IHCTPYKUIA
JUISE MEIUYHOT' 0 32CTOCYBAHHS JIKAPCHKOI0 3200y

CEPTO®EH
(SERTOFEN)

Cknao:

diroua peyosuna: NEeKCKETonpoQeH;

1 r remo MicTUTh AekckeTonpodeny (y Gopmi Tpomeramodny) 12,5 mr;

O0onoMmidicHi pewosunu: KapOoMep roMmomnoiiMep, eTaHona 96 %, omis 1aBaHA0Ba, MEHTOJI, HATPIIO
T1IPOKCH], BO/Ia OYHILICHA.

Jlikapcbka gopma. I'einb.
OcHosHi @izuko-Ximiuni e1acmusocmi. HEIPO30PUN CIPYBATO-01710T0 KOJIBOPY Ieilb, OAHOPITHUM,
3 3aI1aXOM JIaBaHIU, M SITH Ta CIIUPTY.

dapmakoTepaneBTHYHA rpymna.
Hecrepoinni npoTuzamanbHi 3acobu 11 mictieBoro 3actocyBanns. Kom ATX M02A A27.

Dapmakonoziuni eracmueocmi.

Dapmaroouramika.

JlexckeronpodeHy TpoMeTraMoll € TpoMmMeTamiHOBow cimto  (S)-(+)-2-(3-6en3oindenin)
MIPOITIOHOBOI KHUCIIOTH Ta aKTHBHUM €HAHTIOMEPOM HECTEPOIMHOTO MPOTH3AMAIBHOTO 3ac00y
(HIT33) keronpodeny.

Mexani3m fii 0a3yeTbcs Ha 3MEHIICHHI CHHTE3y MPOCTArJIaHAWHIB 3a PaXyHOK MPHUTHIYCHHS
muksiookeurenasu (LJOI). 3okpema, rambMyeThesl NMEPETBOPEHHS apaxiJOHOBOI KUCIOTH Y
nukmiyuHi eaponepokcuan PGG2 ta PGH2, 3 skux yrBoprorothes npoctarianauau PGE1, PGE2,
PGF2a, PGD2, a takox mnpocrauukiaid PGI2 ta tpomOokcanu TxA2 i TxB2. Kpim mporo,
MPUTHIYCHHS] CHHTE3Y MPOCTArJIaHIMHIB MOKE BIUTMBATH Ha 1HIII MEIIaTOPH 3alaJeHHs, TakKi K
KiHIHH, IO MOKE€ TaKOK OIMOCEPEIKOBAHO BINIMBATH HA OCHOBHY JiI0 JEKCKETOMPOQEHY.
Hoseneno, mo keronpodeH € ePEeKTUBHUM aHANT€TUYHUM, [POTHU3AMAJIbHUM  Ta
KapO3HIKYBAJILHUM 3aC000M BUHSATKOBO y BUTJISIII €HAHTIOMEDY.

[Tlim yac nochimkenp iHrioOyBanHs I[lOI' Oyno BcranoBiaeHo, 1o R(-)-eHantiomep €
(apMakoJIOTiYHO HEAKTHBHUM, a 3a (papMakoJOTriuHy aKTHBHICTh palemary BiamoBimae S(+)-
eHaHTiomep abo aexckeronpodeH. JlocaimkeHHs in vivo Ha TBapuHAX Ta 3 Y4acTIO JIIOJel
HiATBEPIKYIOTH 111 JIaHi.

Dapmakokinemuxa.

[Ipm MicueBoMy 3acTOCYBaHHI TeJIO JIOCSITAEThCS BHCOKAa MiCIleBa  KOHIIEHTpAIlis
JIeKckeTonpodeHy, Tol K KOHIIEHTpaIlis y Tu1a3Mi KpoBi € Tyke HU3bKoI. DapMaKOKiHETHYHI
KIIHIYHI JOCHTI/DKEHHS CBiAYaTh, IO TICJHS 3aCTOCYBaHHS 1 BCMOKTYBaHHS IIiJ{ IIKIpY
MaKCcUMaJbHa KOHIIEHTpaIlisl JeKCKeTOnpo(deHy y Maa3Mi KPoBi JOCATAETHCS MTPOTITOM 4 TOIHH.
AKTHBHa TepaneBTUYHA KOHIICHTpAIlisl BUSBICHA Y CHHOBIANbHIN pimuHi. Big3Hadaerbes, 110
piBeHb JekckeTonpodeHy (mpu 3acTocyBaHHI y KOHIEHTpaii 12,5 Mr/r) B CHHOBIaJIbHIN piauH1
€KBIBaJICHTHUH a0o0 BHMIIMK 3a piBEHb paueMiuHoro kerompodeHy (mpu 3acTOCyBaHHI Y
KOHIIEHTpaIllii 25 mr/r).

IaBepcis aktuBHOTO (S)-eHaHTIOMepa B HeakTuBHUH (R)-eHaHTiOMep He BiIOyBaeThCS.
JexckeTonpodeH BUBOJAUTHCS 3 OpraHi3My MPOTIToM 24 TOJIMH.

KuainiuHi xapakrepucTukm.

Iloka3zanns.

3ananeHHs Ta OUIb y cyrio0ax, CyXOXWIIAX, 3B’sI3KaX Ta M s3aX, 3yMOBJIEHI TpaBMamH 1
ACTCHCPAaTUBHUMU 3aXBOPIOBAHHSIMMU.

Hpomunomwannﬂ.



— Bigomi peaxmii rinepuyTauBOCTi, HANPHUKIAJ CUMITOMU OpOHXIaIbHOI aCTMH, aJepriuyHuii
PHHIT, IO BUHUKIW TIPH 3aCTOCYyBaHHI JekckeTompodeny, kerompodeny, denodidparty,
Tianpo(eHOBOT KUCIOTH, alleTHIICATIITMIOBOT KUCIOTH, iHIuX HI133 a0 iHMMX KOMIIOHEHTIB
npenapary.

— Bynp-ski peakuii poTocencubinizanii B aHaMHE31.

— HasBHICTF B aHaMHe31 WIKIpHUX TPOSBIB ajeprii MpH 3acTOCYBaHHI JEKCKETOMpOQeHy,
kerorpodeny, TianpodeHnoBoi kuciotH, penodidpary, 6mokartopi ynerpadioneropux (YD)
MpOMEHIB abo mapdymMepHuX 3aco0iB.

— BnnuB coHsIUHMX MPOMEHIB (HaBiTH PO3CISHOTO CBiTia) a00 YD-onpoMiHEHHS Yy COMAPii Mmif
9ac JIIKyBaHHS MPETapaToM Ta MPOTATOM 2 THIKHIB ITiCJIs IPUMUHEHHS HOTO 3aCTOCYBaHHS.

— He nHanocuTH mpemnapar Ha BiIKpUTI paHH, iH(IKOBaHY WIKIpY, CIM30BI OOOJIOHKH, €K3EMY,
BYI'pH, CTAaTEBI OpPraHu, B 04l 1 Ha MEePiOpOITAIBHY AUISHKY.

B3aemooia 3 inuwumu nikapcoKumu 3acodvamu ma inuwii 6UOU 63a€Mo0ii.
B3aemoniss ManoiMoOBipHa, OCKIJIBKM KOHIIGHTpALis IEKCKETONpodeHy y Iula3Mi KpOBi MpH
30BHIITHHOMY 3aCTOCYBaHHI € HE3HAYHOIO.

Ocoonusocmi 3acmocy8amnnsi.

[Ipu nosiBi Oyap-SIKMX IIKIPHUX PEaKliid, y TOMY YHCII MOB’S3aHUX 13 CYIMYTHIM 3aCTOCYBaHHAM
3ac00i1B, 110 MICTSITh OKTOKPHWJICH, 3aCTOCYBaHHS MperapaTy CJijl HErailHO MPUITHHUTH.

Jliss yHUKHEHHS PO3BUTKY peakuiid (oTroceHcHOumizalii IKIpH PEKOMEHAYEThCA 3aXHILATH
OJISITOM Ti JIIJISTHKY IIKIPH, HA SIKI HAHOCUTHCS TPeTapar, i1 4ac HOro 3aCTOCYBaHHS Ta MPOTATOM
2 THOKHIB TICIISA TPUMTUHEHHS.

[Ticast KOKHOTO 3acTOCYBaHHSI IMpemapaTy CJiJl peTeNbHO MUTH PyKU I YHUKHEHHS
MOTPATUISTHHS TEJTI0 Ha 1HII TUISHKY TiIa.

[Ticns 3acToCcyBaHHS TIpenapary He CJIiJ 3aCTOCOBYBATH OKJIIO31MHY MOB’A3KY Ta OISATaTH TICHUN
OJIST.

Mo>kITMBHI PO3BUTOK NIEPEXPECTHUX PEAKITIM TTPH OJTHOYACHOMY 3aCTOCYBaHHI IEKCKETOMPOPEeHY
3 JEAKMMM COHIIE3aXHCHMMHU KpeMamH, (eHo¢iOpaToM Ta IHIIMMHU 3aco0aMu, IIO MICTSThH
0eH30(DEeHOH Y CBOIM XIMIUHIA CTPYKTYPI.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

Bacimnicme.

Ockinbku Oe3neka 3acTOCYBaHHs JEKCKETONPOQEeHy BariTHUM KiHKaM HE BCTAHOBIICHA, CIijJ
YHUKATH 3aCTOCYBAaHHsI MIPEMapary y Mepio1 BariTHOCTI.

Ilepioo 2o0ysants epy0oro.

JlaHnx 1I0M0 eKCKpemii JeKcKeTonmpodeHy y TpyAHEe MOJIOKO Hemae. [Ipemapar He
PEKOMEHIYETHCS 3aCTOCOBYBATH Y TIEPIiO TOAYBaHHS TPYAIIO.

30amuicms enaugamu Ha WUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCNOPMOM abo iHuUMU
MexXanizmamu.
Jlanux Hemae.

Cnocio 3acmocysannus ma 003u.

[Ipenapar npu3HaYeHUWH A7 30BHINIHHOTO 3aCTOCYBAaHHS. 3arajoM, HOTO PEKOMEHIYEThCS
3acTocoByBaTu 2—3 pasu Ha 100y. KigbKICTh reiro 3aleXuTh BiJ PO3MIPY YpaKeHOI TiISHKH.
JloOoBa /1032 He MOBMHHA MEPEeBUINYBAaTH 7,5 T, m0 BiAmoinae mpubausHo 14 cm remo. ['ens
HAHOCUTBHCA JIETKUM BTUPAHHAM Ul TOJETIIEHHS BCMOKTYBaHHS. TpuUBaiicTh JIKyBaHHS HE
NOBHMHHA MepeBUIyBaTH 7 Ai0.

imu.

[TokazanHs Ta 703yBaHHS AEKCKETONPOGEHY MIiTsIM BiKOM 110 18 poKiB HE BCTaHOBJIEHI.

Ilepeoo3ysanns.



[lepeno3yBaHHs TNpH 30BHIIIHBOMY 3aCTOCYBaHHI € MAaJOMMOBIpHMM. Y pasi BHIAJAKOBOTO
IPOKOBTYBAHHS ITOKa3aHEe NMPOMHBAHHS IUTYHKA Ta CUMIITOMaTH4HA Tepamis. JlekckeTonpodeH
MoKe OyTH BUJAICHUH IUTSIXOM Jializy.

Il06iuni peaxuii.

[To61uni peakiii kimacudikoBaHi 3a OpraHaMy 1 CHCTEMaMH Ta YaCTOTOKO X BUHUKHEHHS: TyXKe
gacto (>1/10), gacto (> 1/100 mo < 1/10), meuacto (> 1/1000 go < 1/100), pigko (> 1/10000 o
<1/1000), nyxe piako (< 1/10000), HeBigoMO (4acTOTY HE MOKHA BUSHAYUTH HA OCHOB1 HassBHUX
JTAHKX).

3 60Ky imyHHOI cucmemu:

Jy’e P1IKO — CUCTEMHI peakxilii TinepuyTIuBOCTi (KpOIuB’siHKa, OpOHXOCIIa3M).

3 60Ky wiKipu ma niOWKIpHOI KNiMKOBUHU.!

HEYacTo — JAepMaTUT (epuTemMa, CBepOiK, 3araneHHs, BIAUyTTs EYiHHA); P1AKO — Cepio3H1 HIKipHI
peakii, Taki SK OyJabO3HHMNH JaepMaTUT (BKJIIOYAlOYM eKC(OJIAaTUBHUM), IO MOXKE
PO3MOBCIO/DKYBAaTUC Ta HaOyBaTW TeHEpali30BAaHOTO XapakTepy; HEBIIOMO — peakiil
dboTocencubLTIZaIli (epuTeMa, 3aMaJICHHsI Ta B ICSIKUX BUIAKaX — HE3HAYHA BE3UKYJIALIIS).

Tepmin npuoamnocmi.
3 poku.

YMoBH 30epiranus.
30epiratu ipu Temmneparypi He Buie 25 °C y HeAOCTYITHOMY JUIS JITEH MicIIi.

Ynakoska.
60 r y Ty0Oi; 1 Ty0a B KapTOHHIH KOpOOIIi.

Kareropis Bigmycky.
3a peuenrtom.

Bupoouuk.
YOPJII MEAUIINH IUTAY CAH. BE TIXK. A I/
WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Micue3Haxo/a:KeHHsI BUPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHS HOro XislJIbHOCTI.

15 Temmys Maxamremi J[Dxami Homy JIxammeci NeSO Tromemni barmkumap/Cramby,
Typeuunna/

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul, Turkey.

3asiBHHK.
YOPJII MEAUIIVH IUTAY CAH. BE TIJK. A.I., Typeuunna/
WORLD MEDICINE ILAC SAN VE TIC. A.S., Turkey.

JlaTa ocTaHHBLOIO Mepersy.



