landepma CA

Pe3rome miiany ynpapiiHHA pU3MKaMHM VISl TPOMAaJACBKOCTI JikapbKoro 3acody Eddesen
®opre (Anananen 0,3%/6en3oiny nepoxcus 2,5%), Bepcis 8.2

I Jlikapcbkuii 3aci0 Ta HOro Npu3Ha4YeHHs

Anamnanen/0eH30iy MEepoKCH — 1€ KOMOIHAIl PETUHOIy Ta aHTHOAKTepiaabHOro 3aco0y,
10 YHHSTH BIAMOBIHO PETUHOIIONOIOHY aKTUBHICTh Ta BIUIMBAIOTh HA OKUCIICHHS OLJIKIB.

Anananen 0,1%/6en3o0iny nepoxcua 2,5% (Eddesen)nponaerscs y hopmi resmto st
MICIIEBOTO 3aCTOCYBaHHSI, 1 peKOMEHI0BaHa J000Ba 1032 CTAHOBHUTD OJIHE HAHECEHHS BBEUEPi
TOHKOTO IIapy T'eJI0 Ha BC1 AUISTHKH, ypaXKeH1 aKHe, YHUKAIOUYH JUITHKY HaBKOJIO O4el Ta ry0.
Anananen 0,3%/6en301ny nepokcun 2,5% ((Eddesen @opre) OyB 10AaTKOBO pO3pOOICHHIA
JUTS JTIKYBaHHS aKHE.

Anananen 0,1%/6en3oiny nepokcun 2,5% Oy Bmeprne 3apeectpoBanmii 07 BepecHsS
2007 poky. Bin mpu3sHaueHuit s MiCLIEBOTO JIIKYBaHHS MPHU 3BUYANHUX BYTPSX 32 HASIBHOCTI
KOME/IOHIB, mamysn Ta myctyld. Anananen 0,3%/0enzoinmy mnepokcun 2,5% OyB Bhoepie
3apeectpoBanuil 'y CIIA 15 nunus 2015 poky; HemonaBHo, 21 Bepecus 2016 poky, iioro
0yJI0 peKOMEH/I0BAHO 3aTBEPIUTHU IS 3aCTOCYBaHHs B Kpainax €C.

[Tokazanns 1o 3acrocyBanHsa Eddesen rpyHTYIOTbCSI Ha aKTUBHOCTI a/lafiaieHy CTOCOBHO
TEepMiHAIBHOI TUdepeHIiianii KepaTUHONNTIB, KOMEAOMITUYHIH aKTUBHOCTI Ta
MPOTHU3aNaIbHUX MPOIecax, a TAKOXK Ha MOTYKHOMY Ta IIBUIKOMY OaKTEpULIUTHOMY e(peKTi
Ocn3oiny mepokcuay npotu P. Acne. Bin BUIycKaeTbes y BUTIISL TEIFO JIUISI MiCIIEBOTO
3aCTOCYBaHHSA y JIBOX JO3yBAaHHSX, IPUTOTOBAHUX HA OJJHOMY I TOMY K HaIllOBHIOBaYi, Ta
MaloTh Pi3Hy CHIIy il amananeny, ado 0,1%, ad6o 0,3% mac./mac., aje 0JIHaKOBY CHITY JIiO
Oenzoiny nepokcuay — 2,5% mac./mac.

Ha cvoronni Eddesen 3aTBepmxenuil y popmi resro ais JiKyBaHHS HIKIPU IpU 3BUYAHHUX
BYTPSIX 32 HASIBHOCTI KOMEJIOHIB, MaMyJI Ta MyCTYyJI.

AKHe — 11e XpOHIUHe 3anajbHe 3aXBOPIOBAHHS MJIOCEOAIiTHOIO KOMIUIEKCY (CaJIbHUX 3aJ103 1
BOJIOCSIHUX (DOJIIKYJI), 10 B OCHOBHOMY 3yCTpIYa€ThCs Ha 00IMYYl, TPYIHIN KIIITII Ta CIUHI.
XapakTepu3yeThCsl MOSBOIO He3amnalbHUX (KOMEJOHHM Ta MIKPOKOMEIOJM) Ta 3amallbHUX
(mamynu, MycTyJH, BY3JIMKH) ypaxeHb. AKHE BBaXKAIOThCS XPOHIYHUM 3aXBOPIOBAHHSIM 4epe3
iX TpuBaje iICHYBaHHS, OCKUIbKM BOHM 3a3BMYail MOYMHAIOTH 3’ SIBJIATUCS B MEPIOJl CTATEBOIO
JO3pIBaHHS, XapaKTepU3YIOThCS PELUUAUBYIOUMM IepediroM 1 3a3BUYail TPUBAIOTH JI0 BIKY
20-25 pokiB. bararo maiieHTiB 3 akHe MPOIOBXKYIOTh MaTH 3 HUMH CIIPaBy B JOPOCIOMY BiIIi.
TakuMm YmHOM, 0arato 3 HUX YacTO IOTPEOYIOTh TOBTOTPHBAJIOTO JIIKYBAaHHS 3 METOIO
npodiIaKTUKK PElMIUBIB Ta MIATPUMAHHS MOJINIIEHOTO CTaHy, AOCSITHYTOTO 3a JJOMOMOT 00
KOPOTKOYACHOT Teparnii.

[Tix gac peectparii Ta gocuipkens ¢as3u IV nikapebkoro 3aco0y Eddesen (anananen
0,1%/6en3o0imy nepoxcu 2,5%) Oyio mokazaHo Horo epeKTUBHICTE 1 O€3MEYHICTD y
HAIli€HTIB cTapiie 9 pokiB, BKIIOYHO 3 JOPOCIMMU MalliEHTaMH, sIKi MalOTh aKHE.

EdextuBnicts nikapcbkoro 3aco0y Eddesen (anananen 0,1%/6enzoiny nepoxcun 2,5%) y
niteit (9-11 pokiB) Oyi10 IPOAEMOHCTPOBAHO B PaHI0MI30BaHOMY KOHTPOJIbOBAHOMY
JIOCITIJKEHHI 32 y4JacTIo JiTel IepearniuliTKOBOro BiKy 3 akHe, sike Mokasao, mo (Eddeszen)
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NPU3BOJMTH J0 3HAYHO KPAIUX Pe3yiIbTaTiB JIKyBaHHS, 3SMEHIIEHHS KUIBKOCTI YpaXXeHb Ta
KpaluX OILIHIOBaHb BiJ 0AaThKIB MMOPIBHSHO 3 T'eJIeM-HAIIOBHIOBAaYEM, 1 IIel mipenapar qo0pe
nepeHocuBcs. Y nuctonani 2012 poky gikapebki 3acodu Eddesen Oynu cxBaneni B €Bporni
JUTSL 3aCTOCYBaAHHS y IiH Tpymi nmamieHTiB y Billi Bix 9 pokis. Y motomy 2013 poxy Edbdesen

(Emigyo® ) 6yB cxBanenuii YIIpaBIiHHAM 3 KOHTPOJIIO SIKOCTi IPOAYKTiB XapuyBaHHs Ta
nikapcbkux 3aco0iB CILIA (FDA) nns nikyBaHHs aKHE y IIT€H BIKOM BiJl 9 pOKiB.
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I Pusuku, mom’si3aHi 3 JikapcbkuM 3aco0oM, Ta 3axoaM 3 MiHiMizamii ado
MOJAJIbIIOL XaPAKTEPUCTUKYN PU3UKIB

I1LA  IlepeJik BaskJIMBHX PU3UKIB Ta BiacyTHs iHpopManis

Taoauusa yactunu VI 1 Pe3rome npoodJiiem 0e3nexu

Pe3iome npodiiem Ge3nexku

BaxxnuBi i1eHTH(IKOBaH1 pU3UKH Hemae
BaxnuBi nmoTeHIiiHI pU3UKH TepatoreHHicTh
Bincytns indopmariis Hewmae

11.B  Pe3ome BaxKJIMBUX PH3HKIB

BaxxiuBi pusnku, oB’s3aHi 3 3acTocyBaHHsIM npenapaty Eddesen — ue pusuku, oo
noTpeOyIOTh NEBHUX BHUIIB AISUTLHOCTI 3 YIIPABIIHHS PU3UKAMH JUIA X MOJAIBIION0 BUBYCHHS
ab0 MiHIMI3allii 3 METOI0 OE3MEYHOr0 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00Y.

BaxxnuBi pu3uku MOXyTh OyTH iieHTU()IKOBaHUMH a00 MoTeHuiiHuMH. [nenTudikoBai
PHU3HKH — IIe TPOOJIeMH, IIOJI0 3B SA3KY SKHUX 13 3acTOCYBaHHsM mpenapaty Eddesen icaye
JOCTAaTHBO JT0Ka3iB. [loTeHIiiHI pu3nKu — 11e mpoOJieMH, 3B 30K AKX 13 3aCTOCYBaHHSIM
[LOTO JIIKAPCHKOTO 3ac00y BBAXKAETHCS MOKIMBUM Ha IT1/ICTABI HASBHUX JIaHUX, aje el
3B’SI30K MOKH 1110 HE BCTAHOBIIEHUH 1 MOTpeOye MOAaIbIIOl OLIHKH.

BincyTtHs iHpopmanist — e iHdopMarlis npo 6e3meKy JiKapcbKoro mpenapary, ska BiICyTHS
Ha el 4ac 1 11 HeoOxigHO 3i10paTH (HAMpUKIAA IIOAO0 JOBIOTPUBAJIOTO 3aCTOCYBAaHHS
JIKapChKOro 3aco0y).

Ta6auusa yacruam VI 2 Pe3rome BaskIIMBUX PU3UKIB

BaxxnuBuii norenuiiinuii pu3uk: TepaToreHHICTh

Jloxasu Toro, nio pu3uK [lepopanbHuil ~ HpUIlOM  PETHHOIAIB  MOB’SI3yETbCS 3
OB’ s13aHUH 3 JIIKAPCHKUM yYpOJUKEHUMH BajaMu. Ilpm BUKOpUCTaHHI 3TiHO 3
3aco00M PEeKOMEHJIAIlISIMI ~ MICIIeBE€  3aCTOCYBaHHS  PETHHOIIIB

3a3BUYail Ma€ HU3bKUI CUCTEMHHI BILTUB Yepe3 MiHIMaIbHE
MOTJIMHAHHS  MKiporo. OpHAaK MOXYTh MaTH  MicCIe
iHauBiAyanpHi  (akTopu  (HAMPUKIAL — MOIIKOJKEHHS
miKipHoro  Oap’epa,  HajaMIpHE  BUKOPUCTaHHS),  fKi
BILJTMBAIOTH Ha 301IBIIEHHS] CHCTEMHOTO BILIUBY.
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BaxxnuBuii norenuiiinmii pu3uk: TepaToreHHiCTh

[Mpenapar Eddesen nporunokasanwuii 10 3aCTOCYBaHHS (IUB.
po3nin IIlpomunoxasanns, 3acmocyéanHs y nepioo
sazimuocmi abo 2o0ysanus epyoor IM3) mix gac BariTHOCTI
200 >KIHKaM, Ki IJIaHYIOTh BariTHICTb.

JlocmiKkeHHs Ha TBApUHAX IIPOJIEMOHCTPYBAIN
PENpoIyKTUBHY TOKCUYHICTb IPH 3aCTOCYBaHHI BUCOKHUX 1103
mpenapary  mepopajbHO  (IMB.  po3ail Papmaronio2iuHi
enacmusocmi IM3).

KiiHigHM#I OCBIA MICIIEBOTO 3aCTOCYBaHHS aJalajiecHy Ta
OeH301ly MEepOKCHAY IiJ Yac BariTHOCTI OOMEKeHUuH, ane
HEYHCIICHH] JOCTYNHI JaHi HE BKa3yIOTh Ha IIKIiIJTUBUN
BIUIMB HA MMAIIEHTOK HAa paHHIX TEPMiHAX BariTHOCTI.

Uepes oOMexeHi TOCTYIHI JaHi Ta Yepe3 MOKINBE
[IPOHUKHEHHS ajjanalieHy yepes3 MIKipy Y HEBENUKIM KiIbKOCTI,
Eddesen He ciig 3acTOCOBYBATH ITi]] 9ac BariTHOCTI.

Sxmio 3aci® 3aCTOCOBYIOTH y MEPioJ BariTHOCTI a0 SIKIIO
Mali€eHTKa 3aBariTHUIa B TMEpioJ 3acTOCYyBaHHS IHOTO
npenapary, JiKyBaHHS HEOOX1HO MPUITHHUTH.

YUWHHUKH Ta I'pylu puU3uKy

BaritHi xigKH

3axoau 3 MiHIMI3alli1 pU3UKIB

PyTunH1 3ax0a1 3 MiHIMI3a1lil PU3HKIB:

- Poszginu Ilpomunokazamnns, 3acmocyeanus y nepioo
sazimuocmi abo 200y8anus epyoor, Papmaronociuti
enacmusocmi IM3.

JlomaTkoBa

IISIBHICTD 3
dbapmakoHarmsLy

Indopmaniitnuii muct s meauunux npauisaukis (DHPC),
SKUU € 3arajJlbHUM 1Sl yCiX (OpM PETHHOIAIB, HaJACHIABCS
gk dvactuHa pekomenaauii PRAC. DHPC BumyckaBcs 3a
MOTO/IKEHHSM 13 JiepkaBaMu-uneHamu €C.

Indopmariitnuit muct s menuunux npaniBHukiB (DHPC),
KU € 3arajJbHUM ISl yciX (OpM pEeTHUHOINIB, Ha/ICHUIIABCs
gk vactuHa pexomenaauii PRAC. DHPC BumyckaBcs 3a
TOTO/KEHHSM 13 JepkaBamu-uieHamMu €C y BCIX JepkaBax
€C, ne npoaaerbes npemnapar, 10 BepecHs 2019 p.




11.C Ilnan micaspeecTpauiifHuX A0C/IiKeHb epeKTUBHOCTI
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11.C.1 JocainieHHsi, 10 € YMOBOIO OTPUMAHHS PeECTPALiHHOT0 MOCBiTUeHHS

Ta6auusa yacruam VI 3 IInan nmicasipeecTpaniiHuX 10CaiKeHb e)eKTHBHOCTI

Jocaimxennss Ne i HeBuznaveni Craryc | /laTta moaaHHs
NMUTAHHA NPOMiKHHX 200
da3za edpexTHBHOCTI 3aKJII0YHHX
3BiTIB
JAn3aiin
Hemae
VI1.1.3.2 Inuwi gocaigkenHs, 3an1aHoBaHi B miciaspeecTpauiiiHomy nepioai

Hewmae




