TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y
OUKIIAK® JIIIIOTEJIb

(DICLAC® LIPOGEL)

Cknao:
0itoua peyosuHa: HaTPilo OUKI0heHaK;
1 r remro MiCTUTh HaTPio gukiIopeHaky 10 mr;

donowmigcHi peuosuHu: RRR-a-Tokodeposn, kapbomep, oelunonear, OKTUIIONEKAHO, TIEIUTHH,
amiaky po3uuH 10 %, guHaTpioo eferat, apomatu3atop - oiig «Vert de Creme - lilial free», cnupt
i30MpOIiIOBUY, BOfa OYHIIEeHa.

JIikapcbKa ¢popmMa. less.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: 371eTKa KOBTYBaTOT'0 KOJIbOPY ONHOPIAHUIM Telb 3
XapaKTepHUM 3alaxoM i3omponaHoiy 0e3 arjiomMepariB, TPYIOK Ta CTOPOHHIX YaCTOK.

®dapMakoTepaneBTUYHa I'pyIa.

3aco0wu, 1110 3aCTOCOBYIOTHCSI MiClleBO Ipu cyrioboBomy i M’sg30BoMy Ooito. HecTepoigHi
IIpOTHU3almabHi 3ac00H [JIST MiCLIeBOTO 3aCTOCYyBaHHS. [JUKIOpeHaK.

Kom ATX M02A A15.

dPapmako102iuyHi 8 1acmueocmi.
®apmakoduHamika.

NuknodheHak - HECTEPOIAHUY MpoTHU3ananbHui 3acio (HII33) mis 30BHIIIHBOTO 3aCTOCYBAHHS
TPYIH MOXimHUX (PEHII0NTOBO1 KMCIOTH. [IpenapaT Mae BUpaXKeHi MiClieBi MPOTUPEeBMaTUYHi,
3He00JII0BaIbHI Ta MPOTH3alaabHi BIAaCTUBOCTi, 3yMOBJIEH] IPUTHIYEHHSIM CUHTE3Y
IIpOCTarjlaHOuHIB - MefiiaTopiB 060JIi0 Ta 3ananeHHd. [Ipu 3ananeHHi, CIPUYNHEHOMY
TpaBMaM# a0 PeBMaTUYHUMHU 3aXBOPIOBaHHAMY, [Juknak® JIimorenb IPU3BOTUTD [0
3MeHIIeHHS 001110, HaOPsAKY TKAaHWH Ta CKOPOYEHHS IepioAy MOHOBIEeHHS QYHKITiM
YIIKOMIXKEHUX CYTI00iB, 3B’SI30K, CYX0XKUIIb i M'53iB. 3aBAsIKU BOOHO-CIIMPTOBi OCHOBI



[Ipenapar YUHUTH TAKOX MICI[eBY aHeCTe3yBaJIbHy Ta 0XOJIOAXKYBaJIbHY Mif0.
dapmakoKiHemuka.

KinekicTs muknodeHaky, abcop6oBaHOro yepes MKipy, IPONopIlifiHa [0 IJIOIi HOro HaHEeCEeHHS i
3aJIeXUTh SK Bifl 3arajbHO] 3aCTOCOBAHOI 03U MIpelaparTy, Tak i Bifi CTymeHs rigpaTallil IIKipH.
Ctyminb abcopOiril fuKIopeHaKy CTaHOBUTD MpuONIU3HO 6 %, Bifg mO3U MiCig MiCIIeBOTO
3aCTOCyBaHHA 2,5 T remio qukinodeHaky Ha 500 cM’ IKipH, BU3HAYAETHCS 110 BifHOIIEHHIO 10
3arajabHOI HUPKOBOI efliMiHallii MOpiBHAHHO 3 TabneTKaMu OUKI0PeHaKy. 3aKymopKa
npotsiroM 10 roguH MPU3BOAUTH 0 TPUPA30BOT0 30iMbIIeHHS KiTbKOCTI AUKIIOGEHAKY.

[Ticns MiciieBOTO BBe[IeHHS Te/Ii0 B [MiNITHIN PYK Ta KOJIHHUX CyTyI00iB KOHIIEHTpAIis AUKI0heHaKy
Moxke OyTH BUMipsiHa Y IIJITa3Mi KPOBi, CHHOBia/IbHiM TKaHWHI Ta CUHOBialbHiN pifuHi. MakcuManbHa
KOHIIEHTPaIlis y Ij1a3Mi KpoBi guKnodeHakKy Imiciis MiclieBoro BBegeHHS nprubnu3Ho B 100 pasis
HUXK4a, HiXK MiC/Ig mepopabHOTo npuiiomMy TabiaeTok. 99,7 % guknodeHaky 3B'a3yeThCs 3 OinKamu
CUPOBATKHU KPOBi, TOJIOBHUM YMHOM 3 anbOyMmiHoM (99,4 %). [TuknodeHak HAKOMUYYETHCS Y LIKipi,
sKa CJIyTy€ pe3epByapoM, 3BiKY BifOyBa€ThHCS MIOCTYIIOBE BUBLIbLHEHHS PEYOBUHY Y IIPUIIETJI
TKaHWHU. 3BigTU OUKIIOhEHaK IepeBaxkHO HAIXOAUTh ¥ I'IUOIIi 3amaneHi TKaHWHU, TaKi SIK CyTII00H,
e TPOJOBXKYE MidTH i BU3HAYAEThCS y KOHIIEHTpalisax g0 20 pasiB OilbIIKX, HiXK y I71a3Mi KPOBi.

MeTabori3aM gukinodeHaky BKIio4ae B cebe YaCTKOBO TIIOKYPOHYBAHHS iHTaKTHUX MOJIEKYJI, ajie
TOJIOBHMM YWHOM T'MAPOKCUIIIOBAHHS 3 YTBOPEHHSAM [IEKiIbKOX (eHONMbHUX MeTabosmiTiB. [[Ba 3 Iux
dheHonbHUX MeTab0IiTiB 0i0IOTiYHO aKTUBHI, OMHAK 3HAYHO MEHIIIOI Mipoio, HiXK OUKITOpEHaK.

3aranbHUY CUCTEMHUY I1JIa3MOBUH KITipeHC AUKII0peHaKy CTaHOBUTH 263 /- 56 M1 / XxB (cepenHeE
3HaueHHs /- SD). TepMiH HamiBBUBEOEHHS CTAaHOBUTH Bifl 1 Mo 2-x roguH. YoTupu 3 MeTabomiTiB,
BKJII0Yal04H [iBa aKTUBHUX, TAKOXK MalOTh KOPOTKHKM Iepiof HamniBBuBeAeHH Bif 1 mo 3 rogun. Ogun
MeTabomiT, 3'-rinpokcu-4'-MeToKCU-TUKI0OPeHaK, Ma€e OiNbII TPUBAIKY MTepiod HaIliBpO3Maay M1a3MH,
ase MPAaKTUYHO He aKTHBHUM. [IluknodeHak Ta #oro MeTabosliTh BUBOOATHCS B OCHOBHOMY 3 CEUelO.

KrinigHi xapaKTepHCTHKH.
Iloka3zauusa.

Micuese mikyBaHHs 00JI0 Ta 3amaneHHs Cyrji00iB, M'g3iB, 3B’130K Ta CyX0XKHUIb PEBMaTUYHOTO abo
TPaBMaTUYHOI'0 TIOXO[XKEHHS.

IIpomunoka3anHus.

[TigBuIeHa YyTNUBICTh OO AUKIIOheHaKy a0o [0 iHIINX HeCTePOigHUX MPOTU3aalbHUX
3aco006iB, 70 i130IIPOIIiIOBOTO CIUPTY, a00 M0 iHIINX KOMIIOHEHTIB IIpemnapaTy. HasBHICTE B
aHaMHe3i HamafiB OpoHXialTbHOI aCTMU, KPOIIUB'THKY, TOCTPOTr'0 PUHITY, Ha3a/IbHUX IOJIIIIiB,
aHrioeieMu, 3yMOBJIEHUX 3aCTOCYBAHHSIM alle TUICAJIIIIUIIOBOI KUCIOTH ab0 iHIIMX
HECTEePOigHUX MPOTU3amnanbHuX 3ac006iB. TpeTilt TPUMECTP BariTHOCTI.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Ockinbku cucteMHa abcopO1is aukIodeHaKky Ipu MiClleBOMY 3aCTOCYBaHHI IIpenaparTy AyKe HU3bKa,



BUHWKHEHHS B3a€MOIiii MaJOMMOBIpHE.

Oco06.1ueocmi 3acmocy8aHHs1.
3 06epekHICTIO 3aCTOCOBYBATH 3 IIEPOPATIbHUMHU HECTEPOIIHUMU IPOTH3anaJlbHUMU 3ac0baMu.

IMOBipHICTh PO3BUTKY CHCTEMHUX 1MOOIUHUX e(DeKTiB TP MiCIIeBOMY 3aCTOCYBaHHi IUKIIO(PEHAKY €
HE3HAYHOI0 TOPIiBHSIHHO i3 3aCTOCYBaHHSAM MOTO IepopanbHuX (HopM, ajle BOHA He BUKII0Ya€EThCS
IIpU 3aCTOCYBaHHI IIpernapaTy Ha BiTHOCHO BEJIMKUX HiISHKAX LIKipU IPOTSITOM TPUBAJIOTO 4acy.

JIHKHaK® Jlimorenb peKOMEHAY€EThCSI HAHOCUTH TiTbKY Ha iHTAKTHI TiNSHKU LIKipH, 3amobiraoyu
MIOTPAIISTHHS Ha 3alajieHy, mopaHeHy abo iHdikoBaHy mKipy. Crig yHUKAaTH KOHTAKTY IIpernapaTy 3
OouYMMa Ta CIM30BUMHM 000jI0HKaMu. [IpemapaT He MOXKHa KOBTATH.

[Tpu mosiBi OyOb-IKKUX IIKiPHUX BUCHUITIB JIIKyBaHHS IIPEapaToM MOTPiOHO MPUITHHUTH. 3aCTOCYBaHHS
repMeTUYHOI OB’ I3KH He PEeKOMEHIYEThCS. Y BUIMAKy PO3TATHEHHS 3B'SI30K YpaXkeHy HiJISTHKY
MOXKHa IepeB’s13aTh OUHTOM.

[Tpu cTaHax, 110 CYIPOBOIXKYIOTHCS MOYEPBOHIHHIM ab0 OMyXaHHSIM CYyTr100iB, TOCTPUM
0oseM y OinsHII IOMepeKy, IIo Bifgae y HUXKHi KiHIIiBKY Ta/ab0 CyITPOBOOXKYETHCS
HEBPOJIOTIYHUMY MOPYIIEHHAMH (BiIUYTTS OHIMIHHS, TOKOJIIOBAHHS), CIIif
IIPOKOHCYIbTYBATUCS 3 JIiKapeM.

3acToCyBaHHS T'eJI0 OOIyCKAEThCS i HEOKIIIO31HY II0BI3KY, ajie Uoro He CJIil 3aCTOCOBYBAaTH IIif
MIOBITPOHENPOHUKHI OKJII03ilHi ITOB'I3KH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

KniniyHux gaHux 1I0[I0 3aCTOCYBaHHS JTiKapChKOIo 3aco0y Iuknak® Jlimorems y Iepion BariTHOCTL
HeMae. HaBiTh AKILIO CHCTEMHA Oid OUKIO()EHaKy € HUKUYOI0 ITOPIBHAHO 3 IEPOPaIbHUM
3aCTOCyBaHHSIM, HEBiIOMO, UM MOXKe CHCTeMHa [id TiKapchKOro 3aco0y Muxknak® Jlimorens,
OOCSITHYTA IIiCJI MiClIeBOTO 3aCTOCYyBaHHS, OyTH MIKimIUBo0 A7 emOpioHa/miona. [1ig yac nepiroro
Ta IPYroro TpuMecTpiB BariTHocTi Juknak® JIimorens He CIif 3aCTOCOBYBaTH 0e3 HaraabHOI
notpebu. Y pasi 3acTocyBaHHS [[03a IIOBUHHA OyTH SKOMOTa HUKYOIO, @ TPUBAJTICTh JTiKyBaHHA —
SIKOMOT'a KOPOTILOIO.

[Tim yac TpeTbOTO TPUMECTPY BariTHOCTI CUCTEMHE 3aCTOCYBaHHS iHTiGIiTOPIB CHHTE3Y
IIpOCTarjilaHgXHIB, 30KpeMa AUKIIoheHaKy, MOXKe CIPUUYUMHUTH CEPLIEBO-IETEHEBY Ta HUPKOBY
TOKCHAYHICTS y 1jIofa. Ha mi3HiX TepMiHax BariTHOCTI MOXKe BUHUKHYTHU TpUBajla KPOBOTeYa K Y
MaTepi, TaK i y IUTHHH, a TAKOXK CIIOCTEPIraTUCs 3aTpHMMKa POfoBoi mismbHoCTi. Tomy [Juknax®
Jlimoresp MPOTUNIOKA3aHUM IIiff YaC OCTAHHLOTO TPUMECTPY BariTHOCTI (IUB. PO3Min
«IIpoTunoka3anusa»).

IuknodeHak HaTpilo MPOHUKAE Y HE3HAYHIX KiJTbKOCTI ¥ TPyIHE MOJIOKO, TOMY IIpX
HasiBHOCTi BaroMUX IIificTaB [Ji1 3aCTOCYBaHHA T'eJil0 y Iepiof rogyBaHHs I'PYLOI0 MOr0 He
CJIil HAHOCUTH Ha MOJIOYHI 3ay1031 a00 BeNIUKi OiNSHKY IIKipXA Ta 3aCTOCOBYBATH IIPOTITOM
TPUBAJIOTO 4Yacy.



depmuabHicmb
HeMmae mocTynmHUX gaHUX IIOAO BIIMBY OUK/IO(EeHaKy IPU MiCIleBOMY 3aCTOCYyBaHHI Ha (ePTUIIBHICTD
JIIO[VHM.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

He BrimuBae.

Cnocid 3acmocyeaHHsi ma do3u.

TlopocnuM Ta AiTsAM BikoM Bif 14 pokis [Juknak® Jlimorens 3acTocoByBaTH 3-4 pa3u Ha f00y.
KinpkicTh mpemnapary, o0 3aCTOCOBYEThLCS, 3aJ1€2KUTh Bifl pO3Mipy ypaxKeHol 30HH (Tak, 2-4 T, 1m0 3a
Po3MipoM BiAmoBifae po3Mipy BulllHi a00 BOJIOCHKOT0O IopiXa, IOCTATHHO AJIST HaHECEeHHS Ha HiNSHKY
nnomero 400-800 cm®). ['entb HAHOCHTH TOHKKM IIAPOM i 3/1eTKa BTUpPATH y mKipy. He cif
3aCTOCOBYBaTHU IIif OBITPOHEIIPOHUKHY OKJIIO3iMHY IIOB’I3KY.

[Ticns ammikartril npemapaTy HeoOXifHO BUMHUTH PYKH, OKPIM THX BUIIAAKiB, KOJIX caMe LS AiNsHKa
MifgJIsrae JiKyBaHHIO.

TpuBamicTh Teparii 3a7eXuUTh Bifl TIOKa3aHb Ta e(PEeKTUBHOCTI TiKyBaHHS.

[TpemapaT He CIif 3aCTOCOBYBATH AoBIIe 14 [HIB MOCMiNb MIPU YIIKOOXKEHHAX a00 peBMaTU3Mi M’SIKUX
TKaHUH Ta 21 gHS npu 60110 B cyrino0ax apTPUTHOTO IIOXOAXKEHHS, SIKIIO iHIlle He peKOMEHI0BaHO
JliKapeM.

Heo06xigHOo 3BEpHYTHUCS 3a KOHCY/IbTALIEI0 TiKaps, SIKII0 CHMITOMHU 3aXBOPIOBaHHS HE 3MEHIYIOTHCS
a00 ITOCUITIOIOTHCS TiCys 7 MHIB JIIKyBaHHS.

Himu.

[TpemapaT He 3aCTOCOBYBaTH HiTSIM BikoM f0 14 pokiB. [Ipu 3acTocyBaHHi JTiKapChbKOTO 3ac0o0y AiTSIM
BikoM Bif 14 pokiB moBIie 7 gHiB ab0 SKIIO CUMIITOMY 3aXBOPIOBAHHS ITOCUITIOIOTHCS, HEOOXigHO
3BEPHYTUCS 3a KOHCYIbTAlli€l0 TiKaps.

Ilepedo3yeanHns.

[Tepemo3yBaHHs MaJIOMMOBipHe Yy 3B’I3Ky 3 HU3bKOI0 abcopOirieto nukioheHaKy y CUCTEMHUM
KPOBOTIK IIPU MiCII€BOMY 3aCTOCyBaHHI.

Y pasi BUnagKoBOro NpoOKOBTYBaHHS IIpelapaTy CiIif Ofapa3y CIOPOXKHUTHU LIJIYHOK Ta IPUUHATH
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHE JIiKyBaHHS i3 3aCTOCYBaHHSM TepPalleBTUYHUX 3aXO0iB, 1110
BUKOPUCTOBYIOTh IIPU OTPYEHHI HECTEPOITHUMH MIPOTH3aNalbHUMU 3aco0aMu.



ITobiuni peakuii.

Ouinka nmoGiyHUX peakllii HaBeJeHa 3a YacTOTOI0 MPOsBiB: myxke 4dacTi (= 1/10), gacTi (= 1/100, <
1/10), meuacrTi (= 1/1000, < 1/100), moogunoki (= 1/10000, < 1/1000), pigkicHi (< 1/10000).

3 60Ky wKipu: He4acTi - cBepOixk, MOYEPBOHIHHS, eK3aHTeMa, [TeYiHHs, T0sSBa HaOPSKiB i
BE3UKYJI, IalyIu, IyCTYJH, NyIIeHHs 1 CyXiCTh IIKipH, AepMaTuT (y TOMY YUCJIi KOHTaKTHUU
IEepPMaTHUT); TIOOJUHOKI - OyThO3HUM NEPMATHUT; PIIKiCHI - peakIlil CBIiTIOYYTIMBOCTI,
IIyCTYJIbO3HI BUCUIIAHHS, €K3eMa.

3 60Ky iMyHHOI cucmemu: PigKiCHi - peakuil MigBUIIEHOI YYTIUBOCTI (y TOMY YHCIi
KPOIUB'THKA, aHT1I0HEBPOTUYHUY HaOpSK 00nuyyst), 3agullka.

3 6oky duxaavHoi cucmemu: PigKicHI - OpoHXiaJIbHA acTMa.

3 6oxy mpasHo20 mpakmy moOiYHI peakilil BAHMKAIOTh Ay2Ke PidKO IiCig MiCIleBOr0 3aCTOCYBaHHS
IIpernaparis, 0 MiCTSITh AUKI0(GeHaK.

[Tpu 3acToCyBaHHI r'eflio y BUCOKHX J03aX a00 0oro HaHeCeHHi Ha BeJIUKI JiITHKY IIKipy He MOXKHa
BUKJTIOUUTY MOXKJIMBICTh BUHUKHEHHSI CUCTEMHUX IMOOIYHUX Peakilili, a TaK0XK peakilii
rinep4yyTauBOCTI y GOpMi aHTioeeMH, IUCITHOE.

Tepmin npudamHocmi. 3 pPOKH.

YMoBu 30epiraHHsi.
30epiraTu npu TeMnepaTypi He Buiie 25 °C.

30epiraTy y HEJOCTYITHOMY OIS JiT€H MiCIIi.

YnakoBka.

I[To 50 r remo y Ty6i; mo 1 TyOi y KapTOHHIM KOPOOIIi.

KaTteropisa Bigmycky.

be3 penenrTa.

BupoOHHUK.

Camortac ®apma I'mM6X, HimeuunHa/



Salutas Pharma GmbH, Germany.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'o ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Bupo6uuua pinbHuns B OctepBepinreni, Jlanre I'epen 3, Cion3etans, OT OcTepBefiHTeH,
Cakconisg-Anranst, 39171, Himeuunna/

Betriebsstaette Osterweddingen, Lange Goehren 3, Suelzetal, OT Osterweddingen, Sachsen-Anhalt,
39171, Germany.



