IHCTPYKUIA
AN MeJMYHOI0 3aCTOCYBaHHS NiKapCbKoro 3acoby

OMHIK OKAC
(OMNIC OCAYS)
Cknag:
Ai0Ya peyoBmHa: TamCcyn03uHY rigpoxIopua;
1 Tabnetka MicTuThb 0,4 M TaMCY/I03UHY TiAPOX/TOPULY;
A0NOMI>KHI peyoBuHK: Makporon 8000, Makporon 7000000, marHito cTeapaT, BOfa O4mLLEHa, onaapi xoBTuin 03F22733.

JlikapcbKa thopma. TabneTku, BKpUTI N1IBKOBOK 060/10HKOO, MPO/IOHI0BaHOI AiT 3 NepopasibHOK CUCTEMOK KOHTPO/IbOBAHOT abcopouii.
OCHOBHI (pi3nKO-XiMiYHi BNacTUBOCTI: TabNeTKn Kpyrni, ABOONYK/i, BKPUTI XKOBTOH NiBKOBOK 0060/IOHKOH), MApPKOBaHi TUCHEHHAM «04.

dapmakoTeparneBTUYHa rpyna. 3acobm, Lo 3aCTOCOBYHOTLCA NPU JOBPOSKICHIN rinepnnasii nepegmixypoBoi 31031, AHTaroHiCTW o1-afjpeHepriyHnX peLenTopis.
Kopg ATX G04C A02.

dapmMakosoriyHi BnacTmeOCTI.
dapmakogyHamika.
OMHIK Okac BMOIPKOBO | KOHKYPEHTHO O/10Kye MOCTCUHANTUYHI  O1-8APEHOPELLENTOpPKU, 30KpeMa 0Oja Ta Oqp, WO 3HAXOAATLCA Y rnagki MycKynatypi

nepeAMiXypoBoOi 3a/1031, LMK CEYOBOrO MiXypa i MPOCTaTUYHOI YaCTUHW ypeTpu. Lle NnpusBoanTb L0 3HMXKEHHS TOHYCY FNMafKoi MyCKynaTypu nepegmixypoBoi
3a/1031, LUMIAKN CEYOBOro MiXypa i MPOCTaTUYHOT YaCTUHU YPETPU Ta NOMINLIEHHS BUAINEHHS ceui.

O[HOYaCHO 3MEHLUYKTLCA CUMMTOMM OOCTPYKLIT Ta MofpasHeHHS, MOB’A3aHi 3 A0OPOAKICHOH rineprnasieto nepeamMixypoBol 3ano3u (YTPYAHEHHS Mo4aTKy
CEeYOBMMYCKaHHSA, NOCNabneHHs CTPYMeHs cedi, KpanaHHs Micns 3aKiHYeHHA CeYOBUNMYCKaHHS, Bi4YYTTS HEMOBHOIO CMOPOXHEHHSA CEYOBOr0 Mixypa, YacTi No3vBu L0
CEeYOBMMNYCKaHHS, NO3MBM [0 CEYOBUMYCKAHHSA B HIYHWIA Yac, HEBIAKNAAHICTb CEHOBUMYCKAHHS).

3[aTHICTb (115-a4PEeH06/10KATOPIB 3MEHLLYBATW apTepiaslbHUA TUCK MOB’A3aHa 3i 3MeHLUeHHAM nepudgepuyHoro onopy. OMHIK Okac y fo6oBiin gosi 0,4 Mr He

CMPUYMNHSAE KNIHIYHO 3HAYYLLIOTO 3HWXKEHHSA CUCTEMHOMO apTepiasibHoro TUcKy (AT) AiK Yy XBOPUX Ha apTepiasibHy FinepTeHsito, Tak i y NauieHTiB 3 HOPMa/lbHUM
noyaTtkosum AT.

PapmakoKiHe TuKa.

Abcopbuis. OMHIK OKac fB/1se CO60t0 TabneTKy MpPosIOHrOBaHOT AiT 3 KOHTPO/IbOBAHNM BUBI/IbHEHHAM Ha OCHOBI MaTpPUKCY 3 BUKOPUCTAHHAM T'e/ito HeiOHHOTO Tuy.
®opma Okacy 3abesneyye TpuBasie Ta MOBI/IbHE BWBINIbHEHHA TaMCY/O3VHY, LLIO [Aa€ EeKCMOo3WLio 3i CNabKMMK KONMBAHHAMU MPOTAroMm 24 rofuH. llicns
nepopabHOro npuinomy Hatule 57 % TamcynosuHy abcopOyeTbCs B KuLeyHWKY. LLIBMAKiCTb i1 06’em abcopbuii npenapaty B NikapcbKin opmi Tabnetok
MPOJIOHrOBaHOT AiT He 3MIHIOKTLCA NMPY MPUAOMI XKi i3 HU3bKUM BMICTOM XXUPY. MOKa3HWUKM BCMOKTYBaHHA MifBULLYtOTLCA Ha 64 % Ta 149 % (AUC 1a Cyax

BiZNOBIZHO) NPU NPUIAOMI Ki 3 BUCOKUM BMIiCTOM XXUPY MOPIBHAHO 3 MPUIAOMOM HaTLLe.

Tamcyn031H JEMOHCTPYE NiHiHY (hapMaKOKIHETUKY .

MMicns ogHopa3oBoro npuiiomy npenapary OMHIK OKac HaTLle MakCUMaslbHa KOHLEHTpaL,isi akTUBHOI PEHOBMHM Y Nia3Mi KPOBI CNOCTEPiraeTbCa yepes 6 rogunH. Y
PIBHOB&XKHOMY CTaHi, KW JOCAraeTbCA Ha YeTBEPTUI AeHb NpuiioMy npenapaTy, MiK KOHLEeHTpaLii HacTae Yepe3 4—6 rofuH He3aeXHO Bif npuitomy ixi. [Tk



KOHLEHTpauUil y nnasmi Kposi MigBULLYETLCA NPUBIN3ZHO 3

6 Hr/Mn nicna nepLioro NpuinoMy Ao 11 Hr/Mn 'y piBHOBaXXHOMY CTaHi.

AK pe3ynbTar TPUBASIOr0 BUBIMIbHEHHS HAMHVKYMIA PiBEHb KOHUEHTpaLii TaMcyno3nHy y nnasmi ctaHoBUTb 40 % MakCMManbHOT KOHLEHTpaLil He3aeXXHo Bij,
npuiiomy ixi.

Posnogin. 3B’s3yBaHHA 3 6inkamMu nnasmm — 99 %. O6’eM po3noAiny HeaHavyHuin (MPUBGAN3HO

0,2 n/kr).

MeTaboniam. Tamcyn03uHy rigpoxnopusg Mae HU3bKUA eqheKT NepLLIoro NPOXoaKeHHs, NOBiSIbHO MeTaboNi3yrUmnCh. bibLua YacTHa akTUBHOI PEUYOBUHUN MPUCYTHS
B KPOBI Y He3MiHeHOMY BUrNaAi. MeTaboni3yeTbca y nediHui. PesynbTatu in vitro nokasytoTb, o CYP3A4 i Takox CYP2D6 BK/IOYaKOTLCA Y MeTab0/Mi3M, iHLLi
i30thepmeHT CY P He3HayHO BM/IMBAKOTb Ha TaMCy/o3uH. purHiveHHs metabonisytounx gepmeHtie CYP3A4 i CYP2D6 moxe npu3BecTv 4O NiABULLEHHSA
eKCNo3nLii TaMcyno3uHy rigpoxnopuay (ave. po3ainn «OcobnmMBOCTI 3aCTOCYBaHHS», «B3aemogia 3 iHWMMK NiKapCbKMMK 3aco6amm Ta iHLWI BUAW B3aEMOAIN).
YKogeH 3 MeTaboniTiB He € aKTUBHILLWM 3a [ito4y PEHOBUHY.

BueeaeHHs. TaMCyno3nH Ta Moro mMetTabonitim BUBOASATLCA B OCHOBHOMY HMpKamMu, 4—6 % [003v BUAINAETbCA Y He3MiHeHOMY BUrnsAAi. Mepiog HaniBBUBEAEHHS
TamCyn03MHy Npyn 04HOPa3oBOMY NPUINOMI Ta Yy piBHOBaXKHOMY CTaHi cTaHOBUTb 19 i 15 rogunH BiAnoBiAHO.

KniHIYHI XapaKTepuUCTUKMN.
lNokasaHHS.
NikyBaHHA cMMNTOMIB 3 GOKY HWXKHIX BiA4iNiB CEYOBUBIAHUX LUNAXIB NPW LOOPOSKICHIN rinepnasii npoctaru.

IMpoTnnoKasaHHA.
FinepyyT/MBICTb 40O TaMCYN03UHY FiAPOXI0pULY, BKIOYaOUM MegMKaMeHTO3HO iHAYKOBaHMWIA aHriOHEBPOTUYHMIA HabpsK, a60 A0 ByAb-AKOI3 LOMOMIKHUX PEYOBUH;
HasABHICTb B aHaMHe3i OPTOCTATUYHOT MNOTEH3IT; TAXKKa NeYiHKOBa HeLOCTaTHICTb.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

JocnimpKeHHs B3aeMOLIT MPOBOANNNCSA Ti/IbKM 38 y4acTHO JOPOC/INX.

Mpn ofHOYACHOMY 3aCTOCYBaHHI TamMCy/103MHY TiAPOX/IOPUAY 3 aTeHO/0/10M, eHananpuioMm, HieauniHom abo TeodiniiHOM NiKapcbKOT B3aEMOAIT He BiA3Hayanocs.
OfiHoYacHe 3aCTOCYBaHHS 3 UMMETUANHOM MiABULLYE, a 3 (DYPOCEMILOM — 3HMXKYE KOHLEHTPAL|it0 TaMCyN03MHY Y M1a3mi KpoBi, ane OCKiNIbKWU Ui piBHI 3a11LLat0THCA
Yy MeXax HOpMU, Y crnewiasibHin KOpeKLiT 403yBaHHA TaMCYN03MHY HEMaEe HeO6XiAHOCTI.

Y pocnifpkeHHsAX in vitro giasenam, nponpaHonon, TPUXIopMeTiasna, XN0pMaguHoH, amiTpUNTUAIH, AUKNodeHaK, rnibeHknamif, cuMBacTaTuH Ta Bap(apuH He
BN/IMBAKOTb Ha BiflbHY (pakuito TamCyno3nHy Yy Mnasmi Kposi noavHW. Tofi6HMM YMHOM TaMCYNO3WH He 3MIHIKOE PiBEHb BiflbHUX (hpakuii Aiazenamy,
nponpaHosiony, TPUXIOPMETIasnay Ta XJI0PMagNHOHY Y NiasMi KPOoBi NIIOLVHN.

MpoTe AnKnogeHak Ta BapdapuH MOXYTb NiABWLLYBATW LIBUAKICTb eNiMiHaLiT TaMCy03MHY.

OfHoYaCHe 3aCTOCYBaHHS TaMCy/I03U1HY TigpOXIopuay 3 cuibHUMK iHriGiTopamm CY P3A4 moxe Npu3BecTy A0 36iNbLUEHHS BNIUBY TamCy/I03UHY TiApOXIopuay.
OfHoYacHe 3aCToCyBaHHS 3 KETOKOHA30/10M (BigoMuiA cunbHWiA iHri6iTop CY P3A4) npussoauno o 36inblieHHs AUC i Cpay 40 2,8 1 2,2 pa3a BifnoBsigHo.
TaMcyno3nHy rigpoxnopug He cnif npusHayaty KomoiHauii 3 cunbHUMKY iHriGiTopamm CY P3A4 nayieHTam 3 HU3bKUM MeTaboniamom CY P2D6.

Tamcyno3uHy rifpoxnopug cnif 3acTocoByBaT 3 06epeXHICTHO Y KOMOIHALIT 3 CUIbHUMUW | NOMIPHUMM iHriGiTopamun CY P3AA4.

OfHouacHe 3aCTOCYBaHHS TaMCyN03UHY Tigpoxnopuay i napoKceTuHy (cunbHuin iHriitop CYP2D6) npussoamno fo 36inbleHHs C o 1 AUC fo 1,3 i 1,6 pasa
BIAMOBIAHO, a/e L He € K/IHIYHO 3HaYYLLUM.

OfHoYacHe 3aCTOCYBaHHSA 3 iHLUNMU 01-a4peH0610KaTopamMy MOXe NOCUNIOBATH FiNOTEH3UBHUI e(EKT.



Oc06/1MBOCT i 3aCTOCYBaHHSI.
7K i Npn 3acTOCyBaHHI iHLWNX 01-a4peH06I0KaTOPIB, B OKPEMUX BUNafKax Npu 3aCTOCYBaHHI NikapcbKoro 3acoby OMHIK OKac MOX/IMBE 3HUKEHHSA apTepiasbHOro

TUCKY, L0 PiIKO MOXe NP13BOAUTY 10 BTPaTK CBIAOMOCTI. Mpy nepLumx o3Hakax OpTOCTaTUYHOI rinoTeH3il (3anamMopoYeHHs], cNabKicTb) NauieHT MOBUHEH CICTV abo
NACTW | 3a/IMLLIATUCS B TaKOMY MOMIOXEHHI 0 3HUKHEHHS BULLE3rafaHnx CUMNTOMIB.

Mepef TMM 5K po3MoyaTi NikyBaHHA npenapatom OMHiIK OKac, cnif NpoinTn MeanyHe 06CTEXEHHS 3 METOI BUSBMEHHS IHLIMX CYMYTHIX 3aXBOPIOBaHb, L0 MOXYTb
CMPUYUHUTI TaKi cami CUMNTOMMU, AK A0OPOsiKiCHa rinepnasis nepeamMixypoBoi 3a103u. Mepes NoYaTKOM fliKyBaHHS HEOOXiHO NPOBECTU pPeKTaslbHE 0OCTEXEeHHS
nepeiMixXypoBoi 3a/1031 Ta Npu HeO0OXILHOCTI — TECT Ha BU3HAYEHHSA PIBHA CNeuMpivyHOro aHTUreHy nepefMixypoBoi 3a1031 (PSA) A0 noyaTtky Ta yepe3 OAHaKOBI
MPOMIXKKM Yacy nif vac NikyBaHHS.

Mpu3Ha4aT npenapart naieHTam i3 TSHKKOK CTafiero HUPKOBOT HeOCTaTHOCTI (KnipeHC KpeaTuHiHY <10 M/xB) HeobXigHO 3 0CO6/IMBOKD 0OEPEXHICTHO, OCKIfIbKM
KNIHIYHUX JOCNIIKEHb ANA TaKMX MaLieHTIB He MPOBOAWN.

Y [eskux nauieHTis, AKi npuimMann abo npuiimMaroTb Tamcyflo3uH, Nif Yac XipypriyHoro BTPyYaHHA 3 NPUBOAY BWAANIEHHA KaTapakTW i rnaykomu Bif3HayaBcs
CUHAPOM aToHIYHOT 3iHunui (IFIS, BapiaHT CUHAPOMY 3BY>KEHOT 3iHMLLT), L0 MOXe CTaTu MPUYNHOKO 361/IbLUEHHSA KifIbKOCTI YCKMIaAHEHb Mij Yac UM Micns NPOBeLeHHS
Takoi onepaw,ii.

AK Npasuno, 3a 1-2 TWXHI 40 NPOBeLeHHs onepauii 3 NPUBOAY BUAANIEHHSA KaTapaKTh i rNayKoMW PeKOMEHAYETLCA NPUNUHUTY NiKyBaHHS TamCy/I031HOM, NpoTe
KOPUCTb Bif, MPUMUHEHHSA NiKYBaHHA TaMCYy/I03MHOM Ha CbOrOfHi TOYHO He BCTaHOB/eHa. PO CMHAPOM aTOHIYHOT 3iHWLI MOBIAOMANOCA TaKOX Y NMauieHTIB, AKUM
MPUMMHUAN 3aCTOCYBaHHSA TaMCY/103MHY NPOTArOM TPUBAJIOT0 Yacy A0 MPOBeLeHHS OnepaTMBHONO BTPYYaHHS 3 MPUBOAY KaTapakTy.

MauieHTam nepej nNiaHOBOKD OMepaLlierd 3 NPUBOAY KaTapakTy UM rNayKoMu He PeKOMEHAYETbCA PO3NOYMHATU MPUIMOM TaMCyno3uHY rigpoxiopugy. 3 MeTor
nonepeiKeHHs MOX/IMBUX YCKNaAHeHb, NoB’A3aHuX i3 IFIS, npu nigrotosui 4o onepauii Xipypru Ta opTanbMON0rM MatoTh fisHaTucs, yn npuiimas (abo npuinvae)
nawieHT TaMCy/I03UH.

Tamcyno3unHy rifpoxnopug He cnif npusHavaTny KomoiHauii 3 cunbHUMU iHri6iTopamm CY P3A4 navieHTaM 3 HU3bKMM metabonismom CY P2D6.

Tamcyno3uHy rigpoxnopua Cnif 3acToCOBYBaTU 3 00EPEXXHICTIO Yy KOMOIHaUii 3 CuibHUMKM | nomipHUmy iHriGiTopammn CYP3A4 (auB. «B3aemopis 3 iHLWMMK
NiKapCbKMMM 3ac06amMu Ta iHLWI BUAW B3aEMOLiI»).

IHOZI MOXKHA BUSABUTM 3a/TMLLIKM TabNETKN Y (heKasisX.

MoBigOMNANN NPO BUMAAKW anepriyHMX peakuid Ha TamMCyno3uMH Yy MauieHTIiB 3 HasaBHICTIO B aHaMHesi aneprii Ha cynbadinamign. Cnig goTpumysaTtucs
06epeXKHOCTI NpW 3aCTOCYBaHHI TaMCy/03U1HY FiAPOXIopUAY NalieHTam, y SKMX paHille Bif3Havanacsa aneprisa Ha cynbgaHinamigu.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

OMHiK OKac He nokasaHWii 11 3aCTOCYBaHHS XXiHKaMm.

PepTUNbHICTL

Mig vac KAIHIYHUX AOCNiMKeHb TamCy/o3vHY MPOTArOM KOPOTKOro Ta TPMBAIONO Yacy Bif3HayYanncs NOPYLUEHHS eakynauii. Bunagkyu nNopylweHHs eskynauii,
peTporpagHoi eakynauii i HeOCTaTHLOT eaKyNALIT BiA3HaYanncs y nicnsapeectTpauiiHnii nepiog,

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.
[JocnimpkeHHs BNMBY Npenaparty Ha 34aTHICTb KepyBaTy aBTOTPAHCMOPTOM abo IHLWIUMK  MeXaHi3maMun He nposoannv. OfHaK nauieHTiB NoTpibHO nonepeanTy Npo
MOX/IMBICTb BUHWKHEHHS 3aMaMOpPOYeHHS.

Cniocib 3acTocyBaHHA Ta [03Mu.



PekomeHaoBaHa 4o3a — 1 TabneTka LWOAEHHO, He3aNeXHO Bif npuitomMy ixXi. TabneTKy cnif KOBTaTU L0, He pO31aMytoUmn Ta He PO3KOBYHOUM 1T, OCKINbKK Le byae
nepeLuKopKaTy JOBroTpMBaJIOMY Ta KOHTPO/IbOBAHOMY BMBI/IbHEHHIO aKTUBHOTO iHrpefieHTa. TpuBasicTb /liKyBaHHA BCTAHOBNHOETLCA iHAMBIAYaA/TbHO.

MauieHTaM i3 HUPKOBOK HEAOCTATHICTIO He NMOTpi6Ha Kopekuis Ao3un. MauieHTam i3 MOMIpHOIO Ta CepefHbOro CTYMEeHA TSHKKOCTI NeYiHKOBOK HeAOCTaTHICTIO He
noTpibHa KopeKLis 4031 (AVB. TAKOX PO34in «TpoTUMOKa3aHHS»).

aiTn.
MpenapaT He 3aCTOCOBYIOTb AiTAM.
Besneky Ta epeKTUBHICTb 3aCTOCYBaHHA TaMCY/03MHY AiTAM He OLiHIOBa/IN.

Nepeno3yBaHHA.

CumnTomu.

Mepeao3yBaHHA TaMCyN03UHY FiAPOXIOPUAOM MOXE MOTEHLIAHO CRPUUMHUTK TSXKKY FiNOTEH3MBHY [Ait0. TshKKa rinoTeH3MBHA Ais Big3Hauyanacs npu pisHMX
CTYNEeHAX Nnepeso3yBaHHS.

NikyBaHHs.

Y pa3si pi3Koro 3HWKEHHA TUCKY BHaCMiJOK Mepefo3yBaHHA Chif NPoBOAUTM MiATPMMYKOYY Tepanito, CrpsAMOBaHYy Ha BiJHOB/IEHHA HOPMasbHOT (YHKUIT
CepueBo-CyANHHOT cucTeMn  (Hanpuknag, nauieHTa caif MoKNacTW B FOPU3OHTa/IbHE MOMOXEHHS). AKLLO Lel 3axig He i€, NpoBecTn iHAY3iiHY Tepanito Ta
NPU3HaYNTL Ba30NPECOpHi 3acobu. HeobxigHO cnigkyBaTu 3a ()yHKLIEH HMPOK Ta MPOBOAUTM 3arasibHy NiATPMMYHOYY Tepanito. 3 Orfsgy Ha BUCOKWUIA CTYMiHb
3B’A3yBaHHA TamMCy/103MHY 3 6ifIKamMu NiasMu KPOBi, ManoiMOBIPHO, L0 NPOBEAEHHS remogianiay € fOUiNbHUM.

[ns NpunNuHeHHs MoAasbLIOro BCMOKTYBaHHA MpenapaTty MOXHa LUTYYHO BUKAMKATK 6/t0BaHHA. [pu nepefo3yBaHHI 3HAYHOI KiNbKOCTI MpenapaTy nauieHTy
HeoOXIiAHO NPOMUTM LLUYHOK i3 3aCTOCYBaHHAM aKTUBOBAHOIO BYTi/IN15 Ta HU3bKOOCMOTUYHINX MPOHOCHUX 3ac006iB, TakKUX K Cynbgart HaTpito.

Mo6iyHI peakuii.

Cuctema opraHismy YacTo (>1/100, <1 | HeuacTo (>1 | Pigko (>1/10000, <1 | OAyxe pigko | HeBigomo
/10) /1000, <1/100), | /2000) (<v (HeMOXX/IMBO
10000) OLiHATK Ha
OCHOBI [OCTYMHUX
[aHnX)
HeBponoriyHi po3nagu 3anamopoyeHHs 0N0BHWI 6iNb | HENpUTOMHICTb
(1,3 %)

3 6OKy opraHiB 30py 3arymaHeHHs
30py”, NOPYLLEHHS
30py”

3 6oKy cepus BiguyTTs

cepLeonTTs
CyaunHHI po3nagn OpTocTatuyHa
rinoTeHsis

PecnipaTopHo-MegiacTUHaIbHI PuHIT HocoBa

po3naau KpoBoTeya"




LLINyHKOBO-KMLLKOBI po3/iaau 3anop, [Aiapes, CyxicTb y poTi*
Hy[O0Ta,
61t0BaHHA
Posnagn 3 60Ky LWKipn Ta BucunaHHs, AHTIOHEBPOTNYHWIA CuHapom MynbTudopm Ha
CN130BUX 060/10HOK cBep6iX, HabpsK CriBeHca - | epuTema”,
KpOnuB’sHKa [>xoHcoHa eKkctoniaTue-HWiA
nepmaTmT”,
peakuis
(oTouyTnBoC-Ti*
PenpoayTVBHI NopyLLEHHS Poznaam Mpianiam
eaKynauit,
BK/IHOYaK0u
PeTporpagHy
esaKynayio i
HefOoCTaTHICTb
eakynauii
3arasibHi po3nagm ACTeHis

*BigsHauanmca y nicnapeecTpauiiHuin nepiog,
IMig Yac nicnspeecTpalinHoro Harnagy onmcaHo BMNaAKW iHTpaonepauiinHoT HeCcTabiNbHOCTI painay>XHol 06010HKM 0Ka (CMHAPOM 3BYXXEHOI 3iHMLI) Npu onepauii 3
NpUBOAY KaTapakTu Ta rnaykomuy nauieHTiB, aki npuiiMany TaMcyno3uH (4uB. po3gain «Oco6/MBOCTI 3aCTOCYBaHHS).
MicnapeecTpauiiHnii gocsid. Kpim BuleBKasaHMX NOGIYHMX peakLild, NoOBigoOMAAN0CA Npo B1Naaku Qibpunauii nepeacepab, apuTmii, Taxikapgii Ta gncnHoe. Mpo
3a3HayeHi BUNagKu1 nosigoMas10ca CNoOHTaHHO, YacToTy NOBIAOM/IEHb Ta POJIb TAMCYI03UHY Y TX BUHUKHEHHI He MOXKHa JOCTOBIPHO BCTAHOBUTMW.

TepMiH NpUAATHOCTI. 3 POKMW.

YMoBW 36epiraHHs. 36epiratn y HeOCTYNMHOMY ANs AiTel MicLi.
36epiratu npu Temnepatypi He BuLe 25 °C.

YnakoBKa. o 10 TabneTok y 6nictepi, No 3 6nicTepy B KAPTOHHI KOPOOLII.
KaTteropis Bignycky. 3a peyentom.

BupobHuk. Actennac ®apma KOpon b.B., HigepnaHaw.
Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS AisiNIbHOCTI.

AcTtennac ®apma FOpon b.B.: Xoremar 2, 7942 0)K Mennen, Higepnangn/Astellas Pharma Europe B. V.: Hogemaat 2, 7942 JG Meppel, the Netherlands.

3asaBHUK. Actennac dapma HOpon b.B.



MicuesHaxomkeHHSA 3asaBHMKaA. CunbBiycser, 62, 2333 BE JleiigeH, Higepnanan/Sylviusweg, 63, 2333 BE Leiden, the Netherlands.

Y pasi BUHUKHEHHS MO6IYHUX e(PeKTIiB NPOCUMO HanpaBnAaTW iH(opMauito Ao npeactaBHUUTBa AcTennac ®apma HOpon b. B. Ha agpecy: 04050, m. Kuis, Byn.
MumoHeHKa, 13, kopn. 7-B, ogic 41, Ten.: 044-490-68-25, hakc: 044-490-68-26.



