23.03.2018. EMA. OHoB/IeHO 3axojd II0/i0 3amo0iraHHs BariTHOCTI ImijJ 4ac
3aCTOCYBaHHS PeTHHOI/|IiB

IMonepediceHHs: npo ModcAueull pu3uK HellponcuxiyHux po3aadie mae 6ymu
BK/I0UEHO 0/151 8CiX Nepopa/ibHUX pemuHoiois.

€Bporielicbka areHIfisi jgikapcbkux 3aco6iB (EMA) 3aBepiivia or/isiJ peTUHOIMIB i
PEKOMEH/IYE OHOBUTH 3aXOAW II[0JI0 3aro0iraHHS BariTHOCTI i BK/IIOUWATH
ronepe/PKeHHsI PO MOK/IMBUWM DU3MK PO3BUTKY HEMPOICUXIUYHUX PO3/1afiB (TaKUX
SIK ZIerpecisi, TPMBOTra i 3MiHM HAaCTPOIO) TIPH 1X 3aCTOCYBaHHI.

o petuHOIfiB HanexaTh: acitretin, adapalene, alitretinoin, bexarotene, isotretinoin,
tazarotene Ta tretinoin. Ix 3acTocoByroTh epopansHo abo y BUrIsiAi Kpemis abo resis
[J1s1 JIIKyBaHHSI TEeBHUX CTaHIiB, IJ0 B OCHOBHOMY Bpa)kalOTh LIKiPy, BK/IHOYAKOUU
TSDKKI (hopMu akHe i mcopia3. [lesiki peTMHOIOUW TaKO)X BUKOPUCTOBYHOTHCS [JIsi
JIIKyBaHHS MeBHUX (POPM paKy.

B xopi ornssmy PRAC oriHuB HasiBHi /laHi, BK/IFouarouu ory0/1ikoBaHy JiitepaTypy i
Tic/sipeecTpallilidi MoBioM/IeHHS TTPO MOOiIUHI peakifii, a TaKOXX AYMKY MAIli€HTIB i
daxiBliB B Tasy3i OXOpPOHU 3[0pPOB'Aa. Y3arajbHeHi pekomeHpalii PRAC
Tripe/iCTaBJIeHi HUXue.

[IpoBefeHuit oryisif MiTBEpAYB, IO PETUHOIY, 110 3aCTOCOBYIOTBCS Per 0S MOXYTh
MaTH WIKiJJIMBUK BIUVIMB Ha MUIiJl, i TOMy He TOBUHHI BUKOPHCTOBYBAaTUCS IiJ 4yac
BariTHocTi. KpiM TOro, Taki repopanabHi PeTHHOIIU SK alUTPeTUH, aJliTPeTUHOIH 1
I30TPETMHOIH He TIOBUHHI 3aCTOCOBYBAaTUCh Y JKIHOK PerpoAyKTUBHOI'O BiKY.
BunsTKOM € cutyallii, KOMM >KiHKH AOTPUMYIOTbCS YMOB MpOTrpaMu 3ario0iraHHs
BariTHocTi (I13B).

PeTuHoimn, 110 3aCTOCOBYKOTBCSI MICIIeBO (HAIIKIPHO) TaKO)X He TMOBHUHHI
BUKOPUCTOBYBATHCH TIiJl YaC BariTHOCTI Ta Y )KIHOK, fKi IJIaHY¥OTb BariTHICTb.

[IJomo py3UKYy PO3BUTKY HEHPOIICHUXiUHUX PO3/IafiiB, 0OME>KeHHsI HasiBHUX JJaHUX He
JT0O3BOJISIE YiTKO BU3HAUMTH 3B’SI30K MK PO3BHUTKOM I[bOI'O PU3MKY Ta MPUMOMOM
petuHoifiB. OjHak, BpaxOByKHOUM, L0 TMALE€HTH 3 BaXKMMM LIKIDHUMU
3aXBOPIOBAHHIMH MOXKYTb OyTH OifbIll Bpa3/uBi 0 HEHPOIICUXIUHUX PO3/1a/liB uepe3
XapaKTep 3aXBOpIOBaHHS, iH(OpMallito Mpo MpuU3HaueHHs MepopajbHUX PeTHUHOIIB
Oyzse OHOBJIEHO 3 METOH BK/IFOUEHHS TOrepeyKeHHs MpPO Liel MOX/IWBUN pHU3UK.
JocTynHi JaHi J03BOJISAIOTh MPUITYCTUTH, 1[0 MICLeBI PeTUHOIAM He CIIPUUYUHIOIOTH
HeHPOIICUXiYHHUX MOOIiUHMX e(deKTiB, TOMy J0ZATKOBi ITOINEpe[KeHHs He IMOTPiOHO
Jl0aBaTy [0 iHdopMallii mpo rpr3HayeHHs.

Orsisi, peTWHOILIB MpoBOAMBCS KoMiTeToM 3 OLIIHKM PU3MKIB y (papMakoHar/sifi
(PRAC) €Egporreiicbkoi arenjii 3 Jyikapcbkux 3aco0iB (EMA), mo oliHuB HasBHi
JlaHi, BK/IIOUAlOUW JIiTepaTypy, IIiC/AspeecTpalliiHi TOBiJoM/IIeHHS TIpo T06iuHi
peakijii i JogaTKOBY iHGopmariifo, 3i6paHy Ty Wac Hapajg 3 3alfikKaB/IeHUMH
CTOPOHaMH.



Kowmirert 3 sikapcekux 3aco6iB s mogunay (CHMP) cxBanuB pekomeHfaifito PRAC
i npuiHAB ocraroyHe pimenHss EMA. Piwmenns CHMP HampaBneHo fo
€BpOIEUCHKOI KOMICIT, sKa NpuiiMe 0CTaTOYHe PillleHHs, JikcHe y Bcbomy €C.

Indopmaliis J/1a nanieHTiB

PetuHOigy, 110 BHUKOPUCTOBYKOTBCS [Jid JIIKYBaHHSI CTaHiB, 1[0 B OCHOBHOMY
BPa)KalOTh MIKipy, MIKiZIMBI /11 MaliOyTHBOI JUTHHM, SIKITIO BOHU TTPUUMAIOTHCS i
yac BariTHOCTI.

* PeTHHOIX, 1110 3aCTOCOBYHOTbCS Pe€r OS He TMOBMHHI 3aCTOCOBYBAaTUCS IIiJi uac
BariTHOCTI.

 KpiM TOro, peTtvHOIgW, ILI0 3aCTOCOBYIOTbCS per 0S, Taki $K alUTPeTHH,
a/ITPeTUHOIH 1  130TpeTWHOIH He T[OBHMHHI  3aCTOCOBYBATUCSI Y  JKIHOK
PerpoAyKTUBHOTO BiKy, JOKM He OyJyThb BUKOHaHi YMOBU CIieljia/ibHOi Mporpamu
3aro0iraHHs BariTHOCTI.

» [Ilporpama 3amobiraHHs BariTHOCTI [is1 alLUTPeTHHY, aJiTPETUHOIHY Ta
130TPeTHHOIHY BK/ItOUaTUMe:

— TeCT Ha BariTHICTb [0, IMij YacC Ta IiC/Is TIPUMTMHEHHS JTIKYBaHHS;

— HeoOXifHICTh BHWKOPWUCTAHHS ITIPUHAMMHI OAHOrO e(eKTUBHOTO METOIy
KOHTpAaLerLii mij yac Ta Iic/s JiKyBaHHS;

— "opmy migTBepAKeHHA'" 3311 MiATBEPAKeHHS TOrO, 1110 MaLlieHTU OTPpUMaJ/In
Bi/INIOBI/IHY KOHCY/IbTAL|I}0 CIIeLlialiCTa;

— "KapTKy-HarafyBaHHs [jisl TialjieHTa" Tpo Te, 1[0 PeTUHOIAU He MOXKHA
3aCTOCOBYBAaTH TIiJl 4yaC BariTHOCTi, a TakoX iHdopMallito TIpo TeCcT Ha
BariTHICTb Ta HEOOXiIHICTh e(eKTUBHOT KOHTPAIeMITii.

» Bkazana iHdopMaiiisg Oy/ie TaKo)XX BK/IFOUEHA /10 JIMCTKA-BK/IAZKK Ta po3MilljeHa Ha
30BHIILLIHIY YIIaKOBLIi.

* PeTHHOI[X, 110 3aCTOCOBYHOTHCS MiCLIeBO (HAILKIpHO) piflle 3aBJar0Th IIKOIA
iony. OfHaK, 3 MeTOrO TorepeyKeHHs il BUHUKHEHHS, X He MO)KHa 3aCTOCOBYBaTU
I1i/] YyaC BariTHOCTI Ta y KIHOK, fKi [JIaHYOTh BariTHICTb.

 IIpu 3acTtocyBaHHI IepopasbHUX PeTUHOIAIB MOXKe iCHyBaTU PU3UK BUHUKHEHHS
TICUXIYHUX PO3/1aZiB, TAKUX SIK Jenpecis Ta Tpyusora. [lomnepemkeHHs Npo L pU3UKU
OyAyTb BK/IFOUEHi B JIMCTOK-BK/IA/IKY TIepOpabHUX PeTHHOIZIB pa3oM 3 iHhopMalli€ro
IIPO O3HAaKU Ta CHMIITOMHU, Ha Kl MAaLjieHTU Ta IXHI CiM'T MOBHUHHI 3BepHYTU yBary
(HampuKJ/iaz, 3MiHM HaCTPOKO UM TIOBEJiHKK).

* TlarjienTH, sIKi MarOTh OY/b-5IKi 3aIUTaHHS, TIOBMHHI 3BEPHYTUCS [0 CBOTO JIiKaps
abo dapmaiieBTa.

Indopmaliis J/1a MeJMUHUX NPALiBHUKIB

Ornsii HassBHUX JIJaHUX TIPO TepaTOreHHICTh Ta HeMpOoIiCUXiaTpyUuHi po3iaau Ha (oHi
NIPUIMOMY PETHHOI/[iB TI0Ka3aB HeOoOXiJHICTh TIOCWIEHHS pPeKOMeHJaIliii I0z0



npo(ilakTUKKM BariTHOCTI Ta ITiABUINEeHHS 00i3HAHOCTI TPO MOXK/IMBI HEPBOBO-
TICUXIYHI PU3UKU.

 PeTuHoigy, 1110 3aCTOCOBYIOTHCS per 0S (alUTPeTHH, aJiTPeTUHOIH, OeKcapoTHH,
i30TPETMHOIH Ta TPETUHOIH) MAaKTb TepaTOreHHWM BIUVIMB 1 He MOBHUHHI
BUKOPUCTOBYBATUCA I1iJ] YaC BariTHOCTI.

* AQUTpeTvH, aJiTPeTUHOIH Ta I30TPeTUHOIH T[IOBMHHI BUKOPUCTOBYBAaTHUCS
BiZITIOBiJTHO 10 yMOB Tmporpamu 3arnobiranHs BaritHOcTi ([13B) A Bcix »KiHOK
PerpoAyKTUBHOIO BiKYy. 10 HUX BiIHOCATLCS:

— OLIiHKa MOTeHL}ia/ly BariTHOCTI KOXKHOI XKIHKWU;

— TeCTU Ha BariTHICTb Iepef IOYaTKOM JIIKYBaHHs, I1i/i YyacC JIIKyBaHHS Ta MiC/Is
JIIKyBaHHS;

— HeoOXifHICTh K MiHIMyM OTHOTO e()eKTHBHOI'O METO/ly KOHTpalleTilii mif yac
JIIKYBaHHS Ta MiCJIg HbOTO;

— "dopma miagTBEpAKEeHHS" 3a//1s TiITBEP/)KeHHS TOrO, 1110 TMallieHTU OTpUMau
BiINOBI/IHY KOHCY/IbTALIIO CrieLiiaiicTa.

° [lnisi iepopanbHUX PeTUHOIAiB OekcapoTuHy i TpetuHOiHy I13B He moTpibHa,
OCKiNIbKY 11i JTiIKapChKi 3aC00H, 1[0 BUKOPUCTOBYIOThCS [I/Is JIIKYBaHHS JIeSIKUX BUJIiB
PaKy, BUKOPHUCTOBYIOTbCS B aOCOMIOTHO iHIIOI TIOMYJISALii TAI[iEHTIB T MUILHUM
MeJUUHUM HarjsiZioM, i TIOTOUHi 3aX0Au 3arobiraHHsT BariTHOCTI /IS Ifi€l TTOmy/Isiii
BBa)KalOTbCS 3aJ0BI/IbBHUMHU.

* OHOBNeHI HaB4Ya/bHI MaTepiaJii MarTb HaJABaTUCSA TMepeJ TIPU3HAYEHHSIM
aLUTPeTUHY, a/liTPETUHOIHY 1 i30TPETUHOIHY KiHKaM PerpoAyKTUBHOIO BiKY.

» [lns micueBUX PeTUHOIAIB (afamasneH, ajiTPeTUHOIH, i30TPeTUHOIH, Ta3apOTHH i
TPETUHOIH) HasiBHi /laHi MOKAa3ykTh, 110 MPU MiCLIEBOMY 3aCTOCYBaHHI Li JIiIKapChKi
3acobM HaBpsAJ, UM MOXYTh COPUYMHUTU Ypa)kKeHHs IUIOAy, 1 iX CuCTeMHe
BCMOKTYBaHHs € He3HauHuM. [Ipote, K 3acTepe)KeHHs, MiCLeBi peTUHOIAU
IIPOTUIIOKA3aHi BariTHUM JKiHKaM 1 )KIHKaM, sIKi [/IaHYIOTb BariTHICTk.

* Buniagku pgeripecii, TPMBOTUY Ta 3MiHWA HAaCTPOKO PIZIKO 3yCTPiUarOThCA Yy TAL[€HTIB,
sKi TIPUKMMalOTh PeTHUHOINU per 0s. Jloka3u B jiTepaTypi Ta OKpeMHX [OMNOBiJgX €
cyriepeuwinBUMH, i 6araTo omny0iKoBaHUX AOC/IiKeHb MaloTh psifi 0OMexxeHb. Tomy
HEMO>K/IMBO BUSIBUTH UiTKe 30i/IbIlIeHHS PU3UKY PO3BUTKY HEHPOIICUXiUHUX PO3/1afiiB
y JIt0JleH, SIKi NpUMMar0Th PETUHOIAU B TIOPIBHSIHHI 3 TUMHU, SIKi HE IPUKMMAIOTh.

 TIpoTe, OCKi/IbKM Cepio3Hi pO3/7aAy IIKipH caMi MO co0i TIABHWIIYIOTH PHU3UK
MCUXIYHUX PO3/aJiB, MOIMepe)KeHHs TpPO Ljed MOJK/IVMBUM DU3HMK BKJ/IFOUAETHCS B
iH(opMaliito Mpo MPOAYKT [/ PETUHOI/IB, 1110 3aCTOCOBYIOTHCS Per 0S.

* TlanjieHTam, sKi MpUKWMAarOTh MepopasbHi PETUHOINW, C/iJ] MOBIJOMUTH, IJ0 BOHU
MO>KYTb 3a3HaTH 3MiH Y IXHbOMY HacTpoi Ta / abo MoBeAiHIli, i 1[0 BOHM Ta iXHi CiM'l
TOBMHHI CJIIIKYBaTH 3a LJUM, 1 3BepHYTHUCS [0 JIiKaps, SKII0 L[e CTaHeTbCS.



* 3a maijieHTaMu, sIKi OTPUMYIOTh ITepopasibHi PeTUHOIAH, TTIOTPiOHO cITocTepiraté Ha
npeJMeT TOsSIBU O3HaK Ta CHUMITOMIB Jerpecii Ta HarpaBisTd Ha HeoOXigHe
niKyBaHHs, 3a HeoOXigHOoCTi. Oco6MMBY yBary C/iji IPUALIATY TallieHTaM L0 BXe
CTpa)k[a/ii Ha Jlerpeci€ro.

» [lns micueBUX peTUHOIAIB (afiamasneH, ajiTPeTUHOIH, i30TPeTUHOIH, Ta3apOTHH i
TPETUHOIH) CUCTEeMHE MOT/IMHAHHS € He3HAUHWUM 1 HaBps/l Uy NpU3BeJe A0 MCUXiUHUX
po3/aziB.

» NonaTkoBi BifjoMocCTi OyAyTh AOCTYMHI Ha Hal[iOHA/JILHOMY DiBHi y BiJnoBigHMIA
yac, Koy OyyTh BTileHi peKoMeHallil.

JleTa/IbHiIIIe MPO JTIiKapCchKi 3aco0m

PetuHoign - 1e noxigHi BiTamiHy A y (opMi Karicys, npy3HadeHi i TPUAOMY
nepopasibHO, abo HaIKipHO $K KpemMu Ta remi. IlepopanbHi peTHHOIIU
BUKOPHCTOBYIOTHCS 181 JIKyBaHHS TSDKKHUX (DOPM aKHe, TS)KKOI eK3eMU PYK, sika He
BIZITIOBi/la€ Ha JiKyBaHHS KOPTUKOCTEpPOiJjaMH, TSKKMX ()OpPM ICopia3dy Ta iHIIKMX
3aXBOPIOBaHb LIKIpU Ta [edKUX BUAIB paKky. MiclLieBi peTUHOIM BUKOPUCTOBYIOTHCS
JI1s1 IKyBaHHS Pi3HUX 3aXBOPIOBaHb IIKipU, Y TOMY YKC/Ii JIETKUX Ta MOMipHUX (opM
aKHe.

o pertuHoifiB, mo Oymu mirjeH3oBadi B €C Ha Hal[iOHaJbHOMY piBHi B Ki/JIbKOX
KpaiHax-useHax €C Ta Oy/M BK/IIOUEHi Z0 [JaHOTO OISy Ha/le)KaTb: alfUTPeTHH,
ajjariajieH, aJiTpeTUHOIH, 130TPeTUHOIH, Ta3apOTeH I TPeTUHOIH.

AniTpeTnHOTH Tako)X OyB 3apeecTpoBaHM IIeHTpasi3oBaHO $K Panretin s
JIIKyBaHHS IIKipHUX ypakeHb y xBopux Ha CHI/] 3i capkomoro Kamomii (Tum paky
mkipu). Bexarotene OyB JiiljeH30BaHMI 3a IL|€HTpai30BaHOI TMPOLIEJYpPOI0, SK
Targretin s JiKyBaHHSI BUIMMUX O3HaK Ha IIKipi mikipHoi T-kmiTuHHOT nimdbomu
(CTCL, piakicHul pak niM(paTAUYHOI TKAHWHH).

JeranbHilue mpo npoueaypy B €C

Ornsip peruHoifiB 6yB po3nouatuii 8 munHsg 2016 p. Ha mpoxaHHs Crio/ydyeHOro
Koposiscrsa BignosigHo o crarti 31 Jupektusu 2001/83/EC.

Orniag noriepefiHbo OyB TipoBesieHnt PRAC, 1110 BiAmoBiZiae 3a OI[iHKY NHUTaHb
Ge3meku miKapchbKuX 3acobiB i o/, SKUM CKAaB HU3KY peKOMeHZAITii.
Pexkomengatiii PRAC 6ynu Hagicnani o0 KoMitery 3 mikapchbkux 3acobiB st ro/ei
(CHMP), BiamoBimasbHOrO 3a TMUTaHHS, 1[0 CTOCYHOThCS JTiKapChKUX 3acobiB st
nrozed, 1o npuitHaB pitmenHs EMA. Pimennss CHMP Gyge nepesaHe €BporneichKiit
Kowmicii, sika mpuiiMe ocTaTOUHe pillleHHsIM, 110 € 00OB’SI3KOBHM Yy BCiX KpaiHax-
yneHax €C.

ITocunanHs:
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/
Retinoids_31/
Opinion_provided_by_Committee_for_Medicinal_Products_for_Human_Use/
WC500246346.pdf



