KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA
ACNEDERM gel 0,025%

AKHEJNEPM rex 0,025% | BHHUCTEFCTED Ki EuPrBedtt

[IpuaG:eHns KoM

paspewenite 3aynoTpe6al? \W-loaaq| 0. 1.0k -

1. IME HA JTEKAPCTBEHHSI IPOJYKT BAF[12.00.0, W el

Acnederm gel 0,025%

2. KOJIMYECTBEH B KAYECTBEH CbCTAB
Tretinoin 0,25 mg B 1g rex.

3. JEKAPCTBEHA ®0OPMA
Texn

4, KIMHAYHHA AAHHHA
4.1. Tloxazanug

JleueHue Ha HOBBPXHOCTHM (OpMM Ha akuse Bynrapuc (crammii I), mpu komTo
npeobnafasaT KOMEJOHUTE.

4.2. [lo3ApoBKa H HaYyHWH Ha npUIcKeHune

AKHejiepM Tell € NO-TIORXONAIN 3a JeyeHHe Ha NOBBPXHOCTHH (opMu Ha
axse (cTapui 1), TIpH XOHTO IpeobIafiaBaT KOMEIOHHTE.

AKO HsMa CTEUalHO HasHayeHHe OT JekKap, AKHeflepM Tel ce IpHaara
Be/IHEX JIHEBHO, Bedep Ipefy JAraHe. 3acerHATHAT YYacTBK Ce M3MiBa C BOZA,
KOMATa ce MOXCYyLiaBa noOpe U refbT ce HaHacd, KaTo ce BIpUBA BHHMATENHO, 6es
H3MHIHO HacjosBaHe. Edekt oT JedyeHHero MOXe fpa ce Habmonasa ciaen 2-3
CelMMIM, HO 3a IOCTHIaHe Ha FOOPH peaynraTH ca HeoOxomwmu 6-12 cenmulp.
Cnen pocTHraHe Ha OXaronpusitedH pesynTar TIO@ABpXKama Tepardd OoT 2-4
[PUIOKEHHA CefMIYHO e JOCTaTHYHA 32 HSKOM ManyeHTH. Tlpy TpORBIKHTENHA
yrorpe6a Ha AXHefiepM ce TIOCTHI2 JBATOTPaeH TepaneBTHICH edexr. Ilpu mossa
Ha CHAEH epHTeM ¥ cBpOex JedeHHeTo TpAGBa Za ce CIlpe HIH Ja Ce HAMAaIH

YecToTaTa Ha TIpiiiaraHe, JOKaTo Koxatd ce BB3CTAHOBH.




4.3. TiporuBonoKa3aHus

CBPBXYYBCTBUTENHOCT KbM HSKOS OT CBCTaBKUTE; OCIPH BBSMAMUTENHH
UpONeCH Ha KOXKaTa, OCIpa €KseMa, akHe posalled, NaHHH 3a (OTOATEPIN,
O6peMeHHOCT.

He ce mpunara npd Manku genal
4.4. CuenpalHy IIPOTHBOIOKASABWSA K CHENHANHH NPeAyNpEeRAeHUsS 33
ymorpeba

Axuenepm e TIpeflHasHageH C€aMO 3a PBBHINHO [PHIOKEHHE, Karo INpH
HaHacsgHe BbPXY KoKarta Tpsbsa Ha ce usbarBar 0OJacTHTE OKOJO OUMTe, yCraTa H
HoCa.

Ilo BpeMe Ha fedetie ¢ AxHefiepm TpafBa [a ce M30AIBa M3faraHeIo Ha
CABHIIE HA¥ HAKYCTBEHH YJTPaBHOJETOBH ABYH TOpay TIOBHIIEHA TyBCTBUTEJHOCT
Ha KoxKaTa. AKO INalMeHTHT € TIpOBEeXHal TpefH ToBa JedyeHue C HSmiolBaHe Ha
KOXara MM 3KO Ce e Usjaral Ha ecTecTBeHa WIM HMsKycTBeHa UV-CBeTNHHa,
TIpHiaraHeTo Ha AKHefepM 3amcyBa Ciefi IBIHOTO BBSCTAHOBSIBAHE Ha KOXara.
CTyLBT W CHAHHST BSTBD MOTaT CHIUIO JONBIHUTENHO Ja OKaXKaT ZpasHello
meficTBHe BHPXY KoxXara NIPH yIoTpe0a Ha mpeniapara AKHEJEepM.

TpeTHHOMH MpeNysSBHKBA CHIHO [pasHeHe BBPXY €K3emMarosHa KOXa H
TpaGBa Nia ce TpHIara MSKMOYHTENHO BHMMATefHO Ha DAIMEHTH ¢ TaKoBa
saloJsiBaHe.

IlpenynpexaeHns

To3M NPOOYKT CHEBDKA OyTHAXHEPOKCHTIONYOIL, KOHTO MOXe [a OKaxe
npasHel etheKT BhPXY OYHTe, KOXKaTa M JTHIaBUIHTE.

AKHeflepM TeX CBABDXa €TaHOX XKaTo TOMOITHO BEIEeCTBO. [Ipu gecto
TIpHIONKeHye TOH Moxe Jia IpeJUsBHKA JipasHeHe H MsCyllaBate Ha KOzxara.

4.5. JlekapcTBeH# M JPYTH B3aHMOKEHCTBHS

EnHoBpemesHarta ymorpefa Ha AKHe[epM ¢ JOKAlHH CPENCIBa, CHABPHKAIH
csipa, Pe3OpIMH ¥ CAJHLFIOBA KHCelHHa TpA6Ba fa ce u3barsa. TipenopruuresHo e
ymotpe6ata Ha AXHefiepM Jja 3arioyHe HSBECTHO BpPEME CIEfl COHPaHeTo Ha TesH
TIPOAYKTH. 1Iopajiy ONACHOCT OT B3aHMOJEHCTBHE C TPETHHO¥H, ¢ BHHMAHHE TpsbBa

[a ce yuorpeGsBaT MENHUMHCKM CcallyHH H ApYyTH H3MHBAIH ‘Cpei(f:‘.i‘ﬁh;,.‘

IesHHGeKUHpalli KOXaTa CPeficTBa, CAllyHH H KOaMeTHKa CBC CHJEH H3Cy[uaBalll .
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edeKT, KaKTO H JOKATHH CpEACTBA C BHCOKO CHABDXAHWEe Ha alKoXoml H
Af[CTPUHTEHTHH CPECTBa.

OB6IBUBAHETO CHC CIBHIE MIH C H3KycTBeHH UV-M3TOYHHIM B IepHONa Ha
jeueHwe ¢ AKHeliepM TIpeM3BHKBA HHTCHSHBHO 3a4epBiBsHEe Ha KoxKaTa.
4.6. Yrorpeba npH 6peMeHHOCT ¥ KbpMEHE

AxHefiepm He TpsfBa fia ce IpHJara 1O BpeMe Ha OGpeMEHHOCT. He e
‘M3BECTHO [l aKTHBHATa ChCTaBKa NpeMHHAaBa B MaiuuHoTo MisiKo. [lopajgH ToBa
AxHesiepm TpsAGBa fla ce HSIION3BA C BHUMAHHE TPH KBPMELH XKEHH.

4.7. Ediexts BHPXY CHOCOGHOCITA 3a HIoHpaEe 1 pabotra c MalIHHN

He oxassa BIHSHHE.

4.8. HexxenaHy JeKapCTBeHHU peaKlHH

TloHOCHMOCTTA Ha AKHeZepM Tell TIpH TIPaBUITHO NPHUIOKEHHe € J00pa.

B Hawanoto Ha Teparuara ¢ AXHezepM JIPH IAUKMEHTH C UyBCTBHTENHA KOXa MOXE
Iia HACTBHIIA TIPEXOHO 3auepBgBaHe HMa Koxara ¢ YyBCIBO HA MapeHe H coppbex. B
IBPBHTE CEJMHI(M Ha JeueHHeTo Moxe Jia ce IOSBH SaCHiBaHe Ha aKHEeTO. Toszu
darT ce OBfICHIBA C JAEHCTBHETO Ha AKHeNIEpM BBDXY IBAGOKO pasNoNOKeHHTE
KOMEIOHH, HesabeleXUMH [0 3anoyBaHe Ha JICUEHHETO.

MHOro papko € BB3MOXHO fa ce TOSBH CHIHO sadepssBaie, TIONYBaHE,
JIOleHe Ha KOXaTa, KakTo H ofpasyBaHe Ha MEXYpH H KOpHUKH. B Tesd ciy4ad
yecTOTaTa Ha MpUioXKeHHe Tps0Ba fa ce paspeny Kk yrorpebata Ha AKHeRepM Jia
ce mpeycranopd. KoxaTa OGHMKHOBEHO ce BB3CTAHOBABA 32 HSKOIKO AHH CIER
TipeKpaTsBaHe Ha JeUeHHEeTO.

Ilpu TIOBTOpPHO JeyeHre C AxHeZepM MOXe Jia ce HabGmofaBa BpeMeHHa
KHIep- WAH XHIOIMHrMeHTalsi IIpy HAKOW TAlMEHTH MOXe Ja ce HabnrofaBa
TIOBMIEHA (POTOIYBCTBHTEIHOCT.

4.9. Tipegosupane

Korato Axmelepm Tell ce IpHiara B TOIIMO KOMHYECTBO He Ce Habmonasa

mo-mo6ep M IO-6Bp3 edekr, a MOoXe Aa Ce TOIYIM SHAYMTEIHO 3a4EPBIBAie,

HaMONIBaHe Ha KOXaTa H JUCKOMQOPT.




5. GAPMAKOJIOTAYHN NAHHHA
5.1. ®apmakogHaAMAYHH CBOUCTBA

AxmemepM e JeKapcTRO 3a  JIOKATHO TIPHAOXEHHE C  H3DAseHo
KOMEJIOHOJHTHYHO, eKCoNHaTHBHO ¥ KePaTONMTHIHO HeHCTBHE.

OfpasyBaHeTo Ha KOMELNOHHTe € B OCHOBAaTa Ha BCHYKH (POPMM Ha akwe.
JIoKaTHMAT TPETHHOWH TIOHWYABa CHETIEHHETO MeX[y (OAHKYyIapHHTe elHTeNHH
KIeTKH, KOeTo HamalsBa ofpasyBaHeTo Ha MuKpokomepmonu. [lox rmeicrsue Ha
mpemapata He ce OGpasyBaT XapaKkTeDHHTe BbSIAIMTENHH JesHH. 3aTBOPEHHTE
KOMEJIOHH Ce TIPEBPBIIAT 33 KPaTKO BpeMe B OTBODEHHM, MIH B TAIYJH HIK IyCTylH,
e KOeTo OsjipapsiBar, 6es fja OCTaBAT OeJer.

5.2. @apMaKOKHHETHYHY CBOHCTBA

Ciell HOKANHO HaHacsHe IpemaparhT ce abcopbHpa NPEJHMHO B TODHHMTC
CJIoEBe Ha KOXKAaTa ¥ B MHHHMATHH KOJAHYECTBA B TONKOXKHHTE ThKaHH.

5.3. llpeaxnuEUYRE KaHEN 32 Ge3omacHOCT

TIpoBefieHy ca W3ciefBaHMsS BBPXY KHBOTHH 3a JIOKaqHa O4YHA W KOXKHA
TIOHOCHMOCT M KOXKHa ceHsuOwmisaups. He ca ycraHopeHM JIOKaRHO APasHEllo

OYHTe M KOXKATa Ha YKHMBOTHUTE JeHCTBHE, KaKTO H CeH3HCHAMSHpAlL e(eXT.

6. PAPMANEBTHYHH JAHHHA

6.1. CoMchK HA NOMOITHHMTE BeHICCTRBA H TEXHHTE KoAWdYecTBa B g Ha 30 ¢

KpeM:

Butylhydroxytoluene 0,0075
Carbomer 940 0,3000
Ethanol 96 per cent 15,0000
Propylene glycol 14,0400
Triaethanolamine 0,0450
Purified water 0,6000

6.2, DE3HKO-XHEMHYHH HECHFBMECTUMOCTH
Hama ganmm.

6.3. CpoK Ha roiHOCT
Iee (2) roguHy.




6.4. Cuennaiiy yOIOBHMS Ha ChXpancHie

Tlpu Temieparypa mox 25°C.

Jla ce masy OT JOCTBI HA nenal
6.5. lanpau 3a OHAaKOBKaTa
IIspBEYyHa OITAKOBKA

30 g reil ce NBJHH B alyMHHUEBH TyOM ¢ BBTPELIHO JaKOBO IIOKPHTHE, C
Kamauka Ha BHHT.

TexcToBoTO OGOpMIEHHe HAa Tyfara € B 4epeH H Osyi UBSIT, a2 I[BETOEOTO B
3ejeH ¥ CHB.
Bropuupa olaKOBKa

TyGaTa ce NOCTaBs B eIWHWYHA KapToHeHa KyTHi, Ha3paboTeHa OT
eIHOCTPAHHO TMIMEHTHO TIOKPHT KapTOH, B KOATO Ce [OCTABS JMCTOBKA € yKasaHue
3a npuaoxerue. TeKcTOBOTO odopMiervie HA KyTHATA € B HCPEH H Oan LBAT, &
1[BETOBOTO B 3eJ€H H CHB.
6.6. [Ipenop®bKy npu ynorpeda

Jla He ce NpHiara Clej H3THYaHe CpoKa Ha TORHOCT, THOCOYEH BBPXY
OIAKOBKATA.

Crep oTBapsiHe Ha Ty6aTa ¥ yroTpeGa Ha TPOAyKTa fia e 3aTsaps ILIBTHO H

a ce chXparsisa IIpH IIOCOoUeHHTe TIO-TOpe YCIOBHS.

7. UME ¥ APEC HA IIPOV3BOMUTEA Y TIPUTEXKATEIS HA
PASPEHIEHUETO 3A VIIOTPEBA

HUXOU A

Codumst 1797

Gya. “Ki. Oxpupcke’ N 3

8. PETACTPATHOHEH HOMEP B PETHCTBFPA
Ne 960 02 35/01.10.96 1.

9. TATA HA TEPBOTO PASPEINEHHUE 3A YIHOTPEBA
npot. 11 242-27.09.96

10. HATA HA AKTYAJBI3AIHSA HA TEKCTA P
07.2002 . T




