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3ATBEPI)XKEHO
Haxas Minicrepcrsa oxoponn
300poOB’S YKpaiHu
07.10.2022 Ne 1823
Peecrpaniiine noceiguenns
Ne UA/19698/01/01
Ne UA/19698/01/02
Ne UA/19698/01/03

3MIHHU BHECEHO
Haka3s Minicrepcraa
OXOPOHM 310POB’S YKpaiHu
No

IHCTPYKIIISI
AJIS MEAMYHOT0 32CTOCYBAHHA JIKapCHKOT0 3aco0y

CIBIHKBO
(CIBINQO)

Cknao:

olioua pevosuna: abrocitinib;

1 Tabnerka, BKpUTa IIIIBKOBOIO OOOIOHKOI0, MICTHTH abpomuTuHi6y 50 Mr aGo 100 mr, a6o 200 mr.
Oonomizichi pewosunu. IETI0N03a MIKPOKPHCTaliuHa, Kaubliro docdar JBOOCHOBHWIH Ge3BomHM,
HATPII0 KPOXMAIBITIIKOILT, MarHilo creapar; miiBkoBa o6ononka Opadry® II Pink (33G150000):
rinpoMeno3sa, TUTaHy JiOKCUN; JTAKT032, MOHOTIAPAT; MAKPOTOJ, TPIalleTHH, 3a11i3a OKCHJ| YepPBOHHIL.

Jlikapceka ¢opma. TabneTkn, BKpUTI TUTIBKOBOIO 060IOHKOIO.

OcHoeHi ¢hizuro-ximiyni enacmugocmi:

TabneTky 110 50 Mr — OBaybHI pOyKeBi Ta6IETKH, BKPHTI IUTIBKOBOO 0G0IOHKO0, NOBKHHO IPHGIHZHO
11 MM i mupuHotO 5 MM, 3 THCHEHHAM «ABR 50» 3 oxHOro 6oky ta «PFE» 3 inmoro 6oky;

Tabuerky 1o 100 Mr — Kpyrii poxkeBi TaGIeTKH, BKPUTI MIIBKOBOIO O0OIOHKOIO, AiaMETPOM IPHOIH3HO
9 MM, 3 TucHeHHAM «ABR 100» 3 ogroro 6oxy Ta «PFE» 3 inmoro 6oky;

Tabnetkn mo 200 Mr — oBambHI poXKeBl TAONETKH, BKPHUTI IUIBKOBOIO OOOIOHKOK, JOBIKHHORO
npubnusHo 18 MM i muprHO 8 MM, 3 THCHEHHAM «ABR 200» 3 oxHoro 6oky ta «PFE» 3 iHmoro 6oKy.

®apmakoTepaneBTHYHa rpyna. Immi nepmarornoriudi npemapaTi, 3acO0M IIPOTH AEPMATHTY, 32
BUHATKOM KopTukocTepoigis. Kox ATX D11AHOS.

Dapmaxonoziuni 1acHmueoCi.

DapmaxoOuHamira.

MexaHi3Mm mii.

AbponuTnHib — 1Hri6iTOp AHYC-KiHasu 1 Tuy. SIHyc-KiHa3H — Lie BHYTPIIIHEOKIITHHA] GepMEHTH, SKi
TepelaloTh CUTHAIY, 10 BHHUKAIOTH IPH B3a€MOMIAX MUTOKIHY ab0 perentopa ¢aktopa pocTy Ta Ha
KIITUHHIK MeMOpani, [ BIVIMBY Ha KIITHHHI NPOLECH KPOBOTBOPEHHS T2 POGOTY KITHH IMyHHOI
cucteMu. SHyc-kiHasu (GoCHOPHIIOITE Ta AKTHBYIOTH CHTHaIbHI TPAHCAYKTOPH T4 aKTHBATOPH
TPAHCKPHUILIi, AKI MOAY/IOIOTh BHYTPIIIHBOKIITHHHY aKTHBHICTb, BKIIKOYAIOYM EKCIIPECi€l0 T'eHiB.
luriGyBanus sHyc-KiHasK | MOLyIO€ NULIXY IPOXOUKEHHS CUTHAILY, 3an106iraroun GpochopUIoBaHHIO
T4 aKTUBAlLll CUTHAJBHUX TPAaHCAYKTOPIB Ta aKTHBATOPIB TPAaHCKpUNLii. Y 6ioxiMiuHUX aHamizax
abpoLUTHHIO HEMOHCTPYE CEMEKTHBHICTE mIoz0 AHyc-kinasu 1 (JAK1) nopieHsHO 3 iBmMME TproMa
13opopmamu JAK: JAK2 (y 28 pasis), JAK3 (y > 340 paziB) i Tuposunkinasu 2 (TYK?2, # 43 pazn). V
KOHTEKCTi KIITHH BiH IEpeBaXXHO iHTiIOye cnpuunHeHe uutokiamu docdopumonanyy A firaamsanx
TPAaHCAYKTOPIB Ta AaKTHBATOPIB TPAHCKPUNIIl CHUTHANBHUMHM mapamu, 1o wigm#h JAKIL, i He
HepelKko/pkae nepenadi curHaiis mapamu JAK2/JAK?2 a6o JAK2/TYK2. 3uauyifidTs celeKTHRHOTO
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depmentarusroro inribysanns mozo cnemudiunnx depmentis JAK na TEPANEBTUYHY e(PEKTUBHICTH
Hpenapary Hapa3sl HeBigoMa.

DapmakoaMHAMIYHA JTis.

Kniniuni 6iomaprepu.

JlikyBanna abponuTuHiOOM G6yl0 acomiffOBAaHO 3 HO303aNEKHUM 3SHIDKCHHIM CHpPOBAaTKOBHX
b6ioMapkepip 3amaeHH: IPH aTONIYHOMY AepMaTHTi (iHTepreiikin-31 (IL-31), inTepineiikin-22 (IL-22),
KUIBKICTh €03MHOGINIB, XEMOKIH, PeryIsoBaHUll AKTHRAINEIO Ta THMYCOM (TARC)), iuribyBanaam
CUTHANBHHUX NPOBiZHMX uwIAxis JAK] (SHWKEHHS KiTBKOCTi IIpHMpOIHEX KIITHH-KUICpIB  Ta
iHnykoBaHoro inTeppeponom ramma-6inxa 10 (IP-10)) a6o oGox (BucokouyTiauBuil C-peakTUBHMIA
6inok). 1i 3mieu Oyau OGOPOTHMME Iichsd HpUNUHEHHs Tepamii. CepemHs aGCOMIOTHA KiMbKICTh
miM$ouKTiE 36inbIMTACk HA 2-My THDKHI MicIA MOYaTKy Tepamii aGpouutuniGom i [IOBEPHYNIACEH JI0
BUXIJHOIrO DPiBHA A0 9-ro Micaus repamii. ¥ GLIbIIOCTI TamieHTiB piBeHB aGCOMIOTHOI KiBKOCT
niMQOIUTIB yTPUMYBaBCS B MeXaxX HiamasoHy HOPMAbHHX 3HAUYeHb. JlixyBanHs aGporUTHHIGOM
CYNMpPOBOXXKYBAIOCE  M0303AISKHAM 30IMBIIEHHAM KUIBKOCTI B-nmiMdouuTtis 1  moszosanexuHuM
3HIKEHHSM KUIBKOCTI MPUPOAHUX KIiTHH-Kinepis. Kiiniuna 3HawymicTs nmux 3miH y ximekocti B-
JiM(OIUTIB Ta IPUPOJHUX KITITHH-KiIEPIB HEBIiZOMA.

Kapoioenexmpogizionozis.

Brume abpountuniby Ha ckopurosaruii inTepsan QTC BUBYANM B yYaCHHKIB, SKi 34CTOCOBYBAIHK OIHY
CynpaTepaneBTu4Hy mo3y abpouutusi6y 600 Mr y KOHTPONEOBAHOMY, 3a JOMOMOTOIO InIane6o Ta
aKTHBHOTO TIpENapaTy MNOPIBHSHHSA, AOCTIIPKEHHI 3 aKICHTOM Ha OLiHIOBaHHA inTepmany QT.
Criocrepiranocs sanexse Bin KOHIEHTpawii mogosxeHHs intepsany QTc, cripHYHHEHe a6POLHTHHIGOM;
cepente (90 % nmopipunii inTepsan) 36inmsmenss intepsany QTc cranosuno 6,0 (4,52, 7,49) Mc, o
BKa3ye Ha BiZICYTHICTh KIIHIYHO 3HAYYIIOro BINKBY aGpoluTuHiGy Ha inTepsan QTc y nocmimKyBaHiit
JO31.

Kniniyna edexruBHicTE i Gesnexa.

EdexruBHicTs 1 Ge3nexa 3acToCyBaHHA abponuTHHIOY y SIKOCTI MOHOTeparii Ta B xoMbiHalii 3 hOHOBOO
MEIHNKaMEHTO3HOK0 MICLEBOK Teparniero npotsaroM 12-16 TwxHiB ouinroBanu y 1616 mamieHTis y 3
KIIFOYOBUX, PaHIOMI30BaHMX, MOABIHHMUX CIIMX, MnaneGo-KOHTPOILOBAHMX JOCTIIKEHHAX hasd 3
(MONO-1, MONO 2 Ta COMPARE). Kpim Toro, edexTHBHICTE | Ge3neka 3aCTOCYBaHHS aGpOLUTHHIOY
y SKOCTi MOHOTepalii MmpoTAroM 52 TIKHIB (i3 MOXIHBICTIO 3aCTOCYBaHHS IIPENapaTry eKCTPeHOl
Teparii MamieHTaMm 3 emi3oJaMM 3arocTpeHs) ouiHoBamu y 1233 mauieHTis y mopsiitHomy ciimomy,
1a1e00-KOHTPOIBOBAHOMY — JOCTI/UKEHH] iHAyKmiHOT Tepamii ¢asm 3 3 paHIOMi30BaHHM
npunuHeHHIM yyacti (REGIMEN). Vyacaukamu ux 4 gociimKxeHs OyIiu anieHTH BikoM Biz 12 pokis
3 aTOMIYHUM JEPMAaTUTOM BiJ IIOMipHOT 10 TSKKOT (JOPMH, IO BU3HAYAETHCS AK = 3 Galy 3a UIKaiow
3aranbHOi ouinky pocaigauka (IGA), > 16 Ganis 3a IHxekcoM MIOLI YPaXKeHHA Ta CTYIEHS THKKOCTI
exsemu (EASI), ypasxenns > 10 % muromi moepxwi Tina i > 4 6anu 3a YACIOBOK peHTHHETOBOIO IIKAIOK0
MakcuManbsHoro ceepOinas (PP-NRS) na BuxinHoMy pieHi no panmomizauii. ITanienty, y sxkux panime
He Oyna JOCATHYTa HAJNEXHA BiANOBigb Ha Tepamilo, abo ang SKHAX MiClEBe TiKyBaHHA OyiIo
HENOLIBLHUM i3 MEOUYHOT TOUKH 30pY, 260 SKi OTPHMYBATH CHCTEMHY TEpPAILilo, JOMyCKaIHCA 10 YYacTi
B IUX JOCIIDKCHHAX. Y Cl NAIli€HTH, AKi 3aBEPINIIM BUXIJHI-TOCII/KEHHS, Maly [IPaBo HA Y4acTh y
JOBrOCTPOKOBOMY MOAOBXKeHOMY gociikentni EXTEND.

Xapaxmepucmuxu Ha GUXIOHOMY PIGHI.

Y mnaue6o-koHTponsoBanuX AocmimxenHsx (MONO-1, MONO-2, COMPARE) ta siaxpuromy
JOCIIDKEHH] IHAYKIiMHOI Tepartii 3 pannoMizosannM npunuHeHHsM yuacti (REGIMEN) y Beix rpynax
Tepamii Bin 41,4 % mo 51,1 % yvachukis Oynum sxinky, Bix 59,3 % no 77,8 % Hanexanu 10 €BponeoinHol
pacw, Bix 15,0 % mo 33,0 % — mo morronoixuoi pacu i Big 4,1 % mo 8,3 % — mo HerpoinHoi pacy;
cepeHii Bik yuacHuKiB cTaHoBUB Bix 32,1 1o 37,7 poky. Yceoro 1o Uux ZOCTIIKEHs GyI0 BKIIOYEHO
134 nauienTy BikoM Bif 65 pokiB. Y uux AocuifxkeHHAX Big 32,2 % 10 40,8 % yyacHMKIB Ha BUXIZHOMY
piBui Manu 4 6anu 3a IGA (Tsoxkuif aromivynuit nepmatut), a Bix 41,4 % mo 59,5 % nauientis panime
OTPEMYBaJIM CHCTEMHY TEpaIlilo aTONIYHOTO AepMAaTUTy. Buxiguuit cepenmiit Gan 3a ingexcom EASI
Oys y nianasoni Bif 28,5 no 30,9, Buxinuuii 6an 3a mkamnorw PP-NRS — Big 7,0 10 7,3, a Buxigauit [naexc
SKOCTI KUTTA TIpH 3axBoproBanHAX mkipu (DLQI) — six 14,4 no 16,0.

Kniniuna eionosiov.

12-TmxneBe pocmimkeHHs MoHotepanii (MONO-1, MONO-2) i 16-tmxHEBE CoipKe s
xoMmGinoBanol Tepanii (COMPARE).
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CraTHCTMYHO 3HAYYMO GilbINa YacTKa NAaLi€HTIB A0CATIa 060X IEPBUHHHUX KiHIEBHX TO4OK: 0 a6o 1
6an 3a IGA Ta/abo innexcom EASI 75 y pasi sacTocypanns abpounTuniGy v mozax 100 mr a6o 200 mr
OIHH pa3 Ha 100y nopiBHAHO 3 MWiane6o Ha 12 TwxkHi a60 Ha 16 TIokHI (quB. Tabuumro 1 i Tabmuiro 2).
CTaTucTvYHO 3HA9ymo € Te, mo OLIblUA YacTKAa MAIIEHTIB MOCSCIa NPUHAAMHI 4-6ambHOrO
NOKpaIeHHA 32 IuKajaoro PP-NRS npu 3acrocyBanni abpouutuni6y y mosysanni 100 Mr a6o 200 mr
ORuH pa3 Ha 100y NOPIBHAHO 3 Iane6o. Lle mokpaneHHs BiaMidanocs Bxe Ha 2-My THXHI i 36epiranocs
no 12 rtwxmens. V. nocnmimxenHi COMPARE wa 2 ki 6yna npomeMoHCTpoBaHA IepeBara
abpouuTuHiOy B fo3ysanHi 200 Mr Haz IyTinymMaGoM MOAO YACTHHY MAI[EATIB, AKi JOCSTIH IPHHARMHI
4-GampHOrO MOKpaIlieHHs 3a mKanol PP-NRS, 3i CTATHCTHYHO BHINMM ITOKASHUKOM JOCSTHEHHS
3MCHIICHHS CBEPOIHHs, SKe CIIOCTepiranocs Bie Ha 4-H NeHb MICis 3aCTOCYBaHHSA Mepmioi JO3M.
EdexTupHicTs NiKyBaHHA B Pi3HMX MiArpynax nauieHTis (HATPHKIAN, 32 MAcOIO Tila, BIKOM, CTATTIO,
PacoBOO MPUHANEKHICTIO Ta HAABHICTIO/BIJCYTHICTIO B aHaMHe3l JIKyBaHHA CHCTEMHHMH
iMyHOzeTpecanTamu) y aocaimkeHHsx MONO-1, MONO-2 ta COMPARE ysromkysanach 3 TaKHMH
eexTaMu B 3arabHIi JOCIIKYBaH i omy i,

Tabmuns 1.
Pesynbrarn oniniosannsa edeKTHBHOCTI aGpOoNMTHHIGY SIK MOHOTEpANii Ha THoKH 12
MONO-1I" MONO-27
Tuxneun 12 Tmxnens 12
MOHOTepaIis MOHOTepaIis
a0pOUTHHIGOM abponUTHHIOOM
200 mMr 100 mr 200 mr 100 Mr
1p./n. 1 p./o. ITnane6o 1 p./n. I p./n. [Tnane6o
N =154 N=156 N=77 N=155 N =158 N=78
[TanienTy, 5Ki BiANOBLIM Ha Tepamnio, % (95 % M)
0 ab6o 1 Gan 43,8% 23,78 7,9 38,17 28.4% 9,1
3a IGA®? (35,9; 51,7) | (17,0;30,4) [ (1,8;14,0) | (30,4:45,7) | (21,3;35,5) | (2,7;15,5)
62,7* 39,77 11,8 61,0" 44 5% 10,4
EASI-75° (55,1; 70,4) | (32,1;47.4) | (4,6;19,1) | (53,3;68.7) | (36,7; 52,3) | (3.6;17,2)
57,24 37,7% 15,3 55,34 45,24 11,5
PP-NRS4® (48,8, 65,6) | (29,2;46,3) | (6,6;24,0) | (47,2; 63,5) | (37,1;53,3) | (4,1;19,0)

Cxopouenns: JI— nmosipumii intepsam; EASI (Eczema Area and Severity Index) — Inpexc mmori
ypaxeHHs Ta CTyneHsa TsDKKocTi ek3zemu; IGA (Investigator Global Assessment) — 3aranbHa ominka
JAocmigHuKka; N — KiIpKicTh paHIoMizoBaHuX mamdieHTiB; PP-NRS (Peak Pruritus Numerical Rating
Scale) — UncnoBa peHTHHIOBA IIKala MAKCUMAIBHOTO CBepOiHH.

a. [lamientamu, y AKHX IOCSTHyTa Bigmosins 3a IGA, BBaKanMcs NAI[i€HTH 3 OLIHKOK «4HCTOM
(0 6aniB) abo «maibke urcto» (1 6an) (3a 5-6GanbHOIO IIKAIOK) Ta 3HUKEHHAM GaLHOTO IIOKA3HUKA
BiJ BUXiZHOro piBHS Ha > 2 Gaiu.

0. IlanienTamMu, y SKUX OOCATHYTa BiqUOBiAB 3a iHgekcoM EASI-75, BBaxamucs mnaifieHTH 3
TIOKpalleHHAM moka3zHuka EASI Ha > 75 % Bix BUXiTHOTrO piBHSL.

B. [TanieHTamu, y SKMX [JOCATHYTa BIANOBIAL 3a IIKano0 PP-NRS4, Bpakanucs MDAIi€eHTH 3
HNOKpaIEeHHAM Ha > 4 0any 3a Li€lo MIKAJIOK0 BiJl BUXIAHOTO PiBHS.

r. AGpounTtHHi6 3aCTOCOBYBaBCs y SKOCTI MOHOTEpaIlii,
I. CTaTHCTHYHO 3HAYyIIH{ pe3yJIbTaT i3 IOMPaBKOI0 Ha MHOXXHHHICTE Y IOPIBHAHHI 3 Iuiane6o.

Tabnuus 2.

PezyabTaTd oniHIoBaHHs eeKTHBHOCTI a0pouHTHHIOY B KoMGinauii 3 MicueBoro Tepamicio Ha
12 Twkni 1 16 TrokHI

COMPARE'
TwxneHs 12 Twxneds 16
AGporuruni6 + II60O + AYIL+ AGpouuTHHIO + 11O + AVIL+
MicLeBa Tepanis Micresa | micuesa MicieBa Tepartis Mmicuesa |, Micuesa
200 Mr 100 mr Tepamis | Teparid 200 mr 100 mMr Tepartis /Enﬁnin
1 p./a. lp/o. | N=131 | N=243 1 p./n. lp/o. | N=131/¢/N=243
N=226 | N=238 N=226 | N=238 /)/

vV
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HanienTn, sAxi BiamosiaM Ha Tepamito, % (95 % JI)

0 a6o 48,47 36,6" 14,0 36,5 47,5" 34,8% 12,9 38,8
1 6anza | (41,8; (30,4, (8,0; (30,4 (40,9; (28,6; (7,0; (32,5;
IGA® 55,0) 42.8) 19,9) 42,6) 54,1) 40,9) 18,8) 45,1)

EASI-75° | 70,3 58,7 27,1 58,1 71,08 60,3% 30,6 65,5

(64,3; (52,4, (19,5; (51,9; (65,1; (53,9; (22,5; (59,4,

76,4) 65,0) 34.8) 64,3) 717,0) 66,6) 38.,8) 71,6)

PP-NRS4*| 63,1 47,5 28,9 54,5 62,8 47,0 28,7 57,1

(56,7, (40,9; (20,8; (47.,9; (55,6; (39,s; (19,6; (50,1;

69,6) 54,1) 37,0) 61,0) 70,0) 54.6) 37,9) 64,2)

Cropouennst: 1T — nosipuwuit inrepsan; IVII — gyninyma6; EASI — Inaekc mromni ypajeHHs Ta CTYIEHS

TOKKOCTI ex3emu; IGA — 3aranpHa orinka gocnignuka; N — KiTBKiCTE pPaHIOMI30OBaHUX IIALUEHTIB;

ITIBO - nmane6o; PP-NRS — Yucnopa peiiTHHIOBa LIKaNa MAKCHMMAIBHOTO CBEPOiHHL.

a. IlamienTamy, y sSKkux NOCSrHyTa Bimmoims 3a IGA, BBaKamHCS NAIE€HTH 3 OLIHKOK «YHCTOM
(0 6anis) a6o «maibke grcTo» (1 6ai) (3a 5-GanpHOIO MIKATOK) Ta 3HKIKEHHAM GalIbHOTO TOKA3HUKA
BiJl BUXIZHOrO piBHS Ha > 2 Gaiu.

0. Ilamienramu, y sAKHX IOCATHYTa Bigmosime 3a immexcom EASI-75, BBaxamucs NALi€HTH 3
noxpaueHHam nokasuuka EAST Ha > 75 % Bix BUXigHOTO piBHA.

B, [lamieHTaMu, y SKMX HROCATHYTa BiANOBIiASF 3a ImKanoro PP-NRS4, BRaxanucs IamieHTH 3
TOKPAIIEHHAM Ha > 4 Gany 32 IIi€H0 KO0 BiJl BUXIOHOTO PiBHS.

r. A6poIMTHHIO 32CTOCOBYBABCS B KOMOIHALIT 3 MiCIEBOIO Tepariero.

I. CTaTUCTHYUHO 3HAYYIIUH PE3yNbTAT i3 IONPaBKOIO Ha MHOXKHHHICT y IOPIBHAHHI 3 miare6o.

Peszynvmamu, nog’asani 3i cmanom 300pos 1.
Ax y mocnimxennsax morotepanii (MONO-1 i MONO-2), tak i B focnimkenti kom6iHoBaHOi Teparmii
(COMPARE) uepes 12 TwxHiB Tepamii 3acTocyBaHHs ab6poumTUHIGy CTaTHCTHYHO 3HAYYIIO
MOKPAIYBAI0 PE3YIbTATH, PO SKi MOBIIOMIAIOCH IAiEHTAMH, Y TOMY YHCHI INOAO 3MEHIIEHHS
cBepOiHHSA, MOKpalleHHA CHY (32 Bi3yanbHO-aHAIOrOBOIO INKATIOK OanbHOI OIMIHKH aTOMIYHOTO
AEPMATUTY B dacTHHI i oniHku cHy (SCORAD Sleep VAS)), 3MeHIIEHHS CHMITOMIB aTOIIYHOTO
nepMmatuty (3a ITamienTopienToBaHOI0 Mipoxo eksemu (POEM)), mokpautenns sxocti xkutra (3a DLQI)
T4 3HWKEHHA CHMIITOMIB TPUBOXXHOCTI 1 Aempecii (3a ['ocmiTagpHOM 1IKAI0K OLIHKH TPUBOKHOCTI
i menpecii (HADS)), siki He Oynm CKOpUroBaHi HAa MHOXKWHHICTB, Y TIOpIBHAHHI 3 mane6o (mus.
Tabnuuio 3).

Tabnuns 3.

PesyasTaTH, Ipo siki NOBiZOMIIOCHE NANIEHTAMM HicJIS 3aCTOCYBAHHS a0poMTHHIGY y sikocTi
MOHOTepairil Ta B Komdinauii 3 micuero1o Tepaniero (ma TrskHi 12)

MoHoTeparris Komb6iHoBana Teparis
MONO-1 MONO-2 COMPARE
200 mr | 100 mr | TIBO | 200 mr | 100 mr | TIBO | 200 mr 100 mr IIBO +
lp/o. | 1 p/m lp/n | 1p./n 1p/a.+| 1p/o. + | micuesa
MiCleBa | MicleBa | Teparmis
Tepamis | Teparmis
N 154 156 77 155 158 78 226 238 131
BAII SCORAD
Sleep, 3amina Bix| —3,7% | —=2,9*% | -1,6 | =3,8* | -3,0* | 2,1 | -4,6%* -3,7% 2.4
BHXiZHOTO (-4,2; | (-3.4; | (-2,2;] (4,2, | (3,45 | (=2,7;| (4,9 (4,0, (-2,8;
pIBHS -3,3) | =2,5) | -1,0) | -3,4) | -2,6) | -1,5) | —4,3) -3,4) -2,0)
(95% A1)
[ToxpamieHHs Ha
> 4 Ganu 3a
IHIeKCOM
DLQI, % 72,6 %* 67,2 %*(43,6 %|78,1 %*|73,3 %* 32,3 %| 86,4 %* | 74,7 %* 56,5 %
NalEHTIB 3
JIOCSITHYTOIO
BIATIOBIIIO
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3 .
Bgi&;ﬁgﬁ ~10,6* | —6,8% | =3,7 | ~11,0% | -8,7* | 3,6 | —12,6* | —-9,6* -5,1
DiBHA 11,8; | (-8,0; | (-5,5; | (-12,1; | (-9,9; | (-5,3; | (-13,6; | (~10,5; (=6,3;
(9594 110 —94) | -5,6) | -1,9) | —9,8) | -7,5) | -1,9) | =11,7) | -8.6) -3,9)
HADS, nomen

CIPMBORTHICTEN) 5 1 | 1,6 | 1,0 | <1,7% | —1,6% | 0,6 | —1.6* | —1.2% 0,4
O (25 | (20 [CLT | (22 | (21 |13 (20 | 15 | (09
Siarin -1,6) | -L1) |-04) | -1,2) | -1,1) | 02) | -1,2) | —-0,8) 0,1)
(95% A1)

HADS, nomen

«[lenpecisy, —1,8% | ~1,4% | =02 | —14* | -1,0+ | 0,3 | —1,6% | —1,3% 0,3
X ir (225 | (18 | (08| (18 | (L5 [(<0.3;| 1.9 | L6 | (07
. ~14) | 0,9 | 04) | -1,0) | =0,6) | 0,9) | -1.2) | —0,9 0,2)
piBHS

(95% JiI)

HI— nosipunit inrepsan; DLQI (Dermatology Life Quality Index)— Immekc sikocTi »uTTS mpwm
3axBoproBadHsX mKipu; HADS (Hospital Anxiety and Depression Scale) — I'ocriTansHa IIkaia omiHKy
TPUBOXKHOCTI ¥ Jeripecii; N — KinbKicTh paHnomizoBanux nanienTis; II5O — miane6o; POEM (Patient-
Oriented Eczema Measure) — TlanienToopienroBana mipa exsemu; SCORAD (SCORing for AD)—
BanbHa oninka aTonivHOro JepMaTHTy B YaCTHHI 1is OliHKM cHy; BAIII — BisyansHO-aHAIOTOBA IIKANIA
OLIIHKH 00O,

* CTaTHCTHYHO 3HAYYILHH Pe3yabTaT €3 MOPABKU Ha MHOKHUHHICTb.

Bioxpume docnidoicenns indykyiiinol mepanii 3 pandomizoeanum npununennam yuacmi (REGIMEN).

B winomy 1233 nauientn 3actocoByBamM abpouutuHi6 y mosi 200 mr 1pas ma noby B pamxax
BIAKPUTOrO NOCIIDKEHHS MPOTAroM 12-TrkHeroi BeTynHOi Gasu. Cepexn nux nauienTis 798 yuacHMKiB
(64,7 %) 3an0BONBHANM KPUTEPIAM BIANOBiAl Ha Tepamio (BU3HAYEHMM SK NOCATHEHHS BiAmoBimi 3a
IGA (0 a6o 1 6an) Ta 3a ingexcoMm EASI-75) i Gynu pangomizosani o rpymu muare6o (267 narieHTis),
abpouuTnni6y 100 Mr oxuH pa3s Ha 106y (265 nauientis) a6o aGpouuTusiGy 200 Mr ofUH pa3 Ha 100y
(266 narienTiB).

Besmepepsna Tepamis (6esnepepsHo B no3i 200 Mr) Ta iHmyKkuifiHO-niaTpUMyEBansHa Tepamia (200 Mr
HpoTAroM 12 TIKHIB i3 IOATIBIIMM 3aCTOCYBaHHAM Y 1031 100 Mr) 103BOMIsLIH 3a106irTH 3ar0CTPEHHAM
3 imoBipHIcTIO 81,1 % Ta 57,4 % Bignosinuo, mopieHaHO 3 19,1 % y nauieHTis (paHAOMI30BAaHUX 0
rpynu 1wianebo), ski Oynu BUBEIeHI 3 JOCHI/UKEHHS Imicas 12-THdKHEBOro mepiofy IHAYKMiHHOI
Tepamii. 351 namienraM, y Tomy umcni 16,2 % y rpyni nosysanns 200 mr, 39,2 % y rpymi Jo3yBaHHS
100 Mr Ta 76,4 % mauienTis y rpymi mnane6o, 3HaZoOOGHIOCSH 3aCTOCYBaHHs IpENapaTry €KCTPeHOl
Tepanii — abpouutHriOy 200 Mr y komOiHauii 3 MICIIEBOIO TEpaicko.

Hoeszocmporosa epexmusnicme.

[TprpaTHuM IS yYacTi malieHTam, SKi MPORILIIU NOBHUIH KypcC Tepallii y peecTpaliiHoMy BUXiqHOMY
nocnimpkenni (nanpuknag, MONO-1, MONO 2, COMPARE, REGIMEN), nponoHyBanua nepeiTa 10
IOBrocTpoKoBoro mnoporxkenoro pocmimkenus EXTEND. V' pocnimxerni EXTEND manienrtn
3aCTOCOBYBANH a0pOIUTHHIO y KoMbiHawii 3 POHOBOIO MICIEBOIO MEANKAMEHTO3HOIO TepaIieio abo 6e3
uei. IlauienTn, AKi panime 6ynu paHAOMi30BaHi s npuifoMy abponuTnHiGy B no3yBanHi 100 Mr abo
200 mr oaunn pas Ha no0y B BUXITHHMX HOCHIKEHHAX, IPOJOBXKYBAIH 3aCTOCOBYBATH Ty CaMy 03y B
nocnimkensi EXTEND. V nocnimxerri EXTEND, naniesTy, AKi OTpUMYyBaIH IOABIAHY CIIIIy TeparTio
IO 323BEPIICHHS BUXiQHOTO NOCIi[PKEHHS, OTPHMYBATH OJHHApHY ciIiny Tepamito (iHdopmalis mozo
Ipymy, 10 sAxoi 6yB paHAOMI30BAHMH yJaCHHK, POSKPHBANACH OCIIAHNKaM, ane He nanienTam). Cepen
TNAIli€HTIB, y AKX OyJa JOCATHYTa BiIIOBIAb micis 12 THKHIB Tepamii Ta sKi mepeHInIy B TOCIi KeHHS
EXTEND, y 6impuIocti namieHTis Binosias 30epiramacs i Ha 96 THXHI CyMapHOro nepiomy Tepamii
1u11 060X 103 abpountHHiOy (64 % i 72 % nna signosini 3a IGA (0 abo 1 6am), 87 % i 90 % mns ingexcy
EASI-75175 % 1 80 % nma PP-NRS4 npu nosysansi 100 Mr oguH pas Ha o6y ta 200 Mr of4H pa3 Ha
1006y siamosinno). Cepen MalieHTiB, y AKHX He Oyla JOCATHYTa BIANOBIAG micist 12 TwxHiB Tepamii Ta
sKki ipuenHanucs 1o pocmpkeHHs EXTEND, y yacTHHM Nali€HTIB BAATOCS AOCSTTH Mi3HLOI BIATIOR I
10 24 TipkHA (B1A BUXIAHOTO piBHA) Ha GOHI IPOAOBIKEHH Teparii abpountuniom (y 25% i o IS
Bigmosiai 3a IGA (0 abo 1 6am) ta B 50 % 157 % mma signosini 3a EASI-75 npu no3ysanmj MT OJTHH
5
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pa3 Ha 100y Ta 200 Mr oxHH pa3 Ha 100y BiAnosiaHO). FIMOBipHicTH OTpHMAHHS KOpHCT] Bix Tepamii Ha
24 mwxni Gyna BUIIOIO y NaIleHTiB, y skux Oyna DOCATHYTa 9acTKOBA BiAMOBIAs Ha 12 TwoKHi,
TOPIBHSHO 3 AL{iEHTAMH, Y IKHX He 6yI1o Biamosizi Ha 12 Tvxwi. [TatienTy, sxi oTpuMyBais gyminyma6
y nocmimxedni COMPARE i B mopamsumiomy npuemmanuca go gochimxesHs EXTEND, Oynu
PaHIOMI30BaHI [JIs OTpUMaHHs abpountuHily B 1o3yBanaax 100 Mr aGo 200 Mr oguH pas3 Ha Ho0y micns
BiaroueHHs B gocnipkeHHas EXTEND. Cepex mamientis, Aki He ManM BifIOBiZi Ha Tepariio
IynizymaboM, 3HauHA YacTKa MAaI[ieHTiR JOCSTIIM BiAmOBimi uepes 12 TipkHiB micma mepexony Ha
abpouutnni6 (34 % i 47 % ma BignoBini 3a IGA (0 a6o 1 6an) i 68 % Ta 80 % mna sigmosini 3a EASI
75 npu posysanni 100 mr onun pas Ha 500y a6o 200 mr oaus pas Ha 106y BIAMOBIAHO).

[ToryIIsiiis MamlesTiB AUTIIOr0 BiKY.

EdextusHicTs i 6e3nexa 12-TrKHEBOro 3acToCyBaHHs aGpoIMTHHIOY y SKOCTI MOHOTEpAITi] OIiHIOBAIH
Y 2 paHIOMI30BaHUX, TIOABIHHAX CINHUX, LTaeG0-KOHTPOIBOBAHUX JOCIITKeHHAX dasu 3 (MONO 1,
MONO 2), y axux B3sIM y4dacTh 124 mamieHTH BikoM Big 12 mo momoamiel8 pokis. Edexrupmicts i
besnexy MoHOTeparii abpolUTUHIGOM npoTaroM Ginbuie HiX 52 TvxHI (3 MOXIIMBICTIO HeBiAKIATHOT
Tepamii A7 MAII€HTIB i3 3aTOCTPEHHAM) TAKOXX OLIHIOBAIH y BIAKPUTOMY HOCTIIPKEHHI iHEYyKIiHHOI
Tepanii 3 papnomizoBanuM npunuHeHHIM ydacti (REGIMEN), y ske 6yio BkmodeHo 246 mamieHTis
BikoM BiZ 12 mo momoxme 18 pokiB. Y mHX DOCHIIKEHHAX pe3yabTaTV B MIArpymi MiTKiB
Y3TOKYBAIKCA 3 pe3yIbTaTaMH B 3araibHIN qocnmipKysanii momyssuii. E¢extusnicTs 1 Oe3mexa 12-
TIDKHEBOTO 3aCTOCYBaHHA alOpoliuTuHiOy B KxoMmOiHamii 3 (OHOBOH MICHIEBOI0 MEIMKAMEHTO3IHOIO
TEPAII€I0 OLIHIOBAIX B PAHAOMI30BaHOMY HOJBIMHOMY CIliTOMy ILIane6G0-KOHTPONEOBAHOMY
nocnimxenHi Gasu 3 TEEN. V gocnimkenns 6yio srimoueno 287 mamientis BikoM Big 12 1o meHme 18
POKIB 3 aTOIIIYHUM JEPMATHTOM BiJ] IOMIPHOTO 0 TSKKOTO CTYIeH: 3 > 3 Gamamu 3a IGA, > 16 6anamu
3a ingekcom EASI, ypakenHaM > 10 % miomi noBepxHi tina i 3a PP-NRS > 4 Gamamu mig gac Bisuty
OLHIOBAHHS BUXIZHOrO piBHA 10 paHmoMizauii. Jfomyckanucs Ko y4acTi HaLieHTH, Y SKAX paHille He
Oyna JOCATHYTa HaJ€XHA BIAIOBIIb HA TEPaNilo a0o SKi OTPUMYBAIN CHCTEMHY TEPAITiIoO.
Xapaxmepucmuxy Ha UXIOHOMY DIGHL.

V nocnimxennt TEEN y Bcix rpymnax tepanii 49,1 % y4acHuKIB OyiH xiHo4oi crati, 56,1 % Hamexanu
Jo esponeoinHoi pacu, 33,0 % — no monronoiguoi ta 6,0 % — no nerpoiguol pacu. MeniaHHH# Bik
Y4YaCHHUKIB CTaHOBHB 15 pOKiB, a YacTKa MAIIEHTIB 13 THKKUM aTOIYHYM AepMaTuToM (4 Gamn 3a IGA)
cra"osuna 38,6 %.

Pe3ynpTaT OLIHIOBAaHHS 12-THIXKHEBOrO JIiKyBaHHS abpOLUTHHIOOM HiTel y 3BENEHOMY JOCIIIKEHH]
MONO-1 i MONO-2 ta TEEN npexncrasneso y Tadmuri 4.

Tabnuig 4.
PesyanTaTH ouiHIOBAHHA 12-THKHEBOTO JIIKYBaHHA a0poUUTHHIOOM AiTel y
3gegenomy gocaipkenni MONO-1 i MONO-2 ra TEEN

3BeneHe qocnimkenus MONO-1 i TEEN'
MONO-2
AGporutuH | A6pouutuH | Ilnane6o | AGpouuTHH | AGPOLUTHHI IInane6o
i6 i6 i6 6

200 mr 100 mr 200 mr 100 mr 1 p./n.

1 p./n. 1 p./n. 1 p./n.
0 abo 1 6an
3a IGA*?
N 48 50 23 93 89 94
% 31,3 22,0 8,7 46,27 41,64 24,5

95 % Al (18.1:44.4) | (10.5; 33.5) | (0,0; 20,2) | (36,1;56,4) | (31.3;51.8) | (15,8;33,2)
EASI-75°
N 48 50 23 93 &9 94
% 56,3 44,0 8,7 72,0% 68,5* 41,5
95 % Al (42,2, 70,3) | (30,2; 57,8) | (0,0;20,2) | (62,9;81,2) | (58,9;78.2) | (31,5:51.4)
PP-NRS4°

N 36 42 22 74 76 84
% 61,1 28,6 9,1 55,4% 526 )/, 298
95 % [l1 (45,2;77,0) | (14,9;42,2) | (0,0;21,1) | (44,1, 66,7) | (41.4; 63,9) Y/ 20,0, 39,5)
Cxopouenns: JI — nopipunit inTeppan; EASI (Eczema Area and Severity Ind Inpexe mromi
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ypaxeHHs Ta CTyneHs Tsokkocti exsemu; IGA (Investigator Global Assessment) — 3aransHa ouinka
nocnigauka; N — KiIbKicTh PaHIOMi30BAHUX nauieHTiB; PP-NRS (Peak Pruritus Numerical Rating
Scale) — Hucnosa pelATHHroBa MIKaIa MAKCHMAIFHOTO CBEPGiHHS,

a. Ilamientamu, y skuX mocarHyTa BimmoBims 3a IGA, BBa)KaIuCsH MALHEHTH 3 OIIHKOI (IHCTON
(0 Gamiz) abo «wmaitke umcron (1 Gam) (3a 5-6aNbHOIO INKANOK) Ta 3HVIKEHHAM GATbHOTO
TIOKa3HUKA BiX BUXIAHOTO piBHA Ha > 2 Ganu.

0. Tlamienramu, y sKUX HOCATHYT2 Bimmopine 3a inmexcom EASI-75, BBakamucs HAIi€HTH 3
nokpauteHHAM nokasHuka EASI na > 75 % Bin BuxigHoro pisus.

B. IlamienTamu, y AKMX JOCATHyTa Bimmosigs 3a mkamoio PP-NRS4, BBakanvica NallieHTH 3
IOKPAIICHHAM Ha > 4 6any 3a L€k MIKaJOK0 BiJ BUXiHOTO piBHA.

r. AGpouutuHi6 3aCTOCOBYBaBCA B KOMGIHAII] 3 MiCHEBOI0 MEIMKAMEHTO3HOIO TEPAILEIO.

A. CTaTHCTHYHO 3HAYYUMH PE3YNBTAT i3 ONPABKOK Ha MHOKUHHICTE y MOPIiBHAHHI 3 IIane6o.

Cepen naui€enTiB AUTAIOTO BiKy, SKi XOCATIM BiAMOBiAl micist 12 THOKHIB JIIKYBAHHA Ta B3SATH y9aCTh y
HOBrOCTPOKOBOMY IOROBKXeHOMY nociifxerHi EXTEND, 6inblricts nanienTis 36epernu Binnosins Ha
96 THXHI KyMyJATMBHOTO JIKyBaHHA JIT 060x 03 abpouutuniby [62% i 78% mma IGA (0 abo 1)
BLIMOBIAB, 89% 1 93% nnsa EASI-75 1 77% i 76% mna PP-NRS4 nns nosysauus 100 mr i 200 mr onus
pa3 Ha 106y BignoBinHO)]. Cepen MallieHTiB AUTAYOTO BiKY, IKi HE JOCATIIM BigmoBimi micust 12 Tuxwis
niKyBaHHA Ta Oy BKiIrodeHi B gociimkenns EXTEND, vacTka nmamieHTiB Jocsaria mi3Hsol Bimmosini
Ha 24 TKHi (Bil BUXiZHOro piBHA) MPOTOBKEHHS JTiKyBaHHSA 060Ma no3aMu abponuTuri6y [34% Ta
28% st IGA (0 abo 1) ta 41% i 55% nns EASI-75 npu nosysanss 100 mr i 200 Mr ogus pas Ha 106y
BiNOBIAHO].

Dapmaxoxinemuxa.
ABcopOiuis.
AGpouutuHi6 no6pe abcopbyeThes, Y pasi NepopalbHOro MPUHOMY BCMOKTYEThCA Oimbin Hix 91 %
nosu, a abcomoTHAa IIepopanbHa GioZocTymHICTE cTaHOBHTH mHpubmusHo 60 %. AGcopOuis
abpounTuHiOy MicIs IepoparTsHOro npuifoMmy BiAOYBaeThCS MIBHAKO, a MAKCHUMAIbHA KOHIICHTPAI[i B
NiasMi KPOBi JOCATa€ThCa B Mexax 1 rogued. PiBHOBakHa KOHIEHTpauis aOponuTHHIOY B maasMi
JOCATAETECS B Mexax 48 TOAMH IMICaI OJHOPA30BOrO 3aCTOCYBadHS. 3HadeHHSI Cmax Ta AUC
abponuTuHiOy 30LIBLIyBaNIMCA NPONMOPLIAHO 1031 micms mpuiiomy no3 go 200 mr. OmgHOYacHe
3aCTOCYBaHHs aOpOUUTHHIOY 3 1XKEI0 3 BUCOKUM BMICTOM XXHPIB HEe Majo KIIHIYHO 3HAYYILOrO BILIUBY
Ha excrosuuio abponutHHiOy (3HaueHHI AUC Ta Chax 36inbiyBanvcs npubnmsuo Ha 26 % ta 29 %
BIIOBIJHO, 8 3HAYEHHA Tmax OZOBXKYBANOCH Ha 2 TOAMEM). Y KIIHIYHUX ZOCHTIDKEHHAX aOpOLMTHHIO
3aCTOCOBYBAJIM HE3ATIEIKHO B1J] MpuioMy ki (muB. po3nin «Croci6 3acToCyBaHHS Ta J031»).

Posnonin.

[Ticns BHYTpINIHEOBEHHOT'O BBEACHHS 00 €M po3moailry abponuTudi®y cTaHOBHTEH 6am3pko 100 1. 3
OinKkaMu ITa3MH KPOBI 3B’A3y€ThCs MpudnusHo 64 %, 37 % 1 29 % mupkyitoroyoro aGpouuTuniGy ta
foro axkTuBHHX MeTaboniTiB M1 i M2 eimgnorimHo. AGporuTHHiO i ¥oro axtuemi MmerabomiTh
PIBHOMIPHO PO3MOIUISIOTECSA MIXK €pUTPOLIMTAMH 1 [LIA3MOIO.

Biorpancdopmartis.

Merabonizm abpouuTnHiOy in vitro onocepeaKoBaHUN KinbKoMa i30(epMeHTaMu CHCTEMH LIUTOXPOMY
(CYP): CYP2C19 (~ 53 %), CYP2C9 (~ 30 %), CYP3A4 (~ 11 %) i CYP2B6 (~ 6 %). V mocmimkeHHi
Ha JIOASAX i3 3aCTOCYBaHHAM aOpOLUTHHIOY, MIY€HOTO PaiioaKTHBHOKI MITKOIO, HAMITONIMPEHIIIHM
LVpPKYJTIOIOYAM BHIOM OyB aOponuTHHIO;, Takoxk Oyau BHUSBIEHI B OCHOBHOMY 3 mOJIgpHI
MOHOTiIpOKCUIBLOBaHI ~ MeTaboniTH, ineHTHudikoBaHi sk M1  (3-rigpoxcunponin), M2 (2-
rigpoxcunpomnin) Ta M4 (miponiauHoH mipuMinun). Y piBHOBa)XHOMY cTani M2 Ta M4 € ocHOBHUMH
MeTtabomitamu, a M1 — gpyropsaaaum. I3 3 mMeTabodmiTiB, 1110 MUPKYIIIOIOTH ¥ KPOBOTOKY, M1 Ta M2
matoTh npodim inribysanna JAK, noziOxi mo abpouutuniby, Toai sk M4 6ys (apmakomoriano
HEakTUBHMM MeTaboiniToM. PapMakoIOoTriyHa aKTHBHICTH a0pOUUTHHIOY IOSCHIOETHCH E€KCIIO3UIIEIO
He3p’A3aHoi BuXigHOI MoneKynn (~ 60 %), a takox merabomitie M1 (~ 10 %) ta M2 (~ 30 %) y
CHCTEMHOMY KporooGiry. Cyma excnosnuiit Hess’szaHoro abpountunidy, M1 ta M2,
BUpa)XXeHa B MOJIPHUX OJMHHILIX 1 3 ITONPaBKOK Ha BIAHOCHY aKTHBHICTEL, HA3HBAY
KOMIIOHEHTOM abpOIUTHHIOY.
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V nocnipxenHax s3aemMozil abpouutuniGy 3 cyberparamu BCRP 1 OAT3 (wanpuknaz, po3yBacTaTuH),
MATE1/2K (manpuxian, merdopmin), CYP3A4 (nanpuxnan, migasonam) i CYP2B6 (Hanpuian,
eaBipeHIl) KIIHIYHO 3HAYYNUX e(EKTIB He CriocTepiranocs.
Bupenenms,
Ilepion HamiBBUBeneHHS aOpOLUTHHIOY CTaHOBUTH ONM3BKO 5 roamH. AGPOLMTHHIO BMBOAHTBLCA
TOJIOBHMM YHHOM LUIAXOM METa0ONIYHOTO KITipEHCY, IpH oMy MeHmne 1 % H03u BHBOAUTHCH i3 CeHero
B He3MiHEeHOMY BUDIIALi. MeTa6omitu abpouutnnioy — M1, M2 Ta M4 — BUBOIATLCSA IIEPEBAKHO 3 CEUEIO
i € cyGcTpaTamu TpaHCIIOPTEPa OPTraHiYHKX aHioOHIB 3.
Oco0nuBi TPYIN MAIEHTIB.
Maca mina, cmams, 2enomun, paca i 6ix.
Maca Tina, crars, renotun 3a i3opepmentamu CYP2C19/2C9, pacora npuHANIEKHICT 1 BIK HE MaJy
KJIIHIYHO 3HAYYIIOr0 BIUIMBY Ha €KCIO3MLI0 abpouuTHHiOy (ouB. po3ain «Croci6 3acToCyBaHHA Ta
JIO3UY).
ITionimku (sikom 6i0 12 0o 18 pokis).
3a JaHUMU MOMYJANiHOrO (apMaKOKiHETHYHOTO aHANi3y, HE CIOCTEPIracThCsl KIIHIYHO 3HAUYIIOI
PI3HULY B cepeHiX PiBHSIX €KCIIO3ULIT a0pOLUTHHIOY B pIBHOBKHOMY CTaHI B MAI[IEHTIB IIQIITKOBOTO
BiKy ITOPIBHSHO 3 JOPOCIMMHU IPH HOPMaNBHIH JUIg IXHBOTO BIKY Maci Tija.
THayienmu oumsuozo sixy (0o 12 poxis).
JocnimKeHHs 3 BUBYCHHSA B3a€EMO/IIT TIKapChKUX 3aC00iB MPOBOJUIMCS JIHINE 3 3AIyYEHHIM JOPOCIHUX
nauieHTi. @apMakoKiHeTHKa aOpOLMTHHIOY y [iTel BikoM X0 12 pokiB He omiHIOBanacs (IUB. PO3MiN
«Crnoci6 3acTocyBaHHSA Ta JO3U»).
[MopymesHs hyHKIIT HUPOK.
Y JOCTiIKCHHI 3 3alydCHHAM IAUi€HTIB i3 HHUPKOBOIO HENOCTATHICTIO, Y IALIEHTIB 3 TOKKOHO
(po3paxyHkoBa mWBHAKICTE KiyOoukoBol ¢inprpauii (pIIK®) < 30 mu/xB) Ta momipHoro (pILIK® 30 —
<60 MII/XB) HHPKOBOIO HEJOCTATHICTIO Oyno BiasHaueHO 30impiieHHs 3HA4eHb AUCinf aKTHBHOIO
KOMITOHEHTa a0pouuTHHIOY npubnusHo Ha 191 % ta 110 % BinnorinHO, y IOpiBHSAHI 3 NMai€HTaMU 3
HOpMaNsHOI QyHKIE HUpoK (pIIK®D > 90 miu/xB) (nus. po3ain «Crocib 3acTocyBaHHS Ta JO3K»). Y
MAIi€HTIB 3 JIETKOK HUPKOBOK HEMOCTATHICTIO (papMakoKiHeTHKa aOpOIMTHHIOY HE OLIHIOBAJIACH,
ONHAK, BMXOJIAYH 3 PE3yNBTATIB, [IO CIOCTEPIraluCcs B IHIMHX MIATpyNaxX, y MHAal[ieHTiB 3 JIEIKOXO
HupkoBok HepocraTHicTio (pIIIK® Big 60 mo < 90 Mi/XB) OWiKye€TbCs 30INBIIECHHA EKCIIO3MLIT
aKTHBHOIO KOMIIOHeHTa abpouuTtuHiOy mo 70 %. 36imsireHHs ekcriosuuii 1o 70 % He € KIiHIYHO
3HAYYILIMM, OCKIJIBEKY e(eKTHUBHICTH 1 Oe3mexa 3acToCyBaHHA aOpOLUTHHIOY MalieHTaM 3 aTOIIYHUM
JIEPMATUTOM 3 JIETKOI HHPKOBOIO HEIOCTaTHICTIO (n = 756) Gyia MOPIBHAHHOIO 3 TAKOXO B 3arajIbHIN
MOmyJIsAii, 32 MAaHUMM KIIHIYHHUX JocuimkeHs ¢asm 2 ta dasu 3. pllIK® B oxpemMux mnalfieHTiB
OI[IHIOBANK 3a PEKOMEHZOBaHOIO (opmynoro Momudikamii gieTH B pas3i 3aXBOPIOBAHHA HMPOK
(Modification of Diet in Renal Disease, MDRD). 3acrocyBanHs aOpounTrHiOy HE BHBYANOCH Y
NAI{€HTIB i3 TEPMIHATFHOIO CTAHIi€r0 XBOPOOH HUPOK, SKi OTPHUMYIOTh 3aMiCHY HUPKOBY TEpaIliio (IMB.
posxin «Croci6 3acrocyBaHHA Ta HO3W»). Y KIIHIYHHMX JOCHIKeHHAX (asm 3 3acTocyBaHHA
aBpoNUTHHIOY MALiEHTaM 3 aTOIIYHMM JepMaTHTOM i3 BHXiTHIMH 3HAUSHHAMH KIIPEHCY KpeaTHHIHY
MenIre 40 MII/XB HE BUBYAJIOCh.
Bruins Ha ¢yHKIIFO TEUiHKMY,
V maniedTis 3 nerkoro (kmacy A 3a kmacudikaniero Yadnma — [I'ro) Ta momipHO0 (kinacy B 3a
xnacubikaniero Yaitnma — IT'10) meuinkoBoro HegoctaTHICTIO 3HaUeHHSA AUCqf akTHBHOTO KOMIIOHEHTA
3HIDKYIOTBCS MpuOMu3HO Ha 4 % Ta 30impuIyioThes Ha 15 % BIANOBIAHO, HMOPIBHAHO i3 IHMMH
3HAYEHHAMH Y NALIEHTIE 3 HOPMANBHOIO QyHKIier0 medinky. [{i 3MiHY He € KITiHIYHO 3HATYIIUMU, TOMY
y TAli€HTIB 3 JErkoX abo ITOMIPHOI MeYiHKOBOK HEeJOCTATHICTIO KOpPEKIis JO3U He NOTpibHa (IuB.
posain «Crioci6 3acToCyBaHHS Ta HO3H»). Y KIIHIYHUX AOCHIIXKEHHAX el [TOKa3HUK abpolHTHHIOY HE
OUIHIOBaBCA Yy mauieHTiB i3 Tsokkoro (kmacy C 3a kmacudikauiero Yaitnna — IT°r0) neqiHkoBOIO
HegocTaTHicTio (muB. po3zain «IIpoTumokazaHHsg») a00 y MAieHTIB 3 TO3UTUBHUM Pe3yJIbTaTOM TECTY
Ha akTUBHUI renatut B a6o remarut C mijg yac ckpuHinry (que. po3nin « Oco6NUBOCTI 3aCTOCYBAHH).

Kainiyni xapakrepucTuKu.

Hoxazanns.
CiOiHKBO TOKa3aHUM I JTIKYBaHHS ATOMIYHOTO JAEPMATUTY Bifl MOMIPHOTO m0/TAXKKOTO CTYHEHS
TKKOCTI Y IOPOCTHX Ta AiTeH BiKOM Bill 12 pokiB, sKi € KAHANIATAMM JJIs CHCTEM} i
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Ilpomunoxazarus.

* TimepuyTinsicts no nirouoi pewoBmEm ab6o xo Oyab-sKoi 3 TONOMDKHHX PEUOBMH IIPENApary,
3a3HavyeHux y posaini «Cxmamy.

* AxTHBHI TAXKKI cucTeMHi iHdeknii, Briowaroun TyOepkynso3 (muB. posmin «OcobmuBocTi
3aCTOCYBAHH ).

* TshKka Me4iHKOBA HEIOCTATHICTE (UB. po3ain «Croci0 3acTOCyBaHHS Ta JO3M»).

* BariThicTs i rogysaHna rpyaiio (zuB. po3znin «3acTOCyBaHHsS y Mepiofl BariTHOCTI a6o roJyBaHH:

TPYIUTION).

B3aemooin 3 intuumu nixapcokumu sacobamu ma inwi 6udu 63aemooiil.
[Torennifina 3MaTHICT IHINTHX JiKAPCHKUX 3ac00iR BILIMBATH Ha (hapMAKOKIHETHKY a0ponHTHHIOY.
AbpouuTuHi6 MeTabomizyeTses nepeaxro izodepmentamu CYP2C19 i CYP2C9 Ta, MeHIIO0 Miporo,
isopepmentamu CYP3A4 i CYP2B6, a itoro akTuBHI MeTaGoIiTH BUBOAATELCS HUPKAMH i € CyOCTpaTaMu
TpaHcnopTepa opraHiyHux aHioHiB 3 (OAT3). TaxuMm 4uHOM, Ha €KCIIO3ULiI aOpouuTHHIOY Ta/abo
HOTO aKTHMBHHX METa0OJITiB MOXYTh BIUIMBATH JiKapchKi 3aco6H, ski iHTiIOyrOTH aGo IHIYKYIOTE IIi
130QepMEHTH Ta TPaHCIOPTHI O17IKY. PexoMeHanii 3 KOpUTryBaHHS JO3H, B pa3i HEOOXiAHOCTI, HaBeeHi
B po3aini «Croci6 3aCTOCYBaHHA Ta 03K,

Onnouacue 3acrocyBanns 3 inriditropamu CYP2C19/CYP2C9.

Y pasi 0OZHOYACHOTO 3aCTOCYBaHHS abpouuTHHI6Y y mo3i 100 Mr 3 duyBokcamiHoM (OTYXHHUM
inridiropom CYP2C19 Tta nomipuum inribitopom CYP3A) a6o 3 duykoHasomoMm (IOTYXKHHM
inribiropom CYP2C19, nmomipaum inriditopom CYP2C9 i CYP3A), crymiHb €KCIO3MI] aKTHBHOIO
KOMIIOHeHTa abporuTuniOy (amB. posnin «®apMakokimerwkay) 30inblrysascs Ha 91 % Tta 155 %
BIAMIOBINHO, MOPIBHAHO i3 3aCTOCYBaHHAM abpoUHTHHIOY OoKkpemo (muB. po3nin «Cnoci6 3acTocyBanHs
T4 TO3M»).

OnnouacHe 3acTocyBaHHs 3 iHxyKropamin CYP2C19/CYP2C9.

3acrocyBaHHA aOponuTHHIOy B 1031 200 Mr miciis 6araTOKpaTHOTO 3aCTOCYBaHHS pU(aMITIIUHY, AKHi
€ NOTYXKHHM IHIYKTOpoM i30(epmeHTiB cucremu umroxpomy CYP, npussBomuio [0 3HMIKEHHS
eKCIO3HUI[I] aKTHBHOIO KOMIIOHeHTa abpouuTuHiOy npubmmseo Ha 56 % (mmB. posnin «Croci6
3aCTOCYBaHHs Ta JO3H»).

OnHouaCHE 3aCTOCYBAHHS 3 IHIIOITOPAMH TPAHCNOPTEPA OPTAHIYHUX AHIOHIB 3.

V pasi oqHOYACHOT0 3acTOCYBaHHs abpouuTrHiOy B 1031 200 Mr 3 npobeHenu/10M, AKuii € iHribiropom
TPAHCIIOpPTEpa OpPraHiYHHX AaHiOHIB 3, eKCIO3WI[A AaKTMBHOI'O KOMIIOHEHTa abponuTHHIOY
30inpuryBaacs npudmusHo Ha 66 %. e ABuiLe He € KITIHIYHO 3HAYYIIHUM i KOPEKIis 103U He HOTpibHa.
OnnoyacHe 3aCTOCYBaHHA 3 3ac00aMiL, 110 MABHILYIOTH pH IInyHKY.

Konu a6pountnni6 200 Mr zacTocoByBaBcs oxHowacHO 3 damorumuHoM 40 mr, anraroxicrom H2-
pEeLenTopiB, eKCITO3MIiA aKTHBHOI YaCTHHH a0pOLUTHHIOY 3MEeHITyBaacs mpubansno Ha 35 %. Bruus
niaBuLieHHs piBHsa pH NUTyHKY, CIPUYMHEHOr0 3aCTOCYBAaHHAM aHTANU)iB, abo IHriGiTOpiB MPOTOHHOT
NOMITH (OMeIIpa3oi), Ha (papMaKoKiHeTUKy aOpolUTHHIOY He BHBYABCA Ta MOXe OyTH IOJIOHHM OO
eexty damoTuaury. Buiy nobopy nosy 200 mr ciig po3mISHYTH U IALi€HTIB, SKi OJHOYACHO
NpUAMAIOTh MPOAYKTH, L0 MIABUILYIOTE pH IUTyHKA, OCKUIBKM BOHH MOXYTh 3HU3UTH e(DEKTUBHICTD
aOporuTrHIOy.

[loTerttiiina 3gaTHicTE a0pounTHHIOY BIiuBaTy Ha hapMaKOoKIHETHKY IHINX JIKAPCLKHX 3ac00IB.

VY IOCHiPKEHHAX B3aeMOil 3 MNEpOpaJbHHMH KOHTpalenTHBaMH (TAKUMH SK ETHHLIeCTpaaion/
JeBOHOPrecTpen) KIiHIYHO 3HAYYIHX e(eKTIB aOpOIUTHHIOY HE CIIOCTepIranocs.

V [OoCHimKEHHAX in vitro aOpounTHHIO € iHribitopom P-raixomporeiny (P-gp). V pasi ogrouacHoro
3acTOCYBaHHs JabiraTpaHy erekcuinary (cyGerpary P-gp) 3 ommiero mozoro abporuturiOy 200 mr
3HaueHHA AUCinr 1 Cimax AabiraTpany 301nsuryBanucsa npubausso Ha 53 % 140 % BinnoBigHo, MOPiBHIHO
i3 3acTocyBaHHAM JabiraTpany eTekcunaTy okpemo. Ciif 3 00epeXHICTIO 3aCTOCOBYBATH aOpONUTHHIO
OAHOYacHO 3 JabirarpaHoM. Bruius abponutuniOy Ha (apMakoOKiHETHKY iHIIMX cyOctpariB P-gp He
BMBYABCs. 3aCTOCOBYBATH TaKki KOMOiHaIlil cmif 3 00epexHICTIO, OCKINBKM piBHI cybeTparis P-gp 3
BY3BEKHM TEPAINIEBTHYHUM BIKHOM, HAIPHKJIAX AUTOKCHHY, MOXYTH I1iIBUIILYyBATHC.
VY mocmimpKeHHAX in vitro abpouuTtuHio6 € iHriditopom ¢epmenty CYP2C19. Ognovacue 3acto
abponnTrHiOy y mo3i 200 Mr onuH pa3 Ha J00y 3 pasoBOIO J03010 oMenpazony 10 Mr miapf
sHaveHHs AUCinr i Cmax oMempasony npubnusuo Ha 189 % i 134 % Bianorigno, 1o czi
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wo abpouuTuni6 € nomipHuM inriditopom pepmenty CYP2C19. Cnin 3 06epexHICTIO 3aCTOCOBYBATH
abponUTHHIO OJHOYACHO 3 JIKapCHKUMH 3aco0aMH 3 BY3BKMM TEpalleBTHYHHUM Aialla30HOM, SfKi
roJOBHMM uHHOM MeTabomisywoTecs (epmentoM CYP2C19 (nampuxmazx, S-medeHITOIH 1
Komigorpens). Moxe 3HaHOOUTHCS KOPUTYBAHHS 03K YIS 1HIINX JIIKapCBKKX 3aC00iB, SKi FOIOBHUM
ygHoM MeTabomisyroTecs Qepmentom CYP2C19, BignoBigHO A0 IHCTPYKHIl IO MEJUYHOIO
3aCTOCYBaHHA (HAPHKIIA, UTaIompaM, kinobazam, eCIUTAIONpaM i CeTyMeTHHIO).
OrHouacHe 2acTOCYRaHHS abpounTuriGy B 1031 200 Mr oguH pas Ha K06y 2 pasoBoIo A03010 Koeiny B
7031 100 mr migeumysano 3HageHus AUCiyy kodeiny ma 40 % 6e3 BrumiBy Ha Cumax, IO CBIIYHTH PO
Te, mo abpouutnHi6 € nmomipHuM iHribitropom depmenty CYP1A2. 3aransHe KOPUTYBAaHHSA HO3U
He PEKOMEHIY€ETHCS.

Ocobnugocmi 3acmocy6anH.
V mepeniueHHX HW K4e TPYI HAUieHTiB aOpOUMTHHIG CITiJ 3aCTOCOBYBAaTH JIMIIE 3a BiACYTHOCTI
HAIEXKHHUX ANBTEPHATUBHUX METO/IB JIIKyBaHHS:
- DALlIEHTH BIKOM Bifg 65 POKIB;
- IIALEHTH 3 aTEPOCKIEPOTHYHIMU CEPLICBO-CYAMHHUMI 3aXBOPIOBAHHAMHI B aHaMHE31 a00 iHIIuMY
(aKTOpaMH PU3HMKY CEPIIEBO-CYLMHHNX 3aXBOPIOBAHb (HAIIPUKIA], KypiHHS Ha JAHWM Jac UM KypPiHHS
IPOTSrOM TPHBAIIOTO YaCy B aHAMHE31);
- mamienTH 3 (aKTOpPaME PU3MKY PO3BHUTKY 3JIOSKICHHX HOBOYTBOPEHB (HANPHKIAJ, HABHICTH
3JTOAKICHOTO HOBOYTBOPCHH Ha HaHMIT 4ac Ui B aHAMHE31).
[aderuii/TsmKki iHdexi.
[ToBimoMIsIOCS TIPO BUNAAKH BUHWKHEHHS TDKKHX IHPEKIIA y MaLi€HTIB, fAKi 3aCTOCOBYBAalH
abponuTrHi6. HaiGinp YacTUMy TSOKKEME iHQEKIiAMY B KIiHIYHMX JOCIIUKEHHX OyiId MpOCTHil
reprec, onepisyroumit aumait i mHeBMoHis (muB. posxain «IloGiuni peakuii).
OCKINBKH B JIIO/eH JTITHROTO BiKY Ta B OMYJIAI] XBOPHUX Ha LYyKPOBHIT iabeT 3araioM CIIOCTepiracThCs
BUINA YaCTOTA BHIIA/KIB BUHUKHEHHA iHQEKIiH, ciig 3 06epeiKHICTIO 3aCTOCOBYBATH LIeH Ipemapar Iif
yac NiKyBaHHS NMIOJAEH JITHHOTO BiKYy Ta TMAaLi€HTIB i3 MyKpOBHM HAiabeToM. Y MAIli€HTIB BikOoM Bin 65
POKiB aGPOLMTHHIO CIiJ 3aCTOCOBYBATH NMIIE 3@ BIJCYTHOCT] HANEKHUX aIbTEPHATHBHUX METO.IB
nixysaHus (quB. po3ain «Croci6 3acTocyBaHHS Ta TO3U»).
He crix MOYMHATH 3aCTOCYBAHHS MPENapaTy MalieHTaM 3 aKTHBHOK TSIKKOIO CHCTEMHONO iH(EKIi€ro
(muB. posain «IIpotunoxasanus»). [lepen mogaTkom Tepamii abpouUTUHIOOM, CIIiJl PETENBHO 3BAKUTH
BCl pH3MKY i niepeBary Bix Teparlil MamieHTiB:
+ i3 XpoHiuHOI0 260 PEHUAUBHON iHGDEKIIE0;
* 3 Ty0epKyJIbO30M;
* 3 HAafBHICTIO B aHAMHE3] TSLKKOI 200 OMOPTYHICTHYHOT iHpeKIIii;
«  sxi Memxand aG0 TOZOPOXYBAIM B KpaiHax, ¢ NOWMpPeHHit TyGepkynso3 abo rpubroBi
3aXBOPIOBAHHS; a00
« 3 OCHOBHYMMH 3aXBOPIOBAHHAMH, IO MOXYTh OOYMOBIIIOBATH PO3BUTOK iHpEKIIT.
Cnix perenbHO CIIOCTEpPITaTH 33 CTAHOM MAIli€HTIB [y PAHHHOTO BHSBIEHHA O3HAK i CHMITOMIB
inexnil mig wac Ta micns TikyBaHHA abponuTuHiGoM. ITamientam, y SKHX Iif 9ac JIKyBaHHS
PO3BHHYNACS HOBa IHQEKUid, MOTPiGHO HeraifHO NPOBECTH MOBHE MiaArHOCTHYHE OOCTEXEHHS Ta
POSTIOYATH BiNNOBIAHY aHTHOAKTepialbHy Tepamifo. SIKIo mamienT He BIANOBINAE Ha CTAHAAPTHY
Tepamiio, 3a OO CTAHOM CIil PETENBHO CIOCTEPIraTH, a Tepamilo MM NpenaparoM IOTpiGHO
TUMYaCOBO TPH3YITHHHTH.
TyOepxynnos.
Y KIiHIYHMX JOCTiIKEHHSX abporuTuHiby croctepirages TyOepKynbo3. Ilepen moyaTxoM Tepatii Bei
MAIi€HTH MalOTh MPOUTH CKPUHIHIOBE OOCTEXEHHS Ha TyOepKynbo3; y IAllieHTiB, sKi MEMKaoTh y
BUCOKOGHIEMIUHNX 33 TYOEpKy/Ib030M paioHax, Ciif PO3TISHYTH TAaKOX JOUINBHICTH LIOPIYHOro
CKPUHIHTOBOTO O0OCTEXeHHs. AGPOUMTHHIO HE CHiJ 3aCTOCOBYBATH Nalli€HTaM 3 aKTHBHHM
Ty6epKy15030M (uB. po3it «IIpoTunokasanusmy). [lepe; mouaTKOM 3aCTOCYBaHHS a0pOLHTHHIOY CIIify
npoBecT! NpodiTaKTUYHy TEpamito LIs JiKyBaHHS JaTEHTHOTO TyOepKy/ibo3y y MALI€HTIB 3 BIEpIIe
BUSBICHAM JIATEHTHUM TyO€epKyns030M ab0 paHiiie HeliKOBAHUM JaTEHTHAM TyOepKybO30M.
Peakrtusauis BipyciB.
[lig wac IHIYHKX KOCHiIDKEHb MOBIZOMIANOCE MPO BUIIAAKH peakTHBauii Bipycis, /émouHo 3
peaKTHBalicio Bipycy reprecy (HalpHKIai, OIepisyiodoro JUIa, MPOCTOro repregy ) {(ams. posain
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«lobiuni peaxuii»). YacTora Bunmankie BUHUKHEHHS iH(eKiil omepi3yrouoro a0 Gyna BALIOKW Y
NAU€HTIB, SIKi OTPUMYBAIH JIiKyBaHHA y Jo3i 200 Mr, BiKOM Bin 65 pokis, 3 OIIEpi3yI0YnM JHIIAEM B
aHaMHe3l, 13 MiATBEPHKEHOI aGCOMOTHOK KimbkicTio miMpomuTie (AKJI) < 1 x 10%mmM® mo
BUHUKHEHHs BUIIaJIKy, T4 MAI[IEHTIB i3 TSAKKUM aTONIYHWM JEPMATUTOM HA BUXiXHOMY piBHiI (IMB.
posain «Ilo6i4ni peaxmii»). SKiio y mamieHTa PO3BUBAETHCA ONEPI3yIOUMI TUIIAM, CITiJ| POITIAHYTH
MOJKJIMBICTh THMYACOBOT0 NPU3YIIMHEHHS TEPAIil, 10 3HUKHEHHS CHMITTOMIB 3aXBOPIOBAHHS.
CkpuHiHroBe OOCTEXEHHS HAa BipyCHUWH TeNAaTHT BiANOBITHO N0 KIHIYHHUX pPEKOMEHIAIH CIIi
IPOBOJUTH NEpE] INOYATKOM Ta IIiA 4ac JiKyBaHHsS mpernapaToM. [lallieHTH 3 O3HaKaMH aKTWBHOIO
renatuty B aGo renatuty C (3 mo3uTuBHHEM pesynasTaToM TecTy Meronom ITJIP Ha Bipyc rematuty C)
He TOTYCKAIHMCs 10 YJacTi B KIIHIYHUX JOCTIDKeHHX (TUB. po3ain «DapMakokineruxay). Ilamienram,
y kX OyB HETaTUBHUN PE3YNIbTAT TECTY HA MOBEPXHEBHH AHTUIEH BipyCy renatuty B, mosuTuBHMI
pe3ynbTaT TeCTy Ha aHTHUTINa OGLIKIB Bipycy remaTuTy B KOpOBHU Ta MO3WTHUBHMI pe3yNbTaT TECTY Ha
aHTUTiNIa IO IOBEPXHEBOI0 aHTUTEHY Bipycy renatuty B, npoeoxgmn kinbkicHuit ananiz JTHK sipycy
renatuty B. Ilamientn, y saxux xumekicts JJHK Bipycy remarury B Oyna Buine HHKHBOT Mexi
KITBKICHOTO BU3HA4YEHHS, HE JOIYCKAIUCA 0 ydacTi B KIIHIYHUX OOCHiUKeHHAX, [lamienram, y SKux
JHK Bipycy rematuty B 6yna BincyTHsS ab0 3HAXOAMIACS Ha PiBHI HIDKYE HIDKHBOI MeXi KITEKICHOTO
BM3HAUEHH:, NO3BOJIIIOCH PO3IIOYATH Tepamilo UM IperapaToM; y TaKMX MamieHTiB NepioguuHo
nposoawinu MoHiTOpuHT piBHA JIHK Bipycy rematury B. ITpu susenenni JJHK Bipycy renatuty B cuin
HaNpaBUTH NanieHTa A0 (axiBIld i3 3aXBOPIOBAHb IEYIHKH.
BakuuHaris,
JlaHuX U040 TOTO, YU JOCATAETHCA IMyHHA BiANOBIAL Ha BAKLHHALIIO Y IAIEHTIB, SKi 3aCTOCOBYIOTE
abporutuni0, Hapasi Hemae. Ilig 4ac mikyBanHs ab0 Oe3rocepeqHBO NEpe] IMOYATKOM JiKYBaHHS
abpouTHHIOOM CNiJl YHHKaTH BHUKOPHCTAHHS >KMBUX OCIa0lieHHX BakIMH, Jlo modaTky Tepamii
HEeoOXiXHO MPOBECTHM BCI IIAHOBI ILEMJICHHS, BKIIOYHO 3 NPO(QITAKTUYHMMH LIETUIEHHAMH IPOTH
OMepi3yIoYoro JHINIAI0 BiAIIOBIAHO JO YHHHOTO KaJeHaaps iMyHIzaril.
Beno3sna Tpomboembonis (BTE).
V mauienTis, fKi 3aCTOCOBYBAIA a0pOLUTHHIO, IOBIHOMIISIIOCS PO BUMTAAKH TPOMOO3Y IIHOOKUX BeH
(TT'B) i pomboembomnii nereneBoi aprepii (TEJIA) (quB. posain «IIobiuHi peakiii»).
V BenukoMy paHZOMI30BAHOMY HOCHIIKeHHI TogauuTHHiOy (iHmoro iHriGiTopa sHyc-KiHa3m) 3
aKTHBHUM KOHTPOJIBHHUM IIPENIapaToM y Hali€HTIiB i3 peBMaTOiIHUM apTpUTOM BikoM Bix 50 pokiB Ta
OpHUHANMHI 3 OTHUM IONATKOBUM (HaKTOPOM PH3UKY CEPLEBO-CYNUHHUX 3aXBOPIOBAHE CIIOCTEpiranacs
3anexyda Big gos3u Buina yacrota BTE, Bxnrouno 3 Tpombo3oMm rimubokux BeH (TT'B) 1 TpoMmboemborriero
nerenesoi aprepii (TEJIA) mpu 3acTocyBansi TodanutiHiOy mopiBHAHO 3 iHTibiTopamu OHII.
Buma gactora BTE cmocrepiranacs mpu 3actocyBaHHI abpouuTtuaiOy B 1031 200 Mr mOpiBHSHO 3
abpountuHiOOM y 1031 100 Mmr.
V nartieHTiB i3 (pakTOpaMu pU3UKY CePIIeBO-CYIMHHUX 3aXBOPIOBAHE 1 370MKICHUX HOBOYTBOPEHb (IUB.
TakoX y uboMy posnimi «CepitozHi necrnpustiusi ceprero-cyauuHi noxii (MACE)» 1 «3noskicHi
HOBOYTBOPEHH:») aOPOLUTHHIO CiIiJT 3aCTOCOBYBATH TUIBKY 32 BiICYTHOCTI HAJIXHUX AJIBTEPHATHBHUX
METOMIB JIKYBaHHS.
V nauientis i3 Bigommmn (aktopamu pusuky BTE, okpiM (axkTopiB pHU3HKY CEpLEBO-CYAUHHHUX
3aXBOPIOBAHE 1 3JIOSKiCHHX HOBOYTBOPEHH, a0POLIUTHHIO CIIijl 3aCTOCOBYBATH 3 00epesxHicTIo. PaxTopu
pusuiky BTE, okpiM (akTopiB pHU3HKY CEpIIEBO-CYIHHHHX 3aXBOPIOBAHb 1 3JI0AKICHUX HOBOYTBODEHE,
BKiIoYaoTh monepenuro BTE, ckmagmi omepanmii B mamieHTiB, iMMOOLIi3amiio, BHKOPHCTAHHS
KOMOIHOBAaHHX FOPMOHAJIBHIX KOHTpALENTHBIB a00 3aMiCHOI TOPMOHANIBHOI Teparlii, CIIaAKOBHH pO3Taz
KOATyJIsLii.
ITix gac jsikyBaHHs aOpOIUTHHIOOM CIIi I IepioAUYHO IPOBOAUTH IOBTOPHE OOCTEKEHHS IAlli€HTIB I
oliHky 3MiH pusuky BTE.
IManieHram 3 o3HakaMu Ta cumrnroMamu BTE cirin HeraifHo poBecTH 0OCTEXEHHs Ta B pa3i MX03pH Ha
BTE npHIMHATH 3aCTOCYBaHHS a0pONUTHHIOY He3alIeXKHO BiJl T03M.
Cepiiosni HecnpusaTingi ceprieso-cyanaai noaii (MACE).
V mauienris, sKi OTpUMyBaiu aOpOUUTHHIO, ClIOCTepiranycs cepHo3Hi HeCIIPUATIINBI CepLEBO-CyJUHH]
nozxii (major adverse cardiovascular event, MACE).
V BeIMKOMY paHIOMI30BaHOMY MOCIHI[KEHHI TodauuTHHIOy (iHmOro IiHriGiTopa SHyC-KiHg3H) 3
aKTHBHVM KOHTPOJIEHHM MpENapaToM y MAIi€HTIB i3 peBMAaTOIIHUM apTpUTOM BikoM Bix 50
IpUHAKMHI 3 OXHUM [OJATKOBUM (HaKTOPOM PU3UKY CEPIIEBO-CYAUHHMX 3aXBOPIOBAHE CIIQR,
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BuIa 4acToTa BUHMKHEHHI MACE, 1110 BU3HAYaK0ThCS K CMEPTH Bill CEpLEBO-CYTMHHHEX 3aXBOPIOBAHb,
HeneTabHui HGapKT Miokap/a i HeleTanbHuil {HCYIBT, IPU 32CTOCYBaHHI TODAIMTHHIGY HOPIBHIHO
3 iHri6iropamu ®HII.
Takum YMHOM, mauwieHTaM BikoM Bif 65 pokiB, marfieHTam, sIKi TpUBaIMii yac KypaTh a6o KypuiId
TPUBAIMH 4YaC y MHHYJIOMY, a TaKOX Ialli€HTaM 13 HA’BHICTIO B aHAMHE3i aTEpPOCKIEPOTHYHOTO
CEpLEBO-CyIUHHOT0  3aXBOPIOBaHHA a00 3 IHIIMMH (AKTOpaMH PpH3UKY CepLEBO-CYAMHHUX
3aXBOPIOBaHb AOPOIMTHHIO CINiJ 3aCTOCOBYBATH JIMINE 32 BIACYTHOCTI HAJEXHHX alTbTEPHATHBHUX
METOJIB JIIKyBaHHS.
371051KicHI HOBOYTBOPCHHS (38 BUKITIOUEHHAM HEMEIaHOMHOro paky mkipu (HMPII)).
V manienTis, sxi npuiMany iRri6iTopn sHyc-KiHa3¥, BKIIOYHO 3 aGpONUTHHIOOM, TIOBIIOMIAIOCS TIPO
BUIIaKY TIMGOMHU Ta iHIIMX 3M0SKICHHX HOBOYTBOPEHb.
Y BemMKOMy PpaHAOMI30BAaHOMY JOCHiMKEHHI TodanuTurily (iHmoro iHriGiTopa sHyc-KiHasw) 3
AKTHBHUM KOHTPOJIGHUM IIPENapaToM y MAIi€HTIB i3 peBMaTOIIHUM apTPUTOM BikoM Bix 50 pokiB Ta
NpUHAMHI 3 ONHUM JOJATKOBHM (PaKTOPOM PU3MKY CEPIEBO-CYIUHHHX 3aXBOPIOBAHE CHOCTEpIranacsa
BHUIA YACTOTA 3JO0AKICHUX HOBOYTBOPEHB, 30KpeMa paky JiereHb, Jimoomu T1a HMPII, npu
3acToCyBaHHI TOQaMTHHIOY mOpiBHAHO 3 iHribitopamu ®HII.
Buma wacToTa 3JI0AKICHNX HOBOYTBOpeHb (32 BukmoueHHAM HMPIII) cmoocrepiramacs mpu
3acTOCyBaHHI abpouuTHHIOY B 1031 200 Mr mopiBHsIHO 3 abpormTuHiGom y no3i 100 mr.
V marnieHTiB BikOM BiX 65 pOKIB, NaIli€eHTIB, SAKi TPpUBAIUN Yac KypATh ab0 KYPUIIM TPHUBAIHH 4ac y
MHHYJIOMY, a TAKOX y NAlli€HTIB 3 IHIMKMH (pakTOpaMU PH3HUKY PO3BHTKY 3JI0AKICHHX HOBOYTBOPCHB
(Hanpuxiaz, i3 HasIBHUMH 3JIOSKICHUMH HOBOYTBOPEHHAMH a00 3JIOAKiCHUMH HOBOYTBOPEHHSIMH B
aHaMHe31) aOpOLMTHHIO CNiJl 3aCTOCOBYBATH JIMIIE 32 BiJICYTHOCTI BiIMOBINHMX albTEPHATHBHHX
METO/IIB JIiKyBaHHSI.
HemenanoMH#i pak MIKIPU.
Ioeigomisnocs npo Bunanky BuHuKHeHHS HMPI y narieHTiB, siki oTpuMyBany a0poUnTHHIO. YeiM
NALi€HTaM, 30KpeMa THM, SIKi MaloTh MiABHINCHUH PH3HK PO3BUTKY PaKy MIKIPH, PEKOMEHIYEThCSI
TepioANYHO NMPOXOUTH OOCTEKEHHS IUKIPH.
Bigxunesns Bijt HopMHu 3 GOKY pe3yibTaTiB aHAIi3y KPOBi.
VY KTHIYHAX JOCHIDKEHHAX MiATBEpIKeH] BUaaKy abconoTHo! KinpkocTi rimbonuris (AKJT) < 0,5 x
103/Mm? Ta xinskocTi TpomGonuTie < 50 x 10°/Mm® ciocTepiramucs B Menme Hix 0,5 % nanienTis (Tus.
po3aia «ITo6iuni peakiii»).
TarienTam 3 KinbKicTio TpoMbonuTie < 150 x 10°/mm?, AKJI < 0,5 x 10°/Mm>, a6comoTHOIO KiNBKICTIO
nefirpodinis (AKH) < 1,2 x 10°/mm> a6o 3 piegem remoryo6iny < 10 r/mn Tepamito aGponuTHHIGOM
posmouynHaTH He cmin (guB. po3fin «Cmocid 3acTocyBaHHA Ta IO3wW»). HeoOximHO posrismaTd
Pe3yNbTATH 3arajibHOTO aHAJI3y KpOBI uepe3 4 THXKHI ITCHS MOYaTKy Tepalii, a IMOTIiM BiANOBiAHO A0
ITAHOBOTO BEJCHHS TMaIli€HTa (JIUB. TAOIHUIO 5).
Jlirijm.
[TorixoMnsocs Ipo 10303aJIeXKHe MiJBUIICHHS MapaMeTPiB JTiJHOTO CIIEKTPa B KPOBI NaLliEHTIB, AKi
3aCTOCOBYBAIM aOpOIUTHHIO, MOpiBHAHO 3 mnaunebo (muB. posain «IloGiuni peakuii»). Ilapamerpu
NIIOITHOTO CIEKTPa CIiJ OLIHIOBAaTH NpUONM3HO 4epe3 4 TIDKHI ICHA MOYAaTKy Tepamii, a MOTIM
NepioANYHO, 3 YpaxXyBaHHAM PU3MKY CEPHEBO-CYAMHHUX 3aXBOPIOBaHb y nmanienta (auB. Tabmumro 5).
BruiB nifBUIIeHHsS TapaMeTpiB JiliIHOIO CIEKTpa Ha 3aXBOPIOBAHICTH CEpLEBO-CYAHHHOI CHCTEMH i
CMEpPTHICTH He BcTaHOBJIeHHH. IlamieHTH 3 aHOMAaNBPHMMM NOKAa3HHKaAMH pIBHA JHIIAIB ITOBMHHI
nepeOyBaTH M HAIJIAMOM i JIIKyBaHHAM BIJIIOBIJHO A0 KIIHIYHMX PEKOMEHAaLilt 4epe3 BimoMi
CepleBO-CyIHHHI PU3UKH, [TOB’43aHi 3 rinepuiniieMiero.
ITamienTH TITHEOIO BIKY.
T[Mpodine Ge3nek, SKuit criocTepirases y NallieHTIiB TITHHOTO BiKy, OyB moAiOHuM 110 npodinro Ge3nexn
B IONYJIALI] JOPOCHUX MAli€HTIB MOJOALIOTO BiKy, 32 TAKMMHU BUHATKAMU: OiNIbIIA YACTHHA MAIICHTIB
BIKOM BiJ 65 pOKiB IPUITUHIIN Y9acTh Y KIIHIYHAX AOCTIIHKEHHIX 1 MalIy OiNbII BHCOKY HMOBIPHICTE
PO3BUTKY CEpPHO3HMUX MOOIUHMX peakllili MOpiBHIHO 3 MOJIOAIIMMH NallieHTaMH; TTalli€HTH BiKoM Bif 65
POKiB Mai OiIb1I BUCOKY HMOBIPHICTh SHIDKEHHS KinbkocTi TpomboruTie Ta AKJI; 3axBoproBanicTs Ha
OIIepi3yrOUmi IULIall ¥ NAi€HTIB BikoM Bi 65 pokiB Oyia BHINOIO, HIK y MALI€HTIB MONOJIIPT@ BiKy
(nuB. posain «[loGiuni peakmuii»). aHi mpo 3acTocyBaHHs IpenapaTy NallieHTaM BIKOM ##1 /5 pokiB
Hapa3si oOMexeHi.
3acTOCYBAHHA NAIlICHTAMH BIKOM Bin 65 POKiB.
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Bpaxosyroun ninsumenuit pusuk MACE, 310AKiCHUX HOBOYTBOPEHB, TSKKMX iH(MeKLiil i CMEPTHOCTI
BIJ| yCIX NPHYMH y MALi€HTIB BiKOM Bif 65 POKIB, AK CHOCTEPIraTocs y BEIHKOMY panoMizoBaHOMY
mocnimkerHi TogauuTHHiGy (immoro iHri6iTopa sHyc-KiHasH), aGpPOLHTHEIG CINJ 33CTOCOBYBATH B
TaKUX MALIEHTIB JIMINE SKIIO HATIEXHi aNTbTEPHATHBHI METOAH JiKyBaHHS HEJOCTYIIHI.
[IpurHiveHns iMyHiTeTy, 00YMOBIeHe 3aXBopioBaHHAMHE ab0 3aCTOCYBAHHAM JIKapCHKHX 3aC00iB.
HanienTy 3 imyHoaediunTHIMu cTagaMu abo iX poaudi NEpIOro CTyIeHs COOPiXHEHHS 3i CIaIKOBUM
iMyHOZIE(QIMTOM HE MOMYCKaJlMCS HO y4acTi B KNIHIYHMX OCHiIKeHHSX, iHpOpMAmis mpo mux
NaLi€HTiB BiACyTHA. 3acToCcyBaHHA abporuTrHiOy B KOMGiHALIT 3 610NOriYHMME IMyHOMOJY IS TOPAMH,
TOTY>XHUMY IMYHOAENPECAHTAMH, TAKAMH SIK IIMKIOCHOPUH aGo inmi iHriGitopu suyc-kinasu (JAK),
HE BUBYAIOCS. IX OJHOYACHE 3aCTOCYBAHHS 3 aGpOLUTHHIGOM He PEKOMEHIY€EThCA, OCKIIBKH He
BUKIIOUEHHH PU3HK MOCUIICHHS IMyHOCYIpecii.
JomoMidkHi peuOBHHM.
Jlaxmosa, moroziopam
[TanienTam 3 TaKUMM PiOKICHUMM CIaJKOBMMH 3aXBODIOBAHHSIMH, AK HETEPEHOCHMICTb IalaKTo3W,
TOTaIbHA JIAKTa3HA HEIOCTAaTHICTh a00 CHHAPOM MansalcopOuii INIFOKO3H 1 IanmakTo3H, He CIix
3aCTOCOBYBATH IIeit Mpenapar.
Hampiii
Lleit mikapcekui 3aci® micturs MeHIIe 1 MMOMb (23 Mr) HaTpitO Ha OAHY TaGIeTKy, TOOTO IPaKTHIHO
BUIBHHH Bijl HATPIIO.

3 MmeTor0 iHGOPMYBAHHS PO PHU3UKM, INIOB’S3aHI 3 3aCTOCYBaHHAM aGpouuTHHIGY Ta HagaHHA
peKOMEH Al 100 3MEHIIEHHS X PH3HKIB 32 JOIIOMOTOK0 HANEKXHOIO MOHITOPUHTY 1 YIIpaBIIiHHS,
JUIS TiKap4 1 IanieHTa po3poOIIeH] BiATIOBIHI HaB4YaabHI MaTepialin.

3a nocunanHaM https://webfiles.pfizer.com/file/e258cela-1179-4523-8237-435f15d8499 sHaxoauTecs
inpopmaniitna KapTka namieHTa, AKy peKOMEHAYETHCS 3alOBHUTH 1 MMOKa3yBaTH Jikapro. HapuaneHi
Matepiany [y nikaps, Ta KapTky nmanieHTa Takox po3MirieHo Ha caiiti Pfizermed.com.ua.

3acmocysanna y nepioo eazimuocmi abo 200yeanus zpyooio.

JXiHKA PEMPOAYKTHBHOTO BIKY.

JKiHkaMm penpoLyKTHBHOIO BIKY CJIiJl peKOMEHIYBATH 3aCTOCYBaHHs e(DEKTHBHUX 3ac00IB KOHTpaLeIii
mijJ 4gac Tepamii Ta npoTAroM 1 Micsus micns npuiioMy ocTaHHBOI go3u npemnapary CiGinkso. XiHok
PENpPOXYKTUBHOTO BiKy HEOOXITHO 3a0X0YyBATH [0 [UIAHYBaHHS Ta NPOQITAKTHKY BAriTHOCTI.
BariTHICTb.

JlaHi 0z0 3acTOCYBaHHA a0pOLHUTHHIOY BariTHUMH XKiHKaMH Hapasi oOMexeHi abo ITOBHICTIO BiZICY THI.
3a pesynpTaTaMu JOCIIIPKEHHS Ha TBapHHaX OyJO IMPOAEMOHCTPOBAHO PEMPOAYKTHBHY TOKCHUHICTB.
byno noxasaHo, mo aGpouLWTHHIO BHKIUKAe eMOpiodeTanbHy NeTaTpHICTH Y BariTHUX IIypiB i
KPOJUKIB, TOPYUIEHHS CKEJIETHOI CHCTEMH B TUIONIB BAaliTHHX UIYPIB i KPOJIMKIB, a TAKOXK BIUIMBAE Ha
TNI0JIOTH, IEPU-/ IOCTHATAILHUAN PO3BUTOK y 1IypiB. 3acTocyBaHHs IpenapaTty CiOiHKBO MPOTUIIOKA3AHE
i yac BariTHOCTI (uB. po3ain «IIpoTunokazanuss).

[ogyBaHHs rpyULIO.

Ha crorogHiluHi#l feHr HeMae AAHUX IOAO MPHUCYTHOCTI aOpPOUUTHHIOY B TPYAHOMY MOJOLI XKIiHOK,
BIUIMBY Ha HEMOBJIAT Ha IPYyJHOMY BUIOZOBYBAHHI, Y BIUIMBY Ha BUPOOJIEHHS MOJOKa. AGponuTuaio
BHIUIABCS Y MOJIOKO JIAKTYIOYMX IypiB. He BUKIIOUSHN pHU3HK A1 HOBOHAPOIKEHUX/HEMOBJISAT, TOMY
npenapat CiGiHKBO IPOTHIIOKA3aHUH y NIEPIOZ TOAYBaHHS IPyINI0 (IUB. pO3AiN «IIpOTHIIOKA3aHHY).
BriuB Ha penponyKTHBHY QYHKIIO.

Buxonsuu 3i crnocrepexyBaHHX epeKTiB y IypiB, epopanbHuil npuiiom npenapary CiGiHKBO MOxe
TIPU3BECTH IO THUMYACOBOTO 3HMXEHHS (DEPTHIBHOCTI Y CaMOK i3 PeNpPOAYKTHBHUM IIOTEHLIIATIOM.
Hebaxxanuii BrinuB Ha pePTUNBHICTS Y CaMOK IypiB OyB 000pOTHUM depe3 1 Micsiib miCiIs NPUITHHEHHS
NepopansHOro npuiomy adporuTHHIOY.

30amuicimy éniueainu HQ WEUOKICMYb PEAKWii npu Kepyeanwi agniompancnopmom abo iHwumu

MEXAHIIMAMIL,
Ci6iHKBO He BIIMBac ab0 Maibke He BIUIMBAE Ha MIBHIKICTH PEAKIlil IPH KepyBaHHI apTogpdHCIOpTOM

ab0 THIMMH MeXaHI3MaMH,
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Crocio 3acmocyeannsa ma 003u.
PosnourHaTH i IPOBOAWTH JIKYBaHHS CJiJ TMiJl KOHTPOJEM MEIWYHOTO IpaliBHUKA 3 JOCBIIOM
JiarHOCTYBaHHS Ta JIiKyBaHHS aTOMNIYHOTrO JEPMATUTY.

O3H.
PexoMeHOBaHA IOYATKOBA A03a mpemapary craHoBure 100 mr aGo 200 mr oguH pas Ha 100y, B
3aJIEKHOCTI BiJ| IHAUBIAYAIBHUX XapaKTEPHUCTHK [Tali€HTa:
J ITouarkoBa no3a 100 Mr oxuH paz Ha 100y PeKOMeHIOBaHA ITAIli€HTaM i3 MiBHUIIEHUM PUIUKOM
BeHO3HOI TpomboemGoimii (BTE), cepiHo3HAMH HECHPUSTINBHMH CEPLEBO-CYAUHHUMH HOALIMU
(MACE) Ta pu3iKOM 3JI0SIKICHHX HOBOYTBOPeHb (B, po3zin «Oco6auBoCTi 3aCTOCyBaH ). SIKIIO B
Tani€eHTa He CIIOCTEPIracThes aIeKBaTHOI BiANOBiAi Ha fo3y 100 Mr ogva pa3 Ha 100y, BoHa Moxe OyTH
nigsumera no 200 Mr oguH pas Ha 100y .
. Jloza 200 mMr oauH pa3s Ha n00y MOXe OyTH JOMUIBHOI A MAlIli€HTIB, y SAKHX HEMae
nigsumenoro pusuky BTE, MACE i 310MKICHUX HOBOYTBOPCHB 3 BHCOKHM HaBaHTAKCHHIM
3aXBOPIOBAHHS, 260 JJIs IALIEHTIB, Y IKHX CIIOCTEPIraeTsCA HEAOCTATHA BiAnoBiae Ha 103y 100 mr oxus
pa3s xa 106y. TTicis1 TOCATHEHHS KOHTPOJIIO 3aXBOPIOBAHHS JO3Y c/ijl 3HM3uTy K0 100 Mr ofuH pas Ha
106y. SIKIIO KOHTPOIL 3aXBOPIOBAHHA IiCIA SHWKCHHSA TO3H HE MiATPHMYETHCS, CIIA POSTIAHYTH
MO>KIHBICTB IIOBTOPHOTO JIiKyBaHHS 103010 200 Mr ofuH pas Ha 106y. s aireit (Bikom 12 — 17 pokiB)
3 Macoro Tina Bim 25 Kr 0 < 59 KI peKOMEHI0BaHa [OYATKOBA A03a CTaHOBMTH 100 Mr oauH pa3 Ha
106y, SIKIO B MAIi€HTa HE CTOCTEpiracThesl HanexkHoi Bimosimi Ha mo3y 100 Mr ofuH pas Ha 106y,
BOHA MoXe GyTH 36inbinena g0 200 Mr oxuH pa3 Ha 100y. ns mited 3 Macoro Tina He MeHWE 59 Kr
Moske GyTH JOMiITEHO nodaTkosa 103a 100 Mr a6o 200 mMr oxus pa3s Ha fo0y.
JInsl ATpUMYBAaIbHOL TepaIil CIIix 3aCTOCOBYBATH HAHHIDKYY €QEKTHBHY H03Y.
CInij pO3IVIARYTH JOLUIBHICTE IIPANMHEHHs JiKyBaHHS NIANi€HTIB y SKuX depes 24 THXKHI JIIKYBaHHS
HeMae 03HaK TEPANIeBTHIHOTO e(EKTY.
Ci6iHKBO MOYHA 3aCTOCOBYBATH OJHOYACHO 3 MIiCIIEBOIO MEIUKAMEHTO3HOO TEPAMi€ro IS JIiKyBaHH
ATOIIYHOTO AepMaTuTy abo 6e3 Taxoi Teparii.
Monimopunz pesynvmamis 1a60pamoprux aHanisie.

Tabnuus S.
JlaGopaTopHi J0CTiKEHAS Ta PEKOMeHAAMNI] 11010 X MOHITOPUHTY
JlaGopaTopHi KepiBHHUUTBO IO 3axoau
JOCTiAKEeHHS MOHITOPUHTY

IToBHu# 3araabHUN
aHaJIi3 KPOBI,
BKIIIOYHO

3 MIpaxyHKOM
KIJIBKOCTI
TPOMOOLHTIB,
a0COMOTHOI
KUTBKOCTI
nimponuris (AKJI),
a0CcoIOTHOT
KIJIBKOCTI
neitpodinis (AKH)
i piBHS reMorn00iHy

[Tepen nmouaTKoOM JIKyBaHHS,
yepes 4 TYDKHI IicIs
[I0YATKY JKYBaHHS, @ IOTIM
BIAMOBIAHO A0 IIaHY
PYTHHHOT'O MOHITOPUHIY
CTaHy Nali€HTa.

TpomGorwrtu. Tepamito cilifi NPUIMHATH,
AKIIO KUIBKICTE TPOMOOLUTIB CTAHOBHTE
<50 x 103/

AKIJI. Tepaniro ciiff TUMYaCcOBO
npusynmETH, sxio AKIL < 0,5 x 10°/mm’.
Teparito HO3BOIETHCS IIOHOBUTH Y Pasi
BigHoBIeHHS AKJI 10 piBHA BUIIE IBOTO
3Ha4YeHHs. SIKIo i Yac IOBTOPHOTO
ananizy AKJI 3anuiaerscs HiK4Ie
333HAYEHOTO PIBHS, TEPATIo CIiJ
TIPHITHHUTH.

AKH. Teparito citiz THM4acoBO
npesymmEnTH, sxmo AKH < 1 x 103w’
Teparito JO3BOJAETHCS TOHOBUTH, KOJIH
AKH BigHOBUTHCSI 1O piBHS BUIUE LLOTO
3HAYEHHSL.

I'emorno6iu. Teparrito ciix THMYaCOBO
HPU3YIHAHATH, SIKIO reMornobin < 8 r/amn.
Teparnis mosxe OyTH TIOHOBJIEHA Y pasi
BiJHOBJIEHHS reMOIJI00iHY J0 piBHS BHILE
11600 3HAUCHHS.

PigHi MimigiB.

[lepen mOYaTKOM JiKyBaHHS,
uepes 4 TYOKHI micns
IOYaTKy JIKYBaHHA T2

Heo6XiHO CIOCTEpiraTy 3a MalieHTaMu
CBOEYACHOTO BUSABJICHHS IillepiTinigemy
BiZUTOBITHO A0 KIIHIYHUX peKoMeHna{y.
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BuzHaueHHs NepIOMYHO B MOAANIBIIOMY,
napameTpiB BIIIIOBIZHO 110

JHMJTHOTO CIieKTpa IHAMBIAYaNEHUX PU3HKIB
PO3BUTKY CEPLIEBO-CYAMHHUX
3aXBOPIOBAHb Y IAlli€HTA Ta
KITiHIYHHX PeKOMEeHaaIliit
IOJO Tinepimigemii.

Iouamok nixysamnna.

He cnin posnoynnaTy JIiKyBaHHS MALIEHTIB 13 KiABKicTIO TpoMGomuTiB < 150 x 103/MM3, abcomoTHORO
Kinskictio mimdonurie (AKJI) < 0,5 x 10°/mm?, aGcomoTHOO KinbKicTio Helttpodinmin (AKH) < 1,2 x
10*/mm® a60 3 pirnem remorno6iny < 10 r/mn (auB. po3ain «OcoOGIMBOCTI 33CTOCYBAHHSN).,
Ipusynunenns mepanii.

Skmo y mami€HTa pO3BUBAEThCA THKKA iH(EKIis, cermcuc abo ONOPTYHICTHYHA 1H(QEKUisA, CIix
PO3TIIAHYTH MOXJIMBICTh NMPU3YNHHEHHS Tepamii, 10 BCTAHOBJIEHHS KOHTPOJIIO Hax iHQexIieo (OuB.
posain «OcoOIMBOCTI 3aCTOCYBaHH»). Y pa3i BHUABIEHHS BiAXWIEHb PE3YJLTATiB 1a00paTOpHUX
aHai3iB Big HOPMH MOXE 3HAIOOWTHCS IepepHUBaHHS JIIKyBaHHS BiNIIOBIAHO OO pPEKOMEHIALIMN,
HaBeZeHHUX y Tabnuui 5.

Iponyweni dosu.

Axuo npuitom mo3u OyR MPOMYIIEHWH, Hali€eHTaM PEKOMEHAYETHCS NMPHUHHATH NPONyLIeHY AO3Y
SIKOMOTa IIBUJIIC, 38 BUHATKOM BUITAAKIB, KOIH 0 IPHUHOMY HaCTYIIHOT TO3U 3aIUINAETHCS MEHIIE HIX
12 ropun, Toxl Mali€HT HE [MOBUHEH NpHUIMATH mOpomymeHy ao3y. Ilicms cimig moBepHyTHCA IO
3BUYAHO 3aIJITaHOBAHOT CXeMH IIPUIOMyY TIpenapary.

B3aemooii.

V maniedTis, sAKi OTPUMYIOTH MOABIHHY Teparito HOTyxHUM iHribitopom izodepmenty CYP2C19 i
nomipauM inrigiropom CYP2C9 abo muiue notyxauM inridiropom CYP2C19 (Takum sk GiryBokcamiH,
(ykonasou, GIyoKCETHH Ta THUKIONIANH), PEKOMEHA0BAHY J03Y CIij] 3MEHIIMTH BABIYi — 40 100 mMr
a6o 50 Mr omMH pa3 Ha 100y (auB. po3nin «BzaemMoxnis 3 iHIUMME JTiKapChKUMH 3ac00aMy Ta iHIN BUAW
B3aEMOJIIIR).

He pekoMeHIYETHCS OAHOUYACHE 3aCTOCYBaHHA aOpOLUTHHIOY 3 mOMipHMMH ab0 IOTYXKHHMH
ingyxropamu izodepmentie CYP2C19/CYP2C9 (takumu sx puaMminuH, anamyTamin, edapipens,
eHsanyTamiz, Qenitoin) (ams. posnin «Bsaemoais 3 IHIIMMY JIKAPCEKUMM 3aC00aMHU Ta iHII BHAH
B3aEMOIIN»).

INamienTam, SKi OTPUMYIOTH 3aCO6U, 1O 3HIDKYIOTh KUCIOTHICTE (HAalpHKIaj, aHTAlUIH, iHribiTopH
TIPOTOHHOT MTOMIIN Ta aHTaroHicTi H2-penenTopis), cmin posrnsHyTH no3y 200 Mr abpountuHiGy ofuH
pas Ha 100y (nuB. po3min «B3aemoxis 3 iHMHIME TiKapChKUMU 3ac00aMH Ta IHII BUIX B3aEMOMIN»).
Oco0mBI TPYITH NAIi€HTIB.

Topywenna QyHryii HUPOK.

TManieHTaM 3 JErkor0 (GOPMOX HUPKOBOI HEAOCTATHOCTI, TOOTO 3 PO3PAaXyHKOBOIO NIBUAKICTIO
xiry6oukoBoi Ginsrparnii (pILIK®) Bix 60 mo < 90 Mi/xB, KOpeKIis q03u HE noTpibHa. Ilanientam 3
nomipuow ¢popmoro HupKoroi HepocratHocTi (pLIK® Bixg 30 1o < 60 MiI/XB) peKOMEHIOBaHY H03Y
abpouuTuHiOy cnig 3meHmuTd Basiui o — 100 mr abo 50 mr ommn pas Ha oGy (auB. posail
«®DapmakokineTnkan). [l manieHTie 3 TSHKKoo hopmoro Hapkosoi HegocTarHocTi (pIIIK® < 30 mi/xB)
PEKOMEHJJOBAHA TI0YAaTKOBA J03a CTaHOBUTH 50 Mr oxuH pa3 Ha no0y. MaxcumansHa mo6oBa n03a
cranosuTs 100 mr (muB. posmin «®apmakokiHerrkay). Jlis abpounTHHIOY HE HOCHiKyBanacek y
NAII€HTIB 3 TEPMIHAILHOK CTAIi€}0 HHUPKOBOI HEJOCTATHOCTI, SIKi OTPHMYIOTH 3aMICHY HHPKOBY
TEpaIlio.

Iopyienns QyHKyil neuinxu.

IManienTaMm 3 nerxoro (knacy A 3a mxanow Yaitnaa — IT'10) abo momipHoro (knacy B 3a mrkaioro Yakinga
— IT’50) MeYiBKOBOIO HENOCTATHICTIO KOPEKUisd TO3M He NMOoTpibHA. AOGPONMTHHIO MPOTHIIOKA3aHWH
TIALIEHTAM 3 TSKKOIO IEYiHKOBOIO HemocTarHicTio (kimacy C 3a mxanoio Yaitnaa — IT°10) (auB. po3min
«[TpoTUNIOKA3aHHA»).

Hayienmu nimuvozo 6iky.

PexoMennoBaHa f03a Ul NauieHTiB BikoM Bix 65 poxiB craHoButh 100 Mr omus pas fa/noby (ams.
po3zin «OcoBIMBOCTI 3aCTOCYBAHHSY).
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Crocib 3acTocyBaHHsI.
Jlixapcpkuit 3aci6 cirig 3acTOCOBYBATH EPOPATEHO OJMH Pas HA JO0Y PasoM 3 DKero ab0 He3aIeKHO Bif
npuioMy Xi, IpUOIM3HO B OXMH i TOH caMmuil 4ac KOXHOTO jgHf, Y HaIli€HTiB, y AKHX IperapaT
BUKIIMKAE HYHOTY, IPUHOM TabIETOK Iift 9ac HKi MOXKe 3MEHIINTH i HENPUEMHI BiT4yTTS.
TabmeTkn Ciji KOBTATH LIIMMY, 3alMBAIOYA BOMOKO. IX HE CIiJ PO3NaMyBaTH, PO3JABIIOBATH a6o
KyBaTH, OCKIIBKH 3aCTOCYBaHHS TabIETOK Y TaKuil CIoci6 He BMBYAIIOCH B KIIHIYHUX JOCIIHKCHHSX.

Himu.

Besmexa Ta edekTuBHICTS 3acTocyBaHHs npemapary CiGiHKBO nitTaM Momoamie 12 pokiB NMOKH He
BCTaHOBIIEHI. [lani BiACYTHI.

Ilepeoosysannn,

Y xniniunyx gociikeHHsx CiGiHKBO 33CTOCOBYBAaNH OJHOKPATHO HEPOPAIBHO B 1103ax g0 800 Mr Ta
OaratoxpaTHO B 1060BHX no3ax 10 400 mr nporsarom 28 quis. Io6iuni peakuii 6yiu NOPiBHAHHMMH 3
TUMH, K1 CHOCTEPITAINCA B pa3i 3aCTOCYBAHHA OiNbII HAZBKHX 03, 1 03HAK CrenU(I9HOI TOKCHIHOCT]
BHABIICHO He Oyno. Y pasi Nepeno3yBaHHs PEKOMEHIYETHCA CIIOCTEPIraTH 32 IAI[iEHTOM 100 O3HAK i
CUMNTOMIB TOOIYHMX peakuii (quB. po3min «[loGiumi peaximii»). IToxaszaHi cUMOTOMaTHYHA Ta
migTpuMyBalbHa Tepamil. CrenmdivHOro aHTMEOTa HA BHNAAOK IEPENO3yBAaHHS IIMM JIKAPCHKHM
3acob6oM He icHye. Jlani ¢apMaKkoOKiHETHKH HIPU OJHOKPATHOMY NEpOPalbHOMY 3aCTOCYBaHHI 103 JI0
800 Mr (BKJIIOYHO) y 3J0POBHX JOPOCINX JOOPOBOJIBIIB BKa3yIOTh Ha T€, IO CJIiJ{ OYiKYBaTH, II0 IIOHA
90 % BBeneHol 103U Oyle BUBEACHO IPOTArOM 48 roIuH.

Hobiuni peaxuii.

Pesrome npodimio Oe3nexu.

Haii6insm yacTuMu mobivHUME peakiisaMu, IIPo fAKi MoBimoMIsIIoCk, Oymu Hynora (15,1 %), romosHuit
6ins (7,9 %), axue (4,8 %), npoctuii reprec (4,2 %), MigBUILEHHS PiBHI KpeaTHH(OCHOKIHAZH B KPOBI
(3.8 %), 6mosanug (3,5 %), 3anamopouenns (3,4 %) i Oinp y BepxXHiM wacTHHi kusora (2,2 %).
HaiiGinpm uwacTUMH cepiio3HUMH NOOiuHuUME peakuiamu Oymu iHexkuii (0,3 %) (auB. posain
«OcobnMBOCTI 3aCTOCYBAHH).

[Tepenik MOOIYHIX peaKILiil.

Y KIIHIYHEX AOCTIKEHHAX aTONIYHOr0 NePMATUTY JIIKyBaHHS aOpoLWTHHIOOM 3arajoM OTPHMAIIH
3848 narientu. Cepen Hux 3050 narmieHTiB (110 cTaHOBUTE 5166 malieHTO-POKIB 3aCTOCYBaHH:A) OyIH
00’enuani mas aHamizy Oesnexu. KomiuekcHuil aHamis Oesmeku BkimowaB 1997 mamieHTiB, AKi
OTpUMYBaJIH MOCTiHHY no3y abpounutuniOy 200 mr i 1053 marieHTH, SIKi OTPUMYBAJIH MOCTIHHY O03Y
100 mr. 2013 mauieHTIB 3aCTOCOBYBAIM IIpENapaT MPOTIroM IprHaiiMHI 48 TkHiB. I8 OUWiHKH
Ge3mnexy 3aCTOCYBaHHs a0pOIMTHHIOY MOPIBHAHO 3 IIanebo 3a Iepio TPUBAIICTIO 0 16 THOKHIB Oyau
00’eHaHI 1aHi 3 TI’ATH [11a1e00-KOHTPOIbOBAHKX X0CTiHKeHb (703 narieHTH, ski 3aCTOCOBYBANH 103y
100 mr omuH pa3 Ha n00y; 684 nauieHtu, siki 3acrocoByBanu o3y 200 mr ogun pas Ha 00y Ta 438
HAIi€HTIB, SKi OTPUMYBAIHX I1a1e00).

Huxue napeneni moGiuHi peaxuii, ki crmocrepiraiuch B KIHIUHMX HOCTI/KEHHSX Yy MAI[E€HTIB 3
aTOIMIYHUM JEPMATHUTOM, IEPEIideHi 3a KiacaMH CHCTEM OpraHiB Ta YacTOTOI0 iX BHMHUKHEHHA 3
BUKOPUCTAHHAM HACTyIHOI kiacudikauii: gyxe gacro (> 1/10); wacto (Big > 1/100 no < 1/10); HeyacTto
(8ig > 1/1000 no < 1/100); piaxo (Bix = 1/10 000 no < 1/1000); nyxe pinko (< 1/10 000). V xoxwuii
rpyIi YacTOTH NOOIYHI peakiii MpeaCcTaBiIeHi B IOPAAKY 3MEHIIEHHS CEpHO3HOCTI.
Ingpexyii’ ma napasumapni 3ax60pr06anHs: 4acTo: MPOCTUH reprec?, ONCPI3yIOYHil JTHUIIai
ITHEBMOHISL.

Posznadu 3 6oky kposi ma nimgamuynoi cucmemu: He4acTo: TPOMOOIUTONIEH s, TiM(pONeHis.
Memaboniuni ma animenmapri posnadu: HEIaCTO: MiNepIimigeMisa’.

Poznaou 3 60xy Hepeosoi cucmemi: 4aCTO: TOJIOBHUN O111b, 3a11aMOPOYEHHS.

Poznadu 3 60Ky cyoun: He4acTo: BEHO3HA TpoMboeMOoimis' .

Po3aadu 2 60xy wayHKOB0-KULLIKOB020 MpaKmy: TyiKe YacTo: Hy/J0Ta; 4acTo: OJII0BaHHs, OLIb Y BEpXHiH
9aCTHHI XKHBOTA.

Posznaou 3 boky wixipu ma niowKipHoi KiimKoguHy: 1acTo: aKHe.

6; HCYACTO:
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Jlabopamopni docnidoicenns. 4acto: 36inpwIeHHs piBHA xkpeatuHdochokinazu 10 > 5 X BepXHA Mexa
HOpMU”.
a. TPOCTHH repriec BKITIOYAa€ TepIleC POTOBOI MOPOKHMHHM, NMPOCTHIt OdTambMONOriuHmit Tepriec,
TeHiTanbHUI repIec i repneTuYHui 1epMaTHT.
6. omepisyrouni nunIaif Bkiarogae 0(TaNBMOJOTIYHHIA ONEPi3yIOUHit THIIAM.
B. TiNeprinifemis BKIIOYAE TUCHIMIAEMIO Ta riepXxonecTepuHeMio.
I. BEHO3HA TPOMOOEMOOIIs BKIFOYAE TPOMOOEMOOIIIO JlereHeRroi aprepii i TpoMG0o3 IIHOGOKHX BeH.
A. BKIIIOYHO 31 3MIHAMH, BUSBICHUMH I1iJ] 4ac 1a60paTOPHOrO MOHITOPHHTY (IHB. TEKCT HHIKYE).

Omnc okpemMux nodiYHMX peakiiil.

Inghexyii.

Y mnane6o-KOHTPOIbOBAHKX JOCIIKEHHSIX TPUBANICTIO 10 16 TwokHiB mpo indexmii moBigoMIsLIocs
y 27,4 % mnauieHris, sxi orpuMyBanu miane6o, Ta B 34,9 % i 34,8 % mnarientis, ski oTpEMyBanu
abpouutnni6 y nosax 100 mr i 200 mr Biamosinuo. Binewmicts indexuii 6yan nerkoro abo momipHoro
CTyIeHs TSDKKOCTi. BimcoTkoBi yacTkm namieHTie, y sikux Oynu 3apeecTpoBari mobiumi peakii,
OB’ A3aH1 3 IHQEKiAMH, y Tpynax fosyeanb 200 Mr ta 100 Mr mopisHAHO 3 miane6o, 6YIM TAKHMH:
npoctuit repnec (4,2 % 12,8 % nopisuazo 3 1,4 %), onepizyrounit numaii (1,2 % i 0,6 % mopiBHIHO 3
0 %), muesmonis (0,1 % i 0,1 % nopisrsaHO 3 0 %). IIpocTuii repnec yactiule 3ycTpidaBes y NaLieHTIB
3 HafBHICTIO IPOCTOro reprecy abo TreprneTHYHOI eKk3eMd B aHaMHesi. YV GiNpmrocti BHUIaAKiB
OIepi3yrounii THINAY OXOITIOBAB OONACTE JIHIIE OQHOTO AepMaToMa i 6YB HeCepiio3HMM 3a CTyIeHeM
TSDKKOCTI. Y OiNBINOCTI BUMAIKIB OMOPTYHICTHYHI iH(eKii 6yIM BUMAAKAMHU OMEPI3yIOUOTO JIMIIAIO
(0,70 na 100 mauiento-poki y rpyni abpouuturify 100 mr i 0,96 Ha 100 namiento-pokie y rpymi
abporutuniby 200 mr), OGinbmicte 3 SKHX Oyad MyJbTHAEPMATOMHMMHE IH(EKIIAMH IKipw,
HECepHO3HUMH 32 CTYIIEHEM TsDKKOCTL. Cepell yCix MallieHTiB, sSKi OTPUMYBAH JIKYBAaHHS B KITHIYHHUX
JOCTIZKEHHIX 3 IOCTIHHIMH peXxXuMamu o3yBaHHA aOponuTnai®y 100 Mr aGo 200 Mr, BKIIOYAIOUH
JOBTOCTPOKOBE PO3IIMPEHE NOCIDKEHHA, pPIBEHb 3aXBOPIOBAHOCTI Ha OMEPI3yIouMi JMInai y
TALIEHTIB, K1 OTPUMYBaIH abpouuTuHi6 y 1o3i 200 mr (4,36 Ha 100 nanieaTo-pokis), 6yB BUIMIA Hix
y manienTis, Axi orpumyBanu 100 mr (2,61 Ha 100 nauienTo-pokis). [TOKA3HUKH 3aXBOPIOBAHOCT] Ha
ONIEPI3YIOUMH JTHIIAK Oy BULIMMH Y MaIlieHTiB BikoM Bix 65 pokie (BigHomrenus pusukis (BP) 1,76),
TalliEHTIB 3 OMEPi3yrounM THInaeM B aHaMHe3i (BP 3,41), nanieHTiB 3 TSHKKMM aTOMYHUM JEPMATHTOM
Ha BuXigHoMy pieHi (BP 1,17) i mixrsepmkennm ALC < 1,0x10°/Mm? 10 BUIAaAKy Omepi3yr0doro IHIIA0
(BP 2,18) (nuB. po3xuin «OcoOIMBOCTI 3aCTOCYBAHHSY).

V nnane6o-KoHTPOIBOBAHMX JOCTIUKEHHIX TPUBANICTIO MO 16 THIXKHIB 4aCTOTA BUHUKHEHHS TSKKHAX
iHpexmiit cranopuna 1,81 Ha 100 nauieHTO-poKiB y mali€eHTIB, AKi OTpuMyBanu mane6o; 3,32 Ha
100 mauienTo-poKiB y IIalieHTiB, ski 3acTocoByBanM abponuTHHi6O y mo3i 100mr, ta 1,12 Ha
100 nanieHTO-pOKIB y MaIli€HTIB, AKi 3aCTOCOBYBanu abponuTuHiO y 1031 200 mr, Cepen ycix manienris,
AKI OTPUMYBaNM JIIKyBaHHA B KIiHIYHMX JOCHIIKEHHAX 3 TOCTIHHMMH pPEeXHMMaMM NO3yBaHHS
abpouutraiOy 100 Mr a6o 200 Mr, BKIIOYAIOUM JOBrOCTPOKOBE PO3IIMpEHE MOCIiIKEHHH, Y4acToTa
BUHUKHEHHSA TSDKKHX 1H(exuii cranosmna 2,20 va 100 manieHTo-pokie y rpymi abpouyutuni6y 100 mr i
2,46 ma 100 mamieHTo-poKiE y rpymi abpouutuHiOy 200 mr. Twoxkumu inbexuwisMu, opo sKi
NOBIOOMIIANIOCS HaMyacTtime, OylIM MPOCTHH Tepliec, ONepi3yrouyuii Jdmai i nHeBMoumis (auB.
po3ain «OcobIMBOCTI 3aCTOCYBAHHAY).

Benosna mpomboembonis.

Cepen ycix nalieHTiB, K1 OTPUMYBaIH JIiKyBaHHA B KITiHIYHUX JOCI{IKEHHSX 3 IOCTIHHUMY PeXXIMAMY
no3ysanHs abpouutuHiOy 100 mr a6o 200 mr, y ToMy 4HCHi B JOBFOCTPOKOBOMY IIOHOBIKEHOMY
JOCIIIKEHH], 4acTOTa BMIAJKiB BHHHUKHEHHS TpoMOoeMmOouii jereseBoi aprepii cranosuna 0,21 Ha
100 mauiento-pokis mns nosyeangs 200 mr i 0,05 Ha 100 maniento-poxis aus gosysamus 100 mr,
YacroTa BUIIaAKIB BUHHKHEHHA TpoMOo03y riambokux seH cranoBwiaa 0,06 Ha 100 mauieHTo-poKiB y
rpymi gug gosyBaHHa 200 mr 1 0,05 Ha 100 namiento-pokiB y rpymi mis gosysadds 100 mr (mus.
po3ain «OcobInBOCTI 3aCTOCYBAHHA).

Tpomboyumoneris.

VY mnaue6o-KOHTPONBOBAHUX AOCIIKEHHAX TPUBANiCTIO X0 16 THKHIB Tepamis Gysa acomanBaHa 3
JI0303I€KHUM 3HMKEHHAM KUIBKOCTI Tp0M6OHPIT1B MakcuMmansHUE BIUIMB Ha  TPO
CIIOCTEPIraBcsi B MEXaxX IEPIIMX 4 TIDKHIB, MiCHS 4Oro KiNBKICTH TPOMOOUHTIB MOBEpTH
BUXiJHOTO pIBHS, HE3B&KAIOYM Ha NPOAOBKEHHs Teparii. [linTBep/ukeHa KiIbKiCTh MOoumTIB
<50 x 10%mm® 6yma sapeectposana y 0,1 % manieHTis, Aki 3acTocoByBamy mpenapal # K03yBaHHI
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200 mr, Ta y 0 manieHTiB, sixi oTpuMyBanu nosyeanus 100 Mr a6o miamne6o. Cepen ycix narmienris, gxi
OTPUMYBaNd JIKYBaHHS B KIIHIYHEX JOCTI[KEHHSX 3 [OCTIHHMMME pexuMaMy  JO3YBaHHS
abpountni6y 100 Mr a6o 200 Mr, y TOMy 4HCHi B HOBIOCTPOKOBOMY IOA0BIKEHOMY JTOCIIIIKEHHI,
TOKa3HUK MIATBEPDKEHOro piBHA TpoMGounTis < 50 x 103/MmM? cranosus 0,15 ma 100 TAlli€HTO-POKIB
ans gosysanus 200 mr ta 0 ma 100 maniento-pokis y rpymi s no3yeanns 100 Mr; seuIIe HafyacTime
PEECTPYRAIOCA HA YETBEPTOMY TIIKHI. ITanienTH BikoM Biz 65 pokis Mamm BUIMMIA piBeHb TPOMGOLUTIB
<75 x 10%/mm? (mus. posmin «OcoGmusocTi 3aCTOCYBAHHSY).
Jimgonernis.
Y miane6o-KOHTPONBOBAHMX JIOCTIMKEHHSX TPUBAILCTIO N0 16 TIDKHIB IiATBep/KeH! BHNAAKM
smermrenss AKJI o < 0,5 x 10%/mm® 3apeecrpopani y 0,3 % manientis, sixi 3aCTOCOBYBAIH JJO3YBAHHA
200 mr, iy 0 % mauieHTiB, gxi 3acTocoBysanu nosysauss 100 mr a6o miane6o. O6HABA BUNAIKH Mai
MICHE TPOTATOM TepIX 4 TrokHiB Tepamii. Cepell yCiX MAIi€HTIB, SKi OTpHMyBaNH JMKyBaHHs B
KITHIYHAX JOCTIDKEHHSX 3 TOCTIMHUMM pexnMaMyl 103yBanus abponuTiHi6y 100 Mr a6o 200 wmr, y
TOMY HYHCIi B JOBFOCTPOKOBOMY IIOJOBKEHOMY IOCIIKEHHI, IATBEpIKEHUH DPIBEHb BUIIAIKIB
samkerHs AKJI 1o < 0,5 x 10%/mm® cranosus 0,34 ma 100 Hali€HTO-pOKIB uisd no3yBanus 200 mr ta 0
Ha 100 manieHTo-poKis y rpymi ans nosysanHs 100 Mr; HaMBUIMIL piBeHb CIIOCTEpiraBes y manieHTiB
BIKOM Bifl 65 poKiB (ZuB. po3 iyl «OCOOIMBOCTI 3aCTOCYBAHHS»).
ITidsuwyenns pigus niniois.
Y nnaneGo-KOHTPONLOBAHUX JOCHIKEHHAX TPUBAIICTIO K0 16 TrokHIB Ha 4 THIKHI —CIIOCTepIirarocs
TO303AIEIKHE MiABUIEHHS XONECTEPHHY JHIONPOTEIHiB HU3bKOI minbHoCTi (Xx-JITTHILY), 3aransHOro
XOIeCTepHHY 1 XOJECTEpPUHY INMOmporeiHiB BHCOKOI minsHoCTI (x-JITIBII) mopiBHAHO 3 rpymnoro
ianebo; i piBHi 3aTMINANTKCA MiIBUIIEHHMH IO OCTAHHBOIO Bi3WTy y Hepiof Tepamii. BogHouac He
CHOCTepiranocs 3HaYymux 3miH y Bigsomenui JITTHUI/JINIBIL y namieHTiB, siKi 3acTOCOBYBaH
abpounTuHi6, MOPiBHAHO 3 HallieHTaMH, sKi 3aCTOCOBYBany Iniane6o. Hebaxani ABumla, moe’s3axi 3
rinepnininemiero, Bunukanu y 0,4 % mamientie, sxi 3acrocoByBamm abpomutHiG y mosi 100 wr,
0,6 % mauienTiB, AKi 3aCTOCOBYBany mpenapar y no3i 200 mr, i B 0 % mamieHTis, AKi 32CTOCOBYBAIH
miane6o (auB. po3ain «OcoOIHBOCTI 3aCTOCYBAHHSY).
ITiosuwenns pisus kpeamungocpoxinazu (KOK).
Y mnanebo-KOHTPONBOBAHMX JOCHIUKCHHAX TPHUBANICTIO N0 16 TIDKHIB CTATHCTHYHO 3HAYYIIE
migsuimenns pisHa KOK (> 5 x Bepxus Mexa HOpMH) cmocrepiranocs y 1,8 % mnarienris, sxi
3acrocoByBany nuauebo, 1,8 % nauientis, sxi 3acrocoByBanu a6pountuni6 y no3i 100 Mr, i y 3,8%
MaLJ€HTIB, fAKI 3aCTOCOBYBANH Iperapar y nosyeandi 200 mr, Bigmosixzo. BinbmicTs Bunamxis
MiABULIEHHS KX PiBHIB GyJi TUMYACOBMMH i JKOJIEH i3 HUX He NPH3BIB 10 IPUMMHEHHS TepaIril,
Hyooma.
VY nnane0o-KOHTPONBEOBAHUX JAOCHIDKEHHIX TPHBANICTIO A0 16 THXKHIB IPO BHIAIKH HYAOTH
nosifgomisnocs y 1,8 % marieHTiB, skl 3actocoByBanu mwiauneo, iy 6,3 % 1a 15,1 % mnaiienTis, ki
zacrocoByBanu nosysanss 100 mr i 200 mr, sigmosigao. Tepamis Gyna npunuHeHa Yepes HYAOTY Y
0,4 % nauienTis, AKi 3acTOCOBYBaIH abpouHTHHI6. Cepen MalieHTiB, Y KUX CrIocTepiranack HyA0Ta, ¥
63,5 % y4yacHMKIB HyZOTa 3’4BMIACh Ha IEPUIOMY TIDKHI Tepamii. MemiaHHa TpHBamicTh HYZOTH
cTaHOBWJIA 15 nmHiB. BiemicTs 3 IMX BUNAAKIB GYIM JICTKOTO YK IIOMIPHOTO CTYIIEHS TXKKOCTI.
IMorryasiis namieHTiB AUTIY0ro BIKY,
B mimomy y KIHIYHMX JOCHIJUKEHHSX AaTONiYHOIO AepMaTHTy aGpOLUTHHIO 3acTOCOBYBANH
635 migmiTkie (Bikom Bif 12 10 18 pokiB), 10 CTAHOBUTE eKkcrosuLito 1326,1 maniento-pokis. IIpodins
Gesnmexu, AKUA CHOCTEPIraBCcs y MiUNTKIB y KIIHIYHUX MOCHIZKEHHSX ATOIMIYHOro AEpMaTuTy, GYB
NOAIOHMM JI0 TAKOTO MPOQLTIO B HOMYJIALIi JOPOCIUX MALIE€HTIB.
[MoBioMIEHHS MPO MiZO3PIOBaHI NOdIYHI peaki
oBigomienHs o Mmif03proBaHi Mo6i4HI peakuii mcis peecTpartii JikapchKkoro 3acoby € BaIIMBHMH i
HAaXTh 3MOTY 3[IHCHIOBATH GE€3MCPEPBHHHA MOHITOPHHI CITIBBIZHOIICHHS KOPUCTi Ta DH3HKY
3aCTOCYBaHHs JLKApCHLKOro 3aco0y. Memuunux npamiBHHKIB MPOCATH NMOBIZOMIATH IO 6yab-aKi
IiIo3proBaHi MoOIYHI peakiii.

Tepmin npudamnocmi. 3 poxu.

YmoBu 30epiranns.
He notpedye crneniansaux ymoB 30epiranus. 36epiraTu y HEAOCTYIIHOMY IS [Ij
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Ynakoska.
Tabnerkn mo 50 Mr: 7 Tabnerox, BKPUTHX IUIBKOBOX 0GONOHKOW, y Gmictepi, mo 4 Omictepu y
KapTOHHi# Kopoobi;
Tabnerku mo 100 mMr abo 200 Mr: 7 TabneTok, BKPHTHX ITiBKOBOIO o6ononKoro, y biicrepi, o 4 abo mo
13 6nicrepiB y kapToHHii KOpoo6Li.

Kareropis Binnycky. 3a penenrom.

BupoOunk,
Haizep Mentodexaypunr Joiunenn I'm6X / Pfizer Manufacturing Deutschland GmbH.

MicuesHaxonkenHst BUpoOHHKA Ta Horo agpeca Micus NpoBajuKeHHsI AiNJIBHOCTI,

Myceansnans 1, 79108 ®paitbypr Im Bpaiicray, Himeuunna / Mooswaldallee 1, 79108 Freiburg Im
Breisgau, Germany.

lIaTa OCTAHHBLOIO nNepernany. ﬁﬁf. ﬁf WW
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