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Cknao:

0iloYi pe4o8uHU. TyTaCTEPUl, TAMCYJIO3UHY T1APOXTIOPHU/I;

1 TBepaa karcyia MicTUTh ayTactepuay 0,5 Mr Ta Tamcyno3uHy riapoxiopuay 0,4 Mr (eKBiBaJICHTHO
0,367 Mr TaMCy103HHY);

OONOMIDICHI PeYOBUHU:

obononka meepooi kancynu: xenatud (tun B); tutany miokcun (E 171); 3amiza oxcun sxostuii (E
172); 3aniza okeun wopHuii (E 172); 3amiza okeun yepsouwuii (E 172);

emicm M’akoi kancyiu 3 Oymacmepuoom. TPOMIIEHITIKONb MoHoKanpuiar (tum II), 1o
exBiBateHTHHH 112,65 Mr nponinenrnikosnto (E 1520); 6ytunrinpokcuronyon (E 321);

obononka m’axoi kancyru. >xenatuH (tun B); rminepun (E 422); turamy miokeun (E 171);
TPUIIILEPUAN CEPEAHBOTO JaHIoTa; JenuThuH coeBuit (E 322);

neilemu mamcylo3uny: METaKpUIoBa KACJIOTa Ta moJjiMepizoBanuil etunakpuiar 1:1 30 % nucnepcis
3 Harpito naypuncyiabdatom (E 487) ta momicopbar 80 (E 433); uemronosa mikpokpucraiiyna (E 460);
muOyTHI cebakaT; KpeMHito Jiokeun konoinuuit Boxuuit (E 551); kansmuiro creapar;

yopruno yopue.: menak (E 904), 3aniza okcun vopruit (E 172); nponinenrnikons (E 1520), amiaky
po3unH KoHueHTpoBanuil (E 527), xaniro rigpokcus (E 525).

Jlikapcbka dopma. Kancymu TBepi.

Ocnosnui pisuko-ximiuni enracmueocmi: TBepAa JKeJaTHHOBA Karcyia BUIOBKeHOi dhopmu Ne OEL
npubmusHo 24,2 x 7,7 MM, 3 KOPIIyCOM KOPUYHEBOI'O KOJBOPY 1 KPHIIEUKOIO OEXKEBOTO KOJILOPY 3
mapkyBanHsaM CO00l 4opHuMM 4YOpPHMIOM Ha Kpuinedri. BmicT kamcynu: mpogoBrysara M’ska
)KelaTHHOBa Karcyna (mpubmusHo 16,5 X 6,5 MM) CBITJIO-)KOBTOTO KOJIBOPY, HAlOBHEHA IIPO30POI0
PIAMHOIO Ta rpaHyJIaMH TaMCyJI03HHY Ginoro abo maiike G1710ro Koisopy.

@dapmakoTepanesTHYHa rpyna. 3aco0H, IO 3aCTOCOBYIOTHCS MPH JOOPOSIKICHIM rimepmasii
nepeaMixypoBoi 3ano3u. AHTaroHict al-aapenopenentopis. Kox ATX G04C AS52.

Dapmakono2iuni enacmueocmi.

Dapmarxoounamika.

MexaHi3m Jii

Anens® ]I — ne xomGiHaIis IBOX JTiKapChKHX 3ac0BiB 13 B3a€MOIOIIOBHIOBATLHAMH MEXAHI3MAMH i
JUISL TIOJICTIICHHS. CHMIITOMIB y IALIEHTIB 3 JOOPOSKICHOIO Tilepruiasiero ImepeaMixypoBoi 3amo3u
(AI'TI3):  nmyracrepumy, momsifinoro imribiropa S-ameda-pemykrasu (5-API) Ta Tamcynosuny
TiZIPOXJIOPULY, aHTAroHicTa ab(ha-1a-aapeHopenenTopis.

Jlymacmepuo

Hyracrepun npurnivye isodpepmentu 5-API tumy 1 i Tumy 2, siki BiANOBiZAIOTH 3a IEpeTBOPEHHS
TECTOCTEPOHY B S-anba-IUriApOTECTOCTEPOH, IO  NPU3EOAUTH O  3HIDKEHHS  DiBHA
nurigporectoctepony (JI'T) B kposi ta mpocrari. II'T € OCHOBHHAM aHAPOre€HOM, BiAMOBIIaIBHIM 3a
rilepIuIasiro 3aI03UCTOT TKAHUHY B MIEPEAMIXYPOBiii 3a103i.

Jlyractepun 3MeHIIye po3Mmip MepeaMiXypoBoi 3a103u, IOJETLIye CHMITOMH, TTOKPAIIY€e BHIICHHS
cedi Ta 3MEHIIy€e PU3MK TOCTPOI 3aTPHMKH Cedi i HeOOXiAHICTh XipypridHOro BTpYYaHHS.
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Tamcynoszun

Tamcyn03uH € ceneKTUBHUM aHTAaroHicToOM aibda- 1 -aapeHopeenTopiB, SKHH BUKOPUCTOBYETHCS LIS
CHMIITOMATHYHOIO JIiKyBaHHA (QyHKHioHansHUX cuMnToMiB JI['TI3. Bid celeKTHBHO i KOHKYPEHTHO
3B’A3y€ThCA 3 NMOCTCHHANTHYHUMHM anbda-1-agpeHopenentopaMu (30Kpema, miaTumom anbha-la —
npubmmsHo 75 % anbda-1-penentopiB y mepeamixypoiit 3amosi € miztumom anbga-la), ski
BIJIIIOBIJAIOTh 33 CKOPOYEHH:I INIaKOI MYCKYJIaTyPH MPOCTATH Ta YPETPH. TOMY TaMCYJIO3HH 3HIXKYE
TOHYC IIIaJKUX M’s31B IIEPeIMiXypoBoi 3a103u Ta ypeTpH. B pe3yn®prari MakcuManbHUH MOTIK cedi
30iMBIIy€eTBCA, a OOCTPYKIiS CEYOBHBIAHHMX MUIAXIB 3MeHINyeThes. KpiM Toro, BiH mosermrye
CHMIITOMH IOAPa3HEHHA Ta OOCTPYKIIi, B AKX KJIIOYOBY pOJIb BiJIrparoTh HECTaOITBbHICTH CEUOBOTO
MiXypa Ta Halpyra IJ1aJKkoi MyCKyJIaTypyu HI)KHIX CEYOBHBIIHUX LIIAXIB.

Bnaue na JI'T/mecmocmepon

Maxcumanbauii eQexT AyTacTepu Iy, IO MPOSBISEThCSA Y BUMIIAAL 3HmKeHHs [T, 3a1eXkuTh Bix 1030
1 Hacrae nporarom 1-2 txkwiB. [Ticas ogHoro abo IBOX THXKHIB mpuitomy aytactepuy (0,5 Mr/ao6y)
cepennst konuenrtpauis II'T B cupoBarni kposi 3HM3MIacs Ha 85 % i 90 % BiamosiaHo; Yepe3 oauH i
ZiBa POKH BOHHU ctaHoBUIa 94 % 1 93 % Bigmosigno. [Ticas mpunmuHeHHs TiKyBaHHS KOHIEHTpALlis
JI'T y cupoBatii KpoBi, 10 KOPEITFOE 3 KIIHIYHUME e(eKTaMHu, TOBEPTAETHLCS 10 BUXIAHUX 3HAYEHb
IpUOIM3HO Yepe3 4 MicsIl.

Cepenne mifBHIIEHHS PiBHA TECTOCTEPOHY B CHPOBATII KpoBi cTaHoBWIO 19 % uepes 1 i 2 poku.
Konnentparis TecrocTepony Oyna B Mexkax HOPMaIbHUX (Di3i0I0rYHUX 3HAYEHD.

bioxaropu anbda-1-axpeHOpenenTopiB MOKYTh 3HMIKYBATH apTePiabHUN TUCK IIIIXOM 3HUIKCHHS
HepUPEPUIHOTO OTMOPY.

Kniniuna eghexmusnicmo

HocnijokeHnss epexTHBHOCTI (ikcoBaHO! KOMOIHALIT JyTacTepuay-TaMCyI03MHy He MPOBOIHIHCS.
HaBenieHi HKYe TBEPUKEHHS BiTOOpaXKalOTh AOCTYIHY iH)OPMALIO PO OJIHOYACHE 3aCTOCYBAHHS
nytactepuny (0,5 mr/noby) Ta ramcynosuny (0,4 mr/nody).

Hyractepuz, Tamcysno3uH Ta KoMOiHANisA XyTacTepuay i TaMCyJO3MHY OLIHIOBAIUCS IIPOTAroM 4
pokiB y 4844 manieHTiB 3i 36inbIIEHOI0 MEpeAMIXyPOBOIO 3a103010 (>30 cM®) B GaraToneHTPOBOMY
TNOJIBIMHOMY CJIiIOMY JIOCIIi[KeHHI 3 mapalensHuMu rpynamu (nocitimkenns Combat pivotal).
OCHOBHOIO KiHIIEBOIO TOUKOIO €()EeKTHBHOCTI 4Yepe3 4 poku OyB yac [0 MEPIIOr0 BHIAIKY IOCTPOL
3aTPUMKH cedi abo omepaiii, mop’s3aHol 3 ageHOMOI mpoctaTd. Ilicis 4 pokiB JiKyBaHHS
KOMOIHOBaHa Teparlis 3HaYHO 3HM3HMJIA PH3HK TOCTPOI 3aTPUMKH cedi abo XipyprigyHoro BTpydaHHS,
nos’s3anoro 3 JIITI3 (ma 65.8 % [95 % [OI 54,7 %-74,1 %]) y mopiBHSAHHI 3 MOHOTepaIico
TamcynosuHoM (p <0,001). VY mnopiBHSAHHI 3 MOHOTEpAmi€l0 IyTACTEPUIOM 3HIKEHHS DPH3HKY
craHoBuI0 19,6 % (95 % JI Bix -10,9 % no -41,7 %) Ge3 craTHCTUYHO 3HAYYLIOT PI3HUII MiX JBOMA
rpynaMu JikyBaHHS. YacToTa roctpoi 3aTpuMKM cedi aGo XipypriyHOro BTPYYaHHS, IOB’S3aHHX 3
AUTI3, 4epes 4 poxu craHoBmiaa 4,2 % s komGiHoBaHoi Tepamii, 11,9 % s MOHOTeparii
TaMcys103uHoM (p <0,001) 1 5,2 % muis MoHOTEpaIil AyTacTEPUIOM.

BTOpHHHOIO KiHIEBOIO Toukoro Gyna 3MiHa 32 MIKHApOAHOK WIKAIOK CHMITOMIB 3aXBOPIOBAaHb
npocraru (IPSS) y nmopisusuHi 3 Buxignum pisHeM. Yepes 2 poku KoMGiHOBaHA Teparis BXKe [oKasania
CTaTUCTUYHO 3HAYYINE CEpelHE MOKPAUIeHHs OLIHKM CHUMITOMIB Ha -6,2 Gana y NOPIBHAHHI 3
BUXIJHUM DiBHEM, a Di3HHMI y MOpiBHSAHHI 3 MOHOTepamicro Oyia 3HAUYIIOK depes 3 Micsui Ui
JyTacTepuiy Ta 9 MICAUIB Ui TamCy/103uHy. Take MOIINIICHHsS CHMITOMIB Moe 30epiraTucs 3a
JIOTIOMOrOr0 KOMOiHOBaHOi Tepamii 10 KiHug 4-piusoro mepiogy nikysanus. Uepes 4 poku cepemHe
TIOKPAIIEHHs! MOKA3HUKA CHMIITOMIB CTAaHOBMIIO -6,3 Gana mpu kKoMOGiHOBaHil Teparii, -5,3 Gana npu
MoHoTepaii fyracrepuaom (p <0,001) i -3,8 Gana npu MoHOTepanii TamcynosuroM (p <0,001).

YUepes 4 poku cepemHe 30iTBIIEHHS MaKCHMAIBHOrO jiypesy (Qmax) y MOpIBHSHHI 3 BUXimHUM
piBHEM ckiajo 2,4 Mi/cek s KoMGiHOBaHOI Tepamii, 2,0 Mir/cex st nyractepuny i 0,7 mu/cex as
TamcynosuHy. CepelHe nokpamenHs nokasHuka IBJI (immexe Bmumsy JITTI3) y mopiBHSHHI 3
BUXIJIHUM PiBHEM CTaHOBHIIO -2,2 Gaia 111 KoMOiHOBaHOI Teparil, -1,8 Gaa s Iytacrepuay Ta -1,2
Oana 1 TaMCYJIO3HHY.

Xoua KoMOiHOBaHa Teparis TpH3BeTa JO CTAIOrO MOJININEHHS CHMITOMIB HPOTArOM 4 pOKIB
JIOCTIZKEHHST Y TIOPiBHAHHI 3 MOHOTEpAI€I0 IyTacTepHIOM, HafGimbIry nepeBary KoMOIHOBaHOT
Tepamii CIoCTepiraiy MpoTAroM mepmmx 12 MicsliB JiKyBaHHS, IO MOXHA MOSCHHTH BiIOMHM
IIBHJIKUM T10YaTKOM Jii 6110KaTopiB anbda-penenTopis.




MoHoTepanis ayTacTepuaom

Kniniuna 6esnexa

Kapyunoma nepeomixypogoi 3an03u (30kpema nyxaunu UCOK020 CMyneHst 3108KICHOCI)

V 4-piyHoMy nopiBHsAHHI Mtane6o Ta ayractepuny (moctimkerns REDUCE) y 8231 gonosika BikoM
Bix 50 mo 75 pOKiB i3 IOIEPEIHBOI0 HETaTHBHOKIO OIONCi€0 Ha pak MepeaMixXypoBoi 3alo3H Ta
BuxigHuM piBHeM ITCA mix 2,5 ur/min i 10,0 Hr/mi (wooBiku Bikom Bix 50 10 60 pokiB) a6o 3 Hr/mi
i 10,0 Hr/mn (donoBiku Bikom Bix 60 pokiB), 6706 y4acHHKIB JOCIIKEHHS Mald JaHi IIyHKIIHHOT
Olomcii mepeaMixypoBoi 3amo3u (HacamIiepe,] BIAMOBIIHO 10 MPOTOKOIY, TOOTO HE Yepe3 CHMITOMH
ab0 KIIHIYHY @iJ03py Ha 3aXBOPIOBAHHS), JOCTYNHI I aHamidy s BH3HAYEHHS 3 METOH0
BU3Ha4YeHHs OaniB 3a mxaioro [micoHa. Y 1517 y4acHHKIB IOCHTIIKEHHS OyjI0 IiarHOCTOBAHO
KapUUMHOMY MEPEeIMiXypoBOi 3al03H. BimblmicTh BHUSBIEHHX OIOMNCIEI0 KapIMHOM MEPeaMiXypoBoOi
3aJ1034 B 000X Ipymnax JiKyBaHHs JiarHOCTYBAJIU SIK HH3BKOTO CTYIIEHs 3JI0sAKiCHOCTI (5—6 OaniB 3a
mkanoro ['micona, 70 %).

B rpymni nyracrepuny (n=29, 0,9 %) cnocrepiraiacs BHIIa 9acTOTa KapIUHOMH IIPOCTATH 3 IIKAJIOKO
I'micona 8-10 (n=29, 0,9 %) y nopiBHsHHI 3 rpynoro mwiane6o (n=19, 0,6 %) (p= 0,15). ITpotarom 1-2
POKIB KiJIbKICTh MAIIEHTIB 3 pakoM 3a IKanok ['micona 8—10 Gyna 0HAKOBOKO y Iyl XyTacTePUIy
(n=17, 0,5 %) ta y rpyni mrane6o (n=18, 0,5%). Yepes 3—4 poku B rpymi ayracrepumy OyIo
JIarHOCTOBaHO Oiblne BUMAKiB paky 3 owiHkor 8—10 Gaiis 3a mxkanowo [micona (n=12, 0,5 %) y
HOPiBHAHHI 3 rpynoro mranebo (n=1, <0,1 %) (p= 0,0035). Jlani momno 3acrocyBanHs Ginbiie 4 pokis
BiZcyTHI. BincoTok ydacHHKIB JOCIIKEHHS, Y SKUX diarHOcToBaHMM pak 8—10 GamiB 3a IIKaIo0
['micona, OyB mocTifiHEM mpoTsromM o6Gox mepioaiB mocmimkenHs (1-2 ta 3-4 poku) B rpymi
nytactepuny (0,5 % y xoxkHOMY nepiofi), Toai K y rpymi mianedo BiACOTOK yYaCHHUKIB I0CIIIKEHHS
3 jiarno3om paky 8-10 6aniB 3a mkanoro I'Ticona GyB HIKYMM Ha 3—4 pomi, HiX B mepiox 1-2 poku
(<0,1 % nopisuano 3 0,5 %). He Oyno cTaTncTHYHO 3HAYYIIOT Pi3HAULI y 3aXBOPIOBAHOCTI HA pak 7—10
OaiB 3a mKanoo [ micona Mix ayractepusoM i miane6o.

Ilicns 3aBepmenns nocrmimkennss REDUCE nauientd cnocrepiranuess me 2 pokH. BimbmricTs
TNALIEHTIB NPOTATOM IbOTO 4Yacy Oinlblue He OTpUMyBamH iHTIGiTOpIB S-anbda-penykrasu. B 216 i3
IUX NauieHTiB Giomcis mpocTatH OyTa BHKOHAHA y 3B°S3KY 3 KJIIHIYHO ITiJO3PIOBAHMM 3aXBOPIOBAH-
HsM. [IpoTsAroM mux MBOX poKiB 3aXBOPIOBAHICTh Ha pak MepeaMiXypoBoi 3amosu cranosuma 1,2 % y
KOJMWIHIA rpymi myractepuay Ta 0,7 % y KonumHiN rpymi miane6o. 3a ueil nepios He JiarHOCTOBAHO
KOJIHOTO BUNAAKY IMyXiauHH 8—10 GautiB 3a mkastoro [icona.

B 4-pianomy nocmimkenni [II'TI3 (CombAT), e Giomcis mpoBoamiacs HEBiAMOBIAHO K0 IPOTOKOY, a
BCi JlarHO3U KaplMHOMHM NepeaMiXypoBol 3aI1031 IPYHTYBAIKCS Ha 0i0NTaTax 3a MPHUYHHOIO, YaCTOTA
paky 3a mkanoto ['micona 8—10 ckmana 0,5 % nns xyracrepuny (n=8). 0,7 % mns tamcynosuny (n=11)
ta 0,3 % nns koMGiHOBaHOI Tepamii (n=5).

Ha cporomni Hemae mosumii mogo NOTEHUIHHOTO MPUYMHHO-HACIIZIKOBOTO 3B’SI3KY MiX
AyTacTEePUZOM Ta KapIUHOMOKO MEPEAMIXypOBOi 3aJI03M BUCOKOTO CTYIIEHS 370SKICHOCTI, a KiIiHi4HA
3HAYYIIiCTh HEOJHO3HAYHHX JAHUX HA JaHMH MOMEHT HeBizoMa.

Kinbka emiiemionoriqaux KocikeHb He BUSBUIA 301IbIIEHHS CMEPTHOCTI BisT paKy IepeaIMiXypoBoi
3aJI03H IIPU 3aCTOCYBaHHI 1HTI0iTOPIB S-anbha-peayKrasy.

Kapyunoma monounoi sanoszu

Y 2-piuHuX KITiHIYHUX BUIPOOYBAHHSAX MOHOTEpAIlii yTacTepHIoM, Y AKHX 6yI0 JIOCATHYTO 3arajioMm
3374 mauieHTO-pOKM BIUIMBY IYTaCTEPHAY, @ TAKOX MHPOTATOM 2-PidHOTO HE3apeeCcTPOBAHOTO
BIIIKpI/ITOFO po3IHpeHoro JOCIIKeHHS, OyI0 BUSABIEHO 2 BUIIAAKH KapPLHHOMH MOJIOYHOT 3aJ103H Y
NAI[€HTIB, AKi OTPHMYBAIX AyTACTEPHA, Ta | BHIAMOK Y NAI[i€HTa, SKHIf OTpHUMYBaB tanebo.
Binnosinni CIIOCTEPEIKEHHS TaKOK 6yJIH 3apeecTpoBaHi B MOCTMapKETUHTOBHI neplo,zl OnHak y 1BOX
4-piunanx pocrmimkenHsx CombAT i REDUCE (zaramom 17489 mamiento- POKIiB BIUIUBY TiJIbKH
ayractepuny i 5027 manieHTo-poKiB BIIMBY IyTAacTEPUIY | TamCylI03uHY B KombiHamii) He Gyi1o
KOJTHUX JIONaTKOBHX BHUIIAJIKIB PAKy MOJIOYHOI 3a/1031 B OyIb-AKill i3 rpym JiKyBaHHS.
Dapmakoxinemuxa.

Hocriokenns GioekBiBaTeHTHOCTI OQHOPa30BOI 03HM IPOBOMMIH SIK HaTLIeCceple, TakK 1 ITCIst
npufioMmy ki, J[78 TaMCylI03MHOBOTO KOMIIOHEHTa B KOMOGiHAII IyTacTCPUA-TaMCYJI03WH Tic/Is inu
crocrepiranocs 3HmwkeHHs Cmax Ha 30 % y mopiBHAHHI 3i cTaHOM HaTIecepue. 3HUKCHHS
cnoxuBaHsS ki Ha 30 % wHe BmmBamo Ha AUC Tamcynosumy. Ilpuitom ixi He BuMBac Ha
0l10JOCTYIHICTD AyTaCTEPHIY. /
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BcmokTyBaHHSA

Jlymacmepuo

ITic/s epopaibHOro OJHOPa3oBoro mpuitomy 0,5 Mr ayracTepuIy 4ac 4O TOCSATHEHHs HOro IiKOBOI
KOHIIEHTpAIil B CHpOBATLi KpoBi cTaHOBHB 1-3 roauHu. AGCOMOTHa Gi0JOCTYIHICTH CTAHOBHJIA
npubiu3Ho 60 % y MOPIBHAHHI 3 BHYTPIITHHOBEHHOIO 1H(DY3i€10 MPOTATOM 2 TOJMH.

TamcynosuH

TaMcyno3uHy TiZpOXJIOPHI BCMOKTYETBCSA 31 LUTYHKOBO-KHIIKOBOTO TPAaKTy 1 Maike MOBHICTIO
Giosnoriuno mocTynHui. IlikoBa KOHLEHTpALlis TaMCYJIO3HHY B IUIa3Mi KpOBi JocsAraeTbecs 4depes 6
TOJHUH ITiCIIS MPUHOMY OJTHOPa30BOi 103H Ticis inu.

TaMCy/IO3UHY TiZPOXJIOPUI Ma€ JIiHIHHY KiHETHKY BCMOKTYBaHHsS. PiBHOBa)KHa KOHIEHTpALlis
JOCATACTHCS TPUONIU3HO vepe3 5 mHiB mpu mpuifomi 1 pa3 Ha 100y. IIIBMAKICTE BCMOKTYBaHHS
TaMCYJIO3MHY TiJPOXJIOPHIY 3HHXKYEThCS, SKIIO HEIIOJaBHO Oyio NpHifHATO DXKy. PiBHOMipHOMY
BCMOKTYBAHHIO MOXKE CIPHSATH MOCTIHHHUN MPUMOM TaMCyJTO03HHY Tifpoxjopuay uepe3 30 XBHUIIMH
TICJISL OJTHOTO U TOTO X MpUioMy D1 MOAHS.

PiBeHb TaMCYJIO3UHY Y IUIa3Mi KpPOBi JIEMOHCTPY€E 3HAUHY MiHJIMBICTH MIX iHIMBIZIyyMaMH sK IiCJs
OJTHOPA30BOr0, TaK i GaraTopa3oBOro MpUHOMY.

PiBHOBa)KHUY CTaH

Jlymacmepuo

PiBHoBakHa KOHIEHTpalis B cupoBarii Kposi (Css) mpubmusHo 40 Hr/Mia pocsra€Tbes depes 6
MicsamiB mpu 1060Bid mo3i 0,5 mMr myracrepuny. Yepes 1 Micsip piBeHb XyTacTepHIy B CHPOBATII
KpoBi pocsrae 65 %, a gepe3 3 Micsiui — mpubnusHo 90 % piBHOBa)KHOIT KOHIIEHTpAIIii.

PiBHOBa)KHA KOHIIEHTPAIIiS B CIIEPMI TAKOX JIOCATAETHCS Yepe3 6 MiCsAIiB.

Poznonin

Jlymacmepuo

Jlyractepun Mae Beaukui 06’em posmoainy (300—500 ) i BUCOKY 3B’s3yBaHICTh 3 OiKaMH IIa3MU
KpoBi (>99,5 %; anpOymiH Ta anbga-1-KUCIUi TIIKOMPOTEiH).

[Micns 12 micsAniB npuifomy cepelHs KOHIEHTpAIlisl AyTacTepHIy B crepMmi cTaHoBWIa 3,4 HI/MI
(miamason: 0,4—14 ur/mi), T06T0 B cepeanbomy 11,5 % Bix piBHS B CHPOBATII KPOBI.

Tamcynoszun

O6G’eM pO3MOiNYy TaMCYJIO3HHY Timpoxjopunay Hu3bkui (mpubmusuo 0,2 n/kr). Tamcynosuny
T1IpOXJIOpU Ay’Ke iHTeHCHBHO (Bix 94 % 1m0 99 %) 3B’s3yeThes 3 OiNKaMy IJ1a3MHU JIFOAMHY, B IEPIY
yepry 3 anbda-1-kucaum raikonporeinoM (AAG).

Mertaboiizm

Jlymacmepuo

JlyracTepua akTHBHO MeTabO0Ji3yeThbcs. BiH NepeBaKHO TiAPOKCHUIIIOETHCS Ta JIETiAPaTyeThCs J10
HEaKTUBHUX MeTaboiTiB. BusiBiaeHo 4 OCHOBHI Ta 6 ApyropsaHux MeTaOoIiTiB. /n vitro mpenapar
rizpoxcuioBaiy 3a gonomorowo CYP3A4.

Tamcynosun

TaMmcynmo3uHy TiAPOXJIOpPHI IMHPOKO 1 IOBLIBHO METabOI3yeThCsSs B MEYIHII 3a JOTIOMOTOKO
¢bepmenTiB rmuroxpomy P450. [awi in vitro Bka3yroTh Ha Te, o CYP3A4 i CYP2D6, a takox meski
a1 i3odepmentu CYP MeHImIO0 Mipoto GepyTh ydacTh y MeTabo:Ii3Mi TaMcyi03uny. OIHaK OCHOBHA
HOro yacTka MICTHTBCS B I1a3Mi K BHXiIHa crojyka. JKOIeH MeTaboiT He € OiIbIl aKTHBHUM abo
TOKCHMYHUM, HDK BHXiJHa crmoiyka. [lepen BUBEIEGHHSM i3 CEUYCH0 META0OJITH TaMCYJIO3HHY
T1APOXJIOPUAY MiAAIOTHCS 3B’ I3YBAHHIO 3 TIIOKYPOHIIOM abo CyabhaToM.

BuBeneHns

Llymacmepuo

5,4 % BBemEHOI 103U BUBOJMTHCS y HE3MIHEHOMY BHUIJISAII 3 KajJOM; pEIITa BUBOIUTHCS Y BHIJISII
MeTabouiTiB. Y cedi MOoKHa BUSABHUTH Juie ciiau (merme 0,1 % 1034) BUXiAHOT CIIOTYKH.

Kunipenc nyractepuny Husbkuil. [lepion HanmiBBHBEIEHHS CTAHOBUTE 3—5 THIKHIB.

Tamcynoszun

ITicns mepopaabHOrO HPUHOMY TaMCYJIO3HMHY y BHIVISAI Kamcyl 3 MOIU(IKOBAHUM BHBITBHEHHSIM
1epio/] HaIiBBUBEICHHS IIiCIS OJHOPA30BOrO MPHHOMY HO3U A 4ac Ki CTaHOBHB mpubau3Ho 10
roauH, abo nmpubinusHo 13 roauH Bix piBHOBaxkHOro craHy. [IpubmusHo 10 % BHXIiZHOI CIOJIYKH
BUBOJUTHCS Y HE3MIHEHOMY BHIJISI i3 CEUCHO.
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KineTrka B OKpeMHX Ipyliax Mali€HTiB

@dapMakoKIHETHYHI JOCTIKEHHS IyTacTepHAY-TaMCYJIO3WHY B OKPEMHX TIpylaxX I[ali€HTiB He
npoBoauiucs. HacTymHi TBepmKeHHs BinoOpaxaroTh JOCTYNHY iHGoOpMaIiio mpo OKpemi
KOMITOHEHTH.

Hopywenns ¢pynkyii nevinku

Jlymacmepuo

BruB nediHKoBOI HEZOCTATHOCTI Ha papMaKOKIHETUKY AyTacTEpPUIy HE TOCIIIKYBaBCs (IUB. PO3ILT
«OcoOIUBOCTI 3aCTOCYBAHHS»).

Tamcynosun

V narieHTiB i3 JIETKOIO Ta MOMiPHOIO MEYiHKOBOIO HeJoCTaTHICTIO (A abo B 3a mkanoro Yaiinna-I1"10)
KJIIHIYHO 3HAYyIIUX 3MiH y (apMaKOKiHETHII TaMCYJO3WHY TiIPOXJIOPUAY HE CIIOCTEpiraaocs.
@dapMaKkOKiHETHKY TaMCyJO3WHY TiIpOXJOPHAY HE OOCTIKYBaIM Yy TAli€HTIB i3 TSHKKOO
neuiHkoBoro HenocTatHicTio (C 3a mkanoro Yaitnga-I1"10).

llopywenns ¢ynryii nupox

Llymacmepuo

BB HUPKOBOI HeIOCTATHOCTI Ha (hapMaKOKIHETHKY AyTacTepuay He AociimpkyBaBcs. OCKITbKH 3
ceuero BuBoauThes MeHe 0,1 % 103u, He citiJl OUiKyBaTH BIUIMBY Ha HOro piBeHb B CHPOBATII KPOBI.
Tamcynosun

Y  namieHTiB i3 mopymeHHAM — (QYHKIII  HHPOK  BiI  JIETKOrO  J0  IIOMIPHOTO
(30 < CL¢& < 70 Mi/xB/1.73 M%) a6o cepennboro Ta Baxkoro (10 < CL¢ < 30 Mu/xB/1.73 M%) cTymnens
HE CIocTepiranocs KIIHIYHO 3HAUYYIIUX 3MiH Yy (apMakOKIHETHI TaMCyJO3HWHY Y IMOpIBHAHHI i3
NalieHTaMU 3 HOPMaJIBbHOK (YHKI€ HUPOK. [lalieHTH 3 TEpMiHAIBHOK HUPKOBOIO HEAOCTATHICTIO
(CLer < 10 Ma1/x8/1.73 M?) HE mocimKyBaTHCS.

Iayienmu noxunozo 8ixy

Jlymacmepuo

Hewmae cTatcTHYHO 3HAUYIIUX BiAMiHHOCTEH y hapMaKOKIiHETHII Y MamieHTiB Bikom >50-65 pokis Ta
>70 pokiB y OPIBHSAHHI 3 MOJIOJIIIIAMHE CY0’ €KTaAMH.

Tamcynosun

OtpumaHi JaHi OKa3yIOTh, 0 y MAII€HTIB BIKOM 55—75 poKiB 3arajibHa €KCIIO3HMINS NPUOIH3HO Ha
40 % Bue, HIX Y MOJOJUX YOJIOBIKIB.

Kainivyni xapakrepucTuku.

Iokazanna.

JlikyBaHHs NOMIPHMX Ta TSDKKHX CHMITOMIB J0OpOsKiCHOI rimepruiasii mepeamixypoBoi 3aj103u
(AI'TI3).

3MEHIIEHHsT PU3HKY TOCTPOi 3aTPUMKH cedi Ta HeoOXiJHOCTI Xipypri4Horo BTpy4aHHs y IAIicHTIB i3
IIOMipHMMH Ta TSHKKAMHU cumitomamu JIITI3.

Ilpomunoxasanna.

- OprocraTuyHa rinoTeH3is B aHAMHE31;

- TSDKKa IeYiHKOBA HEJOCTaTHICTh;

- OKIHKHM, JiTH Ta MATTKA (QUB. po3mink «3acmocyséanus y nepiod eéazimmocmi abo 200y6amHs.
2pyooio» Ta «/limu)

- TiJBMIIEHA YyTJIMBICTH O TaMCYyJIO3HHY, AYTacTepHIy, iHIIMX KOMIIOHEHTIB mHpemapary abo
iHIMX iHri6iTOpIB S-anbda-peaykrasu;

- NiJBHINEHAa YyTIUBICTH 0 apaxicy aGo coi. Anenp® JI MiCTHTH COEBHil JCLMTHH, SKUH MOKe
MICTHUTH CJIiTH COEBOTO OijIKa.

B3aemodin 3 inwumu nikapceKumu 3acoéamu ma inwi 6uou 63aemooiil.

Hocimkenb B3aemoil KoMOiHamil yTacTepUA-TAMCYIO3UH He IPOBOAMIOCH. HacTymHi TBepIKeHHs
Bi10OpakatoTh AOCTYIHY iH(OPMAILiIO PO OKPeMi KOMIOHEHTH.

Dapmaroxinemuuni 83aemo0ii

Bsaemooii 3 pepmenmnoro cucmemoro CYP450

Llymacmepuo

Hytacrepun  meraGomizyetbess CYP3A4.  3HmwKeHHS KIpeHCY, BUKIMKaHE OIHOYACHHM



3acTtocyBaHHsIM 1HTiOITOpiB CYP3A4, He BB@XaecrTbcs KIHIYHO 3HAYYIIAM YEpe3 MIMPOKUM
TepaneBTUYHUN Jiama3oH. /n vitro mpenapat He Mertabomizyerbess CYP1A2, CYP2A6, CYP2DS6,
CYP2E1, CYP2C8, CYP2C9, CYP2C19 a6o CYP2B6. [lyractepun He BUsBIAE iHriOyrounx edekTin
Ha GepmenTH nutoxpomy P450 in vitro 1 He inayKye hepMeHTH 1IUTOXpoMy P450 y mocmimkeHHAX Ha
nrypax i cobakax.

Tamcynozun

OnnouacHe 3acTocyBaHHS TaMcyo3uHy 3 iHribiTopamu CYP3A4 a6o CYP2D6 mMoske pHU3BECTH 110
IIJBUINEHHA EKCIO3MINI Tamcyno3uHy., OTHOYAacHE 3acTOCYBAHHS 3 KETOKOHA30/I0M (MOTYKHUM
inriditopom CYP3A4) mpuzBomuno mo 36iibiueHHss Cmax 1 AUC Tamcynosuny y 2,2 i 2,8 pasa
BIJITOBITHO.

OnHouacHe 3acTOCYBaHHS 3 MApOKCETHHOM (MOTYxHHM iHribitopom CYP2D6) mpussomuio a0
36inbpmeHHs Cmax 1 AUC Tamcynosuny B 1,3 i 1,6 pasa Biamosinso.

Edextn omnouacHoro 3actocyBanHsi sk imriGiTopiB CYP3A4, tak i CYP2D6 y mnamienTis, ski
OTPHMYBAaJIM JIIKyBaHHS TaMCYJIO3MHOM, KIIHIYHO HE ONIHIOBANK. Y I[bOMY BHIIAAKY MOXKJIHBE
CyTTEBE 301IBIIEHHS €KCIIO3UIIIT TAMCYIIO3HHY.

B3aemooin 3 nepopanvrumu anmuxoazyisnmamu

Llymacmepuo

JlytacTepua He IpPOJEMOHCTPYBaB BIUIMBY Ha 3B’si3yBaHHsA Bap(dapuHy, aleHOKymMapoly abo
(GeHIIPOKYMOHY 3 OiJTKaMH IJ1a3Mu KPOBI in Vitro.

Tamcynosun

JlocmiKeHb B3aeMOIiT TaMCyJIO3HHY TiPOXJIOPHIY Ta Bap(aprHy He MPOBOAMIOCA. TaMCylo3HuH He
BIUIMBAB Ha (hapMaKoKiHETHKY ab0 e()eKTHBHICTh alleHOKYMapoily y 3M0pOBHX J00pOBOIbIIB. Brimus
alleHOKyMapoly Ha (apMakOKiHeTHKY TaMCYJIO3WHY He JOCHTiDKyBaBcs. Hemae mociiIkeHb
B3a€MOI1 3 (PEHIIPOKYMOHOM. Y MaIi€HTIB, sIKi OTPUMYIOTH II€POPAIbHi AHTUKOATYISHTH, 3HAYCHHS
MHB ciif perensHO KOHTPOMIOBATH INPOTArOM 2—3 MICALIB Ha MOYaTKy Ta NpPH IIPHIMHEHHI
JIKYBaHHS Iy TaCTEPUIOM-TaMCYI03UHOM,

Inwi papmakoxinemuuni 63aemooii

Llymacmepuo

He cmocrepiranocs KiiHIYHO 3Ha4YyINHX (apMakOKiHETHYHHX ab0 (apMaKOIMHAMIYHHX B3a€MOiil
MK {yTacTEpU/IOM i TAMCYIIO3HMHOM, TePa303uHOM, Bap(hapruHOM, TUrOKCHHOM a60 XOIeCTHPaMiHOM.

Hyrtactepua He BHTICHSB miazernam aGo (eHiTOIH 3 GiNKiB IIa3MM in vitro i caM 1o cobi Takox He
BUTICHSBCS.

Tamcynoszun

OnHoOvYacHe 3acTOCyBaHHsA TAMCYJO3HMHY TifPOXJIOPUAY Ta (ypOceMily NMPH3BOAMIO 10 3HIKCHHS
Cmax Ta AUC Tamcynosuny rigpoxiopuay Ha 11-12 %. Ii 3MiHH He BBaKAIOTHCA KIHIUHO
3HaYyIIMMH, | KOPEKIis J03H He MoTpibHa.

Y KIIHIYHEX TOCTi/KEHHSX TaMCYIO3MH He BIUIMBAaB Ha ()apMakoKiHETHKY aTeHOJIONY, TUTOKCHHY,
eHajanpuiy, Hipeauniny abo reodiminy.

DapmakoouHamiumi 63aEmo0ii

Tamcynoszun

B TppOX [OCII/UKEHHSAX y MAIi€HTIB 3 apTepiallbHOIO TilepTeHsicro, AKy KOHTPOIOBAIH aTeHONOI,
CHananpuia abo HiQeAumiH, TaMCyJO3MH HE MaB CYTTEBOTO BIUIMBY Ha AapTepialbHUH THCK
IOPIBHSHHI 3 TU1a1e60.

Ocobnueocmi 3acmocysanns.

Iepen mouatkom nikysanus Anens® JI mamieHTa i 0GCTEXUTH, 06 BUKTIOYHTH iHII OPUYUHH
CHMIITOMIB.

Yepes pH3UK PO3BUTKY IOGIYHHX peaxuiﬁ Ha ob0unsi nitoui peyosunnm Anems® J| MoxHa
3aCTOCOBYBATH JIMIIE MIC/Is PETENBHOT OLIHKH KOPUCTI Ta PH3HKY VIS MAIIEHTA, @ TAKOK PETEIBHOTO
aHayi3y iHINMX BapiaHTIB JiKyBaHHS (HAIPUKIA, MOHOTepaHIH)

TamieHTiB i3 3HAYHUM 06’€MOM 3aIMIIKOBOI cedi Ta/abo CepHO3HHM MOPYLICHHAM BHILUIEHHS cedi
HeO6X1ILHO PETEIBHO KOHTPOJIFOBATH Ha npeamMeT HassBHOCTI rocTpux abo XpOHl‘IHI/IX O3HaK 3aTPUMKH
ceui.

OOcTexeHHs 111 BHKJTIOYCHHS PaKy IEPeIMiXypoBOI 3al03W, BKIIOYAIOYH TAJbIEBE PEKTaJbHe
JOCIIUKEHHS, CJIiJI IIPOBECTH mepes nodatkoM Tepamii Anens® J1. [1i 06cTekeH s clin IIOBTOPIOBATH
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yepes3 peryJIApHi IPOMIXKKH vacy IIiJ] yac Teparii.

Kapyunoma nepeomixyposoi 3anoszu

Pesynbratu JBOX NOBrOCTPOKOBHX KIIHIYHHX IOCITI/UKEHB (mocnmimkenns myractepuny REDUCE i
nocmikenns Qinacrepuny PCPT) y 4oiOBIKIB 3 MiJABHMIIEHMM pH3MKOM pO3BHTKY paKy
TEPEMIXypOBOi 3aJI03W BHSBIJIM BHIIY YaCTOTY KAapIMHOMH IIEPEIMIXypoBOi 3al03H (3a MIKAJIOH
['micona 8-10 GaniB) y 4omoBiKiB, siki oTpuMmyBamu iHriGiTop S-anbda-pemykrasu (ayTacTepun abo
dinacTepun) y mopiBHsHHI 3 uiane6o (auB. po3min «®apMakolOriYHi BIACTHBOCTI»). 3B’S30K MiX
inribitopamn S-anbda-pesykrasy Ta KapUMHOMOIO TNEpeIMiXypoBoi 3a703M BHCOKOIO CTYICHIO
3M10AKICHOCTI Ha chOTOAHI He 3'sicoBanuii. [lanienTy, ki npuiiMarote Aznens”® I, TOBHHHI perymspHO
IIPOXOIUTH OOCTEKEHHS Ha HAasBHICTh NOTEHLINHUX O3HAK PaKy MEPEAMiXypoBOi 3a/I03H, BKIIOUAIOUH
tecT Ha [ICA.

3minu npocmam-cneyughiunozo anmueeny (IICA)

Konuentpauii [ICA B cupoBaTii KpoBi € BayKIHMBHM KOMIIOHEHTOM JUIs PAHHBOTO BHSIBJIEHHS paKy
nepeaMixypoBoi 3anosu. JlikyBaHHS KOMOIHALIEIO XyTACTEPHA-TAMCYJIO3MH BUKIUKAE CEPEIHE
sumkeHHs piBHA [ICA B cuposatii kpoBi mpubimmsno Ha 50 % dvepes 6 Micauip nikyBaHHA (3i
3HAQYHUMH MDKIHIMBiTyalbHHEMHM Bapiauismu, cranmaptHe simgxunenns 30 %). B pesyisrarti
koHueHTpauii [ICA B MexaX HOPMH y Maui€eHTIB, sKi OTPUMYIOTH JyTaCTEPUI-TAMCYIO3HH, He
JI03BOJISIFOTH BUKJIIOYUTH KapIUHOMY ITEPEIMiXypOBOI 3aJI03H.

Tomy uepes 6 micsuis nikysanns Anens® ] Mae GyTH IPOBENEHO HOBE BH3HAYEHHS piBus [ICA, a
pe3ybTaT [bOT0 BH3HAYCHHS BUKOPHCTOBYBATHMETHCS SIK BUXIAHHMN piBEHb JUI MaiGyTHIX TecTiB.
Bynp-sike minTBepikene minsumienHs piBHs [ICA B NOpiBHAHHI 3 HAWHMKYMM piBHEM TMix dac
JIIKYBaHHA Ty TaCTEPUIOM-TaMCYTO3MHOM MOJK€ CBI[YUTH MO HASBHICTH KAPIHHOMH TIEPEAMiXypOBOL
3a51031 ab0 MOraHy KOMILUIA€HTHICTh i TOMY Ma€ peTeNIbHO OLIHIOBATHCS, HABITh SKIIO i 3HAYCHHS
BCE II€ 3HAXOAATHCS B MEXaX HOPMH JUId 4YOJIOBIKiB, fKi He NPHAMAIOTH iHTiGiTOpH S-anbda-
penykrasu. Ilpu intepmperamii 3mauenns [ICA s nanienta, sxmit mpuitmae OyTacTepun, s
TOPiBHSHHS CJIiJ] LIyKaTH mornepeasi 3adenss IICA.

Pienp [ICA noBepraeThcs 10 BHXIZHOTO 3HAYEHHs MPOTATOM 6 MICAIIB THCHS IPHIMHEHHS
JKYBaHHS.

CriBBifHOIIEHHS BiMbHOrO 10 3aragbHoro IICA 3anuImaeThes HE3MIHHMM TIiI dac Teparii
AyTaCTEPUIOM-TaMCYIO3MHOM. SIKIINO JiKap BUPIMIHTE BUKOPUCTOBYBATH BiACOTOK BinbHOTro [ICA sik
ZONOMDKHMHM 3aci6 Npu BHABICHHI KapUUHOMH IEPEAMiXypoBOi 3al03M, TO Mix dac JIKyBaHHS
Anens® ] KOpUTYBaHHS BUMIPSHOTO 3HAYEHHS He OTPiOHO.

Kapyunoma monounoi sanoszu

KapruroMa MOIOYHOI 3a031 y 4OIOBIKiB JyXe PiAKO 3ycTpivaeThcs B 3arambHii momymsuii. Y
YOJIOBIKIB, SIKi OTPUMYBAIH JIyTaCTEPH] K y KIHIYHUX TOCTIIKEHHAX, TaK i B TOCTMAPKETHHIOBOMY
CIIOCTEPEKEHH], MOBIIOMISIOCS TNPO pifKicHI BHNAZKM paky MomouHoi 3ano3u. Ilpore mBa
CIIAEMIONOTIYHI JOCITIKEHHs IIOKa3ald, W0 MAIi€HTH, AKi OTPUMYBAIHA iHribitopu S-anbda-
penykTasu (xyracrepun abo QinacTepHm), He Mald MiABHIIEHOTO PU3MKY PO3BHTKY PaKy MOJIOYHOL
3a03u. Ha chOrofHi 10 KiHIS HE BiZIOMO, YM MOXKE iCHYBATH IPUYMHHMN 3B’S30K MK TPHBAIAM
3aCTOCYBAHHSM IHTI0ITOpa S-anb(a-peyKTasH Ta MOSBOK KAPUMHOMHI MOJIOYHOT 31031 Y YOJIOBIKIB.
OnHax jikap, SKuit MpHU3HAYae Mperapar, IOBUHEH PEKOMEHyBaTH TALiEHTAM HETaiHO MOBiIOMIISTH
TIPO BCi 3MiHM B TKAHHHI MOJIOYHO] 3aJ103H (HANPUKIAL, YIIIbHEHHS) a60 BUILIEHHS 3 COCKIB.
Inmpaonepayitinuii cunopom amoniunoi patioyscku

Ilin wac odranemonoriynoi omepauii (omepamis 3 HpUBOIY KaTapakTH Ta IJIayKOMH) Y JEAKHX
TMALI€HTIB, $Ki OTPUMyBaId O6I0KATOPHU anbda-1-aapeHopelenTopiB, HANpUKIAL TaMCYJIO3HH,
CIIOCTepiraBcs iHTpaoTepalifHuil cuHApoM atoHiunoi paiimyxxu (ICAP). ICAP XapaKTEePU3YETHCS
aTOHIYHOIO PadTy’HOI 0GOTOHKOK OKa, IPOTPECYIOYMM iHTpAOIepalifiHIM Mi030M, He3BAKAIOUH
Ha IONEepPeJHE JIKYBaHHS CTAaHIAPTHUMH MiIpIaTHYHUMH 3ac00aMH, i MOTEHMIMHMM BHIATIHHAM
paity’)KHOI O00JIOHKH B HANpPAMKY po3pi3y s daxkoemymbeudikanii. [CAP mMoxe minsummTyH PH3HK
OYHHMX YCKIaJHEHb IJ 4ac Ta Micnd omepauii, i Xipypr NOBHHEH OYTH TOTOBHIl BiAIOBiNHO
BIIKOPUTYBATH Xipypriudi METOIH, SIKIIO 1Ie HEOOXiIHO.

He pexomennyeThes po3nourHaTH JiKyBaHHS TAMCYTO3HHOM TAIEHTAM, Y SKHX HAHOIMKIAM 4acoM
TIAHYETECS. XIPYpriyHe BTpy4aHHs Ha o4ax. OJHAK HEBiZOMO, UM GyIe MO3UTHBHHUM edexT micis
MPUIINHEHHS NPUHOMY TaMCYJIO3UHY 3a 1-2 THKHI 10 BTpydaHHs. Takox GyiM MOBiTOMIEHHS Ipo
ICAP y mauienTis, sKi IpUIMHATE IPHIOM TAMCYJIO3MHY 3a JEAKHH Yac 0 BTPYYaHHL.



Ll'inomonis

[lix gac nikyBaHHS OnokaropaMu aib(da-1-aIpeHOpPenenTopiB, TAaKUMU SK TaMCYJIO3HH, MOXKE
PO3BHHYTHCSI OpPTOCTaTH4YHa TilMOTEH3is, fKa B IIOOJAMHOKHX BHIIAJKaX MOXE IPH3BECTH O
HerpuToMHOCTI. OcobmuBa 06epexkHICTh MOTPiOHa K MPHU3HAYCHHI [Ipenapary MarieHTaM, y SKHUX
B)XKE CIIOCTepiraiucs reMoIMHaMIvHI rinepeakiii 1mi/ yac nonepeaHsoi Tepamnii 610kaTopamu anbda-1-
PELIETITOPIB, @ TAKOX MAIli€eHTaM, sIKi OTPUMYIOTh AHTUTINEPTEH3WBHY Tepamilo. TeopeTUdHo icHye
PH3HUK TIOCHJICHHS TiMOTEH3WBHUX e(eKTiB TpH OJHOYACHOMY 3aCTOCYBaHHI TaMCYJI03HHY
TIAPOXJIOPHAY 3 AHTHTINECPTCH3UBHUMM IIpErapataMu, TaKAMH SK AaHECTeTHKH, iHTribitopu S-
docdomiectepasn (PJES) abo immi Gmoxatopu anbda-1-amperopenentopis. Tomy Anems® JI me
PEKOMEHIYETHCS 3aCTOCOBYBATH B KOMOiHAMIT 3 iHIIMME GJI0KaTopaMu anbda-1-aJpeHopenenTopiB i
ciiZt 3 00epekHICTIO 3acTocoBYBaTH y KoMOiHauii 3 iHriditopamu OJES.

[NamienTiB, AKi MOYaTH JTiKyBaHHSI Anens® ]I, NOTPiOHO TOTIepPeUTH, 10 BOHHM IOBHHHI CicTH a0
JSITTA TIPH TIOSIBI TEPIIAX O3HAK OPTOCTATHYHOI TiMOTeH3il (3amaMOpOYeHHs) A0 3HUKHEHHS
CHUMIITOMIB.

Cepyeso-cyounui nobiuni egpexmu

[MTamienTam 3 imeMiYHOI XBOpPOOOKO ceplisd HEOOXiTHO 3 00EpEeXkHICTIO 3aCTOCOBYBATH TaMCYJIO3UH
yepe3 MOKIMBHH PU3MK TIIOTEH3UBHUX €(EKTiB.

Y nBox 4-piyHMX JOCIIKEHHSX BHIAAKH (rocTpoi ab0 XpOHIYHOI) cepleBoi HEIOCTaTHOCTI
CIIOCTepirayucsl dacrilme mnpu KoMOiHamil JyTacTepuay Ta aimbda-0nokaTopiB (Hacammepen
TaMCYJIO3MHY), HDK IpU MOHOTepamii ayractepuaoMm abo anbga-OmoxatopoM (uactora 0,1 % 3
nytacrepunoM, 0,2 % 3 ansda-6iaokaropoMm i 0,6 % 3 xombinauniero). [Ipore 3arampHa KiTbKICTh
CEPLIEBO-CYIMHHUX NMOOIYHUX peakiliii He BiIpi3HsUIacs MK TpbOMa IpylamHu JiKyBaHHs. Ha nanuit
MOMEHT HeMae€ J0Ka3iB MPUYUHHO-HACIIAKOBOTO 3B’ SI3Ky MiK MPUHOMOM IpEmapariB i BHHUKHEHHSAM
CEepLEBOI HEJOCTATHOCTI, OCOOIUBO TOMY, IO OUIBLIICTh XBOPUX MaJIM TaKi OCHOBHI 3aXBOPIOBAHHS,
K apTepiajibHa TinepTeHsis abo imemiyHa XBopoba cepis. Y NesIKUX BHITaIKaX CHMIITOMH CEPIEBOI
HEIOCTATHOCTI 3’ BJISUTUCS JIUIIE iC)Ist OLTBII HiXK OJJHOTO POKY Tepamii.

V¥ merta-aHanmizi gaHux 3aranoM n=18 802 mamienTiB i3 12 panmomizoBaHuX ILtane6o- abo aKTUBHO-
KOHTPOJIbOBAaHUX KJIIHIYHUX JOCIiPKeHb HE BHSBICHO IIOCTIHHOTO Ta CTATUCTHYHO 3HAYYIIOTO
IiIBUIIEHHS BiTHOCHOTO PU3UKY cepueBoi HepocTatHocTi (BP 1,05; 95 % JII 0,71-1,57), roctporo
indapkry miokapma (BP 1,00; 95 % JII 0,77-1,30) a6o nepebposackymspuux momii (BP 1,20; 95 %
J10,88-1,64).

Hezamuenuii 6nnus na penpooykmugHy cucmemy

OnHouacHe 3acTOCYBaHHS IYTacTepHAY Ta TaMCYJIO3WHY MPH3BOAMIO [0 MOCHJICHHS MNOOIYHMX
peakuii 3 00Ky OpraHiB pernpoayKTUBHOI CHCTEMH Ta MOJIOYHHX 3103 Y TIOPIBHAHHI 3 MOHOTEPAITIEr0
JYyTacTEpUIOM ab0 TaMCyJI03UHOM, OCOOJIMBO Ha MOYATKY JIIKyBaHHS (TOOTO MPOTATOM MepIux 6—12
MICSIIIB).

Binmoinui Bumangku, BusiBieHi B 4-piuHomy pociimkenHi CombAT, Gynid TakuMmu: IMIIOTEHIIS
(xombinanis: 6 %, myractepun: 5 %, Tamcynosus: 3 %), 3miHeHe (mopyiueHe) yibino (komOiHaris:
5 %, myracrepun: 4 %, TamMcyno3uH: 2 %), MOpyIIeHHs esKyJsuii (koMOiHamis: 9 %, xyTacTepui:
1 %, Tamcynosus: 3 %).

Penpooykmusena ¢ynkyis

HocmimxeHHs GepTHIBHOCTI IPH MPUHOMI TyTacTepuIy 3a yyacTio 50 106poBOJIBLIB BUABMIO, X0Ya i
3 NOMITHUMM MIKIHIMBIIyaJbHUMHU BapiallisiMH, 3HIDKEHHS 3arajbHOi KiJIBKOCTI CIEpMaTo30iMIiB,
3arajJlbHOro 00’e€My CIEpMH Ta PYXJIHMBOCTI CIIEPMATO30iiB, X0Ua CEpe/iHi 3HAYEHHS 3AIUIIAINCH B
Mexax Hopmu. KonmeHtpamis i Mopdosoris cmepmaro3oimiB He 3MmiHWmHcsA. J[Boe Cy6’ekTiB
IIPOJIEMOHCTPYBAIM 3HIKEHHS KUIBKOCTI criepMaTo30imiB Ha 90 % depe3 52 THXKHI, sIKa YaCTKOBO
BiJHOBHMJIACS IIiJi 4ac KOHTPOJBHOro oOcTexkeHHs 4yepe3 24 Twxui. Kiiniuna 3Hauymicts BIIUBY
JyTacTepUy Ha BIACTUBOCTI CIIEpMH 1 GEPTUIIHHICTE OKPEMHUX MAIli€HTIB HEBIIOMA.

Bruius taMcyno3uHy ripoxJopuay Ha KilbKicTb ab0o (QyHKIIFO CriepMaTo30iaiB He JOCITiIKyBaBCs.
Ilopywenns ¢ynryii nevinku

BruB 1neuinKoBoi HeOCTaTHOCTI Ha papMaKOKIHETHKY QyTacTepuay He JOoCiiKyBases. Jlyractepun
IHTEHCUBHO MeTabomi3yeThesl 1 Mae mepion HamiBBHUBeAEHHS Bix 3 mo 5 tmxkmie, Axems® JI cmix
3aCTOCOBYBATH 3 0OEPEKHICTIO MAI[iEHTaM i3 JIETKHMHE Ta TOMIPHAMHY TIOPYIIEHHAME (YHKILIT HeiHKH
(muB. po3ninu «Croci6 3actocyBaHHs Ta 1031 », «[IpOTHIIOKa3aHHSY).

OckinbKM TakoX HEMae BiNNOBIIHUX [aHUX MO0 3aCTOCYBAHHS TAaMCYJIO3MHY MPH TSKKHX
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nopytueHHsx GpyHKiii newinku, Anens® J mpoTHMOKA3aHMH MPH TSHKKHX 3aXBOPIOBAHHSIX TEUiHKHL
Hopywenns gynkyii HUpox

BrimB HHpKOBOI HENOCTaTHOCTI Ha (papMaKOKIHETHKY TaMCYJIO3WHY Yy MALi€HTIB 3 KJIiPEeHCOM
kpearutiny <10 mu/xB He mocyimkysases. Tomy Anens® JI Clim 3aCTOCOBYBATH 3 06EPEKHICTIO 1M
nanienTaM. Hemae (apMakoOKiHETHYHHX NaHHUX LI0J0 HHUPKOBOI HEIOCTATHOCTI [UIA JyTACTEPHUJLY;
OIHAK 4epe3 MIHIMaJbHE BHMBEJCHHs IyTAacTepHy HHUPKaMH HE CJIiJ OUYiKYBaTH BILIMBY HHPKOBOI
HEJOCTaTHOCTI Ha HOro (apMaKkoKIHETHKY.

Ineiimopu CYP3A44 i CYP2DG6 (Ous. po30in «B3aemoOis 3 iHuumu NikapcoKuMu 3acobamu ma inuli
8UOU 83AEMOOIT»)

OnmnovacHe 3acTocyBaHHs Tamcyno3uHy 3 iHribitopamu CYP3A4 moxe 30UTBIINTH E€KCIIO3MILIO
TaMCyJI03UHy. 30KpeMa, NoBinbHI Metabomizaropu CYP2D6, ski OTpUMYIOTH OJHOYACHE JIIKYBaHHS
noTykHUMH 1HribiTopamu CYP3A4, MatoTh pH3HK 3HAYHOTO 301IbIIEHHS Aii TaMcyno3uny. OCKiIbKu
nomiMopdizm CYP2D6 3a3suyaii HeBimoMuii 3a MeXaMH KIHIUHHX JociTimkeHs, Anxems® JI, sk
NPaBUJIO, HE CJIiJ 3aCTOCOBYBATH y KoMOiHamil 3 moTyxHuMH iHriGiTopamu CYP3A4 (mampukian,
ITPaKOHA30JI0M, BOPUKOHA30JIOM, IIOCAKOHA30JIOM, KJIAPUTPOMILIMHOM, iHAWHABipoM, HeldiHaBipoM,
CaKBIHaBipOM).

Anens® J| cnifi 3acTocoBYBaTH 3 00epeiKHICTIO y KOMOIHAIIT 3 moMipHAMH iHridiropamu CYP3A4
(HampuKIa®, epUTPOMIIMHOM, (IIyKOHA30JI0M, BepamaminoMm, auiTiaseMoM). Oco6iuBO  Iie
CTOCYETbCS THX BHIIAJIKiB, KOJU MAILiEHT OTPHMYE IOTYXKHHH ab6o momipuuit inribitop CYP2D6
(Hampukan, napokceTuH) abo mnpemapatr, skuit omHodacHo mupurniuye CYP3A4 i CYP2D6
(manpukian, aMmiogapoH, HUMETHANH, IMATHHIO).

Ipununenns npuiiomy Adenn®™ J

Ipu npununenni npuitomy Anens® ]| mepeaMixyposa 3alo3a Moe BiTHOBHTH CBili posMmip 10
IOYaTKy JiKyBaHHA. ToMy MHalieHTH MOBHMHHI mepeOyBaTH MiJ HAIEKHMM HAIJIAAOM Ha HpEAMET
pPEeLUAUBY CUMIITOMAaTHYHOI aJCHOMH ITPOCTATH.

Konmaxm wikipu 3 émicmom xancynu

OcKiIbKM aKkTHBHA PEYOBMHA JYTACTEPHI BCMOKTYETBCS Yepe3 IIKIpy, CJIil yHHKATH KOHTAakKTy 3
KalrcyJiaMH, IO MPOTIKalOTh. Y pa3i KOHTAKTy 3 KalCyJaMH, LIO MPOTIKAIOTh, ypaKeHy MiISHKY
HEOOXI/IHO HeralHo i peTebHO NPOMHUTH BOJOI0 3 MUIIOM. JKiHKaM, AKIO BOHM BariTHi abo MIaHyIOTh
3aBariTHITH, HE CJIiJ KOHTAKTyBAaTH 3 PO3JaBICHHMH abo 371amaHumu Kancynamu Anens® ]I gepes
NOTeHLiHHYy abcopOuiro JyTacTepuay Ta MOMIMBI PH3HKH JUIS ILUIOJA YOJIOBIUOT CTaTi (IMB. PO3in
«3acTOCYBaHHS y TIepiof BariTHOCTI ab0 TOAyBaHHS TPYIION).

Lucghazis

JlyTactepun-ramMcyno3uH He JOCHIiUKYBaBCs y MALi€HTIB 3 aucdaricro (HanpuKIan, CTeHO30M0Ti0H]
3MIHM B CTpaBoXoJi ab0 HEBPOJOrivHI 3aXBOPIOBAHHSA, MOB’S3aHi 3 TOPYIIEHHAM MOTOPHKH
crpaBoxojy). ToMy Takum nanieHTaM OTPiGHO OyTH 0GEPEIKHUMH.

3minu nacmporo ma oenpecis

Y nmauienTis, AKi 3aCTOCOBYBANM iHIINN IEPOpANbHUI IHTIGITOP S-aibha-peayKTasH, ITOBiIOMISIIOCS
PO 3MIHM HACTPOIO, BKIMIOYAIOWM IIPHTHIYEHHM HACTpil, Hempecio Ta, pimmle, BUHHKHEHHS
cyInuaanbHuX AyMoK. [lanienTam il peKOMEH/IyBaTH 3BEPHYTUCS 38 MEIMYHOIO JOIIOMOTOI0 y pasi
NOSIBH OyJIb-5IKOTO 3 IUX CHMIITOMIB.

Lle#t nikapcpkuit 3aci6 MicTUTh 112,65 MI IPOMINEHTTTIKOMO B KOKHiH Kamcyii.

et mikapcpkui 3aci0 MicTHTh MeHme | MMoiab Harpiro (23 Mr) Ha TBepAy Kamcyily, TOGTO
IPaKTUYHO BIJTBHUH BiJ HATPIFO.

3acm0cy6aHHﬂ Y nepioo éazimnocmi abo 200yeanHs. 2pydoio.

Anens® ] mpoTHIOKa3aHui KiHKaM.

JociipKeHs BIUIMBY TyTacTepHIY-TaMCYJIO3UHY HA BariTHiCTh Ta Nepiof JakTamii He IPOBOIUIIOCS.
Hacrtynui TBepkeHHs BiloOpaXkaroTh JOCTYIHY iH()OpPMAIio IIPo OKpeMi KOMIIOHEHTH.

Bazimuicmo

[uribitopu S-ambda-perykrasd MOXyTb NPUTHIYYBATH PO3BUTOK 30BHILIHIX CTaTEBHX OpraHiB y
MIOAIB 40I0Bi40i cTaTi. OCKiNBKH JyTacTepHa BCMOKTYETCA Yepe3 WIKIpy, CIIil YHHKATH KOHTaKTy 3
HUM TIiJ1 9ac BariTHOCTI (0COGJMBO 3 Kancylamu, II0 npom(afom) Hesinomo, un MOXHa 3aBIaTu

LWIKO/IM TLIOY YOJIOBI4OI CTaTi, SKIIO MAaTH KOHTAKTYe 3i CIEPMOIO YOJOBiKa, SKMH JKyBaBes
JTYyTaCTePUIOM.
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Jlakmayis
Hesinomo, uu nmpoHHKae gyTactepua abo TaMCYJI03HH Y TPYAHE MOJIOKO JIFOAMHH.

30amuicmo eéniusamu Ha WBUOKICMb peakyil npu KepyBawHi ABMOMPAHCNOPMOM ab0 HUUMU
MexauisMamu.

JocnikeHp IOAO BIUIMBY yTacTEPHIY-TAMCYJIO3HHY Ha 3JaTHICTh BHKOHYBATH 3aBJaHHs, MIO
BUMAararOTh PO3CYUIMBOCTI a00 MOTOPHHMX UM KOTHITHBHHX 3Hi0HOCTEH, He mpoBoamiocsa. OxHak
Nali€HTiB  CNTiJ TOBIZOMHTH MpPO Te, W0 CHMITOMH OPTOCTATHYHOI TIilOTEH3ii (HAIpUKIam,
3alIaMOPOYEHHS) Ta MOPYHICHHS 30py MOXYTh BHHHMKAaTH B JCSIKAX BHIIAJKaX IIPH 3aCTOCYBaHHI
Anens® ]I, mo Moe TOTipIIMTH 3aTHICTh KepyBaTH aBTOMOGIIEM Ta IHIIMMY MeXaHi3MaMH.

Cnocio 3acmocyeanna ma 0o3u.

J1J1s mepopaIbHOr0 3aCTOCYBaHHS.

PexomengoBana no3a — 1 karcyna (0,5 mr/0,4 mr) Ha 100y.

Anens® ] cnip mpuitMati mpotsroMm 30 XBMIMH Tmicas mpuifomMy TKi i 0GOB’S3KOBO 3amMBATH
CKIITHKOIO Boau. Kareropudno He MOXKHa NpHHAMAaTH Ha TOJOJHUM IUTYHOK. PexoMeHmyeThes
IIpUHMaTH Npenapar MIOAHs B OJMH 1 TOW caMuil Jac.,

Kancynu cnmi KoBTaTH IIIMMM, HE PO3XKOBYBATH UM IHIIHM YHHOM DPO3KPHMBATH, OCKIJIBEKH BMIiCT
KancyId MOXE TMPHU3BECTH [0 IOAPA3HEHHS CIIM30BOi OOOJOHKM POTOTJIOTKH (IUB. PO3Ii
«Ocobrueocmi 3acmocy8anuay).

Iayienmu 3 nopyweHuamu yHxyii nevinku

Hemae nmocBimy 3actocyBaHHs maimieHTaM i3 mopymeHHaMM (yHKmil medinku. Agxens® JI ciix
3aCTOCOBYBATH 3 0OEPEXKHICTIO MAIli€EHTaM i3 JISTKUMH Ta MOMIpHUMY MOPYLIEHHAMH (YHKIIT EUiHKH
(muB. posmimu «Ocobrusocmi 3acmocysanns» Ta «Papmaxonoziuni enacmusocmi»). Anens® ]I
NPOTHUIIOKA3aHUH MAIlIEHTaM 13 TSDKKUMH [OPYIIEHHAME QYHKINT HEYiHKH.

Iayienmu 3 nopywennamu GyHKyii HUpoK

Hemae jocBimy 3acTocyBaHHs mamieHTaM 3 HHPKOBOK HejxoctatHicTio. Tomy Anmens® JI ciin
3aCTOCOBYBATH 3 00EPEKHICTIO, 0COOIMBO MaIliEeHTaM i3 Ba)KKOIO HHPKOBOIO HEJOCTATHICTIO (KJipEHC
kpeatuHiny <10 Mi/XB) (quB. po3ain «@apmakonoziuni enacmusocmi»).

Hayienmu noxunoeo 8ixy

Kopexkuis 1031 3a51€XHO Bifl BiKy He MOTpiOHA.

JHimu.

Anens® J| He MpU3HAYAETHCS TITSM Ta HiUTITKAM.

Ilepeodosysanna.
Hemae naHmx 1momo mnepenosyBaHHS —IyTacTEPHAOM-TAMCYJIO3WHOM. HacTymHi TBepIKeHHs
Bi100pakaloTh AOCTYIHY iH(pOPMAILiIO TPO OKpeMi KOMIOHEHTH.

Jlymacmepuo

Y IOCHIKEHHSX Ha NOOpOBOMBIAX OXHOPa3oBi [060BI 1034 myTactepumy 0 40 mr (o
CKBIBJIEHTHO 80-KpaTHOMY MEpEBUIICHHIO TEPANEBTUYHOI J103H) MPH3HAYATH IPOTSroM 7 JHIB 63
3HAYHUX MOOOKOBAHB MO0 OesnekH. Y KIHIYHUX JOCIIIKEHHAX Cy0’eKTaM NPHU3HAYAIMA O3H 5 MT
Ha 100y mporsrom 6 MicsmiB Ge3 HOXATKOBAX MOGIYHMX e(eKTiB y MOpIBHAHHI 3 TUMH, SIKi
CIOCTEpirasies PH 3aCTOCYBaHHI peKoMeH10BaHoT 103u. CrenudivHOro aHTHIOTA TS Ty TACTEPHIY
He icHye. [Tpu 1mino3pi Ha nepe103yBaHHs C11iJl pO3MOYATH CUMITOMATHYHE JTiKyBaHH.

Tamcynoszun

ToBinomiisiiocs Tpo BUIAKK FOCTPOTO MEPEA03yBaHHs TAMCYIO3MHOM y 1031 5 Mr. V IuX BHMagkax
crocTepiranucs rocTpa rinotensis (cucronivnmit AT 70 M pT.cT.), 6MIOBaHHS Ta Aiapes.

B pasi BUHHKHEHHS rocTpoi TimOTeH3ii Hicis Mepeno3yBaHHS TaMCYIO3HHOM HEOOXiHO BXKHUTH
3aXOMIB ULl HiATPUMKH CEPIEBO-CY[AMHHOI CHCTEMH. ApTepialbHHil THCK Ta 9YaCTOTY CEpLEBHX
CKOPOY€Hb MOXHA HOPMaJli3yBaTH, BKIABIIM TaIieHTa. SIKIIO Iie He JO0MOMOIIO0, MOXKHA 3aCTOCYBATH
T71a3MO3aMIHHHKH, @ IpH HeoOXinHocTi — Basonpecopu. Jlianis HaBps YU JONOMOXKCE y BHBEICHHI
TaMCYJIO3MHY 3 OPraHi3My, OCKiIbKM TaMCYJIO3HH Maii)e TOBHICTIO 3B’A3ye€ThCs 3 GiIKAMH ILTa3MH.
Jlnst 3mMeHIeHHs abcopOuil MoXkKHA BHKINKATH OmroBanHs. SIKmo Gyia MpHAHATA BETHKA 1033, MOYXKE
OyTH KOPHCHHM 3aCTOCYBaHHs aKTHBOBAHOTO BYTULIS | OCMOTHYHHX IIPOHOCHHX.



Ilo6iyni peaxuyii.

Hocnimkens ¢aszu III 3 gyracrepumaom-taMcysio3uHOM He mpoBojwiocs. OmHak iHdopMmarlis Tpo
OJIHOYACHE 3acCTOCYBaHHS JAocTynHa B JociimkeHHI CombAT, y skoMy MOpiBHIOBAIH IyTacTEPH.I
0,5 mr Ta tamcynosur 0,4 mr y xoMbiHarmii abo okpeMo oauH pa3 Ha J00y mpoTsroM 4 pokiB. Kpim
TOro, JocTynHa iHQopmamis momo mnpodimo Oe3neKd OKpeMHX KOMIIOHEHTIB (IyTacTepumy i
TaMCYJIO3HHY).

[ToGiuni peaxuii, npo ski HalYacTile IOBIIOMIIAIOCH [IPH OJAHOYACHOMY 3aCTOCYBAHHI IyTacTepULy
Ta TaMCYJIO3MHY, BIUIABAJIM HA OPraHd PENPOAYKTHBHOI CHCTEMH Ta MOJIOYHMX 3aj03. Lli moOiuHi
peakii crocrtepiranucs uacrtime npu KomOiHOBaHIM Tepamil, HDK IpH MOHOTepamii, a TaKoX
IIPOTArOM MEPIIOrO POKY JIiKyBaHHS, HIXK IPOTATOM HACTYMHHX pokiB (muB. posain «Crnocib
3aCcmocy8anHs ma 003uy).

[To6iuHi edexTH, mO crocTepiraivcs MPH 3aCTOCYBaHHI OJHOTO 3 JBOX BHIIB MOHOTepamii (y
KJIIHIYHUX TOCTIUKEHHSX Ta/ab0o B XO/Ii MOCTMApKETHHIOBOTO CIIOCTEPEKEHHS) ab0 y AOCIIIKEHH] 3
OJHOYACHUM 3acTOCYBaHHSM, IIepepaxoBaHi HIDKYE 3a CHCTEMaMH OpraHiB 1 4YacTOTOK (SKIIO
HeoOximHa Kiacugikalis OKpeMHX IOOIYHHMX peakliif Ha OJHYy 3 JBOX MIIOYHX pPEYOBHH, JIHB.
iHdopMmairo 11 OZHOKOMIOHEHTHOTO JIIKApChKOTo 3ac00y).

ITpu xnacuikamii moOIYHUX peakiiii BHKOPUCTOBYBaJIM HACTYIHY 4YacTOTy: Ay)e dvacTo (>1/10),
gacto (>1/100, <1/10), mewacto (>1/1000, <1/100), piako (> 1/10 000, < 1/1 000), myxe pimko
(<1/10 000), HeBimoMO (TMEepeBaXHO HA OCHOBI  CIIOHTAHHHX IIOBIOMJIEHL IijJ  4ac
MIOCTMApKETUHIOBOT'O CIIOCTEPEKEHHS, TOUHY YaCTOTY HEMOIKIIUBO OLIHUTH).

Hoeoymeopennsa 006posaxicHi, 310AKICHI | HeYyMOYHeH]

Hee6ioomo: xapumHOMa MOJIOYHOI 3aJI03H Y YOJIOBIKIB (IUB.po3ait «Ocobiusocmi 3acmocyannsy).
THopywens 3 60Ky iMyHHOT cucmemu

Heuacmo: BucunaHHs, CBepOiXK, KPOITUB’ IHKA.

Pioxo: aHTiOHEBPOTUYHUHN HAOPSK.

Lyoice pioko: cunnpom CriBeHca-/[)KoHCOHA.

Icuxiuni posnaou

Yacmo: 3HMXKeHHS Mi6iz0.

yoice pioxko. MpUTHIYEHHH HACTPIH.

Ilopywenns 3 60Ky Hep606oi cucmemu

Yacmo: 3aniaMOpOYEHHS.

Pioko: HEIPUTOMHICTB.

Ilopywenns 3 60Ky opeanis 30py

Hegioomo: 3aTyMaHEHHs 30pY, MOPYIIEHHS 30DY.

bynu TakoX NOBIZOMIECHHS NP0 3B’S30K MK IMOSBOK IHTpaoNepamiiHoro CHHIPOMY ATOHIYHOI
paiinyxuoi o6ononku (ICAP) min uyac omepamii 3 mpHBOLY KaTapakTH i INIAyKOMH Ta JIIKYBaHHAM
TaMCYJI03MHOM (IHB. po3isl «Ocobausocmi 3acmocy8aHusy).

Ilopywenns 3 60Ky cepye6o-cyOuHHOI cucmemu

Heuacmo: pUIIBUAIIEHE CEPIIEOUTTS, OPTOCTATUYHA TiIIOTEH3IA.

Hesioomo: Taxikapnis, aputmis (Harmpukiaz, Giopuisiis nepeacepsn).

Ilopywenns 3 60Ky opaanie OuxanHa, epyoOHoi KIimKu ma cepedoCminHs

Heuacmo: puHiT.

Hesioomo: HOCOBa KpOBOTEYA, 38 UIIKA.

Ilopywienns 3 60Ky WIYHKOBO-KUUKOB020 MPAKMY

Heuacmo. nynora, 3anop, niapes, 6JIF0BaHHS, CYXiCTh Y POTI.

Ilopywenns 3 60Ky wKipu ma niOWKIpHOT K1IMKOSUHU

Hesioomo: exchoniaTUBHUIT 1epMaTHT, My IbTHHOPMHA EPUTEMA.

Ilopywienns 3 60Ky penpoOyKmusHoi cucmemu i MOLOYHUX 30103

HYacmo: IMIIOTEHIis, HOPYIIEHHS esKyJILii (HAPUKIIa, peTPOrpagHa esKyIsis), FiHeKoMacTis, 611b
Yy MOJIOYHHX 3aJI03aX.

Hyorce pioko. npiamism, 6176 B ss€ukax Ta HaOpsIK.

Hesioomo: criliki nopymrenss cexcyanbHoi QyHKUil (Taki K iMIOTEHIsA, MOPYIICHHS eAKYIALil Ta
3HIDKEHHS J1i61710), Y TOMY YKCII MiC/Is NPUITMHEHHS JTIKYBaHHS.

3azanvhi pozniaou

Heuacmo: acreHis.



IToBigoMIeHHS PO miJI03proBaHi Mo6iYHi peakiii

IToigoMieHHS po MOOIYHI peakiii micis peecTpallii JTiKapcbKoro 3aco0y Mae BakIuBe 3HadeHHs. Le
Jla€ 3MOTy IIPOBOJUTH MOHITOPUHT CIiBBiIHOIICHHS KOPUCTB/PU3MK MPH 3aCTOCYBaHHI IIHOTO
JiKapchKoro 3acody. MeauyHuM Ta (apManeBTHYHHAM IMpalliBHUKAM, a TaKOX MamieHTtam ado IXHiM
3aKOHHHM IIPEJICTABHUKAM CJIiJl TOBIIOMIISTH IPO yCl BUITAIKH IMiTO3PIOBAaHUX MOOIYHUX peaxiiii Ta
BIZICYTHOCTI €(eKTUBHOCTI JIIKAPCHKOTO 3aco0y depe3 ABTOMATH30BaHy iH(OpMAaIliiiHy CHCTEMY 3
bapmakoHarmsiy 3a nocmianssM: https://aisf.dec.gov.ua.

Tepmin npuoamuocmi. 2 poxu.
Tepmin npuaatHOCTI Mmicns nepuoro po3kputts — 90 aHiB.
He 3acTocoByBaTy npenapart miciis 3aKiHUeHHsI TEpMiHY IPUIATHOCTI, BKa3aHOTO Ha YIIaKOBII.

YMmoBu 30epiranns. 30epiraté B OpHTiHaIBHIM ymakoBui mpu Temmeparypi He Bume 30 °C.
36epiratu B HEOCTYITHOMY JUISL AiTeH MicCIi.

Ynakoska. [To 30 kancyn y ¢paaxowni. [To 1 ¢akony y mauri.
Kareropis Bigmycky. 3a perentom.

Bupoonuk. JIabopatopioc Jleon @apma, C.A. (Laboratorios Leon Farma, S.A.).

MicnesHaxoaskeHHs: BHDOOHHKA Ta ajgpeca Micls MPOBAIKeHHS Horo AisuibHocTi. IToirono
Inpactpian Haarexepa, K/ Jla Bamrina, c¢/m, BIJIBAKIJIAMBPE-JIeon, 24008 Jleon, Icmanis
(Poligono Industrial Navatejera, C/ La Vallina s/n, VILLAQUILAMBRE-Leon, 24008 Leon, Spain).

3aaBHuk. AT «Dapmak»

Micuesnaxomxenns 3agsBHHKa. Ykpaina, 04080, m. KuiB, By;1. Kupuisceka, 63.

JlaTa 0CTAHHBOIO MEPerJIsIIy. ,Xof A% y&jo?é"
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