RUSSIAN

ENGLISH

AZERBAIJAN

VIHCTPYKUMS MO NPUMEHEHMIO NEKAPCTBEHHOTO NPOoAyKTa
(ans naumeHToB)

TAMO3UH 0,4 mr kancynbl ¢ NPOIOHIMPOBAHHbLIM
BbICBOOOXAEHNEM
TAMOZIN

MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHUe:
TamcynosuH

CocrtaB

AKkmugHOe gewecmeo: Kaxgas Kancyna COoaepxuTt
0,4 Mr TamcynosuHa rugpoxnopuga.
BcriomozamernbHbie gewecmeaa:

50po nesnnemsi: MUKpOKpUCTannuyeckas
Lenntorosa, cononMMmep MeTakpurioBOW KUCNOThI -
atunakpunaTta (1:1) (amynbratopbl: nonucopbar-80,
HaTpus naypuncynbdart), TpUaTUNuMTpaT, Tarbk,
ouyvLeHHas Boga.

O6oroyka nennemsl: CONONUMEP MeTakpunoBou
KMCMOTbl - 9Tunakpunata (1:1) (amynbratopsl:
nonuncop6at-80, HaTpwusi naypuncynsdar),
TPUITUNUUTPAT, TalbK, OYMLLEHHAsI BOAA.

Kopniyc kancynel: TutaHa pgmokeng (E171), okeug
xenesa kpacHbli (E172), okcup xenesa xentbln
(E172), xenaTuH.

Kpbiweyka kancynbl: TutaHa guokevg (E171), okeng
xenesa xentoin (E172), okcmp xenesa 4epHbIn
(E172), ungurokapmun (E132), xxenatuH.

OnucaHune
TBepable >KenaTUMHOBLIE KamncCyrnbl C  KOPMyCOM
OpPaHXEeBOr0 LBETa W  KPbILWEYKOW  OJIMBKOBO-

3eneHoro usera.
Copepxumoe kancyn: nennetbl 6enoro unu no4vtu
O6enoro ugeTa.

The instructions on use of medicinal product
(for patients)

TAMOZIN 0,4 mg prolonged-release capsules

International non-proprietary name: Tamsulosin

Composition

Active ingredient: each capsule contains 0,4 mg of
tamsulosin hydrochloride.

Excipients:

Pellet core: microcrystalline cellulose, methacrylic
acid - ethyl acrylate copolymer (1:1) (emulsifiers:
polysorbate-80, sodium lauryl sulfate), triethyl citrate,
talc, purified water.

Pellet coating: methacrylic acid - ethyl acrylate
copolymer (1:1) (emulsifiers: polysorbate-80, sodium
lauryl sulfate), triethyl citrate, talc, purified water.
Capsule body: titanium dioxide (E171), iron oxide red
(E172), iron oxide yellow (E172), gelatine.

Capsule cap: titanium dioxide (E171), iron oxide
yellow (E172), iron oxide black (E172), indigo
carmine (E132), gelatine.

Description

Hard gelatin capsules with orange coloured body and
olive green coloured cap.

Contents of capsules: pellets white or almost white
color.

Darman vasitssinin istifadasi Gizre talimat
(xastaler tglin)

TAMOZIN 0,4 mq tesiredici maddesi tedricen
azad olan kapsullar
TAMOZIN

Beynalxalq patentlagdiriimamis adi: Tamsulosin

Torkibi

Teasiredici madds: 1 kapsulda 0,4 mqg tamsulozin
hidroxlorid vardir.

Kémekgi  maddaler:  mikrokristallik  selllloza,
metakril tursusu — etil akrilat sopolimeri (1:1)
(emulgatorlar: polisorbat-80, natrium lauril sulfat),
trietil sitrat, talk, tamizlenmis su.

Ortiik: metakril tursusu — etil akrilat sopolimeri (1:1)
(emulgatorlar: polisorbat-80, natrium lauril sulfat),
trietil sitrat, talk, temizlenmis su.

Kapsulun gévdssi: titan 4-oksid (E171), qirmizi
demir oksidi (E172), sari demir oksidi (E172),
jelatin.

Kapsulun qapagi: titan 4-oksid (E171), sari demir
oksidi (E172), qara demir oksidi (E172),
indigokarmin (E132), jelatin.

Tosviri

Narinci rangli govdesi ve zeytun yasili rangli
gapagi olan bark jelatin kapsullar.

Kapsullarin méhtaviyyati: ag ve ya agimtil rangli
pelletlor.
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dapmakoTepaneBTUYeCKas rpynna

Mpenaparbl, npumMeHsiemble npwm
0obpokayecTBEHHON rnnepna3umn npeacratesnbHom
xenesbl. briokaTopbl anbga-agpeHopeLLENTOPOB.
ATX kog: GO4CA02

dapmakonornyeckme CBOMCTBa

®PapmakoOuHaMuKa

Tamcynosvm ABJIAETCA CelneKTUBHbIM n
KOHKYPEHTHbIM Br1oKaTOpoM d;-aApeHOPELIENTOPOB.
Bnokupyet nocTCUHanTuyecKne Q1"

agpeHopeuenTopbl Magkux MbllL, NpeacTaTensHon
»Kenesbl, LUenKun MOY€EBOro ny3bIps "
npocTtaTtuyeckom 4actm ypeTpbl. B pesynbTaTe,
TOHYC TNafkuX MbIWL CHMKaeTcsa U obneryaertcs
OoTToK  Mouu. OOHOBPEMEHHO  YMEHbLUAKTCS
CUMNTOMbI OBCTPYKLNN U pasgpaxkeHusi, cBs3aHHbIe
c [obpokayecTBEHHON rmnepnnasmen
npeacraTtenbHom Kernesbl. TepaneBTn4eckuin
acpcbekT nposBnseTcs NpubnuanTenbHo uvepes 2
Heaenu oT Havyana ne4vyeHus.

bnarogaps BbICOKOM CenekTUBHOCTM  (MeHbLUe
BblpaXkeHa CnocobHOCTb OnokupoBaTb Qip-
agpeHopeuenTopbl  FMagkMx  MbllWL — COCyOoB)

npenapaT He BbI3bIBAET KaKOro-nmbo KIMHUYECKU
3HAYMMOTO CHWXeHUs cuctemMHoro ALl Kak y
NaLMeHTOB C apTepuanbHON rMNepTeH3nen, Tak n 'y
nauMeHToB C HopManbHbiM Al

PapmakoKuHemuka

dapmakoKMHeTUYECKME MapameTpbl Tamcyno3uHa
MEHSIOTCA NIMHENHO B 3aBMCUMOCTU OT A03bl.
BcackisaHue

lMocne npuema BHYTPb TaMmcyrno3vH ObICTPO w
npakTu4eckn nonHoctelo abcopbupyetca mns XKKT.
BuogocTtynHocTb npenapata — okono 100%. lNpwu
OAHOBPEMEHHOM MpUéME nuwmn OMoAOCTYNHOCTb
TamcynosuHa CHWKaeTcs. OpHopoaHoCTb
BCacbIBaHUA MOXeT noaaepXuBartbcs npwm
npyuMeHeHWe TaMCyrno3uHa Bcerga nocne npuema
NULLM B OOHO U TOXE BpeMSl.

lMocne ogHOKpaTHOro npuMemMa Tamcyrno3uHa BHYTpPb

Pharmacotherapeutic group

Drugs used in benign prostatic hyperplasia. Alpha-
adrenoreceptor antagonists.

ATC code: GO4CA02

Pharmacological properties

Pharmacodynamics

Tamsulosin is a selective and competitive inhibitor of
a,-adrenergic receptors. It blocks postsynaptic aja-
adrenergic receptors of the smooth muscles of the
prostate, neck of urinary bladder and prostatic
urethra. As a result, the smooth muscle tone
decreases, and the urinary flow is facilitated. At the

same time, reduces obstructive and irritative
symptoms, associated with benign prostatic
hyperplasia. The therapeutic effect appears

approximately 2 weeks after starting the treatment.
Due to the high selectivity (less pronounced ability to
block a;g-adrenergic receptors of vascular smooth
muscle) the drug does not cause any clinically
significant reduction in systemic AP as well as in
patients with hypertension and also in patients with
normal AP.

Pharmacokinetics

Pharmacokinetic parameters of tamsulosin vary
linearly according to the dose.

Absorption
After oral administration, tamsulosin is rapidly and
almost completely absorbed from the GIT.

Bioavailability of the medication is approximately
100%. Simultaneous ingestion of food decreases
bioavailability of tamsulosin. Uniformity of absorption
can be maintained if tamsulosin always will be taken
after a meal at the same time.

After administration of a single dose of tamsulosin 0,4
mg, the peak plasma concentration (C,,) Of active
substance in plasma is attained after about 6 hours.
At steady-state (for which about 5 days of multiple
administration of preparation is required) the C,a in
patients is approximately 2/3 higher than after a

Farmakoterapevtik qrupu

Prostat vazinin xosxassali hiperplaziyasi zamani
istifade olunan preparatlar. Alfa-
adrenoreseptorlarin blokatorlari.

ATC kodu: GO4CA02

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Tamsulozin  aj;-adrenoreseptorlarin = segici  ve
reqabat zaminli inhibitorudur. Prostat vezi, sidik
kisesinin boynu ve sidik kanalinin prostat
hissesinin saya ozalslerinin postsinaptik aja-
adrenoreseptorlarini blokadaya alir. Naticeds saya
azalalerin tonusu azalir ve sidiyin xaric olunmasi
asanlasir. Eyni zamanda prostat vazinin xogxassali
hiperplaziyasi ile slagadar olan obstruksiya va
qiciglanma simptomlari da yungullesir. Terapevtik
effekt muialice baslandigdan texminan 2 hefte
sonra musahide olunur.

Yuksak segicilik qabiliyystine gors (damarlarin
saya azalalarinin ajg-adrenoreseptorlarini blokada
etmasi daha az nazers ¢arpir) preparat na arterial
hipertenziyaya, ne do normal AT-yo malik
pasiyentlorde sistem AT-nin Kklinik shamiyyatli
enmasina sabab olmur.

Farmakokinetikasi

Tamsulozinin farmakokinetik goéstaricileri dozadan
aslili olaraq xatti dayisir.

Sorulmasi

Daxila gebul olundugdan sonra tamsulozin MBT-
dan tez va demak olar ki, tam sorulur. Preparatin
biomanimsanilmasi texminan 100% taskil edir. Eyni
zamanda qida gabul olundugda tamsulozinin
biomanimsanilmasi azalir. Tamsulozini hamiga
yemakdan sonra, eyni vaxtda qabul etmaklo
sorulmasinin sabitliyini tamin etmak olar.
Tamsulozinin 0,4 mq dozada daxile birdafalik
gebulundan sonra tesiredici maddanin plazmada
maksimal qatiligi (Cyax) texminen 6 saatdan sonra
alde olunur. Pasiyentlerds tarazliq halinda (bunun
Ugln taxminen 5 gin preparatin tekrar gabulu
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B gose 0,4 Mr mMakcMmmanbHasi KOHLUEHTpauus B
nnasMe (Cpax) aKTMBHOIO BellecTBa B Mra3me
JocTuraeTcst NpMMepHo Yyepe3 6 4. B paBHOBECHOM
cocTosiHum (ans Yero Tpedyetca NpnbnuanTensHo 5
OHEeN MHOrokpaTHoro npméma npenapata) Cuhax Y
NnauMeHToB nNpubnManTenbHO Ha 2/3 Bblle, 4Yem
nocre ogHoOKpaTHOM NpuémMe npenapara.
PacnipedeneHue

Cesa3sbiBaHue ¢ 6enkamu nnasmMbl COCTaBMASET OKOSO
99%. V4 (06bem pacnpeneneHus) He3HauYMTENbHbIN
(npubnuamtensHo 0.2 n/kr).

Memabonu3sm

TamMcynosmH npakTU4eckM He  nogBepraetcst
adhdpekTy "nepBoro npoxoxaeHus" u  MenneHHo
GuoTpaHcdopMmpyeTcsa B neveHn ¢ obpasoBaHneEM
dhapmakonormyeckm aKTMBHbIX mMeTabonuTos,
COXPaHSIIOLLMX BbLICOKYD CENEKTUBHOCTb K Oja-
agpeHopeuenTopaMm. Hu oguH M3 mMeTabonutoB He
ABnsieTca  Oonee  akTMBHbIM, YeM WCXOQHOe
BELLECTBO - TamcynosuwH. bonblwas 4actb
aKTUBHOIO BeLLeCTBa MNPUCYTCTBYET B KPOBU B
HEN3MEHEHHOM Buae.

BbigedeHue

Ty TAaMCYNoO3nHa Npy ogHoOKpaTHOM npueme - 10 u,
TepMuHanbHbi T, cocTaBnseT - 22 4. TamcynosunH
M ero wmetabonuTel B OCHOBHOM BbIBOASTCSH
noukamu, npumepHo 9% NpUHATON 003kl NpenapaTa
BbIBOAMTCS B HEM3MEHEHHOM BUE.

NMoka3aHuA K NpUMEHEeHUI0

CvmMmnTomMaTMyeckoe neyeHue CUMMNTOMOB HUDKHUX
MOYEBbIX MyTEN, CBA3aHHbIX C 4OOPOKa4YeCTBEHHOW
rMnepnnasven npeacratensHon xenessl (OIMK).

MpoTuBonokasaHusA

- NoOBbllLeHHaA 4YyBCTBUTEJIbHOCTb K TaMCYJ103UHY
unu niobomy apyroMy KOMNOHEHTY Npenapara;

- TshKenasi ne4yeHoYHas He4OCTaTOYHOCTb;

- opTOCTaTu4eckasi rMnoTeHs3us (B T.4. B aHaMHe3e);
- Bosgpact o 18 ner (M3-3a HeOoOCTaTOYHOCTU
KIMMHUYECKMX  OaHHbIX N0 3(hdEeKTMBHOCTU MU

single dose.

Distribution

Plasma protein binding of approximately 99%. V4
(volume of distribution) is small (approximately 0.2
I/kg).

Metabolism

Tamsulosin is almost not subjected to the first-pass
effect and is metabolised slowly in the liver with the
formation of pharmacologically active metabolites,
which retain high selectivity to ajs-adrenoceptor.
None of the metabolites has a higher activity than the
parent substance - tamsulosin. Main part of the active
substance is present in the blood in an unmodified
form.

Elimination

Ty of tamsulosin is 10 hours as a single dose,
terminal T4 is 22 hours. Tamsulosin and its
metabolites are predominantly eliminated via the
kidneys, with approximately 9% of the taken dose of
medication is excreted in unchanged form.

Indications for use

Symptomatic treatment of lower urinary tract
symptoms  associated with benign prostatic
hyperplasia (BPH).
Contraindications
- hypersensitivity to tamsulosin or any other

component of the preparation;

- severe hepatic impairment;

- orthostatic hypotension (including a history);

- age up to 18 years (due to insufficiency clinical data
on the efficacy and safety for this age group).

telaeb olunur) C,,ox preparatin birdafalik gabulundan
sonra olde olunan ile migayisede 2/3 qader
coxdur.

Paylanmasi

Plazma zilallarn ile birlesmasi texminan 99%-dir.
V4 (paylanma hacmi) cox azdir (texminan 0,2 I/kq).
Metabolizmi

Tamsulozin “birincili kegma” effektine demak olar
ki, maruz qalmir va ajs-adrenoreseptorlara garsi
yuksek secicilik saxlayan farmakoloji feal
metabolitlear emale gatirmakle qaraciyarde tadrican
biotransformasiya olunur. Metabolitlarin heg biri
baslangic madds - tamsulozindan daha faal deyil.
Tasiredici maddeanin  boyldk qismi qanda
dayisilmamis sakilda olur.

Xaric olunmasi

Tamsulozinin birdefalik gebulu zamani T, 10 saat,
terminal T, ise 22 saat taskil edir. Tamsulozin ve
onun metabolitleri esasan bdyrakler vasitasile xaric
olunur, preparatin gabul edilmis dozasinin
texminan 9%-i dayisilmamis sakilda xaric olunur.

istifadasine gosterigler

Prostat vezinin xosxassali hiperplaziyasi (PVXH)
ilo olagadar asagi sidik yollari simptomlarinin
simptomatik mualicesi.

Oks gostoariglor

- tamsulozine va ya preparatin istanilan diger
komponentina qars! yuksak hassasliq;

- keskin qaraciyar gatismazligi;

- ortostatik hipotenziya (o cimladan, anamnezds);
- 18 yasa kimi yas doévri (bu yas qrupu dgln
effektivliyi va tahlikasizliyi Gzra klinik malumatlarin




6Ge3onacHoOCT AN AaHHOW BO3pacTHOW rpynnbl).

C ocmopoxHocmbro  crnefyeT  NPUMEHSTb
npenapat npu XPOHWNYECKON noYeyYHom
HegocTaTtoyHocTM (KK meHee 10  mn/mMuH),
apTepvanbHom rMNOTEH3UK (B T.u.

OpTOCTaTMYECKOW), 3annaHMpPOBaHHON onepauum no
noBoay KaTapakTbl.

BsaumopgencTteve ¢ APYrUMKU neKapCTBEHHbLIMU
cpeacTeamu

OpHoBpemMeHHOe MNpUMMEHEeHWe Tamcyrno3uHa ¢
apyrumm  6riokatopamu  0;-afpeHopeLenTopoB
MOXeT NpnBeCTU K CHMXEHUIo Aﬂ

OpHoBpemeHHoe npUMeHeHne unMMeTuanHa
npuBoanT K yBENMYEHMIo KOHLeHTpauuu
TamcynosmHa B nnasme, B TO BpemsA Kak

npuMeHeHne Gypocemmuaa NpUBOAUT K CHIDKEHMIO
KOHLIEHTpaLMW TaMCyno3nHa B nrasmve.

Mpn o4HOBPEMEHHOM MPUMEHEHMU TaMcCyrio3uHa ¢
aTeHornonom, 3JHananpunoM WnM TeogUIIIMHOM
rnekapcTBeHHOe B3aumMoaencTene He Habnoaanocs.
[vaszenam unu nponpaHoron, TpUXnopMeTuasug,
XINOPMaMNHOH, aMUTPUNTUIVH, AVKINogeHak,
rmMbeHknaMma, CuMMBacTaTMH uNu BapdapuH He
N3MEHsIIOT CcBOBOAHYIO bpakumio TamcynosuHa B

nnasmve 4yenoseka in vitro. B cBow ouepenpb,
TaMCyNnoO3WH TaKKe He U3MeHsieT CcBOboaHble
dpakuum Junasenama, nponpaHosona,

TpUXIOpMeTMa3naa u XropmMmagnHoHa.

OvknoceHak 1 HenpsiMble  aHTUKOArynsHTbl
(BaptbapuH) yBenMUMBalOT CKOPOCTb BbIBEOEHMS
TamCyno3uHa.

OpHoBpemMeHHOe MpPUMMEHEHWe TamCyrno3uHa U
MOLLHbIX nHrMBuTopoB CYP3A4 MOXeT Bbi3blBaTb
MOBbILUEHNE CUCTEMHOMN 3KCMO3MLUW TaMCyro3uHa.
OpHoBpemMeHHOE MNpVMMEHEHWe Tamcyro3umHa C
KETOKOHA30s10M (MOLLHBIM WHIMGMTOPOM
nsocpepmeHta CYP3A4) npnBoamno K BO3pacTaHuio
nokasatenen AUC u C,,.x TamcynosmHa B 2.8 n 2.2
pasa, COOTBETCTBEHHO. Tamcyrno3uH He cnegyet
NPUMEHSATb B KOMOBWMHauMM  Cc  MOLUHbIMMK

Medication should be used with caution in patients
with chronic renal impairment (CC is less than 10
ml/min), arterial hypotension (including orthostatic),
planning for cataract surgery.

Interaction with other medicinal products
Concomitant administration of tamsulosin with other
a;-adrenoceptor antagonists can lead to fall in AP.
Concomitant administration of cimetidine resulted in
an increase in plasma concentration of tamsulosin,
while administration of furosemide resulted in
decreased plasma concentration of tamsulosin.

No interactions were observed during concomitant
administration of tamsulosin with atenolol, enalapril or
theophylline.

The free fraction of tamsulosin in human plasma in
vitro is not changed by diazepam nor by propranolol,
trichlormethiazide,  chlormadinone,  amitriptyline,
diclofenac, glibenclamide, simvastatin or warfarin.
Tamsulosin also does not change the free fractions of
diazepam, propranolol, trichlormethiazide and
chlormadinone.

Diclofenac and indirect anticoagulants (warfarin)
increase the elimination rate of tamsulosin.
Concomitant administration of tamsulosin with potent
CYP3A4 inhibitors may increase systemic exposure
of tamsulosin. Concomitant administration of
tamsulosin  with ketoconazole (a known potent
CYP3A4 inhibitor) increased the AUC and C.x by a
factor of 2.8 and 2.2, respectively. Tamsulosin should
not be used in combination with potent CYP3A4
inhibitors in patients with a slow CYP2D6 metaboliser
phenotype.

kifayet gadar olmamasina géra).

Xroniki béyrak ¢atismazhigi (KK 10 ml/deqg-dan az),
arterial hipotenziya (o cUmledan, ortostatik),
planlasdinimis  katarakta amaliyyati zamani
ehtiyyatla istifade olunmalidir.

Xlsusi gostariglar va ehtiyat tadbirleri

Diger aj-adrenoreseptorlarin  blokatorlari  kimi
Tamozin ile mialice zamani da ayri-ayri hallarda
arterial tazyigin enmasi musahida edile bilar. Nadir
hallarda naticeda bayilma bas vera bilar. Ortostatik

hipotenziyanin ilkin alamatleri (basgiceallanma,
Umumi zsiflik) blruze verdikde pasiyent bu
simptomlar kegana qader oturmali ve vya
uzanmalidir.

Tamozin ile mialiceye baglamazdan avval prostat
vozi xargengi ve ya prostat vazinin xosxassali
hiperplaziyasinin simptomlarina banzar
simptomlara malik digar hallari istisna etmak Uglin
pasiyent miayina olunmalidir.

Mualiceys baslamazdan avval ve miintezem olaraq
Tamozin ile mdulalice zamani barmagla rektal
muiayina apariimali ve ehtiyac olarsa prostat
spesifik antigen (PSA) muayyan edilmalidir.

Bdyrok funksiyalarinin agir pozulmalari (KK <10
ml/daq) olan pasiyentlorin mualicesi ehtiyatla
aparilmahdir, bele ki, bu qrup pasiyentlarde
preparatin istifads tacriibssi yoxdur.

Tamsulozin qgabul etmis bazi pasiyentlorde
katarakta amaliyyati zamani "Intraoperative Floppy
Iris Syndrome" (IFIS, “Kigik babak sindromu”-nun
bir varianti) hallann musahids edilmisdir. Bu
amaliyyat zamani ve amaliyyatdan sonra
agirlasma riskinin artmasina gatirib c¢ixara biler.
Buna goére de, katarakta amaliyyatinin apariimasi
planlagdinlan  pasiyentlerde  tamsulozin ila
mdualicanin baglanmasi maslahat géraimar.
Katarakta ameliyyatindan 1-2  hefts  evval
tamsulozin ilo maalicanin dayandiriimasi




nHrnéntopamu nsocepmenta CYP3A4 y naumeHToB
Cc deHoTUNMoOM MeafieHHoro meTtabonuama no
nsocepmeHty CYP2D6.

Cnoco6 npumeHeHusi n no3sa
MpuHumatb no ogHow kancyne (0,4 Mr) B [O€Hb,
nocre 3aBTpaka unm nocrie Nepeoro NpMéma nuLu.

Kancynel  cnegyer  rnotatb  UENWKOM,  He
pa3xeBblBasi, C  [AOCTATOYHbIM  KOSIM4ECTBOM
xmagkoctn (1 cTtakaH Bogbl). Kancynbl Henb3s

BCKpbIBaTb, TaK Kak 3TO MOXEeT MOBMuATb Ha
CKOpPOCTb BbICBODOXAEHNS OenCTBYIoLLEero
BellecTsa.

Ocobble ykasaHus

Mpn nevyeHun TamMoO3MHOM, Kak U ApPyrUMU
Gnokatopamu 0;-agpeHopeLenTopoB, B OTAENbHbIX
crnyyasax MOXeT Habnrogarcs CHWXeHne

apTepuanbHoro paeneHus. B pegkux cnydasx, B
pesynbTate MoOXeT npoun3onTn obmopok. [lpu
MOSIBIIEHUN MEPBbIX MNPU3HAKOB OPTOCTATUYECKOWN
rMNOTEeH3un (ronoBOKpYXeHne, obwas cnabocTb)
naumMeHT [OMKEeH CeCTb WnM feyb, Mnoka 3Tu
CYMMTOMbI HE UCYE3HYT.

[o Hauyana neyeHnss TaMO3MHOM NaUNEHT OOIMKEH
ObiTb  0ODOcrnefoBaH  OnNsA UCKIKOYEHWst  paka
npencraTenbHOW Xenesbl WM OPYruxX COCTOSHUN,
KOTOpble MOTyT BbI3BaTb TaKMe K€ CUMMTOMbI, KaK U
0obpokayecTBeHHas runepnnasusi NpocTaThl.
Mepen Hayanom nevyeHust U perynspHo BO Bpems
Tepanuyn TaMO3MHOM, [JOIMKHO  BbIMOJHATHLCS
nanbLeBoe pekTanbHoe obcnegoBaHne U, ecnm
TpebyeTcs, onpegerneHne npoCTaTUYeCKOro
crneumduydeckoro aHtureHa (MCA).

Y OOMbHBIX C TSHKENMbIMU HapyLEeHUs MU PyHKLMK
noyek (KK <10 wmn/MuH) neveHue cnegyet
NPOBOAWTbL C  OCTOPOXHOCTbK,  T.K.  OMbIT
npuMeHeHuUs npenapata Yy [aHHOW  rpynnbl
naumeHToB OTCYTCTBYeT.

MHTpaonepaunoHHbIn CUHOPOM aTOHUYHOM
pagyxku (CAP, BapuaHT “cnmHApOMa ManeHbKoro

Method of administration and dosage

Take one capsule (0,4 mg) once daily, after breakfast
or after the first meal of the day.

Capsules should be swallowed whole, without
chewing, with sufficient fluid (1 glass of water). The
capsules must not be opened, as it can affect the
release rate of the active substance.

Special warnings

As with other a;-adrenoceptor antagonists, a fall in
blood pressure can occur in isolated cases during
treatment with Tamozin. In rare cases, syncope can
occur as a result. At the first signs of orthostatic
hypotension (dizziness, weakness), the patient
should sit or lie down until the symptoms have
resolved.

Before starting therapy with Tamozin, the patient
should be investigated for prostate cancer or other
conditions that can cause the same symptoms as
benign prostatic hyperplasia symptoms.

A digital rectal examination and, if necessary,
determination of prostate specific antigen (PSA)
should be performed before the start of treatment and
at regular intervals during therapy with Tamozin.

The treatment of patients with severely impaired
renal function (CC <10 ml/min) should be conducted
with caution, because no experience is available with
this group of patients.

The occurrence of “Intraoperative Floppy Iris
Syndrome” (IFIS, a variant of “Small Pupil
Syndrome”) has been observed during cataract
surgery in some patients, who received tamsulosin. It
may increase the risk of eye complications during
and after the surgery. Therefore, the initiation of
therapy with tamsulosin in patients planning to have

mualicenin
muayyan

magsadauygun
dayandiriimasinin
olunmayib. Bu hal tamsulozin ile maualicani
amaliyyatdan 1-2 hefteden  daha  eavval
dayandirmis pasiyentlarde de misahida olunur.
Boyrak catismazligi ve ya yungul ve ya orta agir
garaciyar gatismazligi zamani dozada dayisikliklar
edilmasi talab olunmur.

Digar darman vasitalari ilo qarsiligh tasiri
Tamsulozinin diger a;-adrenoreseptorlarin
blokatorlari ile birlikde istifade AT-nin enmasina
gatirib ¢ixara bilar.

Simetidinin  eyni vaxtda istifade olunmasi
tamsulozinin qan plazmasindaki gatiligini artirdigi

sayllir, lakin
Ustinliyd  hsle

halda, furosemidin istifadesi tamsulozinin gan
plazmasindaki qatihginin azalmasina gatirib
cixarir.

Tamsulozinin atenolol, enalapril ve ya teofillin ilo
eyni zamanda istifadesi zamani daerman qarsiliglh
tosiri misahids olunmamisdir.

Diazepam ve ya propranolol, trixlormetiazid,
xlormadinon, amitriptilin, diklofenak, glibenklamid,
simvastatin va ya varfarin in vitro tamsulozinin gan
plazmasindaki serbast fraksiyasini  dayismir.
Tamsulozin de hamginin diazepam, propranolol,
trixlormetiazid Vo xlormadinonun sorbast
fraksiyasini dayismir.

Diklofenak ve dolayl tasirli antikoaqulyantlar
(varfarin) tamsulozinin xaric olunma suratini artirir.
Tamsulozinin gicli CYP3A4 inhibitorlari ila eyni
zamanda istifadasi tamsulozinin sistem
ekspozisiyasinin yuksalmasina sabab ola biler.
Tamsulozinin ketokonazol (CYP3A4 izofermentinin
glcli inhibitoru) ile eyni zamanda istifadesi
tamsulozinin AUC ve C,,. gostaricilarinin muvafiq
olaraq 2,8 ve 2,2 dafs ylksalmasina gatirib gixarir.
CYP2D6 izofermentina nazaren lang metabolizm
fenotipine malik pasiyentlarde tamsulozin CYP3A4
izofermentinin guclu inhibitorlari ile kombinasiyada
istifade edilmamalidir.




3padka”) Habnogancda BO Bpemsa onepauun no
noBody KaTapakTbl Y HEKOTOPbIX MNauMeHTOB,
NPUHUMAIOLWLMX TaMCYI03MH. DTO MOXET NPMBECTU K
MOBbILLEHUIO PUCKa OCIOXHEHWNA BO BPEMS U nocne
onepaunn. No3aToMy He pekoMeHAyeTCA HauduHaTb
nevyeHne TaMCYroO3MHOM Yy MauUMEHTOB, KOTOPbIM
nnaHMpyeTcs npoBegeHue onepaumm No MNOoBOAY
KaTapakThbl.

MpekpalleHve neyeHWss TamcynosMHoMm 3a 1-2
Hegenu [Jo onepauuMM NO  MNOBOAY KaTapakTbl
cuuTaeTca LenecoobpasHbiM, HO MpeumyLLlecTBa
npekpaLleHnsi Tepanum ewe He Obinn
yCTaHOBMEHbl. OTOT criyyan Takke Habnwoganca y
nauueHToB,  KOTOpble  Mpekpatunn  neyeHue
TamcynosmHom Oonee 4yem 1-2 Hegenu Ao
onepauuu.

Mpn noYyeyHOM HegoCTaTOMHOCTU UMM NPU FNEerkomn
UM YMEPEHHOW MEYEHOYHON HeZoCTaTOYHOCTU
KOppeKkuus fo3bl He TpebyeTcs.

MpumeHeHne B
nakraumu
TamMo3uH He npegHasHayeH Ons NPUMEHEHUs Y
XKEHLLMH.

nepuop GepeMeHHOCTM M

BnusaHwue Ha CNOCOGHOCTbL ynpaenatb
TPaHCMOPTHLIMKU  cpeAcTBaMM WU APYrUMHU
noTeHuUnanbHO onacHbLIMU MeXxaHn3MmamMmu
MccneposaHus He NpoBOAUNUCE.

B nepvop neveHuns cnegyet Bo3fepxatbcA OT

BOXAEHUS aBTOTpaHcnopTa n 3aHATUN
noTeHUManbHO onacHbIMKM BUOAMWU LESTENbHOCTH,
Tpebyowmmm NMOBbILLEHHOM KOHLeHTpauum

BHUMaHUsi U GbICTPOTbI MCMXOMOTOPHbBIX pPeakuumi,
T.K. BO3MOXHO rOJNIOBOKPY)XEHWE B NEPUOL NEYEHMS.

Mo6ou4HbLIe gencTBuA
XKenydouHo-kuweydHble paccmpolicmea
HeuvacTo: 3anop, anapes, TOWHOTa, pBOTa.
Co cmopoHbI Hep8HOU cucmemb|

YacTo: ronoBoOKpyXeHune.

cataract surgery is not recommended.

Discontinuation of tamsulosin treatment 1-2 weeks
prior to cataract surgery is anecdotally considered
helpful, but the benefit of treatment discontinuation
has not yet been established. This case was also
observed in patients who had discontinued
tamsulosin therapy more than 1-2 weeks prior to
surgery.

No dose adjustment is required in cases of renal
impairment or mild to moderate hepatic impairment.

Use during pregnancy and lactation
Tamozin is not indicated for use in women.

Effects on ability to drive vehicles and other
potentially dangerous machinery

No studies have been conducted.

During treatment should be abstain from driving
vehicles and activities potentially hazardous actions
that require high concentration and quickness of
psychomotor reactions, because dizziness may occur
during a course of treatment.

Side effects
Gastrointestinal disorders
Uncommon:  constipation,
vomiting.

Nervous system

diarrhoea, nausea,

Hamilalik va laktasiya dovriinda istifadasi

Tamozin qadinlarda istifade lg¢lin nazarde
tutulmayib.
Noagliyyat vasitalorini va digar potensial

tohliikali mexanizmleri idaresetma qabiliyyatina
tosiri

Tadqiqatlar apariimayib.

Mualice dévriinds avtonaqliyyat idara etmakden va
diggatin yuksak konsentrasiyasini ve psixomotor
reaksiyalarin tezliyini teleb eden diger potensial
tehlikali fealiyyat noévlerindan uzaq olmaq lazimdir,
bele ki, mlalica kursu arzinds basgicellenma ola
biler.

istifada qaydasi ve dozasi

Glnds bir defs bir kapsul (0,4 mq), sshar
yemayindan va ya gun arzinds ilk gida gebulundan
sonra gabul olunur.

Kapsullar geynamaden, kifayat qaedar maye ila (1
stokan su) butév udmaq lazimdir. Kapsullari
agmagq olmaz, clnki bu tesiredici maddenin azad
olma suratina tasir gdstare bilar.

Olava tosirlori

Made-bagirsaq pozgunluqlari

Boazen: gabizlik, ishal, trakbulanma, qusma.
Sinir sistemina

Tez-tez: baggicallanma.
Az rast gelen: bas agrisi
Urak-damar sistemina
Boezan: (rek vurgularini
hipotenziya

Tonoffiis sistemina

tezlosmeasi, ortastatik




HeuvacTo: ronosHas 60nb.

Co cmopoHbI cepdeyHo-cocyducmol cucmembl
Heuacro: yyalleHHoe cepauebueHme,
opTocTaTudeckasi rMnoTeH3us.

Co cmopoHbI ObixamesibHoU cucmemb|

HeuacTo: puHUT.

Co cmOopOHbI KOXU U MOOKOXHbIX mKaHeUl

HeuacTo: 3ya, cbinb, kpanmeHuua.

Annepaudyeckue peakyuu

Penko: aHrMOHEBPOTUYECKUIA OTEK.

OueHb pegko: cuHgpom CTtuBeHca-[>koHCoHa.

Co cmopoHbl nonosol cucmeMbl U MOJIOYHOU
XKenesbl

YacrTo: HapyLleHne 3AKYNALNN,
peTpOorpagHyto 3AKYMNSALMIO U aHIAKYNAUMIO.
OuyeHb pepgko: npuanuam.

lpouue

HeuyacTo: acTeHus.

BKIHO4ad

MepenosnpoBka

Cumnmombi: BblpaXXeHHOe CHUXEeHWEe
apTepuanbHOro gaBneHus.

JleyeHue: B cry4yae BO3HWKHOBEHWSI OCTPOW
rMNoTEH3uNn, BO3HMKAaKWLWEro B  pesynbrarte

nepeao3npoBKX, OOMKHbI ObITb MPUHATEI Mepbl A4S
nogoepaHus  CepaeyvHon  OedATeNnbHOCTn U
KkpoBooOpalleHnsa. [laumeHta cnegyeT YNoXuTb,
4yTOObI HOpPManu3oBaTb apTepuanbHoe AaBreHune u
4YacToTy cepAeyHbIX cokpalleHuin. Ecnn atn mepbl
He[QoCTaTOYHbl NMasmMo3amellarllne cpeacTsa, U
npyM HeobxoOuMMOCTU Ba3oNpeccopbl MOryT ObiTb
MCMOMNb30BaHsbI. Cnegyert KOHTPONMpOBaTb
YyHKUMIO noyek n NpoBOANTb obLyme
nogaepKusBatoLime Mepbi.

Mo ymeHbLleHno abcopbumm MoryT BbiTb MPUHATHI
TakMe Mepbl, Kak Bbi3blBaHMe pBOTbl. Ecnun 6binu

NPUHATDbI Gonbluve  [03bl, MOXXHO  NPOBECTU
npoMbiBaHMe  Xenygka w” Ha3Ha4ynTb nNpuem
aAKTMBMPOBAHHOIO yrna mnnm OCMOTHN4YeCcKoro

cnabutenbHOro cpeacTaa.
Femogunanua HeadhheKTMBEH, TaK Kak TaMCYNO3uH B

Common: dizziness.

Uncommon: headache.

Cardiovascular system

Uncommon: palpitations, orthostatic hypotension.
Respiratory system

Uncommon: rhinitis.

Skin and subcutaneous tissue

Uncommon: itching, rash, urticaria.

Allergic reactions

Rare: angioneurotic oedema.

Very rare: Stevens-Johnson syndrome.
Reproductive system and breast

Common: ejaculation disorders, including retrograde
ejaculation and anejaculation.

Very rare: priapism.

Others

Uncommon: asthenia.

Overdose

Symptoms: pronounced reduction of blood pressure.
Treatment: in the event of acute hypotension
occurring as a result of overdose, measures should
be taken to support the heart function and circulation.
Blood pressure and heart rate can be normalised by
making the patient lie down. If these measures do not
suffice  volume expanders and, if necessary,
vasopressors may be used. Renal functions should
be monitored and general supportive measures
introduced.

Measures to decrease absorption, such as induction
of vomiting, may be employed. If high doses were
taken, gastric lavage and administration of activated
charcoal or osmotic laxatives may be used.
Hemodialysis is not effective since tamsulosin binds
extensively to plasma proteins.

Bozan: rinit.

Deri ve derialti toxumaya

Bozon: gasinma, sopgi, ovra.

Allergik reaksiyalar

Nadir hallarda: angionevrotik 6dem.

Cox nadir hallarda: Stivens-Conson sindromu.
Cinsiyyst sistemi ve sid vazilarine

Tez-tez: retroqrad eyakulyasiya ve aneyakulyasiya
daxil olmagla eyakulyasiya pozgunluglari.

Cox nadir hallarda: priapizm.

Diger
Bozon: asteniya

Doza haddinin agiimasi
Simptomlari:  arterial
enmasi.

Miialicesi: doza haddinin asilmasi neticesinda
yaranan keskin  hipotenziya zamani  Urak
fealiyyatinin ve gan dovraninin dasteklenmasi tgln
taedbirlor goriimalidir. Arterial tazyiqi ve Urak
yigiimalarinin  tezliyini normallasdirmaq Ugun
pasiyenti uzatmaq lazimdir. ©ger bu tedbirler
kifayet etmirsa, plazmasaveazediciler va lazim olarsa
vazopressorlar istifade oluna bilar. Boyrak
funksiyalarina nsazarst olunmali ve Umumi
dastaklayici tadbirlar apariimalidir.

Absorbsiyani azaltmaq meagsadile qusma yaratma
kimi toedbirler gorile biler. ©ger ylksak dozalar
gabul edilmisdirsa, madenin yuyulmasi aparila ve
aktivlesdiriimis kdémir ve ya osmotik isladici
vasitalerin gabulu tayin edils biler.

Tamsulozin plazma zilallan ile ylksek daracade
birlasdiyina gére hemodializ effektiv deyil.

tezyiqin  nazeragarpan
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BbICOKOW CTENEeHU cBA3bIBaeTcsa ¢ 6enkamu nnasmbl
KpOBW.

®dopma Bbinycka

Mo 10 kancyn B MBX/TIBOX/An 6nuctepe. 1 nnn 3
6rnMcTtepa BMECTe C MHCTPYKUMEN MO MPUMEHEHUIO
MOMELLATCA B KAPTOHHYIO YNaKOBKY.

YcnoBusa xpaHeHusi

OTO nekapcTBEHHOE CpeacTBO  He
crneumarnbHbIX YCNOBUN XpaHEHNS.
XpaHuTb B MeCTax, HeAOCTYMHbIX AN AETEN.

TpebyeT

CpoK rogHoCTH

3 ropa.

He wucnonb3oBaTtb
rooHOCTW.

nocne NncTevyeHnA CpokKa

YcnoBusa oTnycka us antek
Mo peuenTy Bpava.

Mpoussoautens

Genericon Pharma Gesellschaft m.b.H.
A-8054, 'pau, AscTpus

E-mail: genericon@genericon.at

OKCKIMIO3MBHbIM ANCTpUObLIOTOP B A3epbanmkaHe:

«TETPAOA» NTO. A
AZ1102, ynuua 20 AHBaps,
14; baky, AsepbangxaH =g

Ten.: (+994 12) 431-59-24, 431-05-41
dakc: (+994 12) 430-80-5

E-mail: info@tetrada-az.com
www.tetrada-az.com

Presentation

10 capsules in PVC/PVDC/AI blister. 1 or 3 blisters
with the instruction for use is placed in cardboard
packing.

Storage conditions

This medicinal product does not require any special
storage conditions.

Keep out of the reach and sight of children.

Shelf life
3 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Manufacturer

Genericon Pharma Gesellschaft m.b.H.
A-8054, Graz, Austria

E-mail: genericon@genericon.at

Official distributor in Azerbaijan

«TETRADA» LTD. A
AZ1102; 14, 20th January street,
Baku, Azerbaijan =

Tel.: (+994 12) 431-59-24, 431-05-41
Fax: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

Buraxilhig formasi
10 kapsul PVX/PVDX/AI blisterda. 1 va ya 3 blister
iclik varags ila birlikde karton qutuya gablasdirilir.

Saxlanma saoraiti
Xususi saxlanma geraiti teleb etmir. Usaglarin ali
¢atmayan yerds saxlamagq lazimdir.

Yararhlig miuddeti

3il.

Yararlihg middati bitdikden sonra istifade etmak
olmaz.

Aptekdan buraxilma sorti
Resept asasinda buraxilir.

istehsalg

Genericon Pharma Gesellschaft m.b.H.
A-8054, Qras, Avstriya

E-mail: genericon@genericon.at

Azarbaycanda rasmi distribyutor A
«TETRADA» MMC - dir.

AZ1102, 20Yanvar kligesi, 14; =E
Baki, Azarbaycan

Tel.:(+994 12) 431-59-24, 431-05-4

Faks: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com
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