JdcroBka: unpopmauns 3a noTpedHTE IR

Amnnkopr F 0,005 g/100 ml / 0,2 g/100 ml / 0,4 g/100 ml pa3TBOp 32 KOXKA
ecTpaauo 6eH304aT, NpeAHH30N0H, CATULIMIOBA KUCEIHHA
AlpicortF 0.005 g/100 ml / 0.2 g/100 mi / 0.4 g/100 ml cutaneous solution

estradiol benzoate, prednisolone, salicylic acid

IIpoueTreTe BHHMATEIHO NAJIATA JHCTOBKA, MPEaH 14 3aN0MHETE A3 HAN0A3BATE TOBA
JIEKAPCTBO, ThH KaTO TA chAbpikKa BakHa 3a Bac nndpopmanns,

* 3ana3zeTe Ta3u AucToBKa. MOXe 1a ce HaoXH Aa 1 Npo4YeTeTe OTHOBO.
* AKO UMaTe HAKaKBH NOITBIIHUTENHH BBOPOCH, nonuTaiTe Bawms nexap nav gapmauesT.

* Tosa nekapcTso e npeanKcaHo nuuHO Ha Bac. He ro npeorcrungaiite Ha apyru xopa. To moxe aa
UM HaBpeaH, HE3ABHUCHMO Y€ MPU3HALIMTE HA TAXHOTO 3a00NABaHe ca ChLUMTE KaTto BawuuTe.

* AKO NOJy4yHTe HAKAKBH HEXENaHH peakLMH, yBeaomere Bawua nexkap wnm dpapmauest. Tosa
BKJKOUBA U BCHYKH Bb3MOXKHHU HEXENAHU peaKLiMK, HEONMCAHH B Ta3H JIMCTOBKA. BinkTe Touka 4.

KaxBo cbaABpxKa TA3H JIACTOBKA

1. Kakso npeacrasisea Annukopt F 1 3a kakBo ce u3nonsgs

2. KakBo TpsiGBa aa 3HaeTe, NMpeau Aa U3MON3BATE AJITUKO]
3. Kak na uznonssare Annukopt F
4, Bb3MOXCHH HEXENTaHU peakuHH
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3. Kak ga cexpansBate Anmukopt F i MW'égAfﬁl..lL:ﬂ‘ 1025
6. CbabpkaHue Ha ONAKOBKATA W JOMBIHHTENHAa HHDOPMaLIHS
1. KaksBo npeacrapiasiea Annuxoprt F H 3a KakBo ce H310,13B2

Annukopt F e pa3Teop 3a BLHLIHO NPHIOXKEHKE BLPXY CKaina, KOMTO ChAbPKA AKTHBHHUTE BELLIECTBA
CaNTMLUIOBA KHCETHHA, NMPEOHH30MOH U ecTpaano) OeH3oar.

AJtTHKOPT F ce n3nos3ea 3a yCKOpABaHE pacTeXka Ha KOChbMa M 33 YBETHYaBaHe MABTHOCTTA Ha KOcaTa
MPH JIEKH BBINMANMTENIHH 3a00/IABaHUA Ha OKOCMEHATA vacT Ha rnaeata. Habmopaea ce nonobpssaue
3ApaBUHATA HA KOCHMA.

2. Kaxso Tpabsa na 3naere, npeau Aa uznoh3pate Annuxkopr F

He nanomBasite Annukopt F:

— 8KO CTC ajepruyHu KbM NMPeaAHUIONIOH, CAIHUMIIOBA KHCEJIMHA, €CTpaano OeH30aT HIIH KbM
HAKOA OT OCTaHA/IMTE CbCTABKHA Ha TOBA JiekapcTBO (M30pOEHH B TOUKa 6);

— 1pH 6ebera, neua v nogpacTealuy noa 18-roaMilHa BL3IpacT;
— B C/ly4aH Ha HANHUYME WIH CbMHEHHE 33 €CTPOTreH-3aBUCHMH TYMOPH;
— B Cly4ail Ha HEM3ACHEHO NEHHTANTHO KbPBEHE;

—  BbPXY JIMTaBHLM, B YCTATa, B U OKOJIO OKOTO, B N€HUTANTHATA 30HA WIH BHTPELLHO;




—  aKO MMaTe BapMLuena, creluH@HUUHU KOXHH 3a6onsaeanua (cudunnc, TyOepKyn03a) U
Bb3NAIUTE/IHH PEAKLIMH CNEA MpUarade Ha BAKCHHH;

—  aKo uMare reOM4YHH 3ab0oa9BaHUA (MHKO3H) HITH KOXKHH OaKTepHaiHK UHPEKLNH,

—  aK0 WMATE MepHOopaNICH AEPMAaTHT (BBINMANUTEIHO KOXKHO 3a00n9BaHe 0KOJIO y¢TaTa,
XapaKTepH3Hpallo ce C YEPBEHHHA K 00pa3yBaHe Ha Bb3EI4ETA) U po3ales (3ayepssaBaHe Ha
JIMLETO C BB3MAJUTENHU HITH CYNYpPHPALUM NYCTYIH);

— B CJlyda#d Ha CBBLP3aHH CbC CEKPELIUA UK OCTpH 3ad0NsABaHMA, 3aCATallM CKanna.
IlpeaynpexacHRd H NpeINA3ZHH MepPKH
['oBopete ¢ Bamwsa nekap wiu dpapmauesT, npeau aa wsnosiseare Annukopr F.

AnnHxopT F ChbabpkKa H30MNPONHUIOB aAKOXO0J U € NpefHa3Ha4YeH caMO 33 BbHLIHO NPHJIarale Bbpxy
KOMara.

[1pu XKeHH JIEHEHUETO 3a NEPHOT OT BpeMe, NO-ABABI OT 2-3 ceAMHUY, TPAOBA a ce W3BLPLIBA CaMO

MoJ JieKapCKH HaaA30p, akKo:

—  WMaTe €eHAOMETPHO3a (TbKAHHM Ha MATKaTa, pacTALIH U3BbH HEA) UK MacTonaTHA (ThbKaHHH
NPOMEHHU B MJICYUHHUTE HIIE3H);

—  BeY€E NpHeMare ApyrH NeKapcTea, ChAbPKALIH eCTPOreH.

Cebpxere ce ¢ Baluus nekap, ako MMaTe 3aMBbrIA€HO 3peHHe UK APYrH 3PUTETHH CMYLUEHHS.
dena v WHOWIH

Annukopt F He 6u Tpabsano na ce uznonasa npu 6ebera, aeua v noapacreauu noa |18 rognuwina
Bb3pacT.

HApyrn nekaperBa u AnuakopT F

Mndpopmupaiite Bawnsa nekap unu gapmaLeBT, aKo H3MON3BATE, HACKOPO CTE H3NOA3BATH WIH €
BbH3IMOMKHO Ja U3IO3BATE APYrH JIEKApCTRA.

[lopaau cBog cbCTaB TOBA NIEKAPCTBO MOXKE A 3aCHJIM edekTa Ha APYFH aKTHBHM BELIECTBA, KOHTO Ce
npuaarar BLHUIHO.

bpemMennocT, Kkbpmene B GpepTHIHTET

AKO CTe OpeMEHHa HIIH KbPMHTE, CMATATE, Ye MOXKe Aa cTe OpeMEeHHa WK IJTaHHUpaTe OpeMEHHOCT,
nochLBeTBaNTe ce ¢ Baluua nexap nan gapmaueBT npeau ynorpedaTta Ha TOBa JIEKApPCTBO.

bpeMexHocT

[lopaau cbabpxaHueTo Ha ecmpozen, Annukopt F He TpaOpa aa ce npunara no BpeMe Ha
OpeMeHHOCT. AKO nauMeHTKaTa 3abpemeHee No BpeMe Ha JIeUeHHETO, TO leYeHHeTo Tpabsa aa ce
peKpaTH He3abaBHO. BOMMUHHCTBOTO HaTHYHK ENMHAEMHOIOMHYHH W3C/IEABAHHA, KOMTO Ca HANpPaBeHH
MpH HEYMHULLUJIEHO W3JIAraHe Ha TJ10a Ha eCTPOreH, NOKa3BarT JIMNCca Ha eMOPHO-TOKCHYHH ePeKTH.

[lo BpeMe Ha NMPOABLMKHUTENHO NEYEHHE C 2TIoKOKOpMuUKouou (BToparta cheTaska Ha AnnUKopT F) ve
MOrar Ja Ob4aT H3KITIOYEHH CMYLIEHHS B PACTEXKHOTO Pa3BUTHE HA HEPOAEHHUTE AENa.

KbpmeHe

EcTporeHuTe Morar 1a NpOMEHST KONHYECTBOTO H ChCTaBa Ha KbpMaTa U, noao0HO Ha
FNOKOKOPTHKOWANTE, MPEMHHABAT B MBAUUHHOTO MiIAKO. CliegoBaTenHo, He 61 Tpabeano na
H3NoN3BaTe ANMUKOPT F, TOKATO KbpPMUTE WIM [a 3aMOMHETE JIEUEHHE C HETO, KO KbPMHTE.
JleuenueTo ¢ Annukopt F TpabBa na 3anouHere caen nepuoaa Ha KbpMeHe.

Illopnpane H paboTa ¢ MAHIHHA

AnnukopT F He noBnuasa (MM HE3HAYUTENTHO) cMOCOOHOCTTA 3a WodupaHe U paboTa ¢ Mayx

Aanukopr F chabpka NpoNnHICHTIHKOJ :




Toea nexapcTBo chrabpka S0 mg NponUneHrauKoAa BLB Beekd | ml pasTtBop (KO€TO ChOTBETCTBA
npubnnsutenso Ha 180 mg nponuaeHraukon npu BCAxko HaHacsHe). [IponuneHrnMKoNsT MOXe na
MPUYHMHHU Jpa3HEHe Ha KOXKaTa.

3. Kaxk ga m3noassare Annukopt F

BuHaru n3nonssaiite ToBa NekapcTBO TOUHO KakTo BU ¢ ka3an Bawuuar nekap win dapmavnesT. AKo
HE CTE€ CUT'YPHU B HelO, nonuTaiTe Bauns nekap unu dapmauesT.

Annukopt F e pa3TBop 3a BLHILHO NMPUIOXKEHHE BbPXY CKaMa.
Annukopt F ce npunara BeAHDbXK AHEBHO, MO BBE3MOXKHOCT Bedep. Cliel KaTO CHMATOMHMTE YTHXHAT €

AOCTATLYHO PA3TBOPHT Aa C€ npunara 2—3 1mbTH CCAMHYHO.

Hagun Ha NpUIOKeHHE
[Tpu ynorpeba Ha TOBa NEKapCTBO CNA3BAHTE CNEAHHUTE HHCTPYKLIMH:
— CpaneTe Kanaukarta OT BbpXa Ha aluIMKaTopa.

— OObpHeTe OyTuIKaTa ¢ aniMKaTopa HaloNy, Taka Y€ MAJIKMAT OTBOP Ha anjKKaropa Aa COYM
HAZONY.

- C oTBOpa Haf0/1y BHUMATENHO NpeKapaiTe annukaropa Hag 061acTTa OT cKanna, KoaTo Tpadea aa
6bae obpaboTeHa.

— Cnea kaTo M3noJs3Bate JIEKapCcTBOTO, NOCTaBeTe 00paTHO Kanaykata Ha anjinkaTopa H ce yBepere,
ye € 3ApaBo 3aTBOPEHA.

IpoaAbL/HKHTENHOCT HA JICYEHHETO

[Topaan ToBa, ye AnnukopT F ChaAbpKa KOPTHKOCTEPOUA, TO TOH He O Tp2OBalO Aa ce H3N0A3BA
NoBeYE 0T 2—3 CEAMHLH BbPXY MAIKH YHacTbLH. HANWYHHAT KNUHHYEH OMUT NOKa3Ba NepruoaH Ha
neqyeHue 1o 6 mecena. HaMa npoyuBaHusa, KOMTO Aa NOKa3BaT KOJIKO ABJIrO NPOABLIKABa €(heKTa
OT JIEYEHHUETO Clle]l NpeKpaTaBaHe Ha TeparnHuaTa.

AKO cT€ H3N0J3BAJH N0BeYe 0T HeoOxoauMaTa J03a Asnnukopt F
[IpoabaxkeTe ¢ NpUnaraHeTo Ha cllieBaulara 103a, KakTo € NPeAnUCaHo.

AKO ¢Te NPONYCHAJIH A2 R3N0/3Bare Annukopt F

AKO CTe NpoMyCHAIH €AHa N033, HE U3NOA3BANTE ABOIMHO KOJIMYECTBO OT pa3TBopa KaTo
KOMIEHCALIMA, @ HAHECETE C/ICIBALlaTa 103a KakTOo OOHKHOBEHO.

AKoO cTe cnpestH ynorpebata Ha AanuxopTt F

AKo cripete ynotpedara Ha Annuxopt F, noMmonere Baliiug nekap unau (papMalieBT 3a CbBET KAKBO J1d
MPaBUTE, 3a [1a HE KOMITPOMETUPATE Ycnexa OT NEUEHHETO.

AKO NMATE HAKAKBHU AOMBIHHTENHH BBIIPOCH, CBBP3aHY ¢ ynoTpedara Ha TOBa 1EKAapCTRO, MONUHTalTe
Bawius nexkap uaM gpapmanest.

4, BL3MOXKHH HEXKeNAHH PeaKIHH

KakTo BCHUKH REKapcTBa, TOBA JEKAPCTBO MOXKE J1a Npen3BHKA HEXKENAHH PEAKLIMH, BLIIPEKH Y€ HE
BCEKH N'M NMoJy4aBa.

AKO HAKOR OT HEXENAaHUTE NEKAPCTBEHH pPEaKLMU CTaHE CEpUO3Ha WK 3abenexuTe Apyr,
HEOMUCaHH B Ta3H JIMCTOBKa HEKENAHU peakL U, Moia yeeaoMeTe Bauns nekap nau dap

£
Peaxn (Morar aa 3acersar Ao 1 Ha 1 000 yopeka): /
{
ANEPrudyHH KOXHH peakLuH 3

Muoro peaxn (Morar aa 3acerHat go | Ha 10 000 yogexa):




KakTo 1P BCHUHKH KOPTHKOHACBHAbPAKALUIHK NMPOAYKTH MOXKE Ja C€ NOJY4HaT KOXKHU H3IMCHCHHA
(HBT'EHHB&HE Ha KOXKaTa, pa3llHpABAHC Ha MAJIKH KPBBOHOCHH CBhAOBE; NOABA Ha CTPHH, CTEPOUAHO
AKHC, NICPHOpAJICH ACPMATHT, 3aCHUNICHO OKOCMABAHC Ha TFIJ'IDTD).

C neHsBecTHa 4ecTOTA (OT HAUTMYHHTE JAHHH He MOXe Aa Obae HanpaBeHa OLIEHKA):

3aMBIIICHO 3pEHHE

KPEITKDCPO‘-IHO APa3HCHC Ha KOXaTa (H&HPHMCP BB3NAICHHC, BHWePBHBaHB) CbIIO € Bb3MOXKHO. ﬂpn
NpoaARIDKHTENHA ynmpeﬁa Ha BHCOKH N03H HNIH BLPXY IOJIEMH MIOUH, KAKTO U B CIYYAUTE Ha
U3NOJI3BAHE HE CBOSP&EHG HHCTPYKLUHHUTE € BE3MOXKHA NoABaTa HA CUCTCMHH E(])BKTH AB/KAIIH C€ Ha

CTCPOHIAHHUTE XOPMOHH.

CrobiiaBane Ha HeXKEJTAHH PEAKIHH

AKO MONMYYHTE HAKAKBU HEXEJIaHU JIEKAPCTBEHH peakuvy, yBeaomerte Bawus nexap Wnu gapmaesr.
ToBa BKJTIOUBA BCHUKH BL3MO)KHH HEOMMCAHU B Ta3M JIHCTOBKA HEXeNaHW peakuuu. MoxeTe cbluo Aa
CHODUINTE HEXENAHHW pPeaKLMH AHPEKTHO upes:

M3nbnHUTENHA areHLMs N0 JieKapeTBara
yn. ,.Jdamsan I'pyes* Ne 8

1303 Codus

Ten.: +359 2 890 3417

Yebcaiit: www.bda.bg

Karo chobuiaBate HexxenaHn peakLdu, MOXKETe Aa JafeTe CBOA MPHHOC 34 MOJYy4aBaHe HA NOBEYE
WHpOPMaLIMA OTHOCHO 0€30MacHOCTTA Ha TOBA JiEKapCTBO.

5. Kak aa chxpanssare Annuxopt F
/la ce cbXpaHsaBa Ha MACTO, HENOCTBITHO 3a JeLIa.

He u3non3saitre ToBa IeKapCcTBO el CpoKa Ha rOJHOCT, oTOENA3aH BLPXY €THKeTa Ha OyTHIIKaTa
KapToHeHaTa onakoeka. CpOKbT Ha TOAHOCT OTTOBapA Ha MOCNEAHUNA JEH OT NMOCOUEHHUS MECELL

Ha ce cbxpaHsasa non 30 °C.
CoxpaHaBaiTe cThKIeHaTa OyTWIKA B KAPTOHEHATa ONAKOBKA, 38 [1a CE NPEANa3H OT CBETIHHA.
Cpok Ha roqHOCT C/IEA MbPBOHAYAIHOTO OTBAPAHE Ha OMAKOBKaTa: A0 NOcoYeHaTa JaTa.

He n3xBbpsiTe IeKapcTBaTa B KaHAMU3ALIMATA WM B KOHTEHepa 33 JOMaLIHH OTNaAbLM.
[lonuraiire Bamuuns ¢apMaueBT kak Ja H3XBBLPJATE JIEKAPCTBATA, KOMTO Beue He usnonssare. Te3u
MEPKH Lile CMOMOTHAT 332 ONa3BaHe Ha OKOJIHATA cpeaa.

6. Chbabpixanne Ha ONAKOBKATA H JONBJIHMTETHA RHOpManns
KakBo cuanpxka Annukopt F
AKTHUBHHTE BELIECTBA ca: ecTpajuos 6eH30aT, MPeJHHU3ON0H H CATHLIUIIOBA KHCEHHA.

100 ml pasTeop crabpska 0,005 g ectpanuon 6ensoar, 0,2 g npeaHusonon u 0,4 g canMunnosa
KMCE/THHA.

,[[pyrme CbCTABKH Ca: apruHHH, H30NPONKHIIOB aNKOXO0J, MPOMHACHIAHKOMN, NMPpeHYUCTEHA BOAA.

Kak narnexna Annukopt F # KaKBO ¢hABLPKA ONAKOBKATA
bucTbp, Oe3uBeTEH 10 MbTEH KadeHUKABO-XKBIT Pa3TBOP.

Onakoska: 100 ml paszTsop B kadgBa cTbkieHa 6y THIIKA C alJIHKATOP H 3aTBapAlLA Ka
KapTOHEHA ONAaKOBKA.



IIpuTexaTen Ha pa3pelleHHETO 32 ynorpeda H NPOH3BOAHTE

Dr. August Wolff GmbH & Co. KG Arzneimittel
Sudbrackstrasse 56, 33611 Biclefeld, lepmanus
ten.: +49 521 §808-05

Maxkc: +49 521 8808-334

umenn: aw-info@drwolffgroup.com

3a JOMbJHUTENHA HH(’)DPMEHHH OTHOCHO TOBA JICKAPCTBO, MOJiA, CBBPIKETEC CC C JIOKAJTHHUA
NpEACTABHUTCIT HA NMPHTCXKATEC]IA HA pa3pClI€HUCTO 3a ynm‘peﬁa:

Cangeo bwarapus EOOJ]

rp. Copns, 1505, 6yn. CutHaxkoBo Ne 48, er. 8
Ten: 02/402 91 34; 02/402 91 35

umeiin: office-bg@salveo-pharma.com

www salveopharma.bg

JdaTta Ha mocsieano npepasriexiane Ha aucToskara: 09/2025.




