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KnunHunyeckoe nccnenosaHne CekykmHyMab
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KfMHu4Yeckoe ucciepnoBaHue
CekKykKuHyMab

IPPEKTUBHOCTb U 6E30NaCHOCTbL CeKyKMHYMaba npu sHTE3NT-aCCoOLUMNPOBAHHOM apTpuTe
N IOBEHWU/IbHOM NMCOPMATUYHECKOM apTpuTe: pesyabTaTbl PaHAOMU3NPOBAHHOIO ABOMHOIO
cnenoro nnauebo-KoOHTPONMPYEMOro nccsienoBaHus 3 asbl C OTMEHONM sieveHus (junipera).

3¢ PheKTUBHOCTL

HecmoTps Ha TO, 4TO COBPEMEHHbIE CTpaTernm nevyeHns SAA n ollcA cnocobcTeytoT
obneryeHnio 60,1, Ux 3PPEKTUBHOCTL YaCTO OrpaHuYeHa’, 4to TpebyeT Havyana 6onee
WHTEHCMBHON Tepanuun, BKaYasa BBeaeHmne brnonornyeckmx 6MAPI, 3 KOTOpbIX NLWb
HeKoTopble 0f06peHbl Ans fieyeHns SAA n olcA*’

Lenb
Llenb paHHoro uccnenosaHud lll pa3sbl: NpoaeMoHCTPUPOBaTb 3PHEKTUBHOCTU U

6e30nmacHOCTN ceKyKnHyMaba y nauneHToB C akTuesHom oopmoin DAA un tollcA ¢
He[OoCTaTOYHbIM OTBETOM Ha CTaHAAPTHYIO Tepanuto.

In3auH uccnepoBaHuA
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CexywuHymat 75/150 mrn/k

CexyrnHyMat .
75/150 mr n/k ¥

OCHOBHbIE KpUutTepum BKJMIOYEHMA U MCKNTI0O4YEeHUA

Kputepuun BKAIOYEeHUA

Bo3pacT naumMeHTOB OT = 2 Bo < 18 ner Ha MOMEHT CKPUHMHTra

MaumeHTbl C aKTUBHOM (popMoOM 3aboneBaHmA, KNacCUPULMPOBAHHBLIM B
COOTBETCTBUN C KpuTepmnamm knaccudpumkaumm ILAR FONA kak DAA nnu ollcA

e NMaumeHTbl, paHee He nony4yaswme 6monornyeckue BMAPI, n c HeJOCTAaTOYHbLIM
oTBeTOM Ha Tepanuio = 1 TcbMAPTT nnn HIBI

O nutenbHocTb 3aboneBaHus = 6 mecaues

Kputepuun nckniodeHus

e AKTUBHOE HeKOHTposimpyeMmoe B3K 1 HEKOHTPOSINPYEMbLIN YBEUT

e MNauueHTbl, COOTBETCTBYIOLWME Nnobon kaTteropum KOUA cornacHo
kKnaccudukaynm ILAR, kpome 3AA munu tollcA

e TeKywme BocnanautenbHblie 3aboneBaHmsa B (pase ob6ocTpeHuns, OTIMYHbIE OT
tolNcA/2AA, KOTOpbie MOrYT NOBAMNATL Ha MNOJIb3y TEPANUN CEKYKUHYMaboMm

e TMNep4YyBCTBUTEJNILHOCTDb K J1IIOOOMY M3 uccnepgyembix npenapaToB WiN €ro
KOMMOHEeHTaM B aHaMHe3e UM K npenapataM aHasIorNnYHbIX XMMUYEeCKUX KJ1aCCoB

OueHKu

OCHOBHaA KOHe4YHas To4YkKa

e OCHOBHas KOHeYHast TOYKa

MapameTpbl oueHKU 3PPeKTUBHOCTH

e Bpems no obocTtpeHunsa 3abonesaHuns B MJ12; otBeTbl KOUA ACR 1 cTagus
NHEeKUMOHHOro 3abosieBaHNA, a TakXXe oueHka no wkane JADAS-27 s M1 v MJ12



KrniouyeBble AONOJIHUTEJIbHbIE KOHEeYHbI@ TOYKM B(deJeKTVIBHOCTVI

e OTtBeTbl ACR30/50/70/90/100 npwn FOUA Ha 12- Hef. 1 B KoHUe MJ12
e CtaTyc CP IOMA no ACR2 Ha 12-i HeAa. n B KOHUe )12

e [Moka3saTenun ACR npu FOVA B ocHOBHOW Bbibopke

e CPB, JADAS-27 Ha 12-n Hegp.

e Obuiee 4Yncno cayvyaes 3HTE3UTa N AaKTUAUTa Ha 12-n Hea. B 11

MapameTpbl oueHKU 3¢hPEeKTUBHOCTHU

e AHanm3 6e30nacHOCTM NPOBOAMJICA B TEYEHME BCEro nepnoaa nccrienoBaHus
(NN1-NnN3) B obwen nonynaumm naymneHTos ¢ KONA
e Bce H4, CH4A, HABXJ1, peakunn B MeCcTe MHbEKLUNN N NMMYHOI€HHOCTb

Bpema no obocrpeHusa IOUA B oOLien nonynauum
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MegunaHa KonuyecTea aHel (Bpemenn) 0o obocTpeHuna 3aboneeaHun;

SEC — H/P; PBO & INN2: 453;
100 OP 0,28;95 % [W: o1 0,13 no 0,63; P < 0,001
CHUKEHUE PUCKA Yacrora oBocTpenwnia: SEC — 27 %, PBO — 55 %
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Bpemna (aHu)

BpeMma no passutusa obocrpeHus IOVA B nogKaTteropum
DAA
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Meaguaua KonuuecTea gHeil (epemenn) Ao oBocTpeHuna saboneeaHus:

SEC — H/F; PBO B MN2: H/P;
OP 0,45;,95 % OW: ot 0,16 a0 1,28, P = 0,075

100
Y B W: SEC — 27 %; PBO — 45 %
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Bpemn (gHu)
CekykuHymat 22 21 19 18 17 15 15 14 14 14 14 13 0
Mnaue6o B NN2 22 21 18 14 13 13 13 13 13 12 11 11 0

Bpemsa po pa3Butua oboctpenusa IOUA B nogkaTeropmm

iolMcA
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MeguaHa konuyecTea gHei (Bpemenn) fo obocTpeHuna saboneeaHun:
SEC — H/P; PBO B MN2: 271;
100+ 0P 0,15;95 % OW: ot 0,04 go 0,57; P < 0,001
Yy BocTpennin: SEC — 27 %; PBO — 69 %
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Bpema (aHu)

CexykuHymat 15 13 13 12 12 10 9 9 9 9 7 7 0
Mnaue6o e NN2 16 11 10 8 8 7 6 6 5 4 4 4 0



OTBeThbl FOUA ARC B OTKpPbLITOM Nnepuoae sevyeHums 1
(MNN1, A) n B KOHUe nepuopa neyeHus 2 (Nnz2, B)
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54.9 67.56

43.2 43.2 47.2
40 s 37.8 37.8

MaUKEHTEI, OTEETHELLME
wa nevenue, % (95 % QW)

MaumenTs: ¢ aTRETOM ACRI0
wa neverwe WA, %

ACRI0 ACR 50 ACRTO ACR 20 ACR 100 HearTianon
Haegenn FOKA KA HIHA A HuaA Tisi Hii
aafonuBaHnA®

@ ACR3I0 KOMA ~l- ACRS0 HOWA —— ACR70 KOMA ACRID HOMA B CosykuHyMat (N = 37) ¥ Mnageta (N = 38)

@ ACR100 HOWA 8- HeaKTMEHOE TEWEHHE 3360NEBEHHRY

A *CTaTyc HEaHTWBHOID TeueHWR 3abonesaqwa. 95 % 1M e2AT w3 asanuaa NRI ona oteeta ACR oTHOCHTENBHO MexoaHOre ypoana, N = 86. ACR — AmepuKadckan

KOMNerud peamaronoros, 0 — aoeepuTensHsiid HTepEan; KOWMA — 10REHHNbHBIK WAKORATUYECKUA apTPUT, N — KONWYECTBO NBLIWEHTOB B NONHOW BeiGopke ANA

aHannaa; N — KONWYECTEG NALMEHTOR C OTEETOM, NRI — 3aneHa HeloaTaroLMY SHAYEHWR BAaHHbIMK 06 OTCYTCTRIWK OTBETa Ha nevyedie; NI — nepuWo nedvsHKuA

B. *CTatyc HeaKTHBHOMD TedeHWA 3abonesaHuA, AHanikz NRI. ACR — AMepuKaHCKan Konnerka peamaronoros; OWA — KBeHWNEHBIA WAHONATHHECK WA ADTRWT, M —

QfUes KONWYECTBO NALWEHTOR C OUEHKOH B kodue MN12; N — ofilies KONKYECTED NALMEHTOR B TRYNNE NeYeHWA; N — KONMYeCTED NaUMEeHTOR, YO0BNETBORAMILME

KkpuTepuan, NRI — aamen: UMYX 3HAYEHWA AaHHBIMK 00 OTCYTCTEMK OTRETa Ha nevedue; NI — nepuog nevequna

MauuneHTbl € 33A C NOJIHOCTLIO pa3peLunBLLUUMCA
SHTE@3UTOM M [AKTUJIMTOM Ha 12-u Hepesie — nepuop,
neyeHuna 1
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100—= B CexykuHymat (N = 52)
90—
a0
70+
60—
50—
40—
30

Ha neveHne (%)

20
10+

Nons NBUMEHTOB, OTBETHELINX

IHTRANT Laktinnt

CekykuHymab n/m (%) 34/46 (73,9) 3/5(60,0)



CpepnHue 3HayeHuna no wkKane JADAS-27 pns

nNauueHTOoB, NPOXOAUBLUMX JieHeHUe CeKyKMHyMmabom
BO BpeMA NepuonoB sieyeHusa 1 n 2

Image
57 1
Mepuopg nevyeHuna 1
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< 18 1 WA, yayuilieHke no wikane JADAS-27,
7 HaunHan ¢ 1-A Hegenw
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_S' 11.4 CHWMEHWE BKTHBHOCTH TEYEHMA 3a60NEBaHWA, TMABHBIM QSPBSDM, OTMEYEeHD B NERERIE
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I MOWONATWYECKHH 80TDHT,
Hepgenn 4 8 34 24 48 52 68 72 84 104
CEK (N) 86 86 37 33 29 25 23 23 22 20

O030p paHHbIX NO De3onacHOCTM 3a BeCb Nepuog,
nevyeHusn (BbiIbopka pnsa oueHku 6esonacHOCTH)
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Becb nepuog

Cob6biTHA, CBA3aHHDbIE

c 6e3sonacHocTbIO ok g i 3
CeKyKHMHymaba
CeKyKnHymab CeKyKnHymab Mnauebo Bcero
N =86 N =37 N =38 N =86
HA, n (%) (OT) 56 (65,1) 34(91,9) 29 (76,3) 79 (91,9)
CHA, n (%) (NT) 2(23) 5(13,5) 0 11(12,8)
HA, npueseawine
K NpeKpaLLeHuIo y4acTus 1(1,2) 2(54) 5(13,2) 8(9,3)
B MCCNeAOBaHUN
CmepTenbHbIi UCXOA, 0 0 0 0
Hawnbonee yactbie HABX/,
n (%) (NT)
* HasohapuHrut 5(5,8) 14 (37,8) 6 (15,8) 27 (31,4)
* TowHoTa 6 (7,0) 7(18,9) 3(7.9 19 (22,1)
, MHbeKumA BepxHuX
[bIXaTENbHBIX NyTed 6 (7,0) 6(16,2) 6(15,8) 19 (22,1)
« Ouapen 1(1,2) 9 (24,3) 2(5,3) 17 (19,8)
* Kawenb 1(1,2) 7(18,9) 4(10,5) 13 (15,1)
= ApTpanrus 2(2,3) 6(16,2) 3(7,9) 12 (14,0)
* OpotapuHreansHas 60nb 5(5,8) 4(10,8) 2(5,3) 12 (14,0)
* [onoeHas 6onb 5(5,8) 3(8,1) 3(7,9) 12 (14,0)
* Mupekcns 2(2,3) 6(16,2) 2(5,3) 12 (14,0)
r.‘-t'-lt\-'r(l‘l!!'y’l\-‘.aé W nnaueto s Pynnax V12 He cpaeHMBany, Tak Kak AxsanH WCCNeAOEdHHMA W NPOQONMUATENBHOCTD NEYEHWA B 3THX rpynnax GBI PAINUYHBIMK B TEYSHKE

BCEro NEPUOAA NEYEHUA. KpoMe TOro, HENb3A HCKNKUMTh, YTO ABNEHKHR, BOSHWUKAOWME B 12 npy npueMe nhalyeto, Cesdarbl ¢ yeyryGnaowinm addiexToM, BhisgaHHbIM
NpeabIayLWLMM NedsHuen cekyknHymatom 8 N1, HH — HemenarensHoe aenerke; YC — yacrorta cnydaes Ha 100 naumento-net; NT — npeanodturensHsil Tepmud; CHA

— Cepbe3H0e HeMenarensHoe Aenaere; COK — nepeudHbld CHCTEMHO-OpPradHBin Knace, HABX]] — HA, BosHKKLWKWe B xoge nederna; )1 — nepuof nedyeHda

HA, BO3HUKLUME B XOoA4e fileyeHUd, 3a BeCb nepuopn,
neyeHmn (BbiIbopka pnsa aHanmsa 6e30NacHOCTH)
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CobbITHA, CBA3aHHbIE ¢ 6e30MacHOCTbIO

CnMCOK CcoKpalleHUun

Buonornyeckue BMAPI — 6uonormnyeckmne 6onesHb-moanuumnpytowmne
aHTUpeBMaTUYeCKMe npenapaThbl;

9AA — 5HTE3MT-aCCoOUUNPOBAHHBIN apTPUT;

olMNMcA — 10BEHUIbHbBIN NCOPUATUYECKNI apTPUT;

MUY — ncxogHsin ypoBEHD;

TCBMAPI — TpaAWUNOHHLIA CUHTETUYECKNIN 60Ne3Hb-MOoOANPUNLNPYIOLLNIA
aHTMpPEeBMaTUYECKNI Npenapar;

ILAR — MexayHapoaHasa nura no 6opbbe ¢ peBMaTm3MoM (0T aHr. International League
Against Rheumatism);

HMNBMN — HecTeponaHbIA MPOTMBOBOCMNAINTE/IbHBIA Npenapar;

R — paHOOMU3MPOBAHHLIN;

N/K — NoOKO>XXHO;

NN — nepvop nevyeHus;

FTMBN — reHHO-MH>XeHepHble Bnonornyeckmne npenapaThbl;

B3K — BocnanuTesnbHoe 3aboneBaHNe KULWEYHUKA;

IOUNA — 10BEHUbHbLIN NAWONATUYECKUA apTPUT,;

ACR — AMepunKaHcKas Koasierma peBMaTos10ros;

Hfl — HeXxenaTesibHble ABNEHUS;

CP — cTagusa pemuccum;

JADAS — WwKasia akTUBHOCTMU IOBEHWJIbHOI 0 apTpuUTa;

MedDRA — MegUUUHCKUIA CNoBapb AN PerynasaTopHON AeATeNbHOCTH;
PRCSG — 'pynna no COBMeCTHbIM uccnenoBaHnsam B obnactm geTckon peBMaTos1ornu;
PRINTO — MexayHapogHasa opraHusaumsa nccaegoBaHuin B o6nactm geTckon
peBMaTosIornu;

CHA — cepbe3Hble HY;

HABXJ1 — H{, BO3HUKLWIKME B XO4e JieHeHus;

IOWN — noBepuTesibHbIM MHTEpPBA;

OP — OTHOLWEHNEe PUCKOB;

H/P — He paccuunTaHo;



PBO — nnauebo;

SEC — cekyKnHymabo;

BAB — BbICOKas aKTMBHOCTb 3aboneBaHus;

HTB — HeakTuBHOe Te4vyeHue 3aboneBaHuns;

YC — yvacToTa csiydaeB Ha 100 naymeHTO-NneT;

NT — NnpeanoYTUTENbHBIA TEPMUH;

CHA — cepbe3Hoe HeXeslaTesibHOe ABJIeHUE;

COK — nepBUYHbIN CUCTEMHO-OPraHHbIN KNacc;

N — obuiee KONMYeCTBO NALNEHTOB;

M — 4nCNo NauneHToB, Y KOTOPbIX Bbl/I0 0OTMeYeHo Kakoe-nnbo 3HaYeHme.
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