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IHhopMaLinH NUCT-3BepHEeHHA A0 cneuianicTtiB ccepu
oxopoHu 3aopos’a (DHPC)

«Jlikapcbki 3acobu, Wwo Mmictatb ¢iHacTepup (finasteride) Ta
aytactepup (dutasteride): HoBi 3axoaun wWoao MiHimisadil
PU3NKY BUHUKHEHHSA CcyiumaanbHUX AYMOK»

LLlaHoBHMI cniewianicT cuctemMmn oxXopoHu 380poB’s!

QapmayesmuyHa komnaHis « CTALOA ApuHatimimmens Aly, HiMmewyduHa, enacHUK
peecmpauitiHux noceidyeHb Ha nikapcbkul 3acib [JYOCTAL kancynu meepdi 0,5 ma/0,4 me, no
30 abo 90 karicyn y ¢pniakoni; PN UA/20596/01/01;8idrogidHo 0o pekomeHdauili €gpornelicbKoi
meduyHoi azeHuii (EMA) ma 3a nozodxeHHs [epxasHoz2o EkcriepmHozo Llenmpy MOS3
YKpaiHu, iHgpopmye Bac npo HacmyriHe:

Kopomkuti o2nsd

= CyiumpanbHi AymMmku € nobiuHOIO peakuiero nikapcbKkux 3acobis, wWwo
mictatb ¢piHacTepug (finasteride) ana nepopanbHOro 3acTocyBaHHs, Npo
fIKy NepeBa>kHO NMOBIAOM/IANOCA Yy NaLi€HTIB, AIKi 3aCTOCOBYIOTb Lii
NikapcbKi 3acobu ana nikyBaHHA aHAPOreHeTUYHOI asoneLii.

= TMauieHTiB, AKi 3acTocoBytoTb PpiHacTepup (finasteride) nepopanbHo ana
NiKyBaHHA aHApOreHeTUYHOI anoneduii, cnig iHpopmyBaTu npo
HeobXiAHICTb NPUNNHUTK 3aCcTOCYBaHHA NlikapcbKkoro 3acoby Ta
3BepHYTUCA 3a MeAMUYHOIO AOMOMOrolo y pasi BAHUKHEHHA NpUrHiueHoro
HacTpoto, genpecii abo cyiunaanbHUX AyMOK.

= Y AeAKMX naui€eHTiB, AKi 3acTocoByroTb piHacTepuy (finasteride) gna
NiKyBaHHA aHAPOreHeTUUHOI anoneuii, NOBi4OMIANOCA NPO NOPYLIEHHA
cTateBOi PYHKLii, LLLO MOXXYTb CMPUATM 3MiHaM HacTPOIO, BKJIHOUAOUM
cyiumaanbHi aymkn. MNMauieHTiB cnig inHpopmyBaTn nNpo HeobXigHICcTb
3BepHEHHA 3a MeANUYHOIO AONOMOrOI0 Yy pa3i BAHUKHEHHA NOopyLUeHb
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cTaTteBOi PYHKLIT Ta PO3rNIAHYTU MOXKIMBICTb NPUNUHEHHA 3aCTOCYyBaHHA
nikapcbkoro 3acoby.

= He3Ba)kaloun Ha HeAOCTaTHICTb AOKa3iB ANA BCTAaHOB/IEHHA NMPAMOro
3B'AA3KY MiDK BUHMKHEHHAM CYiLuAanbHUX AYMOK Ta 3aCTOCyBaHHAM
aytacrepupy (dutasteride), 3 ornaay Ha cnifibHMIA MexaHi3m gii
nikapcbKnx 3acobiB Knacy iHribitopis 5-anbda-pegykrasn, nauieHram,
AKi 3acTocoByloTb gytactepup, (dutasteride), cnig pekomengyBatu
HeramHoO 3BepTaTUCA 3a MeANUYHOIO AONOMOrOI0 y pasi NoABM CMMMNTOMIB
3MiH HacTpolo.

Aoeidkoea iHpopmayia uyodo npobaem 3 6e3nexku

O®inactepug (finasteride) Ta gytactepug (dutasteride) € iHribiTopamu 5-anbda-
peaykTtasu (5-API). ®iHacTepug (finasteride) npurHivye akTMBHICTb GepMeHTy 5-
anbda-peayktasu tmnie 11 2, Npy LbOMY Ma€ BULLY CMOPIAHEHICTb A0 TUNy 2.
Aytactepug (dutasteride) iHribye o6uaBi i3odopmu LbOro GepmeHTy.

MepopanbHi nikapcbki 3acobu, wo mictate diHacTepuy (finasteride) y go3yBaHHi 1
Mr, MOKa3aHi AN NiKyBaHHA aHAPOreHeTUYHOT anoneuii (BUNajiHHA BONOCCA 3a
YOJIOBIYMM TUMOM) Ha paHHin cTagii. Po3umH diHactepuay (finasteride) ans
HaLLIKipHOro 3acTocyBaHHA Yy dopMi cnpeto (2,275 Mr/Ma) TakoX AO3BONEHUN ANA
3aCTOCYyBaHH#A 3a UMM caMuUM nokasaHHsaMm. PiHactepug, (finasteride) y go3yBaHHi 5 mr
AN5 NepopanbHOro 3aCTOCyBaHHSA, BKAOYa0UmM KombiHaLii 3 Taganadinom abo
TaMCy/J103MHOM, MOKa3aHUW ANA CUMNTOMaTUYHOTO NiKyBaHHA J06pOAKiCHOT
rinepnnaasii nepegmixyposoi 3an03u ([4T13) Ta npodinakTUkmn yponoriyHmx
ycknagHeHb. [lytactepug (dutasteride), goctynHun anwe y dbopmi nepopanbHmX
Nikapcbkmx 3acobis, 30kpemMa y KOMbiHaLLii 3 TaMCyN103UHOM, NOKa3aHUn aAna
NiKyBaHHA CMMNTOMaTUYHOI 06pOoAKICHOT rinepnaasii nepeamixypoBoi 3an03u. s
Nikapcbkux 3acobi., wo mictate diHactepuy (finasteride) abo aytacrepug
(dutasteride), neBHI NCUXiYHI poO3naan € BIZOMUMU pU3NKaMK, AKI BXe BifobpaxkeHi
B IHCTPYKLiT ANA MEAMYHOTO 3aCTOCYBaHHA.

Micna 3aranbHOEBPONENCHKOrO Nepernaay HasBHUX AaHWX LWOAO BUMNAAKIB
cyiunmaanbHUX AYMOK | MOBeAiIHKKW, NOB'A3aHMX i3 3acTocyBaHHAM 5-APl, nposeseHoro



EMA, 6yno 3po6seHO BUCHOBOK, WO piBEHb A0OKA30BOCTI LIMX BUMNAAKIB BiAPI3HAETbCA
3aN€eXHO BiA NOKa3aHb A0 3aCTOCYBaHHA, 4iH0YOI PEYOBMHWN Ta NiKapCbKoi GopMun.

Y mexax uboro nepernsgy B 6a3i gaHux EudraVigilance — eBponenicbkin 6a3i gaHunx
NOBiZOMAEHb NPO Nif03ptoBaHI MOBIUHI peakLii Ha Jikapcbki 3acobu — byno
iaeHTndikoBaHO 325 peneBaHTHUX BUNAAKIB CyiuMAanbHMUX AYMOK. 13 HMx 313
BMMaAKiB MOB'A3aHi i3 3acTocyBaHHAM diHacTepuay (finasteride) Ta 13 — i3
3acTocyBaHHAM ayTactepuay (dutasteride) (B ogHOMYy BunaaKky NOBiAOMAANOCS NPO
OfHOYaCHe 3acTocyBaHHA 060X Nikapcbkunx 3acobiB). [epeBaxkHa BiNbLWICTb BUNaAKIB
byna 3apeecTpoBaHa y NaLi€eHTIB, AKi 3aCTOCOBYBaAMN NiKapCbKi 3acObU Ans nikyBaHHA
aHAPOreHeTUYHOT anoneLii, ToAl K KiNbKiCTb BUMaAKiB cepes NavuieHTIB, AKi
3aCTOCOBYBaAM Li 3ac0bu AnA NikyBaHHA 406POAKICHOT rinepnaasii nepegMixypoBoi
3ano3u, byna y 10 pasiB meHwoto. LIi gaHi cnig po3rnagati 3 ypaxyBaHHAM
npnbansHoro obcary ekcnosunuii: 6113bko 270 MiNIbUOHIB NaLLiEHTO-POKIB ANS
diHacTepuay (finasteride) Ta npnban3Ho 82 MiNbMOHIB NaLieHTO-POKIB A1
aytactepugy (dutasteride).

Aytactepup (dutasteride) 0,5 mr (a06poskicHa rinepnnasia nepeamixyposoi
3an103M), BKJroUYatoum KombiHaLii 3 Tamcys103MHOM

Xouya HasBHUX A0Ka3iB HEJOCTATHbO AN BCTAaHOBEHHA PU3NKY BUHUKHEHHS
cyiumMaanbHUX AYMOK NpuY 3acTocyBaHHI ayTactepuay (dutasteride), Ak 3anobixxHmN
3axif, 3 ypaxyBaHHAM AaHMX WOAO iHWOro nepopanbHoro iHribitopa 5-anbda-
peayKTasu, Nonepes>XKeHHs Ta 3acTepeXKeHHA WoA0 3acTOCyBaHHA 6yAyTb OHOBAEHI 3
MeTOH iIHPOPMYBaHHA NPO NOTEHLINHNI PUINK BUHUKHEHHA CYiLMAANBHUX AYMOK.
MauieHTam Byse pekoMeHA0BaHO HeramHoO 3BepTaTUCA 38 MeANYHOIO AOMOMOTOH0 Y
pa3i NoABN CMMNTOMIB 3MiH HaCTPOHO.

MoBigomMneHHsA Npo NoGivHiI peakuii

3BiTyBaHHA Npo Nigo3ptoBaHi NoBiYHI peakuii nicns peectpauii nikapcbkoro 3acoby mae
BaXImBe 3HadeHHs. Lle nae amory npoBoauty 6e3nepepBHMI MOHITOPUHT CMiBBIAHOLLEHHS
KOpPUCTb/pM3KK, MOB’A3aHMI i3 3aCTOCYBAHHSIM LIbOrO fiKapCbKoro 3acooby.



BianosigHo oo Bumor lNopaaky 3giicHeHHsA bapmMakoHarnagy, 3aTBepKeHoro Hakasom
MinicTepcTBa oxopoHu 300poB’s Ykpainu Big 27 rpyaHs 2006 poky Ne 898, 3apeecTtpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340, cnig noBigomnaTti npo yci
nigo3proBaHi NobiyHi peakuii Ao OepxaBHoro ekcnepTHoro LeHTpy MO3 YkpaiHu 3a
nocunaHHam: https://aisf.dec.gov.ua/ .

Mpocumo Bac nosigomMnaTy npo 6yab-Aki nigo3ptoBaHi nobivHi peakuii go AN «CTAOA-
YKpaiHay, Wo 3HaxoauTbes 3a agpecoto: 03038, m. Kuis, Byn. M. Amocosa, 12 Ta 3a
TenedoHom +38 044 459 4600 abo Ha e-mail: ukraine.PV@stada.com.
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