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Cnucok o603Ha4ennit f — OTHOCUTENbHAA CTeNeHb BCACIBAHUA N1IEKAPCTBEHHOMO
cpencTsa, onpenenAeman otHoweHuem AUC, 1/AUC,
AUC — nnowaab noa KpMBOW «KOHLEHTPALWUA NeicTBYoLIero unn AUC, o /AUC, o i
BEl|ECTBA — BpeMA»; f — oTHowWeHwe Cyy, 1/Cy v
AUC, — nnolwagb NoA KPUBOI «KOHLEHTPAUNA AeCTBYIOWEro K, — KOHCTaHTa 3NMMUHALNN NEKAPCTBEHHOMO CPEACTBa;
BeleCTBA — BPeMA» B HTEPBane BpemeHun ot 0 40 MOMEHTa R — npenapar CpaBHEHNA;
(t) ot6opa nocnenHeit npo6sl Gnomarepuana; T — uccnemyeMblii npenapar;
AUC_, — Nnowanb Nof KPUBOI «KOHLUEHTPAUMA AeiicTBYIOWEro t — BPeMA 0T MOMEHTa npuema (BBEAEHWUA) NeKapCTBEHHOMO
BELLECTBA — BPEMA» B UHTEPBANE BPEMEHN 0T 0 [0 oo; npenapara,
AUC, — nnolwagb NoA KPMBOIA «KOHLEHTPaUNA AeCTBYIOWEro toax — BPeM#A A0CTUKEHNA MAKCUMANbHON KOHLEHTpaLN
BelecTBa — BpeMA» B Npeaenax nHTepsana 03nMpoBaHna [eNCTBYIOWEro BELEeCTBa;
B CTALWOHAPHbIX YCNOBUAX (SS) NPU MHOTOKPATHOM T — Nepuoa NonyBbIBENEHUA NEKAPCTBEHHOTO CPENCTBa;
BBEOEHWIN NIEKAaPCTBEHHOMO CPEACTBa; T>C — Nepnon BPeMeHI, B TEYEHIE KOTOPOTO KOHLEHTpauua
C — KOHLEHTpaumnA QeiiCTBYIOWEr0 BELeCTBa; NeKapCTBEHHOro cpeacTsa npesbiwaet G
Crnax — MakKCUManbHaa KOHLEHTpauna elicTBYIOWEro BEWECTBa; T>75%C,,,,  — NEPNoN BPEMEHY, B TE4EHIE KOTOPOr0 KOHLEHTPaLA
Crnin — MUHUManbHaA KOHUEHTpauna AefCTBYIOWEro BELeCTBa; NeKapCTBEHHOrO CPECTBa npesblwaet 75% ot G, .;
C, — CPeAHAA KOHLEHTPALWA AeiCTBYIOWErO BewwecTBa — reHepanbHoe CpeaHee Nokasarena ana uccnegyemoro
B CTALWUOHAPHbIX YCNOBUAX; npenapara;
C, — KOHUEHTpaunA OeiicTByIOWEro BewWecTa B MOMEHT & Mg — reHepanbHOe CpeaHee nokasarena ana npenapara
cv — K03h(puumeHT Bapuaunn; CpaBHEHNA;
f — OTHOCWUTENbHAA CTENEHb BCACbIBAHUA (OTHOCUTENbHAA o? — CpenHwii KBagpar «owWnbKM», K 0CTaTouHanA
01OAOCTYNHOCTb) NEKAPCTBEHHOTO CPEACTBA, OnpeaenaemMan BHYTPUUHANBUAYaNbHAA BapuaLna;
oTHoweHunem AUCe, T/AUCeo,R; T — WHTEpBan 0O3MPOBAHNA.
Bgenenue 000CHOBaHHBIE 3aKJIIOUEHUSI O KaYeCTBE CpaBHMBAEMbIX
MpernapaToB 10 OTHOCUTEIbHO MEHBIIIEMY 00bEMY TTEpBUY -
OueHka OMO3KBUBAJIEHTHOCTH  («(apMakKoKuU-  HOM MHGOPMALMU U B 60Jiee CXKaTble CPOKU, YeM TTPU MPo-

HETUYECKOI SKBUBAJICHTHOCTH» ) JIEKAPCTBEHHBIX CPEICTB
SIBJISIETCS OCHOBHBIM BUIOM MEIMKO-OHMOJIOTMYECKOTO
KOHTPOJISI BOCTIPOU3BEACHHBIX (T€HEPHYECKUX) JeKap-
CTBEHHBIX CPEACTB, HE OTIMYAIOLIMXCS JeKAapCTBEHHOMI
dopMoii u coaepkaHUEM AEHACTBYIOLIMX BELIECTB OT COOT-
BETCTBYIOIINX OPUTHMHAIBHBIX JIEKAPCTBEHHBIX CPEACTB.
HccnenoBanus 6M03KBUBAJIEHTHOCTH TTO3BOJISIIOT CAEJIAaTh

{AMHANECRNG OAPMARDKHHETHRA

BEICHUM KIMHUYECKUX UCCIIEIOBAHUIA.

Hactosmue MeTomuyeckue ykaszaHMs pa3paboOTaHBbI
B cootBeTcTBUH cO CT. 21 Koncruryimn Poccuiickoir Pe-
nepauuu, MenepanbHbiM 3aKOHOM «O JIEKaApPCTBEHHBIX
cpenctBax» oT 22.06.1998 Ne86-d3, MenepadbHbIM 3aKO-
HOM «O TeXHUYeCKOM peryaupoBaHun» oT 27.12.02 No184-
@3, INpaBuinamMu KIMHUYECKOW MPakTUKK B Poccuiickoit
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®enepanyu (yrBepxkIaeHbI npukazoM MuH3apaBa Poccun
ot 19.06.2003 Ne266), XeabCMHKCKOM neKiapauueii Bee-
MU PHOM MEIUIIMHCKOM acCOIMauy (peIaKkiiis, 0Omo0peH-
Hag 52 ceccueil [eHepanbHOI accambiien B DauHOypre,
Iotnanaus, 2000).

B HacToseill pemakiuyM METOAMYECKMX YKa3aHUA
YTOYHEHBI (POPMBI JIEKAPCTBEHHBIX CPEICTB, TSI KOTOPHIX
IIPOBOISATCSI UCCIICIOBAHNS OMOSKBUBAJICHTHOCTH, METO-
MUKW VCCIIEI0BAHUSI OMO3KBUBAJICHTHOCTH M TIPUHITUITBI
aHanmM3a GapMaKOKMHETHYECKIMX JaHHBIX IIPX MHOTOKpAT-
HOM BBEJIEHMU JIEKaPCTBEHHBIX CPEICTB, Mpollenypa cTa-
TUCTUYECKOM OLIEHKU PE3yJbTaTOB MCCIIeI0BaHUs OMO3K-
BUBAJICHTHOCTH M T.]I.

1. TepmuHoIOTHSA

BuogocTynHocTh

Buodocmynnocms ompasicaem Koau1ecmeo Heu3mMeHeHHO -
20 delicmeyroue2o eewecmed, 00CMuU2aOUE20 CUCMEMHO20
KpoeomoKa (cmenemb 8Cacbl8aHusi) OMHOCUMEAbHO UCXOOHOI
003bl 1eKapCMBeHH020 cpedcmaa.

BH03KBHBAIEHTHOCTD

Ilsa nexapcmeenHbix npenapama s6Aa0mcest 0U0IKeusaNe-
HMHBbIMU, ecAl OHU 0becnevusaom o0UHAKo8yr 0uodocmyn-
HOCMb AEKAPCMBEHH020 CPeOCMEd.

HccnenoBanus OMOBKBUBAIEHTHOCTH  (dap-
MaKOKWHETUIEeCKO SKBUBAJIEHTHOCTH) HE paccMaTprBa-
I0TCSI KaK ajJibTepHATUBA UCIILITAHUSIM (papMarieBTUYeCKOI
5KBUBAJIEHTHOCTH - 5KBUBAJIEHTHOCTH BOCIIPOU3BEICHHBIX
JIEKapCTBEHHBIX CPE/ICTB MO KAYECTBEHHOMY U KOJIUYECT-
BEHHOMY COCTaBY, OLIEHMBAaEMOI 10 (hapMaKOIIEIHBIM TeC-
TaM, TIOCKOJIbKY (hapMalleBTUIeCcKasi SKBUBAJIEHTHOCTDb He
rapaHTUPYeT SKBUBAJIEHTHOCTH (hapMaKOKWHETUIECKOA.
BwMmecTe ¢ TeM, ucciaenoBaHus OMO3KBUBAJIEHTHOCTU MPe/I-
rnoJjiaralot, 4To (hapMaKOKMHETUYECKU SKBUBAJIEHTHBIE
(OMO3KBUBAJICHTHBIC) OPUTHHAY BOCIIPOU3BEACHHBIC Jie-
KapCTBEHHBIE CPENCTBA OOECMEYNBAIOT OANHAKOBYIO -
(bexTUBHOCTH 1 Ge30TaCHOCTh (hapMaKOTeEpauu, T.e. YTO
OHU SIBJITIOTCS TEPaNeBTUIECKMMU 9KBUBAJICHTaAMMU.

2. O0beKTBI HCCIEeT0BAHMIA

OO0beKTaMM HCCIICOOBAaHMM  OMOSKBMBAJICHTHOCTH
SIBJISTIOTCSI BOCIIPOM3BEIECHHBIE JIEKAPCTBEHHbBIE CPEJCTBA,
npenHa3HaYeHHbIE IJIS TTpYeMa BHYTPb, HAKOXHOM am-
TUIMKALUU, PeKTaJbHOTO BBEAEHUS, TIPU YCIOBUHM, UTO UX
JICMCTBUE ONOCPEIOBAHO IOSIBJIECHUEM IECHCTBYIOILIETO BE-
IIeCTBa B CUCTEMHOM KpoBoToke. OlieHKa OMO3KBUBaJIe-
HTHOCTH TIPOBOIUTCS JJISI BCEeX JEKapCTBEHHBIX (popM
MPOJIOHTMPOBAHHOTO JeCcTBUS; HOpPM, 0OECIIeunBaIOIIX
HeMeIJIEHHOE BBICBOOOXIEHUE JIEKAPCTBEHHOTO CPEeCTBA
Mpu MpueMe BHYTpb (TabJieTKM, KarlCyJabl, CYCIIEH3UU
U JIp., 32 UCKJIIOUEHUEM PACTBOPOB); TPaHCAEPMATbHBIX
TepPaneBTUYECKUX CUCTEM; PEKTAIbHBIX U BarMHAJbHbBIX
CYIMO3UTOPUEB, a TAKXKE KOMOMHMPOBAHHBIX JIEKAPCTBEH -
HBIX TpernapaTtoB (110 OCHOBHBIM KoMMOoOHeHTaM). Mccie-
JIOBaHWS1 OMO3KBUBAJEHTHOCTH HE MPOBOISTCS IJISl JieKa-
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PCTBEHHBIX CPEACTB, MpeAHa3HAYCHHBIX IJISI BBEACHMSI ITy-
TeM UHTAISLIMN.

B kauecTBe mpemnapara CpaBHEHHUS CJeAyeT MCIIOJIb30-
BaThb COOTBETCTBYIOIEE OPUTMHAILHOE JIEKAPCTBEHHOE
CpencTBO, 3apeructpupoBaHHoe B Poccuiickoit Deaepa-
1107078

CogaepxaHue AeHCTBYIOIIETO BELIECTBA B UCCICIYEMOM
JIEKADCTBEHHOM CpPEACTBE U Ipelapare CpaBHEHUs He
JIOJKHO OT/IMYAThCs Oosiee ueM Ha 5%.

3. UcnbiTyemble

O1eHKa OMOAKBUBAJICHTHOCTU BCEX JIEKAPCTBEHHBIX
CpEACTB, 3a UCKITIOUEHNEM IICUXOTPOITHBIX U CPEICTB, TIPH-
MeHsieMbIX Tipy BUY-uH@ek1um, npoBoaUTCs Ha 310pO-
BbIX N00poBosibllax. COOTBETCTBYIOIIME UCCIEAOBAHUS
TICUXOTPOMHBIX CPEICTB, a TAKXKE CPEACTB, MPUMEHSIEMbIX
npu BUY-uH@eKLMsSIX, MOTYT BBITIOJHATHCS HAa TICUXUYEC-
KMX OOJIbHBIX B Iepuoa pemuccuu 3abosieBanus u BUY-
MHOPUIIMPOBAHHBIX.

B ciyuae, ecnm 1mociie OMHOKPATHOTO IIpUeMa JieKap-
CTBEHHOTO CPEICTBA BEICOKA BEPOSITHOCTh BO3SHUKHOBEHUS
Cepbe3HBIX MOOOYHBIX 3(PPEeKTOB, UCCAeAOBaHUS IO OMO-
9KBUBAJIEHTHOCTH MOIYT OBITh 3aMEHEHbBI OLIEHKOI OTHO-
CHUTEJIbHOI OMOIOCTYITHOCTH IIperiapaTa Ha KpyITHBIX J1a00-
paTopHBIX KUBOTHBIX (I1pmmoxeHue 5).

3.1. Kputepun BKII0YE€HHS 10OPOBO.IbIIER
B HCCJIEIOBAHUSA
B kauecTBe 310pOBBIX JOOPOBOJBIEB MOTYT IIPUBJIE-

KaThCs TMIa 000ero IoJjia B Bo3pacTe oT 18 1o 45 neT, orBe-

Yalolue CJAeayIOINM KPUTEPUSIM:

— BepUGULIMPOBAHHBIN AUATHO3: «3IO0POB» II0 JAaHHBIM
CTaHIAPTHBIX KIMHUIECKNX, Ta00OPATOPHEIX M MHCTPY-
MEHTaJIbHBIX METOIOB 00CIIEIOBAHMS;

— Macca TeJia He BBIXOOIUT 3a nipeneibl £15% mo Beco-poc-
ToBOMY MHAeKcy KeTie;

— IS KEHILIWH - OTPULATE/IbHbIN TECT HAa OepeMEHHOCTD
M corjlacue MPUAEPXUBAThCSA aleKBAaTHBIX METOJO0B
KOHTpALIETIINH; B CJTydae MCITOIb30BaHUSI TOPMOHATb-
HBIX KOHTPALIENTUBOB, OHU JOJIKHBI ObITh OTMEHEHBI HE
MEHee, 4YeM 3a 2 Mecslila A0 Hayalla MCCIIeA0BaHus.

3.2. Kpurepnu HCKIII0YeHNsI J0OPOBOJIbIEB
U3 UCCJIEJOBAHMIA:

— OTSTOUIICHHBIN aJIJIEPTOJIOTUIECKUI aHaMHE3;

— JIeKapCTBEHHasi HEMEPEHOCUMOCTD;

— XpoHMYecKue 3aboJieBaHMUSI CEpAEYHO-COCYAUCTOMH,
OpPOHXOJIETOYHOM, HEUPOIHIOKPUHHON CUCTEMBI,
a TakKe 3a00JIeBaHUS KEIYIOYHO-KUIIIEYHOTO TPAKTa,
TeYeH!, TTI0YeK, KPOBH;

— XWUpypTMYECKHE BMEIIaTeIbCTBA Ha XXEIYyTOIHO-KU-
IIEYHOM TPaKTe (32 UCKITIOUCHUEM alIIeHAIKTOMUM );

— ocTpble MH(PEKLIMOHHBIE 3a00/IeBaHUsI MeHee ueM 3a 4
Heley 10 Havyajla UCCIIeIOBaHuS;

— PperyIISIpHBII MpHeM JJeKapCTBEHHBIX IIperiapaToB MeHee
yeM 3a 2 HelleIW 10 HadaJia UCCIIeIOBaHMS,

— TIpMeM JIEKapCTBEHHBIX IMPeTNapaToB, OKa3bIBAIOIINX
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BBIpAXXKCHHOE BJIMSHHE Ha TeMOIMHAMUKY, QYHKIIMIO
ImedyeHu u Ap. (6apOouTypaThl, OMEIIPa30J, TUMETUINH
U T.1.), MeHee uyeM 3a 30 gHeii 1o Hadajia MCCIIeTIOBaHuS;

— noHopcTBO (450 MJI KPOBM WM T1J1a3Mbl 1 00Jiee) MeHee
yeM 3a 2 Mecslia 10 Hayaja NCCIIeIOBaHMs;

— TnpueM 0ojiee uem 10 en. ankoros B Heaemto (1 en. an-
KOroJisl 3KBUBajJeHTHA 1/2 i nuBa, 200 MJI BUHA WU
50 MJI crIMpTa) WX aHAMHECTUIECKIE CBEACHMS 00 aji-
KOTOJIN3Me, HapKOMaHWHU, 3JIOYIIOTPEOICHNH JIeKap-
CTBEHHBIMHU TIpeTIapaTaMu;

— KypeHue 6onee 10 curapeT B A€Hb;

— yuactue B I (pase KIMHUYECKOTO UCTIBLITAaHUS TIpenapa-
TOB MEHee YeM 3a 3 Mecsilia 10 Havyajia UCCIIeI0BaHus.

3.3. DTuuecKue acneKThl HCCIEAOBAHMIA
OMOOKBHBAJIEHTHOCTH

YyacTue 310pOBBIX UCIIBITYEMBIX ¥ OOJIBHBIX B UCCIIEIO-
BaHMSIX OMO3KBHMBAJICHTHOCTH JIEKAPCTBEHHBIX IIPEIapaToB
SIBJISIETCS JOOPOBOJILHBIM. JloOpoBoiell (BOJIOHTEP) MMEeT
IPaBO OTKA3aThCSI OT y4ACTUSI B IPOBOAUMBIX UCCIIEI0BAHU-
SIX Ha J11000i1 ero craguu. DTUYECKHE HOPMBI MPOBEAEHUS
HACTIBITAHNI OMO3KBUBAJICHTHOCTH PETJIAMEHTHPOBAHBI CO-
OTBETCTBYIOIIMMHU JOKYMEHTAMU. DTUYECKYIO SKCITEPTU3Y
KJIMHUYECKUX MCCICIOBAHMI 0MOKBUBAJIEHTHOCTH JIEKap-
CTBEHHBIX IIpenapaToB IpoBoAuT KOMUTET 1o 3THKe Ipu
DepnepanbHOM OpraHe KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHbBIX
cpenctB. J106pOoBOIIBIILI, BKIIOUYCHHBIC B MCCIICIOBAHNIE OU-
O3KBUBAJICHTHOCTH, TTOAMMCHIBAIOT MMCEMEHHOE MHMOPMU-
pOBaHHOE COIJIacue, OOWH 3K3EMITISIP KOTOPOTO BbIIACTCS
JI00poBoJIbLLY Hapsiay ¢ «MHbopMaliueii aj1s1 1o0poBOJIbLIEB,
Y4YaCTBYIOILIYX B MCC/IEIOBaHUM OMO3KBUBAJICHTHOCTH JIEKa-
pcrBeHHoro npemnapara» (Ipunoxenus: 1 u 2).

3.4. Ipynna uccienoBareieii-KIMHANNACTOB

s nmpoBeneHUs cciie0BaHU OMOSKBUBAJIEHTHOCTHU
BBLIEJSIOTCA COTPYAHUKU, KOHTPOJIMPYIOLIME COCTOSHUE
3[10POBbsI 10OPOBOJIBLIEB, COOMIOACHUE PeXXMa, OpraHu3a-
LU0 TTATaHUSI, YCTAHOBKY KaTETEPOB, OTOOP 0Opa3IloB
KPOBU 1 UX 00pabOTKY, OKa3bIBAIOIINE IIPU HEOOXOTUMOC-
TH 3KCTPEHHYIO MEIUIIMHCKYIO TOMOIb. B cocTaB rpynibl
00513aTeNIbHO JOJKHBI BXOAWTh Bpady-uccienosaresb (1-2)
U MeauLmMHcKas cectpa (1-2).

3.5. @®opmupoBanue 6aHKa 100POBOJILIEB
Bbank no6poBosibleB popMUpyeTCsS B COOTBETCTBUU
C KpUTEPUSIMU BKITIOUEHUS B MUCCIIENOBAHUS U MCKITIOUe-
HUS U3 UCCIIEA0BaHU, yKa3aHHBIMU B pasaenax 3.1 u 3.2.
B Oecene ¢ Bpauom-uccienoBaTenaeM J00pOBOJIEL 10JI-
>KE€H MOJIYYUTh CIIEAYIOLLYI0 MUH(DOPMALIMIO:
— 1IeJIb VICCJIEIOBAHUS,
— HaJM4yue pa3pelieHus Ha MPOBeIeHNE NCCIIENOBAHUS;
— JUIATETbHOCTh UCCIICTOBAHUS;
— ycJIoBMS OTOOpa Mpo0 KPOBH;
— YCJIOBUSI, B KOTOPBIX OyIET HAXOAUTHCS TOOPOBOJIEL] BO
BpEMsI MCCIIEIOBAHMS, TTUILIEBOM U BOJHOM PEXUME;
— OrpaHWYeHMs B IPUEME JIEKAPCTB BO BPEMSI KICCIIEIOBAHMS;
— BO3MOXHOCTh OKa3aHWSI MEIUIIMHCKOW IMOMOIIU BO
BpeEMsI 1 TIOCJIE UCCIIEIOBAHNS;
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— YCJIOBUS CTPaxOBaHUS M BO3HATPaXKICHUS.
Ecnu moOpoBonel BKiIouaeTcsl B 0aHK JaHHBIX, HA He-
TO 3aBOINTCS MHINBUAYaIbHAS KapTa, IIe YKa3bIBaIOTCS:
— @®.N1.0., Bo3pacrt, agpec, TeiaedoH, TacHOPTHEIC TaH-
HbIE;
— MEIMIMHCKUM aHaMHe3 (C yKa3aHUeM XPOHUYECKHX 3a-
0oJIeBaHUI U aJIJICPTOJIOTHICCKUM aHAMHE3);
— TepeHeceHHBIe 3a00JIeBaHMSI, TT0 TIOBOIY KOTOPBIX 100-
POBOJICI] HAXOOWJICSI Ha CTAlIMOHAPHOM JICUCHUH.
B mHouBHOyanbpHOM KapTe peTHCTPUPYETCS ydacTHe
JOOPOBOJIbLIA BO BCEX KIMHUYECKUX UCCEIOBAHUSIX JIeKa-
DPCTBEHHBIX CPENICTB.

3.6. ®opmupoBanue rpyninbl 100POBOJIBIIEB ISl IPOBEIEHNS
UCCJIeI0BAHNIA OMOIKBUBAJIEHTHOCTH KOHKPETHOTO
JIEKaPCTBEHHOTO CPEICTBA

3a | Hemenro mo Hayaja UCHBITAHUNA TOOPOBOJBIIBI,
MpUBJIeKaeMble K UCCIeTOBAHUSAM KOHKPETHOTO JieKap-
CTBEHHOTO Tpenapara, MPUIJIAIIaloTCcs B UCCIeNOBaTEIbC-
KU eHTp. Bpauy-uccrienoBaresb MPpOBOIUT C HUMU Geceny,
B XOJi¢ KOTOPO#l MOBTOPHO coOMpaeTcsl MeAUIMHCKUIMA
aHaMHe3 1 TTPOBOAUTCS OLIEHKA COOTBETCTBUS JOOPOBOIb-
LIEB KPUTEPUSIM BKIIIOUEHMS B MCClIeIoBaHNEe (B COOTBET-
crBuM c it 3.1 u 3.2.).

3aTeM 10OPOBOJIbILLY IPEAOCTABISAETCSI MHGOPMALIKS O:

— (apMaKoOJIOTUUECKOM TpyIIe, K KOTOPO OTHOCUTCS
HCClielyeMoe JIeKapCTBEHHOE CPEZICTBO;

— MeXaHM3Me ero JeCTBHUS;

— IIOKa3aHMSIX K IPUMEHEHMUIO JIEKAPCTBEHHOIO CPEICTRA;

— BO3MOXHBIX HeXeJlaTeJIbHBIX 3 PeKTax;

— IIyTU BBEAEHUS U 103€;

— pexXUMe IMUTaHWS TIepe] HadajloM UCCIeIOBaHMS,

— peXUMe THS BO BpeMs IIPOBEICHUS NCCICTOBAHNS;

— BpPEMEHMU MPUOBITHUS B UCCIIEIOBATEILCKU LICHTP;

— JUIMTEJIbHOCTH UCCIICIOBAHMS;

— pa3Mepe Bo3HArpaxkIeHMs 3a y4acTUE B UCCICI0BAHUM;

— YCJIOBMSIX CTpaxOBaHWsI, KOMIIEHCALIMU U JIeYEHUS
B CiIyyae MPUYMHEHHS yiiepda 340pPOBbI0O B CBI3U
C TIPOBEICHUEM UCCIIEIOBAHNSI.

J100pOBOJIBbIlY TapaHTUPYIOT, YTO MIPU HEOOXOAUMOCTU
eMy OyIeT oka3aHa KBaJau(pUIMpOBaHHAS MeAULIMHCKAS
IIOMOILb KaK BO BpeMsl, TaK U II0CJIE IPOBEACHUS UCCIEq0-
BaHMS OMO3KBUBAJICHTHOCTH, a TaK XK€ O TOM, 9TO MHDOP-
Malls O HeM, TTOJydeHHas B XOIe MCCJIeIOBaHWi, OyIeT
MMeTh KOH(pUAeHUUaIbHbIN XxapakTep. [lociie aToro m06-
POBOJIELI IJIS1 yY4aCTUsI B UCCIICAOBAHUU TOJIKEH IOAIKMCATh
«MHpopMupoBaHHOE corjacue 100pOBOJIbIIA», KOS KO-
TOPOro BblAaeTcs JOOpOBOJIbLY Hapsay ¢ «HbopmaLmeit
IUIST HOOPOBOJIBIIEB, YIACTBYIOIINX B HCCIIEAOBAHNY OMO2K-
BUBAJICHTHOCTH JIEKAPCTBEHHOTO TIperaparay.

3.7. CKpuHMHIOBOE 00CJIeI0BAHUE 1I00POBO.IbIIEB
10 HaYaJja uccJie10BaHuii
IMocne moanucanusi UHOOPMHUPOBAHHOTO COTJIACUS
MPOBOAMTCSA KIMHMYECKOE U TapaKIMHUUECKOoe 00ceno-
BaHHWe TOOPOBOJIBIEB, BKIIOUAIOIEe BpayeOHBI OCMOTP
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C YY4ETOM 0COOEHHOCTEN 0XKMAAEMOT0 NeACTBUS U3ydaeMO-
'O JIEKapCTBEHHOTO CPEICTBA, a TAKXKE CIICAYIOIINe Tabopa-
TOPHEBIE TECTHI:

— KJIMHWYECKUI aHaIN3 KPOBU;

—  KJIMHWYECKUI aHaJIU3 MOYU;

— OMOXMMMUYECKMIT aHaIu3 KpoBU (001U Oel0K, OMINn-
pYOMH, KpeaTMHUH, acltapTaTaMUHOTpaHcdhepasa, aia-
HUHaMHUHOTpaHc(epasa, merodHas ¢gocdarasa, -
K032, XOJICCTCPHH);

— anHanu3 kpou Ha BUY, cudunuc, BUpycHbIA renaTuT
BuC;

— OBKI;

— TSI XCHIIWH TeCT Ha OepeMEHHOCTb.

Pesynbratsl 06caeq0BaHMs 3aHOCATCS B UHAUBUAYAIb-
HbIe KapThl 100poBoJiblIeB. [To pe3yibraTaM KIMHUYECKOTO
OCMOTpa U J1JabopaTOPHBIX TECTOB Bpauy-ucciieoBaTelb Jae-
JIaeT 3aKJII0YeHue, Ha OCHOBAaHMU KOTOPOTO T0OPOBOJIEL]
JIOMYCKAETCS WJIX HE TOMYCKAETCS K UCCIEN0BAHUIO OMO2K-
BUBAJIEHTHOCTU. Bpau-ucciienoBaTenib COCTaBISIET CIIUCOK
JI0OOpOBOJIBLIEB U TI€peaeT €ro JUIlY, OTBETCTBEHHOMY 3a
npoBeAeHue ucciaeaoBanus. [TpoBoauTcst paHAOMU3aLIMS
JTOOPOBOJIBLIEB, MTOCJIE YETO KAXKIOMY U3 HUX NTPHUCBAaUBAET-
Cs HOMED, PETUCTPUPYEMBIN B UHINBUIYAIbHOM KapTe.

3.8. IToaroroBKa KJIMHMYECKOTo 0J10Ka

KnuHuueckuii 610K, Tae OyayT HAXOAUThLCS 10OPOBOJIb-
LIbI, JOJDKEH BKJIIOYATh CAeAYIOIIMe TTOMEIeHNs: MaiaThbl
JUISI TIPOXKUBAaHUS JOOPOBOJIbLIEB, TIPOLIEAypHAasi, CTOJIOBas,
KOMHAaTa OTAbIxa, AylieBas u Tyajet. [lepen rocniuranusa-
LIMEH B YKa3aHHbBIX MOMEILEHUSX TOKHA ObITh MPOBEACHA
caHuTapHas obpaborka. O06g3aTeIbHBIM TpeOOBaHUEM
K IPOBEACHMIO UCCIEIOBaHUI OM09KBUBAJIEHTHOCTH SIBJISI-
eTcsl Hajauuyue 0JIoKa MHTEHCUBHON Tepanuu WU peaHu-
MalLlMOHHOTO OTAEICHMUSI.

3.9. Opranusamnus NMTAHUS A00POBOJIbIEB

J10OpOBOJTBLIBI B XO/I€ UCCIIEOBAHMS JOJKHBI TIOJTyYaTh
JIOOpOKaYeCTBEHHOE U cOaaHCUpoBaHHOe nuTaHue. Kak
TPaBUJIO, B MEHIO BKJIIOUAIOTCS AUETUYECKME OJTI0/1a, NCK-
JII0YAETCs KMPHasl U XKapeHasl U1 U HalTUTK!, COepKa-
mue KocdernH. MeHIo CoCTaB/sIeTcsl HaKaHyHe MCClIea0Ba-
HUS M TIofaeTcs B MUIIEOJOK. YKa3blBaeTcsl Bpems,
K KOTOPOMY JIOJIKHA OBITh TOTOBA MUIIA, Ha3BaHUE OJIION
U KOJIMYECTBO MOPLIUH.

3.10. OT00p npod KpoBH
ITpu oT60pe Mpod KpOBU IOJKHBI COOTIONATHCS CAETY-

IOIINE YCIIOBUS:

— KpOBb OTOMpPAETCS U3 JIOKTeBOI BEeHBI Yepe3 KyOUTallb-
HBIA KaTeTep;

— TiepBasl MOpIUs KpoBY (MCXOMHAs, T.€. 10 TIprueMa Tpe-
napara) 6epeTcsl yTpoM, HaTollak, yepe3 5-10 MUHYT
MocJie YCTaHOBKY KaTeTepa;

— HCIHBITYeMBI IPUHUMAET UCCIIEAYEMbII ITpeTiapaT WK IIpe-
Mapar cpaBHeHUs, 3anuBast ero 200 MJT KUTISTYEHOM BOIBI,

— BpeMsI 0TOOpa IOCICAYIOIINX TPOO COOTBETCTBYET
TpoTrpamMMe MCCIIEIOBaHUS;
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— TPOOUPKH IJIsT 0TOOpa IMTPOO MOKHBI UMETh MAapKUPOB-
Ky € ykazaHueM mudpa UCIBITYeMOTO, HOMepa MpoObI
¥ Ha3BaHWS TIperapara;

— 00pa3iipl 6MOJIOTUYECKOM KUIKOCTU JOJIKHBI XPaHUTh-
cs pu TeMrepartype He Bbile -20°C;

— TIepBbII MPUEM MUILU JOJIXKEH ObITh HE paHee, YeM yue-
pe3 4 4 nocne npueMa JIeKapcTBEHHOTO CPE/ICTBA;

— TIpY BOBHUKHOBEHUM IKCTPEMaJIbHOW cuTyanuu (yXyu-
IIEHNE CaMOYyBCTBUSI, TICUXUYECKME HAPYIIEHUS, XKe-
JJaHWE WCITBITYEMOTO BBIHTH M3 MCCIIeIOBaHUS) OTOOD
Mpo0 MpeKpaliaeTcs;

— TpU BO3HUKHOBEHUM HEMNPEIBUACHHBIX CUTYallUid,
UCKITIOYAIOIINX BO3MOXHOCTh OTOOpa KPOBU B YyCTAHOB-
JIEHHOM BPEMEHHOM WHTEpBajie, paboTa ¢ TaHHBIM UC-
TTBITYeMbIM TTPOJIOJTKAETCsI, HO I pOBaHHAS TIPOOUP-
Ka OCTaeTcs MyCTOM;

— TIpoOBbI KPOBM C COMPOBOIUTEIbHBIM HaIlpaBJICHUEM,
B KOTOpoM ykKasbiBatiorcst @MO ucnpITyeMoro, moi,
BO3pACT, Macca TeJia, pOCT, COOTBETCTBYIOIIME KUDPY
Ha TIpoOupKe, MPEeNTOCTaBISIOTCS B (hDapMaKOKWMHETH-
YEeCKYIO JJabopaTopuIo.

3.11. /lunamMuueckoe HaOM0IeHHE 3a 100POBOIbLIAMU
B X0/l HCCJIEIOBAHUS
JuHamMn4yeckoe HaOMIOAeHNE 3a 10OPOBOJIbIIAMU B TIE-
pron orbopa 00pa3oB KPOBU OCYIIECTBIISICTCS BpauyoM-
HCCIIeI0BaTeIeM 1 BKIIIOYACT:
— KJIMHUYECKUIT OCMOTP Kaxble 3-8 U (B 3aBUCUMOCTU OT
(hapmakosoruueckrx 0Co0eHHOCTe Npenapara);
— M3MEpEeHUEe YPOBHS apTepUaJbHOIO JaBJeHUS U 4acTo-
THI CepACYHBIX COKPAIICHUI.

PesynbraThl 00CIeI0BaHNS 3aHOCSITCS B MHIUBUAYaIb-
HbI€ KapThl JOOPOBOJIBILIEB.

ITo okoHYaHUM TIEPBOTO NEPUOIA UCCIIETIOBAHUS TTOCTIE
yIaJeHMs] KaTeTepoB IPOBOAUTCS 3aKJIIOUUTEIbHBIN Bpa-
YeOHBIN 0CMOTpP I10OpoBOJbLEB. [Ipy OTCYTCTBUMU OTKJIO-
HEHMI B COCTOSTHUH 30POBbsS TOOPOBOJIBIIEB X OTITyCKa-
FOT JIOMO 0 Hayajia BTOPOTO ITIeproaa UCCIeI0BaHNS.

Ilepen BTOpbIM TTEpUOIOM MCCIIEIOBAHUS TIPOBOAUTCS
MMOBTOPHOE 00C/enoBaHNe JOOPOBOIBIIEB, BKIIOYAlOIIEe
BpayeOHbIII OCMOTp, ¥, IPU HEOOXOAUMOCTU, KIMHUKO-
MHCTpyMeHTanbHbIe ucciaenoBanus (OKI u gpyrue) u na-
0OpaTOpHBIC TECTHI:

— KJIMHWYECKUI aHaJIN3 KPOBU,

— KJIMHWYECKUI aHaJIN3 MOYM;

— OMOXUMMYECKHI aHaJIN3 KPOBH;

— JUISI XKeHIIUH TeCT Ha OepeMEHHOCTB;
— WU Opyrue.

Ha ocHOBaHUM pe3yIbTaTOB IIOBTOPHOTO O0CIICAOBAHMS
Bpav-HCCIIeN0BaTENb IOITyCKAaeT MU He JOIycKaeT 100po-
BOJIbLIEB KO BTOPOMY TT€PUOIY UCCICI0BAHMUS.

Hao6niogeHue 3a 1o6poBoibLIaMU B TeYeHUE BTOPOTO
reproaa oroopa 06pa3oB KPOBU OCYILIECTBIISIETCS TaK Ke,
Kak U B IIEPBOM IIEPHUO]IE.

ITocne 3aBepieHHsT BTOPOTO MEPHOIa MCCICIOBAHUS
OMO3KBUBAJICHTHOCTH IIPOBOIUTCS 3aKITIOYNTEILHBINA Bpa-
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yeOHbI ocMoTp. [Ipu OTCYTCTBUM OTKIOHEHUI B COCTOSI-
HUM 300POBbs TOOPOBOJIBLIEB, MX OTITYCKAIOT JOMOIA.

Jlnst obecrieueHUsI 6€30IIaCHOCTH MCCIefOBaHUSI OMO2K-
BUBAJICHTHOCTU BpauyoM-HCCieoBaTesIeM ITPOBOAUTCS MO-
HUTOPHUHT HeXeaTebHbIX ABjeHuiA. Cilyyau BO3BHUKHOBE-
HUSI ~ HeXeJaTeJAbHBIX  SBJIIEHUI  PEerMCTPUPYIOTCS
B MHIWBUIYAJILHOM KapTe NJOOPOBOJIbIIA M COOTBETCTBYIO-
e popme.

3.12. VlnTepBaj MeXIy nepruogaMH UCCJIET0BAHMIA
B unHTEpBaje BpeMeHU MEXIY IePBbIM U BTOPHIM TT€PU -
oJaMM HCCleI0BaHUil JOOPOBOJbLBI JOKHBI COOJIONATh
yCTaHOBJICHHBIC TTpaBuiia. [1pomoKuTeTbHOCTh MHTEPBA-
JIa OTIpenesIsIeTcsl B 3aBUCUMOCTH OT (papMaKOKMHETHIEC-
KUX CBOMCTB U3y4aeMoro npenapara (00bIdHO 7-14 qHeit).

3.13. Jlyosepbl 100poBO.IbLER
B xone moaroToBKY K MCCJAEIOBAHUIO OCYIIECTBIISICTCS
TaKxKe 1oa0op ay0JIepOB Ha ClIydail 3aMEHbI BHIOBIBIIUX 13
HccaenoBaHus 1o0poBoblieB. Jybephl 10 Hayaia uccie-
JIOBAaHUSI JOJKHBI MOAIKUCATh MH(OOPMUPOBAHHOE COLJIa-
CHe U MMPOUTH 00CJIeOBaHKE B TOM Xe€ 00beMe, YTO U J00-
poBOJIBLEL. YKCIo mybaepoB cOCTaBIIsIET 4-6 YeIOBEK.

4. PernamenT hapMaKOKHHETHIECKOTO HCCIIEI0OBAHUS

4.1. O6mas cxema uccjea0BaHUi
HccnenoBaHus JeKapCTBEHHBIX ITpErapaToB OCYIIeC-
TBIISIIOTCSI TTO OTKPBITOM, pAaHIOMU3UPOBAHHOM U TIepeKpe-
CTHOI cOaJaHCUPOBAHHOM CXeMe - KaXKIbIii MCIIBITYeMBbIii
MoCJIeIoBaTeIbHO MMoJiydaeT ucciaeayeMblii mpemapat (T)
u tmpemnapar cpaBHeHus (R) umam HaoGopoTr (cxeMma
«RT/TR»).

4.2. Yucjio ucnbITyeMbIX

B uccnenoBaHye TODKHBI OBITh BKIIOYEHBI MCIIBITYeMbIE
B KOJIMYECTBE JOCTATOYHOM IJIs1 00eCIIeYeHUsI CTATUCTHYEC-
KOl 3HAYMMOCTH UcclienoBaHusl. I1py 3ToM MOILHOCTh CTa-
TUCTUYECKOIO T€CTa ISl IIPOBEPKU OMOKBUBAJIEHTHOCTU
JTIOJDKHA TIOAIEPXKUBATLCS Ha YpoBHE He MeHbIne 80% s
BhIsIBIIeHHS 20 % -HBIX pa3IMInii MKy TTOKa3aTeJISIMU CPaB-
HeHUs1. MUHMMAaJIbHOE YUCIIO BKITIOYEHHBIX UCTIBITYeMbIX 18
yesioBeK. bojibliiee YMcIo UCIBITYEMBIX MOXKET ITOTPE0OBATh-
Cs1 [J1s1 CPaBHEHMSI IIPeraparoB, 001a1al0II1X 3HAYUTEIbHOI
BapuabeIbHOCTbIO (PapMaKOKMHETUYECKUX IMapaMeTpOB.
[Ipy mIaHMpoBaHMM 3KCIEPUMEHTA allpUOPHBIC 3HAYCHUS
BapyvalMM OCHOBHBIX IToKazaTesaei cpaBHeHus (AUC
uC, ), HeOOXOIUMBIE ISl PACYETa YMCIIAa UCTIBITYEMbIX, MO-
I'yT OBITh OLICHEHBI T10 PE3YJIBTaTaM CXOAHBIX UCCIICIOBAHMIA,
JIMTEPATyPHBIM JaHHBIM, PE3YJIbTaTaM MMIJIOTHOIO MCCIEN0-
BaHUsI, a IIpeJBapUTebHas OLEHKAa HEOOXOIMMOroO 4KCiia
HCTIBITYEMBIX MOXET OBITh ITOJTy4eHAa C IIOMOIIELIO TAOJTHIIHI 1.

Ecim nipu mpoBeIeHUM CTATUCTHYECKOTO CPaBHEHUS
YpOBEHb MOIIIHOCTH TecTa oKazayica Hrxe 80%, B Tex ciy-
yasix, KOrma CpaBHMBaeMble IIperaparhl 0Ka3aauch HeOuo-
SKBMBAJIEHTHBIMM, IS IIPUHSITHSI 000CHOBAHHOI'O 3aKJTIO-
YEHUS O HEOMOIKBUBAJIEHTHOCTY HEOOXOAMMO BKJIIOUUTH
B HICCIIEAOBAaHME OOJIBIIEE YMCIIO UCITBITYEMBIX.

{AMHANECRNG OAPMARDKHHETHRA
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IMogpoGHee aTu BOMpOChl paccMOTpeHbl B [1punoxe-
HUM 3.

4.3. JIo3a JIeKapCTBEHHOTO CPEACTBA
HccnenoBanusi OUMOSKBUBAJEHTHOCTU ITPOBOASITCS

C OIHOM D0301 BOCIIPOU3BEACHHOIO JIEKAPCTBEHHOIO CPE-

CTBa B JaHHOU JIEKapCTBEHHOI (popMe, maxe eciu Ijis pe-

TUCTpallMM OHAa 3asiBJiIeHa B HECKOJBKMX JTO3MPOBKaX,

MIpY COOTIONCHUM CIICAYIONINX YCIOBUIA:

— KadeCTBEHHBIN COCTaB JIEKAPCTBEHHOM (DOpPMBI, cofep-
Xalleil pa3JIMuHOe KOJWYECTBO JACMCTBYIOIIETO BEIlle-
CTBa, OJIMHAKOB;

— COOTHOIIEHHUE MEXIY COepKaHUEeM JIEeCTBYIOIIETO Be-
IIECTBA 1 BCTIOMOTATETbHBIX BEIIECTB B JIEKAPCTBEHHOM
dbopme, comepxalieil pa3TMIHOE KOJIMIECTBO ACHCTBY-
OIIIEeTO BEIeCcTBa, OAMHAKOBO (B CiIyyae IpernapaTos,
CONEePXKaIlMX MaJible KOJIMYECTBA JIEKAPCTBEHHOTO Be-
mecTBa (MeHee 5%), - MeXy CoepXKaHUEeM BCIIOMOra-
TEJIbHBIX BEILIECTB);

— TEXHOJIOTHS TIPOU3BOICTBA MPEINapaToB, COAEPKAIIIX
pasIUIHOE KOJMYECTBO JICKAPCTBEHHOIO CPEICTBA,
OIIMHAKOBA;

— KHWHETHKAa PacTBOPEHUS JIEKAPCTBEHHOI'O CPEACTBA ISt
MpenaparoB C pa3IMYHON NO3UPOBKOM, NOKHA OBITh
skBuBaieHTHOU ([Tpuioxenue 4);

— (hapMaKOKMHETHKA JIEKAPCTBEHHOTIO CPeACTBA JTUHEI-
Ha B TepaIlleBTUIECKOM AUaITa3oHe.

BuoskBUBaNeHTHOCTD MpPENapaToB B JIEKAPCTBEHHbBIX
¢dopMax MPOJIOHTMPOBAHHOTO IECICTBUSI OLIEHUBAETCS JIJIsI
KaXXKIOM DO3bI.

B nccnenoBaHusIX ¢ MHOTOKpaTHBIM BBEIEHUEM JieKap-
CTBEHHOTO TIperapara cxemMa ero 103UpoOBaHus HE JOJKHA
OTJINYAThCSI OT PEKOMEHIOBAHHOM (-bIX) B MUHCTPYKIIMU IO
MEAULIMHCKOMY MPUMEHEHMUIO.

4.4. NaTepBan BpeMeHH MeKIY PHEeMOM
JIEKaPCTBEHHBIX CPEACTB
WHTepBai BpeMeH! MEeXIy IIPUEeMOM IIPEITapaToB 3aBU-
CUT OT IUTUTEIbHOCTH IIMPKYJISIIIUY JIEKAPCTBEHHOTO CPel-
CTBa B OpraH13Me, ONpeAeIIIeMO TIEPUOIOM TTOJTyBBIBEIE-
Hus (T, /2), U JIOJKEH COCTaBNIATL He MeHee 6 T e

4.5. Buapl 0M0J10THY€CKOr0 MaTepraja, NCIo.JIb3yeMOro
AJIA onpeneaeHus KOHICHTPAIAu neﬁcmylomero
BeIeCTBA

an/I POBCACHUUN I/ICCJ’[GI[OB&HPIVI OMOSKBUBAJIEHTHOCTH
KOHIICHTpALUs OCMCTBYIOIIMX BEIIECTB OIIPEHECISICTCS
B IJIa3M€E, CBIBOPOTKE WJIU LIEJIbHON KPOBU.

4.6. Cxema oTO0pa mpod

Cxema otbopa nmpob ompenensercs GopMoi KpUBOH
«KOHIIEHTpAIIUs ACHCTBYIOIIETO BEIIECTBA - BpeMs». Bbi-
00Op MOMEHTOB BpeMeHU 0TOOpa Mpod JOKEH o0eceun-
BaTh ITOJIyYeHHE HECKOJIBKMX TOYEK ISt KaskKaI0ro (parMeH-
Ta hapMaKOKMHETUIECKOI KPUBOI - He MeHee 2 171 (ha3bl
[epBOHAYAILHOTO BO3PACTAHMUSI KOHLIEHTPALIMU U HE Me-
Hee 5 118t pasbl ee CHUKEHUS.
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Tabnuuya 1

Yucno ucnbityembix, Heobxoaumbix ana o6ecneyenna 80% MOWHOCTM CTAaTUCTUYECKOTO KPUTEPUA B Cy4ae NOr-HOPManbHOro pacnpeaeneHua (rpaHnubl fo-
BepuTenbHoro nutepsana 0,80 - 1,25; ypoBeHb 3HAYMMOCTH - 5%)

Koadbcpuument JURVT

Bapuauun CV* (%) 0.85 0,90 0,95 1,00 1,06 1,10 1,15 1,20
5 12 6 4 4 4 6 8 22

75 22 8 6 6 6 8 12 44

10,0 36 12 8 6 8 10 20 >48

125 >48 16 10 8 10 14 30 >48

15 >48 22 12 10 12 20 42 >48

175 >48 30 16 14 16 26 >48 >48

20,0 >48 38 20 16 18 32 >48 >48

22,5 >48 46 24 20 24 40 >48 >48

25,0 >48 >48 28 24 28 48 >48 >48

27,5 >48 >48 34 28 34 >48 >48 >48

30,0 >48 >48 40 32 38 >48 >48 >48

*CV = [exp(c®) - 1]%5, roe o - cpeqHuii KBagpaT «OWnOKN» N OCTATOYHAA BHYTDUMHAUBUAYANbHAA BAPUALYA, ONPENENAEMan npy GUCTIEPCUOHHOM aHaNN3e
110cs1e 10rapuehMn4ecKoli TpaHcEopMAaLnu 3Ha4eHNIi MOKA3ATENA; . - FeHepasbHOe CPeAHee MoKa3aTeNa CpaBHeHNA ANA UCCAEyemMOoro npenapara, u, —

reHepalsibHoe cpefiHee Nnokasaresia CpaBHeHNA A7A npenapara cpaBHEHUA.

O611ast MpoAOJKUTEILHOCTb HAOJIOAEHUS 32 KOHIIE-
HTpaLeil AeUCTBYIOIIEro BelleCTBAa MPU OJHOKPATHOM
IpueMe JeKapCTBEHHOTO CPelCcTBa TOJKHA ObITh HE Me-
Hee 4eM B 4 pasa 0oJibllie IepUoaa IMOJYBBIBEACHUS,
a IIp¥ MHOTOKPATHOM IIpHEMe IIpeliapaTa - paBHOI WH-
TepBally 103upoBaHusi. [Ipy ogHOKpaTHOM Mpueme AJIu-
TeTbHOCTh HAOIIONCHUSI CINTACTCS YAOBICTBOPUTEIIh-
HOM, eclin IJisl yCpeAHEHHOTo (papMaKOKMHETUUECKOTo
nmpodus BeJMYMHA IUIONIAAH IO KPUBOM «KOHIIEHTpa-
1IKs - BpeMs» B IIpeaesax oT HyJIsI 10 MOMEHTa oTOopa
rocjeaHei npobsl cocranisieT He MeHee 80% OT MOJIHOMI
IUTOIIAIH.

5. AHAJIUTHYECKHii MeTO,

151 onpeneneHrs] KOHUIEHTPAUM IeUCTBYIOIIMX Be-
LIECTB B ILJIa3Me, CHIBOPOTKE MM LEJIbHOM KPOBU MOIYT
OBITh MCIIOJIB30BAHBI PAa3IMIHEBIC METONBI ((DM3MKO-XIUMU-
YyecKHWe, WMMYHOJIOTUYECKHE, MHKPOOMOIOTHIECKIE
U Ip.), o0ecreynBaiolIre BO3MOXHOCTD MOJYYeHUS TOC-
TOBEPHBIX J1a00OPaTOPHBIX HAHHBIX O KOHIEHTpALUU
JIEHCTBYIOILIErO BELIECTBA IIPU BEIOPAHHBIX YCIOBUAX (ap-
MaKOKMHETUYECKOIO0 MCCAEAOBAaHUS, B YACTHOCTU, €T0
IJTATETLHOCTHA, M OTBEYAIONINE OOIIUM TPeOOBAaHUSIM M3-
OMpPaTETLHOCTH, TOYHOCTH, BOCIIPOU3BOINMOCTH.

Ecnu BciencTBue MpecUCTEMHON SJTMMUHALIAY JIeKap-
CTBEHHOI'O CPEICTBAa OHO HEe OOHapyXUBaeTCsI B KPOBU
B HEM3MEHEHHOM COCTOSIHMU U He objiagaeT papMakKoJio-
rMYECKOi aKTUBHOCTbIO (IIPOJIEKAPCTBO), HEOOXOAMMO OII-
penensITh KOHIICHTPAINIO OMOJIOTHYeCKHA aKTUBHOTO MeTa-
oosuTa.
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6. Anam3 hapMaKOKMHETHIECKHX JAHHBIX

OneHKa OMOJIOTMYEeCKN aKTUBHOTO MeTabonmuTa (eciau
n3ydaeMble TIperiapaThl MPEACTaBISIOT cO00i mpojieKkap-
CTBa) OCHOBBIBACTCSI Ha CPaBHEHMM 3HAYCHUI (papMaKo-
KMHETMYECKUX MapaMeTPOB, OLIEHEHHBIX HEOCPEACTBEH-
HO TI0 JaHHBIM «KoHHeHTpauus (C) — BpeMs (1)»
JUISL KCCIIEyeMOTO MpeliapaTa 1 Iiperapara CpaBHEHUsI.

6.1. OaHOKpaTHOE BBEIeHHE JIEKAPCTBEHHBIX
npenaparos

WHnuBuayanbHble 3HAYEHMS TUIOLIAAN MOJ KPUBBIMU
«koH1eHTpauus-BpeMs» - AUC (kak B Ipeaenax JIUTeb-
HOCTHU HaOJIIOIEeHUS 3a KOHIICHTpaLMEH JIeKapCTBEHHOTO
cpenctsa - AUC,, tak u B npezenax ot 0 go « - AUC ),
MakcuMajbHOM KoHUeHTpauuu (C, ) U BpEMEHU €€ 10C-
TUXEHUA (¢, ) CIeyeT OLEHUTh BHEMOIETbHBIMU METOIA-
MM T10 JaHHBIM «KOHLIEHTPAIIHSI - BPEMSI», YCTAaHOBJICHHBIM
y KaXI0TO UCTIBITYEMOTO [IJISI KaXKAO0TO U3 U3y4aeMbIX IIpe-
napartoB. 3HaueHus napameTpoB C, . W 7, OLEHUBAIOT
KaK HamOoJIplllee M3 M3MEPEHHBIX 3HaUYCHU KOHIICHTpA-
IIUY ¥ COOTBETCTBYIOIIEE BpeMsT HaOJII0JaeMOTO MaKCUMY-
Ma. Bemmunny AUC, pacCYMTHIBAIOT NMPY TIOMOLIM METOA
OOBIUHBIX WJIM JIOTapu(GpMUUECKUX Tpaneluii. 3HaYeHUs
AUC_ onpenesnsitor o ¢popmyne: AUC_ = AUC, + C/k,,
rae C u k,, - pacyeTHbIE 3HAYE€HUsI KOHLEHTPALMK JIEKap-
CTBEHHOT'O CPEICTBA B ITOCJICIHEH IMP0oOe M KOHCTAHTHI 3JI1-
MUHALKUK, COOTBETCTBEHHO. st Boruncienus C, u k,, Ko-
HEYHBIN (MOHO3KCITOHEHIIMATbHBIN) y4acToK
(dapMaKOKMHETUYECKON KPUBOI OMUCHIBAIOT C TIOMOIIBIO
HEJIMHEeHOIO PEerPeCCUOHHOIO aHaAIN3a.

HAMUMNECHAG OAPMAKOKKHETHEA



IIpu mocraToyHOM IJIUTETbHOCTA HAOMIOACHUS, KOraa
AUCt >80% AUC_ (cM. pazznen 4.6), 1ist OLIeHKH TIOTHOTHI
BCaChIBAHUS UCCIIEyeMOTO TIperapaTa CliefyeT UCTIONIb30-
Bath 3HaueHuss AUC,, a npu yciosuu, yto AUC, < 80%
AUC_ - snayenusa AUC

IMocnenyromuii aHanu3 ¢papMakKOKUMHETUUECKMX JaH-
HBIX MIpeIyCMaTpUBacT BEIUMCICHUE MHANBUIYAIbHBIX OT-
HoweHunit AUC, mmm AUC_ (COOTBETCTBEHHO /U f— OLIEH-
KU OTHOCUTEJIbHOM cTenenu BcachiBanus) u C, () mis
JIOOBIX JIeKapCTBeHHbIX (opM, otHowenuit C_ /AUC,
wm C_ /AUC_ KaK XapaKTEpUCTMK CKOPOCTH BCaChiBa-
HUS — AJIs1 OOBIYHBIX (POPM, a IJist POpM MPOJIOHTUPOBAH-
HOTO JEHCTBUS - MPOIOJIKUTEIBHOCTh TIeproa BpeMEHH,
B T€UEHME KOTOPOTO KOHIICHTPAIINS JIEKAPCTBEHHOTO CPEI-
crBa npesbiaer 75% or C . (T>75%C, ).

6.2. MHOrokpaTHoe BBeJIeHHE JIeKAPCTBEHHbIX
npenapaTros

B tex ciyyasix, Korna BBUIY HEJOCTaTOUHOW UyBCTBU-
TEJTHPHOCTH aHATUTUYECKOTO METO/IA TIOJTyYUTh TTOJIHOLIEH-
Hble (DapMaKOKMHETHYECKUe MPOodWIN Mocie OJHOKpaT-
HOTO BBEJCHMUS JIEKapCTBEHHOTO CPENCTBA HEBO3MOXHO,
a Takke Korja BHYTPUMUHAUBUAYaJIbHAs BapuaOeIbHOCTh
KOHIEHTPAaLWH JIEKAPCTBEHHOTO CPE/ICTBA MPY OIHOKpAT-
HOM BBEJIEHUU BbILIE, YeM TIPU €0 JUIUTETbHOM BBEJICHUH,
OlleHKa OMOKBUBAJIEHTHOCTH TIPEIapaToB MPOBOAUTCS
TIOCJIe X MHOTOKPATHOTO BBEICHUSI.

B cTanvoHapHBIX YCTOBUSX (SS), PEAUTUIYIOIIUXCS MPU
TTOBTOPSIOIIEMCSI BBEICHUH JIEKAaPCTBEHHBIX IPENapaToB
B OIMHAKOBOI 103€ C OTHUM U TEM K€ WHTEPBAJIIOM J03UPO-
BaHUA (T), MHAMBUAYaJIbHBIE (hDapMaKOKMHETUYECKUE TIPO-
(hunu ciemyeT oxapakTepr30BaTh 3HAYEHUSIMU TUTOILANH TTOT
KPUBOI «KOHIICHTpAIIUSI - BpeMsT» B TIpeIesiax MHTepBaia J0-
3UPOBaHUSI MOCJIE YCTAHOBJIEHUS CTAIIMOHAPHOTO pacmpeie-
JIeHUsI Mpenapara - AUCT’SS, C o Cmax/AUCT’SS, 3HAYCHUS -
MM MUHUMaJIbHOM KOHIeHTpauuu (C . - KOHIIEHTpaLus
B KOHIIE MHTEPBAaJIa JO3UPOBAHUST), 2 TAKXKE PA3HOCTH MEXKITY
sHaueHussmu C 1 C_. . OTHECEHHOM K CpenHel cTanmno-
HapHoii KoHueHTpauuu (C = AUC‘E,SS/T)' Takke BEIUUCTIS-
[OT UHIWBUIyAJIbHBIE 3HAYEHWUS OTHOLLICHUI AUCT’SS u CmaX
IUTSL ICCTIelyeMOoro Tpernapara 1 rnpernapara cpaBHeHUs (Co-
OTBETCTBEHHO [ U f°).

st hopM MPOTIOHTUPOBAHHOTO NEUCTBUSI PACCUUTHI-
BaIOTCS TPOAODKUTETLHOCTh IIEPUOa BPEMEHU, B TEUCHUE
KOTOPOTO KOHIIEHTpAIUs JIEKapCTBEHHOTO CPENCTBa Tpe-
BBIIIAET cpefHee cranroHapHoe 3Hadenune C (T>C ),
artakxke T>75%C_ .

7. CraTucTHYeCKad OLIEHKA
OMOSKBHBAJIEHTHOCTH

OneHKa OMO3KBUBAJIEHTHOCTH IIPOBOAMTCS IO TTapa-
MeTpaM CpaBHEHMSI, BBIOPAHHBIM B COOTBETCTBUU CO CXe-
MOIi BBeJeHUs IIpenapara (0JHOKPaTHOE M1 MHOTOKPAaTHOE
BBEIECHNE) U €ro JIEKAPCTBEHHOM (hopMoli (0OBIYHAST WIIN
MPOJIOHTMPOBAHHOIO AECTBUS).

CTaTuCTUYCCKUI aHAJIN3 IIPOBOIST B IIPEATIOIOKCHIHT
0 JIoOrT-HOpMaJIbHOM pactipeaeeHun napameTpoB AUC,

{AMHANECRNG OAPMARDKHHETHRA
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Cax 1 C../AUC 1 HOpMaJIbHOM pacIpeIe/IeHUH OCTallb-
HBIX [IapaMETPOB 33 UCKIIIOYeHUEM 7. . B mpeanonoxeHuu
0 JIOT-HOPMAaJIbHOM pacIIpeAe/ICHUM, CPaBHEHHE CPETHUX
3HAYEHUI MapaMeTpoB IS MCCleAyeMOTo Ipemnaparta
U MpenapaTa CpaBHEHUS MPOBOAUTCS HA OCHOBE MYJIBTUII-
JIMKAaTUBHOU MOJEJU, a 1OBEpUTEJIbHbIE HHTEPBAJIbI CTPO-
SITCS IUISL OTHOIIEHUI COOTBETCTBYIOIIMX CPEIHMX 3HAUe-
HUIA. ITocre MPOBEIEHUA JIoTapu(PMUIECKOTO
peoOpa30BaHMsI 3TU ITOKA3aTeIN aHAJIU3UPYIOTCS C II0-
MOIIIbIO AucnepcuoHHoro aHaim3a (ANOVA; napameTpu-
YeCKU METO.I).

Jist oOBIYHOM PaHIOMM3UPOBAHHOM IMEPEeKPECTHOM
CXEeMbI CTAaTUCTUYECKAsI MOACIb AUCIIEPCUOHHOTO aHaI13a
IOJDXKHA BKITIOYATh CIIeayIomue (pakTopbl, BHOCSIINE BKIA
B HAOJTIOJaeMYI0 BapUaLIMIO TAHHBIX:

— pa3nuuus MeXAy npernapaTamu,
— pazanuuus MeXAy MUCHbITyeMbIMU (MEXUHIAUBUAYATb-

HBIE pa3INum),

— TOCJIeI0BaTeILHOCTD IIpHEMa IpernapaTos,
— TIEPUOIBI UCCIICIOBAHUS.

JvcTiepCHOHHBIN aHaIM3 TIPUMEHSIETCS )T TIPOBEPKU
TUIIOTE3 O CTAaTUCTUYECKON 3HAUYMMOCTH BKJIaja KaxkKaoro
M3 yKa3aHHBIX (pakTOpOB B HabJodaeMylo Bapuabelib-
HOCTb. [ToyyeHHas! ¢ TOMOILbIO AUCIIEPCUOHHOIO aHAIM -
3a OLIEHKA OCTATOYHOM BapyallK UCIIOIb3YeTCs IIPU pac-
yeTe JOBEPUTEILHOIO MHTEPBaja IJIs1 OTHOIIEHUS CPEAHUX
3HAYCHWI COOTBETCTBYIOIIETO IMapaMeTpa.

Iporenypa cCTaTUCTUIECKOTO CPaBHEHUST COCTOMT B BbI-
YUCJICHUU IapaMeTPUIYECKUX ABYCTOPOHHUX 90% -HbIX 10-
BEPUTEJIbHBIX MHTEPBAJIOB JIJISI OTHOILEHUI COOTBETCTBYIO-
LIMX CPEeIHUX 3HAYEHUI MJISl UCCIeoyeMOoro Impemnapara
U IpemnapaTta cpaBHeHus. [lpernapaTbl cYMTAIOTCS OMO9K-
BUBAJICHTHBIMU, €CJIM TPAHMIIBI OLIEHEHHOTO JOBEPUTETh-
Horo nntepsana Wit AUC i AUC_, a takxe AUC,  Ha-
xopsatcs B npenenax 80-125%. Ina nokasareneid C o
nuC_ /AUC,C_ /AUC_wuiu CmaX/AUCT’SS, XapaKTepu-
3YIOLIUXCsI 00JIbllIel BapMabeIbHOCTbIO, 3TU IPEHEIIbl COC-
TaBsioT 75-133%.

8. HckiioueHue pe3Ko BbIAEISIOMMXCS
Ha0JII01eHmii

[Ipu mpoBeaeHNN HCCIIeAOBaHUS OMOSKBUBAJICHTHOC-
TH MOXET OBITh OOHAPYXKEHO, YTO Y OJHOTO MJIN HECKOJIb-
KHX WCITBITYeMBIX pa3Indus MeXIy IapaMeTpaMM VTN MX
OTHOLIEHUSIMU 3HAYMMO OTJINYAKOTCSI OT TAKOBBIX Y OCHOB-
HOI1 TpyIbl (pe3Ko BbIASSIONIECS HAOMIOACHUS - «out-
liers»). BpIsiBIeHHEe TaKWUX HAOIIOACHMUI TIPOBOIUTCS TIPU
TIOMOIIN CITEIIAIBHBIX CTAaTUCTUUECKUX TeCTOB. s me-
MOHCTpPALIMM HAIWYUS TaAKUX HAOTIOZCHUN IPUBOISITCS
rpadKy MHIWBUAYAJBHBIX CTAHZAPTU30BAHHEIX Pa3JIy-
Y1ii (IEHTPUPOBAHHEIX ITO CpeTHEMY 3HAYEHUIO 1 HOPMU-
POBaHHBIX 10 CTAHAAPTHOMY OTKJIOHEHHUIO).

Pe3ko Bolaensolmecss Haba0AeHUS. MOTYT He IPUHU-
MaThCs B pacyeT IpHU OlLIEHKe OMOSKBUBAJICHTHOCTHU IIPU
YCIIOBHUH, YTO CITPAaBEIUIMBOCTh UCKITIOUCHUS 3TUX JTAaHHBIX
JIOKa3aHa.

Nol¢-200C




9. Ipynna uccienoBareieii-cnenuaIMCcTOB B 00J1aCTH
(¢apmMakoknHeTHKH

Z[JTSI IIPOBCACHUA WCCJIENOBAHUIA BBIAECISIOTCS COTpya-

HUKHU, obyiagamonie npodecCUOHATbHbBIM OIBITOM B 00-
JIACTU KOJTMYECTBEHHOTO aHAJIN3a JIEKAPCTBEHHBIX BEIIECTB
B OMoMaTepualie 1 MaTeMaTU4YeCKOro aHanmsa gpapMako-
KUHETUYECKUX JaHHBIX.

10. ITpoToko.1 MpoBeAEHUS HCCIIET0BAHMIA

B nipoTokosie 10KHBI OBITh OTPaXKEeHBbI:

CBeJeHUSI 00 M3ydyaeMBIX JIEKapCTBEHHBIX CPEACTBaX
(1exkapcTBeHHas opma, coiepXaHHe IeHCTBYIONIIETO
BelllecTBa, GUpMa-IIPOU3BOAUTEND);

CBeZIcHUsI 00 MCITHITYeMBIX M 00 MX KOJINYECTBE;

IJ1aH paHIOMU3alnH;

J103a U peXXUM T103UPOBaHUs,

WHTEPBaJ BpeMEHU MEXIY IIPUEMOM IIpEeIapaToB;
6roMartepuall, B KOTOPOM IIPEIIIOIaraeTcs OIpeneisaiTh
KOHIICHTPAIINIO IeHCTBYIOIIETO BEIIeCTBa;

cxeMa 0Toopa Mpo0d, YyCJIOBUS UX XpaHEHUS

CBeZicHUsI 00 aHAJTUTUYECKOM METO/IE;

CBelleHUs 0 MeToJaxX (hapMaKOKMHETUYECKOTO aHAI13a;
CBEIECHUS O KPUTEPUSIX OMO3KBUBAJICHTHOCTH.

11. OTyeTHast IOKYMEHTAIWS

B otuetre 00 ucciaenoBaHUAX OMOZKBUBAJIEHTHOCTU

JIOJI3KHBI OBITh IpeaACTaBJICHDbI:

Nol-200C

YTBEPXKICHHBIN IIPOTOKOJ IIPOBEACHMS UCCIIEAOBAHWUIA,
Ha3BaHUS UCCIIENYEeMbIX JIEKAPCTBEHHBIX CPEICTB;
HauMeHOBaHUe (UPM-U3TOTOBUTEIICH;

HOMEpa CEepUil MCCIeNdyeMbIX IpenapaTtoB, NTaHHbBIE
0 CPOKE UX TOJHOCTH;

CBEIICHUS O COAEPXAaHWMU JNEWCTBYIOIIETO BEIIECTBA
B U3YYEHHBIX IIpenaparax;

OCHOBHAS JINTEPATYPA
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JIeMorpaduyecKkre ¥ aHTPOIIOMETPUUECKIE TaHHBIC UC-
MIBITYEMBIX;

KIMHWYECKHE JaHHBIC (€CITU MCClIefOBaHE OMO3KBH -
BAJICHTHOCTH ITPOBEACHO Ha OOJIBHEIX), B KOTOPHIX YKa-
3bIBAETCS aHaMHe3 3a00JieBaHMS, TUAaTHO3, XapaKTep
MOpaXeH!sI BHYTPEHHUX OPTaHOB U UX (DYHKIIMOHATIb-
HOE COCTOSIHME Ha MOMEHT IIPOBEACHUS MCCIea0Ba-
HU,

CIT0CO0 BBEACHMUS JIEKAPCTBEHHOTO TIpeIrapaTa 1 J035l;
TJIaH PaHIOMU3allNH;

MeTOIMKa 0TOopa GroMaTepualia U ero MpeaBapuTeb-
HOI 00pabOTKU, YCIOBUS XpaHEHUU MTPOO;

OITMCaHNE aHAJTUTUYECKOTO METOIa, BKITIOUAIOIIEe MET-
POJIOTMIECKIE XapaKTepUCTUKU U TEeMOHCTPAIlMOHHBIE
XpOMAaTOTPaMMEI, €CJIU UCIIOJIb30BaHbI XpoMaTorpadu-
YeCKHE METOJBI,

onyvcaHue mpolueayp hapMakKOKMHETUYECKOTo aHaIn3a
M OLICHKU OMO3KBUBAJIEHTHOCTU C YKa3aHUEM MCITIOJIb-
30BaHHBIX TPOTPAMMHBIX CPEICTB;

pe3yABTATHI OTIpeaeICHUS COACPKAHUS NefiCTBYIOIIEe-
ro BellleCTBa B OMONpPOOax, COOTBETCTBYIOIINE CPEI-
HUE 3HAYCHUS W BEJIMYMHBI CTAHAAPTHEBIX OTKJIOHE-
HUI;

WHIWBUIYaIbHbIE (h)apMaKOKUHETUYECKHE ITPOPUIIN;
ycpenHeHHbIe (papMaKOKUHETUIEeCKHe MpohuiIn;
WHOIWBUIYaIbHBIC 3HAYCHUSA mapamMeTpoOB
(hapMaKOKMHETHKI, COOTBETCTBYIOIINE CPEIHUE 3HA-
YeHUS U BETMINHEI CTAHIAPTHBIX OTKIIOHEHUIA;
CpeIHMEe TeOMEeTPUYECKIE 3HAUYCHUS JIOT-HOPMAaJIbHO
pacrpeneaeHHbIX TapaMeTpoB (papMaKOKMHETUKH, CO-
OTBETCTBYIOIIME NHTCPBAJIbHBIC OLICHKH;

Pe3yabTaThl AUCIIEPCHOHHOTO aHAIN3a, 3HAYCHUSI COOT-
BETCTBYLIMX KO3(DDUIIMEHTOB Baprallnu;
CTaTUCTUUYECKNE KPHUTCPUM, WCIIOIb30BAHHBIC IS
OLIEHKM OWOSKBWBAJECHTHOCTH, W PE3YJBTAThl 3TOM
OLICHKWU;
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Mpunoxenne 1

OcHoBHbIE NPUHLMNLI COCTaBNeHMA uHdopmaumu ana nobposonbua
¢ chopmoi uH)opMUPOBAHHOIO COrnacua

dopma MHHOPMUPOBAHHOTO cornacua No6pOBONbLA (BOMOHTEPA) Ha yyacTue
B NCCNEN0BaHNAX B103KBIBANEHTHOCTIA NIEKAPCTBEHHOTO CPEACTBa

f, , NpoXunBaloWwii no agpecy
Ten. . Macnopt: cepuA Ne ,
BbIfaH , 03HAKOMUACA C MHopMmaLlelt 0 LienAxX NPeacToALero nceneno-

BaHWA GMO3KBUBANEHTHOCTM npenapara
11 MOMYHNN KONWI0 JAHHOM0 NOKYMeHTa. A nmen BO3MOXXHOCTb OGCW]I/ITb C Bpa4om-nccnenosarenem BCe NHTEPECYOLLNE MEHA BOM-
POChHI 11 noay4ns ynoeneTsopAOLIWNE MEHA OTBETHI.

fl npenynpexneH 0 ToM, YTO NCCrenoBanne 01103KBMBANEHTHOCTH NieKkapCTBEHHOro npenapdra 6yueT Bbl3bIBATb
HEKOTOPbI MCKOMOPT, @ TaKXKE HE UCKII0YEHa BO3MOXHOCTb BPEAHOIO BANAHNA N3y4aeMOro IeKapCTBEHHOr0 npenapara Ha Moe
3[0pOBbLE W CamMo4yBCTBIE.

A ﬂOGpOBOﬂbHO cornatwarcb NPNHATL y4aCTE B NCCNeaoBaHnin O103KBMBANEHTHOCTH BbILIEYNOMAHYTOr0 NEKAPCTBEHHOIO NpPe-
napara, N3BeLleH, YTo NMEI0 NPaBO 0TKa3aTbCA U B no60oi MOMEHT NPEKpPaTnTb y4actne B 1dHHOM UCCnefoBaHnK, 4YT1o HE NOB-
neyet 3a co60Ii N3MEHEHIA OTHOWEHWUA KO MHE MEOULWHCKOr0 nepcoHana.

B cnyyae moero peweHnsa 0 npekpaweHnin MOero y4acTia B MCCNeqoBaHini 01103KBNBANEHTHOCTH, A OGHSyIOCb NHOPMIUPOBATH
00 3TOM Bpa4va-nccnenosarena ana Toro, 4T0Gb!I npenocTaBuTb eMy BO3MOXHOCTb OLIEHUTb MO€ COCTOAHWEe N OdTb HeobXxoauUMble
pekomeHaaunn.

f1 cornaceH BbINOMHATL WHCTPYKLNN, ﬂOGpOCOBeCTHO COTpyaQHM4aTb € Bpa4yomMm-nccnenosatenem n HemMeaneHHo coobwarb emy
0 nboro pona n3MeHeHNAX MOEro 3MOpoBbA.

fl n3BeLweH, YTo NHKHOPMALMA, NONYYEHHAA B XOAE NCCIEN0BaHA, ABNAETCA KOH(UAEHUMANbHOI. A CornaceH ¢ Tem, 4T06bI OHA
ucnonb3oBanack B MoHOM Mepe 1 nepenasanach B PerynATopHble OpraHbl U 0hnUNaNbHBIE MEANLUHCKIE MHCTAHUMKN, @ TAKXe
YNONTHOMOYEHHbIM NNLAM 1 NpeacTaBuTeniAM CnoHcopa.

f1 n3BelweH, 4To ecnii MoemMy 300pOBbi0 6yueT NpUYnHeH ymepé, CBA3AHHDI C MOMM y4acTUem B WCCNENOBaHMN, CTPaxoBas
KOMMAHWUA BbINATUT MHE KomneHcaumnio. Cymma KOMMeHcauun MoxXeT ObITb NepecMOoTpeHa B Cilyyae MOEil BUHbI B BO3HUKHOBE-
HUW yxyalweHna 300p0BbA.

@.11.0. pobposonbua

Moanuck nobpoBonbLA:; Hara
@.11.0. Bpaya-nccnegosarena
Moanucek Bpaya-nuccnenoBarena: [ata

lMpunoxexne 2

OT4er 0 cepbe3HOM HeXenarteslbHOM ABJIEHUN

Wudropmaumna ana nobpoBonbLeB, y4acTBYIOWUX B UCCEA0BAaHUAX 6MOIKBMBAIEHTHOCTY JIEKAPCTBEHHOIO CPeacTBa

WccnenoBaHne 61103KBIUBANEHTHOCTI NEKAPCTBEHHbBIX CPEACTB — 3TO CPaBHUTENbHOE (DapMAKOKMHETYECKOE N3yYeHie nekap-
CTBEHHbIX CPEMCTB, BbIMYCKAEMbIX PA3HbIMI (hUPMamil 1 UMEIOLMIA B CBOEM COCTaBE OfIHO 1 TO XK€ NeKapCTBEHHOE CPeACTBO.

ccnenoBaHmA NpoBOAATCA HA 300POBLIX N0OPOBONbLAX.

[nA onpeneneHna COCTOAHWA 300POBLA NOOPOBOMbLLIA MPOBOANTCA NOMHOE 06CNeN0BaHIe, BKTOUaloLIEe KNNHNYecKne 1 na6o-
paTopHbIe TECTbl (aHanu3bl KpoBuW, Moyn, uccnefnosanne Ha BAY, RW, BupycHblii renatut B n C, 3KI). Ecnu HeT npoTuBonokasa-
Huii, 106pOBONEL| BKNKOYAETCA B FPYNMY NCMbITYEMbIX.

Ho6poBonew noanMcsIBaeT MHKDOPMIPOBAHHOE NICbMEHHOE COrnacke, B KOTOPOM OH AaeT CBOE COrnaciie Ha y4acTue B uccne-
[0BaHUN.

Nlo6poBonew 06A3yeTcA BbINOAHATL CEAYIOWME NPaBUNa:
— B TEYEHUe HelIenn [0 UCCNENOBaHNA 1 BO BPEMA MCCenoBaHnA [o6poBOneL He MPUHIMAET NeKapcTBeHHbIe mpenapatbl. Mpu
Heo6XomUMOCTY NpUeMa NEKapCTBEHHbIX CPEACTB CeAyeT NPOKOHCYNbTUPOBATLCA C BPaYOM-MCCeN0BaTenem;

UAMHKYEQAG oapMAKDRMILTHIA Y= 10 Nol¢2-200C
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— HakaHyHe MCCNeNoBaHNA 1 BO BpeMA UCCNenoBaHnA N0OPOBONEL He ynoTpednaeT KogenH-conepxaline npoayKTbl (4aii, Kode
nap.);

— 33 Cemb [IHeil 10 NCCnefoBaHnA 1 BO BPEMA NPOBeAeHNA NCCNeNoBaHNA [o6poBoneL He ynoTpebnaeT ankoronb 1 orpaHn4mnBa-
eT ce6A B KypeHuu;

— HakaHyHe WCCNenoBaHNA NOCMEHNI NPUeM ML OMKEH 3aKaHYMBATbCA He No3aHee 19 4acoB, YXKMH He [OMKEH BKMIOYaTh
XKUPHYIO NuLLy;

— 1CCNefoBaHue NPOBOANUTCA B CTALIMOHAPHbIX YCNoBUAX, fo6posoney 06a3aH cobniofate Npasuna npebbiBaHNA B CTaLMOHApE.

MpuHUMNUanLHaa cxema nccnenoBaHua 6M03KBUBANEHTHOCTH JIEKAPCTBEHHOI0 CPE/CTBa:

— Bo Bpema nccnenoBaHna 006POBONbLLI HAXOAATCA B CNELaNbHOM BfI0Ke, rae UM CO3[aHbl HEOOXOAUMbIE TUTNEHNYECKIE YC-
nosua u Oymer npeanoxeHo 3-4 pa3oBoe nuTaHue. B cnyyae HeobxogumocTu [06POBONbLUAM  OKa3bliBAETCHA
KBanuuLUPOBaHHAA MeaNLIHCKaA NOMOLLb.

— lccnenoBaHue 61I03KBNBANIEHTHOCTI COCTOMT M3 IBYX PABHO3HAYHbIX NEPNOAOB.

Kaxnablil n3 aTx NepUOAOB HAYMHAETCA B 4acoB yTpa, koraa Jo6pOBOMbLY YCTAaHABNNBAIOT B OAHY 3 BEH PYKIW KaTeTep,
4epe3 KOTOPbIii B MPOLIECCE UCCNEA0BAHNA MO 3apaHee NpeacTaBneHHoli cxeme 6yneT npoBoanThcA 0T60P KpoBu. Beero yneT B3A-
10 He 6onee 150-200 mn kpoBu. Mpu HeobxogumocTy (B cny4vae Tpom603a kaTeTepa, BbIXOAa KateTepa U3 BeHbl 1 Ap.) Katetep Oy-
[IeT NepecTaBneH B APYry0 BEHY.

— Tlocne nepBoro oT6opa KpoBu [06POBONEL AOMKEH NPUHATbL UCCNEAYEMbIi IEKAPCTBEHHBI Npenapat uau ero aHanor. Mocne-
[0BaTENLHOCTh NPUEMa npenaparos OyaeT ciyyaiiHoM.

— Tlocne otbopa nocnenHein npo6bl KPoBu y nO6POBONbLA OyOeT yaaneH BHYTPUBEHHbIN KaTeTep, U OH Oy[eT OThylleH NOMOI 0
CRemyouero nepuopga NcCnenoBaHuA.

— B cnyyae BO3HUKHOBEHNA HEXENaTeNbHbIX ABNEHMIA 106poBonbLY OyaeT 0KasaHa KBanuduUpoBaHHAA MEANLIMHCKAA NOMOLb.

— T[lepepblB MeXay NepuoaaMun NCCReNoBaHiA COCTaBnNAeT __ [Heid. [lo6poBonewl B MPOMEXYTKE MEXIy HUMUN OMKEH COOMI0-
[aTb BbILIEN3NOXEHHbIE TPEOOBAHNA.

— B cnyyae HeABkn 106pOBOMbLA HA 2-1 Nepuof UCCNeA0BaHNIA, OH UCKITIOYAETCA U3 CCNEA0BaHNIA N NNWAETCA NPaBa Ha BO3Har-
paXOeHMe.

YcnosuamMN nNpekpaiienna y4acTua B uccneaosanuu no6posonbua ABNATCA:
— KenaHue UCnbITyemoro;
— HecoGniofeHNe Npasun NPOBEASHINA NCCNBNO0BAHNA;
—  MEOULVHCKNE MOKa3aHuA.

Ha Bpema nccnenoBaHna 0O6POBOMbLbI CTPAXYHOTCA HA CRyYaii BOSHNKHOBEHWA BO3MOXHbBIX HEXENATeNbHbIX ABNEHNI, CBA3AH-
HbIX C NPUMEHEHIEM NEKAPCTBEHHbIX Npenaparos.

Mpu BO3HUKHOBEHUN NIOOLIX BONPOCOB, CBA3AHHLIX C NPOBENEHNEM WUCCNENOBAHNA UM U3MEHEHEM B COCTOAHMM 30POBbA,
cnenyeT 06pallatbCA K Bpavy

KOHTaKTHblii TeneoH

[Mpunoxenne 3

Bonpocbl nnaHupoBaHua UccnefoBaHuii 6M03IKBMBANEHTHOCTH
NleKapCcTBEHHbIX NpenapaToB

Oco6eHHOCTI CTAaTUCTUYECKOTO aHann3a WCCnenoBaHWin G1O3KBMBANEHTHOCTW CBA3AHbI CO CTPYKTYPOIl NEPEKPECTHOI CXEMb
RT/TR. Mpu nnaHnpoBaHi CCnenoBaHnin GMO3KBUBANEHTHOCTI BO3HIKAET Npobnema onpeaeneHina MUHUMANbHOrO Yicna naum-
€HTOB, HE0OXOAMMOrO0 ANA NOMY4YeHNA CTATUCTYECKN 3HAYNMOTO 3aKNKOYEHNA B COOTBETCTBUN C NPUHATLIMI PekomeHgaunamu, a
nocne 3aBeplIeHNA CTATUCTMYECKOrO aHann3a Nony4YeHHbIX AaHHbIX - Npo6nema OLUeHKN MOILHOCTY TecTa.

[yCTb ti U ug - TEHEPaNbHbIE CPENHIE NOKA3aTeNin CpaBHEHUA ANA UCMbITYEMOro npenapara u npenapara cpaBHeHus, cooTee-
TCTBEHHO. [MN0oTe3a 0 6MO3KBUBANEHTHOCTM MOXET ObiTb CHOPMYNUPOBAHA B TEPMIHAX OTHOILEHWA CPABHIBAEMbIX NapamMeTpoB
UnN B TepMUHAX X aBCONIOTHBIX pasnuynii. [na napameTpoB, CBA3AHHbIX C ONPedeneHnem KOHLUEHTpaUnn NeKapcTBEHHOrO Bellle-
ctBa (AUG, C,,,,. C,.,/AUC 1 np.), NpUHATO CPaBHEHWE OTHOLIEHIN (B NPEANONOXEHNIA 0 NOr-HOPManbHOM PacnpeneneHin i MyJb-
TUNNINKATUBHON MOAENI faHHbIX). Ecnu @, u Q, - HIKHAA 1 BEPXHAA NPUHATBIE ONYCTUMbIE PAHNLIbI ONOIKBUBANIBHTHOCTH, HY-
neBaA runotesa 06 OTCYTCTBUN 3KBUBANEHTHOCTM MOXKET ObITh 3anncaHa Kak:

H,: 'UT/ﬂR <Q, un Hr Uy >0,
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a COOTBETCTBYIOWAA anbTePHATUBHAA FUNOTE3A O HANWYUN BIO3KBUBANEHTHOCTY (DOPMYNUPYETCA KaK:
H, :leﬂr/luR <0,.

B cnyyae nposeneHna norapudminyieckoro npeo6pasosaxna HOPMyNNPOBKa ruNoTes Takke TPaHCOPMUPYETCA:
H, :0,<i-u, <9,

rae & = In(Q), npu i = 1,2; B 3TOM Cy4ae fiy - Up - PABHOCTb CPEAHNX 3HAYEHIA NOKa3aTeneii CpaBHeHUA, COOTBETCTBYIOLAA
norapucMnyeckoii TpaHcqopmaun. Takoii e B runoTessl COOTBETCTBYET TECTUPOBAHMIO AOCONKOTHBIX PA3NUYWii B Clyyae, ec-
NN NpeqnonaraeTcA HopManbHOe pacnpeneneHne nokasarenAa CPpaBHEHWA U aiauTBHAA MOMENb AaHHbIX. [JonycTuMble 3HAYEHWA
rpaHnL 3ahMKCMPOBaHbI B HACTOAWMX PekoMeHaaLmnax.

BbiBOO 06 3KBMBANEHTHOCTI B pe3ynbTare TECTUPOBAHNA rNoTe3 MOXeT ObiTb caenax, ecnn 100-(1-2-0) % [OBEPUTENbHbINA NH-
Tepsan AnA pasHiLbl (MW OTHOLWEHWA) CPEMHMX 3HAYEHNI MONHOCTLIO PACMONaraeTcA BHYTPM BbIGPAHHOrO NHTEPBAna 3KBUBane-
HTHOCTMW.

Heo6xonumocTb onpeneneHna Tpebyemoro Yncna NCnbITyeMbIX ANKTYETCA 3KOHOMUYECKAMIA 1 3TUYECKUMUN COOBPKEHNAMI.
Yucno ucnbiTyembix, HE0OX0OUMOE ANA MONYYEHWUA CTATUCTUYECKI 3HAYMMOTO 3aK4eHNA 0 6UO3KBUBANEHTHOCTIA UCCNEdYeMbIX
npenapatos, 3aBUCUT OT YPOBHA 3HAYUMOCTM (o), MOWHOCTHN TecTa (1-3), ONYCTUMOIi BENUYUHBI PA3NUYNil € N BENNYNHBI fuUCnep-
CUW AaHHbIX ©. TpW NepBble BENUYMHBI PErNaMeHTUPOBAHbI HACTOAWMMI PekoMeHaaumami. Bapnauma aaHHbIX oueHBaeTcA nubo
no NPOWAOMY ONbITY NPOBEAEHNA aHANOMNYHbIX UCCNeNoBaHMiA, MO0 NO NUTEPATYPHbIM AaHHbIM, MO0 NO MANOTHOMY WUCCReao-
BaHM0. Yem Gonee BapnabenbHbl JaHHble, Tem G0nblie UCnbITyeMblx NoTpebyeTca AnA AeMOHCTpaumnn 6Mo3KBMBANEHTHOCTI Neka-
PCTBEHHbIX NPenaparos.

Mpu npoBeaeHn NccnenoBaHnii GMO3KBMBANEHTHOCTI B COOTBETCTBUN C 0ObIYHBIM NEPEKPECTHLIM AK3aliHOM B MPEAnonoxe-
Huw 06 OTCYTCTBIW BNNAHWA Neprnoaa HabnioaeHna BbIYNCNEHNE NOBEPUTENbHBIX MHTEPBANOB 6a3npyeTca Ha napHoM Kputepun GTb-
topeHTa. [o3ToMy cambiM NPOCTbIM CNOCOGOM OLIEHKI HEOOX0OUMOro Yncna ucnbityeMblx (n) GymeT pacyeTt no cnedytoulei dop-
Myrie B NPEANoN0XeHUN PaBEHCTBA CPEAHINX 3HAYGHWNA L1 = Lip - fir

Lo 20+t f, B

82

rAe € - BENUYUHA DONYCTUMbIX Pasnuynii Mexay CPeaHuMN 3Ha4eHUAMN, YICOo cTeneHeii ceobomsl f = n-1 B cny4ae Bbluncne-
HIA [OBEPUTENbHLIX NHTEPBANOB Ha 6a3e napHoro kputepua CTbloaeHTa, f = n-2 B Cly4ae, eCnn y4nTbIBAaeTCA BNMAHME Nepuoaa
HaOnomeHiA N MOBEPUTENbHBIA MHTEpBaN CTPOMTCA Ha 6a3e NOAXOAALIEA NPoLEeAYpPbl ANCNEPCHOr0 aHanu3a. B niwbom cnyyae no-
Ny4aeTcA, 4To AnA onpeneneHna no tabnuuam sHaveHna Koadpdpuumenta CtblopeHTa f(f, o) He06X0AUMO 3HATb YNCNO BKITIOYEHHbIX
NaUNEHTOB N, a UMEHHO €ro Mbl 1 MbITAEMCA paccyuTaTh No popmyne. [InA paspeleHna aToro NPoTUBOPeYNA 06bIYHO NPUMEHA-
10T UTEPALIMOHHYI0 NPOLIEAYPY, @ B KA4YECTBE NEPBOHAYANbHOI OLEHKN 3Ha4YeHnA koadduuneHTa CTblogeHTa GepeTca ero CO0TBeT-
CTBylOLlEE 3HAYeHNe npi 6ECKOHEYHOM Yuncne cTeneHeli cBo6OMbI, TO eCTb COOTBETCTBYIOLIEE 3HAYEHIE CTAHOAPTHOrO HOPMANbHO-
ro pacnpeneneHins Z,. B KayecTse 3HaueHWA c B Cny4ae y4yeta BNUAHWA nepuofa HaGnioneHuii 06bIYHO UCMONb3YIT cpenHee
KBaapaT4yHOE OTKNOHEHIE, OLIEHEHHOE C MOMOILbI0 aHanM3a Bapuauni anA NepekpecTHoro An3aiiHa (OLeHKa 3Ha4eHna G - KBad-
paTHbIl KOPEHb U3 CPEAHEro KBagpata «OWWoKN», U OCTATOYHOI BHYTPUNHANBIAYANbHOI Bapnaumum).

MocnenHee ypaBHeHMe MOXET 6bITb MOQUULNPOBAHO 1 BLIPOKEHO B TEPMUHAX KO3 uumneHTa Bapuaumm, CV=c /un Q = &/u
Kak:

CV2 -t f. ) +1(f, B

n=2 RY

B cOOTBETCTBMI C HACTOAWMMI PEKOMEHAAUNAMK NPW 3TOM ONpefeneHni BennynHa Q He NOMKHA NpeBbIWwaTh 3HayveHue 0,2
(20%).

lMpnBeaeHHbIe POPMYNbI ANA OLEHKI HEOOXOAUMOro Y1Ca NCMbITYeMbIX MPUMEHUMbI KaK B Clly4ae afauTBHOM, Tak 1 B Cly-
yae MyNbTUNANKATUBHOK MOAENY AaHHbIX. Pasnuyna 3aknio4anTca B OLEHKN BENNYMHBI ANCTIEPCIN G2, AN KO3 uLIMeHTa Bapu-
auun CV. Tak, B cnyyae npeanonoXeHna 0 0r-HOpMaabHOM pacnpeneneHnin aHHbIX 11 CPaBHEHA OTHOWEHNA CPEMHNX 3HAYEHWIA
KO3 (HMLIMEHT BapuaLn OLEHINBAETCA MO 3HAYEHINI0 CPEAHEero Keagpara owWwnbKN G2, NoNy4eHHOMY B pe3ynbTare AMCMepCUOHHOM0
aHanu3a 1A TpaHcOPMUPOBAHHBIX AAHHBIX (CV =4jexp(c)’ — 1) . Ecnn kBappat GV poctatouHo man, CV = o.

PaccmoTpum cnyyaid, Korga u3BecTHo, 4YT0 NPEAnonoXeHe 0 PABEHCTBE CPEHNX 3HAYEHNIT NOKasaTenei i = iy, =ty Hapyla-
ercA. TlycTb Tenepb & = u; - tp. [OCKONbKY KpUUBbIE MOLIHOCTI NPOLIEAYPLI NPOBEPKI ABYX ONHOCTOPOHHUX TECTOB CUMMETPUYHBI
OTHOCWUTENbHO HyNA, PacCMOTPUM cyyail 0 <d= 5, <0,2up.

Torna Heo6xoAUMOE YMCIO UCMbITYEMbIX B ICCNIEAOBAHNI ANA NOAAEPXAHNA MOIHOCTN Ha ypoBHe 80% 1 JONYCTUMBbIX pasni-
ynax Q% (06bl4H0 20%) onpenenAetca no yopmyne:

CV2-(t(f,a)+t(f, B))
Q-6

n(d,)=2-
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rne 5’02100-ﬁ , GV — koathcpuumeHT Bapnaunin [aHHbIX cv=100-2, t - KpUTMYecKas TOuka pacnpeneneHns

L Hy
CtbtopeHTa, f - vucno cteneHeii ceobopsl (f= n-1). Hanuyne B npaBoil YacTit DOPMymbl 3HA4YEHWA N ONATL NPUBOANT K Heobxomou-
MOCTW NPUMEHEHNA UTEPALINOHHOI NpoLeaypbl Noucka.

MoxeT ObITb TaKXKe pelleHa 1 06paTHaA 3agaya - no YMcny UCTbITYeMbIX 1, KoadhduumneHTy Bapuauun CV, BennynHe pasninyuii
Q 1 YPOBHA 3HAYMMOCTI ¢¢ OLIEHUTb MOLIHOCTb CTAaTUCTIYECKOrO TECTa OLEHKW O1I03KBMBANEHTHOCTIA. [INA 3TOro, Nonb3yAch Tab-
nuuei pacnpenenexna CTblogeHTa, onpeaenaioT BePOATHOCTb OWMOKK BTOPOro poaa B no 3HadveHnio koadduuneHTa CTbioneHTa,
BbIYMCMIEHHOTO NO cneaytoweid hopmyne (B NPEANONOXEHN PaBEHCTBA CPEAHNX 3HAYEHUIN NOKa3aTena CpaBHEHNA):

(f. B)= ch\E —i(f.a).

B cny4ae HapyweHUA NPeanonoXXeHna 0 PaBeHCTBE CPEOHMX 3HAYEHUIA NOCNenHAA hOpPMYyna MOXET ObITb 3aMKMcaHa Kak:

[|§(;_QH n

tf, B)= v E—t(f,a).

MolLHOCTb cTaTUCTUYECKOro TecTa fOMKHa ObiTb He MeHblue 80%.

MpunoxeHne 4

MccnenoBaHuA KWHETUKN PacTBOPEHUA JIEKapCTBEHHBIX CPeACTB

[InA nekapcTBEHHOr0 CPeACcTBa, 3aABIEHHOM0 ANA PErncTpaLmni B HECKONbKIX JO3UPOBKAX, MPOBOANTCA OLEHKA 3KBUBANIEHTHOC-
TN KNHETIKN Nepexona AeiicTBYIOWEero BELeCTBa B pacTBOP AnA KOXLOW 031MPoBKU. MeToguyeckn cTeneHs nepexona JencTByoLe-
ro BeWecTBa B PaCTBOP ONPENENAIOT B YCNOBUAX, ONMMCAHHBIX A71A JAHHOM0 npenapara B COOTBETCTBYIOWEI (hapMakonenHoii cTatbe,
ONA HECKONbKUX (He MeHee Tpex) BPeMEHHbIX TOHEK, PacroNoXeHHbIX PaBHOMEPHO B UHTEPBANe BPeMeHN nccnefosaqua. Nocnen-
HAA TOYKa NPOPUNA NOKHA COOTBETCTBOBATL MOMEHTY Nnepexofa B pacTBop He MeHee 90% ekapCTBEHHOr0 CPencTea unin ¢hase
HacblleHnA npouecca.

IKBIBANIEHTHOCTb KIHETUKI PACTBOPEHUA NEKAPCTBEHHOTO CPENCTBA OLEHNBAIOT, MCX0AA 13 (DakTopa CX0OUMOCTY (fz), KOTOPbIid
paccynTbIiBalOT NO YPaBHEHWNIO:

=50xlog{[1+(1/n)x > (R, ~T)*T** x100;
2 ] i

i-1

[ N - YNCIO BPEMEHHBIX TOYEK;

R, - KOnn4ecTBO NIeKAPCTBEHHOTO CPEACTBA, NepeLIeaLee B pacTBOP 3 npenapara CPaBHEHNA B /-TOI BPEMEHHOII TOUKe (B Cped-
HEM, B NPOLIEHTAXx);

T., - KON4ECTBO NEKAPCTBEHHOrO CPEACTBA, NEpelleee B PaCTBOP U3 UCCNEAyeMOro npenapara B i-Toi BPEMEHHOIA TOUKe (B
CpemHeMm, B NPOLIEHTax).

OLEHKY 3KBMBANEHTHOCTI KMHETUKM PaCTBOPEHWA NPOBOMAAT NP CREdyWNX YCNOBUAX:

— [NA KOKIO0 BPEMEHHOIA TOUKI 1A KOKAOro npenapara NPoBOAAT He MeHee 12 napannenbHbix onpeneneHunii;

— TONbKO OAHO W3 PACCUMTAHHbIX CPEAHIX 3HAYEHNIT ANA KKAOro npenapara MOXeT ObiTb 6onblue 85%;

— BENNYNHA CTAHOAPTHOMO OTKNOHEHA A KAKI0r0 CPEAHEro 3Ha4eHnA, 3a CKNI0YEeHNeM nepBoii BPEMEHHOI TOUKM, He MOMX-
Ha BbITb Oonblue 10%.

KnHetnka pacTBOpeHWA NeKapcTBEHHOrO CPECTBA CYUTABTCA SKBUBANIEHTHOM, ECMIN 3Ha4eHWe f, nexuT B npeaenax ot 50 Ao
100. B Tom cnyyae, Korpa 6onee 85% nekapCcTBEHHOTO CPENCTBA NMEPEXOANT B PacTBOP B Te4eHNEe 15 MUH, KWHETUKA pacTBOPEHNA
CUMTAETCA 3KBUBANEHTHOI 63 MaTeMaTn4ecKoi OLIEHKI.

Nol-200C 13 =—— UMUNULAAYG SAPMALDKKHLTHEA
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MpunoxeHne 5

MepeyeHb NeKapCTBEHHbIX CPEACTB, [NA KOTOPbIX I0ONYCKAETCA NPOBEieHNe
nccneaoBaHunii 6M03KBMBANEHTHOCTN HA KPYNHbIX Nab0paTOPHBIX XKUBOTHbIX

Bpema mocTuxeHuns
" dapmako-TepaneBTNYeCcKan MexpyHapoaHoe HenaTeHTOBaHHOE fosa, ., mr fosa, ., ur MaKCMManbHoi Ty
rpynna HalMeHOBaHNe KOHLEHTpauun B
nnasme KpoBeu, 4
XnopnpomasuH 25 75
. JleBomenpomasiH 25 50 1-3 15-78
1 HeiiponenTukn
[anonepunon 1,5 45 13-40
Cynbnupug 200 600 45 7
Jrocykcumun 250
2 MpoTnBoCYnoOpOXHbIE Npenaparbl Kap6amasenuH 100 200 4-8 15
Banbnpoesas Kucnora 150 2-3 8-20
deHobapbuTan 100
3 CpencTsa, NpUMeHAeMbIe Hutpasenam 5 10 1-4 26
Npy HapyWEHNAX CHa 30MKNOH 75 15 3,5-6
Mupasonam 75 15 30 muH 1,5-2,5
Tonnepn3aoH 50 100
4 MuopenakcaHTbl
baknodeH 10 25 2-3 4
AMUTPUNTUANH 10 25 9-25
5 AHTNOENpecCaHTbI
Manpotunun 10 25
6 TpaHKBMAM3aTopsbl deHazenam 10 20

YBaxkaeMble KoJuiern!

B aTom roay cemunap ¢ yyactuem npocdeccopa Pomxkepa /Ixxenmdda
coctoutcs 20 anpens B 16 yacos
B pamkax XII Poccuiickoro HanonanbsHoro Konrpecca «HeioBek 1 jieKapcTBo» B 31aHUU npoBeaenus Konrpecca.

Bouiee noapodHyio uHGoOpMaNKI0 MOKHO MOJy4uTh B mporpamMme Kounrpecca wim no ten. 104-1206.
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«IonynsuuonHoe ®K/DJI moaempoBanue: nocjieaHue TOCTHKEH!S U MEPCIEKTUBbI Pa3BUTHS»

PykoBoaurenn: akanemuk PAMH, npodeccop Cepruenko Banepuit UBaHoBUY
IIpencemaremu: Ixennudd Pomxep, mpod., YHusepcurer HOxHoit Kanudopauu, CLLA;
XKepnes Bnanumup IMaBnosuy, npod., 1.M.H, UHcTUTYT hapmakonsorun PAMH;
Bbonmapesa Mpuna bopucosha, 1.6.1., HUM ®XM M3 PD (104-12-06; 500-37-42; i_bondareva@yahoo.com )

ITPOTPAMMA:

o Jixemmudd P. (CIHA) «[Iporpamma USC*PACK mist @K /D]1 MmonenrpoBaHusi: HOBasi BepCusl, OCIEIHNE pa3pabOTKU, KITMHUYECKHE P~
MepBI HCTIOJIb30BaHUST» .

® bonpapesa U.b. «ITporpamma USC*PACK: 10-1eTHMit onbIT paboTsl B Poccum».

e Kepnes B.I1., KonbiBanoB I.B., JIutBuH A.A. «Posib (hapMakoKMHETHUECKUX U OModhapMalieBTUUECKMX UCCIETOBAaHUM B ONTUMU3ALIMY Jie-
KapCTBEHHBIX (JOPM TPETapaToB ¢ aHKCUOIUTHUECKUM NeCTBUEM.

o JIxennmudd P. (CLLIA) «HenuueiiHble Moaenn ¢papMakoIMHaMUKK (MOAETUPOBaHNE HEDPOTOKCUYHOCTU AMUHOTIIMKO3UIOB)».

e ®Oupcos A.A., Jlyoernko U.10., CmupHoBa M.B. «®apMakOKMHETUUECKU OOOCHOBaHHOE M3yueHHe (DapMaKOIMHAMUKN HOBBIX aHTUOUOTH-
KOB: TaNTOMULMH U CTAaUIOKOKKI».

e TortonsiH A.A., AdanaceeB B.B., [Tuenunies M.B. «Poinb 1eKapcTBEHHOT0O MOHUTOPUHTA LIUKJIOCTIOPMHA Y OHKOT€MAaTOJIOTUYECKUX 0OJIb-
HbIX NocJie TpaHcriaHTauuu st PTTTX».

e CapueB A.K., Kpasuosa O.10. «DkcnepuMeHTalbHblE U KIMHUYECKUE UCCIeI0BAHMS TTpoliecca MIIOKYPOHOKOHbIOTallMU MEKCHI0JIa B pa3-
JIMIHBIX TTOTTYIISIIIASIX>.
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