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* AypyxaHara 22 )kacTarbl HayKac KeJi TycTi. Kypcak
KYBICBIHJIAFbI dKOHE YHKBI OC31HJIET1 aypy CE31MIHE, KYPET1HIH
alHybIHA IIAFbIMIAH/IbI. D30(DaroracTpo1yoAeHOCKONHNS KOHE
VY13 HoTHKeaep1 HET131HAE Aapirep (PYHKIMOHAIALI JUCIICIICHUS
AUarHo3bIH Konabel. Haykac keIl yakeITTaH Oepl ACIUTaNIoIpaM
npenaparbiH KaObu1garaH. Jlopirep/iiH aaablHIa CYpakK TY/bl,
OyJI HayKacKa aypy ce3iMiH 0acy JKoHE eMJIey YIIIH
AHTHUJICTIPECAHTTAPBIH Kall TYP1H KOJIJAHFAHbI HOTHKEII
Oonanapl? O31 OypbIHHAH KOJIJAaHFaH SCLUTAIONPaMIbI Ma dJIJIC
AMUTPUOTUINHIL Me?




1. Haykac 22 xacrta, QyHKIIHOHAIAbl JUCIICIICUSIMEH ChIPKAT
2. O31HIH nDpenaparTapbl: dCUUTAIONpaM

3. AHTHAETIPECCAHT: aMUTPUIITHIIMH

4. Aypy ce31MIH 0acy, )KOHE eM/ICY



* OYHKIMOHAJIbI JUCIICIICUSIMEH aybIpaThlH HAYKACKa aypy
CE31IMIH 0acy »KOHE €MJICY YIIIH ©31H1H YHPECHIIIKTI
npenapTrapblH OEpreH Ayphiciia diiae 0acka
AHTHUJICIIPECCAHTTAp TaralbIHIaraH Ayphiciia’?
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Abstract

BACKGROUND: Gastroesophageal
reflux disease (GERD), functional
dyspepsia (FD) and irritable bowel
syndrome (IBS) are common functional
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remains poorily understood and a variety

of treatment classes are available
health care providers do face
uncertainty in selecting therapies for
patients with FD. Options used
: practice with limited or
| antispasmodics, analge
counter remedies

randomized, double-blind. pla
controlled trial comparing placebo
amitriptyline, and escitalopram in £D
subjects lends support to the use of
TCAs—but not SSRIs—for this common
- disorder. Those receiving amitriptyline
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by Ke3/1EMCOK KIUHUKAJIBIK 3€PTTEY

* bakbliay TOObI Oap
* HaykacTap Tonrapra Ke3IeHCOK 06I1H 1]
 JKanama ocepi kalnbl aKmmaparrap oap

* JXXacwipbeiH emzey (m1ane060 KaObUIJaMThIH TOIL
00JI/1bI)

* 3eprreyre 292 amaM KaTbICThI

* CTaTUCTHUKAJIBIK KOPCETKIII OOJIIbI



Marnymart ke3aepi

* Tack J, Talley NJ. Functional dyspepsia--symptoms, definitions
and validity of the Rome lll criteria. Nat Rev Gastroenterol
Hepatol. 2013;10:134-141. [PubMed]




Background&Aims

Anti-depressants are frequently prescribed to treat functional dyspepsia (FD), a
common disorder characterized by upper abdominal symptoms, including discomfort or
post-prandial fullness. However, there is little evidence for the efficacy of these drugs in
patients with FD. We performed a randomized, double-blind, placebo-controlled trial to
evaluate the effects of anti-depressant therapy effects on symptoms, gastric emptying
(GE), and mealinduced satiety in patients with FD.

 doHblI&MaKcaTTapbl
AHTHEnpeccanTTap ul QyHKIuoHaIabl auctencus (FD), Komaich3AbIK HEMece
JKOFApPFbI KYPCaK KYBICBIHBIH OpTaK OY3bLTYBIH €MJIEY/IE KapacThIpbLIIbL. AJlaija,
®J] Gap HaykacTapaa OChI MpemaparTapiblH THIMAUIIIHE a3 ganesnaep Oap. bis
aHTUJICIIPECCOPIIBIK TepanusHbIH dcepiH Oaramay yurn O/ Gap HayKacTapra
TaFaMMEH KaHBIFy »KOHE acKa3aHjbl 00caTy ocepyiepiH aHbIKTAy YIIIH KEe3JCHCOK,
€K1 >KachIpbIH, IUT1aIe00-0aKblIaHATBIH ChIHAY KACAJIbIK.



Methods

We performed a study at 8 North American sites of patients who met the Rome II criteria for FD and did
not have depression or use anti-depressants. Subjects (n=292; 44+15 y old, 75% female, 70% with
dysmotility-like FD, and 30% with ulcer-like FD) were randomly assigned to groups given placebo, 50 mg
amitriptyline, or 10 mg escitalopram for 10 weeks. The primary endpoint was adequate relief of FD
symptoms for >5 weeks of the last 10 weeks (out of 12). Secondary endpoints included GE time, maximum
tolerated volume in a nutrient drink test, and FD-related quality of life.

e 9jicrepi

Mbl TIpOBENIM HKCCIENOBAHME HA & CEBEPOAMEPUKAHCKUX CaWTax MAIMEHTOB, KOTOPBIE
coorBeTcTBOBaNU Kputepusm Puma Il mis FD u He umenu nenpeccuyd WU MCIIOJIb30BaJd
antuaenpeccanTel. CyObekthl (n = 292, 44 £+ 15 oner, 75% xenmuH, 70% cC
aucMoTuiIbHONION00HBIM FD 1 30% ¢ s3BeHHbIM FD) Obutn caydaliHBIM 00pa3oM pacipeesiCHbI
o rpynram, nojydaBimum rmianeodo, 50 mr amutpuntwinHa wind 10 mr sciuranonpama s 10
HeeNnb. IIepBUYHOM KOHEUHOM TOYKOM OBLIIO ajickBaTHOE oOjeryeHrue cumntoMoB @D/ B TeueHue 5
Henenb 3a nocneaaue 10 Hemens (M3 12). BropuuHbie kKOHEUHBIE TOYKM BKJro4aiaud Bpemsi GE,
MAaKCHMaJIbHO JONMYCTUMBIA O0ObEM B MCIIBITAHWM HA MUTATEIbHBIE HAIUTKA U KAYECTBO JKU3HH,
cBs3a”Hoe ¢ FD.



DISCUSSION

Because the pathophysiology of FD remains poorly understood and a variety of treatment classes are available,
health care providers do face uncertainty in selecting therapies for patients with FD. Options used in practice
with limited or no data include antispasmodics, analgesics, over-the-counter remedies, as well as antidepressants
to treat visceral hypersensitivity.8 This multicenter randomized, double-blind, placebo-controlled trial
comparing placebo, amitriptyline, and escitalopram in FD subjects lends support to the use of TCAs—but not
SSRIs—for this common disorder. Those receiving amitriptyline had a two-fold increased odds of reporting
adequate relief than those receiving escitalopram. The improvement in FD symptoms did not directly correlate
with baseline gastric physiology or changes in gastric emptying or satiation.

JAuckyccus

ITockonbky natoduzuoaorus O/ ocraercs MI0X0 NOHATONW U TOCTYIHBI Pa3IMUYHbIC KJIACCHI JICUCHMUS,
MOCTABIIUKYA MEAUIIMHCKUX YCIYT CTAIKUBAIOTCS C HEOMPEACICHHOCTRIO B BLIOOPE METOJIOB JICUCHUS MAIMEHTOR
¢ @©JI. BapuaHTbl, HCIIOJIB3yEeMbIC Ha MPAKTUKE C OTPAHWUYECHHBIMA UJIA OTCYTCTBYIOIIUMHU JAHHBIMU, BKIIFOYAIOT
CIIA3MOJIMTUKH, aHAJIbT€TUKH, BHEPEIIENITYPHBIC CPEACTBA, A TAKKE aHTUICIPECCAHTHI JIJISI JICYEHUS BUCIIEPATIbHOU
TUIIEPYyBCTBUTEIBHOCTH. ITO MHOTOIIEHTPOBOE PaHIOMU3UPOBAHHOE JBOMHOE CIIEIOE IIanedo-
KOHTPOJIMPYEMOE UCCIEA0BaHKE, CPAaBHUBAIONIEE T11a11e00, aMUTPUNITHIIMH U dCIUTANIONpaM B cyobekTax d3
OKa3bIBaeT Mojiep KKy ucrnonb3oBanuio TIHA, nHo ne CUO3C, - as sToro ood1ero pacctpoicrna. Te, KTo
MOJTy4aJIi aMUTPUNITUIINH, UMEJIA IBYKpaTHOE YBEJIMYEHHE BEPOSITHOCTH COO0IIaTh 00 acKBaTHOM OOJIETUCHHH,
YEM T€, KOTOPBIE TOJTYYAIN 3CIUTATIONpaM. YirydieHne cuMnToMoB D) HemoCpeACTBEHHO HE KOPPEIUPOBAIIO C
0a30BOM (hHU3HOTOTHEH KEeTyIKa NI U3MEHEHUSIMHU B OIMOPOKHEHUH WJIM HACBIIIICHUN JKEITY/IKA.



Results

An adequate relief response was reported by 39 subjects given placebo (40%), 51 given amitriptyline
(53%), and 37 given escitalopram (38%) (P=.05, following treatment, adjusted for baseline balancing
factors including all subjects). Subjects with ulcer-like FD given amitriptyline were more than 3-fold more
likely to report adequate relief than those given placebo (odds ratio=3.1; 95% confidence interval,
1.1-9.0). Neither amitriptyline nor escitalopram appeared to affect GE or meal-induced satiety after the 10
week period in any group. Subjects with delayed GE were less likely to report adequate relief than
subjects with normal GE (odds ratio=0.4; 95% confidence interval, 0.2—-0.8). Both anti-depressants
improved overall quality-of-life.

Horumxenepi

COOTBETCTBYIOLIMI OTBET HAa OTBET ObLI cooOIIeH 39 nmanueHTamu, moaydaBmumu miamneoo (40%),
51 u3 xoTopeIX monydanud amMutpuntuiadH (53%), a 37 - scuuranonpam (38%) (P = 0,05, nocine
JICYEHM S, CKOPPEKTUPOBAHHBIN Ha 0a30BbIC OalaHCUPYIOIIKE (PAKTOPHI, BKIIIOYAsl BCEX CYOBEKTOB) ,
CyObekThl ¢ a3BeHHbIM DI, monyyaBiine aMATPUIITUIMH, 0ojiee 4eM B 3 pasa yallle coooImanu oo
aJICKBaTHOM OOJICTYE€HUM, YEeM T€, KOTOphle ObLIM Ha3HAY€HHI ILIalle00 (OTHOIIEHHUE IIaHCOB = 3,1;
95% noBeputenbHbii ©HTEpBaa 1,1-9,0). Hu aMuTpunTUiInH, HU SCHUTANIONpaM, IO-BUAUMOMY, HE
Biusid Ha GE wim BeI3BaHHOE €710M HackllleHue nocjie 10-HeaenpHOoro mnepuojaa B J000M rpyIIie.
CyObekThl ¢ 3anepkkoii GE OblIM MeHee CKJIOHHBI cOOO0IIarh 00 ajfeKBaTHOM OOJIETY€HUH, YEM
CyOBEKThI ¢ HOpMaIbHBIM D (oTHOMIeHUE maHcoB = 0,4, noBepuUTEIbHBIN HHTEpBaAT 95%, 0,2-0,8).
O0a a"THIENpECCAHTA YIYUIIUIN 00IEE KAYeCTBO KU3HHU.



Conclusions
Amitriptyline, but not escitalopram, appears to benefit some patients with FD— particularly those

with ulcer-like (painful) FD. Patients with delayed GE do not respond to these drugs.

e KopbITbIHAbI

* AMUTPUNTUNMH, HO HE 3cuMTanonpam, nNo-BuauMomy, NPUHOCUT NOSb3Y
HekoTopbIM nauneHtam ¢ dfl, ocobeHHO C A3BEeHHbIM (DOfIE3HEHHBIM)
®[1. NauuneHTbl ¢ 3agepxkon GE He pearnpytoT Ha 3TK npenaparbl.



KOPBITBIHII:

* bonamakra ®]I >xapajibl TYpJIEpIH eMACY MaKCaThIHA
AMUTPUIITWIMHIL KoigaHaMblH. Ce0e01: aMUTpUNTHINH
eMICYMEH KaTap KYpCakK KybIChIHAAFbI aypy CE3IMIH Ji¢ 0acy Fa
KOMEKTECII , CIIa3MOJIMTUKAIIBLIK ocep kopceTrenl. Kylike
KyMeciHe OaMJIaHBICTHI Naiaa OO0JIFaH aypylapra
CIIa3MOJIMTUKAJIBIK 9CEp KOPCETETIH MpeanapTrap TUIMA1 OOJIbII
TaObLIAIbI.



