIX OOCTOSITENBCTB ¥ pasidYHble TPYNIBI HALMCHTOR
TpeOYIOT OTAENBHOrO BHHUMAHHS, €CIIH OHHW SBJSIIOTCA YacTbl0 TIaHa

pa3spabOTKM JIEKAPCTBEHHBIX IIPENapaToB.

Mccnenoanus MetaboIUTOB IEKapCTBEHHOIO Mpernapara

33. HeoOX0quMO BBISIBUTH OCHOBHBIE AKTHBHBIE MeETaOOIUTHl U
MmoApoOHO  M3yuuTh MX  (apMakokuHeTHKY. CpOKHM  TpOBEIEeHUs
MCCITEIOBaHMK METabOJMTOB B paMKax IlIaHa pa3paboTKM JIEKapCTBEHHOI'O
nmpernapara 3aBHCAT OT XapaKTEPUCTUK OT/EIBHOTO JIEKAPCTBEHHOIO

npemnapara.

JlekapcTBeHHbBIE B3aUMOIEHCTBHS

34.Ecnu  Ha ocHOBaHMM npoduis MeTaboJUMTOB, PE3yJIbTATOB
JAOKJIMHUYECKUX HCCIIEIOBAHMN HIIM CBEAEGHUH O CXOXKUX JIEKAPCTBEHHBIX
npenaparax MPearnojaraeTcs Hajliyue JIeKapCTBEHHBIX B3auMOAEHCTBUIA,
B paMKax  KIMHHYECKOW  pa3pabOTKM  JIEKapCTBEHHOTO  Ipenapara
HACTOSITEJIbHO PEKOMEH/TyeTCs IPOBEICHUE HCCIEI0BAHUS JIEKAPCTBEHHEIX
B3aUMOJICHCTBUH.

35. Uccnenosanys JIeKapCTBEHHBIX B3aUMOJCHCTBHI JIEKAPCTBEHHBIX

operapaTtoB, 4acTO Ha3Ha4vYaeMBIX COBMECTHO, HCO6XOILHMO I[TPOBECTH B
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pamMKax JOKJIMHUYECKOro U (MpuU HEOOXOAMMOCTH) KIMHHYECKOI'O DTAMOB.
910 mMmeer 0coboe 3HAUYEHHME B OTHOLICHMM JIEKAPCTBEHHBIX IIPEIapaTos,
BIMAIOMX Ha abcopbuuio U MeTabosiu3M  JIPYyTrUX  JIEKapCTBEHHBIX
IpenaparoB (PyKOBOJCTBO IO MPOBEACHHIO KIMHHYECKUX HCCIIEIOBAHMIH
B OCOOBIX rpynnax (MOXWible TMalHueHThl)), a4 TakkKe B OTHOLICHHH
JEKapCTBEHHBIX [IPENapaToB, Ha META00JIN3M U SKCKPEITHIO KOTOPLIX BIUSOT

Apyrue JIEKapCTBEHHEIC IIPEIIapaThl.

OcoOple momyJsuu

36.B cuiy o0coObIx 00OCTOATENBCTB, TPeOYIONMX YydueTa B XOJe
pa3pabOTKH JIeKapCTBEHHOIO TMpernapara, WIH BCJIEJCTBUE OXKUIAEMOId
HEOOXOJIMMOCTH MOJAM(DUKALMM 103l WK DPEKHUMa JO3UPOBAHHS  I10
CPaBHEHHIO C JO30M WJIM PEXXKUMOM JO3UPOBAHHUs 1Jisl OOIIeH TOMYJISIUY TIPH
ONPEJEJICHUH COOTHOLIEHUS TI0Jb3a — PUCK JUIS HEKOTOPBIX TIPYII
MALMEHTOB  MOJKET  IIOHANOOWTbCS  NMPOBEAEHHE  JIONOIHUTEILHBIX
uccaenoBanuil. DapMaKOKMHETUYECKHE WCCIEOBaHUsS Yy MAlWEHTOB C
[IOYE€YHON W II€YEHOYHOM HEIOCTATOUYHOCTBIO SIBIISIFOTCS Ba)KHBIM JTArloM B
OLUCHKE  BJIMAHMS  HapylleHHOro  meraboiM3Ma  WIH  9KCKpEIHH
JIEKAPCTBEHHOr0  Ipenapara. Bomnpocsl  MpoBeNeHHS  KIMHUYECKUX
MCCJICIOBAHMMI Y TTOXKMIIBIX ITALIUEHTOB PACCMaTPHUBAIOTCS B PYKOBOJCTBE I10
MPOBEACHHUIO KIMHUYECKUX MCCAENOBaHMM B 0COOBIX rpymnmnax (MOKHIIbIE
MauMEeHThI), y MalMEeHTOB PA3IMYHbIX STHUUECKUX IPYIIT — B PYKOBOJCTBE MO
OLEHKE 3THUYECKUX (PaKTOPOB, BIUSIOMIMX Ha IIPHEMIIEMOCTh KIMHUYECKUX
JTaHHBIX.

37.HeoOX0AUMOCTE  TIPOBEACHHS JOKJIMHUYECKHUX  HCCIICAOBAHUMN
OesonmacHocTH B LeMsIX  OOOCHOBaHMS — TPOBENEHHS  KIMHUYECKHX

HucclieJOBaHuM Y OCOOBIX Pyl INallMEHTOB OIIHMCaHa B PYKOBOJICTBE II0
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JAOKTHHHYCCKUM HCCJIEI0BaHUAM O€30MacHOCTH B LEISX  IPOBEICHHS
KIIMHUYECKUX HCCIIe/IOBAHUH M PErUCTPALlMU JIEKAPCTBEHHBIX MPEIaparTos.

38.B coorerctBum ¢ [lpaBunamu Hamiexaumeil KJIHHAYECKOM
MPaKTUKA HEOOXOAMMO YIENUTh 0c000e BHHUMAHHME STHYECKHM AacCleKTaMm,
3aTparuBalOlMM HH(GOPMUPOBAHHOE COIJIACHE CO CTOPOHBI YA3BUMBIX IPYIIIT
CyOBEKTOB HUCCIIeJOBAHMUS, U MIPOLIE/ypaM, UX 00ECIIEYUBAIOIINM

a) uccnenoBanus y GepeMeHHBIX. Eciu jiekapcTBeHHBIN npenapaT He
[IpeHA3HAuCH ISl TIPUMEHEHKs BO BpeMsl OepeMEeHHOCTH, OEpeMEHHEIX U3
KJIMHUYECKHUX HCCIIEIOBaHUN HEOoOXOJUMO HCKIYUTL. Eciu B TeuyeHue
eproaa MpUMEHEHH s JIEKaPCTBEHHOTO IIperapara HacTyrnaeT OepeMeHHOCTb,
JIeYeHHEe HEOOXOMMMO OTMEHHUTH (B Cllydae 0e30MaCHOCTH TaKOW OTMEHEI).
HeoOxomuMo  yCTaHOBUTH MOCHeqyiollee HaOMIONEHHE 33 TEUeHHUEM
OepemeHHOCTH, MIOAOM W pebenkom. Eciu nexapcTBeHHbId mpemapar
MpeqHa3Ha4YeH Ui NPUMEHEHHUsS! BO BpeMs OepeMEeHHOCTH, HEOOXOIMMOCTh
HaO/IFOJIeHHsT 32  TeyeHMeM OepeMeHHOCTH, IUIOJOM M pebeHKOM
COXpaHseTCs;

0)uccieoBaHMs y KOPMSIIIUX TPYAbIO. Heobxogumo
(0 BO3MOKHOCTM) M3YYUTh HPOHMKHOBEHHE JEKAPCTBEHHOTO IIpernapara
MM ero MeTaboJMTOB B IpyJdHOe MOJOKO. Ecimm kopmsiude rpy/bro
Y4acTBYIOT B KIMHHYECKHX MCCIEOBAHUAX, HEOOXOIMMO YCTaHOBHUTH
HaOJIFo/IeHKe 3a IeTbMHU Ha MpeMeT BIIUAHMS [Ipernapara Ha HUX,

B)uccnenoBanusd y gereil. OO0beM HEOOXOAMMBIX HCCIIeIOBAHHIM
3aBUCHUT OT TEKYIIMX 3HAHUHA O Mpemapare ¥ BO3MOXXHOCTH 3KCTPAINOJISALHHU
JAAHHBIX, TOJYYCHHBIX OT B3POCIBIX W JIeTed APYrHX BO3PACTHBIX TIPYIII.
lIpuMeHeHHE HEKOTOPBIX JIEKAPCTBEHHBIX MPEMapaToB JOMyCTHMO H3y4aTh Y
JAeTedl HauuMHas C paHHMX CTaJui  pa3paboTKu (PYKOBOACTBO IO
AOK/IIMHUYECKUM  HMCCIIEeIOBAHMAM O€30IaCHOCTH B LEISX I[POBEAEHHS

KJIMHUYECKUX UCCIIC/IOBAHUI U PETUCTPALIMK JIEKAPCTBEHHBIX MPENapaToB).
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39.Ecnu jekapcTBEHHBIA Tpenapar IUIaHUPYeTcs Uil IPUMEHEHUS Y
fieTeit, HeOOXOIMMO IIPOBECTH €ro OLEHKY B COOTBETCTBYIOIIMX BO3PACTHBIX
rpynnax. Eciiu B KIMHUYECKOH pa3paboTKe NpeyCMOTPEHBI HCCIIEA0BAHUS Y
ACTeH, TO HU3y4YEHHE TNPUMEHEHMs TaKOro JIeKapCTBEHHOrO Tpenapara
11eJ1eco00pasHo HavaTh y JeTel cTapliero Bo3pacTa, paclpoCTPAaHUB €ro

JAajiee Ha MJlaJilllie BO3PACTHBIC I'PYIIILI, BKIIKOYast MJIaJeHIIEB.

2. llpyHLMIBI IPOBEICHU ST KJIMHUYECKHX UCCIIEOBAHUIt
NIpY pa3padOTKe JIEKAPCTBEHHBIX MIPeIapaToB
40.1lpu nnanupoBaHuu uenel, qu3aiiHa, MPOBENEHUS KIMHUYECKOTO
HCCJICIOBAHMS W TIOJrOTOBKE OTYETa O HEM, a TaKXKe IPH aHaJH3€ TaKoro
OTYeTa HEOOXOAUMO PYKOBOJCTBOBATHCS MPUHIUIIAMHU, ONMUCAHHBIME HIIKE.
Jlo Havaja KIMHHYECKOI'O MCCIIEAOBAHUS KAKIYIO €ro 4acTh HEOOXOJUMO
OmHcaTh B IIPOTOKOJIE, Kak 53TO ykazaHo B IlpaBunax Hajexamei

KJIIMHAYECKOU IIPAKTUKH.

Llenu

4]1.HeoOxoauMo 4YeTKO oOmucarh Lejib HCCleqoBaHud. K 1ensm
MCCIIEIOBaHUsT MOTYT OTHOCHTBCA IIOMCKOBOE HJIM TOJTBEPKIAIOILEE
YCTaHOBJICHHE XapaKTepUCTHK OesonacHocT # (win) 3hGHEeKTHBHOCTH
u (1K) oLeHKa (papMaKOKHHETHYECKHX MapaMeTpoB U (papMakoIOrHYecKuX,
(pusnonornueckux MM OMOXMMHYECKHX  CBOWCTB  JIEKAPCTBEHHBIX

Ipenaparos.

Jlnzain

42. lns  nosydeHuss TpeOyeMbIX CBEJeHUH HEOOXOAUMO BHIOPATH
COOTBETCTBYIOLIMK JM3aliH HCCIeN0BaHUs (HampuUMep, mapaiebHbIH,
NEePEKPECTHBIN, (AKTOPHBIN, SCKATAlMs J03bl WM 3aBUCHMOCTb «J103a —

>pdexT») B COOTBETCTBHH C PYKOBOJACTBOM IO moAabGOpy  AO3BI
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JIEKapCTBEHHBIX MpernaparoB, PyKOBOACTBOM IO TMPHUHIUIIAM MPUMEHEHUS
OMOCTATMCTMKM B KJIMHUYECKHX HCCJIE/IOBAHHUAX, DYKOBOACTBOM IO
PUHIIMIIAM BBIOOPA KOHTPOJIBHOM IPyIIIbl B KJIMHUYECKUX MCCIEIOBAHMUSX,
yreepxnaeMbiMu  Komuccnelt, u IlpaBunamu Hajpjexameil KiIMHHYECKOMH
IPAKTUKH.

43. JIns 1ocTUkKEeHMs! TMOCTaBJIEHHON LeTH HEeOOXOIMMO HCIIOJIb30BATh
COOTBETCTBYIOIIME METOJBl CpPaBHEHUsSI W BKIIOYHUTH B MCC/ICIOBAHUE
JIOCTaTOYHOE YUCIIO CyOBhekToB. HeoOxoammo sicHO onmcaTh IepBUYHBIE H
BTOPUYHBLIC KOHEYHBIE TOYKH, & TAK)KE IUIAaH MX aHajH3a B COOTBETCTBHU C
PYKOBOJICTBOM IO MPHHLHKIIAM IIPUMEHEHHUS] OMOCTATUCTHKH B KJIMHUYECKUX
uccaenosanusx. HeoOxomumo omucaTe OCHOBaHHBIE HA HM3MEHEHUU
KIMHUYECKOW  CHMITOMAaTUKA U JIADOPATOPHBIX  JAHHBIX  METOJIbI
HaOJIIOJICHUsT 33 HEXeNlaTeJbHBIMU peakuusaMu (mpuiaoxkeHne Ne 1 k
[lpaBunam  Hajtexamed — KIMHHYECKOW —TpakTHKK). B IpoTokose
HEOOXOJMMO  ONHUCaTh MPOLEAYPHl  MOCHEAYIOIIEro HAOMIOAEHHS 3a

[MalfMEHTaMH1, JOCPOYHO IIPEKPATUBIIHMH JICUECHHE.

Br10op cyOBeKTOB Hcclie10BaHus

44.1lpu BeIOOpE WcCCleayeMOl TNOMYJIUHNA CYyOBEKTOB UIsl paHHEH
$asbl  pa3spabOTKM JIEKAPCTBEHHOro Iperapara (HarmpuMep, 3/0pOBbIe
JI0OPOBOJIbIBI, TAMEHTHl CO 370KAYECTBEHHBIMM HOBOOODPA30BAHUSAME W
npoure 0coOble TI'pymnbl) HEOOXOAMMO YYHTHIBATH HTan pa3paboTKU H
MCCIIElyeMOoe  [OKa3aHWe K I[PUMEHEHHMIO, a TaKKe  pe3ysbTaTbl
JOKJIMHUYECKMX M paHee I[IPOBEJCHHBIX KIMHUYECKHX HCCIIEIOBAHUIA.
B memsix CHWXXEHMSI T€TE€POreHHOCTH TIPYII MAal[MEHTOB WM 3J0POBBIX
N00pOBOJIBLIEB B pAaHHMX HCCIEHOBAHHUSX JIOMYCKAETCS yCTAHOBJICHHE

CTPOTHX KPHTEpUEB 0TOOpPA, OAHAKO 10 Mepe NPOJOJIKEHHs pa3pabOTKH B
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HeJISIX  HAJUIeKAIIET0  OTPaXKEHWsl LEeJNeBOW  MOMYJSIUHA  HEOOXOIUMO
PacIIMPUTE UCCIIENYEMYIO TTOMYISIIHIO.

45.B 3aBucMMOCTH OT 3Tana paspabOTKM M CTEHNEHU OIMAaceHui
OTHOCHUTEJIBHO ~ O€30IaCHOCTHM  JICKAPCTBEHHOTO  Mpernapara  MOJXKET
BO3HHKHYTh HEOOXOAMMOCTH B IPOBEIACHUH HCCIIEJOBAHMUSA B YCIOBHSX
TIIATEJbHOIO HAOMIONEHH)s 33 CyObEKTaMH, TO €CTh B CTAl[HOHAPE.

46. Henonyctumocts  yuactust cyObLekToB 0ojee YeM B OXHOM
KIIMHUYECKOM HCCJIC/JOBAHUH OJHOBPEMEHHO SIBJISIETCS] OOILUM MPUHIIUIIOM,
HO MOryT ObITh 0OOCHOBAaHHBIC HCKIIFOYEHHs. I[IOBTOpHOE BKIIIOUCHHE
CyOBEKTOB B KJIMHHYECKHE HCCIIeIOBaHusI ©e3 mnepepblBa B JICYECHHUH,
JIOCTATOYHOTO Ul OOecreueHus HajieKaniel 0e301acHOCTH U UCKITIOUEH s
3 (peKToB nepeHoca, HeIOIYCTUMO.

A7.lna  y4yacTHsl B KIMHUYECKMX MCCIIEAOBAHMAX SKEHIIMHAM C
JETOPOJHBIM TOTEHLHAJIOM, KaK TMpPaBHJIO, HEOOXOJMMO HCIIOIb30BATh
METOJbl HAAECKHOW KOHTpauenuuu (pPyKOBOJICTBO II0 JOKJIMHHUYECKUM
UCCIeIOBaHUsAM  0€30acHOCTH B IEJsIX IPOBENEHUS  KIMHUYECKHX
HCCIIC/IOBAaHMH M PETUCTPALIMHU JIEKAPCTBEHHBIX MIPENapaToB).

48.B oTHOwIEHHMH CYOBEKTOB MYKCKOrO T10J1a, YYacTBYIOIIUX B
KIIMHUYECKHUX HCCIICA0BAHMAX, HEOOXOAUMO PACCMOTPETh ITOTEHIHAILHYIO
Yrpo3y SKCIO3MLMH JICKAPCTBEHHOIO Mpernapara [yl HX CEKCYallbHBIX
MapTHEpOB U Oyxywiero moromcTsa. Ilpu Hamuduu nokasauuii (Hampumep,
MCCIIeIOBAHHUS JIEKAPCTBEHHBIX NMPENapaToB, MOTEHIIUATIBHO MYTAr€HHBIX HIJIH
TOKCUYHBIX TSI PEHPOAYKTUBHON CHCTEMbI) HEOOXOIHMO MPEAyCMOTPETh

HUCIOJIE30BAHUE METOJIOB HAIC)KHOH KOHTpALECITITHH.

Bb100p KOHTPOIBHOM IpYIIITbI

49.B HCClIeI0BaHMs HEOOXOTUMO BKJTIOYATH HaUIeKarme

KOHTPOJIbHBIE IPyIbl. CpaBHEHHs OCYIIECTBIISIOT ¢ TU1ane6o, OTCYTCTBUEM
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JICYeHUS, AKTHBHBIM KOHTPOJEM HJIM JPYTMMH JI03aMH HCCIIEAYEMOro
JIEKapCTBEHHOTO Ipenaparta. Beibop Merona cpaBHeHHs Tak)Ke 3aBUCUT OT
lellM  MCCIIeIoBaHKus  (PYKOBOACTBO 110  NPHHIMIAM  [IPUMEHEHHs
OMOCTaTUCTUKKM B  KIMHMYECKHX HCCIEIOBAHMAX, PYKOBOJACTBO IO
MPUHLIKMIAM BBIOOpA KOHTPOJILHOM IPYMIBEI B KITUHUYECKMX MCCIIEI0BAHUSX).
B HEKOTOPBIX ciIydasiX MCTOPUYECKHH (BHEIIHHI) KOHTPOJbh MOKET ObITh
000CHOBaH, OJHAKO BO M30eXaHUE JOXKHBIX BBIBOJOB CIEAyeT COOTIONATH

0CO0YI0 OCTOPOIKHOCTB MPHU €T0 UCTIONHL30BAHKH.

Yuciao cyOpekToB

50.Pasmep wmccinenoBaHMsi 3aBUCHUT OT HCCIELYEMOro 3aboieBaHMs,
HCJIM HMCCIENOBaHUSA M €ro KOHEUHBIX Touek. CraTHcTHUecKas OLIeHKa
pasMepa  BBIOOPKM  JOJDKHA  ONPEAeNIThCS  OKUAAEMOM  BEIMYMHOMN
TepaneBTHYecKoro sQdQekra, BapuabeNBHOCTBIO [aHHBIX, OIOBOPEHHOI
(MasIo#) BEpOATHOCTBIO OMIMOKU (PYKOBOJICTBO 110 MPUHIMAIIAM NPUMEHEHHUS
OMOCTATHCTUKM B KIMHUYECKHX HCCIICIOBAHUAX), a Takke Tpebyemoit
vuHbopMalen, TIpynnaMd MalMeHTOB WK BTOPUUYHBIMA KOHEYHBIMU
TOUYKAMHU.

51.1Ipu HeKkoTOpbIX OOCTOSATENBCTBAX JUIS OIIEHKA O€30M1aCHOCTH
JEKapCTBEHHOTO Iperapara MOKeT oTpeOoBaThes OOIBIINN 00beM JaHHBIX.
MunumaneHele TpeOOBaHUS, TNpPEAbSBISEMbIE K OIEHKE O€30MacHOCTH
NIEKapCTBEHHOIr0 IIperapara, JJisl MOXYYeHHUs] PeTUCTPAIlHOHHBIX JAHHBIX MO
HOBOMY I10Ka3aHMIO K MIPUMEHEHHUIO JIEKApPCTBEHHOTO TIperiapaTta IMpUBOISTCS
B PEKOMEHJAIMAX II0 BEJIMYWHE DKCIO3UIMK B IONYJISIUH, HEOOXOIUMOM
JUISL  OLICHKM KJIIMHUYECKOH O€301acHOCTH JIeKapCTBEHHBIX IIpenapaTos,
NpeNHA3HAYCHHBIX  JUISl  JUIMTENBHOrO  JIEUEHHWS HE  YIPOIKAKOIIHUX
JKA3HU COCTOSIHUM, COTJIACHO MPUIIOKEHMIO K HacTosIeMy PyKOBOJICTBY U B

PYKOBOACTBE 110 IPOBEACHHUIO KIHHHYECKHUX HUCCJIEJIOBAHHUM B 0COOBIX
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rpymmax (TMOKuIIble NalMeNThl). DT TpeOGOBaHMUS HE CJIEYeT paccMaTpHBATh
KaK abCOJIIOTHbIE, B HEKOTOPBIX C/Iy4asX JaHHBIX MOXKET ObITh HEIOCTATOYHO
(HampuMep, €cild OXKHJAeTCs [UINTEJbHOE MPUMEHEHHE JeKapCTBEHHOTO

npenapara y 3/10pOBbIX JIUII).

IlepemeHHbIE OTBETA

52.Heobxomumo 3apaHee 00O3HAYHTL [EPEMEHHBIE OTBETa, YKa3aB
METO/Ibl HAOMIFOJIEHHs 3a HUMH M MeToJbl MX obcuera. Heobxoamumo (ecim
MPUMEHUMO)  HCIIOJIb30BaTh OOBEKTHUBHBIE METOALI  HAOMIOJECHHS B
COOTBETCTBHH C PYKOBOJICTBOM IIO IIPUHLIMINIAM IIPUMEHEHUS OUOCTATUCTHKH
B KIIMHUYECKUX UCCIICIOBAHHUSX.

53.KoHeunble TOYKM HCCIENOBaHWs — IIEPEMEHHBIE OTBETA,
BBIOpaHHBIE ~ [UIs  ONEHKM  BIMSHMSL  JIEKAPCTBEHHOrO  IIperapara,
XapaKkTepusyloliue ero (papMakoKHHETHUECKHE napameTphl,
(bapMaKoJMHaMHUYeCKHe CBOWCTBA, OS(P(EKTUBHOCTE M  0E30MACHOCTE.
[lepBuunasl KOHeYHasi TOYKA OTpakaeT KIMHMYECKH 3HAYMMble 5(GheKThl,
ee OOBIYHO BBIOMPAIOT, PYKOBOJACTBYSICH OCHOBHOM LIEJIBKO HCCIIEOBAHMS.,
BropuyHbie KOHEUHbIE TOUKH M3MEPSIOT Apyrie 3(GHeKTh JIeKapcTBEHHOTO
npemapara, KOTOpble MOI'YT HE MMETh OTHOIICHHs K MEPBUYHON KOHEYHOIT
Touke. KoHeuyHble TOUKM M IJIaH WX aHalk3a HEOOXOAMMO OIUCATH B
IIPOTOKOJIE KIIMHUYECKOTO UCCIIEIOBAHHSL.

54.CypporaTHas KoHeYHas TOYKa — KOHEYHas TOYKa, KOTOpas
accoUMHpOBaHa ¢ KIMHWYECKH 3HAYUMBIM HCXOJIOM, HO cama 1o cebe He
SIBJISICTCSI MEPOHM KIMHWUYECKOH Moib3bl. [Ipu mocrtaTouHoM o0OOCHOBAHWU
CypporaTHbl€ KOHEYHBIE TOUYKHM JIOIYCKAeTCS HCIOJB30BATh B KA4YECTRE
NIEPBUYHBIX KOHEYHBIX TOYEK (€C/AM BBICOKA BEPOSTHOCTH HJIM XOPOIIO
M3BECTHO, YTO TaKas KOHEUHas TOYKA SIBJISIETCS [MOKa3aTeleM KIMHUYECKOTO

HCX0/1a).
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55.Kak cyObekTuBHble, TaKk U OOBEKTHBHBIE METOIbI U3MEpEeHMs
KOHEYHBIX TOYECK JO/UKHBI OBITh BalUJUPOBAHLI W  YAOBJIETBOPATH
COOTBETCTBYIOILIUM  CTaHJapTaM [0 IPAaBWJIBHOCTH, MPEIU3HOHHOCTH,
BOCIIPOU3BOAUMOCTH, HaJIEKHOCTH M PEaKTHUBHOCTH (YYBCTBHUTEJILHOCTH K

HU3MEHEHHUSIM BO BPEMEHH ).

MeTtoasl MUHUMU3AIIUH ¥ BEISBIICHUS
CUCTEMAaTHYECKUX OUIMOOK (CyOBEKTUBHOCTH )

56.B cOOTBETCTBMM € pPYKOBOIACTBOM IO TPUHIMIIAM MPHMEHCHHUSI
OMOCTATMCTMKM B KIMHUYECKHUX HCCIEAOBAHUAX M PYKOBOACTBOM [0
MPUHIKIIAM BbIOOpa KOHTPOJLHON TIPYIIIEI B KIMHUYECKUX HCCIIETOBAHUIX
B IPOTOKOJIE HEOOXOOMMO OINMCATh CIEIYIOLIME METOABI paclpeaeseHus
CyOBEKTOB MO TPYIIIIaM JICUeHHs U OCIIEIICHHS;

a) pangomusauus. IIpu mpoBeseHnH KOHTPOIMPYEMBIX HCCIIEI0BAHHIA
PaHJOMHU3HPOBAHHOE  paclpefe/ieHle  SIBISETCS  MPeIOYTUTENbHBIM
crocoboM  obecneveHHs  CONOCTABUMOCTH — UCCHENAYEMBIX TPYNN W
MUHMMH3AIMH BO3HUKHOBEHHS CHCTEMATHYECKOH OIMOKH 0TO0pa;

O)cnemoii  meron. Crnermoit MeTon  SBASETCS BaXKHBIM — METOIOM
MUHUMU3AIUKA pPHUCKA BO3HUKHOBEHHUS HEOOBEKTHBHBIX BBIBONOB. Eciu
BCJIC/ICTBUE IIPUMCHEHMSI TIalebo MM JAPYTHX METOJOB MAaCKUPOBKH
CyOBeKTaM HCCIIE/IOBaHUA HEM3BECTHO pAacIpeliesieHne  JIeKapCTBEHHBIX
NpernapaToB, TaKO€ WCCIEA0OBAHUE CUYHTAETCsS IIPOCTHLIM ClIeNnbIM. Ecmu
MCCJIEIOBATEIIO M ITEPCOHAITY CIIOHCOPA, YYACTBYIOIIUM B HCCIIEJOBAHUH HITH
OCYILLECTBIISIFOIIMM  OLIEHKY CYOBEKTOB JIMOO aHaJM3 JAHHBIX, TaKKe
HEU3BECTHO  paclpe/ic/ieHHe  JIEKAPCTBEHHBIX  ITIpernaparoB,  TaKoe
MCCIIEIOBAHUE CUUTACTCS JIBOMHBIM CJIEIIBIM;

B) IPUBEPIKEHHOCTD.
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57.B mporokosie ucCCIeOBaHHsS U WHCTPYKIHAX TAKXe HEeOOXOTHMO
ONMCATh HCIIOJIb3yEeMble METOJBl OLEHKM MPUMEHEHHs JICKapCTBEHHOIO

rpernapara rnauueHTaMu.

[IpoBenenue

58.HccnenoBanie  HeoOXOJIMMO MPOBOAMTE B  COOTBETCTBHMU ¢
MPUHLHITAMH, U3JI0KEHHBIMU B HACTOsIIIIeM PyKoBOJICTBE, U B COOTBETCTBUU
C JpYI'HMH 3HAYHUMBIMH IIOJIOKEHMSAMH, W3JI0KEHHBIMH B IIpaBmiax
HajJiexalen — KIMHUYecKoW — mpaktukd.  CoOmrojeHwe  mpoTokona
uccienoBanus  obszarensHo. IlpM BHeceHMM W3MeHEHMH B IIPOTOKOJ
(B ONPaBKU K IIPOTOKOITY) HEOOXOAMMO IPEJCTABUTh YeTKOe 0OOCHOBAHHE
BHOCUMBIX — H3MeHeHuH. HeoOxomumo cBoeBpeMeHHO coOOImaTL U
JOKYMEHTHUPOBATL  HEXEJATeJIbHbIC peakIMHd, BO3HMKAIOIIME B  XOJe
ncclenoBanust. PeKoMeHJalMd 1O MPeACTaBICHHIO COOTBETCTBYIOLIMM
OpraHaM CPOYHBIX OTYETOB O O€30MaCHOCTH M MX COJAEPKAHMIO, a TAKKE IO
MOJINTUKE KOH(DUIESHIHAILHOCTH U3MOKeHbl B IlpaBunax Hajuiexarieit

KIIMHUYECKOU ITPAKTUKH.

Ananusz

59.B mpotokosie uccieJoBaHUS HEOOXOAMMO MPedyCMOTPeTh IUIaH
aHalin3a,  COOTBETCTBYIOIIMH  LeJsiM M JW3aiiHy  KMcclieqoBaHuUd,
YUUTBIBAIOIIMH CIOCOO pacnpesiefieHUust CyObEKTOB, METOAbI H3MEpeHHs
MEPEMEHHBIX OTBETA, TECTUPYEMYIO THIIOTE3Y M aHATUTHYECKUE MOIXOMbI K
oOllenpU3HaHHBIM ~ NpoOjaeMaM, BK/IKOYas paHHee  BBHIOBIBAHHE W3
HCCIICIOBaHUs M HAPYUIEHUs [IPOTOKONIA. B MPOTOKOJIE Hecie10BaHUS TAKKE
HEOOXOOUMO  IPEeJICTABUTH  OIUCAHHE HCIIOABL3YEMBIX CTAaTHCTHYECKUX
METOJIOB, BKJIHOYAs CPOKM BCEX IIAHUPYEMBIX MPOMEXYTOUHBIX AHAIHU30B

B COOTBeTCTBUHM ¢ llpaBuiamu Hajuiexamedl KIMHUYECKOM INPAKTUKU U
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PYKOBOJCTBOM I10 MPUHLMINAM IMPUMEHEHUs OMOCTATUCTUKU B KIMHHUYECKUX
HCCJIeIOBAHUSIX.

60. AHanKu3 pe3yabTaTOB KIMHUYECKOTO HCCIIEOBAHHS HEOOXOIUMO
OCYWIECTBJIATh B COOTBETCTBUM C 3apaHee OrOBOPEHHBIM B IPOTOKOJIE
IUTAHOM, BCE€ OTKJIOHEHHMsI OT 3TOro InjlaHa HeOOXOIMMO OMMCATh B OTYETE
00 wuccimenoBaHuu. B IlpaBuiiax Haajexaleid KIMHWYECKOH [IPAKTUKHU
M3JIOKEHBI  MOAPOOHBIE PEKOMEHJAIMH 10  COCTABIEHHIO IPOTOKOJA
MCCJICHOBAHMS, MTOATOTOBKE OTYeTa 00 MCCIENOBAHMU U OOIIUX MOAX0JaX K
CTATUCTHYECKOH 00paboTKe JaHHBIX, @ B PYKOBOJACTBE I10 INPUHIUIIAM
NPUMEHEHUsI OMOCTATUCTUKY B KIMHUYECKMX MCCIENOBAHMSAX MPUBOISTCS
ACTaJlbHbIe YKa3aHWs M0 IJIaHy CTaTHCTHYECKOro aHaiu3a U 00paboTke
JIAHHBIX HUCCJIEOBAHMSI.

61.Kaxk mpaBuiio, 0XHIaeTcs, 4TO HCCIENOBAHMs NPOBOAATCA 10 HX
3alJIJaHHPOBAHHOIO  3aBEPIICHHs], OJHAKO HEKOTOPble W3 HHX MOIYT
3aBEPIIUTHLCS JOCPOYHO. B 3TUX ciiyyasx B MPOTOKOJIE HEOOXOIUMO YETKO
OTPa3UTh TAKYI0 BO3MOXHOCTH C HAJIEXKAIIAM CTATUCTHUYECKHUM OTHCAHHEM
OOLLIEro  ypOBHS CTATUCTHYECKOW 3HAYMMOCTH M HEOOXOJHMOCTBIO
KOPPEKIUH OLICHKH BEJIMYUHBI TEPAIIEBTHUECKUX 3(P(HEKTOB, KAK 3TO YKA3aHO
B PYKOBOJCTBE IO MPHUHIUIIAM [IPUMEHEHUS] OHOCTATUCTUKU B KIIMHUYECKHX
UCCIICIOBAHMSIX.

62. Bo Bcex KIMHMYECKMX MCCIEOBAHHUSIX HEOOXOIMMO OCYIIECTBIISAT
cOOp JaHHBIX MO OE€30IaCHOCTH, HaIEkKAIIUM 00pa3oM COCTABJISIS TAOTHITEI
U KIacCuGUUUpys HeKeslaTelIbHbIe pPEeakiid C YYeTOM HX OTHECeHHS K

CCPBE3HLIM M HAJIHYMA HquHHHO-CHCHCTBeHHOﬁ CBJI3H.
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Kimanyeckuit otuer

63. HeoOxoauMo  Hajuiexkammm  00pa3oM  COCTaBISTH OTYETHl O

KIIMHHYCCKUX HCCJICIOBAHUAX C YUYE€TOM Tpe60BaHHFI, HU3JIOKEHHLBIX B




ITPUJIOXKEHUE

K PykoBoacTBY 110 00LIMM BOIpocam
KJIMHHUYECKUX MCCIIEMOBAHMN

PEKOMEHIAAIIUN
M0 BeJIHYHHE JKCIIO3HMIMH B MONYJISAIHH, HeOOX0AUMOM
JUTST OLEHKH KJIHHHYECKOH 0e30MacHOCTH J1eKaAPCTBEHHBIX NPeNnaparos,
npeIHa3HAYEeHHBIX IS JJIMTEeJNbHOI0 JeYeHHs He YIPOoKaIomKX
sKH3HH COCTOAHUH

l.Ilenpto  HacToOsIMX  peKOMEHAAIMM  sBJIIETCS  ONUCAHUE
COTJTAaCOBAaHHOM CHCTEMBI IIPUHLMIIOB OLIEHKH 0€30MacHOCTH JIEKapCTBEHHEIX
npenaparoB, MpeJHA3HAYCHHBIX JUUIs JIOJIFOCPOYHON Tepanuu (TOCTOSHHOIO
WK TICPUONMYECKOTO IIPHMEHEHWsl B TedeHHe Oojiee 6 MecsleB) He
YIPOXKAIOMIUX JKU3HU cocrosiHui. [lpu oreHke 0Oe30macHOCTH B Xoze
KJIHHUYECKON pa3pabOTKK HEOOXOIUMO 0XapaKTEePH30BaTh M KOJIMYECTBEHHO
omucath  NpoGuiab  0e30IaCHOCTH  JIEKApCTBEHHOrO  Ipernapara  3a
JOCTaTOYHBIA IIPOMEXKYTOK BPEMEHH, COOTBETCTBYIOIIMH TpeAroaracMon
IPOJOJDKUTENILHOCTH €ro NpUMeHeHHs. Takum o00pa3oMm, IJIHUTEILHOCTH
SKCIO3UIMH JICKAPCTBEHHOTO IIperapara U €€ B3aMMOCBS3b KaK CO CPOKOM
BO3HMKHOBEHHMS HEXeEJIaTEeJIbHLIX peaklUHMd, TaKk U C WX BBIPAKEHHOCTBIO
SBJISIFOTCS. BaKHBIMM  (DPaKTOpaMH yCTAHOBJIEHHsI pasMepa 0asbl JaHHBIX,
TpeOyeMoii /715l OLIeHKH 0e30MacHOCTH.

2.B pamkax HacTOAINMX PEKOMEHJaluil Ieecoo0pasHo pas3inyarh
KIMHUYECKHE JaHHBIE O HEXKEJATEIbHbIX pEeaKUUsIX, I[OJyYeHHBbIE W3
UCCIIENOBAaHUN ¢ HEOOJIBLION MPOJOIKHTEIFHOCTBIO DKCIIO3UIIMHI, U JaHHbIE
JUIMTCIIBHBIX ~ MCCJIEJIOBAHMM, KOTOpbIE  HEPEeJKOo  MpoBoadTcs  Oe3
nmapaieabHoro Konrtposs. CreayeT moapoOHO OMKMCATh YacTOTY peakLMi,

BO3HHKAIOIHX B KPATKOCPOYHOM HHTEpPBAJie (H&KOHHTGHBH&H 3-MecsyHas
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4acToTa BO3HHUKHOBEHHMS OKoJIo 1 %). B 3aBucuMocTd oOT TSDKECTH
HEXXEJIATe/IbHBIX PCeaklMi M MX BaXXHOCTH IS OLIEHKA COOTHOIIEHUS
Mojib3a — PMCK M/ JICKapCTBEHHOrO Tperapara MOXET [OTpeboBaThes
OIIMCAaHUE HEeXEeJIaTe/IbHBIX peakLUMil, U3MEHEHHE YacTOThl BO3HMKHOBEHUS
KOTOPBIX IPOMCXOJUT B TEYECHHE IUIUTEILHOTO TPOMEXYTKa BpemeHu. llpu
OLIEHKe Oe30MacHOCTH B XOJe KIMHMYECKOH paspaboTKH JIeKapCTBEHHOIO
npernapata HE OXKMJACTCA OIUCAHWE PEOKMX HEeXeNaTeJbHBIX pPeaKiHif
(HanpuMep, ¢ YaCTOTOM BO3HMKHOBEeHHUS MeHee | Ha 1000 MAIMEHTOB).

3. JIn3aiin KJIMHUYECKUX HMCCIEI0BAHMI MOXKET OKa3aTh 3HAYUMOE
BIIMSIHUE HA BO3MOXKHOCTH BBIABIEHUSI MPHUUHHO-CIIEICTBEHHON CBSI3U
MEHly HEXKENATeIbHPIME PEaklUsIMU W JIEKAPCTBEHHBIM IIPENapaToM.
I1nane60-KoHTpoIMpyeMble HCCIeIOBAHUS MO3BOJISIOT HANPIMYIO CPaBHUTH
YaCTOTY HEKENIATENBHBIX PEaKI[Mi B IPYNIE UCCIENLyeMOro JIEKapCTBEHHOTO
mpermapara ¢ HMCXOJHOW YacTOTOH peakUWid B H3y4yaeMOM IMOMyJIsALUH
nauueHToB. HecmoTps Ha TO YTO MCCIeOBAHMSI ¢ AKTUBHBIM KOHTPOJIEM
MO3BOJISIIOT CPABHUTH YACTOTY HEKETATeNbHBIX PEaKI[HH MEKIY IpYIIIaMH
MCCJIEyeMOTO W KOHTPOJIBHOTO JIEKAPCTBEHHOI'O Mperapara, HampsMyro
OLCHHUTh MCXOQHYIO HACTOTY peakUMi B U3ydaeMOW MOIMYINALUM MallHeHTOR
HEBO3MOXKHO. Eme Oosiee CI0KHO OLEHHTH IIPUYUHHO-CIIEACTBEHHYIO CBSI3b
MEK/ly BBIABJICHHBIMM HEXKEJIATEIbHBIMA PEAKIMAMH M HCCIENYEMbIM
JIEKapCTBEHHBIM NPENapaToM B HCCIIE0BaHUHU 6e3 apauieIbHOrO KOHTPOJIA.

4.Tlpu pacyere BEIUYHHBLI IKCMO3UIUM B MOMYIAINH, HEOOXOIUMOI
AU OUEHKH KJIMHMYECKOH O€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB,
NPEeNAHa3HAYEeHHBIX U JUIMTEJIbHOIO JIEUEHHS HE YIrPOXKAIOLWIMX SKH3HU
COCTOSHUH, TPUHUMAIOT BO BHUMaHUE CIEAyIouHe (GakTopsl:

a) IpMMEHEHHe  TapMOHHU3MPOBAHHOIO  MOAXOMA,  [MO3BOJSIOLIErO
OLEHUTE TPEOYeMyI0 CTeNeHb W IPOAOIDKMTENBHOCTh TEpaluy s

COCTaB/ICHHST 0a3bl [JaHHBIX MO OE30NaCHOCTH JIEKAPCTBEHHBIX MPerapaTos,
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peAHa3HAYCHHBIX [UIsl JOJIOCPOYHOrO JICHEHHS] HE YTPOXKAIOIMX >KU3HU
COCTOSIHMH ~ (HECMOTpsl Ha TO 4YTO TpejlaraeMblii B HACTOSIIMX
PEKOMEHJAMAX TOJAXO0J pachpoCTpaHsAeTCss Ha MHOIHE ITOKa3aHUs K
NPUMEHEHHUIO W  (apMaKkoJOTHYecKHe KJIacchl, B HEM JIOMYCKAIOTCH
OIIpe/IeJIEHHbIE UCKITIOYEHHUS);

0) pery/IATOpHBIE CTaHAAPTHl OLEHKH O0€30MACHOCTH JIeKapCTBEHHBIX
MpernapaToB JOKHBI OCHOBBIBATHCS HA MMEIOIIEMCS OIBITE BO3HUKHOBEHHS
M OOHApy)KEHWs HEKeNaTelbHbIX pPeaKi[uif, CTATUCTUYECKUX (PaKTopax
BEPOSATHOCTH OOHApYy’)KEeHHsI ONpeNeIEHHONM 4acTOThl  HeXeJaTeJIbHBIX
peakLHi U MPaKTUUECKUX aclleKTax;

B)CBEJCHHS O BO3HUKHOBCHMH HEKENATENbHBIX  pEaklHil B
3aBUCHUMOCTH OT MPOJOJDKUTEIBHOCTH JIEYEHUS! PAa3IMYHBIMH TPyIIIaMH
JIeKapCTBEHHBIX Ipernaparos SBJISIIOTCS HETMOJHBIMH, O03TOMY
LIeJIECO00pa3HO MpellycMaTpUBaTh HajbHEHIINME HCCIENOBAHUS C IEIBIO
MOJIYUEHU TaKUX CBEJIEHUI;

T) COMJIACHO HMMEIOLIMMCS JIAHHBIM, OOJIBIIMHCTBO HEXKeTaTeNIbHBIX
peakiMii BOZHHUKAET BIIEPBbIC U HauOoJiee YacTo B TEUEHME IIEPBBIX MECSIEB
Teparny JeKapcTBEHHBIM IpenapaToM. Jljis onucaHust BpeMeHHOro mpopus
HEeXeTaTeNbHBIX peakuuii HeOOXOAMMO B TeueHHe 6 MecsieB 00ecrneyuThb
JIeUCHHE [OCTaTOYHOIrO YHCIa MalUMEHTOB B J03aX, COOTBETCTBYIOILIUX
IpeanojgaracMoMy KJIMHMUYECKOMY MpUMeHeHHIO. JIJIst JIOCTUKEHUS DTOro
YHCJIO MOJABEPIUIMXCH DKCIO3ULUU CYOBEKTOB JOIKHO OBbITH JOCTATOYHBIM
IUIL OOHapyKEHUs! TIOBBIIIEHHS WM CHMYKEHHS 4YacTOThI OOJIee YacThIX
peaklni BO BPEMEHH, & TAKXKE BBISBICHUS OTCPOUYCHHBIX peaKIMi 3HAUMMOH
4acToThl (Hampumep, B auanaszoHe 0,5 — 5 %). JlocTaTouHo, Kak MpaBHIIO,
300 — 600 mamueHTOB;

J) ClieyeT NPUHUMATL BO BHHUMAaHHUE, YTO, HECMOTPS HA HEBBICOKYIO

HaCTOTYy, OTHACJIBHBIC HCXKEIATCJIBHBIE pEaKlHHu Cco BpEMCHEM MOTYT
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BO3HHUKATh yallle Wi B Ooliee TspKeNlod (hopMe, HEKOTOpbIe HexelaTe/bHbIe
peakIMd MOTYT TPOSIBISATHLCS JIMIIL [0 HUCTEUEHUM 6 MecsileB JeUYeHHUS,
BCJIE/ICTBME Yero clieflyeT MNpeJyCMOTPeTh JieUYeHWE YacTh MallMeHTOB B
paMKaxX HCCJIeNOBaHWS Ha NOpoTskeHWW 12 wecsaueB. Ilpu oTcyTcTBUH
CBEJIEHUM O 3aBUCHMOCTH HEXKeJaTe/bHbIX JIEKAPCTBEHHBIX pEaKUUld OT
MPOAOJKUTEIbHOCTH TepariMi BbIOOP OMNpeeIeHHOro 4YHcia MallueHToB,
KOTOpBIE OyAyT HaOJonarbCss B TeueHWe | roja, B OoJbliei cremneHu
omnpeae/sieTcsl BEPOSTHOCTBIO OOHApy)KeHHs  OINpelesIeHHON  4acTOThI
HEXKeJIaTeJIbHbIX peakUui U NPaKTHYEeCKUMU aCIIEKTaMHU.

MUHUMAIBHO JIOTYCTUMBIM 00beMOM 0a3bl JaHHBIX MO OE30MaCHOCTH
sBJsitoTest Aanueie 0 100 manuenTax, NOABEPIIIUXCS IKCIIO3UIIUU B TEUECHHUE
1 rona. B nensix nonydenus: Takoi uHGopmManuu 1Jist 103, PeAHA3HAYECHHBIX
JUIST  KJIMHUYECKOTO  [PUMEHEHWs, JIaHHble cleayeT coOupars U3
CIUTAaHHPOBAHHBIX HaJJIXAIIMM 00pa3oM MPOCHEKTUBHBIX HCCIETOBAHHMA.
Ecmu B Tedyenue 1 roma cephe3Hble HEKeNaTelbHbIE peakluu He
BEISIBJISTIOTCS, ATOT'O YHCJIa MAlMeHTOB JOCTATOUHO I 0OOCHOBAaHHS TOTO,
4TO roI0Basi KyMYJISITUBHAS YACTOTA UX BOBHUKHOBEHUS HE IpeBbiaeT 3 %;

e) oflllee 4UCIO MAMEHTOB, MOJYYaOUIUX JIEYEHHE HCCIIelyeMbIM
JIEKAPCTBEHHBIM  MPENaparoM, BKJIKOUYAs KpaTKOCPOUYHOE IPUMEHEHHE,
JIOJDKHO ~ OBITH ~ HE  MeHee 1500.  JlomycTuMO  TIpUBJIEUECHUE
500 — 1500 mamueHTOB TMPH  COOTBETCTBYIOMIMX TpeOOBaHUSX K
MOCTPErucTPAlMOHHOMY HAOJIOAEHUI0, (PAKTUYECKOE YHUCIIO OIpeessercs
UMECIOILIMMUCS CBEJICHUSIMU 0  JIEKapCTBEHHOM npenapare %}
hapMaKoI0rH4ecKoM Kilacce;

K) B psJie ClydyaeB FapMOHH3MPOBAaHHbIE OOIME CTaHAAPThl OIEHKH
KJIMHHYEeCKOW Oe30omacHocTu HenpuMmeHuMbl. CrejyeT MNOHUMAaTh, YTO

KIIMHHYecKas 0aza JaHHBIX II0 H3YYCHHIO 3(1)(1)6KTHBHOCTH B HEKOTOPLIX
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caydasix MOXeT ObITh OOuMpHee WM norpedoBars 0OoJiee NUIUTEIBHOIO
HaOO/IeHHS 3a MallMeHTaMH, YeM ONMKMCAHO B HACTOSIIUX PEKOMEH/IalUsIX.

5.1Ipy mpuMeHeHHWH TapMOHM3MPOBAHHOTO TMOAXOMAA, YKAa3aHHOTO B
NOAMYHKTE «a» NyHKTa 4 HacTOALMX pPEKOMEHJALMH, MpU pacyeTe
BEJIMYMHBI  HKCIIO3ULMU B TONYJSUUHM  JOIYCKalOTCS  CIIEJYHOLIUE
UCKJTIOUEHUs (BO3BMOXKHBI U JIpYyTrUe IMpUuMephl):

a) 00CTOSITENLCTBA, MPU KOTOPHIX BO3MOXKHO TMO3/1HEE BO3SHUKHOBEHHE
HEe)KeJIaTeJIbHBIX peaKlui, WM HeXeJaTelbHble pPeaKlUMH, YacToTa WM
TSOKECTh KOTOPBIX YBEJMYMBAETCS BO BpeMeHH, TpeOyloT OoJiee oOLIUPHON
v (WUau) MPOJOJDKUATEIBHOW MO BpeMEHHW DJKCIMO3ULUKM 0a3bl AaHHbIX. [lpu
TOM B OTHOILIEHWH [JAHHBIX OOCTOSITENIbCTB YUYUTBHIBAIOTCS CBEJEHHUS,
MOJIy4YeHHbIE B XOJIE:

JOKJIMHUYECKUX UCCIIeI0BaHUH JIEKApCTBEHHOI'O NIpenapara;

KJIMHUYECKOTO MPUMEHEHHUs] UHBIX CPEJICTB CO CXOJHOW XUMUYECKOH
CTPYKTYPOH WJIH CPEJICTB TOTO e (hapMaKoJOTHUeCcKOoTro Kilacca,

U3ydeHus:  (papMakOKMHETHYECKUX WA  (papMakoJIUHAMUYECKHUX
CBOMCTB JIEKAPCTBEHHOTO IperapaTra, KOTOpble CIHOCOOHBI MOCTYXKHUTh
MPUYUHOM  BO3HMKHOBEHMS  HEXeJlaTesJbHBbIX  peakuuid ¢  MO3AHUM
MPOSIBJIEHUEM MJIM HapacTarolllell BO BpEMEHHU 4acTOTOM;

0) cuTyall, MpU KOTOPBIX MJIsS pacueTa YacTOThl BO3HUKHOBEHMS
OKMJIaeMbIX HEYaCTBIX HeXKeJaTeldbHBIX peakuuit Tpedyercs Oostee
obmmpHas 0a3a JaHHBIX (HampuMmep, B cly4ae BO3HHKHOBEHHS
OIMpEIEIEHHBIX CEPBE3HBIX HEXKENATeNbHbIX peakUuid NpH TMPUMEHEHUU
AQHAJIOTMYHBIX JIEKAPCTBEHHBIX IMPENapaToB WX MPH BO3HUKHOBEHHUU
peakiuMu, BBI3bIBAIOLICH  cepbe3Hyl0  OOECIIOKOEHHOCTb B paHHUX
KIMHUYECKHUX ~ UCCIIEJIOBaHMSAX  pa3paboTyMKa WM YNOJHOMOYEHHBIX

OpraHoB);
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B) IPUHATHE pPEIICHUsI O pHCKE M I0Jb3e Ha OCHOBAHHM OoJjee
0OMMPHOH 0a3bl JaHHBIX MO 0E30MAaCHOCTH, €CIH BBINOJHAETCS OAHO M3
CIENYIOLIMX YCIOBUM:

HeOObIIAs.  [0/b3a  OT JIGKAPCTBEHHOTO Ipemapara  (Hampumep,
CHUMIITOMAaTH4YECKOe  YIy4UICHHE HE3HAYUTENIbHBIX  (HECYIIeCTBEHHBIX)
MEIUIUHCKUX COCTOSHHIA);

[0Jib3a OT JIEKApPCTBEHHOTO Iperapara IPOsBJISETCS JIHILL Y YacTH
IPOJICUEHHBIX [alUEHTOB (Hanmpumep, OIpe/ielIeHHbIC BU/Ib
NpOMHUIAKTUYECKON TepaIliyl, Ha3HAYAEMOM 3/0POBBIM JTHLAM);

II0JIb3a HEONPEJETICHHON BEIMYHMHBEI OT JIEKAPCTBEHHOrO IIpernapaTa
(Hanpumep, S(QQEeKTHBHOCTL yCTAHOBJIEHA IO CYPPOTATHBIM KOHEYHBIM
TOYKaM);

T) HalU4Me MPEATONOXKEHHH O TOM, 4YTO JIeKapCTBEHHBI Ipernapar
MOJKET YBEJIMYMBATH HCXOJIHO BBICOKYIO MOPOMIHOCTBH (3a00J€BaeMOCTh)
WIH  CMEPTHOCTh, MPUBOJAIIMX K HEOOXOJAMMOCTH BKJIIOYEHHS B
KIIMHUYECKHWEe HCCTIeJIOBAHMS JIOCTATOYHOrO YHCIa IAlMEHTOB, YTOOBI
MOJyYUTh HEOOXOMUMYIO CTATHCTHYECKYIO MOIIHOCTb JUIS BBISBJICHUS
TaKOTO 3apaHee YCTaHOBJIEHHOTO yBEIMYEHUS MOPOUIHOCTH
(3a00J1eBaEMOCTH) U CMEPTHOCTH HaJl HCXOIHBIMHU T10KA3aTEIISIMHK;

71) HeOOJIBIIOK pasMep OJHOPOJHOM LEeNeBOi MOMyISUUH CyOBEeKTOB
UCCJIeIOBAHUs, IO3BOJISIOIUN  00ECTIEUHTh BO3MOKHOCTb  BKJIIOUEHMS

MCHBLICIO YHCJIa TAllMCHTOB.




