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IHCTPYKUISI
AJIH MeAHLIHOro 3aCTOCYBaHHH JliKapcbKoro 3ac06y

ETOPA
ETORA

CwmD.•
Düoqapeqoguua.• etoricoxib;
I Ta6neTKa MiCTHTb 60 MP, 90 Mr a60 120 Mr eTOPHKOKCH6y;
DonoMi0CHi pegoguuu.• LleJIYOJ103a MiKPOKPViCTaJ1iHHa, KUIbUi10 HaTpi10

KPOCKaPMeJ103a, MarHi10 cTeapaT•,
060JIOHKa Ta6J1eTOK no 60 MP Ta 120 MP: CIIHPT 110J1iBiHiJIOBMÜ (E 1203), TVfTaHY Åi0KcHA
(E 171), rniuepon MOHOCTeapaT (E 471), iHÅH1"OKaPMiHamoMiHieBoro 03epHoro (E 132), 3aJ1i3a
OKCHÅ )KOBTHM (E 172), rraJ1bK, Haniyo naypHJICYJ1b(baT, Boma 0HH11xeHa•,
060JIOH1<a Ta6J1eTOK 110 90 Mr: CIIHPT 110J1iBiHiJ10BMii (E 1203), THTaHY ÅiOKCHÅ (E 171), rniuepon
M0HocTeapær (E 471), TUIbK, HaTpiK) JiaypHJ1cYJ1b(baT, Boma OHVi11_1eHa.

Jlil«apcbl€a Ta6J1eTKH, BKPHTiFIJIiBKOB010060JIOHKOK).
OCH06Hi d)i3wco-xiMiqui gnacmugocmi:
Ta6J1eTKH 110 60 W: ABOOflYKJ1iTa6J1eTKH H6JIYK0110Äi6H0i(bopMH, BKP1dTi11J1iBKOB010 060JIOHKOYO
TervfHO-3eJ1eHOro KOJIbOPY, 3 rpaBipYBaHH%M «60» 3 OAHoro 60KYrra piBHi 3 iH1110ro.
Ta6J1eTKH 110 90 MP: ABOOTIYKJ1iTa6J1eTKH n6JIYK0fl0Åi6H0id)OPMH, BKPMTi11J1iBKOB010 060JIOHK010
6iJ10ro KOJIbOPY, 3 rpaBipYBaHHAM «90» 3 0AHoro 60KYTa piBHi 3 iH1110ro.
Ta6J1eTKP1 TIO 120 ME: ABOOr1YKJ1irra6J1eTKH *6JIYK0fl0Ai6H0i(bopMH, BKPHTi11J1iBKOB010060JIOHKOfO
6J1iÅ0-3eneHoroKOJIbOPY, 3 rpaBipYBaHH51M 3 OAHoro 60KY Ta piBHi 3 iHL110ro.

(DapMaK0TepaneBTnqna rpyna. HecTepoiÅHi 11POTH3anaJ1bHiTa 11POTupeBMaTHHHi 11penapaTH.
ICOKCH6H. ATX MO IA HOS.

ØapntaKonozit1Hi gnacmueocmi.
Øap,uaK0DuuavMüca.
MexaHi3M Aii
ETOPHKOKCH6e nepopaJ1bHHM ceneKTHBHHM iHri6iTopoM IIHKJIOOKcureHa3V1-2 (LIT-2) y Mexax
KJ1iHi1-1HOFO Aiana30HYA03.
Y npoueci KJ1iHiHHHX (bapMaK0J10riLIHux AOCJ1iÅ)1CHb JliKaPCbKMä3aci6 ETopa A0303aJ1e)1CHO
iHri6YBaB LIT -2 6e3 iHri6YBEIHHHUHKJIOOKcnreHa3H-1 (1101--1) 3acTOCYBaHHiy Å03ax no
150 MP Ha Å06y. ETOPHKOKCH6 He iHri6ye CHHTe3 TIPOCTarJ1aHAHHiB111JIYHKa Ta He BIIJIMBae Ha

TPOM60UHTiB.
LIHKJ100KcureHua BiÅ110Binae 3a YTBOPeHHH 11POCTarJ1aHÅHHiB.ImeHTHd)iKOBaHO Bi

uor-l Ta LIOF-2. 1-101--2 e i30(bopM0K) (bepMeHTY, 1110 iHÅYKY€Tbcq iM11Y 9Mv11
p03rnnna€Tbc%51K OCHOBHHM (baKTop, 1110 BiA110Bima€ 3a cHHTe3 npocTa

eHH% Ta

O 601110,
pvwr513anaJ1eHHH Ta rapH11KH. 1-101*-2 TaKO)1C 3aÅi51H0 y npouecax 0BYJIH11i•

apTepiaJ1bH0i npoTOKH, perynquii (l)YHK11ii HUPOK rra UeHTpaJ1bHOi H
raps1HKH, BiÄLIYTT%60JIK), KOI'HiTHBHa (l)YHKuifl). TaK0)K MO)1€e 6paTH
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BHPUOK. 1-101'-2 6YJ10 ineHTH(biKOBaHO y TKaHHHi HaBKOJIO BHpa3KH 111JIYH1€a y JIIOÅHHH, ane
3HaqeHHS1 3aroeHH% BHpa3KH He BCTaHOBJ1eHO.
Ed)eKTVfBHiCTb

Y nauieHTiB 3 OCTeoapTPHTOM eTOPHKOKCH6y Å03i 60 Mr 1 pa3 Ha A06y 3HaHHO 1101cpauxye CTaH 11P1d
60JIAX, a TaKO)K OlliHKYnauieHTa 1110Å0 CTaHY 3aXBOPK)BaHHH. I-li 1103VITHBHi ed)eKTH cnocrrepiranucfl

Ha mpyrmü meHb JliKYBaHHHi 36epirumcq ITPOTTOM nepiony AO 52 TH)KHiB. Y npoueci
ÅOCJ1iÅ)1CHb i3 3aCTOCYBaHH%M eTOPHKOKCH6y B Å03i 30 MP 1 pa3 Ha Å06y ecbeKTUBHiCTbAboro
npenapaTY IlepeBH1-LIYBaJ1amaue60 npoTff0M 12 TM)KHiB JliKYBaHH%(BUKOPUCTOBYBUIHC% OUiHKH,

11-10 3aCTOCOBYBaJIHCH B iHLLIHX AOCJ1iL01CHH%X). Ilim qac AOCJ1iÅ)1CHHH IliÅ60py A03H eTOPHKOKCH6y
Å03i 60 Mr neMOHCTPYBaB 3Hat1HO 6iJ1bL11 BHpa)1CHe 110Kpa1_11eHHH, Hix y Å03i 30 MP, LIIOÅO ycix
3 OCHOBHUX KiHqeBVIX TOYOK IliCJIH 6 TVf>KHiB JliKYBaHHH.3aCTOCYBaHHHÅ03V1 30 Mr IIPH ocTeoapTpHTi
KHCTi He BHBI-IUIOCH.

Y naui€HTiB 3 peBMaToiAHHM apTPHTOM eTOPUKOKCU6y Å03i 60 MP Ta 90 Mr 1 pa3 Ha Å06y 3HaHHO
110Kpa11_1YBaB CTaH I-LIOÅO BHpa>1CHOCTi 60JIE0, 3ananeHHH, a PYXJIHBOCTi.Y npoueci
AOCJ1iÅ)1CHb 3 OUiHKH Å03 60 MP Ta 90 Mr 1103HTHBHi ed)eKTH 36epiræmc51 liponroM 12-TH)KHeBOro
nepiomy JliKYBaHH51.Y npoueci AOCJ1iÅ)1CHHH 3 OlliHKH A03H 60 Mr HOPiBHflHO3 4030K) 90 Mr 06HÅBa
A03YBaHHH eTOPHKOKCH6y — 60 MP 1 pa3 Ha A06y Ta 90 Mr 1 pa3 Ha m06y — 6YJIV16iJ1b111 ed)eKTHBHi,
1--1i)K nnaue60. Å03a 90 Mr 6YJ1ae(beKTHBHima, Hix Å03a 60 Mr BiAHOBiÅHO MeTOÅY 3araJ1bH0i
OUiHKH 601110 naui€HTiB (0—100 MM BigyaJ1bHa aHanoroBa 111KaJ1a), 3i cepeÅHiM 110Kpa111eHH51M

-2,71 MM (95 % A1: -4,98 MM, -0,45 MM).

Y naui€HTiB 3 HanamaMH rocTporo 110ÅarpHLIHoro apnHTY eTOPHKOKCH6y Å03i 120 MP 1 pa3 Ha m06y
IIPOTHFOM 8 AHiB noner111YBaB 6iJ1b y cyrJ106ax cepeÅHboro Ta T"KKOro cTyneHH Ta 3anaJ1eHHfl
110PiBHflHO3 iHÅOMeTaUHHOM y Å03i 50 MP 3 pa3V1 Ha A06y. 3MeH111eHHH BHPaxeHOCTi60J110
cnocTepiraeTbcH B)l€e qepe3 4 1"OÅHHH niCJIH noqaTKY JliKYBaHHH.
Y naui€HTiB 3 aHKiJ103YIOHUMCHOHAHJ1iTOM eTOPMKOKCH6 y Å03i 90 Mr 1 pa3 Ha Å06y 3a6e3neqye
3Ham-1e norcparuem-l% 60J110 y xpe6Ti, 3anaJ1eHHi, 06MexeHHi pyxiB, a TaKO)K norcpamye
(l)YHKUiOHU1bHY 3maTHiCTb. KJ1iHiHHi nepeBarv1 eTOPHKOKCH6y cnocTepirumcn Ha mpyrMä neHb TliCJIH

noqaTKY Tepanii i 36epiraJIHcq 52-TVDKHeBOFO nepiomy JliKYBaHH%.Y npoueci mpyroro
AOCJ1iÅ)1CHHfl 3 OUiHKH A03H 60 MP, 110PiBHflHO3 A030Y0 90 Mr, eTOPMKOKCH6 y A03i 60 MP 1 pa3 Ha
n06y Ta 90 MP 1 pa3 Ha m06y nponeMOHCTPYBaB CXO)KY ed)eKTHBHiCTb nopiBH51H0 3 1-lariPOKceHOM
1000 Mr 1110meHHO. Y naui€HTiB, 51Ki He ÅeMOHCTPYBaJIH aneKBaTH0i Binr10BiÅi HiA Hac gaCTOCYBaHH51

Å03H 60 MP 1110meHHO IIPOTHFOM 6 TVDKHiB, IliÅBH111eHH51 A03H AO 90 Mr LUOÅeHHO 110Kpa111YBaJ10

ouiHKY iHTeHCHBHOCTi 60JIK) y CllHHi (0—100 MM Bi3yaJ1bHa aHaJ10roBa L11Kana), nopiBH%H0 3

IIPOÅOB)ICHHSIM npHM0MY 60 Mr LUOÅeHHO, 3i cepeÅHiM 110Kpa1ueHHHM -2,70 MM (95 % A1: -4,88 MM,
-0,52 MM).

Elin yac KJ1iHiHHOro AOCJ1iÅ)1CHHH 11icJ1qonepaL1iäHoro 3Y6Horo 601K) eTOPHKOKCH6y A03i 90 Mr
3aCTOCOBYBaBC51 1 pa3 Ha A06y no TPbOX ÅHiB. Y nimrpylli naui€HTiB 3 110MiPHHM60J1eM B
noqaTKOBOMY CTaHi eTOPHKOKCH6y A03i 90 Mr BHHBJIHB 3He60JIK)BU1b1--1HM ed)eKT, r10Åi6HHM AO

Tarcoro B i6ynp0(beHY 600 ME (16,11 TIPOTH 16,39; P=0,722), i nepeBH111YBaB ed)eKT
napaueTaM0J1y/K0ÅeiHY 600 Mr/60 Mr (l I ,00; P<O,OOI) i 11J1aue60 (6,84; P<O,OOI), 1110 BM3HaqaJIOC51

3a IIOKUHHKOM 110BHoro 110J1erLL1eHHS1 60JIYO qepe3 6 (TOPAR6). KiJ1bKiCTb nauieHTiB, 51Ki
HOBiÅOMJ151JIHnpo 3aCTOCYBaHHH npenapaTiB el€cTpeHoro 3He60J1eHHfl npoT511'0M 24 romHH, crcna-na
40,8 % y rpyrli 3aCTOCYBaHH% eTOPHKOKCH6y 90 Mr, 25,5 % y rpyrli 3aCTOCYBaHHH 600
MP KO)KHi 6 romm-l i 46,7 % y rpyni 3aCTOCYBaHHH napaueTaMony/K0ÅeiHY 600 Mr/60 Mr KO)KHi
6 roÅHH 110PiBH%HO3i 76,2 % nauieHTiB, HKi lipuMMaJIH unaue60. Y UbOMY AOCJ1iA)1CHHi noqaTOK
aHaJ1re3HBH0i Aii (BinqyTHe noner111eHH% 601110) 90 MP eTopHK0Kcu6y cnocTepiraJ10cq B)Ke qepe3
28 XBHJIHH IliCJ1}1 npHiä0MY npenaparry.
Be311eyca

Mi)KHa O Ha ocni HH bl€all O aMaT HBanoro 3aCTOC BaHH}1 eT0 HKOKCH6 eHaK 11 H

(MEDAL)
IIporpaMa MEDAL 6yna HPOC11eKTHBHO p03p06J1eH010 nporpaM0}0 Bin

y«pai'na

TO iB ono
6e311eKH 3 60KY cepueB0-cyÅHHH0i cvrcrreMH, OTPViMaHHX 3a 06'€ a bOX
paHÅOMi30BaHHX, 110ÅBiüH0 cninux, KOHTPOJ1bOBaHHX aKTHBHHM

MEDAL, EDGE 11 i EDGE).

XhTPh! H.B.
1<04.2025

NQ 427.81598
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Y ÅOCJ1iÅ)1CHHi MEDAL, 1110 6YJ10HanpaBJ1eHe Ha BH3HaqeHH51 BIUIHBY Ha cepueB0-cYÅHHHY
CHCTeMY,6paJIH yqacTb 17804 naui€HTH 3 OCTeoapTPHTOM i 5700 — 3 peBMaTOiAHHM aPTPVITOM, 51Ki

3aCTOCOBYBaJIH eTOPHKOKCH6y A03i 60 Mr (OCTeoapTPHT) 90 Mr (ocrreoaprrpmm i peBMaTOiÅHVfü
apTpHT) a60 y A03i 150 Mr Ha A06y y cepeÅHb0MY nponrorvl 20,3 MiCSILV1(MalCCHMU1bHO
42,3 MiC%UH, MemiaHa — 21,3 Micmn). Y UbOMY AOCJ1iÄ)1CHHi 6YJIH TiJ1bKH cepii03Hi

1106iHHi pearcuii i 11PH11HHeHH1 npuii0MY npenapaTY BHaCJ1iÄOK BMHVIKHeHHH 6YÅb-HKHX1106iHHHX
peaKL1iü.

Y npoueci AOCJ1iÅ)1CHb EDGE i EDGE II HOPiBHK)BaJIH IIIJIYHKOBO-KMIIIKOBY nepeHOCHMiCTb
eTopHKOKCH6y i AHKJIO(beHaKY. Y AOCJ1iA)1CHHi EDGE 6paJIH yqacTb 711 1 naui€HTiB 3

OCTeoaPTPHTOM, orrpHMYBaJIH eTOPUKOKCH6 y Å03i 90 MP Ha A06y (y 1,5 pa3a BVfL11e

peKOMeHÅOBaH0i A03H JliKYBaHH% ocTeoapTpHTY), a60 AHKJIO(bei-1aK y Å03i 150 Mr Ha A06y
11,4 Micm-lfl). YnpoTff0M y cepeAHb0MY 9,1 MiC%LV1 (MaltHMYM — 16,6 MiC51U%, MeniaHa

AOCJ1iÅ)1CHHi EDGE II 6paJIH yqacTb 4086 llaqi€HTiB 3 peBMaT0iÅHHM apmpHT0M, OTPHMYBUIH
JliKYBaHHHeTOPMKOKCH60My A03i 90 Mr Ha m06y a60 AHKJIO(beHaKOM y A03i 150 Mr Ha Å06y
npoT11'0M y cepeÅHb0MY 19,2 Mic511Å51(MaKCUMYM — 33,1 Micquq, MemiaHa — 24 Micmi).
Y 06'€ÅHaHiä nporpaMi MEDAL 6paB yqacTb 34701 nauieHT 3 ocTeoapTpHT0M i peBMaTOiÅHHM

apTpHT0M, IKi OTPHMYBaJIH JliKYBaHHHynp0AOB)Knepi0AY B cepeAHb0MY 17,9 MicHIÅ51(Mal<CHMYM
42,3 MiC51LV1, MemiaHa — 16,3 MiCHLIH)•,TIPH6JIM3H012800 naui€HTiB OTPHMYBaJIH JliKYBaHH51110HaÅ
24 Micnui. Y naui€HTiB, 3ape€cTp0BaHvrxy Lliä nporpaMi, 6YJIHpi3Hi noqaTK0Bi MHHHHKU pH3HKY
I-UOÅO cepueB0-cYÅHHH0i CHCTeMH i L11JIYHKOBO-KHL11KOBOro TpaKTY (111KT). FlauieHTH 3 1-lemomaBHO

nepeHeceHHM iH(bapKTOM Mioycapma, aOPTOKOPOHaPHHM LLIYHTYBaHHHM a60 qepe3L11KipH010

KOPOHapH010 aHrior1J1aCTHK010 6 MiC}1UiB 40 peecTpauii B ÅOCJ1iÅ)1CHHi 6YJIHBHKJ110qeHi
3 AOCJ1iÅ)1CHHfl. Y AOCJ1iÅ)1CHHIX 6YJ10Å03BOJ1eHO 3aCTOCYBaHHH racTP011POTeKTOPHHXnpenapaTiB
i meTHJICU1iUHJIOBOi KUCJIOTH y HH3bKHX Å03ax.
3aaaJ1bHa 6e3noca
He 6YJ10cyrr€Bmx BiÅMiHHOCTeü y qacTOTi TPOM60THHHHXcepueB0-cYÅHHHux YCKJ1aÅHeHb 11PH
3acTocyBaHHi eTOPHKOKCH6y i KamiopeHaJ1bHi n06iHHi peaKL1ii yacTi111e

cnocTepiraJ1vrcH 3acTOCYBaHHieTOPHKOKCH6y, Hix AHKJ10(beHaKy•, ueüed)eKT 6YBÅ0303a.ne)1CHHM
(neTaJ1bHO npo pe3YJ1bTaTH AHB. HH)Kqe). 1106iHHi peaK11ii 3 60KY 111KT i neqiHKH BHHHKUIH 3HaHHO
qacTi111e 3acTOCYBaHHi eTOPHKOKCH6y. I-IacT0Ta BMHHKHeHH% 1106iHHHX
peaKL1iM y AOCJ1iA)1CHHHX EDGE i EDGE II, a TaKO)K 1106iHHvrx peaycuiü, 1110 P031'J1maJIHC51
cepM03Hi a60 TaKi, 1110 11PH3BOÅflTb no BiÅMiHV1 npenapaTY B ÅOCJ1iÅhCHHi MEDAL, 6YJ1aBHLUOIO
I-rpm 3acTOCYBaHHieTOPHKOKCH6y, Hi)K AHKJIOd)eHaKY.

Be3noca tgoDo cepuego-cyDuHH0i cucme»tu
I-IacT0Ta IliATBepmxeH1dX TPOM60THHHHX cepueBo-cYÅHHHnx cepü03Hux 1106iqHux peaKL1iM

pearcuii 3 60KY cepuq, uepe6p0BacKYJ1npHi peal€uii i peaK11ii 3 60KY rrepH(bepHt1Hvrx

CYÅHH) 6YJ1a110PiBHAHH010B eTOPHKOKCH6y i (naHi IliACYMOBaH0B Ta6JIHL1i l). He
6YJ10cywrewx BiÅMiHHOCTeü y 110Ka3HHKax qaCTOTV1 TPOM60TVIMHUXYCKJ1aÅ1-1eHb 3acTOCYBaHHi
eTOPHKOKCH6y i B ycix npoaHaJ1i30BaHHX Ilinrpynax, BKJ110qa10t-1H naui€HTiB i3

KaPAiOBaCKYJ1%PHHMPH3VIKOM. TIPH OKPeMOMY p03rJIAÅi BiLHOCHVIM PH3HK BHHHKHeHHS1

IliÅTBepA)1ceHqx cepü03HHX TPOM60THLIHHX1106it1HHX peaKuiM 3 60KY cepueB0-cyAHHH0i CHCTeMH
3acTOCYBaHHieTOPHKOKCH6y B Å03i 60 MP a60 90 Mr i B A03i 150 MP 6YB

OAHaKOBHM.

Ta6nuun 1

IIOKUHHKH rliÅTBepA)1GHvrx TPOM60THLIHHXYCKJ1aÅHeHb 3 60KY cepueB0-cyAHHH0i CViCTeMH
06' €ÅHaHa n o aMa MEDAL

ETOPHKOKCH6
0=16819) (N-16483)

IlOPiBH51HHHMi)K
rpynaMH JliKYBaHHH

YCICJ1aAHeHHH 25836 naui€HT0- 0KiB 24766 naui€HT0- 0KiB

IIOKUHHK HOKUHMK

iATBe Å)1CHi ce M03Hi T OM60TULIHi 1106iMHi eaycuii 3 60K ce ueB0-c
3a11 OTOKOJIOM 1,24 1,11; 1,38 1,30 1,17•, 1,45

X H,Bc
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3a I-laMi 0M JliK BaTHCH 1,25 1,14; 1,36 1,19 1,08; 1 30
iÅTBe A>1CHi CKJ1aÅHeHHfl 3 60K ce

0,68•, 0 903a n OTOKOJIOM 0,71 0,61•, 0,82
3a HaMi 0M Jli BaTHC51 0,69 0,61•, 0,78
iATBe A)1CHi Ile e6 OBaCK JM Hi CKJ1am-1eHHH

0,78

0,70 0,62•, 0 79

3a OTOKOJIOM 0,34 0,28•, 0,42 0,32 0,25•, 0,40
3a HaMi 0M JliK BaTHC51 0,33 0,28; 0,39 0,29 0,24; 0,35
inne Å)1CHi CKJ1aÅ1-reHH% 3 60K Ile H e Ht1HHX C AHH

3a11 OTOKOJIOM 0,20 0,15; 0,27 0,22 0,17•, 0,29
3a HaMi 0M .J1iK BaTHC% 0,24 0,20; 0,30 0,23 0,18•, 0,28
tYCKJ1aÅHeHb Ha 100 naui€HTo-POKiB; A1 — Å0Bipquii iHTePBaJ1.
N — 3araJ1bHa KiJ1bKiCTb naui€HTiB y 11011YJ1ff11ii3a TIPOTOKOJIOM.

1,05 0,93; 1,19

0,90 0,74•, 1,10
0,99 0,84•, 1,17

1,08 0,80•, 1,46
1,12 0,87; 1,44

0,92 0,63; 1,35
1,08 0,81; 1,44

3a TIPOTOKOJIOM: yci YCKJ1aÅHeHHH nim yac AOCJ1iA>KYBaH0iTepanii a60 IIPOTTOM 14 AHiB IliCJIH fi
TIPHIIHHeHH% (3a BMHATKOM naui€HTiB, 51Ki 11PHiäH%JIH<75 % AOCJ1iÅ>KYBaHoronpenaparry a60

HenocJ1iÅ)KYBaHi HecTepoiÅHi npoTH3anaJ1bHi nper1apaTH (1-111311) % BCbOro
nepiomy).

3a HaMipoM JliKYBaTHCH:BCi IliATBepÅ)1tHi YCKJ1aÅHeHHH AO 3aKi1--1qeH1-151 AOCJ1iA)1CHHH (y T. q. y
naui€HTiB, MOrJIH 3a3HaTH BTpyqaHHH, He 110B'H3aHoro 3 AOCJ1iAHCHH51M, 3 TIOÅU1b111HM
11PU11HHeHHHM AOCJ1iÄ)KYBaHoro npenapaTY). 3araJ1bHa KiJ1bKiCTb paHÅOMi30BaHHX
naui€HTiB y rpyni eTOPHKOKCH6y — 17412, y rpyrli ÅHKJIO(beHaKY — 17289.

IIOKUHHK cepueB0-cyAHHH0i CMePTHOCTi, i 3araJ1bH0i CMePTHOCTi, 6YB noni6HHM y rpynax
JliKYBaHHAeTOPHKOKCH60M i
ICapöiopeuaJ1bHi ycjcnaDueHH51

IIPH6JIH3HO50 % naui€HTiB, y AOCJ1iÅ)1CHHflMEDAL, MUIVI apTepiaJ1bHY rinepTeH3iK) B

aHaMHe3i Ha noqaTKOBOMY eTa11i.Y UbOMY ÅOCJ1iÅ)1CHHi qacTOTa 11PM11HHeHHH Jli1<YBaHHHYHaCJ1iAOK
BHHHKHeHHS1 n06iLIHux peaK11iM, 110B'13aHHX 3 apTepiaJ1bH010 rinepTeH3i€K), 6YJ1aCTaTHCTHLIHO
3HaHHO BHIIIO}O y rpyni 3aCTOCYBaHHS1 eTopHK0Kcm6y, y rpyni qacT0Ta Tarcoi
1106iLIH0i pemcuii, 51K 3acTiüHa cepueBa HemOCTaTHiCTb (ITPH11HHeHHA npmii0MY npenapaTY i ceph03Hi
peaKL1i1), 6yna aHaJ10riLIH010 HK 11PH npHü0Mi eTOPHKOKCH6y 60 Mr, TaK i npHM0Mi
150 Mr, npoTe qacTOTa BHHHKHeHHH unx peal€uiä 6YJ1aBHIIIOK) npmM0Mi eTOPHKOKCM6y 90 Mr
TIOPiBH%HO3 ÅHKJIO(beHaKOM 150 Mr (CTaTHCTHt1HO 3Haqyma pi3HH11H npn npHü0Mi eTOPHKOKCH6y
90 ME 110PiBH51HO3 150 Mr B rpyni OA MEDAL). I-IacTOTa 1106iHHux
peaKuiM, 110B'fl3a1--1HX i3 3aCTiüH01-o cepueB010 HeÅOCTaTHiCTIO (HBH1-qa, 1110 6YJIH cepM03HVfMH i
BHMa1"UIH rocniTaJ1i3auii a60 HeBiÅKJ1aÅHOi AOT10MorH), 6yna He3Ha1-1H0 BHLUOÆO IIPH npMM0Mi
eTOPHKOKCH6y 110PiBH51HO3 IIPHÄOMOM 150 Mr, i I-leil ed)eKT 3aJ1e)KaB BiA A03H.
qacTOTa HPHTIHHeHHH JliKYBaHHHYHaCJ1iÅOKBHHHKHeHHH 1106it1HHX peaK11iä, HOB 'H3aHHX 3

Ha6P%KaMH, 6yna 3HaHHO BHLUOYO npHii0Mi eTOPHKOKCH6y nopiBH%H0 3 IIPHMOMOM
150 Mr, i ueü 3aJ1e)1€aB BimA03H (CTaTHCTHHHO 31-1aHYLL1api3HH11H npHü0Mi

eTOPHKOKCH6y 90 Mr, arre He eTOPHKOKCH6y 60 MP).
KamiopeHaJ1bHi pe3YJ1bTaTH, OTPHMaHiB AOCJ1imxeHHSIXEDGE i EDGE II, BiAr10BiAaJIHmaHHM, npo
51Ki 110BiAOMJ151JIOCHB ÅOCJ1iÅ>1CHHiMEDAL.
B OKPeMHX AOCJ1iÅ)1CHHHX nporpaMH MEDAL a6COJIK)THa qacT0Ta npvrnm-1eHHA JliKYBaHH51B 6YÅb-
HKiü rpyni JliKYBaHH51eTOPHKOKCH60M (60 ME a60 90 Mr) CTaHOBHJ1a AO 2,6 % apTepiaJ1bHiV1
rinepTeH3ii, no 1,9 % Ha6pflKax i 1,1 % 3acTiäHiü cepueBiM HeÅOCTaTHOCTi, lipu UbOMY
BHL1.xa qacTOTa BiÅMiHH npenapamy cnocTepiraJ1acqy pa3i 11PHü0MYeTOPVIKOKCH6y 90 Mr, 60 Mr.
Pe3YJ1bmamuUVIYUR060-KUUIR060i nepenocu,uocmi 6 npoapauui MEDAL
3HaHHO MeH111HM TIOKUHHK BiÅMiHH npenaparry BHaCJ1iÅOK BHHHKHeHHH 6YÅb-mcoroKJ1iHiLIHoro
YCKJ1aÅHeHHH 3 60KYLLIKT (HallPHKJ1aÅ, Ancrrencii, a6ÅOMiHaJ1bHOro601110, BHPUKH) cnocTepiraBc51

3acTOCYBaHHieTOPHKOKcu6y, Hi)1C ÅHKJIO(beHaKY, B 3 TPb0 9g4i nporpaMH
MEDAL. HOKUI--IHKH BiÅMiHH rrpenaparry BHaCJ1iÅOK KJ1iHiHHHX p uiV 60

'

i 96100 naui€HT0-p0KiB 3a BeCb nepion AOCJ1iÅ>1CHHf 6YJIHrraKHMH: 3,23
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B AOCJ1imxeHHi MEDAL; 9,12 ÅJ151 eTOPHKOKCH6y i 12,28 B

AOCJ1imxeHHiEDGE; 3,71 eTOPHKOKCH6y i 4,81 ÅMKJIO(beHaKY B AOCJ1iÅ)1CeHHi EDGE II.
Pe3YJ1bmamunpoepaxu MEDAL tgoDo 6e3næcu DJIA 111KT
3araJ1bHi pearcuii 3 60KY BepxHboro BiÅÅiJIYLI_IKT 6Y11HBH3HaqeHi AK nepd)opauii, BHPUKVI i
100BOTeqi. Flinrpyna 3araJ1bHHX peaKL1iii 3 60KY BepxHboro BiAÅiJIY LIIKT, HKi BBaxaJIHCH

YCKJ1aÅHeHHMH, Bl<lli-oqana nep(bopauii, 06cTpYK11ii Ta YCKJ1aÅHeHiKPOBOTeqi; Ilimrpyna 3araJ1bHHX
peaKL1iM 3 60KYBepxHboro BiAÅiJIY11.1KT, AKi BBa)KUIUCH HeyCKJ1aAHeHUMH,BKJ1koqaJ1a HeyCKJ1aÅHeHi
KpoB0Teqi Ta HeyCKJ1aÅHeHi BHPUKH. 3HaHHO MeHILIMÜ ITOKUHHK qaCTOTH 3araJ1bHHX peaKL1iM 3 60KY
BepxHix BiÅÅiJ1iB 111KT crrocTepiraBcq 3acTOCYBaHHieTOPHKOKCH6y, Hix AMKJ10(beHaKY. He 6YJ10
cyrr€B0i pi3HHL1i Mix eTOPHKOKCH60M i ÅHKJIO(beHaKOM 1110Å0 110Ka3HHKa qaCTOTH YCKJ1aÅHeHHX
peaKL1iä. 11iÅrpY11H TaKHX peaKuiä, KPOBOTeqa y BePXHbOMY BiÅAiJ1i 111KT (06'eÅHaHi

YCKJ1aÅHeHii HeyCKJ1aÅHeHi), He 6YJ10cyrr€B0i BiÅMiHHOCTi Mix eTOPHKOKCH60M i ÅHKJIO(beHaKOM.
IlepeBara eTOPHKOKCH6y 1110110 BIIJIUBY Ha BepxHiü Bimill I_LIKT 110PiBH%HO3 AHKJIO(beHaKOM He

6YJ1a CTaTHCTHt1HO 3HaHY11-1010 y naui€HTiB, HKi OAHoqacH0 3aCTOCOBYBaJIV1 aqeTHJ1caJ1iUHJIOBY
KHCJIOTY B HH3bKHX A03ax (11PH6JIH3HO 33 % nauieHTiB).
IIOKUHHK qaCTOTH Ha 100 naui€HT0-p0KiB IliÅTBepmxeHux YCKJ1aAHeHHX i HeyCKJ1aÅHeHHX
KJ1iHiqHHX peaKL1iä 3 60KY BepxHboro BiAÅiJIYI-IIKT (nepcbopauii, Bupa3KH i Kp0B0Teqi) CTaHOBVIB
0,67 (95 % A1 0,57; 0,77) npHii0Mi eTOPHKOKCH6y i 0,97 (95 % A1 0,85; 1, 10) npmä0Mi
AHKJIO(beHaKY, 11bOMY BiÅHOCHHÜ PV13HK CTaHOBHB 0,69 (95 % A1 0,57; 0,83).
BH3HaqaBCH 110KUHUK qaCTOTH IliÅTBepA>KeHux peaKL1iM 3 60KY BepxHboro BiAÅiJIYLLIKT y
naui€HTiB JliTHbOFO BiKy; HaM6iJ1bLL1e cnocTepiraJ10cf1y nauieHTiB BiKOM 275 POKiB(1,35
[95 % A1 0,94; 1,87] pearcuiü Ha 100 naui€HTiB-p0KiB IIPH npmii0Mi eTOPHKOKCH6y nopiBH%H0 3 2,78
[95 % A1 2, 14; 3,56] npHü0Mi
VIOKUHHKH qacT0TH IliÅTBepmceHux KJ1iHiH1--1HX peaKL1iii 3 60KY HVDKHbOro BimiJIY 111KT

TOHKOro a60 TOBCTOro KHInet1HHKY, 06CTPYKL1i51a60 KpoB0Teqa) CTaTVICTHHHO He
Binpi3HHJ1ucq IIPH 3acTOCYBaHHieTOPHKOKCH6y i ÅHKJ10(beHaKY.
Pe3YJ1bmamunpoepamu MEDAL tgoöo 6e3næcu neqimcu

YHacniÅ0KBVIHHKHeHHH 1106iHHmx peaKL1iü 3 60KY neqiHKH, Hix Y 06'€ÅHaHiü
nporpaMi MEDAL 0,3 % naui€HTiB, 51Ki 3aCTOCOBYBaJIH eTOPHKOKCH6, i 2,7 % naui€HTiB, HKi

3aCTOCOBYBaJIV1 3aCTOCYBaHH% npenapaTY BHaCJ1iAOK BHHHICHeHHS1
n06iqHHX pearcuiä 3 60KY neqiHKH. HOKUHHK Ha 100 naui€HT0-poKiB CTaHOBHB 0,22 IIPH

3acTOCYBaHHieTOPHKOKCH6y i 1,84 3acTOCYBaHHi (p-3HaqeHH% 6YJ10< 0,001
eTOPHKOKCM6y ITOPiBHHHO3 AHICJIO(beHaKOM). IIPOTe B nporpaMi MEDAL 6iJ1b111iCTb n06it-1Hnx

pearcuiii 3 60KY neqiHKH 6YJIHHecepM03HHMH.

Y npoueci KJ1iHiLIHHX ÅOCJ1iÅ)1CHb, 3a BHHHTKOM AOCJ1iA>1CHbnporpaMH MEDAL, TIPH6JIH3H0
3100 naui€HTiB 0TpHMYBaJIH eTOPHKOKCH6y Å03ax 60 MP Ha m06y ynp0Å0B)K 12 TVDKHiB i ÅOB111e.
He 6YJ103HaHY1110iBiÅMiHHOCTi110KUHHKiB niÅTBepÅ)1ceHux cepÜ03HHX TPOM60TVIHHHXcepueB0-
CYAHHHHX YCKJW(HeHb y nauieHTiB, 51Ki npHiiMaJIH eTOPMKOKCH6y A03i 60 MP, 11J1aue60 a60 iH111i
1-1113FI (3a BHHflTKOM Haup0KceHY). IIPOTe qacTOTa TaKVIX peaKL1iü 6YJ1aBHLIIOIO y rraui€HTiB, 51Ki
OTPHMYBUIH eTOPHKOKCH6, nopiBH51H0 3 THMH, XTO OTPHMYBaB Hanp01<ceH y A03i 500 Mr 2 pa3H Ha
A06y. BiAMiHHiCTb aHTHTPOM60THHHOi aKTHBHOCTi Mi)K meqKVIMH 1-1113FI, 1110 iHri6YY0TbLIOF-I, i

ceneKTHBHHMH iHri6iTopaMH I-IT-2 MO)Ke 6YTH KJ1iHiHHO 3Hat1YLL10K) y nauieHTiB rpynn PH3HKY
BHHHKHeHHH TPOM60eM60J1iHHHXYCKJWIHeHb. CeneKTHBHi iHri6iT01)H I-101*-2 3HH)1CYIOTb YTBopeHHH
CHCTeMH01"O (i TOMY, MO)KJIVIBO, eHÅOTeJ1iaJ1bHoro) ITPOCTa11HKJ1iHY6e3 BIIJIVIBY Ha TPOM60UHTaPHHü
TPOM60KCaH.KJ1iHit1He 3HaqeHHH unx ÅaHHX HeBiAOMe.
LlonaTKOBi maHi LUOÅO 6e3ne1<H JIJ151 LLIKT
Flim qac ABOX 12-TH)KHeBHX 110ABiVIHO cninvyx eHÅOCK011iLIHHX AOCJ1iÄ)1CHb ICYMYJISITHBHa qacTOTa

BHHHKHeHH51 racq-ponyomeHaJ1bHux BHPUOK 6YJ1a3Hat1H0 HVI)KLIOIO y 11 orrpHMYBaJIH
oat Ida *JliKYBaHHfleTOPHKOKCH60M y A03i 120 ME 1 pa3 Ha A06y, Hix y naui€HTiB

HarlPOKceHOM y A03i 500 Mr 2 pa3H Ha A06y a60 i6ynp0(beH0M y tdeH
I-laceroma BHHHKHeHHH 6YJ1aBHLUOIO IIPH 3acTOCYBaHHieTOPH
AOCJ1iÅ>1CHH51 HUPOK y naui€HTiB JliTHbOro

11,04.Z025
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Y npoueci paHÅ0Mi30BaHoro, 110ÄBiMHO cninoro, 11J1aqe60-KOHTPOJ1bOBaHOro AOCJ1inxeHHH 3

napaJ1eJ1bHHMH rpynaMH Ol(iHIOBaBCH BIIJTHB 15-meHHoro Jli1CYBaHH%eTOPHKOKCH60M(90 ME),

IleneKOKCH60M (200 Mr 2 pa3V1 Ha A06y), Ht111P01CCeHOM (500 MP 2 pa3H Ha m06y) i FIJIaue60 Ha

BHBeÅeHH51 i-laTpik0 3i ceqe10, apTepiaJ1bHHii THCK Ta iHL11i IIOKUHMKH (l)YHKL1ii HMPOK y naui€HTiB
BiKOM Bim 60 AO 85 POKiB, 1110 Ai€TH i3 BMiCTOM COJ1i 200 MEKB/Å06y. ETOPHKOKCH6,
neneKOKCH6 i Hanp0KceH MaJIH 110Åi6HHii BIIJIHB Ha BHBemeHHH Haniro 3i ceqe10 2-TH>KHeBOMY
JliKYBaHHi.Yci aKTMBHi npenapaTH 110PiBHAHHS1110KuaJIHIliÅBM1-ueHH%111040 maue60 CHCTOJ1iHHOFO
apTepiaJ1bHoro THCKY, npoTe eTOPHKOKCH6 acoui}0BaBCH 3i CTaTHCTHHHO 3HaHY111VIM IliÅBmqeHH51M

Ha 14-ü AeHb nopiBHAH0 3 neneKOKCH60M i HallPOKCeHOM (cepeÅH51 3MiHa CVICTOJ1iHHOro THCKY
110PiBHHHO3 noqaTKOBHM piBHeM: eTOPHKOKCH6 7,7 MM PT. CT., UeneKOKCH6 2,4 MM PT. CT.,

HarrpoKceH 3,6 MM PT. CT.).
ØapMaK0Kinenawca.
A6cop6uin
ETOPHKOKCH6 A06pe BCMOKTY€TbCH nepopaJ1bH0MY npHü0Mi. A6COJ110THa 6i0AOCTyr1HiCTb

CTaHOBHTb HPH6JIU3HO100 %. IliCJIH 11puiä0MY 120 Mr 1 pa3 Ha m06y no AOC%1'HeHHH PiBHOB01CHOro
CTaHY MaKCHMaJ1bHa K0HueHTpa1_1iH y nna3Mi KPOBi (cepeÅH€ reoMeTpHLIHe 3HaqeHHH

MKF/MJI) cnocTepira€Tbcn npH6JIH3H0 qepe3 1 romvmy (Tmax) IliCJ151 npHM0MY ÅOPOCJIMMH
HaT111e. CepeAHe reoMeTpHt-1He 3HaqeHHH AUC0-24hr CTaHOBUTb 37,8 MKrxrOÅ/MJ1. Y Mexax
KJ1iHiLIHOroA03YBaHH51 (bapMaK0KiHeTHKa eTOPHKOKCM6y e niHiÜHOYO.

11PHÜOMinpenapaTY y Å03i 120 MP IliA qac (ixa 3 BHCOKHM BMiCTOM )KHPiB) He
cnocTepiraJ10cb BIIJIHBY Ha CTY11iHba6cop6uii eTOPHKOKCH6y. LLIBHAKiCTb a6cop6uii 3MiHK)BU1aCb,
1110 xapaKTePH3YBaJ10Cb 3HVD1ceHH%M Cmax Ha 36 % Ta 36iJ1b1.11eHHHM Tmæx Ha 2 1'OÅHHH. TaKi naHi He
p031'J1qnm0TbcH KJ1iHiMHO 3Hat1YIÅi.IliÅ yac KJ1iHiHHHX AOCJ1iÅ)1CHb eTOPHKOKCH63aCTOCOBYBaJIH
He3aJ1e)KHO Bim B)KHBaHH51 i)Ki.
P03noDiJ1
ETOPHKOKCH611PM6JIH3H0Ha 92 % 3B'A3YCTbCH 3 6iJIKaMH IIJIUMH KPOBiJIIOÅMHH 3 KOHueHTpaui€10
Bin 0,05 5 MKr/MJ1. 06'€M p03110ÅiJIY PiBHOBMHOMY CTaHi (Vdss) CTaHOBHTb 11PVf6JIH3HO
120 Jl y .JIYOÅHHH.

ETOPHKOKCH6npoHHKae qepe3 nnaueHTaPHHü 6ap'ep y lilypiB rra KPOJ1iB, a rraKO>K qepe3
6ap'€p y mypiB.

Mema60J1i3M
ETOPMKOKCH6 aKTHBHO MeTa60J1i3YCTbCH, MeHLL1e 1 % A03H BMAiJ1fl€TbC51 3i ceqeyo y BHI'JIHAi
He3MiHeHoro npenaparry. OCHOBHHÜ I-LIJIflX MeTa60J1i3MY ue noxiÅH0i 6'-
rimp0KcHMeTMJIY IIIJIAXOM KaTaJ1i3auii (bepr•aeHTaMH UHTOXPOMY. CYP3A4 cnpnqe MeTa60J1i3MY
eTopHK0Kcu6y in vivo. AOCJ1iÅ)1CHH51 in vitro BKUY}OTb Ha Te, 1110 CYP2D6, CYP2C9, CYPIA2 rra
CYP2C19 TalCO)K MO)KYTb KaTaJ1i3YBaTHOCHOBHHM IMMIX MeTa60J1i3MY, ume ix KiJ1bKiCHi
xapaKTePHCTHKH He BHBqa.JIHC51 in vivo.

Y J110ÅVfHH 5 MeTa60J1iTiB. OCHOBHVIM MeTa60J1iTOM e 6'-KaP60KCHJIOBOiKHCJIOTH

mepHBaT eTOPHKOKCH6y, 1110 YTBOP}OCTbC51 11PH 110AU1bL11iü orccmmauii noxiÅH0i 6'-riÅPOKCHMeTHJIY.
Ili OCHOBHi MeTa60J1iTH a60 He BH51BJ151kOTb aKTHBHOCTi, a60 e CJ1a60aKTHBHHMH iHri6iTopaMH Ilor-
2. )KomeH i3 unx MeTa60J1iTiB He iHri6y€ I-IOF-I.
BugeDeHHf1
FlicJ151 pa30Boro BHYTPi111HbOBeHHOroBBeÅeHHH 3ÅOPOBHM A06POBOJ1bUflM25 Mr eTOPHKOKCH6y,
MiqeHoro panioi30T0fl0M, 70 % pamioaKTHBHoro 11penapaTY BHBOÅHTbCH i3 ceqero i 20 % — 3 KUIOM,
roj10BHHM MHHOM y BHPJIHÅiMeTa60J1iTiB. MeH111e 2 % BHBOAHTbCH y BHPJ151Åi He3MiHeHoro
11per1apaTY.

BHBeAeHH% eTOPHKOKCH6y BiÅ6YBa€TbC51 110BHiCTYO II-IJ151XOM MeTa60J1i3MY3 110ÅU1bL11VIM

BHBeneHHflM HHPKaMH. PiBHOBa)KHi KOHLIeHTpaL1ii eTOPMKOKCH6y yepe3 7 AHiB IIPH
gacTOCYBaHHi y Å03i 120 MP 1 pa3 Ha Å06y 3 IIOKUHHKOM KYMYJIH11ii11 1110 BiA110BiÅae
nepiony HaniBBHBemeHHA 11PH6JIH3HO22 FOÅHHH. KJ1ipeHc K HbOBeHHOro
BBeÅeHH51 25 Mr npenaparry CTaHOBMTb HPH6JIU3HO50 MJI/XB.

()KpeMi apynu navicmni6
Ilaui€HTH JliTHbOro BiK.y. OaPMaKOKiHeTHKa y naui€HTiB JliTHbO i 1

110Åi6H010 (bapMaK0KiHeTHKH y MOJIOÄILIHX nauieH

XhTPhll H,B,

11.01.2025
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CTaTb. (DapMaKOKiHeTHKa eTOPHKOKCH6y e noni6H010 y LIOJIOBiKiB Ta )KiHOK.

IlopY111eHH1 (bYHKAii neqiHKH. Y nauieHTiB 3 JlerKHMH ITOPY111eHHHMH (l)YHKL1ii neqiHKH (5—6 6aJ1iB

3a 111KUIOK) qaäJIAa — 11'10) 3acTOCYBaHHieTOPHKOKCH6y B A03i 60 Mr I pa3 Ha m06y cepeAHiü

IIOKUHHK AUC 11PU6JIH3HOHa 16 % 6iJ1b1_LIHÜ, Hix y 3ÅOPOBHX A06POBOJ1bUiB11PH TaKOMY
Å03YBaHHinpenapæry. Y nauieHTiB 3 110MiPHVIMH110PY11.1eHHHMH (bYHKL1ii neqi1--1KH (7—9 6aJ1iB 3a
II_IKUIOIO qaiiJIÅa — 11'10) 3acTOCYBaHHieTOPHKOKCH6y y A03i 60 MI' yepe3 A06y cepeÅHiü
ITOKUHHK AUC 6YB110Åi6HHii AO 110Ka3HHKa y 3ÅOPOBHX Å06POBOJ1bUiB, HKi 11PMMMaJIHnpenapam y
Å03i 60 Mr 1 pa3 Ha m06y LUOÅeHHO', 3aCTOCYBaHHA eTOPHKOKCH6y B Å03i 30 Mr 1 pa3 Ha Å06y He
BHBqaJIOCb y I-lifi rpyni nauieHTiB. HeMae KJ1iHiLIHHXa60 (l)aPMaKOKiHeTHHHHX Aal-1HX 1110210 naui€HTiB
3 TH)KKHMH nopymeHH51MH (bYHK11iineqiHKH (210 6aJ1iB 3a L11KaJIOiO I-Iaiinma — ITK)).
Ilop.ymeHH% d).YHKIIii HUPOK. QaPMaKOKiHeTHKapa30B0i A03H eTOPHKOKCH6y 120 MP y rraui€HTiB i3
TIOMiPHHMHTa 110PY111eHH%MH (l)YHK1-1ii HHPOK, a rraKO)K y naui€HTiB i3

HHPOK TePMiHaJ1bHOiCTaÅii, AKUM 11POBOÅ%Tb reM0AiaJ1i3, He BiAPi3HH€TbCH3Hat1HHM LIHHOM BiA
(baPMaKOKiHeTHKV1 y 3AOPOBHX A06POBOJ1bUiB. reM0ÅiaJ1i3i npenapaT Maüxe He BHBOAHTbC51
(KJ1ipeHC niaJ1i3Y— 11PH6JIV13HO50 MJI/XB).

Åimu. (baPMaKOKiHeTHKa eTOPHKOKCH6y B Airreü (BiKOM no 12 POKiB) He BHBqanaCb.

Y npoueci AOCJ1iÅ)1CHb (baPMaKOKiHeTHKH (n=16), ILIO FIPOBOÅHJIHCH 3a yqacT}0 IliAJ1iTKiB (BiKOM Bim
12 no 17 poKiB), (baPMaKOKiHeTHKa y naui€HTiB 3 Mac010 Tilla 40—60 ICE, *KHM 11PH3HaqaJIH
eTOPHKOKCU6 y A03i 60 Mr 1 pa3 Ha A06y, Ta y naui€HTiB 3 Mac010 Tina 6iJ1b111e 60 KI',

rrpM3HaqaJIH npenapaT y A03i 90 MP 1 pa3 Ha Å06y, 6yna nomi6H010 AO (baPMaKOKiHeTHKH y
mopocnnx, 51Ki 3aCTOCOBYBaJIH eTOPHKOKCH6y A03i 90 Mr 1 pa3 Ha Å06y. Be3r1eKa Ta ecbeKTHBHiCTb
3aCTOCYBaHHH eTOPHKOKCH6y ÅiTHMHe BCTaHOBJ1eHi.

KJ1iHiLIHi xapaKTepncTHKH.

CMM11TOMaTHt-1Ha Teparliq ocTeoaprrpwri, peBMa•roiÅH0MY apmpHTi, aHKiJ103Y}0HOMYCHOHÅHJ1iTi,
a rraKO)K 60J11-O i 03HaKax 3anaJ1eHHfl, 110B'13aHHX i3 POCTPHM nonarpHt1HHM apTpHT0M.
HenHBaJ1e JliKYBaHHH110MipHoro nicJIH011epauiMHoro 60JIK), 110B'fl3aHOFO 3i CTOMaTOJ10riLIHHMV1
onepauiflMM.

PimeHHH TIPO rrpH3HaqeHH% ceneKTHBH01'O iHri6iTopa 1.10F-2 110BHHHO rpYHTYBarrmcq Ha ouiHL1iBCix
iHÅHBinyaJ1bHHX PH3HKiBy nauiema.

TIpomuno,rca3aHHR.
YliKapcb1<HÄ 3aci6 ETopa liporrnr10KæaHMü:

rillepHYTJIHBocTi no Airoqoi a60 6YÅb-HK0iÅ0110Mi)KHOi peyoBHHH npenaparry;
11PH aKTHBHiÜ ner1THt1Hiü BHpa3L1i a60 aKTHBHiä 111JIYHKOBO-KUL11KOBiiiKpoB0Teqi;
nauieHTaM, y HICHX BHHH1€aB 6POHxocna3M, rocTPHä PHHiT, 1--1a3U1bHi r10J1ir1H,

aHri0HeBpoTMHHMM Ha6PflK, KP011UB'%HKaa60 iHL11i anepriqHi peaK11ii IliCJIH 3aCTOCYBaHH51
aueTuncaJ1iLIHJ10B0i KVICJIOTH a60 1-IV1311, BKmoqa1-or--1H iHri6iTopø I-IOF-2;
y nepion BariTHOCTi Ta 1'0AYBaHHA rpymuo•,

npu nopymeymqx (l)YHKuii neqiHKH (Ulb6YMiH CHPOBaTKH KPOBi < 25 r/J1 a60

511<1110 p03pax0BaHHü HHPKOBMM KJ1ipeHC KpeaTHHiHY < 30 MJI/XB',

ÅiT%M BiKOM AO 16 POKiB;
npvl 3anaJ1bHHX 3aXBOPYOBaHH%X KH111eqHMKy•,

npu 3acTiMHiM cepueBiä HemOCTaTHOCTi (NYHA II—IV);
naui€HTaM 3 apTepiaJ1bH0Y0 rinepTeH3i€Æ0, y HKHX IIOKUHHKU apTepiaJ1bHoroTHCKY nocTiiäH0
BH111i 3a 140/90 MM PT. CT. Ta HeAOCTaTHbO KOHTPOJ1}OWEbCT,

11PV1 AiarHocT0BaHiM illieMit1Hiü xBop06i cepuq, 3aXBOPIOBaHHAX dje

ex RtepiüTa/a60 uepe6p0BacKYJ1npHux 3aXBOPYOBaHH51X.

B3ae»toDiR 3 iHUIUMU nilcapcblcu.,uu 3ac06auuu ma imu
•

euouua€M0Di
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IlepopaJ1bHi cmmwcoaayunnmu. Y naui€HTiB, CTaH ,qcux CTa6iJ1i30BaHv•1Ü 110CTiMHHM 3aCTOCYBaHH51M
Bapd)apvmy, IIPHMOM eTOPHKOKCH6y B A03i 120 MP Ha m06y 36iJ1bL11eHHHM

11PH6JIH3HOHa 13 % 11POTPOM6iHOBOroqacy Mi)KHaPOÅHoro HopMaJ1i30BaHoroBiÅH01_11eHH51(MHB).
TOMY B llani€HTiB, gacTOCOBY10Tb nepopaJ1bHi aHTMKoarYJ1flHTH, CJ1iÅ qacT0 nepeBip51TH

IIOKUHHKH rlp0TpoM6iH0Boro qacy MHB, OC06JIHBO B nepmi AHi npv1M0MY eTopHK0Kcu6y a60
3MiHi Moro A03YBaHHH.
Ziypemujcu, iH2i6imopu aueiomennmnepemgopogwlbuoeo Wep,uenmy (ATIØ) ma aumaeouicmu
peuenmopi6 cmaiomewuny II. 1-111311 MO)KYTb Ilocna6JIK)BaTH ecbeKT AiypeTHKiB Ta iHLLIHX

aHTnri11ePTeH3HBHuxnpenapaTiB. Y neqKHX naui€HTiB i3 110PY11.1eHHHMH(l)YHKL1iiHUPOK (Hanpmcnan,
y naui€HTiB 3 a60 y JliTHiX naui€HTiB 3 OCJ1a6J1eH010 (bYHK11iuo HHPOK) OAHoqacr-1e
3aCTOCYBaHHH iHri6iTopa AVIO a60 aHTar0HiCTiB peuemopiB aHri0TeH3HHYII i rrpe11apaTiB, Luo
iHri6YK)Tb UHKJIOOKCHreHa3Y, MO)1€e 11PH3BOÅHTH mo 110ÅaJ1b1110ro nopY111eHH% (l)YHKL1ii HHPOK,
BKJIYO%IOHH rocTpy HHPKOBY I-reÅOCTEITHiCTb, ILIO 3a3BuqaM Mae 060POTHHä xapaKTep. CJ1iÅ
naM'maTH npo MOWIHBiCTb TaKHX B3a€M0Åiii y nauieHTiB, 51Ki 3aCTOCOBY}OTb eTOPHKOKCH6
0ÅHoqacH0 3 iHri6iTopaMH All(b a60 3 aHTarOHiCTaMH peue11TopiB aHri0TeH3HHYII. TOMY TaKi
KOM6iHauii CJ1iA npH3HaqaTH 3 06epe)KHicT10, OC06JIVIBO nauieHTaM JliTHbOro BiKY. He06xiÅH0
11POBecTH Hane)KHY riÅpaTaL1i10 Ta p03rJIAHYTH IIHTaHH% npo 11POBeneHHH MOHiTOPMHry d)YHKL1ii
HHPOK Ha 110HaTKY KOM6iHOBaHOEOJliKYBaHH%, a TaKO)K 3 rreBHOÆ0 nepi0ÅHt1HicTi0 i Hamani.
Auemuucauiuuuoga Rucnoma. Y npoueci AOCJ1iÅ>1CHHH3a yqacTK) 3ÅOPOBHXÅ06POBOJ1bUiBB YMOBax
PiBHOBa)1CHOro CTaHY 3aCTOCYBaHH% eTOPHKOKCH6y B Å03i 120 Mr 1 pa3 Ha m06y He BFIJIHBUIO Ha
aHTnarperaHTHY aKTHBHiCTb aueTHJ1caJ1i1VIJ10B0iKHCJIOTM (81 ME 1 pa3 Ha Å06y). ETOPHKOKCH6
MO)1CHa npH3HaqaTH OAHoqaCHO 3 meTHJ1caJ1iUHJIOB010 KUCJIOT(hO B A03ax, 1110 3aCTOCOBYIOTbC% AJ151

cepueB0-cYÅHHHHx (3aCTOCYBaHH% aqeTuncaJ1iUHJIOBOi KHCJIOTM B

HH3bKHX Å03ax). OAHaK 0ÅHoqacHe 3aCTOCYBaHHS1 HH3bKHX 1103 aueTHJ1caJ1iÅHJ10B0i KHCJIOTH Ta
eTOPHKOKCH6y 36iJ1b111YBaTHyacT0TY BHHVIKHeHH% BHPUKM 111KT Ta iH111HX YCKJ1aÅHeHb
nopiBHHH0 3 eTOPHKOKCH60M. He peKOMeHAOBaHO 0ÅHoqacHe 3aCTOCYBaHHA
eTOPUKOKCH6y 3 aUeTmcaJ1iUHJIOBO}OKUCJIOTOK), A03H AKOi BHL11i 3a npod)iJ1aKTHLIHi, a 3

iH111HMH 1-111311.
I(uuocnopuu ma maR190J1iMyc. Xoqa B3a€M0Åiq eTOPHKOKCH6y 3 UHMH npenapaTaMH He BHBLIU1aCb,
0ÅHoqacHe 3aCTOCYBaHH51 6YAb-mcoro 1-111311 i3 UHKJIOCIIOPHHOM a60 TaKPOJ1iMYCOMMO)Ke
rlOCMJ110BaTH Hed)POTOKCHHHHii BIIJIHB OCTaHHiX. CJ1iL( KOHTPOJ110BaTH (l)YHKui10 HHPOK IIPH
OÅHOHEICHOMY 3acTOCYBaHHieTOPHKOKCH6y 3 6YÅb-HKVIMi3 unx npenapaTiB.
Øap.WR0Rinemuqui 63ac.M0Öii
Bwiti6 emopumcomccu6y na Øap»taR0Riuemwcy iHUIUX npenapamig
Jlimiü. 1--111311 HOCJ1a6J11010TbBHBemeHHH JliTiyo HHPKaMH, THM caMHM IliÅBH1_1ÅYk01-1HpiBeHb JliTi10 B
FIJIa3Mi KPOBi.AKIIIO He06xiÅH0, 11POBOÄHTb peTeJ1bHHM KOHTPOJ1b piBHA JliTiyo y KPOBiTa KopurYK)Tb
Å03Y JliTiK) TIPOTTOM 0ÅHoqaCHoro 3aCTOCYBaHHH unx npenapaTiB, a IIPH npH11HHeHHi
3aCTOCYBaHH51 1-111311.
MemompeRcam. Y npoueci ABOX AOCJ1iÅ)1CHb BHBqaJIHC51 ed)eKTH eTOPHKOKCH6y IIPH 3acTOCYBaHHi
y A03ax 60 MP, 90 Mr a60 120 MP 1 pa3 Ha Å06y npoTqrorv1 7 AHiB nauieHTaMH, mci onep)KYBaJIM I pa3
Ha TH)1CÅeHb MeTOTpeKCaT y Å03i BiÅ 7,5 AO 20 Mr peBMaTOiAHOMY apTpHTi. ETOPHKOKCH6 y A03i
60 MP i 90 Mr He BIIJIVfBaB Ha KOHUeHTpa11iYO B TIJIUMi KPOBia60 HHPKOBHM KJ1ipeHC MeT0TpeKcaTY.
B OÅHOMY AOCJ1iA)1CHHi IIPH 3acTOCYBaHHieTOPHKOKCH6y B A03i 120 Mr He cnocTepiraJ10cb BIIJIHBY
Ha KOHUeHTpaUiÆO B 11JIUMi KPOBi Ta HHPKOBVIM KJ1ipeHC MeTOTPeKCaTY, Tomi AK B iH1110MY
ÅOCJ1iÅ)1CHHi 11PH 3acTOCYBaHHieTOPHKOKCH6y B A03i 120 Mr KOHI_1eHTpaUin MeT0TpeKcarryB 11JIUMi
KPOBiIliÅBH111YBanacnHa 28 %, a HHPKOBHü KJ1ipeHc MeT0TpeyccaTY Ha 13 %.
OAHoqaCHOMY npH3HaqeHHi eTOPHKOKCH6y Ta MeTOTpeKcamy CJ1iÅ IIPOBOÅHTH Bimr10BiÅHHM
MOHiTOPHHr111040 IIOABVI TOKCHHHOro BFIJIHBY MeT0TpeKca•ry.
IlepopaJ1bHi Koumpauenmugu. ETOPHKOKCH6y A03i 60 Mr 0ÅHoqacH9MYr acTOCYBaHHi3
nepopaJ1bHHMH KOHTpme11THBaMVf, 1110 MiCTHTb 35 MKr eTHHine
HOPeTHHÅPOHY,npoTW0M 21 HPM3BOÅHB AO IliABH11xeHHHIIOKUHHK
CTaHi ÅJ151 eTHHiJ1ecTpaÅi0JIY Ha 37 %. ETOPHKOKCV16y Å03i 1

BH11_1eBKuaHViMH nepopaJ1bHHMH KOHTpaqe11THBaMH0ÅHoqacH0 a60 q
PiBHOBa)1CHOMY CTaHi 3HaqeHHA AUC0-24 r TMHi erpamiony Ha 5

ll.u.2025
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K0Huewrpauii eTMHinecTpaAi0JIY CJ1iÅ naM'51Tarrv1 11PV1 BH60pi nepopaJ1bHoro KOHTpaue1TTHBY 3

Pi3HHMBMiCTOM eTMHiJ1ecTpaÅi0JIY, 3aCTOCOBYBaTMMeTbCH OÅHoqaCHO 3 eTOPHKOKCH60M.
IliÅBVi1ueHHfl eKcfl03HL1ii eTHHiJ1ecTpmi0J1)' MO)1€e 36iJ1bLLIYBaTHqacT0TY BVIHHKHeHHH 1106iLIHux

peaKIÅiä, 110B'%3aHVIX i3 3aCTOCYBaHHHM nepopaJ1bHHx KOHrrpane11TVIBiB(Hanpmcnam, TPOM60eM60J1ii
BeH y )KiHOK rpY11H pv13MKY).

TOPMOH03CLVtiCHamepaniA (T3T). IIpHü0M 120 Mr eTOPHKOKCH6y 3 rOPMOH03aMiCHHMH
npenapaTaMH, 1110 BKmoqaK)Tb KOH'YOFOBaHi ecnoreHH (0,625 Mr ITPOTTOM
28 AHiB 36iJ1b111ye cepeÅHiü 110KUHHK AUC0-24hry PiBHOBa>KHOMYCTaHi HeKOH'K)rOBaHOro ecTpoHY
(Ha 41 %), eKBiJ1iHY (Ha 76 %) i 17-ß-ecTpaÅi0JIY (Ha 22 %). BIIJIHB 2103 eTOPHKOKCH6y,
peKOMeHÅOBaHHX 'rpHBanoro 3aCTOCYBaHHfl (30 Mr, 60 Mr i 90 Mr), He BHBqaBCR. FIOPiBH%HO3i
36iJ1b111eHHAM A03YBaHHA 3 0,625 1,25 Mr M0H0Tepar1ii npenapaT0M BHJIHB
eTOPHKOKCU6y B A03ax 120 Mr Ha eKcr103HL1iro (AUCo-24hr) ecTporeHHnx KOM110HeHTiB npenapaTY

6YB MeHLLIHM, Hix Ha IIOJIOBHHY. KJ1iHiqHe 3HaqeHHR rral•coro IliÅBH111er-1HAHeBiÅOMe,

a IIPHMOMBHCOKMX A03 npenapaTY OAHoqaCHO 3 eTOPHKOKCH60MHe BHBqaBCH. CJ1iÅ
6paTH YBarvr Tarce 36iJ1b111eHHHK0HqeHTpauii ecTporeHY BH60pi ropMOHaJ1bHoro npenapaTY

3aCTOCYBaHHH y nepiom 110CTMeHonaY3V1 OAHoqaCHOMY 3acTOCYBaHHi3 eTOPUKOKCU60M,
OCKiJ1bKH 3POCTaHHH eKc1103HL1ii ecTporeHY IliÅBH1uye PH3MK BVIHHKHeHHH 1106it1HHx peaKL1iü npn
3aMicHiü ropM0H0Tepanii.
IIpeDHi30H/npeDHi30J10H. Y AOCJ1iÅ)1CHH51X B3a€M0ÅiieTOPMKOKCH6He BHSIBJISIB KJ1iHiHHO3Haqymoro
BIIJIHBY Ha (bapMaKOKiHeTVIKY npeAHi30Hy/npeÅHi30J10HY.
Lue0KcuH. 3acTOCYBaHHieTOPHKOKCH6y B Å03i 120 Mr 1 pa3 Ha Å06y TIPOTWOM 10 ÅHiB

3ÅOPOBHM A06POBOJ1b1-1SIMHe cnocTepiraBcq BIIJIHBHa HOKUHV-IK AUC0-24hry PiBHOBOKHOMYCTaHi Ta
Ha BHBemeHHH muroKCHHY HHPKaMH. CnocTepirænocq 36iJ1b111eHH% 110Ka.3HHKa Cmæx AHI'OKCHHY
(11PH6JIH3HO Ha 33 %). TaKe 3a3Bmqaü He e cym€BHM y 6iJ1bL110CTi naui€HTiB. OAHaK
CJ1iÅ cnocTepiraTH 3a CTaHOM nauieHTiB 3 BHCOKHM PH3HKOM TOKcnt1H0i Aii AHFOKCHHY IIPH

OÅHoqaCHOMYnpH3HaqeHHi eTOPHKOKCH6y Ta AHI'0KcHHY.
Bmug emopuR0Rcu6y na npenapamu, tgo Mema60ni3Y10t11bcncynbØompancØepa3auuu
ETOPHKOKCH6e iHri6iTopoM aKTHBHOCTi JlK)ACbKOi 301€peMa SULTIEI, a
TaKO)K MO)Ke niÅBHIUYBaTHKOHUeHTpa11iK) eTHHiJ1ecTpaAi0JIY B CHPOBaT1_1iKPOBi.OCKiJ1bKH Å0Te11ep
Am-IHX npo BIIJIHB LIHCJ1eHHHX HeÅOCTaTHbO, a KJ1iHiHHi 6araTbox
npenapaTiB noci BHBqa10TbCH, AOUiJ1bHO 3 06epe>KHicno npM3HaqaTH eTOPHKOKCH6OÅHoqaCHO 3

(HallPHKJ1m, nepopaJ1bHHä CUIb6YTaMOJ1Ta MiHOKCMÅHJ1).

Bwtug emopuR0Kcu6y ua npenapamu, zgo Mema60J1i3yontbcn i30Øep,uenmantu CYP
3a ÅaHHMH ÅOCJ1iA)1CHb in vitro, He oqiKy€Tbc% npHFHiqeHHH UHTOXPOMiBP450 (CYP) IA2, 2C9,
2C19, 2D6, 2E1 a60 3A4. Y npoueci AOCJ1iÅ)1CHb 3a yqacno 3ÅOPOBnx A06POBOJ1bUiB1_qoneHHe
gaCTOCYBaHH51 eTOPHKOKCM6y B A03i 120 ME He BIIJIHBQJIO Ha aKTHBHiCTb netliHKOBoro CYP3A4, 11.10

BCTaHOBJ1eHO 3a ePHTPOMiUHHOBHMÅHxaJ1bHHM TeCTOM.
Bmu6 iHtuux npenapami6 ua emopuR0Kcu6y
OCHOBHVIVI 111JIHX 06MiHY eTopHK0KCH6y 3ane>1CHTb BiÅ (bepMeHTiB CYP. CYP3A4 cnpuqe
MeTa60J1i3MYeTOPMKOKCH6y in vivo. AOCJ1iÅ)KeHHH in vitro BKa3Y}OTb Ha Te, 1110 CYP2D6, CYP2C9,
CYPIA2 Ta CYP2C19 TalCO)1C MO)1CYTb KaTaJ1i3YBaTHOCHOBHHM 111JIHX 06MiHY eTOPHKOKCH6y, Ule ix
KiJ1bKiCHi xapaKTePHCTHKH He BHBLIUIHCb in vivo.

KemoKona30J1. KeTOKOHa30J1 e IIOTY>KHHM iHri6iTopoM CYP3A4. 3acTOCYBaHHi3110POBHMH
A06POBOJ1bUHMHy Å03ax 400 Mr I pa3 Ha Å06y npoTHE0M 1 1 ÅHiB KeTOKOHa30J1 He t-IVIHMB KJ1iHiHHO

3Haqymoro BIIJIHBY Ha (bapMaK0KiHeTHKY eTOPHKOKCH6y B pa30Biü A03i 60 Mr (36iJ1b11_1eHH51AUC Ha
43 %).

BopuR0W30J1 i MiROW30J1. OAHoqacHe 3aCTOCYBaHHH nepopaJ1bHoro BOPHKOHUOJIY a60 MiKOHa30JIY
y BHPJ1flÅi opaJ1bHoro remo AJ151 MicueBoro 3aCTOCYBaHHH (TIOTY>KHi iHri6iT0 CYP3A4) 3

eTOPHKOKCH60M BHKJIUKUIO HeBeJIHKe IliABM1qeHHS1 erccr103H1-1ii eTOPHKOK ayc, He
BBOICUIOCH KJ1iHiHHO 3HaHYL1-1HM 3riAH0 3 Olly6J1iKOBaHHMH maHMMH.

Pu+axniuun. OÅHoqacHe 3aCTOCYBaHH% eTOPHKO H6y Ta
(bepMeHTiB CYP) 11PH3BOAHJIO no 51 ueHTpauii eTOPHKOKCH6B
Lle MO)1€e cynp0B0Å)KYBaTprcq 110BTOP P051BOM CHM11TOMiB on Ö
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eTOPHKOKCH60M.Tomi 1K TaKi naHi MO)KYTb BKUYBaTH Ha He06XiÅHiCTb 36iJ1b1L1eHHH A03H, He
peKOMeHAOBaHO 3aCTOCOBYBaTH eTOPHKOKCH6 y A03ax, 1110 nepeBH111Y10Tb BKa3aHi

110KæaHHH, OCKiJ1bKH He BMBqaJIOCb KOM6iHOBaHe 3aCTOCYBaHHH pH(baM11iLIHHY Ta eTopv•1K0KCH6y B
rraKHX Å03ax.
AumauuDu. AHTa11HÅHi npenapaTH He I-IHHHTb KJ1iHi1-1HO 3Haqyuxoro BIIJIUBY Ha (bapMaKOKiHeTHKY
eTOPHKOKCH6y.

Ocoönueocmi 3acmocygaHHR.
WICT

110BiÅOMJ151JIOCHnpo YCKJ1aÅHeHHH 3 60KY BepxHix BiÄÄiJ1iB II-IKT (nep(bopauii, a60
KPOBOTeqi), iHOÄi 3 JleTaJ1bHHM HaCJ1iAKOM, y naui€HTiB, AKi OTPHMYBQJIH eTOPHKOKCH6.
3 CJ1iÅ npM3HaqaTH 1-111311 naui€HTaM i3 niÅBM111eHHMPM3MKOM YC1<JWU-1eHb 3 60KY
111KT; naui€HTaM JliTHbOro BiKY, nauieHTarvr, 51Ki 3aCTOCOBYK)Tb 6YÅb-51KMii iHL11Hä 1-111311 a60
aqeTViJ1caJ1iUHJIOBYKHCJIOTY OAHO%CHO, a60 naui€HTaM3i IIIJIYHKOBO-KHIIIKOBHMH 3aXBOPK)BaHHHMH
B aHaMHe3i, a caMe BHPa3KaMH Ta IIIJIYHKOBO-KHIIIKOBHMH KPOBOTeqaMH B al-1aM1--1e3i.
ICHye momaTKOBHä PH3HK P03BHTKY 1106i11Hmx ecbeKTiB3 60KY I-HKT (1.11JIYHKOBO-KHL11KOBa BHpa3Ka
a60 iH111i YCKJ1aÅHeHHH 3 60KY I-HKT) IIPH OAHO%CHOMY 3acTOCYBaHHieTOPHKOKCH6y Ta
aneTHJICU1iUHJIOBOi KHCJIOTH (HaBiTb y HH3bKHX A03ax). Y npoueci TPHBaJIVIX KJ1iHit1HHX AOCJ1iÅ)1CHb

He cnocTepiraJ10cH BHpa>KeH0i BiÅMiHHOCTi y 6e311eui II-IOÅO II-IKT npu 3acTOCYBaHHiceneKTHBHOro
iHri6iTopa I-IOF-2 + aqeTHJ1caJ1iUHJIOBa KHCJIOTa Ta 1--111311 + auermcaJ1iÅHJ10Ba KHCJIOTa.
Bmug na cepuego-cyöunnycucmeMY
KJ1iHiLIHi BKa3YIOTb Ha ere, 1110 3aCTOCYBaHH% JliKaPCbKHX3ac06iB KJ1acy ceneKTMBHVIX
iHri6iTopiB 1401--2 MO)Ke 6YTH 110B'513aHO 3 PH3HKOM BHHHKHeHHH TPOM60THHHVfXYCKJ1aÅHeHb
(OC06JIHBO iH(bapKTY Miorcapma Ta iHCYJ1bTY) nopiBHflH0 3 nnaue60 Ta xteHKHMH 1-111311. OCKiJ1bKH
PH3HK cemeBO-CYAHHHHX YCKJ1aÅ1-1eHb 3pocTae 11PH 36iJ1bmeHHi A03H Ta TPHBUIOCTi3aCTOCYBa1-1HH
eTOPHKOKCH6y, npenapaT cniÅ ITPH3HaqaTP1 Ha SIKOMora KOPOTIIIHMnepion qacy Ta B HaMHH)KHHX

ed)eKTHBHHX Å060BHX Å03ax. CJ1iA nepi0ÅHHH0 nepernqnamu F10Tpe6y naui€HTiB y

CHM11TOMaTHHHOMY 110J1ermeHHi 60JIYO Ta peaKÅiK) Ha JliKYBaHHH, OC06JIHBO y nauieHTiB 3

OCTeoapTPHTOM.
Ilaui€HTaM i3 BMPa>1CHHMH (l)aKTopaMH PH3HKY P03BHTKY cepneBO-CYÅHHHHX YCKJ1aÅHeHb
(HarrpHKJ1aA, apTepiaJ1bHa rinepTeH3i%, rinepJ1i11ineMiH, I-IYKPOBHMnia6eT, naniHHH) npH3HaqaTH
eTOPVIKOKCH6110TPi6H0JIV11_ne IliCJ1% peTeJ1bH0i OUiHKH pH3HKY P03BHTKY YCKJ1aÅHeHH51.
CeneKTHBHi iHri6iTopH I-IOE-2 He 3aMiHIOYOTb 3aCTOCYBaHHA aqeTmcaJ1iUHJIOBOi ICHCJIOTH ÅJ151

TPOM60eM60J1it1HHXcepueB0-CYÅMHHmx 3aXBOPEOBaHb, OCKiJ1bKH He HUI-IHTb

aHTuarperaHTH0i Aii. TOMY He CJ1iÅBiÅMiH%TH aHTuarperaHTHi npenapaTH.
Bmug na nuplcu
HupK0Bi 11POCTarnaHAHHH MO)KYTb BiÅirpaBaTH 1<0MneHcaTop1-1Y POJ1b y Ilimpvnvmi HHPOK.
TOMY npu CTaHax, 1110 CY11POBOA)KYYOTbC51 110PymeHHHM HHPKOBOi 3aCTOCYBaHHH
eTOPHKOKCH6y MO)Ke 11PV13BOÅHTH no 110CJ1a6J1eHH51 YTBOPeHHH npocTarJ1aHÅHHiB i, HaCJ1iAOK, —

no HHPKOBOI"O KPOBOTOKY, THM carvfHM noripmyot-ll,l (l)YHKui10 HHPOK. BHCOKHM PH3MK P03BHTKY
TaK0i peaKL1ii iCHye y nauiCHTiB 3 yxe I-IMBHHMH BHPa>KeHVIMH nopymeHHAMH (l)YHKAii HVIPOK,

HeKorvmeHCOBaH010 cepueB010HeÅOCTaTHiCTIO a60 LIHP030M. Y TalCHX nauiewriB CJ1iÅ KOHTPOJ110BaTP1
(l)YHKL1iyo HUPOK.
3ampuvwca pichmu, ua6pncu ma apmepiaJ1bHaainepmeH3in
AK i 3acTOCYBaHHiiH111mx npenapaTiB, 1110 iHri6YK)Tb CHHTe3 11POCTarJ1aHÅHHiB, gaTPHMKa
piÅHHH, Ha6PHKHTa apTepiaJ1bHa rinepTeH3iH cnocTepiranucq y naui€HTiB, 3aCTOCOBYBaJIVi
eTOPHKOKCH6.Bci HF13FI, BKnroqa10HH eTOPHKOKCH6, 11PH3BOAHTH p03BHTKY a60
pellHAHBY 3acTiüH0i cepueB0i HeÅOCTaTHOCTi. IH(b0PMauiyo npo peaK1-1iK) 3ane>KHO Bim A03H ÅHB. B
p03ÅiJ1i BJ1aCTHBOCTi. OaPMaKOÅHHaMiKa».3 06e
npH3Haqa10Tb naui€HTaM i3 cepueB010 HemOCTaTHiCTK), 110PY111eHH%M (I)YH
apTepiaJ1bH010 rillepereH3iero B aHaMHe3i, a rraKO)K na •€HTaM i3 Ha6P51

npenaparr
Lll€a a60
6YÅb-
»KHTHHKMX iHmux upHHHH. TIPH KJ1iHit1HHX 03HaKax ripmeHH51 CTaHY T

BiA110BiÅHHX 3ax0ÅiB, BICIroqa1-OLIH Bi iHY OPHKOKCH6y.
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ETOPHKOKCH6, OC06JIHBOy BMCOKHX A03ax, MO)IC 11PVi3BOAUTH no qacTimoi Ta rrmcqoi apTepiaJ1bH0i

rillepTeH3ii TIOPiBHHHO3 meqKHMH iH111HMH 1-111311 Ta ceneKTHBHHMH iHri6iTopaMH I-IOE-2. TOMY
apTepiaJ1bHY rinepTeH3iK) CJ1iÅKOHTPOJ110BaTH AO noqaTKY JliKYBaHH%eTOPHKOKCU60M, Ta OC06JIHBY
YBary cniÅ 11PMÅiJIMTHKOHTPOJIIO 3a apu•epiaJ1bHHM THCKOM riiÅ yac JliKYBaHH%eTOPHKOKCH60M.
ApTepiaJ1bHMä THCK CJ1iÅ KOHTPOJ110BaTH npoTW0M 2 TH)KHiB IliCJ151 noqaTKY JliKYBaHH%, a TIOTiM —

nepi0ÅHHH0. AKIUO apTepiaJ1bHHü TUCK cyrr€B0 IliÅBHIUY€TbC%, cniA P03rJIHHYTH MO)KJIHBiCTb

aJ1bTePHaTHBHOro JliKYBaHHA.
Bmug ua neqiHKY
IliÅBH1ueHH% piBH51 anaHiHaMiH0TpaHc(bepa3H (AJIT) Ta/a60 acnapTaTaMiH0TpaHc(bepa3H (ACT)
(11PM6JIH3H0 y 3 a60 6iJ1b111e pa3iB nopiBHHH0 3 BePXHbOhO Mexe10 HOPMH (BMH)) cnocTepiranocq
TIPH6JIH3HOB 1 % naui€HTiB, fl<i 6paJIH yqacTb y KJ1iHiHHHX AOCJ1iA>1CHHAXTa 3aCTOCOBYBaJIH

eTOPUKOKCH6y A03ax 30 Mr, 60 Mr Ta 90 Mr Ha A06y IIPOTTOM nepiony mo 1 poKY.
CJ1iA cnocTepiraTH 3a CTaHOM BCix rrauiCHTiB 3i CMM11TOMaMH nopY11_1eHHH (l)YHKL1ii neqiHKH, a TaKO)1C

naui€HTiB 3 narronoriHHHMV1 110Ka3HHKaMH (bYHK11ii neyiHKH. 03HaKax IlopYL11eHH51 (l)YHK11ii
neqiHKH Ta IIPVI CTiüKHX narronoriql--lux 3MiHax 110KUHMKiB (l)YHK11ii neqiHKH (y 3 pa3H BV11_qe 3a

BMH) eTOPHKOKCH6CJ1i11 BiÄMiHHTH.
3aeaJ1bHi 6Ka3i6Ru

ITPOTTOM JliKYBaHHHy naui€HTa cnocTepira€Tbcq nopYL1_1eHH51 (l)YHKL1ii 6YAb-%K0i3i cucrreM
opraHiB, 3a3HaqeHux BH11xe, CJ1iÅ B)KHTH BiÅflOBiÅHHX 3ax0ÅiB rra P03rJIAHYTH IIHTaHHH npo BiÅMiHY
eTOPHKOKCH6y. He06xiÅH0 3a6e3net1HTH BiÅfl0BiÅHe MeÅHHHe cnocTepexeHHA 3acTOCYBaHHi
eTOPHKOKCH6y naui€HTaM JliTHbOFO BiKY Ta naui€HTaM i3 nopymeHH%MH (l)YHK1-1ii HHPOK, neqiHKH
a60 cepuq.
3 06epe>KHiCTK) CJ1iÅ noqp•ll-læru JliKYBaHH51eTOPHKOKCH60M rraui€HTiB i3 neriApaTaui€10.
PeKOMeHÅOBaHO 11POBecTH perinpaTaui10 no noyancy 3aCTOCYBaHHH eTopHKOKCH6y.
npo P03BHTOK cepü03Hmx 111KiPHHXpeaKuiü, y Ae%KHX BH11aÅ1<ax 3 JleTU1bHHM HaCJ1iÅKOM, y TOMY
qvrcni eyccd)0J1iaTHBHoro mepMaTHTY, CTiBeHca A)KOHCOHa TOKCVNHOFO
eninepMaJ1bHoro HeKponi3Y, myxe piÅK0 rlOBiÅOMJIWIOCH 3acTOCYBaHHi1--111311 i
ceneKTHBHHX iHri6iTopiB LIOF-2 IliÅ yac 110CTMaPKeTHH1*OB01'O cnocTepe)1€eHHH (AMB. P03ÅiJ1

peaKuii»). HaMBVIL11HÄPH3VIK P03BHTKY TaKHX pealcuiii y nauieHTiB — Ha noqaTKY meparlii,
a noqaT0K ix np051BiB y 6iJ1bUIOCTi BH11aÅKiB — npourorvl nepmoro MiCSIU51JliKYBaHH51.CepM03Hi
peal€uii rinepHYTJIHBocTi (TaKi aHriOHeBPOTVIHHHÜHa6P51K) cnocTepiræmc51 y
naui€HTiB, HKi 3aCTOCOBYIOTb eTOP1dKOKCH6.Aemci ceneKTHBHi iHri6iTopH LIT-2 IliÅBH111Y10Tb

B aHaMHe3i. ETOPHKOKCH6 CJ1iÅ BiÅMiHHTVf nepmnx nponax BHcmnaHb Ha 111Kipi, YILIKOÅ)1CHb
CJIH30BOi 060JIOHKH a60 iH111ux 03HaKax rinepWTJIHBocTi.

3acTOCYBaHHieTOPHKOKCM6yMO)KYTb MaCKYBaTHC% np051BH rapß1KH Ta iH111i 03HaKH 3anaJ1bHoro

npouecy.
3 06epe)KHicno npH3HaqaK)Tb OÅHOHaCHO eTOPHKOKCH6Ta Bap(bapHH a60 iH111i nepopaJ1bHi

aHTHKoarYJ1flHTH.
3aCTOCYBaHHAeTOPHKOKCH6y, 51K i il--lmux npenapaTiB, 1110 iHri6Y10Tb UHKJIOOKCHreHUY/CHHTe3
11POCTarJ1aHÅHHiB, He peKOMeHÅOBaHO )KiHKaM, HKi nnaHYIOTb BariTHiCTb.
I-leü JliKaPCbKHügaci6 MiCTVITb MeH111e 1 MMOJ1b (23 Mr)/A03Y HaTpiyo, T06TO npaKTHLIH0 BiJ1bHHM Bin
HaTpiro.

3acmocygaHHf1y nepioÖ gaaimnocmi a60 20DygaHHA apyDDmo.

BariTHicTb
HeMae KJ1iHiHHMX naHHX npo 3aCTOCYBaHHH e•ropHK01QH6y B nepion BariTHOCTi. AOCJ1iÅ)1CHHH Ha
TBaPHHax npomeM0HcTpYBaJIH penpoÅYKTHBHY TORCUt1HiCTb. 110TeHUiiäHHü PH3HK AJ151 BariTHHX
HeBiÅOMHii. 3aCTOCYBaHH51eTOPHKOKCV16y npoTHF0M OCTaHHbOro erpHMecTpy BariTHOCTi, 51K i iHLLIHX
npenapaTiB, 1110 iHri6Yf0TbCHHTe3 11POCTaRJ1aHAHHiB, MO)Ke crcopoqeHb
MaTKH Ta nepeÅqacHoro 3a1cpvwr51 60TaJ10B0i npoTOKH. 110BiÅOM c
(l)YHK11ii HUPOK 11J10Åa, 1110 TIPH3BOÅHJIO no wreH111eHH% 00K
(0J1irorimpaMHi0H) y BariTHmx )KiHOK, AKi nii H HecTepoiÅHi TH (HL13r1)

Ha ABaA1151TOMY TH)KHi BariTHocTi a6 If ime. B Åe%KHX BH p 3BOÅHTH
NQ 427.815 g 8

XhTPhll
ll.04.2025
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nopY111eHH% (l)YHK11ii HHPOK y HOBOHaPOÅ)1CHHX. 3a3HaqeHi ed)eKTH MO)KYTb BUHHKaTV1 He3a6ap0M
IliCJ151 noqaTKY JliKYBaHH51H113FI; 0J1iroriÅpaMHi0H 3a3Buqaä e 060POTHHM Ilicjlfl TIPHIIHHeHHH

JliKYBaHH51.3aCTOCYBaHH51eTOPHKOKCH6y npoTH110KæaH0 B nepiom BariTHOCTi. 511<1110 )KiHKa
3aBariTHiJ1a Hill qac JliKYBaHH51, eTOPHKOKCH6He06xiÅH0 BiÅMiHMTH.

nepion rozwaHHA cpYL4Æ0
HeBiÅ0M0, 11p0HHKae eTOPHKOKCH6y rpyAHe MOJIOKO. Y mypiB eTOPHKOKCH6BHBOAUTbC% y
rpYÅHe MOJIOKO. )KiHK1å, HKi gaCTOCOBYK)Tb eTOPHKOKCU6, He HOBHHHi ronyBaTH rpymuo.
OePTW1bHiCTb
3aCTOCYBaHHfleTOPHKOKCM6y, AK i iH111ux npenapaTiB, 1110 iHri6YK)Tb UOF-2, He peKOMeHAOBaHO

51Ki 11J1aHYK)Tb BariTHiCTb.

3Danmicmb gmugamu Ha zuguöRicmb peaKtfii npu RepygaHHi agmompaucnopmo»t a60 imuuvuu
Mexcmi31tavuu.
Ilaui€HTH, y %KHX nim yac 3aCTOCYBaHH% eTOPHKOKCH6y BMHVIKae 3anaMopoqeHHfl, Bepmmro a60
COHJIHBiCTb, He HOBHHHi KepyBaTH aBTOTpaHC110PTOM Ta 3 iHL11HMH Mexa1--1i3MaMH.

Cnoci5 3acmocygaHHR ma D03u.

JIiKapcbKHä 3aci6 ETopa 3aCTOCOBYIOTb nepopaJ1bH0. FIpenapaT MO)KHa TIPHüMaTHHe3æne)KH0 BiÅ
i)Ki. IloqaTOK ecbeycrry npenaparry Hacmae L11BVfÅ111e npmM0Mi nepeÅ iÅ010. Lle 110TPi6H0

BpaxoBYBaTH He06xiÅHOCTi 111BHÅKOro nocna6neHH51 CHM11TOMiB.
OCKiJ1bKH PH3HK BV•1HHKHeHHA nopymeHb 3 60K)' cepueB0-cyÅHHH0i CHCTeMH 3acTOCYBaHHi
eTOPHKOKCH6y 3pocTae IliÅBVILUeHHi Å03H i TPMBaJ10CTieycc1103HÅii, He06xiÅH0 HPOBOÅHTH
HaMKOPOT111iKypcH JliKYBaHHH 3acTOCYBaHHiHaMMeH111UX ed)eKTHBHHX A060BHX Å03. CJ1iÅ
nepi0ÅHHH0 nepe0L1iH10BaTH 110Tpe6y y noner111eHHi CVIM11TOMiB i Bimr10BiÅb Ha JliKYBaHHH,
OC06JIHBO y naui€HTiB 3 OCTeoaPTPHTOM.
Ocmeoapmpum
PeKOMeHÅOBaHa A03a CTaHOBHTb 30 Mr 1 pa3 Ha n06y. Y me;1KHX nauieHTiB HeÅOCTaTHbOMY
nocna6neHHi CHM11TOMiB 36iJ1bL11eHHH A03V1 no 60 Mr 1 pa3 1-la Å06y MO)1€e IliÅBHLUHTH ed)eKTHBHiCTb.
3a BiÅCYTHOCTi110J1inmeH1--151 ed)eKTY CJ1iA p03rJIAHYTH IIHTaHHH npo iHL11i MO)KJIViBi MeTOÅH
JliKYBaHHH.
Pecuamoiöuuü apmpum
PeKOMeHÅOBaHa Å03a CTaHOBHTb 60 MI' 1 pa3 Ha A06y. Y memcux naui€HTiB HeAOCTaTHbOMY
nocna6J1eHHi CHM11TOMiB 36iJ1bmeHH51 403M 90 Mr 1 pa3 Ha Å06y MO)1Ce 110KpaL11YBaTH
TepaneBTMHHHii ed)eKT. AOC51FHeHHiKJ1iHit1HOi cTa6iJ1i3auii nauiema AOI-1iJ1bHO3HH3VITH Å03Y AO

MeTOAH JliKYBaHH%.
AHRiJ103yoquü cnohlöuuim
PeKOMeHÅOBaHa A03a CTaHOBHTb 60 Mr 1 pa3 Ha Å06y. Y Aemcux nauieHTiB npvr HeAOCTaTHbOMY
nocna6neHHi CHM11TOMiB 36iJ1b1.11eHHA Å03H 90 Mr 1 pa3 Ha m06y MO)1€e 110KpaLUYBaTH
TepaneBTH11Huü ed)eKT. IIPH ÅOC51FHeHHiKJ1iHiLIH0i cTa6iJ1i3auii nauiema AOUiJ1bHO3HH3HTH Å03Y no

MeTOÅH JliKYBaHH51.
Tocmpuü 6iJ1b
Y pa3i FIORBH rocTporo 60J110 eTOPHKOKCH63acrroc0BYf0Tb JIM111e y rocTPHü CMM11TOMaTHHHHÜnepi0Å.
Tocmpuü noöaaputmuü apmpum
PeKOMeHÅOBaHa Å03a CTaHOBHTb 120 MP 1 pa3 Ha m06y. Tlin qac ICJ1iHiHHViX AOCJ1iA)1CHb rocTporo

110ÅarpuqHoro apTpHTY eTOPHKOKCH63aCTOCOBYBaJIH 8 AHiB.
Tlicnnonepauiünuü 6iJ1b, nog 'A3CIHuÜ 3i cmomamonoaiqnunt onepamugnu.u 6mpyqannn.M
PeKOMeHÅOBaHa A03a — 90 ME Ha 1 pa3 Ha Å06y npoT511'0M MaKCHMYM 3 AHiB. memcvrxnaui€HTiB
MO)Ke 6YTHHe06XiÅHHM monaTKOBe nicJ1510nepauiiiHe 3He60J1}OBaHHH.
Å03H, 1110 nepeBH111YK)Tb peKOMeHÅOBaHi K )KHOFO He M Tb ÅOÅaTKOB0i
ed)eKTVfBHOCTia60 He BHBHQJIHCSI. To y Kpajn

• A03a ocTeoapTpHTi He VIHH epeBH111YBaTH 60 MI' Ha no
AnnpoKYM?HTi3
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A03a IIPH peBMaTOiÅHOMY apTpHTi Ta aHKiJ103Y101-10MYcr10HÅHJ1iTi He 110BHHHanepeBM111YBaTH
90 MP Ha A06y;

A03a rocTpiü 110Åarpi He 110BHHHa nepeBH11_1YBaTH 120 Mr Ha m06y BTIPOÅOB>K
MalCCHMaJ1bHOro nepiomy JliKYBaHH%8 AHiB•,

A03a 11PH rocTPOMY 60J11-O TlicJ151 CTOMaTOJ10riHHOro onepaTHBHoro BTPY%HHH I-le 110BHHHa

nepeBHLUYBaTV1 90 MP Ha A06y MaKCVIMaJ1bHOro 3-meHHoro nepiony.
Tlauicnmu Jlimm,ozo 6iKY
Hervfae He06xiAHOCTi B KopeKL1ii A03YBaHHH nauieHTiB JliTHboro BiKY. AK i y pa3i 3aCTOCYBaHHH
iH111HX npenapaTiB, npenapaT CJ1iÅ rlPH3HaqaTH 3 06epe)KHicTK) rrauieHTaMJliTHbOro BiKY.
Ilopyzuewtn d)YHRUii neqimcu
He3aJIOKH0 Bim 110KuaHH51 nauieHTaM i3 nopymeHH%MH neqiHKM nerrcoro cTyneHH (5—
6 6aJ1iB 3a 111KUIO}O I-IaüJIÅa — 11'10) He CJ1iAnepeBH1.11YBaTH A03Y 60 Mr 1 pa3 Ha m06y. Ilaui€HTaM i3

nopY11_reHHAMH (l)YHK11ii neqiHKH 110MipHoro cTyneHHT"KKOCTi (7—9 6aJ1iB 3a 111KU1010 1-IaMJIAa— 11'10)

He3a.rre>KH0 Bim110KagaHHA He CJ1iÅ nepeBH111YBaTH Å03Y 30 MP 1 pa3 Ha Å06y.
KJ1iHit1HHMmocBiZ13aCTOCYBaHHS1 06Me>1CHHä, OC06JIHBO 1110110 naui€HTiB i3 110PY111eHH51MH (l)YHKL1ii

neqiHKH 110MipHoro cTY11eHA, TOMY npenapaT CJ1iÅ rrpH3HaqaTH 3 06epOKHicT10. BincYTHiä
KJ1iHit1HHä AocBiÅ 3aCTOCYBaHHH npenaparry naui€HTaM i3 TH)KKVIMVI TIOPYL1.1eHHHMH (l)YHKIAii neqiHKH
(210 6aJ1iB 3a IIIKUIOI-O I-IaiiJIÅa — Il'ro), TOMY lipenapær TIPOTH110KæaHHMrraKHM naui€HTaM.
TIopytueHH51 d)YHRtfii HUPOR
KopurYBaHH51 A03H He 110Tpi6He naui€HTaM i3 KJ1ipeHCOM KpeaTHHiHY 230 MJI/XB. 3aCTOCYBaHHH
eTOPHKOKCH6y llauieHTaM i3 KJ1ipeHCOM KpeaTHHiHY <30 MJI/XB rlPOTH110KæaH0.

Åimu.
ETOPUKOKCH611130TH110KuaHHäAiT%M BiKOM no 16 POKiB.

IlepeD03Y6(1HHR.

Y npoueci KJ1iHit1HHX ÅOCJ1iÅ)1CHb 3aCTOCYBaHH51 pa30B0i Å03H eTopHK0Kcu6y no 500 Mr a60
6araTopa30BHü npmM0M no 150 MP Ha n06y IIPOT%FOM 21 A1-IA He cr1PHt1HHAJ10 iCTOTHVIX TOKCHt1HHX
ed)eKTiB. 110BiAOMJIHJIOCHnpo rocTpe nepeÅ03YBaHHH eTOPHKOKCH60M, xoqa B 6iJ1bUIOCTi BvmaAKiB
TIPO n06iHHi peaK11ii He 110BiÅOMJ1flJIOCb. 1106it-1Hi peaK1_1ii, ILIO cnocTepiraJ1vrcb HaMqacTi111e,
BiÅ110BimaJIH npod)imo 6egneKH emopHKOKCH6y (Tayci AK peaKL1ii 3 60KY 111KT, 3 60KY cepllfl 'ra
HHPOK).

Y pagi nepeÅ03YBaHH% AOUiJ1bHO B)ICHTH 3BuqaüHHX IliÅTPHMYBaJ1bHHX3ax0ÅiB, Hanpmcnam
BHAU1eHHH Hea6cop60BaHoro npenaparry 3i 111KT, BemeHHH KJ1iHiHHOEO cnocTepe)1ceHH51, y pa3i
He06xiÅHOCTi — npoBeneHH51 TliÅTPHMYBaJ1bHoroJliKYBaHHH.
ETOPHKOKCH6He BHBOÄHTbC% IIPH reM0ÅiaJ1i3i;HeBiAOMO, BHBOÅHTbCH npenapaT npu npoBeÅeHHi
nepHTOHeaJ1bHoro miaJ1i3Y.

1106iqm• peaK11ii.
Be311eKa 3aCTOCYBaHHfl eTOPHKOKCH6y OUiHfOBaJ1aCby npoueci KJ1iHiHHHX AOCJ1iÅ)1CHb 3a yqacno
9295 naui€HTiB, BICnyoqa10HH 6757 naui€HTiB 3 OCTeoaPTPHTOM, peBMaTOiÅHHM aperpHT0M,
XPOHiHHHM 60J1eM y HH)KHiM qacTHHi CIIHHH a60 aHKiJ103yot1VfM CllOHÅHJ1iTOM (11PH6JIH3HO
600 nauieHTiB 3 ocTeoapTpHT0M a60 peBMaT0iÅHHM aPTPHTOM 0Åep>KYBaJIH JliKYBaHH51IIPOT}IPOM
1 POKY a60 ÅOBme).
IliÅ yac KJ1iHiqHHX AOCJ1iÅ)1CHb npod)iflb He6axaHHX HBHLII 6YB OAHaKOBHM y nauieHTiB 3

OCTeoapTPHTOM a60 peBMaTOiÅHUM apTPHTOM, 51Ki 3aCTOCOBYBaJIH eTOPHKOKCH6 npoTff0M 1 POKY
a60 AOB111e.

Y npoueci KJ1iHiHHOro AOCJ1imxeHH51 3a yqacuo naui€HTiB i3 roCTPHM nonarpHHHHM aPTPHTOM
eTOPHKOKCH6npH3HaqaJIH B A03i 120 MP 1 pa3 Ha Å06y npoTff0M 8 AHiB.

y 11bOMY AOCJ1iA)1CHHi 6YB y uiJ10MYrraKHM caMHM, AK y AOCJ1iÅ)1CHHSIX 3 €HTiB 3

ocTeoapTpHT0M, peBMaTOiÅHViM apTpHT0M Ta XPOHit1HHM60J1eM y HVDKHiM

Y nporpaMi OUiHKH 6e3neKH cepueB0-c HHHOi cereMH 3a T

AOCJ1iA>1CHb 3 al<THBHHM npenapaT0M iB HHI 17412 naui€HTi 3
p OKCH6 (y Å03ax 60 Mra (hilt)peBMaTOiAHHM aPTPHTOM OTPHMYBUIH o

H.Bc
II .04.2025
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BFIPOÅOB)K 11PH6JIU3HO18 MicnuiB. ÅaHi npo 6e311eKYTa 6iJ1b111 AeTaJ1bHa iH(bopMaui51 npo 1110

nporpaMY npemcTaBJ1eHi B p03ÅiJ1i BJ1aCTMBOCTi».

Y npoueci KJ1iHiHHHX AOCJ1iÅ)1CHb 3a yqacT10 naui€HTiB i3 1"OCTPHM IlicJIHonepauiüHHM 60J1eM rlicJ151

a6ÅOMiHaJ1bH0-riHeKOJ10riMHHX xipypriqymx BTPyqaHb,CTOMaTOJ10riHHHX, BICmoqa101-1V1

1222 naui€HTH, HKi 3aCTOCOBYBaJIH eTOPHKOKCH6(y Å03ax 90 Mr a60 120 ME), npod)iJ1b He6a)KaHHX

6YB y 1_1iJIOMYrraKHM xe, y 3a yqacno naui€HTiB 3 OCTeoapTPHTOM,
peBMaT0iÅHHM apTpHT0M Ta xpoHit1HHM 60J1erv1y HVI)KHiM qacTHHi CIIHHH.
npo HH)Kqe3UHaqeHi n06iq1--1i peaKL1ii 110BiÅOMJIHJIOCb3 6iJ1bL110K) qacT0T0K) 11PH 3acTOCYBaHHi
npenapaTY, Hix nnaue60, y npoueci KJ1iHiHHHX AOCJ1iÅ)1CHb 3a yqacno naui€HTiB 3 OCTeoaPTPHTOM,
peBMaTOiÅHHM apTPHTOM, XPOHiHHHM 60J1eM y HVD1<Hiü yacTHHi cr1HHH a60 aHKiJ103Y}OHHM
CllOHÅHJ1iTOM, 51Ki 3aCTOCOBYBaJIH eTOPHKOKCH6y Å03i 30 MP, 60 MI" a60 90 MP TIPOTWOM 12 TM)KHiB

(ÅOCJ1iA)1C1-1HS1 3a nporpaM010 MEDAL, KOPOTKOCTPOKOBiÅOCJ1iÅ)1CHH51 1110110 rocTporo 601110 Ta

rlOCTMaPKeTHHrOBHüAocBiÅ).

Knac CHCTeMVf opraHiB

IH(beKL1ii Ta iHBa3ii

3 60KY KPOBii JliM(baTHHH0i
CHCTeMH
3 60KY iMYHH0icucrreMH

P03J1aÅHMeTa60J1i3MYi
xapHYBaHHH

FICHXiHHi nopymeHH%

3 60KY HepBOB0i CHCTeMM

3 60K o raHiB 30
3 60KY opraHiB cnyxy i
BeCTH6 JM Horo ana a
3 60KY cepun

3 60KYCYAHHH0icucrreMH

3 60KY AHXU1bHOi CHCTeMH,
opraHiB rpYÄH0i KJ1iTKH i
cepemocTiHHH

1106iHHi peaKÅii

UlbBeOJ151 HHM OCTHT

racTpoeHTepHT, BepxHix ÅHXU1bHHX L11JIHXiB,

iH eK11ii cet10BHBiAHoro arc

aHeMi51 B pe3YJ1bTaTi 111JIYHKOBO-KH111KOBOi
K 0B0Teqi , JleäKoneHiq, OM60UHToneHiH
nine TJIHBiCTb

aHri0HeBPOTMt-1HPIMHa6PHK,

peaK11ii, y TOMY qucni

Ha6 SIKH/3aT ViMKa iAHHH
3HH)1CHHH a60 HOCUJ1eHH51 aneTHTY, 36iJ1b111eH1-1% Macq

TiJ1a
menpeciq, noripmeHH% p03YM0B0i

nimbHOCTi, ra.mouvmal_lll
TaHiCTb CBiAOMOCTi , HecT10KiMHMM CTaH

3ar1aM0 oqem-l%,ROJIOBHVIÜ 6iJ1b
mucreB3iq, 6e3COHHH, rra ecTe3ifl/rinecTe3i%,COHJIHBiCTb
BHYTpi11_1Hbo-qepeTIHHÜKPOBOBHJIHB

HeqiTKiCTb 30 ,

111YM y Byxax, 3anaMopoqeHH%

Bin ce ue6HTT%, a HTMi%
(l)i6pHJ151L1iq nepencepÅb, rraxiKapAi% , 3acTiiiHa cepueBa
HeÅOCTaTHiCTb, HecneLIHd)iHHi 3MiHH Ha EKE,
CTeHOKa Ain , iH a KT Mi0Ka Aa
rille TeH3iq

HPHTIJIHBH KPOBi, nopymeHHH M03KOBOro Kp0B006iryS,

TpaH3VITOPHa imeMit1Ha aTarca, rinepT0Hit1HHä KPH3
BaCK JliT*

TPOM603 rJIH60KMX BeH

6 OHXOCIIUM

KameJ1b, Auc11Hoe, HOC

.J1ereHeBa eM hin
K 0B0Teqa

•svpaiHa

m i10KYMeHT\B

Ta6JIH1151 2
KaTeropi%
qacTOTH*
qacro

HeqacT0

HeqacT0

HeqacT0

piÅK0

qacT0

I-leqacT0

HeqacT0

iAK0
qacT0

Heqacmo

yacTOTa

HeBiAOMa
HeqacT0

HeqacT0

yacT0

HeqacT0

qacT0

HeqacT0

qacTOTa

HeBiAOMa
qacrro

qacT0

TOTa
iÅOMa
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3 60KYILIKT

3 60KY renaT06iJ1iapH0i

CHCTeMV1

3 60KY111KiPHi niÅ111KipH0i
KJ1iTKOBHHH

3 60KY onopH0-pyxoB0i
CHCTeMVi i cr10JIYLIH0i
TKaHHHH
3 60KY HHPOK i
ceHOBHÅiJ1bHOiCHCTeMH

HopymeHHH 3araJ1bHoro

CTaHY Ta

nopymeHHH, 110B'%3aHi 3i

cnoc060M 3aCTOC BaHH51

JIa60paTopHi AOCJ1iÅ)1CHHS1

6iJ1b )KHBOTi

3anop, MeTeopH3M, racn•pqrr, neqiqhcqcJ10THHü ped)J110Kc,
Aiapeq, AHcnenci51/nqcK0M(bopTy niJ1%H11i eniracTpi51,
HYAOTa, 6J110BaHHH, e30(bariT, BHPUKH B POTOBiÜ
no O)KHVIHi

3Åyrrn >KHBOTa, 3MiHa xapaKTepy nepucTaJ1bTHKH
KM111eLIHHKY, cyxiCTb y POTi, racTpomyomeHaJ1bHi

BHPUKH, neriTHLIHi BHPUKH, y TOMY MHCJ1i nep(bopauiH i
KpoB0Teqa LI_IKT, CHHAPOM nonpa3HeHoro KH111eqHHKY,
naHK eaTHT
IliÅBH1.L1eHHHAJIT, IliÅBH1ueHH}1 ACT
renaTHT
neqiHKOBa HemOCTaTHiCTb ,

eKXiM03
Ha6p51K 06JIW11151, cBep6i>K, BHcunam-1H, epHTeMa ,

K OllHB'

CHHÅPOM CTiBeHca — A)KOHCOHa , TOKCHLIHHM
eniAepMaJ1bHHii HeKPOJ1i3, CTiäKa MemmcaMeHT03Ha
e HTeMa
CIIUMH/CYÅOMH M'H3iB, CKeneTHO-M'A30BHä
6iJ1b/CKYTiCTb

A xe qacT0

qacT0

HeqacT0

qacT0

iAK0
iÅK0

qacT0

HeqacT0

piAK0

HeqacT0

npoTeiHypi51,IliÅBmueHHH piBHH KpeaTHHiHY B CVIPOBaTL1iHeqacT0
KPOBi, HHPKOBa (ÅHB. P03ÅiJ1
«OC06JIHBOCTi 3aCTOC BaHHff>
aCTeHi51/BTOMa, r H110110Åi6Hi CHMIITOMH
6iJ1b y rpYÅHiM1 KJ1iT1-1i

qacT0

I-leqacT0

IliÅBV11_qeHH51 piBHH a30TY ceq0BMHH KPOBi, IliÅBHLqeH1-1H HeqacT0

piBHH rinepKaJ1ieMi51, IliÅBH111eHH51
iBHH ceH0B0i KHCJIOTVI

3HH)1CHHS1 iBH51 HaT ilo B K 0Bi iAK0
* KaTeropifl yaCTOTH BH3Haqa€TbC51 TepMiHY 1106iqHoro 51BH11_xa 3a qaCTOTOK) B 6a3i

KJ1iHiHHHX AOCJ1iA>KeHb:myxe qacT0 (21/10); qacT0 (21/100, <1/10); HeqacT0 (21/1000,
<1/100); piÅK0 (21/10000, <1/1000); AY)1ce piÅK0 (<1/10000).
F106iqHa peaKuiq y npoueci 110CTMaPICTHHFOBOPO qacTOTa

BH3Haqanac51 3a MaKCHMaJ1bH010 qaCTOT010 y KJ1iHit1HHX AOCJ1imxeHHAX (maHi 3i6paHi 3a
3aTBePÅ)1CHHMV1 HOKUaHHHMH Ta A03aMH).
T KaTeropiH qaCTOTH BH3HaqaJ1aC51 BiA110BiÅHO AO Guideline on summary of product
characteristics (SmPC) (2-ii neperJ151A, BepeceHb 2009) Ha nivraBi p03paxoBaH0i BepxHb0i Mexi
95 % A1 0 3 ypaxYBaHHIM KiJ1bKOCTi yqacHHKiB, 51Ki TIPHüMaJIHJliKaPCbKHä3aci6 ETopa,
B aHaJ1i3i AaHHX III (I)UH, 06' €ÅHaHHX 3a A03010 i 110KæaHHHM (n=15470).

r ineptlYTJIMBicTb BKJff•oqae rroywrrq: anepri%, MeÅHKaMeHT03Ha aneprifl, MeÅHKaMeHT03Ha
rillepWTJIHBicTb, rinept1YTJIHBicTb, rinep-1YTJIHBicTb HeyTOHHeHa, peaKuiH rinepqYTJIMBocTi i
HeyTOLIHeHa aneprin.
3a pe3YJ1bTaTaMH aHaJ1i3YTPHBUIHX, KOHTPOJ1bOBaHHX 3a mor10Mor0K) 11J1aue60 Ta aKTHBHOro

npenapaTY 110PiBHHHH51KJ1iHiHHHX AOCJ1iA>1CeHb, ceneKTHBHi iHri6iTopH I-IOF-2 6YJIH110B'513a1--1i 3i
36iJ1bmeH1-1HM PH3HKY BUHHKHeH1-1H cepü03Hvrx apTepiaJ1b1-1nx TPOM60TWIHVIXåCOAiü BKmoqa1-01-1H

iH(bapKT Mi0Kapma Ta iHCYJ1bT.buyoqncb Ha H BHHX ÅaHHX, MOBiP 0 6iJ1bL11eHHS1
a6COJ1i0THoro pH3MKY BHHHKHeHH51 rraKHX epeBHIUHTb 1 % Ha p•

XhTPV114 H,B,
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IIPH 3acTOCYBaHHi1-111311 110BiAOMJIHJIOC%npo TaKi cepü03Hi 1106iHHi pearcuii: Hed)POTOKCHt1HiCTb,

BICmoqa10t1H iHTePCTHUiaJ1bHHiiHed)pvrr i Hed)p0THt1HHü CHHAPOM, TOMY He BHKJI}OIIEITH ix
BHHHKHeHHH 3acTOCYBaHHieTOPHKOKCH6y.

3gimygannn npo niö03pogani n06itmi pecnct(ii
Ba)KJIHBO 3BiTYBaTHnpo IliA03p10BaHi n06iqui pearcuii niCJ151 peecTpauii JliKaPCbKoro3ac06y. Lle zxae
3Mory Hama-TliKOHTPOJIYOBaTH cniBBiÄH01neHH51 KOPHCTb/PH3HK 11PH 3acTOCYBaHHiJliKaPCbKoro
3ac06y. KBU1i(biKOBaHHX npauiBHHKiB y raj1Y3i oxopoHH 3Åop0B'% npocxrb 110BiAOMJ151THnpo BCi
niA03p10BaHi 1106it1Hi peaKL1ii.

TepntiH npuDamnocmi.
4 poKH.

YMOBH 36epiraHHH.
He r10Tpe6ye cne1-1iaJ1bHHX rreMnepaTypHHx YMOB. 36epiraTH B opuriHaJ1bHiii ynaK0B11i 3axHcTY
BiÅ BOJIOrn. 36epiraTH y HenocTyr1H0MY AJ151 Airreii Micui.

YnaKOBKa.
110 7 Ta6J1eTOK y 6nicTepi. 110 1 6J1icTepy B KapTOHHiüKOP06ui.

KaTeropif1 BiAnycKY.
3a peue11T0M.

BIIP06HHK.
POHTic XemacMeAircaJ1EHA (baptvfacb10Ti1caJ1cIIPOÅaKTcC.A.

Micue3Hax0A7WHHf1 BHP06HHKa Ta aApeca Micuq 11POBaame1-1HH iioro AiHJ1bHOCTi.
Jlapucca FIPOMHCJIOBa30Ha, T10111TOBa CKPHHbKa 3012, Jlapmcca, 41 500, rpeuin

Aarra OCTaHHbOro neperJIHAY. 11.04.2025.
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