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Propafenone in restoring sinus rhythm among patients with persistent
atrial fibrillation. PROMETEY — an open, multicenter, pilot study
performed in the Russian Federation

IG. Fomina, AL Tarzimanova, A.V. Vetluzhsky, A.A. Abramova and*

.M. Sechenov Moscow Medical Academy, Moscow, Russia

eab. 3yunThb 3(pheKTUBHOCTH M 6€30IaCHOCTD MpornadeHoHa ISl KYTMPOBaHUS MapOKCU3MOB (DUOPUILISIINA
npencepauii (PIT) mpu ogHOKPATHOM IIpHEeMe HArPy304HOM 1036l 600 MI IIEpOpaIbHO.

Marepuan u MmeToabl. B rccienoBanue BKIoYeHbI 233 maimeHTa ¢ mepcuctupytoieit popmoit @I B Bo3pacte
31-62 net (cpemHuit Bo3pact 57,6+ 2,8) u3 10 pazmuuHbix pernoHoB Poccun. st KymupoBaHUsI ITapOKCU3Ma
OIT BceM GOIBHBIM Ha3Hauasicsi mponadeHoH B 103e 600 Mr per os.

Pesynsrarsl. [Tpu nepopajibHOM IpUeMe Harpy30uHoit 103bl 600 Mr npornadeHoHa CUHYCOBBIA PUTM ObLIT BOC-
craHoBiieH y 196 (84%) nanuenToB. BpeMst BocCTaHOBIIEHNSI CHHYCOBOTO PUTMa COCTaBUJIO B cpeaHeM 220 & 60
MuHyT. Kyrupytonmit acddexr npornadeHoHa B rmepBbie 4 yaca oT IpreMa Ipenaparta Hactymuin y 150 (64%)
60JibHBIX. [ToGouHBIe 3(DGhEKTHI TTPU MpHeMe HArpy304HOM J03bI ObLTM OOHapykeHbl y 15 (6%) mauueHTOB:
HapyllIeHUe BHYTPYIKEITYI0YKOBOI TPOoBOAMMOCTU — Y 7 (3%) GOJMBHBIX, aTpUOBEHTPUKYIsIpHast 6Jiokana 11 cte-
neuun — y 6 (3%), mucnencudeckue sipienust — y 2 (0,9%) 6oabHbIx. CHYKEHHUE apTeprualbHOrO JaBICHUS 10
100/70 MM pr.cT.HaGmoaan0Ch B 24 (10%) cayuasix. [To6o4Hble 3¢ (HEeKThI TOMOJHUTEIBHOIO JIeYeHMs He TpeOo-
BaJIM U UCYE3JIA CAMOCTOSITETIbHO.

3akmouyenne. HasnaueHue nponacdeHoHa B Harpy304Hoii 1o3e 600 Mr mepopaibHO 3(hGEKTUBHO 1 6€30I1aCHO
TSI BOCCTAHOBJIEHUSI CHHYCOBOTO PUTMa Y OOJIbHBIX ¢ Tiepcuctupytoteii popmoii AI1. BoccTanoBneHne cuHy-
COBOTO PUTMAa TOCJIe OMHOKPATHOTO TpreMa Tiporad)eHOHa B HATPY30UHON 103€ HACTYITWIIO B CPETHEM B TeUe-
Hue 220 £ 60 MmuHyT; B riepsbie 4 yaca y 64% GOJIbHBIX.

Karoueesvie caosa: pubpunnsammsa npencepanii, mpornadeHoH, dhapMakosornieckas Kapamosepcus, 3 GeKTUB-
HOCTb 1 6€30MaCHOCTb AaHTUAPUTMUUYECKOI TePATTUH.

Aim. To study efficacy and safety of propafenone (loading single dose of 600 mg per os) in treating atrial fibrillation
(AF) paroxysms.

Material and methods. The study included 233 patients with persistent AF, aged 31-62 (mean age 57.6 = 2.8 years),
from 10 Russian regions. For AF paroxysm treatment, all patients received propafenone (600 mg per os).

Results. Propafenone restored sinus rhythm in 196 patients (84%). Mean time to restoring sinus rhythm was
2204 60 minutes. In the first 4 hours, anti-AF effect of propafenone was observed in 150 participants (64%). Adv-
erse events were registered in 15 patients (6%): intraventricular block - in 7 individuals (3%), Stage 11 atrio-ventr-
icular block — in 6 (3%), dyspepsia — in 2 patients (0.9%). Blood pressure drop to 100/70 mm Hg was observed in
24 cases (10%). Adverse effects disappeared without any additional therapy.
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Conclusion. Propafenone therapy (600 mg per os) effectively and safely restored sinus rhythm in 84% of the patie-
nts with persistent AF. The mean time of sinus rhythm conversion was 220 = 60 minutes; in the first 4 hours, sinus

rhythm was restored in 64% of the patients.

Key words: Atrial fibrillation, propafenone, pharmaceutical cardioversion, efficacy and safety of antiarrhythmic

therapy.

DOuopumnsiuua  npeacepauit (P®I1) — Hau-
OoJiee yacToO BCTpedalolleecs HapylleHHWe puTMa
cepaua. Yacrora ®I1 B momymsiivu cOCTaBJIsET
0,4% w yBeaMyuBaeTCs C BO3PAcTOM IallMEH-
toB [11]. IMTosBnenue DI BemerT K yXyILIEHUIO
KayecTBa XKU3HM, YBEIMYCHMIO 3a00JI€BaeMOCTHU
U pocTty rocnuranusanuii. CMEpTHOCTb Ccpeau
nauneHToB ¢ PI1 B 2 pasza Bbllle, YeM Y OOIbHBIX C
CHHYCOBBIM PUTMOM, UTO CBSI3aHO C YBEJIMUCHUEM
yucia TPoOMO03MO0IMUECKUX OCTIOXKHEHUM U TPO-
TPECCUPOBAHUEM XPOHUYECKON CEPACYHOM HEMO-
cratrounoctu (XCH) [12].

KynupoBanue mnapokcusma DI B rmepsbie
CYTKM 3HAUUTEILHO YMEHBIIIaeT PUCK TPOMOOIM-
OOJIMYECKUX OCJIOKHEHMI, 3JeKTPOGU3NOIOTH-
YeCKOe M CTPYKTYPHOE PEeMOISINPOBAHME IIPEI-
cepanii [11]. BoccTaHOBIEHNE CUHYCOBOTO pUTMa
y OoJIbHBIX C mnepcuctupytoiieit dopmoit DI
SIBJISIETCSI AKTyaJIbHOM U 1O KOHIIA HE M3YYEHHOM
npobaemoit. st neyeHUsT MalMEHTOB C IEpPCU-
crupytoieit popmoit @I1 B apceHase Bpaya ume-
I0TCSl pa3jiMyHbIe IIpernapaThl — XMHUIWH, aMUO-
JapoH, nponadeHoH, coTajoi u Ap. [6]. B atom
psiny mponadeHOH SIBISIETCS YHUKAJIbHBIM IIpe-
rmapaToMm, T.K. COYeTaeT B ceOe, IIOMUMO CBOMCTB
npenapaTtoB IC kacca, ellle 1 KauecTBa aHTUAPUT-
muyeckux cpeacts 11, 111, IV kinaccos [4]. dapma-
KOKMHETHKA IporadeHOoHa MO3BOJIsIeT Ha3HaYaTh
npenapaTr per oS B BUIE HArpy304HOii 103bl [J],
OJHAKO CYILIECTBYeT HeOOJIbIION KIMHUYECKUI
OIbIT ero npumeHeHust mis jedeHus DII. Tpo-
BEIICHO OTKPBITOE, MYJIBTULEHTPOBOE, IMUIOTHOE
uccnenosanue «[TPOMETEWM» (ITPOnadeHoH
MpU BOCCTAHOBJIEHUU CUHYCOBOTOo puTMa y 60J1b-
HbeIX ¢ NEpcucTupyromEir ¢dopmoit ¢pudbpumsgimmn
npencepaull), Lenplo KOTOPOro GBUIO M3YYUTh
3 deKTUBHOCTL M 0e30IMacHOCTh MporadeHoHa
U1 KynupoBaHMsl napokcu3moB @PI1 npu omHo-
KpaTHOM MEpOpaibHOM IIpHeMe Harpy3ouyHoOi
10361 600 ML

Marepuana 1 METObI.

B nccnenoBanue Ob11M BKIIOUEHBI 233 MalMeHTa ¢ mep-
cucrupymoiueii popmoii DI1 B Bospacre 31-62 roma (cpeaHuit

Bo3pacT 57,6+ 2,8) u3 10 pasnuuHbix peruoHos PO [1-3,5].
s xynupoBaHus mapokcusma PI1 BceM GOTbHBIM Ha3HA-
yajcs mnponageHoH (l'lponaHopM®, IMTPO.MEN.LIC Ilpara
a.0., Yenrckas pecnyoinka) B mo3e 600 Mr.

Kputepusimu BKIIOYEHMSI MALMEHTOB B UCCIEI0BaHUE
CIYXKWIN: HaTM4re JOKyMEHTUpOBaHHOTO mapokcuama PI1
MPOAOKUTEIEHOCTBIO He >48 yacoB, MMOATBEPKICHHOTO IIPU
anekTpokapauorpaduu (3KI') wiu monuropupoBaHuu DKI
1o XoJTepy, 1 100pOBOJIbHOE COTJIacHe MaleHTa Ha yJacTre
B MCCJIEIOBaHUU.

JIMMTeTbHOCTh  CYIIECTBOBAHMSI  TIEPCHUCTUPYIOIICH
dopmbr DIT cocraBuia ot 1 1o 8 et (B cpeaHem 5,55+ 3,5),
yactoTa Bo3HUKHOBeHUsT DIT — 1-8 31m3010B apuTMUN B TeUe-
HUE Mecslia, MPOIOJIKUTEbHOCTb MOCAEIHETO MTapOKCU3Ma He
>48 yacoB (B cpenHem 22+ 12) (Tabnuua 1).

OcHoBHolt nprunHoit A1 OblIa UlIleMuYecKas 60JIe3Hb
cepaua (MBC), kotopast iuarHoctuposanay 131 (56%) naiu-
eHTa, apTepuanbHas runepreHsus (Al') Oblia BbisiBieHa y 73
(31%) GonbHbIX, uanonarnyeckas dopma @I —y 24 (11%)
MaleHTOB, BKIOYCHHBIX B UCCIICIOBAaHME.

KpurepusiMu ncKITIoueHUs CITYKWINA: CUHIPOM CJ1abo-
CTU CUHYCOBOTO y3J1a; aTpMOBEHTpUKYJIsipHas (AB) 6siokana I-
111 cTreneHeit; BPOXKASHHBIN UJIM MPUOOPETEHHBIN CUHIPOMBbI
yuarHeHHoro uHtepBasia QT, Bonbda-IlapkuHcoHa-VYaiita,
Bpyraner; Hammune nekomneHcupoBanHoit XCH I11B-111 cra-
muii mo xiaccudukarmu H.J.Crpaxecko, B.X.BacwieHnko
1935, IV ¢dyHKIMOHaABbHOrO Kijacca Mo Kiaccupukauuu
Hprlo-itopkcekoit accounarnuu cepamna (NYHA); nHbekmoH-
HBI BHIOKAPIWT, TIEPUKAPAUTHI MM MUOKApAUTHI; peBMa-
TUYECKHE W BPOXKIECHHBIC TTOPOKU CEPIla, OCTPhI MHMapKT
MMOKap/a, XpOHUYECKNe 00CTPYKTUBHBIE 3a00JIeBaHUS JIeT-
KUX, JIIOOble HapymieHUs (DYHKIIMU IMATOBUIHOW 3KEJIe3bl,
BbIpaxkeHHasl MaToJI0rusI IoYeK, MeyeHu; 3a00J1eBaHMsI KPOBU
1 OHKOJIOTMYECKasl MaToJIOTHs.

Bcem 00abHBIM MPOBOAMIUCH KIMHUYECKOE U J1abopa-
TOPHO-UHCTPYMEHTaIbHOE oOcienoBanusi. OHU MpeaycMma-
TPUBAJIM OLIEHKY Kajloh, aHamMHe3a, BbIIBICHHE (HhaKTOPOB
pYCKa pa3BUTHUS CEPACYHO-COCYAUCTHIX 3a00JeBaHU, Ompe-
JejeHne OOBEKTUBHOTO cTaryca OOJbHOrO, JabopaTOpHBIE
MeToIbl uccienoBanust. Cpeau MHCTPYMEHTATIBHBIX METOIOB
HUCTIOJIb30BIM cTaHaapTHyio DKI B 12 oTBeneHuUsIX, CyTOU-
Hoe MoHuTopupoBaHue (CM) BKI no Xoarepy, 3xokapauo-
rpaduio (OxoKT).

[Tpu cratucTyeckoit 00pabOTKE MONYYEHHBIX PE3yJib-
tatoB Ha PC ucnosb3oBanack nporpamma Statistica 6.0 ¢
MPUMEHEHNEeM CTaHIAPTHBIX CTATUCTUISCKUX METOIOB 00pa-
00Tku uHopmanuu. LudpoBbie pe3yabraThl ONMUCHIBAIIMCH
C TIOMOILIbIO cpeaHeit apudmeTnyeckoii M u ee cpelHe-KBa-
JIPaTUYECKOTO OTKJIOHEHMUSI T 0; MCIOJb30BaJICS KPUTEPUiA
CrplofieHTa. [|0CTOBEPHBIMU CUUTAIA PE3YJIBTAT CTATUCTUYE-
CKUX UCCeA0BaHU MpU BeposiTHOCTU ook p<0,05, yTo
COOTBETCTBYET 3HAUEHMSIM, MPUHSATHIM B MEIUKO-OMOJIOTH-
YECKUX UCCIICTOBAHUSIX.
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Apummuu

Taoumua 1

Knunnyeckast xapakTepucTrKa 00JbHbBIX

KnuHuueckast xapakTepucTUKa 00JbHBIX

CpenHuii BO3pacT, JeT

My>XYUHBI

ZKeHIuHbI

JuteabHOCTh cymectBoBaHust OII, roasr

YacToTa BOSHUKHOBEHMSI TAPOKCU3MOB, TPUCTYIIbI/MECSIII
[IpomoIKUTETBHOCTD IOCIEAHErO TAPOKCH3Ma, YaChI
HBC

AT

Wnnonarnueckas popma OI1

I[I/II[aTaHI/IOHHaH KapauoMuoIraTus

57,6+2.8
120 (52%)
113 (48%)
5,55+3,5
2,742,0
2+12
131 (56%)
73 (31%)
24 (11%)
5(2%)

Pe3yabraTsl u 00CcyXKIeHne

I[Ipu mepopalbHOM IIpHEME HAarpy304-
Hoit mo3bsl 600 Mr mponadeHOHa CHHYCOBBII
pUTM ObLI BoccTaHOBNIEH Y 196 (84%) GONbHBIX.
Coxpanstiiachk @IT 6e3 BoccTaHOBJIEHUSI CUHYCO-
Boro put™a y 37 (16%) G0JbHBIX, HO IIPU 3TOM
HaOJII0AI0Ch YPEeXEHME YaCTOTHI KEIYT0YKO-
BoiX cokpaumeHuit. Cpeaun Hux PI1 npu UBC
obuta y 32 (14%) n nipu nuiaTallMOHHOM Kap-
nuoMuonatun y 5 (2%) OONbHBIX, a BeJIMYMHA
IepenHe-3aJHero pa3Mepa JIEBOro Ipeacepaus
no gaHHeIM Ox0KI, y Bcex 37 manmeHTOB TIpe-
BhIIIIasIA 45 MM.

BpeMst BoccTaHOBIIEHUSI CUHYCOBOTO PUTMA
coctaBuiio B cpeaHeM 220 £ 60 munyt. Kynupyro-
muii 3¢ddexT mpornadeHoHa B nepBbie 4 yaca OT
nmpremMa mpenapara Hactynuia y 150 (64%) maum-
eHTOB. D(PPEKTUBHOCTH MporadeHoHa I KyITH-
poBanus napokcuzma ®II 3aBUCUT OT AABHOCTU
BO3HUKILIETO 3MK304a apuTMun. [Ipu nmpomokm-
TeabHOCTM mnapokcusma DI1>48 yacos, 3HaYK-
TeJIbHO CHIKaeTcs 3(P(PeKTUBHOCTL HA3HAYECHHOM
aHTHapuUTMUUecKoi Tepanuu [10].

Bricokast a3p(peKTMBHOCTE ITpenapara B Iep-
BBIC YaChl COOTBETCTBYET €T0 (hapMaKOKUHETUKE
npu npueMme per os. IlpomadeHoH OBICTpO M
IMOJIHOCTBIO BCACHIBAETCS B XKEIYIOYHO-KUILIEY-
HOM TpakTe B TeUEHME ABYX 4aCOB, U €ro KOH-
LICHTpaLKs B Iia3Me KPOBM JOCTUTAET MaKCH-

mymMa [7].
[TonyyeHHbIE JTaHHbIE IMONTBEPKAAIOT
pe3yJNbTaThl MPEAIISCTBYIOIINX MCCIeI0BaHUM

[0 AHTUAPUTMMUYECKON aKTUBHOCTU Iporade-
HoOHa (pucyHOK 1). DpheKTUBHOCTh MepopaThb-
HOTO mpueMa IpornadeHoHa IS KylNUpOBaHUS
mapoxkcuszma PIT cocraBmia 76% [8]; mpomade-
HOH B 103e 600 Mr per oS BocCTaHaBUJI CMHYCO-

BbIil pUTM Yy 72% OOJNBHBIX C PELUUIUBUPYIOLICI
dopmoit ®IT [9].
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Puc. 1 BoccraHOB/IEHHE CMHYCOBOTO PUTMa TIPU Mepopaib-
HoM npueme 600 Mr rporacdeHOHa 10 JaHHBIM pa3-
JIMYHBIX MHOTOIIEHTPOBBIX UCCIIEIOBAHMIA.

Takum oOpa3om, Ha3HAYeHME ITporTapeHOHA B
Harpy3ouHoii 1o3e 600 mr per os 3G GEeKTUBHO I
BOCCTAHOBJICHUSI CUHYCOBOTO PUTMAa Y OOJIbHBIX C
nepcucTtupyomei popmoii OIT.

OmHUM M3 BaXXKHBIX aCIIEKTOB aHTHApUTMUYE-
CKOM Tepamnuu sIBJIsIETCSI ee 0e30MmacHOoCTb. [10004-
Hble 3(PdeKThl MpU TpHUeMe Harpy304YHON O3Bl
nponadeHoHa ObUIM 00HApYXeHHI Y 15 (6%) marm-
eHTOB. HapylilleHre BHYTpPYIKETYIOUYKOBOM IPOBO-
JMMOCTH 3apeructpupoBaHo y 7 (3%) 6onbHbIX, AB
oaokana Il crenenu y 6 (3%) nauyeHToB, AUCHE-
cuyeckue paccTpoiictsa Bo3HUKIN Y 2 (0,9%) 6oib-
HbIX. CHIDKeHME apTepranbHoro nasieHus (AJl) 1o
100/70 MM pT.cT.Habmonanoch B 24 (10%) ciydasx
(tabmuma 2). [NobouHbie 3(pPEKTH TOMOTHUTETh-
HOTO JIeYeHUs He TpeOOBaIu U MCUE3IU CaMOCTOSI -
TEJIBHO.
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Tabauna 2
IMo6ounbie 3 dexTh Mpu nepopanbHoM npueme 600 M mponadeHoHa
[To6ouHbIe 3P EeKTHI KonnuecTBo naiueHToB
AB 6okana Il ctenenn 6 (3%)
HapyueHust BHyTpUKeayn104KoBOM MPOBOAUMOCTH 7 (3%)
Jlucriericuyeckue siBJaeHus 2(0,9%)

CHukenue AJl

1o 100/70 MM pr.CT. 24 (10%)

B nHacrosiimem wuccienoBaHMM HasHaueHue  BbIBOABI
oaHokpaTHo 600 Mr nponadeHoHa per os He Tpu-  *  HasHauyeHue rnponadeHoHa B HArpy304HOM 103€

BOAMJIO K CEpbe3HBIM ITOOOYHBIM 3 deKTaM C 600 Mr niepopayibHO 3(PGhEKTUBHO U 6€30MacHO
pa3BUTHEM CUHYCOBOW OpamuKapanu, KeJIygod- IS BOCCTAHOBJIEHUST CMHYCOBOIo put™a y 84%
KOBBIX apUTMMI, a TAKXKE BBIPAXKECHHOU TUIIOTO- 00JIbHBIX € TIepcucTUpyoleit popmoit OIT.
Huu. [To JTaHHBIM IUTEPATYPhl, YACTOTA pa3BUTUSI  * BoccTaHOBICHME CHHYCOBOTO pUTMAa ITIOCHE
MOOOYHBIX 3(PPEKTOB MPU IIpHeMe aHATOTUIHOM OIHOKPATHOIO MpreMa BHYTpb MporacdeHoHa
036l mpornadeHoHa, coctasisgeTr oT 2% 1o 19% B Harpy3ouHoii go3e 600 Mr HabOgaIOCh B
1 3aBHUCUT OT OPraHWYECKO# MATOJIOTUM cepalia cpenHeM B TedeHue 220 + 60 MUHYT; B TIepBbIC
[8,9]. 4 yaca'y 64% OGONbHBIX.

*1.B. Anroruerko, EB. Bopucosa, A. 3axap, M.O. Kypaos, CB. ITonos (HUWM kapanosormn THL] CO PAMH, Tomex); O.A. Bapbapaur, C.A. Beprc,
EB. Topbyrosa, V1.A. Kyspssuesa, O.M. IToankyruna (Kemeposekmit kapanosorndeckuri ancriancep, Kemeposo); BA. Ilyasman, M.B. Mapurnia,
['B. Marommn, AE. IMnakosekas (Kpacuospekas meanmmeckas akapemns, Kpacrospex); HH. Boposkos, O.E. Bruaxosa, A.A. Bocroxosa, T.B.
Kopoaesa, KB. Masasos, EB. Maasiutesa, EB. Copercras (Hwxeropoackas meanymickas akapemms, Huskanit Hosropoa); B.B. Cxnbmykmit, AM.
Kpamcxast, EA. Kyapsuos, 3.T. Coxaesa, HA. Crimporryaoc (Kybarckas rocysaperseHHas Meanimeckas akasemmst, Kpacaopap); MB. Apxumos, HA.
Aertexnna (Vpaabckast TOCyAapCTBeHHAsT MeAnmHCKas akapemns, Ekarepnuubypr); BIT Tepent ses, MM. Batronms, B.A. Herm, A H. Coxonosa
(POCTOBCKMI TOCYAAPCTBEHHBINA MeAMUMHCKIT YEMBepenTeT, Poctos-Ha-Aowy); O.H. Muasep, 3I. Boraapesa, A.A. TTuporosa (Hosocnbupcekast
TOCYAAPCTBEHHAS MeAnumHCKast akapemust, Hosoenbupek); XX, Hlyrymes (KaGapanuo-Baakapekumit rocypaperserssiit yHusepenrer, Haapumx)
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