IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

OMHIK"®

(OMNIC®)
Cknao:
ditoya pevos8uHa: TaMCYJIO3UHY TiAPOXJIOPUL;
1 kamncyna Mictuts 0,4 Mr TaMCyJI03UHY TiIPOXJIOPUAY;

0ONOMIdICHI peyoB8UHU: 1Ie/TI003a MiKPOKPUCTAaTiYHa, KUCIOTH MeTaKpUJIaTHUM comofiMep (Tum A),
nojticop6aTy, HATPio IaypuiaCcyIbdaT, TPUAIETUH, Kallbllilo cTeapaT, TalabK, 000JI0HKA KaICyIIn:
xkemnatuH, iHgurotud (E 132), tutany giokcup (E 171), 3amiza okcup xxotuu (E 172), 3amiza okcug
yepBouui (E 172).

JIikapcbKa ¢popma. Kamcynu 3 MonudikoBaHUM BUBITbHEHHSIM, TBEPIi.

OcHosHI (i3uko-xiMiuHI 81acmuBocmi: KaIlCyJy IPOKOBracTol ¢opMu (TUI 2) 3 TiIOM OpPaHKEBOTO
KOJIbOPY Ta KPHUIIKOI OJIMBKOBO-3€JIEHOT0 KOJIbOPY, Ha IIOBEPXHI Mal0Th MapKyBaHHS YOPHOTO
KOJIbOPY, BMICT - TpaHyIb0OBaHUM ITOPOIIOK KOBTYBATO-6iJI0T0 KOILOPY.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 110 3aCTOCOBYIOTLCS IIpU NOOPOSKicHiN rinepmnasii
nepeMixypoBoil 3a/103u. AHTaroHiCTH a,-afipeHeprignux peuenTopiB. Kom ATX G04C A02.

®apMakoJI0riyHi BJIaCTHBOCTI.
dapmakoOuHamika.

OmHik” BEOGIPKOBO i KOHKYPEHTHO GJI0KY€ MOCTCHHANTHYHI O,-aApeHOPeleNITOPH, 30KpeMa O, Ta ,p,
II0 3HaXOMAATHCA Y TIafgKiid MyCKyJlaTypi IepeMixypoBol 3aj103H, IIUIUKN Ce40BOro Mixypa i
IIPOCTATUYHOl YaCTUHU YPeTpH. Lle mpu3BOAUTH N0 3HUKEHHS TOHYCY T1agKol MyCKyJIaTypH
IepeaMiXypoBoOl 3a/103H1, IIUUKN CEY0BOr0 MiXypa i IpOCTaTUYHOl YaCTUHHU YPETPHU Ta
TostinieHys: BUiTeHHs cedi. OMHOYAaCHO 3MEHINYIOTHCSI CUMITOMHU 0OCTPYKIIil Ta
ofipa3HeHHs, OB’ g3aHi 3 TOOPOSKICHOIO TinepIiia3ieio MepefMixypoBol 3a103u (yTpynHeHHS
IIOYaTKYy CEeYOBUITYCKAHHS, TOCTIa0IeHHs CTPYMeHs cedi, KpallaHHs ITic/Is 3aKiHYeHHS
CEYOBUIIYCKAHH/I, BiH‘-IYTTH HEIIOBHOTI'O CIIOPOZKHEHHA Ce490BOI'0 Mixypa, YacCTi I03UBU o
CEe4YOBUITYCKAHHS, TI0O3UBHU 0O CEUYOBUIIYCKAHHS B HIYHUU YacC, HEBIIK/IAHICTh CEYOBUIIYCKAHHS).

LIi edbexTu moBrui yac 30epiraioThCs MpU JOBTOCTPOKOBOMY JIiKyBaHHI i 3HaYHOI0 MipoI0



BiICTPOUYYIOTh IPOBEMIEeHHS XipypriuHoi onepanii abo KaTeTepu3ariil.

AHTaroHIiCTH (;-afPEHOPELIENITOPIB MOXKYTh 3HUKYBATU apTepiaJbHUN TUCK BHACTIAOK 3HUKEHHS
nepudepuyHOro TOHyCy cynuH. Ilifg yac mociinxeHs TiKapchkoro 3aco6y OMHIK® He Bin3Hadaiocs
KJIIHIYHO BUPaXKEeHOT0 3HUXKEHHS apTepiabHOIO TUCKY.

dapmakoKiHemuxka.

BcmokmyeaHHA: TaMCYI03UH J00pe BCMOKTYEThCS 3i IITYHKOBOT'0-KHIITKOBOTO TPAKTY, @ MOT0
6iomocTymnHicTh cTaHOBUTH Matke 100 %. BCMOKTyBaHHS TaMCYJI03UHY BigOyBa€eThCs IO
MOBiIBHIIIE MicsA TpuioMy 1XKi. OTHAKOBUY PiBEHb BCMOKTYBAHHS IOCATAETLCS B TOMY BUIIAAKY,
KOJIM HalieHT npuitMae OMHIK® B OfMH i TOM caMuii yac Micis IpuioMy ixi. ®apMakOKiHeTHKa
TaMCYJIO3UHY Ma€ JTiHIMHUYN XapaKTep.

ITicna mpuitoMy pa30Boi fo3u OMHIKY® micis inu miKoBa KOHI|eHTpallis TaMCyI03KHY Y IIa3Mi KpoBi
mocaraeThcs MpubIM3HO yepe3 6 roguH, a crabilbHa KOHIEHTPAIlisl CIIOCTePiraEThCs Ha I'SITy J00y
Iic1s mofeHHoro mpuiioMy npemnapary. C,,, IPY koMY € IpUOIN3HO Ha OBi TPDETUHU BUILOO 3a TY,
II0 YTBOPIOETHCA MiCTIS IPUMOMY Pa30BOl LO3U.

Po3nodia: y 4onoBikiB TaMcymo3uH mpubau3Ho Ha 99 % 3B’s13yeThes 3 Ginkamu mmasmu. O0’em
pos3mominy npemnapaTty He3aHauHu# (mpubausuo 0,2 1/Kr).

Memab60i3M: TaMCy1034HY TiIPOXIOPUN He MiANa€ThCs €PEeKTy MepIIOro IPOXOMKEHHS i MOBIBHO
MeTalo0Ii3yeThC y IeUiHIl 3 YTBOPEHHAM (apMaKoJIoriYHO aKTUBHUX MeTaboIiTiB, 0 30epiraoTs
BUCOKY CEJIeKTHBHICTh [0 O;-agpeHOpelenTopiB. binblla yacTuHa aKTUBHOI PEYOBUHU NIPUCYTHS B
KPOBI y HE3MiIHEHOMY BUTJIAA].

EaimiHauis: TaMCyTI03UH Ta oro MeTaboJTiTH BUBOASATHCS 3 OPTaHi3aMy IepeBaxkHO i3 ceyero.
[Tpubnu3Ho 9 % Big mO3U 3a/UIIAETHCS Y BUTISAI HE3MiIHEHO] [il040] peYOBUHH.

ITicns pa3osoro mpuiiomy mo3u OMHIKY® micys inu Ta mpy cTaGiIbHIM KOHIEHTpallil y m1a3Mi KpoBi
mepiogy HamiBBUBEIEHHS BilITOBIMHO CTaHOBIATEL mpubau3Ho 10 ta 13 rogus.

KriniyHi xapaKTepHCTHKH.

IToka3zanus. JlikyBaHHS QYHKITIOHATBPHUX PO3JIaliB HUXKHIX CEUOBUX LIIAXIB IIPU HOOPOSKiCcHiH
rinepnasil IpoCcTaTH.

IIpomunoka3aHHs.

linepuyTnuBiCTh O TAMCYJI03UHY TiIPOXJIOPUAY, BKIII0Yal0Yyd MeIUKaMeHTO3HO IHIYKOBaHUU
aHTiOHEBPOTUYHHUU HaOpsK, abo mo Oyab-KO0I 3 IOTIOMiXKHUX PEUOBHH; HasgBHICTh B aHaMHe3i
OPTOCTAaTUYHOI TiMOTeH3ii; TSXKKa MeYiHKOBa HeJIOCTaTHICTh.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocmimKeHHS B3aEMOIii BUKOHYBAJIUCh TiJIbKU y JOPOCTIHUX.



[Tpu ogHOYACHOMY 3aCTOCYBaHHI TaMCYJI03WHY TiTPOXJIOPUAY 3 aT€HOJIONIOM, eHalallpuiioM,
Hibenuminom abo Teodininom mikapchKoi B3aEMoii He Big3Havyanocs. OgHOYacHe 3aCTOCYBaHHS 3
IUMETUIVHOM IMiABUIIYE, a 3 PypoceMifoM— 3HUKYE KOHIEHTPAIiI0 TaMCYJI03UHY Y IIJIa3Mi KPOBi,
aJjie OCKIiNIbKH IIi PiBHI 3a/MINAIOTHCS B MeXKaX HOPMH, y CIelliajibHil KOPeKIlil J03yBaHHS
TaMCYJIO3UHY HeMa€ MoTpeodHu.

Y mocnigkeHHSX in vitro miasemnaM, TPOIPAHOION, TPUXIOPMETia3ud, XI0PMaaduHOH, aMiTPUIITHITIH,
nukiodeHak, riaibeHKIaMi, CMMBacTaTHH Ta BapdapuH He BIIMBAIOTh Ha BiIbHY (GpaKiliio
TaAMCYJIO3UHY Y IIJ1a3Mi KpoBi moguHu. [Iofi0HUM YHHOM TaMCYJI03UH He 3MiHIOE PiBeHb BiITHbHUX
¢dpakiii giazemnaMy, IPOIPAHOIONY, TPUXJIOPMETia3uay Ta XJIOPMaAUHOHY Y IIJIa3Mi KPOBi TIOOUHU.

[Tpore pukmodeHak Ta BapdapuH MOXKYTh MigBUIIYBATH IMIBUAKICTH e/liMiHAIlil TaMCYI03UHY.

OmHOYaCHe 3aCTOCYBAaHHS TaMCYJIO3WHY TiIpPOXIOPUAY 3 cuiIbHUMHE iHTi6iTopamu CYP3A4 Moxke
IIPU3BECTH [0 30i/IbIlIeHHS BIIJIUBY TaMCYJI03UHY rigpoxiopuny. OgHOo4YacHe 3aCTOCYBaHHS 3
KETOKOHA30JI0M (Bimomuii cunbHuUM iHTi6iTOp CYP3A4) mpu3Bomuio mo 30ineimenHs AUCi C,,,
oo 2,81 2,2 BigmoBiOHO.

Tamcyno3uHy TiApOoXIOpUf He CIlif Ipu3HadaTH y KoMbiHallil 3 cunbHuMY iHribiTopamu CYP3A4
marfieHTaM 3 Hu3pKuM Metaboirizmom CYP2D6.

TamCyno3uHy TiApOXIOPUN CJIifi 3aCTOCOBYBaTH 3 00epekHICTIO ¥ KOMOiHallii 3 CUIbHUMH i
nomipauMmu iHribitopamu CYP3A4.

OpHOYacHe 3aCTOCYyBaHHS TaMCYJIO3UHY TiIpOXJIOpUAY i MapokceTuny (cunbHuUM iHribitop CYP2D6)
npu3BoouTh Ao 30inmemmenss C,,, 1 AUC mo 1,3 1 1,6 BigmoBigHO, anie 1ie He € KITHIYHO
3HAQUYIIUM.

OmHOoYacHe 3aCTOCYBAHHS 3 iHITUMU (;-agpeH00I0KaTOpaMy MOXKe MTOCHUITIOBATH TilTOTEeH3UBHUH
edexT.

Oco06.1ueocmi 3acmocye8aHHs1.

4K i mpu 3acTOCyBaHHI iHINUX A;-aipeH00I0KaTOPiB, B OKPEMHUX BUIIAgKaX IIPH 3aCTOCYBaHHI
OMHIKY" MOXJIMBE 3HIHXKEHHS apTepialbHOro TUCKY, IO MOXe iHOMi IPU3BECTH [0 BTPATH
cBigomocTi. [Tpu mosBi mepmvx 03HaK OPTOCTATAYHOI TiMOTeH3il (3aTaMOPOYEeHHS,
cnabKiCTh) IallieHT NOBUHEH IPUUHATHU [OJI0KEHHS CUASAYU abo jekauyu 10 3HUKHEHHS
BUILle3rafaHUuX CUMIITOMIB.

Tlepen TUM SIK PO3MOYATH JTiKyBaHHA HpenapaToM OMHIK®, CIIifl IPOATH MeguyHe 00CTeXKEHHS 3
METOI0 BUSBJIEHHS iHIIUX CYIMyTHIX 3aXBOPIOBaHb, 1[0 MOXKYTh CIPUUMHUTH TaKi caMi CUMIITOMH SIK
no6posikicHa rimepra3sis nepegMixypoBoi 3ai03u. [lepen moyaTKoM liKyBaHHS HEOOXiIHO MPOBECTHU
peKTanbHe 00CTeXKEHHS TepeaMiXypoBoi 3a1031 Ta IPH HEOOXiTHOCTIi— TeCT Ha BU3HAUYEHHS PiBHS
crenuivHOT0 aHTUTEHY IepeaMixypoBoi 3ano3u (PSA) mo moyaTKy Ta 4epe3 OgHaKOBI IIPOMiXKKHU
4yacy mif 4ac JiKyBaHHS.

[Ipr3HayaTy npemnapar nauieHTaM i3 TAKKO0I0 (OpPMOI0 HUPKOBOI HEJOCTATHOCTI (KJTipeHC KpeaTUHIHY
<10 mn/xB) HEOOXigHO 3 0COOIMBOI0 00EPEKHICTIO, OCKITbKY KITIHIYHUX OCTifI2KEeHb 3aCTOCYBaHHS
OMHiKy® TaKUM MallieHTaM He IIPOBOAUIIOCH.



Y mesiK¥X MAIli€HTIB, AKi npuiimMany abo MpUiMalTh TaMCYJI031H, IIifl Yac XipyprigHOro BTPy4YaHHS 3
IIPUBO[Y BUMIAJIeHHS KaTapaKTH i TTayKOMHU Bim3HauaBcs cuHApoM aToHiuHoi 3inui (IFIS, BapiaHT
CHHIPOMY 3BY2KEHOI 3iHHUIIi), IIJ0 MOXKE CTAaTU MPUYKHOIO 30iMbIIeHHS KiTbKOCTi YCKIaJHEHD
IIiJT Yac 4Yu Iic/isg IPOBEeIeHHs TaKol omepaliil.

4Kk mpaBuino, 3a I 2 TUXKHI Ilepef IPOBefIeHHSM Ollepallil 3 TPUBOAY BUIaJIeHHS KaTapaKTH i
rJIayKOMH PEKOMEHAYETHCS MPUIIUHUATY JIiKyBaHHS TaMCyJI03UHOM, IIPOTE KOPUCTh Biff IPUIMHEHHS
JIiKyBaHHSI TAaMCYJIO3MHOM Ha ChOTOJIHI TOYHO He BCTAaHOBJIEHO. [Ip0 CUHAPOM aTOHIYHOI 3iHUII
MIOBITOMJISINIOCS TAKOXK Y TAILIEHTIB, SKAM IPUIIMHUIIA 3aCTOCYBaHHS TaMCYyJI03UHY IIPOTSATOM
TPHBAJIOTO Yacy [0 IPOBefeHHS OIepPaTHBHOTO BTPy4YaHHS 3 IPHUBOOY KaTapaKTH.

[TamienTaMm mepep maIaHOBOIO OIlepallielo KaTapaKTH Yy IJIayKOMU He PEKOMEHOYEThCS MOYNHATH
IIPHAOM TaMCYJIO3UHY Tifpoxaopuay. [Ipy miAroTosi go onepatlii Xipypru ta opTaabMOIOTH MalTh
Mi3HaATHCS, YU MpuiiMaB (abo mpuiiMae) MalieHT TaMCYJI03UH, 3 METOIO IOMepPeKeHHS MOKJIIBUX
yCKJIaflHeHb, 10B’13anux i3 [FIS.

Tamcyno3uHy TiApoXIOpUp He CIlif Ipu3HadaTy y KoMbiHallil 3 cunbHuMY iHribiTopamu CYP3A4
mmalfieHTaM 3 Hu3pkuM MeTtabdoiizmom CYP2D6.

TaMCynmo3uHy TiApOXIOPUN CJIii 3aCTOCOBYBaTH 3 00epeKHICTIO ¥ KOMOiHallii 3 CUTbHUMH i
noMipHuMHU iHribiTopamu CYP3A4 (guB. «B3aeMopis 3 iHIKMMY JTiKapChKUMHU 3aco0b6aMu Ta iHIII BUIU
B3aEMOMIN»).

[ToBigOMIIANIOCH NIPO BUNAKY aJIepPriYHUX peakllii Ha TaMCYJIO3UH Y MAalli€HTiB 3 HAasBHICTIO B
aHaMHe3i aneprii Ha cynbdaninamigu. Cnig fOTpUMyBaTUCh 00EPEKHOCTI IPU 3aCTOCYBaHHI
TaMCYJIO3UHY TigpOXJIOpUAy MallieHTaM, Y SIKUX paHillle BiIMidanach aneprig Ha cynbdaHinaMigu.

3acmocysaHHs y nepiod sazimHocmi ma abo 200y8aHHs 2py00to.

OMHIK® He IIOKa3aHWi 17 3aCTOCYBAHHS XKiHKaAM.

®epTUNLHICTD

[Tig 4yac KITIiHIYHUX OOCTIgXKEeHb TaMCYJIO3UHY IIPOTATOM KOPOTKOTO Ta TPUBAJIOro Yacy BigMidasucs

NIOpYIIeHHS egKynsAlil. Bumagku mopylieHHs egKyysllii, peTporpagHoi esKy il i HegocTaTHbOI
esKyJIAIil BifMidanucs B MmicnsipeecTpaliiHuil Tepiox.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocnimKeHHS BIJIMBY IIpellapaTy Ha 3MaTHICTh KepyBaTH aBTOTPAHCIOPTOM abo iHIIKUMU
MexaHi3MaMu He NpoBofuiucs. OgHak MallieHTH MaloTh OyTH ToNepenxKeHi ITpo MOXKJIUBICTh
BUHUKHEHHS 3alIlaMOPOYEHHS.

Cnoci6 3acmocyeaHHss ma do3u.

PexomeHgoBaHa no3a Oy HOpocaux— 1 Karcysa IMogeHHO MiCsd CHIJaHKy YU MiC/s IepuIoro



npuiiomy ixi. Kamncyny cniig KoBTaTu I1ijoi0, He po3/7aMyBaTH i He PO3:K0OBYBaTH, OCKIJIbKY Ife Oyne
IepemKoaXKaTh MOIU(PIKOBAHOMY BUBIIPHEHHIO aKTUBHOTO iHTpeMicHTa.

[TarienTaM 3 HUPKOBOIO HEIOCTATHICTIO He MOTPiOHa KOpeKiris mo3u. [TallieHTaM 3 MOMipHOIO Ta
CepemHbOr0 CTYIEHS TSIXKKOCTI IIeYiHKOBOIO HEIOCTATHICTIO He MOTPiOHa KOPEKIis 103K (IUB. TAaKOXK
«IIpoTunoKa3aHHg»).

Himu.
[IpemapaT He 3aCTOCOBYBATU AiTAM.

Besmnexka Ta eeKTUBHICTh 3aCTOCYBaHHSI TaMCYJIO3UHY OiTAM (BikoM 10 18 pOKiB) He OLiHIOBa/INCE.

Ilepedo3yeanHsi.
Cumnmomu.

[lepeno3yBaHHS TaMCYJI03UHY TiIPOXJIOPULOM MOXKE IOTEHIIMHO CIPUYUHUTY TAXKKY IIIOTEH3UBHY
mito. Ts1KKa TrimoTeH3uBHA [id BifMivyanach IIpU Pi3HUX CTYNEHSX ITepefo3yBaHHSA.

JIikysaHHA.

Y pasi pi3koro 3HUKEHHSA TUCKY BHACIIIAOK IIepef0o3yBaHHA CJIifi IPOBOAUTH HMiTPUMYIOUY Teparlito,
CIIPSIMOBaHy Ha BifHOBJIEHHSI HOpMaJIbHOI (DYHKIIil CepleBO-CYAUHHOI CUCTEMHU (HANPUKIIaf, MalieHT
Ma€ IPUUHATU TOPU30HTAJIbHE MTOJI0KEHH). fAKIIo el 3axif He i€, MpoBecTH iHGY3ilHY Tepatniio Ta
IPU3HAYMUTHU Ba30mpecopHi 3acobu. HeoOxigHO cigkyBaTi 3a GYHKIII€I0 HUPOK Ta IIPOBOOUTHU
3arasibHy IiATPUMYIOYy Tepariio. BHACTigoK BUCOKOTO CTYIIeHs 3B’ sI3yBaHHS TaMCYJIO3UHY 3 OinKamu
IIJTa3MU [IPOBENEeHHS reMOofiani3y € HaBpAQ YU AOLIUIbHUM.

3 MeTOI0 IPUNKUHEHHS [T0aJIbIIIOr0 BCMOKTYBaHHS IIpenapaTy MOXKHa IITy4YHO BUKJIMKATH OJII0BAHHS.
[Tpu nepeno3yBaHHi 3HAYHOI KiIbKOCTI IIpelapaTy MalieHTy HeoOXigHO MPOMUTH IUIYHOK i3
3aCTOCYBaHHSIM aKTUBOBAHOTO BYTi/IS Ta HU3BKOOCMOTHYHUX ITOCIa0/II0BaIbHUX 3aC00iB, TAaKUX SIK
cynbdat HaTpio.

ITo6iuni peakuii.

CucteMa opraHiamy Yacto (>1/100, |Heuacto Pinxo (>1/10000, [lyxe pigko [Hesigmomo
<1/10) (>1/1000, <1/1000) (<1/10000 ) |(meMoOXkNHBO
<1/100), OLIIHUTH IPU
HasIBHOCTI
[MOCTYIMHUX
[maHux
|HeBposioriuni po3namu 3amamopouenHs |['omoBHuUH 6inb |HempuToMHICT
(1,3%)
3 00Ky opraniB 30py 3aTyMaHeHHS
30Dy,
TOpPYIIEHHS
30py
3 00Ky cepiist BiguyTTs
ceprieOuTTS




CynuHHi po3ragu OprocTaTH4Ha
TioTeH3is

PecnipaTopHoO-MeniacTHHAILHI] PuHIT HocoBa
Llosna;m KpoBOTEYa
MITyHKOBO-KHUINKOBIi po3/1amu 3amop, miapes, CyxicTb y poTi’
HYLOTa,
GroBaHHS
|Po3nmagu 3 00Ky mKipu Ta Bucwur, AHTiOHEBpOTHMYHUN |CHHOPOM MynbTu-hopMHa
CITH30BHX 000I0HOK cBepOiXK, HaOPsK CTiBeH- epuTeMa,
|[KpomnuB’siHKa ca- ekcdoria-TUBHUIM
[IKOHCOHA  [gepMaTHUT,
peaxis
boTOUyTIN-BOCTI
|PenponyKTHBHI nopymenHasa  |Po3nanu [Ipiamizm
e SIKYTISIIII,
BKJTIOUAI0YU
[pETPOTPATHY
eSIKYTIAINIO i
HeJOCTAaTHICTD
e TKY AL
3araabHi po3nagu IACTeHisT

"Bimmigamnucs B MmicnsgpeecTpaliiHul mepion

[Tig gac micnapeecTpaliiftHOr0 HATISAAy ONKCAHO BUMAAKU iHTpaolepaliiHol HecTabiTbHOCTI
paiifykHo1 000JI0HKY OKa (CMHAPOM 3BYKEHO1 3iHUI) IIpX omepariil 3 IpUBOAY KaTapaKTH Ta
TJIayKOMH Y TIalli€HTiB, SKi IpUiMany TaMCyJI03uH (IuB. po3min «Oco0IMBOCTI 3aCTOCYBAHHS»).

ITicasipeecmpauitiHull 0oceid: KpiM BUIlleBKa3aHUX MOOIYHUX peakllii, IOBiqoMIISI0Ch PO
BUTIAOKK GiOpumsIlii mepencepab, apuTMii, Taxikapmii Ta gucmHoe. OCKibKY PO 3a3HaveHi
BUIIQ[IKHU ITOBiIOMIISIJIOCH CIIOHTAHHO, YAaCTOTY MTOBiMOMIIEHb Ta 3B 130K i3 3aCTOCYBAHHSIM
TAMCYJI03UHY HE MOXKHa [OCTOBIPHO BCTAHOBUTH.

Y BUNAgKy BUHUKHEHHS M00iYHUX e(PeKTiB IPOCUMO HAIPaBIATH iHGOopMalliio f0
npencTtaBHuUITBa AcTennac ®apma FOpon b. B., Ha agpecy 04050 M. KuiB, Byn. [IuMoHEHKa,
13, kop. 7-B, odic 41, Ten: 044 490 68 25, pakc: 044 490 68 26 Ta HalliOHAILHY CUCTEMY
IIOBiIOMJIEHb.

Tepmin npudamuocmi. 4 POKH.

YmMmoBH 30epiranHsi. 30epiraTé B OpUTiHaJbHIN YIAKOBII TP TeMIlepaTypi He Buine 25 °C.

30epiratu y HEJOCTYIIHOMY IJIST OiTe# MicIi.

YnaxkoBka. ITo 10 karncyn y 6mictepi, mo 3 6micTepu y KapTOHHiN KOPOOIIi.

Kareropis Bignmycky. 3a penentom.



Bupo06HuK. Actemnac ®apma FOpon B.B./Astellas Pharma Europe B.V.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicIisi MIpPOBaKeHHs Tis/IbHOCTi. Xoremar
2, 7942 12K Mennen, Hinepnaagu/Hogemaat 2, 7942 JG Meppel, the Netherlands.

3asaBHHK. Actemnac ®apma FOpon B.B./Astellas Pharma Europe B.V.

Micue3HaxomKeHHsI 3asiBHHKa. Cunssiycser, 62, 2333 BE Jleiigen, Hinepnaugu/Sylviusweg,
62, 2333 BE Leiden, the Netherlands.



