[HCTPYKIIIA

[JIS MEOUYHOT0 3aCTOCYBaHHS JTIKapChKOTO 3aco0y

IEPUBA BOIHHWH T'EJIb

(DERIVA AQUEOUS GEL)

Cknao:
ditoua pevosuHa: adapalene;
1 r remto MicTuTh apananesy 1 mr;

JonoMidcHi peyosuHU: DTUHATPI0 emeTat, Kapbomep 940, IPOIMiNIEHT TKOb,
MeTunnaparigpokcubensoar (E 218), momokcamep 407, heHOKCieTaHO, HATPiIO TiIPOKCHL, BOma
OYHIIEeHa.

JlikapcbKa ¢popma. I'enb.

OcHosHi ¢i3uko-xiMiyHi 8racmusocmi: 6iToT0 KOIHOPY ONHOPIAHUYN HETIPO30PUil Tellb.

®dapMakKkoTepaneBTHUYHA I'pyna.
[IpenapaTu gy niKyBaHHS akKHe. PEeTUHOIOU [JIg MiCLIeBOTO JIiKyBaHHS aKHe.

Kox ATX D10A DO3.

Papmakono2iuHi e1acmueocmi.

dapmakoprHaMika. AfamnaneH € MOoXimTHUM Ha(TOMHOI KUCIIOTH, PETUHOINOMONI0HOI0 PEeYOBUHOIO, ITI0
MOJYJIIO€ NPOLIeCu KIITHHHOL qudepeHIyianil i KepaTuHi3alil, a TaKOXK 3alajibHi IPOLeCH y MKipi, aKi
€ OCHOBHMMM ITIaTOT€HETUYHUMHU JIaHKaMU y PO3BUTKY aKHe. AfamnasieH 3B’ 93Y€ThCA 3 PETUHOIIHUMU
pelieniTopaMu sAfipa KJIiTHHU i TaKUM YMHOM CIIPHUsiE HOpMasbHil AudepeHLiamii emiTemiatbHUX
KJIiITUH (OJIiKYJIiB, 10 TPU3BOAUTH OO 3MEHIIIEHHS YTBOPEHHS MiKDOKOMEOHIB i MepemkoaKae
PO3BUTKY aKkHe, CIIpusie 30epekeHHI0 HeYIIKOIKEHOl MKipHu.

dapmakokineTuka. TepaneBTUYHUYN e(PeKT IpenapaTy 3a3BUYall BUABISETHCS NPOTATOM 8-12 TUXKHIB
Bif mo4aTky JiKyBaHHA. [Ipu 3acTOCyBaHHI afanajeHy y BUTJISAL Fell0 CTYIiHb BCMOKTYBaHHS
IIperapaTy 4yepes LIKIpY Y KPOB Hafi3BU4YalHO HU3bKUU.

Kniniuni xapakKTepuCTHKH.



IToxka3auns.

MicneBe nikyBaHHS 3BUYalHUX BYTPiB (acne vulgaris).

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTh [0 afgamnaneHy a0o o iHIIMX KOMIIOHEHTIB ITpemapary.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

Ockineku [IepuBa BOOHUY T'ellb Y AeIKUX MALliEHTIB MOXKE CIPUYUHUTHU MiCLIeBUU IOOpa3HIOBaIbHUN
eekKT, omHOYaCHe 3aCTOCYBaHHS iHIINX IMOTEHIINHO IIOpa3HIOBaJIbHUX MiCLIEBUX IIpelaparTis,
BKJ/IIOHAI0YX KOCMETHUYHI 3aco0u, 306inblinye pu3uK HeGaxkaHOTO BIJIUBY Ha LIKipy.

Crnip 3 oco6mrBo0 00epekHICTIO MPU3HAYaTH IIperapar i3 mpernapaTtaMy, 10 MiCTSTh CipKy,
pe3opiuH abo caliluioBy KHUCIIOTY.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[IpemapaT npu3HaYeHUM TiJIbKU AJIS MiCLIEBOr0 3acToCyBaHHA. CIlil yHUKATU KOHTAKTY Tejlio 3
ounMa, ry0aMu, OinsTHKaMu KPUJI HOCa i 3i IKipoio HaBKOJIO OYel, a TaK0X 3i CTU30BUMHU
000I0HKaMH. AKINO reflb MOTPAKB Ha i TiITHKY, iX CIIi peTelbHO MPOMUTH TEII00 Bomoio. He
HAHOCUTH TeJib Ha [iNISHKY 3 eK3eMaTO3HUMU ypaXXeHHSIMU IIKipYU, COHIYHUMHU OIliKaMU, Topi3aMu
abo iHmMMYu ypaxxeHHIMU WKipy. [Tix yac mikyBaHHS Clif YHUKATH HagMipHOTO BIIMBY COHSYHUX
IIPOMEHIB Ta yIbTPadioneToBOro CBiT/Ia, BK/II0YalO4y JJaMII¥, BHACTIOOK MiIBUIIEHHS BPa3/IUBOCTI
MKipy i 30i7bIIIEHHS PU3UKY BUHUKHEHHS COHSITYHOI EPUTEMH.

3acToCyBaHHS IIi[l Yac JiKyBaHHS ITperapaToM KOCMETHYHUX 3aC006iB, SKi MigCyImy0Th MIKIpY (TaKux
K abpa3uBHe a00 JiKyBasibHe MU0, OUMCHUKY IIKipHu, 3aco0u, 110 MiCTSATh HaAMIPHY KiJIbKiCTb
CIIUPTY, B'sIKyd4i 3aco0u, KpeMu 4u JTOCbAOHU AJis abo Iicis royliHHS, MUI04i 3aco0u), MoxKe
CIIPUYUHUTH TOJIpa3HIOBaIbHUM e(PEKT.

Y BuUnagKy BUHUKHEHHS ajieprii mif yac jikyBaHHS IIpenapaToM Tepallilo CJIifi IPUIUHUTH i
3BEPHYTUCA [0 JIiKaps.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

He 3acTocoByBaTu mpenaparT y Iepiofi BariTHOCTIi, OCKiNbKY afieKBaTHUX KJTiHIYHUX BUIIPOOYBaHb
mopo 6e3meKy 3aCTOCYBaHHS afiallajieHy BaTriTHUM XiHKaM He mpoBogunocs. Hesimomo, uu
CEKPETYEThCS afalajeH y 'pygHe MOJIOKO, TOMY 3aCTOCYBaHHS IIpenapaTy y nepiof rogyBaHHS
TPYAOI0 He PeKOMEHI0OBaHe.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

OckinbKy BCMOKTYBaHHS IIpenapaTy dyepe3 MKipy Malike He BinOyBaeThCs, BIJIUB [il0401 PeYOBUHUI
Ha IIBUKICTH peakIii MaJo¥MOBipHa.

Cnoci6 3acmocyeaHHss ma do3u.

[leprBa BOOHUY T'eJlb CJIifl 32CTOCOBYBATH AJIS1 MICL[€BOT0 JIIKyBaHHS BYI'PIiB y HOPOCINX 1 AiTel BIKOM
Bixg 12 pokiB. 'enb cy1ig HAHOCUTH TOHKUM IIapOM Ha YMCTY CYyXy LIKIpy Y MicLgx BUcHIIIB 1 pa3 Ha
no0y, Ha Hiy.

[IpoTAroM nepiux TUKHIB JIIKyBaHHS MOXKJINBE 3aTOCTPEHHS ByTPOBOI0 IIPOLeCy BHACIIIIOK BIIJIUBY
[iI04901 PEYOBHMHU Ha OCepefKy ypaKeHHs, HEBUAUMI paHilie. Y TaKoOMy pa3i He CJIif IPUIUHATI
JIIKyBaHHS, TepaleBTUYHUN e(PEeKT CIIoCTepiraeTbcs yepes 8-12 TUXKHIB Biff I0YATKy JIiKyBaHHS.
TakoK MOXKJIKBe BifuyTTsd cBepOeXKYy i IeduiHHS MIKipU ofpa3y Iic/ig HaHeCeHHS Tellio, SKe 3 4acoM
MUHAE.

Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS IIpenapary AiTAM BiKOM [0 12 pOKiB He JOCIiAKYBaINCh,
TOMY He CIIifj 3aCTOCOBYBaTHU IipenapaT HiTAM Iiel BIKOBOI KaTeropil.

Ilepedo3yeanHsi.

[Tpu HaHeCeHHi BeJIMKOI KilTbKOCTI T'eJTi0 MOXKJIMBE ITOYEPBOHIHHSA i NyIeHHs WKipu. OCKinbKu
BCMOKTYBaHHS IIpenaparTy 4Yepes IIKipy Maiike He BinOyBa€eThCsI, OyOb-IKUY CUCTEMHUM BIIJIUB
ajanajieHy MaJIOMMOBIpHUM.

ITobiuni peakuii.

Anepriuni peaxiiil, peakiiii (OTOUYTIUBOCTI, BiTUyTTS MMOKOIIOBAHHS, IOYEPBOHIHHS, NYIIEHHS,
CyxicTh, cBepOixK i meuiHHS IMKipK y MicIli 3aCTOCYBaHHS, YaCTO CIIOCTEPIraeThcsl CBepbixK i mevyinHs
IIKipu ogpas3y Iiclisi HaHeCeHH T'eflio, a TaK0XK 3ar0CTPEeHHS ByTPOBOr0 MPOLECy, MOoApa3HeHHS
IIKIpY y IepIli TUXKHI JTIKyBaHHS.

LIi sBuia 060pOTHI i 3a3BKMYal 3HUKAIOTh @00 C1abIIaoTh MiCIsT OMHOTO MiCSIlS JTiIKyBaHHS.

Tepmin npudamuocmi.



3 pPOKH.

YmMmoBH 30epiranssi.
30epiratu npu TeMiepartypi He Buine 25 °C.
30epiratu y HegOCTYIIHOMY OJIS1 OiTel MiCIi.

He 3amMopoxyBaTu.

YnakoBka.

[To 5rabo 15 r remo y Ty6i, mo 1 TyOi B KapTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

be3 pernernra.

BupoOHHK.

I'menmapk ®apmaceiotukans JIta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicClsi IpoBaIKeHHs HOro Tis/IbHOCTI.
Hinerung Ne E-37/39, Em.Au.[1i.Ci., Catnyp, Hacik - 422 007, Iagis/

Plot No E-37/39, M.I.D.C., Industrial Estate, Satpur, Nasik - 422 007, India.



