UccnepoBaHue
3t dheKToB OCHOBHLIX OOpa3uoB npenapara
B OCHOBe fle4yeHnss 0ecCoHHuuUbI C

KUTaUCKMM pacTUTernbHbIM JIeKapCTBEHHbIM
cpeacTBOM.




[Tpobrnema:
bonbHon M. 30 neT, cTpagaeT beccoHuUen.
Obpartunack B NOSINKIMHUKY, OS]
nonyyYeHna KoHcynetauum y Bpada. llepen
BpayoMm BCTan Bonpoc: Yto oyaer
aPPEKTUBHEE, KNTAUCKNE PACTUTENbHbIE
rlekapCTBEHHbLIE CcpeacTBa UMM OCHOBHbIE
obpasubl riekapcTB OT 6eccoHULbI.



[1o PICO:

1. bonbHOM M. 30 neT, cTpagaet
beccoHunuen.

2. OcHOBHbIe npenapaTbi(Rozerem,
3onnuaem u ap.).

3. Kutanckume pacturternbHble,
neKkapcTBeHHbIE CpeacTBa.

4. Hopmanusauusa npotiecca
3acbiNaHnsa U cHa B LENOM.



BOINPOC.:

Hackonbko adodeKTUBHbI OCHOBHbIE
npenapaTtbl Npy NeYeHnn
6eccoHuLbI B CPaBHEHUU C
KUTaUCKUMW NIEKApPCTBEHHLIMMU
cpencrtBamMy, C LEnbo
HopManusavunm cHaz
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910 PKWU Tak kak:

* ECTb KOHTpONbHas rpynna — rpynna C.

« OTOUpPanu BorbHbLIX C NEPBUYHON
OeCcCOHHULBbI.

* bonbHbIE ObINKM pacnpeneneHs! NO rpynnam
cry4yanHbiM obpasom.

* ECcTb MHdOpMaLUns o nobo4HOM adodpekTe

« Cnienoe nedveHue(rpynna C He 3Hana 4to
NpUHUMaET nnavuebo)

* B uccnenosaHune Obino BknyYeHo 300
BONbHbIX.

* ECTb MHOOpMaLMSA O CTaTUCTUYECKON CUne
nccrnegoBaHus



Tema:
MccnepoBaHue adodreKkToB
OCHOBHbIX 06pa3LoB npenapara
B OCHOBE re4vyeHnmn 6ecCoHHNLUbI C
KUTANCKUM PaCTUTENbHbIM
NeKkapCTBEHHbIM CPeOCTBOM:
NPOTOKON UccrnenoBaHnsa Oong
CNlydauHOro KOHTPOJIbHOIO
nccrnegoBaHus.



BACKGROUND:

Chinese herbal medicine is one of the most popular Chinese medicine (CM) therapies for
primary insomnia. One of the important characteristics of CM is that different Chinese
clinicians give different prescriptions even for the same patient. However, there must be
some fixed drug patterns in every clinician's prescriptions. This study aims to screen the
effective core drug patterns in primary insomnia treatment of three prestigious Chinese
clinicians.

[1peanocbIsiku:

Kutanckon TpaBAHOW MeauuuHbl SBNSETCH OOHUM M3 caMbiX MOMyNApHbIX B
kntanckon meguumHbel (KM) Tepanun ans nepsudHon 6eccoHHuubl. OgHa um3
BaXHbIX xapaktepuctuk KM sBnsetcsa To, Y4TO pasfindHble KUTanCKnue Bpayu
OaloT pasHble peuenTbl JaXe ON1 O4HOro M TOro Xe naumeHta. Tem He MeHee,
OOIMKHbI ObITb HEKOTOPLIE PMKCUPOBAHHbLIE MaTTEPHbI HAPKOTUKOB B peuenTax
Ka)kOoro KnuHuumucTa. 9To UccriedoBaHne HarpasreHo Ha 9KpaH 3(PdeKTUBHbIX
MOOENEeNn OCHOBHbIX HAPKOTMKOB B MNepBUYHOM 0DOpaboTkm OECCOHHULBI Tpex
NPECTUXHbIX KNTAUCKUX Bpadven.




METHODS /DESIGN:

A triple-blind, randomized, placebo-controlled, parallel-group clinical trial will be performed. Three clinicians will diagnose and treat every eligible
patient individually and independently, producing three prescriptions from three clinicians for every patient. Patients will equally be randomized to
one of four groups - medical group A, medical group B, medical group C, or placebo group - and observed for efficacy of treatment. The sample
will include primary insomnia patients meeting DSM IV-TR criteria, Spiegel scale score >18, and age 18 to 65 years. A sequential design is
employed. Interim analysis will be conducted when between 80 and 160 patients complete the study. The interim study could be stopped and
treated as final if a statistically significant difference between treatment and placebo groups can be obtained and core effective drug patterns
can be determined. Otherwise, the study continues until the maximum sample size reaches 300. Treatment of the CM group is one of three Chinese
clinicians' prescriptions, who provide independently prescriptions based on their own CM theory and the patient's disease condition. Assessment will
be by sleep diary and Pittsburgh sleep quality index, and CM symptoms and signs will be measured. Primary outcome is total sleep time.
Assessment will be carried out at the washout period, weeks 1, 2, 3, and 4 and 4th week after the end of treatment. Effectiveness analysis will be
per intent to treat. A multi-dimension association rule and scale-free networks method will be used to explore the effective core drug patterns.

METOAbI / AN3ANH:

ByneTt BbINONMHEHO TPOWHOW crnenoe, paHgoMU3MpOBaHHOE, nnauebo-KoHTponupyemoe, B napanfiefbHblX rpynnax KrivHUYeckoe
ucnbiTaHue. Tpy KNUHUUMUCTBI UMEIOT NMPaBo ANArHOCTMPOBaTb U NeYUTb NaumMeHTa MHANBMAOYyanbHO U He3aBMCUMO, NPOU3BOAS TpU
npeanucaHns oT Tpex Bpaden Ans Kaxgoro nauweHTa. MNaumeHTsl 6yayT ogMHakoBO paHOOMU3MPOBaHblI B OOHY M3 YeTbipex rpynn -
MeguumMHCKas rpynna A, MeguuuHckas rpynna B, meguumHckas rpynna C, unu rpynne nnauebo - n Habnoganu 3a ahpekTMBHOCTbIO
neyeHus. Obpasey, OygeT BkNoYaTb NALUMEHTOB NEPBUYHON BECCOHHMLIbI, OTBEYAIOLLMX KpUTEPUAM DSM IV-TR, noKasaTtenb nNo Lwkane
Spiegel> 18, n OT 18 neT 40 65 neT. Vicnonb3yeTcs nocrneaoBaTenbHbIN An3anH. [pomexyTodHbI aHanu3 ByaeT NpoBoaMTLCS, Koraa
nuccnegoBaHve 3aBepwumntca Mexagy 80 M 160 nauueHTamu. [MpoMexXyTOouHbIN MUCCeAoBaHME MOXET OblTb OCTAHOBMEHO WU
TPaKTOBaTbCA Kak OKOHYaHMe, €CNN CTAaTUCTUYECKM 3HAYMMbIe pasHULbl MEXAY rpynnamun nevyeHns n nnauebo MoryT ObiTb NOMyYeHbI
N OCHOBHble 3(PEKTUBHBIE MOAENN HAPKOTMKOB MOXET ObiTb onpeaeneHa. B NnpoTMBHOM cnyyae, nccrnegoBaHue nNpogoshKaercs,
noka MakcuMmarbHbIn pa3mep Bbl6opkuM He gocTurHeT 300. JledeHnem rpynnbl KM sgBnsieTca oamvH M3 peuenToB TPEX KUTaMCKMX
KIMUHULUCTOB, KOTOpbIE€ HE3aBUCMMO MNPEeAOCTaBnsT pelenTbl, OCHOBAHHbIX Ha COOGCTBEHHbIX Teopum KM n 6GonesHeHHOoro
cocTosiHMa naumeHTa. OueHka OGyaeT nNpoBOAMTCA MO AaHHbIM OHEBHMKaM cHa, u [MuTTcbyprckoro nokasatens KadectBa CHa,
cumntomam KM un 3Hakm OyayT mamepatbes. NepBuuHbin ucxoq obuwee Bpems cHa. OueHka OyaeT ocyllecTBnATbLCA Ha nepuog,
OKOHYaHus, Hegenu 1, 2, 3, N 4 N 4-a Hepenst OyaeT oKOHYaTenbHON neveHus. AHanns adeKTMBHOCTM ByaeT 3a HamepeHus ans
neyeHns. MHoromepHble NpaBuio accoumaumm n macwtabHbele 6e3 cetn metog OyaeT ncnonb3oBaTbCs AN N3yveHns aPPEKTUBHBIX




DISCUSSION:

The effective core drug patterns will be found through analyzing several prestigious CM
clinicians' treatment information. Screening the effective core drug patterns from prestigious
clinicians can accelerate the development of new CM drugs.

OBCYXOEHWE:

O DEKTMBHLIE MOOENU OCHOBHbIX HAPKOTUKOB OyayT HanaeHbl MnyTem
aHanmsa MHopMauun O JIeYEHUU HECKONbKUX MPECTUXHbIX KIMUHULMUCTOB.
CKPUHWHI 3 (PeKTUBHbIE KtoYeEBLIE LWAabNOHbl HAPKOTUKOB M3 MPECTMKHbBIX
Bpayen MOXET YCKOPUTb pa3BUTUE HOBLIX rnpenapatos KM.




Result:
Analysis of the data revealed that a group of KM within 4 weeks had no problems

with sleep, sleep was long, normal, the structure of sleep was not disturbed. A
Group A trouble falling asleep was not there, but there was a violation of sleep

patterns observed in 7%.

Peaynbrar:
AHanmna gaHHbIX nokosarn, 4Yto rpynna KM B TeyeHun 4 Hegenb He vmena

HMKaK npobnem co CHOM, COH Obln1 NPOAOIKUTENBbHBLIM, HOPMarbHbLIM,
CTPYKTYypa CHa He b6bina HapyweHa. A rpynne A npobnem c 3acbinaHnem
TOXe He Obl1o, HO Habnganocb HapylleHUe CTPYKTYpbl CHaA Yy 7%
HabngaeMblIX.




Conclusion:

Both options of preparations work well, but preparations KM don't influence
structure of a dream when the main preparations influenced structure in certain
cases.

3aknyeHue:
O6a BapuaHTa npenapaToB OENCTBYET XOpoLlo, HO npenapaTbl KM He

BMMSAIOT Ha CTPYKTYPY CHa, KOrda OCHOBHble MpenapaTtbl BAUSNW Ha
CTPYKTYPY B HEKOTOPLIX Crny4Yasix.




BbiBOA:

OTTankmBasach OT 3TUX AaHHbIX, A B Oyayuwem oyay
NPUMEHSATb Ha MpakTUKe OCHOBHbIE NpernapaTbl 4S5
rnevyeHns 6eCCOHHULbI, TaK KaK KUTaMCKMe riekapcTaa
goporune. Nobo4HbIn adhdekT nepBoro Habnaganock
NALWb Y MEHBLLUWHCTBA U €CNU YYUTbIBATb
NHAMBUAYanbHbIE OCOBEHHOCTU NaUVMEHTOB TO MOXHO
npenoTBpaTUTb NPOSBIIEHNE NODOYHbBIX AEUCTBUN.




Cnacumbo 3a
BHNMaHue!



