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UIMTLAHUTEARA ATEHUNA 170 NEXAPCTBAT

Nucmobxa - Mpunomerua
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JIncroska: nadopManns 3a nanHeHTa

Araanann komn 0,5 mg/0,4 mg rBLpaAH kancynu { Paspewesus he
Aglandin® comp 0,5 mg/0,4 mg hard capsules BeMAMP- .o 34T s _/!1 9 -08- 2073
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BHUB NE .....eccirrriirens :
Hyracrepua/TaMcyiOSUHOB XHAPOXIOPH

(Dutasteride/tamsulosin hydrochloride)

IIpoveTere BHHMATENHO UANATA JHCTOBKA, NPe1H 12 32M0YHETE 12 IPHEMATE TOBA JIEKAPCTBO,
ThH KATO T ChALPKA BaskHa 3a Bac nudopmanus.

— 3anaseTe Ta3u JUCTOBKA. Moske 13 ce HAIOKH Ja 1 [IPOYETETE OTHORBO.

—  AKO UMAaTe HIKAKBH JONMBJIHHTETHH BBIIPOCH, NONHTANTe Baluua gekap Wi dhapMalesT.

— Tosa nexaperpo e npeanucano nuuno Ha Bac. He ro npeotcTsnsaiite Ha apyru xopa. To
MOXE 1d HM HaBpeIH, HE3ABUCHMO, Y€ NPHU3HALATE HA TEXHOTO 3a00JIIBaHe ca ChIUUTE KaTo
Bammure.

= AKO MOJIyYUTE HAKAKBU HEXKEIAHH NEKAPCTBEHH PEaKIHH, yBenomere Bamums sekap wnu
¢hapmaueBT. ToBa BKIIIOUBA M BCHUKH BBIMOMKHU HEXKETAHM PEeaKIHMA, HEONHCAHH B Ta3H
nUCTOBKA. BHKTe TOuKa 4.

KakBo cbabpxa Ta3H JIHCTOBKA

Kakro npencrasnsea Arnangus KOMII M 32 KaKBO Ce U3MOJI3BA
Kakgo Tpsa0Ba na 3Haere, npey 1a U3NOM3BATE ArNaHIuH KOMII
Kaxk na usnonseare Arnannung koMn

BE3MOXKHH HeXeNaHH JIEKAPCTBEHH PeaKIHH

Kak na cpxpansgBate ArnaHauH koM

ChAbpikanve Ha OTIAKOBKATA M NONBLIHUTENIHA HHDOPMAIHS

SnsE W=

1. Kakgo npegcraBasisa ArilanaiH KOMII H 32 KAKRO ¢E H3MOJI3Ba
KaxBo npencraBafgga Arianauy KoM

ATTIZHIHH KOMH C¢ H3M10/13Ba 3 JIEUSHHE HA MEXKE ¢ yroNleMeHa TIpocTaTa (no6pokadecTeeHa
XMIIEPTUIA3HA HA POCTATATA) ~ HEPAKOBO HAPACTBAHE HA [IPOCTATHATA UIE3d, KOETO Ce MPEJIM3BUKEA
OT IPOU3BEKAAHETO HA TBBP/E roJiAMO KOJIHYECTBO XOPMOH, HapeueH TUXHUAPOTECTOCTEPOH, NPH
MAUMEHTH, KOUTO BeUe ¢a OUIH NEKYBAHHU €THOBPEMEHHO ¢ TAMCYJIO3HH H J{yTACTEPHI.

ArnaHj e KOMII IPSICTABNISABA KOMOHHALIUS OT JBE OTACITHH JICKAPCTBA, HAPEYEHH IYTACTCPH U
TaMCYJIO3HH. [lyTacTepua NprHAIeKH KbM rpyna OT NeKapcTBa, HapeUeHH uxxudbumopu na 5-anga
pedykmazama, a TAMCYIO3HH NPUHAJICKH KbM rpyna JICKapCTBa, HapeueHH arga-baoxepu.

YBenu4aBaHETO Ha pazMepa Ha POCTATa MOXKE JIa IOBEJIE 10 npobieMu PH YPHHUPAHE, KATO
34TPYAHEHO [IPEMHHABAHE HA YPHHATA K HEOOXOIUMOCT OT YeCTO XOA€eHe A0 ToanerHa. To Moxe fa
AOBENE U [0 TIO-0aBHA M TI0-BANA CTPYA YPUHA. AKO TOBA CLCTOAHHE CE OCTABH Ge3 JICUeHHE,
CHLIECTBYBA PUCK OT ITEJIHO OJIOKUpaHe Ha CTPYATa YPHHA (0CMpO 3a0pIicane Ha YPUHAMA), KOETO
H3HCKBa He3a0aBHO MEIHIMHCKO JieueHue. B HaKkoH ciryuau ce Hamara XHPYprHYHa HaMeCa 3a ITbJIHO
OTCTPAHABAHE HJIH HAMAIABAHE Ha pa3Mepa Ha IIPOCTATHATA Xesa.

JlyTacrepua HamansBa NPOAYKIHATA HA AHXHAPOTECTOCTEPOH, KOSTO CIIOMAra 3a HaMaisn
MpocTarara H 00/1€K4aBaHe Ha cuMToMuTe. TORA Ie HAMATY PHCKA OT OCTPO 3aabPrKaHe £
H 0T HEOOXOAUMOCT OT XKPYPruvHA onepalua. TaMCyno3HH AeiHCTBA, KATO OTIYCKA MYC 1! TRSTEH:
pocTaTHaTa Bu 20te3a, KOETo NpaBH No-NecHO NpeMHHABAHETO HA YPHHATA H 6BP30 noxg
CHMITOMHTE BH.
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2. Kakpo TpsufBa ga 3HaeTe, NpeaH Aa NPHEMeETEe ATVIAHANH KOMII

He npuemaiiTe ArjiangHl KoMIx

- AKO0 CTE AJIEPTHUHNR (CEPLXYYECHBUMEHY) KM NYTACTEPH, PYTH HHXHOHTOPH
Ha S-ajga peaykrasara, TAMCYNO3HH, €Osl, PbCTHUH HIM HAKOA OT APYTHTE CHCTABKH
Ha TOBA AeKapcTBO (M30pPOEHHU B TOUKA 0O).

- AKO CTpajaTe OT NpUOAiNbIM, ABXKAIM C€ Ha NMOHIKEHO KPBEBHO HACAHE IIPH
NpoMAHA Ha [103aTa (XOACHEe H U3TNPABAHE) (OpMOCAmUiHa XUROMONUR).

- AK0 BEMaTe TeXKKO YepHOAPOGHO YRPEXKIAHE,
- AKO0 CTe SKeHa, Iella M IOHOLLH.

> VYeeaomere Bamns stekap, ako cMATaTe, Ye HAKOE OT TE3HM HEIa ce OTHACA 3a
Bac.

Tosa siekapcTBo e camo 3a Men. To He TpADBa a ce mpUeMa OT :KeHH, Jella HIIH IOHOLUH.

IlpexynpexieHus H NpeANasHH MEPKH
["oBopere ¢ Bammug nekap vnu dapmalieBT, npeay na npHeMere ATIaHAHH KOMII

- B HAkOM KIMHHYHM TIpoy4YBaHMA OpOAT Ha TMAlHEHTHTE, KOHTO Ca [HOIYYHIH
ChpAEHIHA HECAOCTATBYHOCT, € MO-BHCOK MNpH TNALMEHTH, TIPHEMAINH AYTACTEPHA H APYyTO
JIEKAPCTBO, HapedeHo anga-Oimokep (Karo TAMCYIO3MH), B CpaBHEHHME C TAIHCHTHUTE,
IpHeMallld caMO JyTacTepHa WM camo  anda-Onokep. CbpaedHa HELOCTATBYHOCT
03Ha4aB4, 4e CHplUeTo By He H3oMIBa KPEBTa NPaBHIIHO.

- AKO mMare 4epHOApPOOHH mpobiemu. AKO CTe MMadH HAKAKBO 3a00NsBaHE, KOETO
3acAra YepHHA Bu 1pob, Moxe ma ce Hyxnaere oT AOIMBIHHTENHH IIperjieau, AOKaTo
npuemMare ArmaHAHH KOMIE

- AKO MMaTe cepHO3HH npodieMu ¢ 6u0pewmTe, yBenomere Banmsa nekap.

- AKO TMUIaHHpaTe XHpYprudHa onepauus TopadH 3aMbIVISBaHe Ha JIeHaTa
(kaTapakTa), MoNg, yBegoMere Baing cnenpanuet o ouHM 3ab0NABaHMA, Ye NPHEMATe
ATraHguH KOMIT WM TaAMCYJI03HH (WIIH CTE ro B3eMalH TIpeH TOBa). Baluuar cneryanuct
e TpsOBa Ja B3eMe MOAXOASIIN MPEANasHH MEPKH, 3a 1a NIPEAOTBPATH YCJIOKHEHHS N0
BpPEME Ha onepanuiTa.

- Kenwre, geuata W FOHOWIMTE He TpsaOBa Ja JOKOCBAT M3THYAILHM KANCyau ATIAHHH
KOMII, ThH KaTO aKTUBHAaTa ChCTABKA MOXKe Ja ce abcopOHpa mpes KoxKara. Mammwiite
3acerHaTaTa 30Ha He3a0aBHO CHC CAIyH H BOJA, aKO HMa KOHTAKT ¢ KOXKaTa.

- HM3nomspaliTe npesepBatie 110 Bpeme Ha CeKCyaleH KOHTakT. J[yTacTepua € OTKPHT B
aHallM3a Ha CeMEeHHATa TEYHOCT Ha MBbiKe, pHeMalld AriaHanH KomIl. AKO NapTHEOpPKaTa
Bu e unu Moxe Jla e OpeMeHHa, TpabBa ja w3daAreare ma 1 Manarare Ha Bamara ceMeHHa
TEUHOCT, ThH KATO JAYTACTEPUJ MOXKE [1a MOBIHSIE BHPXY HOPMAJTHOTO pa3BUTHE Ha GebeTo
OT MBKKH TI0J1. ¥ CTAHOBEHO €, Ue yTacTePHT HaMaissa Opos Ha CIepMaTO30HaNTE, 00eMa
Ha CCMEHHATa TEYHOCT M IOABHMKHOCTTA Ha CIepMaro3oMaHTe. ToBa MOXKE Aa HaMaH
¢eprunureta Ba.

- ArJIaHZWH KOMI1 OKa3Ba BIHSHHE BbPXY I[POBEXKAAHHA KpPEBEH TecT 3a IICA
(npocTaTHo-crieniubHYeH aHTUIeH), KONTO MOHAKOra ¢ H3IOoM3Ba 33 OTKPHBAHE Ha paK Ha
npocratara. Bamuar nekap Tpsabea 1a ¢ HAICHO ¢ TO3H eeKT U BCe MaK MOXKeE [a H3I0I3Ea
TECTA 32 OTKPUBAHE HA paK Ha NpocraTaTa. AKo npopexiaare KpeBeH TecT 3a [ICA, kaxere
Ha Bammus nekap, ye mpueMare ArTNaHAMH KOMIL MBXKETe, KOHTO IpHEMAT AITIAHIMH
KomIl, TpaOBa ga 6baat pegorHo H3caensaHH 3a [ICA. ;

{)
- B KIHHHYHO r[pquBaHe Hda MLXKE € BHCOK pHCK oT pﬁK HAa HpﬂﬁTﬁTﬂTa, M'B)KETB&



NpUeMallld OyTacTCpHa, HMAT CEPHO3C€H THII paK Ha NpOoCTaTatd NO-4CCTO OT MBaKCTC,
KOHUTO HC €4 INPHCMAJIH AYTaCTCPpHA. E(bel{T]:T Ha AyTacTepu] BBEPXY TO3H CEPHO3CH THII
PaK Ha NNpoCTAaTaTa HE € ACCH.

- ArfmaHauH KOMII MOYXKe J1a IPHYHHH YTolleMABaHE H HAMPEKEHUE B I'bPAUTE. AKO TOBA
cTaHe 0DOe3MOKOUTENAHO Wid ako 3abemeure Oydkd B I'bpaaTa Wid OOJKa B 3bpHaTa,
TpaGBa 1a YBEJOMHTe Ballls jiekap 3a TE3H TIPOMEHH, Thil KaTo TOB2 MOrar ga Opjar
[IPU3HALH 332 CEPHO3HO ChCTOSHHUE, PAK HA I'bpJiaTa IIPU MEBKETE.

ApPYru jiekapcrBa H AyTACTEPHI/TAMCYJIO3HHOB XHAPOXJIOPHA
YeepoMere Bairva nexap, ako npHeMare WIH HACKOpO CTe MpHEMAIH APYTH JIeKapCTBa.
ToBa BKITIOUBA BCHYKH JICKAPCTBA, KOHTO CTE 3aKyIHIA 0€3 pelenra.

He npuemaiite ArimaHavH KoM ¢© Te3H JICKapCTBa:
- Jlpyru anda-6aokepHn (3a yrojieMeHa pocTaTd MM BUCOKO KPBBHO HajlAraHe)

AraaHAMH KOMI HE € NPENopbYBa TPH TE3H JICKAPCTBA:
-  Kerokonason (M3MOI3BaH 3a JcYeHUE Ha rbOMYHM MHGBEKIIHH)

Haxoum nekapcrBa morat Aa B3auMOJAEHCTBAT ¢ ATTAHAMH KOMII H MOMKE Ja YBEJIHYAT
BEPOATHOCTTA OT I1051Ba HA HEXKEJIAHH JICKAPCTBEHU peakiiyu, TakuBa JICKapCTBa ca:

uuxuOnTopu Ha PDES (H3mon3BaHM 3a [OCTHraHe HIM MIOAABPAKAHS HA SpeKUMA),
KaTo HaIpHUMEp BapacHadun, cluiieHaduwI MUTpaT U Tanagagpun

-  BEpanaMHJI HJIH THATHA3ZEM (32 BUCOKO KPbBHO HAJIATAHE)

- PHTORABHp HJIH HHzaHABHP (3a HIV)

- HTPAKOHA30JI HIH KeTOKOHA30.I (32 IrbOMYHH HH(PEKIIHH)

- Heta3zox0H (AaHTHACIIPECAHT).

- IHMETHAMH (33 CTOMALIHH 93BH)

- BapdapHH (3a CbCHPBaHE HA KPBHRTA)

- epPHTPOMHIHH (AaHTHOMOTHK, H3TION3BAH 3a JieyeHHe Ha HHPESKIMH) B KOMOMHAUMA ¢
NapoKceTHH (aHTHASNPeCaHT) WM B KOMOHHAauUuA ¢ TepOMHaduH (M3MO0JI3BAH 32
nevyedde Ha reOMUHN WHEKLYIN)

- TepOuHadpuH (3a reOUIHE HHOEKLIHH)

AUKIIopenax (3a nedeHre Ha D0NKa U Bb3MAICHHE)

> YBegomere Bamna nekap, ako npremMare HAKOE OT TE3H JIEKapCTRa.

AI‘J]&IH,IIHH KOMI C XDaHa H HAITHTKH

ArmaHnuH koMn TpsOBa Aa ce nprHeMa 30 MHHYTH CJI€[ €JIHO U CHIO XPaHEHE 3a JICHs, BCEKU JCH.

bpeMeHHOCT, KbpMeHe B (pepTHINTET

ANIaHAMH KOMI € MIPOTUBOINOKA3aH 2a ynorpeda oT JKeHH.

AKenn, xonro ca (Mam Moxe Aa ca) OpeMeHHH, He TpAOBa Aa JOKOCBAT HITHYAHIH
Kancyas. Jlyractepua ce abcopOupa mpez Kokara M MOXKe Ja INOBJIHAE Ha HOPMAJIHOTO
pPa3sBHTHE Ha 0ebeTo OT MBXKKH ToJ. ToBa € ocoDeH puck mpe3 mepBHUTE 16 ceaMHIH OT
OpeMEHHOCTTA.

HinoassaiiTe npe3epeaTHB 0 BpeMe HA CeKCYaJleH KOHTAKT. J[yTacTepUl € OTKPHT

AHAJTH3a HA CEMEHHATA TEYHOCT HA MEXe, IPHEMAIIH ATTIaHIMH KOMIL. AKO MapTHBEOPKA
Bu e 6peMenna win MoXe fa e OpeMeHHa, TpAORa na uzdsAreare Ja s w3jarate Ha Bama



CEMEHHA TESYHOCT.

ArnanguH KkoMn HaMmangea Opos Ha crepMaTolouanTe, obeMa Ha CeMEHHATa TeYHOCT H
ABWKEHHETO HA CEMEHHATa Te4HOCT. CNeIoBATETHO MBKKUAT QEPTHIIHTET MOXKe 1a Oble
HaMAaJICH.

> Koncyrrupaiire ce ¢ Bamma jekap, ako OpeMeHHa JKe€Ha € BIA3NA B KOHTAKT C
ArNTaHOWH KOMIT

1lodupane u padora ¢ MAIHHHI

Hsakou xXopa ce 9yBCTBaT 3aMadAHH OT mpueMa HA ATTaHJHH KOMII, TaKa 4€ TOBAa MOXKE 14
MopJMsie Ha crnocodHocTTa Bu 1a wodupate wny pabornute He30MacHO ¢ MallliHU.

=» He modmupaiite n ne paborere ¢ MAIIMAM, aKO TOBA c€ OTHACA 3a Bac.

ATJIAHJHH KOMI CBABLPKA JEUHTHH OT ¢0f H IPONHAJIEH rITHKOI

ToBa 1€eKapcTEO CBABPIKA JIELIUTHH OT COA, KOMTO MOJKE [1a ChIBpKa COCBO MAcso. AKO CTE
aNepruuiy KbM QBCTHLM HITH COsi, HE U3TION3BaiiTe TO3H JIEKAapCTBEH IIPOAYKT.

ToBa nekapcTBO cbaBpKA NO-MaIKo oT | mmol HaTpwii (23 mg) BEB BCAKA KAICyaa, T.C. [0 CHIIECTRO
HE CBABPXKA HATPHM.

Tora nekapeTeO CERBPXKA 299 mg pONMIEH TAMKOM BbB BCAKA Kancyna.

3. Kak na npuemare ArinaHAHH KOMII

Bunarn npraemaiite ArlanadH KOMI TOYHO KAKTO € ONHCAHO B TA3H JIHCTOBKA HJIH

KakTo Ba e xa3ax Bawusr sexap. llonuratite Bamuna nexap nian papmanesr, ako ne

CTe CUI'YPHH B HEWO.

AKO He ro IpuemMare peoBHoO, npocienaBaHeTo Ha Bamute Hupa Ha PSA Moxe na Opae nosamsno.

KaxBo K0/1H9€CTBO 0T JIeKApCTBOTO TPSIOBA 1a mMpueMAaTe

IlpenopbunTeIHATA X032 € ¢HA KAMNCYJ4, MPHETA BEAHLK HA AeH, 30 MHHYTH ciel
€IHO H CBII0 XPAHEHE, BCEKH JICH.

Kak xa ro Bzemare

HornbmaiiTe wkancyjiure uneJH ¢ Boga. He IJBBYeTe M He OTBapsiTe Kalcysarta.
KOHTAKTBT CBC CHABP/KAHHETO HA KATICYJIHTE MOE [a IPUHMMHH BB3MAlTeHHe Ha yCcTaTa
WM ['bpIIOTO.

AKO CcTe npHe/IH MoBeYe 0T HeOOXOAHMATA J03a ArTAHAHH KOMN
Cebpkere ce ¢ Bamus nmekap unu GapManesT 3a CHBET, aKO CT€ NPHETH TBBPIE MHOTO
Kancynau AraHIHH KOMIL.

AKO ¢Te IPONYCHAIIH 1a NpHeMeTe ATTaAHTHH KOMII
He B3emaiiTe MOIBIHHUTENHH KANCYIH, 3a Ja KOMIIEHCHpATe NpoIlycHaraTa xo3a. [Ipocro
B3CMETE CIIEABAILATA CH 034 B 00MYaliHOTO BpeMe.

AKO CTe CHIpesIH NpHeMa HA ArJIaHAHH KoM .
He cnupaiite npuema Ha AriaaniuH KoMIL 6e3 MbpRo Ja rOROpHTE ¢ Baimms nekap.

nonMradre Balrua siekap Wik apMaLepT.




4.  Bb3IMOMKHH HeKeJaHH PeaknHu

Kakto Bcuuku NekapcrBa, ArfaHAHH KOMI MOKe Ja mpeJu3BUKa HEXKEJIaHH peaKIldH,
BBLIIPEKH Y€ HEe BCEKH I'd ITOJTYaBa.

ANepra4yHa peakius

IlpisHaupTe Ha anepriunm peakuyy MOTaT [a BKITIOYBAT:

- KOkKeH 00pHB (KOeTO MOKe J1a IPHUHHABA ChpOexk)

- YPTHKApPHSA (KATO KOIPHBHA TPecKa)

- TOAyBaHE HA KIENAYHTE, JIHIETO, YCTHHTE, pblieTe HIH KPAKATA.

> Cawpixere ce HesaGaBHo ¢ Baurms JIEKap, aKo MOJYYHTE HIKOH OT Te3H
CHMIITOMHM, i NpeYyCTAHOBETE YIIOTpe6aTA HA ATJIAHAHH KOMN

BueHe Ha cBAT, 3aMasHOCT U NPpHNATBIM

ATnabdiH KOMHO MOKe J1a NPETH3BHKAZ BHEHEC HAa CBAT, 3@MAfAHOCT H B PEOKH CIIydaH
NpHOaABIM. BHHMaRaliTe, KOrato NpeMHHABaTe OT JIETHAIO WJIH OT CEIHAIO NOJIOKEHHE
IO HM3MIPaBCHO MONOXKEHUE, 0c00eHo ako ce chOyauTe Npe3 HOLITa, JOKATO He pazbepere
Kak BH Buste ToBa siekapcTBo. AKO NIOTYBCTBATE BHCHE HA CBAT HJIM 3aMasHOCT MO BpEeMe
Ha ICUCHUCTO, CEANETE WK SIETHETE, AOKATO CHMITOMMNTE NPEeMHHAT.

CepHo3HH KOXKHH peakunu

IIpusHaiuTe 32 CepHO3HM KOKHH PEAKIIMH MOTAT N1a BKITIOUBAT:

- TCeHEepAIIM3NDpaH 00puB ¢ ofpasyBaHe Ha MeXypH H JI0IEHe HA KOKATA, 0CO6eH0
OKOJI0 yeTaTa, HOCA, OMHTE H NOJIOBUTE OPranm (cuHapom Ha Stevens-Johnson).

> Cpbpxere ce Hezabasno ¢ Bamns JIEKAp, aKO TOJYYHTE TE3H CHMIITOMM M CIIpeTe
ynorpedara Ha ArjIaHIHH KOMII

HecTn nexenann peaxnun (mozam da sacezvam do 1 na 10 nayuenmit)

- HECIOCOOHOCT 3a NOCTHrade WM MOANBPXKAHE Ha epeKkiuua (MMIIOTEHTHOCT), KOSITO
MOXE Jia NPOABIDKH, CJIe]] KATO MPECTaHeTe /1a IpHeMare ArJaHauH KOMT

= HAMAJIEHO CEKCYAITHO jxkenaHue (JTUOmIo)*

- 3aTpyIQHEHA esKyaums*

- YBEMYaBaHE UM HAIPEKEHHE HA bPAMTE

- 3aMalBaHe.
IIpy Manek 6poit Xopa HAKOH OT TE3M epeKTH MOXKeE Ia MPOBIDKAT, CJIEA KATO CIIpar Ja
IpHeMaT ArIaHIHH KOMI

Heuecrn nexxenann peaxuun (mozam da zaceznam do 1 na 100 nayuerHme)

- CbPAcHHA HEOCTATHYHOCT (CHPLIETO CTapa Mo-MaiKko eeKTURHO MPH M3IIOMIBAHE HA
KPbBTa B TAMOTO. MoxeTe Ja MMaTe CHMITOMM KaTo 3afyX, MpeKOMEpHAa ymopa u
MOAYyBaHE HA I'MTC3E€HHUTE H KPAKAaTa)

- HHCKO KPBBHO HAJISTAHE IPH U3IPABSHE

- OBp30 cupriebuene (nannmurauuu)

- 3amek, 1apys, NOBphINaHe, MO3HEH 34 OBPBINAHE (TaacHe)

- cmabocT Wi 3ary0a Ha cuia

-~ rmaBoOonue

CEPOCIK, 3aIMyllieH HOC WITH XpeMa (PHHHT)

KOXeH 00pUB, ypTHKapus, chpOek




- BHC3AaIHO JIOKaNHO IOJYBAHE HA MEKWTE THKaHW Ha TwioTe (HAmp. T'bpJIOTO HIH
€3HKa), 3aTPY/IHEHO IMINAHE H/HITH cbpOesk W 0OPHUB, YeCTO KaTo ANCPrHYHA peaKiyd
(arrHOEIEM)

- OTIaAHAIOCT

MHuoro peaKH HeXkeNaHH peaKIHH
(Mozam da 3aceznam do I na 10 000 nayuenmu)

- TPOABIKMUTENHA GO/e3HeHa EPEKIUA Ha NeHuca (NPHAMZHM)
- CCPHO3HH KOXKHM peakivH (CHHApoM Ha CTHBBHC-/[KOHCHH)

ApYra nexeNanH peaKknHu

Hecrorara He Moxe na GbJie onpenenena Bb3 OCHOBA Ha HAMMYEHTE JAHHH

- HeoOW4aitHo Hny Gvp3o chpueOHeHe (ApUTMHA HIH TAXMKapJIA HIH TPESACHPAHO
MEXKICHE)

- 3anyx (aucuHes)
- pgemnpecus

-  DoJka M nOAyBaHE HA TECTHCHTE

CrobmaBane Ha HeXeNaHH peaKIHH

AKO IMOJTyIMTe HAKAKBH HEXENIAHH PEakliH, yBegoMeTe Baimmys nekap UM gapmauest. Tosa
BRIIIOYBA BCHYKH Bb3MOMHH HEOMUCAHH B Ta3H JINCTOBKA HEKEIAHM peakuuu, Moxkere cBino a
CBOOLUMTE HEKENAHM PeaKUUy AWPEKTHO Upes VI3bIHATe IHATA ar¢HUHS TI0 JIeKapcTBara, yir ' Jlaman
I'pyer” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebcait: www.bda.bg. Karo crobuasare
HEKCTAHA peakivy, MOXeTe 1A JaJieTe CBOA NIPUHOC 32 NOJyYaBaHe HA Tiopeye HH(OPMALMI OTHOCHO
Oe30macHOCTTA Ha TOBA JIEKAPCTRO.

3. Kak 1a chxpausiBaTe ATJI2HAHH KOMII

CrxpaHaBaiite ToBa TEKaPCTBO HAa MACTO, HEAOCTHIIHO 32 HEIlA.

He msnonspaiite Arnanann KoM cie cpoka Ha FOHOCT, OTGeS3aH BBPXY KapTOHEHATA OIaKOBKA H
Oyrwnkara. CpoKbT Ha FOZHOCT OTIOBaps HA NMOCJIEIHHA ACH OT MOCOUYEHHS MecCell.

CeXpaHsraiite AriauH KOoMN Opu TeMIepaTypa noa 25°C. Tosu NpOAYKT TpAOBa Aa ce H3IMOoJI3Ba
1o 90 aHM Clef MBPBOTO OTBApSHE.

He n3xpbpaiite nexapcrsaTa B KAHATH3ALHATA HIH B KOHTEHHepa 3a JOMALIHHA OTNAIBIIH.
llommraiite Bamms dapmanest kak na H3xesprsTe JIEKapCTRaTa, KOUTO BEUYE HE H3M03BaTe. Te3H
MEPKH LI(¢ CIIOMOTHAT 32 ONa3BaHe Ha OKOMHATA CPeja.

6. Tonbanurenna undopmanus

KaxkBo cbIbpka ArVIaHAAH KOMIX

AKTHBHHTE BEIIECTBA Ca JYTACTEPHI U TAMCY/IO3MHOB xugpoxmopud. Bcesgka kancyna
CeabpAa 0,5 mg ayracrepun u 0,4 mg TaMCyn03UHOB xulipoxnopua. Jpyrure cbCTaBKH
ca:

Obeuexa na mevpdama xkancyna:
Yepen sxenezen okeug (E172)
Yepsen skeneseu okcug (E172)
Tutanos guokcupn (E171)

K xenezen okcua (E172)




Kenatuu

Jymacmepud mexu xancyay.
Cuobporcane Ha Kancyrama:
["nmauepon MoHokanpunar
bytunxuapokcuronyen

Obeusxa na kancyiama:
Kenatun

I'nuuepux

Turanos auokeua (E171)

Tamcynozun negemu.

KononrMep Ha MeTakpunosa kucenvna — eTanakpunar 1:1 nucnepcus 30% (Hatpues naypuicyndar,
nonHcopodar 80)

Llenynoza MEKpOKpHCTATHA

JnoyTun cebanerar

[Tonucopbat 80

CrIMLHEB KONMOHIEH XHAPAT

Kanuues creapar

Yepnu macmuna.

Hlenax

Yepen xenesen okeua (E172)
[Tponunenrnukon

CHneH aMOHA4eH pasTBOp
Kanues xuapokcun

Kak H3rmexkma Arnanang KOMIO H KaKBO CHALPAKA ONAKOBKATA

Tosa nekapcTBO NMpeacTaB/IIBa MPOBLATOBATH TBBpAM Kancyiad HoMmep OEL ¢ kadsaso tano u Gexoso
Kaita4e, BbpXY KOHTO € oTniedataHo C001 ¢ yepHo MacTuo.

Te ce npeanarar B onakosku ot 7, 30 1 90 KarcyJiu,

He BcH4kH BHAOBE ONAKOBKM MOTaT 1a 6BbAAT MyCHATH B npoaaxoa.

IIpaTexaTen Ha paspemenuero 3a yinorpeda

G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABcCTpHSA

IlpousBoanTenn

Laboratorios LEON FARMA, SA
Poligono Industrial Navatejera

C/La Vallina, s/n -24008 Navatejera -Leén
Hcnanus

G.L. Pharma GmbH
Schlossplatz 1
8502 Lannach

ABcTpus




To3n nekapcTBeH NpoxyKT e pazpewen 3a ynotpeda B AbpkasuTe wienkn #a EMIT nog
CHeJHHTE UMEHA:

Hcnanmst: Dutasterida/Tamsulosina Teva 0,5 mg/0,4 mg capsulas duras
ITomma: Adatam Duo

Ectonus: Dutamsin

JaTeua: Dutamsin

brrrapus: Arnanavs komn 0,5 mg/ 0,4 mg TBEPAH Karcynu

Asctpua: Dutaglandin comp. 0,5 mg/0,4 mg-Hartkapseln

HﬂTﬂ Ha mocJIeqHO npepasriekaane Ha JTHCTOBKATA

Maii 2023




