IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CEPTO®EH

(SERTOFEN)

Cknao:
0il04a pevuoBUHA: IEKCKETONPOdEH;
1 r remo MicTuTh JeKckeTonpodeny (y dopmi TpomeTtamony) 12,5 mr;

donomigcHi pewosuHu: KapOoMep romorosiMep, etTaHon 96 %, omist maBaHAOBa, MEHTOJI,
HaTpilo TigPOKCHUA, BoJa OYHUIlleHa.

JlikapcbKa ¢opma. ['enb.

OcHosHi (izuko-ximiuHi 81acmugocmi: HEIIPO30PUM CipyBaTO-0i/10r0 KOILOPY I'efib, OMHOPITHUHM,
3 3amaxoM JlaBaH[U, M'ITU Ta CIUPTY.

®dapmakoTrepaneBTHYHa rpymna.

HecTtepoigui npotu3amnanbHi 3acobu mis MiciieBoro 3actocyBanus. Kog ATX M02A A27.

®Papmako102iuHi 8 1acmueocmi.
d®apmakoOuHamika.

IekckeTonpodeHy TPOMETaMOJI € TPOMETaMiHOBOIO cino (S)-( )-2-(3-6eH30inbeHin) TpomioHoBol
KHCJIOTY Ta aKTWBHMM eHaHTiOMepOM HeCTepOiMHOTO IMPOTH3ananbHOro 3acoby (HII33)
KeTonpodeny.

MexaHni3Mm fii 6a3yeThCsl Ha 3MEHIIEHHI CHHTE3Y NMPOCTATIaHAKWHIB 3a PaXyHOK MPUTHIYEHHS
mukiookcurenasu (LIOT'). 30kpeMa, raapMy€eThCS IEPETBOPEHHS apaXifoHOBOL KUCIOTH Y IIUKITiUHi
enpomnepokcugu PGG2 Ta PGH?2, 3 skux yTBOPIOIOThCS mpoctarnanguau PGE1, PGE2, PGF2a, PGD2,
a TaKOX MpocTauukiil PGI2 ta TpomOokcanu TxA2 i TxB2. Kpim 116010, IpUTHiYeHHS
CUHTEe3y IIpoCTarjlaHAWHIB MOXKe BIJIMBATH Ha IHII MeiaTOpU 3alajleHHs, TaKi gK KiHIHY,
10 MOXKe TaK0X OII0CePeIKOBaHO BIIIMBAaTH Ha OCHOBHY [Iil0 JEKCKETOIPO(deHy.



IloBeneHo, 110 KeTOHPO(l)eH € e(beKTI/IBHI/IM adHaJIreTU4YHUM, IIPOTHU3allaJIbHUM Ta
ZKApPO3HUXKYBAJIbHUM 3ac000M BHHSITKOBO y BI/IT'J'IHI[i eHaHTiOMepy.

[Tig yac mocmimxkens iHridyBanHs LIOT" Oymo BcTaHOBEHO, 110 R(-)-eHaHTioMep € ¢hapMaKOJIOTiYHO
HeaKTUBHUM, a 3a ¢apMaKOJIOTiYHy aKTUBHICTh palleMaTy Bifmosigae S( )-eHaHTiomep abo
nekckeronpodeH. [JocmigKeHHd in vivo Ha TBapUHaX Ta 3 y4acTIo JIofei MigTBePAXKYIOTh IIi AaHi.

dapmakoKiHemuka.

[Tpu miciieBOMy 3aCTOCYBaHHI T'eIi0 JOCATAETHCS BUCOKA MicClleBa KOHIIEHTpallisd JeKCKeTOPoheHy,
TO[I1 IK KOHIIEHTPallid y I1a3Mi KPOBi € fyKe HU3bK0K. PapMaKOKiHETUYHI KITiHIYHI OCTiIXKeHHS
CBigYaTh, 110 MiC/IA 3aCTOCYBaHHA 1 BCMOKTYBaHH4 IIif] IIKipy MakKCUMaJlbHa KOHLIEHTpallis
nekckeTonpodeHry y mia3Mi KpOBi AOCATAETHCS MPOTATOM 4 TOOUH.

AKTHUBHa TepalleBTUYHa KOHLIEHTPallisl BUSIB/IEHA Y CUHOBIa/lIbHIN piauHi. Bii3HayaeThCs, 1110 piBEHDb
nekckeTonpodeHry (Mpu 3aCTOCYBaHHI y KOHIIEHTpalil 12,5 Mr/r) B CHHOBialIbHIN piguHi
eKBiBaJIeHTHHUI ab0 BUIIMIH 3a PiBeHb palleMidHOro KeTonpodeHy (IIpy 3aCTOCYBaHHI Y KOHIIEHTPAIlil
25 mr/T).

[uBepcig akTUBHOTO (S)-eHaHTioMepa B HeakKTuBHUM (R)-eHaHTioMep He BinOyBaeThCs.

IlekckeTonpodeH BUBOOUTHLCSA 3 OPraHi3My IpOTAToM 24 TOAMH.

KiiniyHi XxapaKTepHUCTHKH.
Iloka3anns.

3ananeHHs Ta 6isb y cyrino0ax, CyXOXKUIAX, 3B’ sI3KaxX Ta M’'s3aX, 3yMOBJIeHi TpaBMaM¥ i
nereHepaTHBHUMHU 3aXBOPIOBAHHSIMU.

IIpomunoka3aHHs.

- [TimBuIlleHa YYTIMUBICTh 0 aKTUBHOTO iHrpenieHTa abo mo 6yab-SKOI 3 JOTIOMiXKHUX PEYOBUH
JiKapchbKOro 3aco0y.

- Bigomi peaxkiril rinep4yTauBOCTi, HAIPUKJIA[ CUMIITOMU OPOHXialbHOI aCTMU, aJlepriyHUi PUHIT,
1110 BUHKKJIU IIPU 3aCTOCYBaHHI JeKcKeTonpodeHny, KeTompodery, penodibpaty, TianpoheHoBol
KMCJIOTH, alleTUJICainuioBoi kucaoty, inmux HI133 abo iHIMX KOMIOHEHTIB JTiKapChKOTO 3aco0y.

- Bynp-siki peaxkiiii poTocencubinisarnii B aHaMHe3i.
- HasBHicTh B aHaMHe3i IMKipHUX NIPOSBIB ajieprii Ipu 3aCTOCYBaHHI JeKCKETONIPOQEHY,
keTtornpodeny, TianpodeHosoi kucnoty, perodidparty, 6;okatopis ynsrpadionerosux (YP) npomeHis

abo mapdhymepHuUx 3acobis.

-  BuiuB cCOHSTUHMX ITPOMEHIB (HaBiTh PO3CisTHOTO CBiT/Ia) ab6o YP-ompoMiHeHHS Yy Ccospil mim yac
JiKyBaHHS JTIKAPCHKUM 3aCO00M Ta IIPOTSATOM 2 THXKHIB ITiCIIs IPUIMHEHHS HOT0 3aCTOCYBaHHS.

-  He nanocutu nmikapchKu¥ 3aci0 Ha BiIKpuTi panu, iHpikoBaHy IIKipy, CTU30Bi 000JI0HKHY,



eK3eMy, ByTpH, CTaTEBi OpraHu, B 04i i Ha mepiopOiTanbHy OiNSHKY.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

B3aeMopisi ManolMOBipHA, OCKiIbKY KOHIIEHTpPalligd JeKCKeTOonpodeHy y Mia3Mi KpoBi Ipu
30BHIIIHEOMY 3aCTOCYBaHHI € HE3HAYHOI.

OcobnuBOCTi 3aCTOCYBaHHS.

[Tpu nosiBi OyOb-IKUX IIKIPHUX Peaklliid, y TOMy YHCIIi IOB’I3aHUX i3 CYMyTHIM 3aCTOCYBaHHSIM
3aco06iB, 110 MiCTSAATh OKTOKPHUJIEH, 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00y CIIifl HeraHO IPUIINHUTH.

IIns yHUKHEeHHS PO3BUTKY peakilili ¢poToceHcubinisanii mKipu peKOMeHIYEThCSA 3aXULIaTH OfSATOM Ti
OiITHKY IIKipH, Ha SIKi HAHOCUTHCS JIiIKaPChKUY 3aci0, I yac #0T0 3aCTOCYBaHHS Ta MPOTITOM

2 THXKHIB IiCNS IPUNMHEHHS.

[Ticys KOKHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aco6y CIIi PeTeJIbHO MUTYU PYKHU [JI1 YHUKHEHHS
IIOTPAIJISHHS TeJll0 Ha iHIIl OiITHKY Tina.

[Ticns 3acTocyBaHHS JTIKApCHKOTO 3aco06y He CJIif 3aCTOCOBYBATU OKJIIO3iMHY IIOB 43Ky Ta
OOSITaTH TiICHUU OJT.

MoIuBH PO3BUTOK ITEPEXPECTHUX peakliii TPy 0OJHOYaCHOMY 3aCTOCYBaHHI JeKCKETONIPOheHYy 3
IesSKUMU COHIle3aXUCHUMU KpeMaMi, ¢peHodiOpaToM Ta iHImMME 3acobaMu, 1110 MicTITh 6eH30(eHOH
y CBOIH XiMiUHil CTPYKTYPi.

3acmepediceHHA W,000 OONOMINCHUX PEUOBUH

Lleit mikapcbku#t 3aci6 MicTuTh ciupT (eTaHon). CoupT (€TaHOJ) MOXKe BUKIUKATH BigUyTTs MeYiHHSA
Ha ITOIIKOMXKEeHii MKipi.

Lleit mikapchbKu¥ 3acib MiCTUTH OJIil0 TaBaHMIOBY, SKa MOXkKe CIPUYUHSATY ajlepriuyHi peakiii.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmo.

Ockinbku 6e3neKa 3aCTOCYBaHHS NeKCKeTONpoGheHy BariTHUM KiHKaM He BCTAHOBJIEHA, CIIil YHUKATH
3aCTOCYBaHHS JIiIKapChKOTr0 3aco6y y Iepiox BariTHOCTI.

[Iepion rogyBaHHSA I'PYLLOLO.

IaHux 000 eKCcKpelii gekckeTonpodeHy y rpyHe MOJIOKO HeMa€. JIikapchKuit 3acib He
PEKOMEHOYEThCS 3aCTOCOBYBATHU y IIepiof rofyBaHHS I'PYLAIO0.



3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMU
MeXaHi3MaMu.

IlaHux HeMaeE.

Cnocio 3acmocyeaHHs1 ma 0o3u.

Jlixapcbkuii 3acib mpu3HavyeHu [ 30BHIIIHLOI0 3aCTOCYBaHHSA. 3arajaoM HOro peKOMEeHAYEThCS
3acToCoByBaTH 2-3 pa3u Ha mo0y. KinbKiCcTh reio 3a7eXuUTh Bifl po3Mipy ypaxeHol fingHku. [Jo6oBa
II03a He NTOBUHHA [TePeBUITyBaTH 7,5 T, 1[0 Bifmosinae npubnu3Ho 14 cM remo. ['elb HAHOCUTHCS
JIETKUM BTUPaHHAM [JId IOJIETIIeHHS BCMOKTYBaHHs. TpHBaiCTh JIiKyBaHHS He IIOBUHHA
nepeBuIIyBaTu 7 mib.

Himu.

[Toxa3aHHS Ta J03yBaHHS JEKCKeTONpodeHy OiTsM BikoM [0 18 pokiB He BCTaHOBIIEHi.

Ilepedo3yeanns.

[Iepeno3yBaHHS IIpY 30BHIIHBOMY 3aCTOCYBaHHI € MaJIOMMOBIpHUM. Y pa3i BUIIagKOBOI'O
IIPOKOBTYBaHHS ITI0Ka3aHe IIPOMUBAHHS LITYHKA Ta CUMIITOMaTU4Ha Tepanisd. [JeKcKkeTonpoheH Moxke
OyTu BUOANIeHUN MIJIIX0M [Jiai3y.

ITo6iuni peakuii.

[ToGiyHi peakuii KnacrudikoBaHi 3a opraHaMu i CuCTeMaMU Ta YaCTOTOIO X BUHUKHEHHS: JyXKe YacTo
(=1/10), gacto (= 1/100 mo * 1/10), meyacro (= 1/1000 mo * 1/100), pigko (= 1/10000 mo * 1/1000),
nyxe pigko (* 1/10000), HeBimoMO (YaCTOTy He MOXKHA BU3HAYKUTH Ha OCHOBI HASBHUX
OAHUX).

3 boky imyHHOI cucmemu:
IyKe PiKo - CUCTEeMHi peakllii rinepyyTnIuBoCTi (KponuB’sHKa, OPOHX0CIa3M).
3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

HEeYacTo - IepMaTuT (epuTeMa, cBepOixK, 3amaneHHs, BiTuyTTs MediHHs); PifKo - cepiio3Hi mwKipHi
peaxiii, Taki K Oy/IbO3HUY OJepMaTUT (BKITIOYa04u eKC(HOoTiaTUBHUM), III0 MOXKe
PO3TOBCIOMKYBATHUCS Ta HaOyBaTH reHepasi30BaHOT0 XapaKTepy; HEBIMOMO - peakilii
dboToceHcubinizallii (epuTeMa, 3anageHHs Ta B AeIKUX BUNAAKax - He3HaYHa BE3UKYIIAIis).

ITosi0omaeHHs npo nido3pro.aHi nobiuHi peakuyii

[ToBimomneHnHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.



Lle mae 3MOry IPOBOAUTH MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOT'O
nikapchkoro 3acofy. MeguuHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITIpeCTaBHUKAM CJIif] TOBiTOMJISITH IIPO YCi BUITAAKK MiI03PI0OBaHUX IMOOIYHUX Peakllii Ta
BificyTHOCTI e(peKTHUBHOCTI MiKapchKoro 3aco0y yepe3 ABTOMAaTH30BaHY iHGOpPMaIliiiHy cucTeMy 3
(dapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buine 25 °C y HEOOCTYIIHOMY OJIs MiTe# MicIi.

YnakoBka.

60 r y Ty6i; 1 Ty0a B KapTOHHi! KOpOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.
YOPJII MEIOIUWIIVH IJTAY CAH. BE TII2XK. A.III./

WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIs IPpoOBaIXKeHHs HOro Tis/IbHOCTI.
15 Temmy3 Maxannemi [I>kami I;Iony Ixanpmeci Ne50 Ionemnti barmxunap/Cram0Oyn, TypeuunHa/

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



3asiBHHK.
TOB «YOPJIO MEIOUIIMH», YkpaiHa/
WORLD MEDICINE, LLC, Ukraine.



