


1. HUME HA JIEKAPCTBEHUA TPOAYKT

Vivanza 5 mg duimMupanu TabneTKu
Vivanza 10 mg ¢punmupanu TabneTku
Vivanza 20 mg ¢unmmupanu TabIeTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika tabnerka ot 5 mg ¢punMupanu TabneTku chabpka 5 mg Bapaenadun (vardenafil) (xaro bfo
XUAPOXIIOPH]T). QQ
Bcsika tabnetka ot 10 mg dunmupanu tabnetku chaspxa 10 mg Bapaenadun (vardenafil) @0
XUAPOXJIOPUL).

Bcesika Tabnerka ot 20 mg ¢punmupanu Tadiaetku chabpika 20 mg BapaeHadun (vardenaf\) (xaTo

XMAPOXIOPHL). fbfo

3a IBJIHHSA CIIMCHK HA ITOMOIIHUATE BEIECTBA BIKTE TOUKa 6.1. \‘\@

3. JIEKAPCTBEHA ®OPMA Q/&
@®unmupana TabneTka. ,b’bQ

Vivanza 5 mg dbunmupanu tabieTku Q
Kpsrim oparkeBu TaOIETKH, O3HAYEHU C “V” OT ez[HaT&@«rpaHa u “5” ot gpyrata cTpaHa.

Vivanza 10 mg dwiMupaHu TaGIeTKH ¢
Kpsrim opamkeBu TablIEeTKH, O3HAYCHU C “V” a;@» HaTa CTpaHa ¥ “5” OT Apyrara CTpaHa.

Vivanza 20 mg dwiMupaHu TaGIeTKH
Kpbrim oparkeBH TablIeTKU, O3HAYEHI ¢ “V” OT efHaTa cTpaHa u “5” OT Apyrara CTpaHa.
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4, KIMHNUYHHA I[AH%IQ\

4.1 TepaneBTHUYHHU Q&sa}mﬂ

Jleuenue Ha epe% a TUCQYHKIMS IPY BB3PAaCTHU Mbxe. Epextuinarta qucdyHkms e
HEBBH3MOKHOC a ce IIOCTUIHE WU MOAbPIKa epeKIMs Ha [IEHUCa, He00X01UMa 3a YCIIEIIEH [10JI0B

aKT. @
Q

3a na @&;Oe(beKTHBHa Vivanza, e He0OXOIUMO CEKCYaTHO CTUMYJIHPAHE.

4.2QI[03I/IPOBK3 U HAYMH HA NPUJIOKeHHe

21031/1[3031(3

Ynompeba npu ev3pacmuu mvoice

[IpenoppuBanara f03a e 10 mg, mpuera crope; Hy KAUTe MPUOTU3NUTENHO 25 10 60 MUHYTH Mpean
CeKcyaHa aKTUBHOCT. Bb3 ocHOBa Ha e(hMKaCHOCTTA M TIOHOCUMOCTTA Jl03aTa MOXKE Ja ce MOBUIIH 10 20
Mg WK 1a ce HaManu 7o 5 mg. MakcumanHarta npenopbeyBana jgo3a € 20 mg. [IpenopruBanara
MaKCHMAaJIHA YeCTOTa Ha MIPUJIOKEHHUE € eIUH IIBT AHEBHO. Vivanza Moe Jla ce IprueMa ¢ Win 06e3 XpaHa.



Havanoto Ha neiictBue Moxe na Obje 3a0aBeHO, aKO ce IpHUeMa C XpaHa C BUCOKO ChAbp)KaHUE HA
Ma3HHHHM (BXK. ToYka 5.2).

Cneyuannu nonyiayuu

Tauuenmu ¢ cmapuecka gv3pacm (>65 200unu)

He ce n3uckBaT KOPEKIMH Ha J03aTa P MBXKE B CTapuecKa Bh3pacT. BhIpeku TOBa €HO YBEIUUCHUE Ha
no3ara 10 MmakcumyM 20 mg TpsOBa ja Obie BHUMATEIHO OOMHUCIICHO B 3aBUCUMOCT OT MHIUBHUIyaJIHATA
MMOHOCUMOCT (BXK. Touku 4.4 u 4.8).

Yeproopobuo yepesicoatie
Hauanna 1o3a oT 5 mg Tpsi0Ba a ce mpuiara npu MalUeHTH ¢ JIEKO U YMEPEHO YePHOAPOOHO yBpeXdaHe
(Child-Pugh A-B). Bb3 ocHOBa Ha MOHOCUMOCTTA U €(PUKACHOCTTA 103aTa B MOCICIACTBHE MOXK bIE
noBuicHa. MakcuMallHaTa MPernopbyBaHa /103a MPH MalUEHTH ¢ YMEPEHO Y€PHOAPOOHO VB HE
(Child-Pugh B) e 10 mg (Bx. Touku 4.3 u 5.2). Q

K\

bvopeuno yepescoane (o)

He e neoOxonnMa KOpeKIus Ha Jo03aTa MpY MAIUEHTH C JIEKO 10 yMEPEeHO Ob0peuHO/yBpexIane.

[Ipu naumenTy ¢ Texxko OBOpPEYHO yBpexkaaHe (KpeaTHHUHOB KIHpBHC <30 ml ) € HeoOXOJMMO J1a ce
HPUJIOKK HavyaIHa 71032 OT 5 mg. Bb3 0cHOBa Ha MOHOCUMOCTTA M €(pHKACHQRITA 03aTa MOXKe J1a Ob/1e

nosutera 10 10 mg u 20 mg. &

Tleouampuuna nonyrayus 2

Vivanza ue e nokasasa npu Jiiia moj 18-roxumza e3pact. H JIXOJIATITN TIOKa3aHMUs 32 yIoTpeda
Ha Vivanza nipu nena. Q

Ynompebda npu nayuenmu, ynompedssawu opyeu iekapemeeni npooyKmu
Eonospemenna ynompeba na CYP3A4 unxubumopu
Jlo3ara Ha BapaeHadun He TpsOBa aa mpeBumaBadNng, Korato ce n3noiisea B komOuHanus ¢ CYP3A4

MHXUOUTOPH KaTO EPUTPOMULIMH WU KJIAPUT uH (BX. Touka 4.5).
Hauun Ha npunoxxenue \2\
3a nepopaiiHO IPUIIOKEHHE. @

A

4.3 IlpoTuBONOKA3aHUSI \\‘{'

CBPBX4yBCTBUTEIHOCT KLQQ UBHOTO BEILECTBO WM KbM HAKOE OT OMOIIHKUTE BEIECTBA, U30POCHHU B
Touka 6.1. Q

EnHOBpEMEHHOTQ @omenne Ha Bap/eHA(UI ¢ HUTPATH WM JIEKapCTBa, OCBOOOXKABAIIH a30TCH
oKkcuy (KaTo aMQgZ{HTpHT) o1 BCsIKakBa hopMa, € TIPOTUBOIOKa3aHo (BK. Touku 4.5 u 5.1).

Vivanza aﬁ)msonoxasana MIPH MAIMEHTH, KOUTO UMAT 3ary0a Ha 3peHHETO Ha €THOTO OKO, BCIIEACTBHC
Ha He WWTHA TIpeIHa ncxemMuana onTuaaa HeBponatws (NAION), He3aBHCHMO JaJId TO3U €ITU307 €
CB’?Q WM HE C MpeJIIecTBala eKCro3uius Ha uuxuoutop Ha pochoauecrepasa 5 (PDES) (Bx. Touka
4.4)

JlekapcTBeHUTE TIPOJIYKTH 32 JICUCHHE Ha epeKTHIIHATA AUCPYHKIIUS 110 TIPABHIIO HE TPsIOBa Ja ce
U3II0JI3BAT MIPH MBXKE, IIPU KOUTO HE CE MPENOPhUBA CEKCYaTHa aKTUBHOCT (HAPUMED MAIIMSHTH C TEKKHU
CHP/ICYHOCHOBH HAPYIICHHS, KATO HECTAOWITHA CTEHOKAP/ IS MITH TeXKKA ChPJcUHA HEOCTATHYHOCT
[New York Heart Association III wmm IV]).



BezonacHocTTa Ha BapaeHaduiI He € IPOYYBaHa MPH CICAHNUTE TPYNHU MALUEHTH U CICAOBATEIHO

HeroBara ynorpeba € MpoTHBOIIOKa3aHa, IOKATO HE Ce IOJYYH JOMbIHUTEIHA HH(OPMAIHS:

- Texko uepHopodHo yBpexaane (Child-Pugh C),

- KpaeH ctaauii Ha ObOpeuHo 3a00sBaHe, KOETO HaJlara AUann3a,

- xunotonus (KpbBHO Hamsarane < 90/50 mm Hg),

- AQHaMHECTHYHU JaHHH 32 TpeKapaH CKOPO MHCYINT WIA MUOKapeH HH(PapKT (Tpe3 Mmocieanure 6
Mecera),

- HecTaOMJIHA CTEHOKAP/INS M U3BECTHU BPOJICHH JCTCHEPATUBHH HApPYIICHUS HA PETHHATA, KaToO
retinitis pigmentosa.

EnnoBpemennara ynorpeba Ha BapaeHadui ¢ momHu CYP3 A4 nHXHOUTOPH KETOKOHA30I U mpaé@eson
(mepopainHa opMma) € NPOTUBOIOKa3aHa IPH MbXKe Haj 75 TOANHH. &Q

EnnoBpemenHoTo u3non3Bane Ha BapaeHadun ¢ HIV nporeasnn mHXMOUTOPH KaTo pUTO Qp 5
MHIMHABHD € IPOTUBOIIOKA3aHO, ThI KaTO T€ Ca MHOTO CHJIHU HHXHOUTOPHU Ha CYP3A4~§‘3>K. TouKa 4.5).
Ennopemennoro npunarane Ha PDES nHXuOUTOpH, BKIIOUNUTEITHO BapAeHADHIL, C PyaHWUIaT-IIMKIa3HA
CTUMYJIATOpH, KaTO PUOLUTyart, € MPOTUBOIOKA3aHo, Thi KaTO TOBA MOKE /1a wI/IHI/I CUMITOMAaTHYHA
XMITOTOHMSA (BXK. TOUKa 4.5). \2\

4.4 CpneuuajHu npeaynpe:kaeHUs U MpeIna3Hu MePKH MpH yn@a

HpCI[I/I Jla C€ 3a1104YHE JICYEHUEC C JICKApCTBOTO, € HCOGXO,I[I/IMO @‘QHCMG aHaMHE3a 1 a CE€ N3BbPIIU
KIIMHWYCH IIPETJICA, 3a 1a C€ JUarHOoCTUIIMpa €PEKTUIIHATA ] HKOHWA U C€ OIIPEACTIAT MOTCHIUAITHUTE
MNpUYINHHU 3a 3a00JIIBaHETO. O

[Ipenu na ce 3amovHe JedeHNe HAa ePeKTUITHA JuC) s, JICKapuTe TPSOBa Aa B3eMaT I10]T BHUMAHHE
ChPJCUYHOCHOBUS CTATYC Ha TEXHUTE MALUCHTH, KaTo CBHIIECTBYBA PUCK OT CTpaHa Ha CHPIIETO,
CBBP3aH ChC CEKCyaTHATa AKTHBHOCT (BK. TOuxa’%.3). BapieHaui npurexapa cbI0opa3InpsBaLIA
CBOMCTBA, KOUTO BOASAT J0 JIEKO U MPEXOJH KaBaHe HAa KPHBHOTO HaysTaHe (BX. Touka 5.1).
[TanineHnTH ¢ TeBOKaMepHA OOCTPYKIIUS H&%})LBHH;I TOK, Halp. a0pTHA CTEHO3a U UHONATHYHA
XunepTpoduyHa Cy0aopTHA CTEHO3a, MOJAT Jia ca UyBCTBUTEIHI KbM JEHCTBUETO HA BAa30MIIATATOPH,
BKJTFOUHTEITHO (pocdoauecTepasHu HOUTOPH THI 5.

Cno011aBar ce CepHO3HU Ch ChJIOBU CHOUTHS, BKIIIOYUTEIHO BHE3AITHA CMBPT, TAXUKAPIUS,
nH(papKT Ha MHOKapAa, BE yIIapHa TaXHapUTMHS, CTCHOKapIUs U epeOpoBacKyIapHU HapYIICHHS
(BKITFOUHTEITHO TIPEXO]T XeMHYHA aTaka ¥ MO3bYeH KPHBOM3IINB) BB BpEMEBA BPb3Ka ¢ BapeHapuIL.

[ToBeyero manueHT KOHTO ca JIOKJIQJIBaHU T€3U CHOHUTHS, Ca UMK TPEIIISCTBALIN ChbpACUYHOCHI0BU
PHUCKOBH (pakTop .& BB3MOXHO, 00aue, 1a Ob/le OKOHYATEIHO YCTAaHOBEHO, 1Al T€3H CHOUTHUS ca
TPSAKO CBBP3AHM SASKAKBH PHCKOBH (axropw, ¢ BapaeHaduII, ChC CEKCyaTHaTa aKTUBHOCT HIIH C
KOMGI/IHaHI/IQG;V TEe3W WM APYyTH (pakTopH.

Jleka HUTE TPOJYKTH 3a JICUCHHE HA EPEKTUIIHA TUCYHKIMS TPIOBa J]a Ce M3MOJI3BAT BHUMATEITHO
p WEHTHU C aHATOMHUYHA jJeopMaIiis Ha TIeHNca (KaTo aHTyJaIus, KaBepHo3Ha Gudpo3a uim doiect
Ha Peyronie) Wi npu nanueHTH, KOUTO UMAT ChCTOSHUSA, TIPEIpa3oiaraiy KbM Mpuanu3sM (Kato
ChPITOBUIHO-KJICThYHA aHEMUSI, MYJITUTUICH MUEIIOM HJIH JICBKEMUS ).

besonacHocTTa 1 epukacHOCTTa Ha KOMOMHaIMKTe 0T Vivanza ¢puimupanu Tadbiaetku ¢ Vivanza
TaOJIeTKH, TUCTICPTUPAILH CE B yCTaTa, WM JPYTH JICYCHHsI Ha ePEKTUIIHA AUCHYHKIMS HE ca IPOYYBAHHU.
[Mopaau Ta3u MpUYKMHA HE CE MPEHOPhUYBA M3MOI3BAHETO HA TAKUBA KOMOMHAIIUH.

IToHocuMoOCTTa KM MakCUMaTHATA 1032 OT 20 mg Moke Aa ObJie MO-HUCKA MPU MAIUSHTH B CTapyecKa
BB3pacT (>65 ronunu) (Bx. Touku 4.2 u 4.8).



Eonospemenna ynompeba na anrgpa-onoxepu

EnHOBpeMeHHOTO M3M0I3BaHe Ha anda-0okepu U BapaeHa(GUI MOXKe J1a TOBeIe 0 CUMIITOMaTHYHA
XHUIOTOHHS NIPY HAKOM MAIMEHTH, BCJICACTBUE HA Ba30AMIaTaTOPHUTE e(EKTH Ha JBETE JICKapCTBA.
EnHoBpeMeHHO JieueHue ¢ BapaeHad I TpsOBa /1a 3aM0vHE CaMo, aKO MAUEHTHT € ChC CTAOUITH3UPAHO
nedenHwue ¢ anda-omoxep. [Ipu Te3n marueHTH, KOUTO ca CTAOWITHY ¢ JIUeHHE ¢ anda-0okep, BapacHaduI
TpsiOBa Ja 3armovHe ¢ Hali-HUCKaTa MpenopbYBaHa HayaliHa 703a OT 5 mg GuiIMupanu TabiIeTKu.
Bapnenadun Moxe 51a ce mpueMa 1o BCSIKO BpeMe ¢ TaMCYJI031H Witk ¢ andy3o3ul. C apyrure anda-
0JIOKEepH € HEOOXOIUMO pa3lIeisTHe Ha TO3UTE BB BPEMETO, KOTaTo BapeHadUI ce mpuiara
€IHOBpPEeMEHHO (BX. Touka 4.5). [Ipu Te3n manueHTH, KOUTO Bede B3eMaT ONTHMAIHATA /1032 Bap/e a@n,
neyeHneTo ¢ anda-oaokepu TpsAOBa Aa 3arovYHe ¢ Hali-HUCKa J03a. [locTeneHHOTO MoBHIIaBaHE H aTa
Ha anda-0mokepa Moxe Ja ObJIc CBHP3aHO C MO-HATATHIITHO MOHMKABAHE HA KPHBHOTO HAJIATA 14
MAIMEHTH, PUEMAIIX BapAcHAPIII. o)

&
Eonospemenna ynompeba na CYP3A4 unxubumopu A
EnnoBpeMennara ynorpe6a Ha BapacHadwmi ¢ Momman CYP3A4 nHxubutopH, KaTo /é?)@aKOHaSOH u
KeTOKOHa30J1 (nepopaina Gopma), TpsOBa 1a ce U305rBa, Thil KaTO Ce MOJy4YaBaT MEOTO BUCOKU
TUIa3MEHH KOHIIEHTpAIMU Ha BapJeHa(uII, ako JIEKAPCTBEHUTE MPOAYKTH ce K&@ﬁHHp&T (Bx. Touku 4.5

u 4.3).
o

Mo:xe a 6b1€ He0OX0JMMa KOPEKIHs Ha 103aTa Ha BapAeHa(HII, aK ’e&tpymara €HOBPEMEHHO ¢
ymepenn CYP3 A4 uaxuOuTopH, KaTo epUTPOMHULIMH U KIApUTPO (Bx. Touku 4.5 u 4.2).

EnHOBpEeMEHHUAT NIpUEM Ha TpednippyT WIK COK OT rpeﬁmbp§ € OYaKBa Jia TIOBUIIN TIA3MEHUTE
KOHLIEHTpauuu Ha BapAeHadwi. KomOunanusra tpsOBa na-¢e n30srea (Bxk. Touka 4.5).

NS
Brusnue evpxy QTc unmepsana 9‘
JlokazaHo e, ue eqHOKpaTHaTa nepopanHa no3a oK N)Y mg u 80 mg Bapnenadpun yasmkasa QTc nntepsana
CHOTBETHO ChC cpenHo 8 u 10 msec (Bxk. Touka ). ChIno Taka eHOKpaTHHU 103K 0T 10 mg BapaeHabuI,
MpUIIOKEHH eqHOBpeMeHHO ¢ 400 mg ratu caruH (akTUBHO BemiecTBo ¢ mogoden QT edekr),
nokaspar gombiaHuTeneH QTc edekr ot 4@}660 B CPaBHEHHE C BCAKO OT TE3W aKTUBHH BEI[ECTBA
nootaenHo. Kinuanunoto 3navenne Ha@esn QT npoMeHH He e H3BECTHO (BXK. Touka 5.1).
KnuHn4HOTO 3Ha4YeHUE HA TO3U q);{f\ne € M3BECTHO M HE MOJKE J1a CE€ OTHECE 3a BCUUKH MALMEHTH [IPU
BCHYKH 00CTOSITENICTBA, Thil KATO\38BUCH OT HHIUBUAYATHUTE PUCKOBU (PAaKTOPH U TyBCTBUTEIIHOCTTA B
JlaZIeH MOMEHT U IIPH BCEKU O&H narueHT. JlekapcTBeHn MpoAyKTH, KouTo yasmkaBaT QTc
MHTEpBaJia, BKIFOUUTEITHO eHadu, e Haii-noOpe z1a ce U30ArBaT Npu MALUEHTH C PUCKOBH (PAKTOPH,
HaTmpuMep xnnoxanHeM@ pojieHo ynbmkaBaHe Ha QT nHTepBana; eTHOBpEMEHHO MPUIIOKEHHUE Ha
AHTUAPUTMHUYHU JIGKQ\CTBGHI/I MpOAYKTH Kiac 1A (Hamp. XMHUAMH, TpokauHamu ) uin kiac 11 (samnp.

aMHoJapoH, COT% .

Bauanue 6v pEHUENO

Hapyme a 3pCHUETO U CITyYau Ha HeapTepPHHUTHA HCXEMHUYHA ONTUYHA HeBponarus (non-arteritic
ische i{-eptic neuropathy (NAION)) ce cro0miaBart BbB Bpb3Ka ¢ mpueMa Ha Vivanza u nipyrua PDES

u opH. AHAJIN3W HA JAHHUTE OT HAOJIOJCHUETO ITOKa3BaT MOBHIIICH PUCK OT ocTpa NAION mpu
MBKe C epeKThiIHA AucyHKIus cien ekcrio3uius Ha PDES uaxuburopu karo BapaeHadui, Taganapui u
cwineHadui (Bx. Touka 4.8). Twil kKaTo TOBa MOXKe J1a € OT 3HAUYCHUE 32 BCHYKU NAIMeHTH, eKCIIOHUPAaHU
Ha BapJieHa( W1, TanMeHTHT TPSIOBa J]a ce MOCHBETRA Ja CIpe Jia B3eMa Vivanza i BeJHara ja ce
KOHCYJITHpA C JieKap (BK. Touka 4.3).

Brusanue 6vpxy Kopeenemo

In vitro mpoy4BaHHsATa C YOBEIIKH TPOMOOIIMTH MOKA3BaT, 4ye BapJAcHA(UI HE IPUTEKaBa
aHTUarperanroHeH e(ekT, HO MPH BUCOKK KOHLEHTPaLUH (IPEeBUILABAILY TEPAIIeBTUYHHTE), BapACHADIIT
NOTCHLUPA aHTHArPEeraluuoHHUs e()eKT Ha HaTPUEBUSI HUTPONIPYCHU, TOHOP Ha a3oTeH okuc. Ilpu xopa



Bap/eHa(WI HE BIIKSC BbPXY BPEMETO Ha KbPBEHE, CAMOCTOSITCITHO HIIM B KOMOWHAIIVSI C
AIeTHIICAITMITMIIOBA KUCeNnHA (BXK. Touka 4.5). HaMa HanmnyHa nHbopMaIys 3a 0€30IacHOCTTa Ciie]
MPUJIOKEHHUE Ha BapicHA(WI IPHU MAIMEeHTH ¢ KbPBEHE WM C aKTUBHA MenTHYHA 513Ba. Clie10BaTeIHO
BapjeHag i TpsiOBa Ja ce mpuiiara Mpy Te3H MAIlUSHTH CaMo CJIe]] BHUMATEIHA NIPEIeHKa Ha
CHOTHOIIIEHUETO T10JI3a/PHUCK.

4.5 BzaumopeiicTBHe ¢ IPYrd JieKAPCTBEHH NPOAYKTH M APyTru (pOpMH Ha B3auMojelicTBHe

BiysiHue Ha APy JeKapcTBEHU NPOAYKTH BbPXY BapaeHa(uiI

In vitro mpoyuBaHus:

Bapnenadun ce metabonu3upa npeIuMHO Upe3 YepHOAPOOHUTE eH3uMH nuToxpom P450 (CYP) b
nzodpopma 3A4, ¢ m3Becter npunHoc Ha uzopopmure CYP3AS u CYP2C. CnenoBarenno I/IHXHGQ%
Ha T€3U M30€H3MMHU MOTraT 1a HAMaJIAT KJIMPBhHCA Ha BapaeHadui. O&

. &
In vivo mpoyuBaHus:
EnnoBpeMennoTo npmnoxenune Ha HIV nporeazausat naxnouTop naanHaBup (800 PY IBTH THEBHO),
moteH CYP3 A4 unxuburop, ¢ BapaeHadpui (10 mg Gpunmupana tTadieTka) e 1oBelid 10 16-kpaTHO
noBumaBade Ha AUC Ha BapneHadui u 7-xpaTHo nmoBumaBane B Crax Ha Bap, un. Ha 24-tus gac
TUTa3MEHHTE HUBA Ha BapJeHa(IIT ca MOHWKEHH 10 MPHOIM3UTETHO 4% OT CHUMAaJHOTO IJIa3MEHO

HuBO Ha BapaeHaGm (Cmax). &®

nTeC

Ba IIBTH JHEBHO) BOJIH 11O

aBaHe Ha AUCy.24 Ha BapaeHadwmI,
€HCTBUETO € MOCIEICTBAE Ha

OT pUTOHaBUP, BUcokoakTuBeH CYP3A4

EnHOBpeMeHHOTO mpuiiokeHue Ha BapaeHadwi ¢ purorasup (600
13-kpatHo moBumaBaHe Ha Cmax Ha BapaeHahuI u 49-KpaTHO
KOraTo ce Ipujiara eIHOBpEMEHHO ¢ BapaeHadun 5 mg. B3a
OJIOKMpaHEeTO Ha YEPHOAPOOHHUS MeTab0IN3bM Ha BapAeH

HHXUOUTOP, KoiTo chino naxudupa CYP2C9. Putona HAaYUTEITHO yIBJDKaBa IMOTYKHBOTA Ha
BapaeHadun 1o 25,7 yaca (Bxk. Touka 4.3). ¢

EnHOBpeMEHHOTO NpUIIOKEHNE HA KETOKOHA3 0 mg), momen CYP3A4 uaxubutop, c Bapaenadu (5
mg) e nosesno 10 10-kpaTHO MOBUIIaBaHE H C na Bapaenadwun u 4-kpatHo noumaBaHe Ha Cmax Ha
BapaeHadun (Bx. Touka 4.4). Q\

Brnpeku ue cienuduaan npoyys BBPXY B3aHMOJEHCTBHETO HE ca IIPOBEACHH, IIPU €THOBPEMEHHOTO

n3non3Bane Ha MomHu CYP3 A4 yiiXuburopu (KaTo HTPaKOHA30J) MOXKE JIa CE OUaKBa MoJyyaBaHe Ha
TUIa3MEHH HUBA Ha Bap/AeHa 1/?0 ABHUMH C T€3H, MOJIYUYCHU ¢ KETOKOHa301. EMHOBpeMeHHaTa ynoTpeba
Ha BapacHA(WI ¢ MOIIHA A4 maxubuTOpH, KaTO UTPAKOHA30JI M KETOKOHA30JI (TIepopaiHa
yrnoTpeba), TpsioBa aa ¢ srBa (BK. TOUkHU 4.3 u 4.4). Ilpu Bp3pacTHU MbXKe HaJ 75-TOJUIIIHA BH3PACT
€HOBPEMEHHOTO H3W3Baﬂe Ha BapAeHA(HI ¢ UTPAKOHA30JI MJIM KETOKOHA30JI € MPOTHUBOIMOKA3aHO (BIXK.
Touka 4.3). Q)@

E,uHOBpeMeQG&o npuioxkeHne Ha epurpomunind (500 mg Tpu bTH JHEBHO), MomieH CYP3A4

WHXUAOUT BapaeHadun (5 mg) e noseno 1o 4-kparHo nosumasaHe Ha AUC Ha Bapaenadui u 3-
KpaTH \ﬁeBI/ImaBaHe B Cmax Ha BapaeHa(w1. Berpexu ye He € MPoBeX1aHO KOHKPETHO MIPOYYBAHE 3a

B3 efCTBUS, IPU €JHOBPEMEHHO NMPHJIOKEHUE Ha KJIAPUTPOMHUIIMH MOJKE /1a C€ 0YaKBa MOJ00HO
Biusinue Bpxy AUC u Crmax Ha Bapaenadmi. Korato ce nznonssa B komOunanus ¢ ymepen CYP3A4
MHXUOUTOP, KATO EPUTPOMULIMH HJIH KJIAPUTPOMULIMH, MOXKE /1a € HE0OXOIUMO J103aTa Ha BapAeHadwI aa
ce xopurupa (Bx. Touku 4.2 u 4.4). Humetnnun (400 mg 18a MbTH AHEBHO), HeCTIELU(UIECH TUTOXPOM
P450 nuaxuburop, Hsama Biausaue Bbpxy AUC n Crnax Ha BapAeHa(uI1, KOraTo ce npujara eJHOBPEMEHHO C
BapneHadwit (20 mg) mpu 3paBu JOOPOBOIIIIH.

CoxbT OT TperndpyT, KaTo cnabd nHXuOUTOp Ha MeTabom3ma Ha CYP3 A4 B upeBHaTa cTeHa, MOXe Aa
JIOBeJIe 10 YMEPEHO TOBHIIaBaHe Ha IUIa3MEHUTE HUBa Ha BapaeHadmi (BK. Touka 4.4).



dapmakoknHeTHKaTa Ha BapAeHadui (20 mg) He ce MOBIHABA OT €IHOBPEMEHHOTO NpuiiokeHue ¢ H2-
aHTaronucra paHutuauH (150 mg 1Ba IBTH JHEBHO), TUTOKCUH, Bap(hapHH, TTHOCHKIAMUI, aITKOXOJ
(cpemHO MaKCHMATHO ANKOXOJIHO ChIbp)KaHKe B KpbBTa oT 73 mg/dl) wim eqHOKpaTHU JO3M OT aHTUAILIU]
(Marse3ueB XUAPOKCUA/aTyMUHNAEB XUAPOKCU).

Bronpeku ue cienuGUIHE MPOyYBaHUSA BbPXY B3aUMOACHCTBUETO HE ca OMJIH MPOBEICHH 3a BCHUKU
J'IeKapCTBeHI/I HpOJIYKTI/I, HOHy.IIaHI/IOHHI/HIT q)apMaKOKI/IHeTI/I‘IEH AaHaJIN3 ITOKAa3Ba JIUIICA Ha ITOBJIIMABAHC HA
(hapMakOKMHETHKATa Ha BapjcHA(WI OT CICIHUTE JICKAPCTBA, IPUETH STHOBPEMEHHO:
aretTuicanuiiosa kucennaa, ACE-uaxuduropu, 6eta-6mokepu, ciadbu CYP3 A4 naxudburopw,

JMYPETHIIN ¥ JICKAPCTBEHU MPOAYKTH 32 JiedeHue Ha uabet (cyndaHumrypeitHu iekapcTsa u >
MeThopMuH). b
Bausnue Ha BapreHadUI BEPXY APYTUTE JCKAPCTBECHN IPOAYKTH '&
Hsma nannu 3a B3auMoJieiicTBUETO Ha BapAeHADMI 1 HeCTIEHUPUYHH (bocq)o;[HGCTepa3H1/Q&H6mopn

KaTto TeO(bI/IJ'II/IH WK JUITUPUAAMOJI.

(%

In vivo npoyuBanus )

B npoyuBane Ha 18 31paBu 706pOBOIIHM MBKE HE € HAOII01aBaHO TOTCHIMPAHCHa MOHMKaBaIINs eeKT
BBPXY KPBBHOTO HaJISITaHE HAa CyOJIMHIBAIHO MPHIOKEH HUTPOTTIUIIEPHH g), Koraro BapJeHadu1
(10 mg) e nmpuiIOKeH Ha Pa3IUYHU UHTEpBau OT Bpeme (oT 1 vac o 24 , Ipe J1a ce IpueMe

Jo03ata HUTporiuuepud. Bapaenadwn 20 mg punMupanu TabIeTKU pa XUIMOTEH3UBHUS e(heKT Ha
cyomuurBanuus HuTpormuieput (0,4 mg), B3et 1 nm 4 yaca cien leﬁome}mem Ha BapaeHadwI npu
3[paBH JIMIAa Ha cpeHa Bb3pacT. He e HabmromaBan edexT Bbp QBHOTO HaJsraHe, KoraTo
HUTPOTJIHMIIEPUH € TpUeT 24 Jaca cies NpUIoKEHHETO Ha e aTHa 703a BapaeHadpun 20 mg
¢unmupanu Tabnetku. Hama nadopmarys 3a Bb3MOKHO @OTSHIMPAHE HA XMIIOTCH3UBHHUTE e(DeKTH Ha
HHUTPATHUTE OT BapAeHA(DUI IPH MALUEHTH U cnez[OBaTengo CITHOBPEMEHHOTO HM3IIOJI3BAHE €
MPOTHUBOIIOKA3aHOo (BXK. Touka 4.3).

Huxopaunun e xubpua Mexay akTUBaTOp H BHTe KaHayu 1 HUTpart. [lopaau HUTpaTHaTa My
KOMIIOHEHTA CHIIECTBYBa BB3MOXKXHOCT 3a c 3HO B3aHMOJICHCTBHE ¢ BapAeHA(DUIL.

Tbit kKaTo MOHOTEpamnusTa ¢ anda- 6J101@ MOKe JIa IPUYMHHA U3Pa3eHo MOHMKaBaHe Ha KPBBHOTO
HaJIAraHe, CHEHaTHO OPTOCTATHYHAXHUIIOTOHUS U CHHKOII, TIPOBEJIEHH Ca MPOYYBAHHS BHPXY
B3aUMOJICHCTBHETO C BapaeHapH I‘ZB JIBE TIPOYYIBAHUS 32 B3aUMOJICUCTBHSI ChC 3/[PaBU HOPMOTCH3UBHU

no0poBoiy ciiex GopcupaHo vpaHe Ha alia-0JOKepUTE TaAMCYJIO3MH WIIH TEPA303HH 10 BUCOKH
JTO3H1 Ce CHhOOIIIaBa 3a XHII s1 (B HAKOW CITydayd CUMIITOMATHYHA) B 3HAYUTEIICH OpOH JIHIa clie
€ITHOBPEMEHHO ITPILIO Ha BapaeHadwi. Cpey muiara, JISKYBaHH ¢ Tepa303uH, € Habo1aBaHa 1mo-

YeCTO XUIOTOHHUS, K TO BapJeHa(MI U Tepa303uH ca MpUIaraH! HOBPEMEHHO, B CPAaBHEHHUE ChC
CIIy4yamure, KoraTw pPaHeTo € pa3AeeHo OT 6-4acoB MHTEPBAJ OT BpeMe.

Bw3 OCHOBaQG.p%ynTaTHTe OT IPOYYBaHUs HA B3aMOACHCTBHUETO, MPOBEACHU C BapJcHa(UI IpU
MAICHT oOpokauecTBeHa npoctatHa xunepmiasus (JII1X) Ha ctabuiHa Tepanus ¢ TaMCyJI031H,
Tepas iy andy303WH:

. Q orato BapaeHadw1 (punmmMupany TabiaeTky) e mpuinarad B 1o3u 5, 10 wim 20 mg nmpu crabuirHa
Tepanusi ¢ TAMCYJIO31H, HIMa CUMIITOMAaTHYHO TIOHIKaBaHe Ha KPHBHOTO HAJATaHEe, BBIIPEKU Ye
3/21 nexyBaHU C TAMCYJIO3MH MALIMEHTH Ca C IPEXOJHO CUCTONNYHO HAISATAHE B U3MIPABEHO
MOJIOKEHHE MO-HUCKO 0T 85 mmHg.

. Koraro Bapaenadun 5 mg (bunmupanu TablieTkn) € Mpriiarad eTHOBPEMEHHO ¢ Tepa303uH 5 Wi
10 mg, enuH oT 21 MalMEHTH € CbC CUMIITOMATUYHA OPTOCTATHYHA XUITOTECH3UsI. XUIIOTOHUS HE €
HaOro1aBaHa, Korato BapaeHaduin 5 mg 1 Tepa303uH ca MpHUJIaraHd ¢ MHTEpBaJl OT 6 yaca MEXIY
OTJICITHUTE JT03H.



. Koraro Bapaenadun (puamupanu TabIeTKH) € Ipuiaarad B 1034 5 unu 10 mg npu crabuiiHa
Tepanus ¢ andy303uH, HIMa CHMIITOMATUYHO TIOHW)KaBaHe Ha KPBHOTO HAJISITAHE B CPaBHEHUE C
mwiane0o.

CrenoBaTesHO €THOBPEMEHHOTO JIeUeHHUE TPsIOBa J1a 3aII04He caMo aKo MAMEHTHT € CTa0MIU3UPaH ¢
nedeHueTo ¢ anda-6nokep. [Ipu Te3n nanmeHTH, KOUTO ca CTa0MIIM3UPaHH C JiedeHne ¢ anga-oIokepH,
BapaeHa¢wu TpsiOBa Ja 3armovHe ¢ Hali-HICKaTa MpernophYBaHa HavyaidHa 03a 5 mg. Vivanza Moxe 1a ce
IpuIara o BCSKO BpeMe ¢ TaMcyio3uH i andy3o3us. C npyrute anda-6aokepu € HEOOX0AUMO J1a IMa
WHTEPBAJI OT BpeMe MEXIy OTICIHUTE I03H, KOraTo BapAcHa(ui ce mpeanicBa eJHOBPEMEHHO (BX.

TouKa 4.4). bfb

Hsima 3HaunMu B3auMoaeicTBuUs, Korato BapdapuH (25 mg), koiito ce MeTabonmzupa upe3 CY. , Wi
murokcuH (0,375 mg) ca npuitokeHn eTHOBpeMeHHo ¢ BapaeHadwmi (20 mg dunmupanu tad ).
OTHOcHUTeTHATAa OMOHATMYHOCT Ha TIHOeHKIIaMuT (3,5 mg) He ce TOBIHSIBA, KOTAaTO ¢IHO SHHO ¢
npuinoxxeH BapaeHaduia (20 mg). B cneunduyuHo npoyvBaHe Mpy NAUEHTH C XUIIEPTOHM, KBJETO
BapaeHadwi (20 mg) e IpUII0KEeH eTHOBPEMEHHO C HU(EAUITUH ChC 320aBEHO ocsg@masaﬂe (30 mg
nnu 60 mg), € yCTaHOBEHO JOIBIIHUTEIIHO PEAYLIPaHe Ha CUCTOJIMYHOTO HAJIATAHE B JIETHAJIO
nojoxenue ¢ 6 mmHg 1 AMACTONMYHOTO KPHBHO HAJISTAHE B JIETHAIO MOJOXKEHAE ¢ 5 mmHg,
NPUAPYKEHO OT MOBHIIABaHE HA ChpJeYHATa YecToTa ¢ 4 yaapa/MuH. Q\

Koraro Bapaenadun (20 mg ¢punmupanu TabiaeTku) U amkoxoun (cpe AKCHMAITHO aJIKOXOJTHO
cpabpkanue ot 73 mg/dl) ce npuemar 3aenHo, BapAeHADUI HE TIO upa eQeKTUTe Ha aJIKOX0Ja BbPXY
KPBBHOTO HaJSITaHE U Chp/CYHATA YeCTOTa U (papMaKOKUHETH BapaeHa(uI He ce IPOMEHSI.

Bapaenadun (10 mg) He mOTEHIMPa YIbJIXKABAHE Ha Bpen@(ga KbpPBEHE, TPUUMHEHO OT
aneTHIcaNMIIIoBaTa kucenusa (2 x 81 mg). ng\

Puonuryar
IIpenknMHUYHU TPOYYBaHMS NOKa3BaT JOIbJI JieH e(DeKT Ha MOHMKaBaHE Ha CUCTEMHOTO KPBHBHO
Haisrane, korato PDES naxuburopu ce ko upat ¢ puouuryar. B KMMHUYHU NpOyYBaHUS € T0Ka3aHo,

Y€ pUOLMIYaT IIOTEHLIHUPA XHHOTeH3MBHHr€%¢)eKTI/I Ha PDES unxuburopute. HiMa nanuu 3a
6IaronpuATeH KIMHAYEH e)eKT Ha KOMOMHAINATA B IPOYYBAHATA MOMyIaus. EnHoBpeMennaTa
ynorpeba Ha puoruryar ¢ PDES upfuburopu, BKIIOUUTETHO BapaeHadWI, € IPOTHBONOKa3aHa (BK.

Touka 4.3). \\

4.6 @epTHiIMTET, 6peNQQOCT " KbpMeHe

Vivanza ue e Hokasaa sa ynoTpe6a ot xern. HaMa npoydBaHus 3a NPHIIOKEHHE Ha BapaeHadmI npu
6peMeHHH xeHu. . )
Hsma Hannqmw{gﬁnn OTHOCHO (hpepTHIIHTETA.

47 E BBPXY CIOCOOHOCTTA 3a mogupaHe n padoTa ¢ MAIIUHA

Ha@@i)oseneHn MpoyYBaHUsA 32 €QEKTUTE BBPXY CITOCOOHOCTTA 3a modupaHe u padoTa ¢ MaIlIMHH.

Tl KaTO MPH KIMHUYHUTE MIPOYUYBAHUS C BapJeHa(MI ca HAOII0AaBaH! CBETOBBPTEK M HAPYILCHHUS B
3pEHHETO, MAIIMEHTHTE TPsIOBa 11a ca CUTYPHH Kak pearupaT Ha Vivanza, mpeau aa modupar wink padoTsT
C MaIlllMHH.

4.8 Hexenanu JiekapCcTBeHH PeaKIUH

Pesrome Ha npoduaa Ha 6€30mMacHOCT




Hesxenanute peakiiuu, ChOOIICHH B KIMHUYHY H3NUTBaHus ¢ Vivanza ¢unmupanu tabnetku win 10 mg
TaOJEeTKU, TUCTIEPTUPAIIHU CE B YCTaTa, OOMKHOBEHO ca OHMITM MPEXOHU U JICKH JI0 YMEPEHH IO CBOSATA
CBHITHOCT. Haii-uecTo chob1aBanara Hexenana JeKapcTBEHA PEaKITus, KOSTO ce € TosiBiiIa mpu > 10% ot
MAIMEHTUTE, € TJIaBO0OIIHE.

Cuuchk Ha HOKETAHUTE PEAKIIMK B TAOTMYCH BHIT
Hexenanute peakiuu ca u3dpoenu 1o yecrora no MedDRA: muoro uectu (>1/10), uectu (>1/100 no

<1/10), veyectu (=1/1 000 mo <1/100), peaxu (=1/10 000 go <1/1 000) u ¢ Heu3BecTHA YecToTa (OT
HaJIMYHATE JaHHW HE MOXE J1a Oblie HaIllpaBeHa OICHKA).

HpI/I BCAKO Ipynpane€ B 3aBUCUMOCT OT YECTOTAaTa, HCIKCIIAHUTC pCaKIuu CC I/I36pO$lBaT B HH3XOD§)CI{
10 OTHOLICHUC HA TAXHATa CCPHUO3HOCT. &Q

CpoO1aBar ce clIeJHUTE HeXKEJIaH! PeaKiuu: Q
Cucremo- MHuoro YecTu HeuecTn Penxu 0 | C HemsBecTHa
Opranen Kiac yecTH (>1/100 o >1/1000 0 | (=1/10 06’«30 4ecToTa

(= 1/10) <1/10) <1/100) <1/1 (oT HaNMYHUTE

\2\ JTAHHHU HE MOXeE Ja
2 ObJe HampaBeHa
,,& OIICHKA)
Nudpexuun u Q“'I KoHIOHKTUBUT
uHdecTaunu ,,fb
Hapyumienus Ha Anepr@% AneprudaHa
HMYHHATA OTOKY peaxius
cHCcTeMAa OHEBPOTH
Ilcnxuunmn Q\ Hapyenne BbesnokoiicTBo
HApYLIEHUsI A’O Ha ChHSA
Hapymenus Ha I'maBoGomue | 3am I@Y@ CbHIUBOCT Cunkon Mo3zbueH
HepBHATAa ‘%‘ ITapectresuss u | I'spu KPbBOU3JIUB
cucreMa @ JIN3€CTE3Us AmMHe3us
A IIpexonna

\\{_ HCXEMUYHA

,\0‘ aTakKa

AJ

Hapyumenus Ha Q 3pUTENHO IToBumeno HeaprepuntHa
o4uTe Q CMYIIICHHE BBTPEOYHO npeaHa
.e\ XunepeMus Ha | HalsraHe HUCXEMHUYHA
%) ouuTe IToBumena OIITUYHA
&Q) Hapymeno JaKpUMaIus HEBPONaTHS
O BB3MpPHUECMaHe 3purtenHu
’OQ Ha I[BETOBETE HapyIICHUs
@‘&' bonka u
Q muckoMdopT B
O4YnTE
dorodobus
Hapyumenus Ha Tunuryc Breszamnna riryxora
YXOTO H CBETOBBpTEXK

JIAOMPHHTA




Cucremo- MHoro Yectu Heuectn Penxn C HeusBecTHA
Opranen Kiac 4ecTu (> 1/100 mo (>1/1000 mo | (=1/10 000 no JecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (oT HaMYHUTE
JAHHU HE MOXe J1a
OB/l HarpaBeHa
OTICHKA)
Chpaeunn Crpueduene MuoxkapaeH BreszamnHa cMbpT
HApYyIIeHUs! Taxukapaus uH}papKT
Kamepuu
TaxXHapPUTMHAH (o)
Crenokapaus ,,b
CbaoBn 3auepBsBaHe XHUIIOTOHUS QV
HAPYUIICHUSI XUNEepTOHMUS Pal
Pecnnuparopnu, Hazanna 3amyx KpbBoTeueHue \V
TPbAHMA U KOHT€CTHS Konrectust Ha | oT HOca A;
MeIHACTHHAIHHA CHUHYCHUTE 2
HApyUIeHUs ~ %
CromamHo- Hucnencus T"actpo- \‘\O
YpeBHH e3odareanna sz\
HApYyIICHUSI pedaykcHa &®
Gonect Q
T'acTpur
CTOMam)@/—b
YPEBH
KOPEMHU
"
\\\%apm
OBpBIIIaHE
Q)’O T'anene
< Cyxota B
‘2‘ ycTara
XenaToOuauapHu @) IToBumenue IToBuiienue Ha
HApYyIIeHUs! {:\ Ha rama-TrJIyTaMHi
* TpaHCaMHUHa- TpaHcedepaszara
3UTE
Hapymienus Ha Q i Epurema Peaknus Ha
KO3KATa U Q O6puB (hoTouyBCTBUTE
MOJKOKHATA «e\ JIHOCT
TBKaH PN
Hapymenus {}v Bonka B repba
MYCKYJIHOS IToBumena
cKeJieT cepyMHa
cucy | KpeaTuH
CheAWHHMTEIHATA ¢dochoxunaza
ThKaH Mpmuanrus
IToBumen
MYCKYJIEH
TOHYC H
crasMu
Hapymienus Ha Xemarypust
0LOpennTe U
NMUKOYHUTE
MbTHIIA
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Cucremo- MHoro Yectu Heuectn Penxn C Henm3BecTHa
Opranen Kiac 4ecTH (> 1/100 mo (>1/1000 mo | (=1/10 000 no JecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (oT HaMYHUTE

JAHHU HE MOXe J1a
OB/l HarpaBeHa
OTICHKA)

Hapymenus Ha 3acusena IIpnanuzem Xemoparus B

BB3MPON3BOANTEJ epeKIUs NeHHnca

HATa CHCTeMA U Xemocrmiepmust

rbpaara 2D

Oomn Hepasnonoxe- | boiku B Q -

HAPYUIIEHUS U HHE BpPAUTE Q

edexTn Ha O&

MSICTOTO HA /\\

NPUIOKEHH e A

Onrcanve Ha N30paHU HEeXKETAHN PEAKIINH
XeMoparm{ B IICHUCA, XeMOCHepMI/IH u XeMaTypI/ISI ca CTJO6HIaBaHI/I B KJIIMHNY Oy‘IBaHI/ISI " KaTo
ﬁa

CIIOHTaHHO MOJYYEHH JaHHU OT MOCTMAapKETHUHTOBUSI IEPHOJ TPH yl'[OTpe Bcuuku PDES
MHXUOUTOPH, BKIIOUYUTEIHO BapAeHa(HIL.

ITpu no3a ot 20 mg Vivanza ¢punmupanu TabNeTKH MAIHEHTHTE B quecxa BB3pacT (>65-roauirHa
BB3pacT) UMaT Mo-BUCOKA YecToTa Ha riaBobdonue (16,2% crp ,8%) u 3amaiiBane (3,7% crpsiMo
0,7%) B cpaBHEHHE C MMO-MJIAIUTE TAITUEHTH (<65-TOaUIIIHA ? act). [lo nmpuHIMAI, YecToTaTa Ha
HEXEJIaHUTEe peakiuu (0coO0eHO ,,3aMaifBaHe’) € JIEKO HOB a TIpH MalUeHTH ¢ aHaMHe3a 3a

XUIICPTOHUA. g

U Clie/] pa3peiaBaHe 3a ynorpe0da Ha JeKapCTBEHUS
W HaOJIOZICHUETO HA ChOTHOIICHUETO MOJI3a/PUCK 32
MEIHATUCTH C€ U3UCKBA Ja ChOOIIAaBAT BCAKA M0I03UPaHa
TeMa 3a ChoOIaBaHe, mocoueHa B [Ipunoxenue V.

CrpoO11aBane Ha MOJ03MPaHHU HEKEIaHU PEAKIINH
Cro0I11aBaHeTo Ha TIOJI03UPAHU HEIKEIIAHU Pe
NPOIYKT € BaykHO. ToBa MO3BOJISABA 14 TIPO
JIeKapCTBEHUS IPOAyKT. OT MEAULIUHCKH
HEe)KeJIaHa Peakiysl ype3 HalluOHAIHA

O3MpaHe IpHu T0OPOBOIILM 103H 40 U BKItounTesHo 80 mg BapaeHadwu
HO ca ITIOHECeHU Ho0pe, 6e3 CepruO3HU HEeKENaHH PEaAKLIUH.

4.9 IIpemo3upane

B npoyuBane Ha exHOKpa
(punmupanu Ta6neTKI/I)®

Korato Bapaena OWJI1 PUIIOKEH B MO-BUCOKH J03U M MO-YECTO OT Mpenopbuanara yectora (40 mg

(Gunmupann TaBJeTKH 1Ba IBTH JHEBHO) ca ChOOIICHHU Cllydau Ha CHiiHa Ooska B rbpba. Tosa He €

CB'bp3aHO c yJTHA WJIH HEBPOJIOTHYHA TOKCHYHOCT.

B cny@&'aa npeIo3upaHe, ako € HeoOX0IUMO, TPSIOBA J1a Ce MPUIIOKAT CTAHJAPTHY MOJIbPIKAIH MEPKH.
qakBa ObOpedHaTa quann3a Jia yBeJIHdH KINpbhHCA, Thil KaTo BapAeHa(WI € CBbP3aH B roysMa

CTerleH ¢ TIa3MEeHUTE MPOTEUHH U HE Ce SIMMUHHPA 3HAYUTEIHO B YPHHATA.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1. dapmakoguHAMHYHH CBOIiCTBA

®dapmakoTepaneBTUYHa Tpyna: Y poJIOTMUHU CpelcTBa, JIekapcTBa, M3M0JI3BaHU NPU €PEKTUIIHA
muchynkums, ATC code: GO4BE09
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Bapnenadun e nepopanna Tepanus 3a mogoOpsiBaHe Ha epeKTHIHATA GYHKLUS IPH MBXKE C EpPeKTHIIHA
micyHKIMA. B ecTecTBeHM yCIOBUS, T.€. ChC CEKCYATHO CTUMYJIHpaHe, BapAeHa(pI Bb3CTaHOBSBA
yBpeAeHaTa epeKTHUIIHA (QyHKIMS Ype3 MOBHUIIaBaHE Ha KPBBHUS TOK KbM IICHHUCA.

Epexkunsara Ha reHuca e xeMoanHaMu4eH mporiec. [1lo Bpeme Ha cekcyamHO CTEMYJIHpaHe ce 0CBOOOXKI1aBa
a30TeH okcua. Tol akTUBHpa €H3MMa TyaHWIAT [UKJIa3a, BOJEII 10 MOBUIIIAaBaHE HA HUBOTO Ha
LIUKIUYHUS TyaHo3uH MoHO(pocdar (cGMP) B kopryc kaBepHO3yM. ToBa BOJIU 10 OTIYCKaHE Ha IIajKaTa
MYyCKyJlaTypa, KaTo 103BOJIsiBa [IOBUIIIaBaHE HAa MPUTOKA HA KpbB KbM Menuca. Husoro Ha cGMP ce
perynmpa oT CKOpOCTTa Ha CHHTE3 Ype3 TyaHWIaT [UKIa3a U 9pe3 CKOPOCTTa Ha pasrpaxiaHe, >
nocpenctsom cGMP xunponusupainu dpochoauecrepasu (PDEs). @b

5

Bapnenadun e momen u cenektuBeH naxuoOuTOop Ha cGMP cneruduanara pochoauectepa
(PDES), nati-axxnata ocdoauecrepasa B HOBEIIKHUSI KOPIYC KaBepHO3yM. Bapnenadun nBa edexra
Ha CHJIOTEHHUI a30TEH OKCHUJ B KOPIIYC KaBepHO3yM, kato naxubupa PDES. Koraro ce s\aenn a30TeH
OKCHJI B OTTOBOp Ha CeKCyaiHa CTUMyJanus, naxuoupanero Ha PDES ot Bapz[eHad’)génomxl JI0 MIOBUILIEHU
HuBa Ha cCGMP B kopnyc kaBepHO3yM. CIie/JOBAaTEIIHO, 3a JIa CE MPOSBIT MOJC3HUTE FEPANCBTUIHH
edexTH Ha BapaeHadui1, € HE0OOXOIUMO CEKCyalTHO CTUMYJIHpaHe. \‘\

ITpoyuBanus in Vitro ca noka3zasu, 4e BapacHapI MPUTEkKaBa MHOTOKD [I0-CUJIHO JIEWCTBHUE BBPXY
PDES B cpaBHenue ¢ npyru pocdonuecrepasu (>15-kpaTHO cipsmMo 6, >130-xpaTHo cripsimo PDEL,
>300-xpaTHo cripssmo PDE11 u >1000-kpaTtHo cripssmo PDE2, PDEQ E4, PDE7, PDES, PDE9 u
PDE10). ’O’b

[Ipu npoBeneHO n3cnenBaxe ¢ mwieTu3Morpadus Ha nennc@l&iScam) MIPH HAKOU MBXKE MO/ JCHCTBUETO
Ha 20 mg BapaeHadwn ome 15 MUHYTH cien nprema HaOroaBa epeKIus, TocTaThuHa 3a
nporukBane (60% purngaoct criopen RigiScan). 11, BAaHETO Ha TE3M JINIA OT BapieHaduI e
CTaTHCTUYECKH 3HAYNMO B CpaBHEHHE C pe3ynTaT1(be IpH 11a1e00 25 MUHYTH CIIE/ TPUEM.

Bapnenadun npudnHsiBa ymepeHo u Hpexoz@Q}zmHmKaBaHe Ha KPHBHOTO HAJSTaHEe, KOETO B IIOBEYETO
Cllydau He ce TposBsiBa KIMHUYHO. Cpen CTOHHOCT Ha MaKCUMAJTHO MIOHIKaBaHE Ha CUCTOIMYHOTO
apTepUaHO HaJATaHE B JIETHAIIO nonofkeHue ces npueM Ha 20 nim 40 mg BapaeHadui € CbOTBETHO 6,9
mm Hg npu 20 mg u 4,3 mm Hg npm40 mg B cpaBHeHune ¢ manedo. Te3n eQexTH ca B CbOTBETCTBHE C
Ba30IMJIATaTOPHUS epeKT Ha P WHXUOUTOPHUTE U BEPOSITHO CE€ IBJDKAT HAa OBUIIEHN HUBa HAa cGMP
B CHJOBUTE IIQJIKOMYCKYJTH] @s ku. EqHOKpaTHaTa MM MHOTOKpaTHA MEPOPaHU 103 Ha BapAcHapHI
1o 40 mg He BOAAT A0 KT bHO 3HaYMMH IIPOMEHH B €IIEKTPOKapANOTpaMara Ha 3paBh MBbKe
JO0GPOBOIITH. Q

JBO#HO-CIIAMI0, KPBEPOCAHO, pAHIOMU3UPAHO MPOYYBAHE C €AHOKPATHA 1032 MPH 59 3ApaBu MBKE
CpaBHSBA BITUSH @'Bbpxy QT wunrepnana na Bapaenadwt (10 mg u 80 mg), cunenadun (50 mg u

400 mg) Hna}ﬁ%. Moxcudmnokcarnus (400 mg) e BKIIOYEH KaTO aKTUBEH BHTPEIIEH KOHTPOJ.
Edexture QT unTepBana ca u3MepBanu 1 yac ciieq IpUII0KEHHUE Ha Jo03aTa (CPEAHO tmax 32
BapJieHa OcHoBHaTa 3a/1aya Ha TOBa MTPOyYBaHE € Jla e N3KIII0YH Mo-roisiM oT 10 msec edekr (T.e.
Ja ce ke nricata Ha eeKT) Ha eqHokpaTHa 80 mg mepopaiHa no3a BapaeHadm Bepxy QTc

u 7 B CpaBHEHHE C II1ale00, M3MepeH ¢ IpOMEHHUTE B KOpeKnoHHaTa (hopmysa Ha Fridericia
(QTtF=QT/RR1/3) oT u3x0AHOTO ChCcTOsIHKE A0 1-BUs "ac cieq npuema. Pesynratute Ha BapeHapII
nokassat yasmkaBane Ha QTc (Fridericia) or 8 msec (90% CI: 6-9) u 10 msec (90% CI: 8-11) npu n1o3u
10 1 80 mg B cpaBHeHue ¢ mnarebo u yasmkasane Ha QTci (Fridericia) ot 4 msec (90% CI: 3-6) u 6 msec
(90% CI: 4-7) npu no3u 10 u 80 mg B cpaBHEHHE ¢ TIAIE00, €UH YaC MO-KbCHO. [IpH tmax caMo
npomsiHata B QTcF 3a Bapmenadun 80 mg € M3BBH MPUETUTE TPAHUIIM HA TTpOoyIBaHETO (cTOMHOCT 10
msec, 90% CI (8-11)). KoraTo ce u3non3sa HHAWBUyaIHa KOPEKIIMOHHA (GOpPMYIa, HUTO €IHA OT
CTOHHOCTHTE HE € OMjla U3BBH rPaHHIIUTE.

B oTnenHo moctMapkeTHHTOBO Mpoy4BaHe mpu 44 31paBu JOOPOBOIIIHM eTHOKpATHH 03K oT 10 mg
BapaeHadwmt wiu 50 mg cunmeHadw ca mpuitoxkeHn eaHoBpeMeHHO ¢ 400 mg raTudiIoKcaH —
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nekapctBo cke cpaBHUM QT edekr. U Bapaenadun u cungenadun ca nokasanu HapacTBane Ha QTc
edexT (Fridericia) ot 4 msec (BapaeHadun) u 5 msec (cunaeHaduna) B CpaBHEHUE C BCIKO OT JIeKapcTBaTa
nootaenHo. KoHKpeTHOTO KIMHUYHO 3HavYeHue Ha Te3u QT mpoMeHH He € U3BECTHO.

JlonsaauTenHa MHGOPMALM OT KJIMHUYHYA W3NUTBAaHus ¢ BapaeHadmi 10 Mg TaOneTky, Aucneprupaliu
ce B ycrara

EdukacHoctra u 6e3omacHocTTa Ha BapaeHadun 10 mg TabieTku, qUCIeprupany ce B ycrara, ca
JTOKa3aH¥ MMOOTACITHO MPH IMIMPOKA IMOMYJIaus B IBE MPOyYBaHuA, BKItouBamy 701 panmoMusupanu
MAIMEHTH C ePEKTUIIHA TUCHYHKITUS, KOUTO ca JIEKyBaHu 110 12 ceamuiu. Pasnpenenenuero Ha ?
MAIMCHTUTE B MPEABAPUTEIHO ASPUHUPAHUTE TOATPYY OKPUBA NAIIMEHTH B CTapuecKa BL3pac§) %0),
TIAIEHTH C aHaMHe3a 3a 3axapeH nuabet (29%), nucoumunemust (39%) u xuneptonus (40%). Q

B cOopHuTe manHM OT ABEeTE M3NUTBaHMA ¢ BapaeHapun 10 mg TabneTku, AUCIeprupant Q ycTara,
IIEF-EF momeiin ckopoBeTe ca 3Ha4UMO MO-rojieMH 1pH BapAeHadun 10 mg tabneTku, wlicieprupay ce
B yCTaTa, CpsAMo Iiane6o. fbfo

71% OT BCUYKU CEKCYaJIHU ONUTH, ChOOIICHN B KIMHUYHUTE U3MIUTBAHUS, Ca q@ﬂemno MIPOHUKBAHE,
cpaBHEHO ¢ 44% OT BCHYKH OMUTH B Tu1anedo rpymnara. Te3n pesyaratu ca 3€HU CHIIO B MOATPYIUTE:
MIpH MAIMECHTH B CTapuecka BB3pacT 65%, mpu MarueHTy ¢ aHaMHe3a 3a peH nuader 63%, npu
MAIMEHTH C aHAMHEe3a 3a JUCIUNuaeMus 66% U Mpu NaIlMeHTH ¢ aHa a 3a xuneproHus 70% ot
BCHYKH CHOOIICHN CEKCYalTHU OITUTH Ca C YCIEITHO HpOHI/IKBaHe./bQ

Oxouo 63% OT BCHYKH CHOOIIEHN CEKCYaTH! OIUTH C Bapﬂe@n 10 mg TabneTky, AUCHEPTUPAIIH Ce B
yCTaTa, Ca yCHELIHH 0 OTHOLICHHE Ha MOIBPIKAHE Ha EREKIIMATA B CPABHEHHE C OKOIIO 26% oT BCUYKHU
m1ane60 KOHTPOIMPAHN CEKCYATHH ONTUTH. B npemaapn@mo neduHUpaHuTe moaArpynu 57% (manueHTn
B CTapyecka Bb3pacT), 56% (manueHTn ¢ aHaMHe3a 3 apeH auader), 59% (mauneHTH ¢ aHAaMHE3a 3a
nucunuaemusi) u 60% (manueHTH ¢ aHaMHe3a 3a§%§epT0Hnﬂ) OT BCUYKH CHOOIEHN OIUTH C
BapaeHadwun 10 mg TabneTku, AUCTIEPrupaIiu yCTara, ca yCIeUIHH 110 OTHOIICHHE Ha MOAIbpKaHEe
Ha epeKIusITa. (79)

S

Jonbnuurensa nHGOPMALKS OT KINHUIHA M3UTBAHUS

B xIMHUYHKTE U3NUTBaHUS Bap, gﬁbnn e Onn npunarad Ha moBede oT 17 000 Mbke ¢ epeKTUIIHA
muchynknus (EJl) Ha Bp3pac ny 18 u 89 roauHu, MOBEYETO OT TAX C MHOKECTBO MPHUAPYKABAILU
3abomsaBanus. Hag 2500 o TH ca OWJIM Ha Tepamus ¢ BapacHa(wI 3a 6 win mosede Mecerna. OT TAX
900 mamuenTa ca OuIH JQK aHu | roauMHa UM noBede.

[IpencraBenu ca J@‘}me IpyNHU MalUeHTH: MALHEHTH B CTapuecKa Bb3pacT (22%), maueHTH ¢
XUIEPTOHUSA (3,( , 3axapeH auadet (29%), ¢ ncxeMuyHa 00JIECT Ha CHPIIETO WIIH JIPYTH

CHpAEUHOC 1 3a0omsBanus (7%), xpoHrnuHa 6enoapobHa 6orect (5%), xunepaunuaemus (22%),
Jerpecu 0), paavKaigHa npocratekToMus (9%). B kimHMYHUTE pOyUYBaHUs He ca OWIIM NPEeICTaBeHU
JlocTa 0 ClleHUTe TPYIH: JIUIa B CTapyecka BB3pacT (> 75 roaunu, 2,4%) 1 MaleHTH ¢ ONpeieTeH:
Ch 0CBhII0BH 3a00msBaHus (BXK. Touka 4.3). He ca n3BbpIIeHn KIMHAYHA TPOYYBAHUS TPY NAIIMEHTH
cbe BabossiBanust Ha LIHC (c u3kiroueHune Ha rpbOHAaYHO-MO3BYHHU TPABMH), MAIIUEHTH C TEXKH ObOpedHn
WM YepHOAPOOHH yBpEeXKIaHUs, IPETHPIICIIN XUPYPIUIHN HHTEPBEHIIMY B 00JIacTTa Ha Tasa (¢
U3KJTFOUEHHE Ha MIAJIS1a HEPBUTE MPOCTATEKTOMUS ), TPAaBMa WIIH JIbUETEepanus 1 MOHWKEHO JTHOUI0 W
aHaTOMUYHU AedopMallii Ha IIEHUCA.

ITo BpeMe Ha OCHOBHUTE KJIMHUYHUATE TPOYIBAHUS JICUCHUETO ¢ BapAcHAPIIT ((GUIMUPAH TaOICTKH) €
JIOBEJIO JI0 IOJI00psiBaHe Ha epeKTiIHATa (YHKIWS B cpaBHEHHE ¢ miane6o. [Ipu Mabk Opoii manueHTH,
KOUTO Ca M3BBPIIMIIHU TOJ0B aKT 4 710 5 yaca ciie]] mpueMa Ha JIEKapCTBOTO, MIPOIEHTHT Ha MPOHUKBAHE U
MOJTbPYKAHE Ha ePEKIUATA € 3HAYUTETHO [T0-BUCOK B CpaBHEHHUE ¢ Tuiare0o rpymnara.
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[Ipu npoyuBanus ¢ pukcupana go3a (puiMuUpaHu TabJIETKU) Cpel MHPOKa MOIMyJIanus MbXe ¢ CPeKTHIHA
muchyskmms, 68% (5 mg), 76% (10 mg) u 80% (20 mg) OT NAIUEHTUTE Ca OCHIICCTBUIIN YCICIIEH ITOJIOB
akT (nmponukBanus) (SEP2), B cpaBHeHue ¢ 49% B rpynara c rane0o 3a mepruoj oT TpU Mecela Ha
npoyusaneTo. CriocobHoCTTa 32 oA bpxkane Ha epekiust (SEP3) B Ta3u mupoka momymamus oT JuLa ¢
epextuiHa quchyHkmms € 53% (5 mg), 63% (10 mg), 65% (20 mg) B cpaBaeHnE ¢ 29% MpH mIamedo.

Criopes1 cOOpHUTE JJAaHHU OT TOJIEMHUTE IPOYYBAHUS BEPXY €(PUKACHOCTTA, MAIIMEHTUTE C YCIICIICH MOJIOB
akT (IpOHUKBaHE) clie] yIoTpeOa Ha BapaeHadw1 ca OMITH KaKTo ClieiBa: IICHXOTCHHA ePeKTHITHA
muchyukuus (77-87%), cMecena epektuina quc@yHkuus (69-83%), opraHudHa epeKkTUIIHA anc@y%@ﬂ
(64-75%), HanperHana Bu3pact (52-75%), ucxemuuHo cepaedyo 3adossBane (70-73%),
xunepiunuaemus (62-73%), xpounyHa 6enoapooHa 6omnect (74-78%), nenpecust (59-69%) u H&HTH,
JIEKyBaHH €HOBPEMEHHO C aHTHXHUIEPTEH3UBHU cpecTsa (62-73%). o)

B xIMHWUYHO M3NUTBaHE NIPU MAIMEHTH ChC 3aXapeH nuadeTr BapaeHad I 3HAYUTEITHO ns*oGps[Ba
epexTHIIHATa QYHKIHSA, CIOCOOHOCTTA 3a MOJTyYaBaHe U MOIbpPKaHe Ha ePeKIns, JOEFaTHUHO
NPOJIBIDKHUTEIHA 32 YCIICIIEH MOJIOB aKT, U PUTUHOCTTA Ha TIEHUCA C JIO3H Bap/| Hf@wn Smgu 10 mg B
cpaBHeHHe ¢ mane6o. YectoTrata Ha MoyyyaBaHe M MOJAbPKaHE Ha €PEeKLIUs a 61% u 49% npu

10 mg, 64% u 54% mpu 20 mg BapaeHapIIT IpH TAIMEHTH, KOUTO Ca 3aBb W TPH Mecella JICUCHHE, B
cpaBHeHHE ¢ 36% u 23% mpu rpymara nanueHTy Ha mianedo. &

B knMHUYHO M3NMUTBaHE HA MALMEHTH CJIEA MPOCTATEKTOMHS, Bapquﬁpm 3HAYUTEJIHO OJ00psBa
epeKkTuiHaTa (YyHKIH, CTOCOOHOCTTA 3a TIoJy4YaBaHe U MOIIb Ha epeKIus, T0CTaTHhIHO
IIPOIBJKUATEIHA 32 YCIICLIEH TI0JI0B aKT, U pUTHIHOCTTA HA ca ¢ jo3u BapaeHadun ot 10 mg u 20 mg
B CpaBHEHHME C rpymnaTa Ha mianedo. Yectorara Ha MOy IGBJHC 1 IOJUIBPIKAHE Ha EPEKLIMA € ouna 47% u
37% npu 10 mg u 48% u 34% npu 20 mg BapaeHadn f@ﬂ MalUEHTHU C 3-MECEYHO JIEUEHHUE B CPAaBHEHUE
¢ 22% u 10% mpu marueHTUTe Ha 1Iare6o. ¢§‘

B KIMHUYHO M3NHUTBaHE C I'HBKAB PEKUM Ha I ?He IIpY MAIUEHTH C TPaBMa Ha TPhOHAYHHS MO3BK,
BapAcHADWIT 3HAYUTEITHO IMOJ00psIBa CKOPA 4 CPEKTHIIHA (hyHKIHS, CITOCOOHOCTTA 3a TOyJaBaHe U
MoJAbPKaHe Ha JOCTaThUHO npom)mxme@ﬂa EpeKIH 3a yCIIEIHO U3BBPIIBAHE HA TIOJIOB aKT U
PHUIHAHOCTTA Ha MIeHKca B cpaBHeHne Iuianeo. BposiT Ha mauueHTHTe, KOUTO ca Ce BbPHAIH KbM
aopmastaus ckop IIEF (> 26%) e gﬁ ¢ BapaeHaduI B cpaBHeHHE ¢ 9% Ha turane6o. Yectotara Ha
TIOBJIFSIBAHE 32 TOJTyYaBaHe U MOANGPIKaHe Ha epekius € 76% u 59% npu BapaeHadwm B cpaBHEHUE C
41% u 22% na ruiane6o npu r@eﬂTn, JIEKYBaHU TPU MECELA, KOETO € KIIMHUYHO U CTATUCTUYECKU
3HagnMo (p<0,001). Q

be3zonacHocrTa 1 e(b{?QaCHOCTTa Ha BapaeHa(uII ce MOAIbPKA B IPOABIDKUTEIHU IPOYYBAHHS.

Q

IMeanarpuyna @/nam/m
EBporneiickaIfiareHmus 1o JekapcTBaTa 0CBOO0KIABA OT 3aIb/DKEHHETO 3a MPEOCTaBSIHE Ha
pesynTar T MPOYYBAHMATA BHB BCHUKH HOATPYIIHN HA MEIMATPHUHATA MOMYJIAIHs IIPH JIeYeHIE Ha

epeKT& nmuchyHkms. BrxTe Touka 4.2 3a nH(pOpManus OTHOCHO yroTpeba B ienuaTpusTa.
S.S(I)apMaKommeanHn CBONCTBa

W3nurBanus 3a OMOCKBUBAJICHTHOCT MIOKa3BaT, ue BapacHaduna 10 mg tabaeTku, TUCIeprupaiiy ce B
ycTara, He ca OMOCKBUBAJICHTHU Ha BapaeHadwi 10 mg ¢punmupanu tabnerku. [1o Tasm npuynna

JICTIEprypanaTa ce B ycrara JiekapcTBeHa (hopma He TpsiOBa Jia ce U3IM0I3Ba KaTo EKBUBAICHT Ha
BapaeHadwi 10 mg GuIMUpaHu TaOJIETKH.

AOcopbuus
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[Ipu npunarane Ha BapaeHadun Gummupanu TadneTku, BapaeHadpui ce abcopoupa Obp30 ¢ MAaKCUMAaITHU
TUIa3MEHH KOHIIEHTPAIIMH, IOCTUTHATH TIPH HAKOM MBKe 15 MUHYTH CIie/i IEpOpaTHO TPUIIOKEHHE.
Brnpexu ToBa B 90% OT ciyyanTe MakCHMaTHUTE IJIA3MEHU KOHIIEHTpaluu ca nmocturdaru ot 30 mo 120
MHUHYTH (cpeHOo 60 MUHYTH) Clie/l IepopaiHO NpHIOKeHHE Ha rianHo. CpeaHaTta abcoyoTHa
OomoHanuIHOCT cien nepopainer npuem e 15%. Cnen mepopanuo mosupane AUC u Cmax Ha BapaeHadmI ce
MOBHUIIIABAT MIOYTH MPOTIOPIIMOHAIIHO HA J103aTa B MPEMOPHUBAHUTE TPAHUIIMA HA JO3UpOBKa (5 — 20 mg).

Korato Bapaenadmn ¢punmupanu TableTKy ce IpUeMarT ¢ XpaHa ¢ BUCOKO ChIbpyKaHUE Ha Ma3HUHU
(cpabpxamnia 57% Ma3HUHM), CKOPOCTTa Ha a0COpOIMsI € HamalieHa, ¢ TIOBHIIaBaHe Ha CPEIHOTO tm obl
yac 1 cpeana peayKuus Ha Crax oT 20%. AUC nHa Bapaenadun He ce nmoBnusia. Cien mpreM Ha X ,
cpapprkamma 30% Ma3HUHM, CKOPOCTTA U CTENIeHTa Ha abcopOuust Ha BapACHADUI (tmax, Cmax, A ece
IPOMEHSAT B CPAaBHEHUE C IPUIIOKEHUETO HA TJIaJHO. o)

Bapnenadun ce abcopbupa 6bp30 cien npuioxenue Ha Vivanza 10 mg tabierkuy, ﬂncﬁrnpamn ceB
ycrara, 6e3 Bosia. MenuanaTa Ha BpeMeTo 3a focTurade Ha Crax Bapupa MexIy 45 16/90 MuHyTH 1 €
NOJJO0HO WJIH JIEKO YABIDKEHO (¢ 8 10 45 MUHYTH) B CpaBHEHHUE ¢ QUIMUPAHHUTE Taéemn. Cpennara
AUC Ha BapaeHadui e yBenuueHa ¢ 21 10 29% (nmanueHTy Ha cpe/iHa Bb3pac allMEHTH B CTapuyecKa
BB3pact ¢ EJI) mmu ¢ 44% (mmmaau 3xpasu noOpoBonnn) npu 10 mg TabneTR@N\IUCTIEpTHpaIH ce B yCTaTa,
CpaBHEHO ¢ GUIMHUPAHUTE TAOIETKH, KATO PE3YITAT OT JIOKaJTHATa IMepo a abcopOImst Ha MaJIKoO
KOJIMYECTBO OT JIEKAPCTBOTO B yCTHAaTa KyxuHa. Hsima 3HaunMa pasi cpeanata Cmax MEXIY
JUCTIEPTHUPAIIUTE CE B yCTaTa TAOJIETKU U PUIMUPAHUTE TaGJ‘IeTK’I/bLQ

[pu unmuBuIM, npuemany BapaeHadun 10 mg tabnerky, a@mpamn ce B ycrara, ¢ borara Ha
Ma3HWHU XpaHa, He ¢ HaOmoaaBaH ehekT Bbpxy AUC U tyax HE BapaeHad i, 10kaTo Cmax Ha BapeHaDUI
e Ona HamaneHa ¢ 35% mpu npuem cien xpaHnene. Ha @aTa Ha Te3W pe3ynTartu BapaeHadwr 10 mg
TabJeTKU, TUCTIEPTUPAILH CE B YCTaTa, MOTaT Ja 65@ WEeMaHU ChC WK 0e3 XpaHa.

Axo BapneHadwmr 10 mg TabneTku, AUCIIEpPru ce B ycTara, ce nmpuemMar ¢ Boga, AUC HamansiBa ¢
29%, Cmax OCTaBa HEIIPOMEHEHA M MeIHaHa tmax C€ CKbCsiBa ¢ 60 MUHYTH, CPAaBHEHO C ITpHeMa 0e3
Bona. Bapnenadun 10 mg tabnerkw, nncs@prnpamn ce B ycraTa, TpsiOBa ja ce mpuemar 06e3 TeUHOCT.

Pasnpenencane &

CpenHuAT cTaioHapeH 066M? asnpezescHue Ha BapaeHadui e 208 1, koeTo moka3Ba pasnpeaescHne
B ThKaHHUTe. BapaeHadwn OBHUAT OCHOBEH MeTabomuT (M1) ca 3HaUUTETHO CBBP3aHHU C TIa3MEHUTE
MPOTerHHU (TIPUOTU3UT 5% 3a Bapaenadun winu M1). 3a Bapnenadui, kakto ¥ 3a M1, cBbp3BaHeTO
C IPOTEHHUTE € He3 CHUMO OT 00II1aTa JIeKapCTBEHA KOHIICHTPAITHS.

B®B3 ocHOBa Ha & aHWUATa Ha BapJeHa(II B ciepMaTa Ha 37jpaBu Juia 90 MUHYTH ciiell TpueM Ha
J103a, B cnepMaK a TTIAIMEeHTUTE MOKe Aa ce ycrtaHoBu He moBede ot 0,00012% ot npuioxenara go3a.

BHOTpaHod&Maunﬂ

B ¢ BbB puiMupaHuTe TAaOIETKH ce MeTaboIM3Mpa PEAUNMHO B UepHUS P00 TOCPEACTBOM
mutéxpom P450 (CYP) uzodopma 3A4, c nzBecten npunoc Ha CYP3AS u CYP2C uzodopmu.

[Ipu xopa raaBHUAT UPKyIHpai MeTadonuT (M1) e IpoayKT OT Ie3eTUIMPAHETO Ha BapAeHA(DUI U €
0OEKT Ha MO-HATATHIICH META00IN3bM C TUIa3MEH eIMMUHALMOHEH MTOMYKUBOT OT MPUOTU3UTETHO 4
yaca. Yactu o M1 ca o ¢popmara Ha TIFOKYpOHHIU B CUCTEMHATA IUPKyIanus. MetaboautsT M1
mokasBa (ochoanrecTepaseH celeKTHBEH IPOo(UIL, TI0H00eH Ha BapAeHa(HI, U iN VItro akTHBHOCT KBM
dbochoauecrepasza tum 5 ot npubH3UTEIHO 28% B CpaBHEHUE ¢ BapaeHadWII, BOJEI IO TPHUHOC KbM
edpuKacHocTTa OT 0KOJI0 7%.

15



CpeaHuT TepMUHAJICH MOy )KUBOT Ha BapAeHA(HI TP MalmeHTH, npueMainy Vivanza 10 mg rabierkwy,
JMCIIEPTHPAIH CE B yCTaTa, € B paMKuTe Ha 4 — 6 yaca. ENMMUHAIIMOHHMAT MOTYKUBOT Ha MeTa0O0IHTa
M1 e mexnay 3 o 5 gaca, mo106HO Ha U3XOJHOTO JIEKApCTBO.

EnvMmunupane

ToTanHUAT TeJECeH KIUPBHC Ha BapaeHadui e 56 1/h ¢ pe3ynraHTeH TepMUHAICH MOJIY)KUBOT OT
npuOan3uTeNHO 4-5 vaca. Criei mepopaiHO MPHUIIOKEHHE BapaeHA(UI Ce SKCKPETHPa KaTO METa0OIUTH
npenuMHO Upes (ereca (mpudmmsurenHo 91-95% ot npunokeHaTa /103a) U B TI0-MaJlka CTETICH B ypUHATa

(mpubnusuTenHo 2-6% oT mpuiokeHaTa 03a). bfb
dapMaKOKWHETHKA TP CHECIUATHU TPYIU MAIUECHTH QQ
Ilayuenmu 6 cmapuecka 8v3pacm A
YepHOIpOoOHUSAT KIUPBHC Ha BapieHaduiI npu J0OpOBOIIIH 34paBU MBXKeE B CTapyecKa B T (65

TOJIMHU ¥ TIOBEYE) € HAMAJICH B CPABHEHHUE ChC 3paBUTe Mitaau 100poBoiH (18 — 45 rejrnu). Mbxete
B CTapyecKa Bb3pacT, MpueMaIiy BapaeHadi1 puaMupanu Ta0iNeTKy, ©Mat cpez[Ho’gyo mo-Bucoka AUC
u 34% mo-Bucoka Cmax B CpaBHEHHE C MJIAIUTE MBKe (BXK. Touka 4.2). o

AUC u Cmax Ha BapaeHA(QWIT IIPH HAIMEHTH B cTapUecka Bh3pacT (65 roan MOoBEYE), IPHEMAIIIH
BapaeHauI TabJICTKH, TUCTICPTHPAIIY CE B YCTaTa, ca MOBHUIIEHH ¢ 31 % u 16 10 21%, CHOTBETHO B
CpaBHEHHE C MAIUCHTUTE Ha Bh3pacT 45 ToJuHu U no-mManko. He ce Ba KyMYJIUpaHEe Ha BapAcHa(UI
B IUTa3Mara IpY NMAIMeHTH Ha Bh3pacT 45 U Mo-Mallko TOAWHU WU Y TIOBEYE TOJIMHH CIIe]T
€IHOKPATHO JHEBHO Mpruiarane Ha BapaeHaduin 10 mg Ta6neT1;g‘b Tieprupaniu ce B ycrara, 3a 10 gau.

bvopeuno ygpescoane Q

IIpu 1oOGPOBOIIH € JIEKO IO yMEepeHO OBOPEUHO YBpE ¢ (kpearmaMHOB KIHPBHHC 30 — 80 ml/min),
(hapMakoKHHETHKaTa Ha BapjeHadu e mogodHa Ha OJIHATA TpyNa ¢ HopMaliHa ObOpevHa (QYHKITHUSL.
[pu mo6poBoIH ¢ TeXKO OBOPEUHO YBpEKAAHE aTMHUHOB KIupBhHC < 30 ml/min), croiiHOCTTa Ha
AUC e nmoBumtena ¢ 21% u crorinoctra Ha Cp, oHmKeHa ¢ 23% B cpaBHEHUE ¢ J0OpOBOIIHUTE Oe3
6b0peuHo yBpexnane. He e HabmonaBana CTHYECKHM 3HAYMMa Kopeianus MeXTy KpeaTHHHHOBHS
KJIIMPBHC U €KCIIO3ULUATA Ha Bap)leHa(pI/m@Q C u Cmax) (BX. Touka 4.2). @apMakOKMHETHKATa Ha
Bap/eHaduII He € IPOyYBaHa NPU NALKEHTH, HyXKIaeli ce OT auanu3a (BK. Touka 4.3).

Yeprodpobno ysepedcoane ‘i'
[Ipu manmeHTH € JI€KO 10 yMe % yepHoapoOHO yBpexnaHe (Child-Pugh A u B) knmupbsHCHT Ha
BapAcHAPWIT € OMIT HaMa MTOPIIMOHATHO Ha CTETICHTA Ha YePHOAPOOHOTO yBpexaane. [Ipu
MAIEeHTH C JIEKO YBpe (Child-Pugh A) croiinoctute Ha AUC 1 Ciax Ca MOBHIIEHN CHOTBETHO 17%
u 22% B cpaBHEHHE 3apaBaTa KOHTposHa rpyna. [lpu manuentu ¢ ymepeHo yBpexaane (Child Pugh
B) croiinoctute HEAUC 1 Crax ca moBHIIeHH cOTBETHO ¢ 160% 1 133%, B cpaBHEHHE ChC 3/paBara
KOHTPOJIHA TP XK. Touka 4.2). @apMakOKHHETHKATa Ha BapAcHADUIT IPH TMAITUSHTH C TEKKO
yBpeaeHa 4 npo6Ha ¢ynkuus (Child-Pugh C) ve e npoyuBana (Bx. Touka 4.3).

enHa nHpopMaIus

e in vitro mokasBar, 4e He MOTaT Ja ce U3KI0YaT ePekTH Ha BapAeHaDHII TI0 OTHOIIEHHE Ha IMOo-
qyBETBUTEIHU OT TUTOKCHH CyOCTpaTH Ha P-rimukonpotent. JlaburaTpan eTeKCHIaT € mpumMep 3a
BHCOKOYYBCTBHUTEJICH CYyOCTpaT Ha P-rIMKONpoTerH B YepBara.

5.3 TlpenkIuHWYHYU JaHHM 32 0€30MACHOCT
HexnuHUYHUTE TaHHY HE MOKa3BaT 0COOCH PHCK 3a Xopa Ha 0a3ara Ha KOHBEHIIHOHAJHUTE

(hapMaKoJIOTHYHH POYYBAHUS 32 OE30MACHOCT, MPOYYBAHHS 38 TOKCUYHOCT MPH MHOTOKPATHO
IIpujIaraHe, FeHOTOKCUYHOCT, KapLIMHOT€HEH ITOTEHIUAIL, PEIPOAYKTUBHA TOKCUYHOCT.
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6. OAPMAIIEBTUYHU JAHHA
6.1. Cnucbk Ha NOMOIIHHUTE BELIeCTBA

Sapo Ha TabneTkaTa:

Kpocnosunox

Marsnesues creapar

MuxkpoxkpucTaita 1enyno3a

Cununyes THOKCHI, KOJIOUACH 0e3BOJICH

DUIMOBO OKPUTHE:
Maxkporoxn 400

Xurnpomenosa

Turanos muokcun (E171)
Kenesen oxcun, xuaT (E172)
Kenesen oxcun, uepsen (E172) )

6.2. HecbBMeCTHMOCTH \2\\‘\

Henpunoxumo Q/&

6.3 Cpok Ha rogHoOCT ,O@Q

3 roguHu sz\OQ
&

6.4 Cnelma.mm YcdioBusa HaAa CbXpPaHEHUE ¢
To3u JICKAPCTBCH MPOAYKT HC N3UCKBa CHCHH@ YCJI0BUA HA CBbXPAaHCHUC.

6.5 Bwuagu chabpxkanue Ha onakonka@

o

bmuctepu ot PP/anymunneso (I)OJI\Igf\B KapTOHEHa KyTus 1o 2, 4, 8, 12 u 20 tabneTku.

He Bcuuku BU0BE OMaKOBKHU @T Ja ObJaT mycHaTH Ha Ha3apa.
6.6 Cneuuaanu npe,@&ml MepKH NpU U3XBbpJsHE

Hsama cnenuanau I@{;KB&HI/ISI 3a U3XBBPJISHE.

&

7. 1T KATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Ba?@(G
51368 Leverkusen

I'epmanus
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8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA
EU/1/03/249/001-004, 013

EU/1/03/249/005-008, 014
EU/1/03/249/009-012, 015

9. JATA HA ITbPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PAZPEIIEHUETO 3A

YIIOTPEBA Q)’O
Hara Ha mbpBO paspemaane: 04 mapt, 2003 1. &QQ
Hata na mocienno nonuossiBane: 04 maprt, 2008 T. AQO
10. JATA HA AKTYAJIUBUPAHE HA TEKCTA Q/’bfo
\‘\
o

[Monpo6Ha nHpopManus 3a TO3H JEKAPCTBEH MPOIYKT € npenocmmr@}& yeOcaiita Ha EBporneiickara

areHIus 10 JieKapcTBaTa http:// www.ema.europa.eu @Q
(
Q
O
Q>
R
2
<
<
OQ*
A
L
S
O
K
3
<
O
R
ot
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1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Vivanza 10 mg Ta0ieTku, AUCIIeprupaliy ce B ycraTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Besika Tabnerka, qucieprupaiia ce B ycrara, chabppika 10 mg sapaenadmn (vardenafil) (kato
XUAPOXIIOPHT). bfo

ITomoriHY BerecTra: 2
7,96 mg copouron (E420) u 1,80 mg acnapram (E951) Ha TabmeTka, qucneprupaiia ce B ycafﬁ.

3a IBJIHMS CIIUCHK HA TIOMOIIIHUTE BEIECTBA BUKTE TOUKa 6. 1. \\Q
3. JIEKAPCTBEHA ®OPMA \‘\QJ
TabmeTka, mucnieprupaiia ce B ycrara @Q\

benu xpbrim tabneTku Q/&

4, KIMHNYHU JAHHUA Q®
4.1 TepaneBTHUYHH MOKA3aHHS ng\o

Jleyenue Ha epeKTHIHA AUCHYHKLINS IPH BB3pac MBbke. EpexTiiiia qucyHKIMs € HeBb3MOKHOCTTA
Jla Ce MOCTUTHE WK MOALbPKA EPEKLUS Ha TIE , He00X0IMMa 32 YCIELIeH MOJI0B aKT.

3a na Ob71e edekruBHa Vivanza, e Heo6xcx@5Mo CEKCYaJIHO CTHMYJIHpaHe.

4.2 Jl0o3UpoOBKA M HAYHUH HA MPHI0KeHHE

gO3I/I[20BKa @

Vivanza 10 mg Ta6ieTkH, @epmpanm ce B ycraTa, He ca OnoexsuBaneHTHr Ha Vivanza 10 mg
(unmMupany TabIeTKu (Qg ouka 5.1). Makcumannarta 103a 3a Vivanza tabnieTka, Tucreprupaiia ce B
ycrara, ¢ 10 mg/J:[eH\z\

Ynompeba npuﬁ@pacmﬂu Mvorce

Vivanza 10 a0JeTKu, TUCTIepPTUpallly ce B YCTaTa, ce MpHeMaT CIope. HyKAUTE MPUOIU3UTETHO 25
o 60 MI/I% MpEIU CEKCyalHa aKTUBHOCT.

Cng@mu nonyaayuu

Hayuenmu 6 cmapuecka 6v3pacm (> 65-co00uwina ev3pacn)

He ce n3uckBaT KOpeKIUM Ha J03aTa IIPU MBXKE B CTapuecka Bh3pacT. BrIpeku ToBa eHO YBEIHMUEHUE Ha
no3ara 0 Mmakcumym 20 mg Vivanza ¢puamupany TabieTku TpsioBa 1a 6b/ie BHUMATETHO OOMHUCIIEHO B
3aBHCHMOCT OT MHIMBHAyaJlHaTa MOHOCUMOCT (BX. ToUKkH 4.4 1 4.8).

Yeprnodpobno yepexcoane
Vivanza 10 mg ta0ieTku, AUCTIEPrUpPaIIX Ce B yCTaTa, He ca MOKa3aHH 3a yrnoTpeda KaTo HavallHa 103a
IpHU MaLUEeHTH ¢ JIEKO yepHoapoOHO yBpexkaane (Child-Pugh A).
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[MTanmeHTHTE C yMEPEHO YePHOPOOHO yBpEkKAaHe TPsOBa a 3anovHar JieueHueTo ¢ Vivanza 5 mg
¢unmupanu TabieTku. Bp3 0ocHOBa Ha MOHOCHMMOCTTa M €(pUKACHOCTTA J03aTa MOKe 1a Ob/ie MMOBUIIICHA
1o Vivanza 10 mg wiu 20 mg dpunmupanu tadierku win Vivanza 10 mg Tabnetku, IUcrepripaniy ce B
ycraTta.

MakcumaiHaTa npernopbyBaHa J03a Mpy MalueHT! ¢ yMepeHo 4yepHoapoOHo yBpexxaane (Child-Pugh B)
e Vivanza 10 mg mox popmaTa Ha (punMupanu TabaeTku (BK. Touka 5.2).

Vivanza 10 mg ta0bieTku, AUCTIEprupalin ce B ycTaTa, He TpsOBa Ja ce M3M0I3BaT NPH MAlUSHTH C
ymepero (Child-Pugh B) u texko ueproapoono yspexaane (Child-Pugh C; Bx. Touka 4.3).

(
Bvbpeuno yepeacoane @b

He e HeoOxoauMa KopeKIys Ha J03aTa PH NalUeHTH C JIEKO A0 YMepeHo ObOpedHo yBpexaa

IIpu marueHTH ¢ TeXKO ObOPEedHO YBpexkaaHe (KpeaTHHUHOB KiupbHC <30 ml/min) TpsOBa MUCITH
3a HavasHa qo3a Vivanza 5 mg punMupanu tabaeTku. B3 0CHOBa Ha MOHOCHMOCTTA U € CHOCTTA
J03ata Moxe Jia Obe moBumena ao Vivanza 10 mg u 20 mg ¢punmupanu TabIeTKH Hnm\(l anza 10 mg
Ta0JIETKH, TUCICPTUPAIIH CE B yCTATa. ’0

Jucneprupaiiara ce B ycrara tabnerka Vivanza, He TpsOBa Ja ce H310J3Ba P _IalieHTH ¢ KpacH
cTanuii Ha ObOpPEeYHa HEJOCTATHYHOCT (BXK. TOUKa 4.3). \‘\

Ileduampuuna nonyrayus

Vivanza TabieTku, TUCIeprupaly ce B ycTara, He ca IoKa3aH! 3a I TH noJ 18-rojuiiHa Bb3pact.
Hsma moxxonsiy nokaszanus 3a ynorpeda Ha Vivanza tabnerku, eprupaiy ce B ycraTa, Ipu Jema u
FOHOIIH. >

Ynompeba npu nayuenmu, ynompebssawu opyau rexapc g npoOyKmu
Eonospemenna ynompeba na ymepenu unu MOwHu uquQNnopu na CYP3A44

HeoOxonnma e kopekuus Ha 103aTa BapaeHadun H%%}IOBPGMGHHa yrnoTpeba Ha yMEpEeHH WA MOIIHU
unaxubutopu Ha CYP3A4 (Bxk. TOuka 4.5). Q

Hauun Ha npunoxeHue @Q)

3a nmepopasHO MPUIOKCHHE.

Tabuerkara, JUcneprupaia ce B ycraid, TpsoBa Jja ce II0CTaBH B yCTaTa BbPXY €3HKa, KbAETO Ts Obp30
1Ie ce pasmajiHe, ¥ cIe]l TOBa Ja cesApermpTHe. Vivanza TabaeTky, JUCTeprupanii ce B ycTaTa, TpsoBa 1a
ce nmpuemar 0e3 TeUHOCT U HellQ \gﬁCTBeHo CJIe]] M3BAXKIAHETO UM OT OJIMcTepa.

Vivanza tabnetku, zmcnepr@u ce B ycTaTa, MoraT Jia e IpHeMaT ChC WM 0e3 XpaHa.

4.3 Hponmormnca%(a&

CBp’BX‘I}mCTBHTG%@)é KbM aKTUBHOTO BEIIECTBO WJIM KbM HSKOE OT IIOMOITHHUTE BEIIECTBa, H30POCHHU B
Touka 6.1. &

Ennope OTO MPUJIOKEHHUE Ha BapaecHA(UI C HUTPATH WM JIEKAPCTBA, OCBOOOXKIaBAIIH a30TCH
OKCH 0 aMIJT HUTPHT) MO BCSIKaKBa popMa, € TIPOTHBOTIOKa3aHo (BK. Touku 4.5 u 5.1).

Vi&za € MPOTHBOINOKAa3aHa MPH MallMeHTH, KOUTO UMAT 3ary0a Ha 3peHHEeTO Ha €THOTO OKO, BCJIECTBHE
Ha HeapTepUUTHA NpeHa ucxemuyHa ontuuHa HeBponatus (NAION), He3aBUCHMO AajIM TO3U €NU30/ €
CBBP3aH WK HE C MPE/IIEeCTBaIa eKCIO3UIIMs Ha HHXUOUTOp Ha pocdoanecrepasza 5 (PDFS) (Bxk. Touka
4.4).

JlekapcTBEHH MPOAYKTH 3a JICUCHUE HA ePeKTHIHA AUCHYHKIUS 110 MPABHUJIO HE TPSAOBA Ja Ce U3ION3BAT
IIpH MBKE, IPHU KOUTO HE Ce TPENophyuBa CEKCyaTHa akKTUBHOCT (HampuMep MaIMeHTH C TeKKH
ChPJEYHOCHIOBH HAPYIICHUS, KAaTO HECTAOMIIHA CTCHOKAP U HITH TeXKKa ChpIeYyHa HEJOCTAThYHOCT
[Hroitopkcka xapamosoruana acormarus (New York Heart Association) I wmm IV].
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besonacHocTTa Ha BapieHaUII HE € U3MUTBAHA IIPU CICIHUTE TPYIH MAIlMEHTH U CJIeIOBATEIIHO HEroBaTa
yrnoTpeba e MPOTHBOIOKAa3aHa, JIOKaTo He Ce TOJIYYH JOITBIHUTEITHA HHPOPMAIHSL:
- Texko uepHoapooOHo yBpexxaane (Child-Pugh C),
- KpaeH cTaJuii Ha ObOpeYHa HeJOCTaTHYHOCT, KOSTO Hajlara Auaimsa,
- XUMOTOHUSA (KpBhBHO Hajsrade < 90/50 mm Hg),
- aHAMHECTUYHU JIaHHHM 32 TpeKapaH CKOPO WHCYJIT WM MUOKapieH HHPaPKT (TIpe3 MocIeTHATE
6 Mecena),
- HecTaOMIIHAa CTEHOKAap/AUs ¥ M3BECTHHU BPOJICHH JET€HEPaTUBHN HApYIICHUS HA PETHHATA, KaTo

MUTMEHTEH PETHHHT. b’b
2,

Ennospemennara ynorpe6a Ha BapaeHadui ¢ Mmomaute CYP 3A4 nHXuOUTOPH KETOKOHA30I I/IQ
UTpaKoHa30JI (mepopasiHa hopma) € MPOTUBOIIOKA3aHA ITPH MB)KE Ha BB3pacT Haxd 75 rounm@

EnnoBpemeHnHoTO M3non3Bane Ha BapaeHadwi ¢ HIV nporeaznun mHXUOUTOPH KaToO pms\aBnp "
WHIWHABHP € MPOTHUBOTIOKA3aHO, THi KaTo T¢ ca MHOTO MOIIHA HHXHUOUTOPH Ha CY%@M (Bx. Touka 4.5).

Ennospemennoro npuiarane Ha PDES nHXxuOutopy, BKIIOUNTETHO BapAcHA ryaHunaT-IUuKIa3Hu
CTUMYJATOPH, KaTO PHOLUTYAT, € IPOTUBOIOKA3aHO, ThIl KATO TOBA MOXKE WYMHHA CUMIITOMaTH4YHA
XUMOTOHHS (BXK. TOUKa 4.5). &

4.4 CpneuuajHu npeaynpe:kaeHUs U MpeIna3Hu MepKH MpH )Qg(peﬁa

Hpenn Ja C€ 3alI0YHC MCAUKAMCHTO3HO JICUCHHCE, € H606XO)1 a C€ CHEMC aHaMHE3a 1 1a CE€ U3BbPIIN
KIIMHWYCH IPETJICH, 3a Ja C€ JUAarHoCTulpa epeKTI/IHHaTWC YHKIOUA U Ja CC OIMPEACITIAT
MOTCHUOHAIIHUTE IMTPUYHNHHU 3a 3a00JIIBaHETO.

[Ipenu na ce 3ano4YHe KaKBOTO U Ja € JIeYEHHE Ha &THHH& JTUCQYHKIIHS, JICKapuTe TpsiOBa Ja B3eMar
[0/ BHUMaHUE ChbPACUHOCHAOBUA CTATyC HA T € MAaIlMeHTH, Thi KaTo ChILIECCTBYBA CTEIICH HAa PUCK OT
CTpaHa Ha CHPUETO, CBHP3AH ChC CCKCYATHATA AKTHBHOCT (Bx. Touka 4.3). Bapnenadun npurexana
CHAOPA3UIUPSIBAIIM CBOWCTBA, KOUTO Bo;[»fsuo JIEKO ¥ MPEXO0IHO MOHMKaBaHE HAa KPHBHOTO HAJSITaHe (BXK.
touka 5.1). [lauueHTy ¢ neBokamepHa QOCTPYKLKS Ha KPBBHHUS TOK, HAIP. Q0PTHA CTEHO3a U
WAMoNaTHIHA XUTNepTpordHa cy0adpTHa CTeHO3a, MOTaT J1a ca YyBCTBUTEHU KbM JIEHCTBHETO HA

Ba30WJIATATOPH, BKIIFOYUTEITHO, OJlMeCTepa3Hu HHXUOUTOPH THIT 5.
CpobmaBar ce cepuo3Hu GZHOC’LL[OBI/I CHOUTHS, BKJIFOYUTEIHO BHE3AIIHA CMBPT, TAXUKAPAUS,
nH(papKT Ha MUOKapa, PUKyJIapHa TaXUAPUTMUS, CTEHOKApIUs U LepeOpOBaCKyIapHH HAPYIICHUS

(BKJTFOUHMTEITHO TIPEXOHHA NCXEMUYHA aTaka M MO3bUeH KPhBOU3JIMB) BbB BpeMeBa Bpb3Ka ¢ BapaecHa(uII.
[ToBeuero marue '@%g KOHTO ca JIOKJIAJBaHU TE3U CHOMUTHS, Ca UMAJIU NMPENIIeCTBALIN ChbPACYHOCHIOBU
PHUCKOBH cbaKToQ He e Bp3MOKHO, 00aue, 1a ObJie OKOHYATEIHO yCTAaHOBCHO, Jall TE€3U CHOUTHS ca
MIPSIKO CBBP C HAKAaKBH PHCKOBH (DakTOpH, C BapeHA(HI, ChC CEKCyallHaTa aKTHBHOCT I C
KOMOHMHa OT TE3M WU IpyTu GaKTopu.

H%BGHHT&: MPOAYKTH 3a JICUCHHE Ha epeKTIIIHA AUCPYHKINS TPAOBa 1a ce M3MOI3BAT BHUMATEITHO
npuNaIMeHTy C aHaTOMUYHA JieopMalvsi Ha NieHrca (KaTo aHryJiaius, kapepHo3Ha Gpuoposa mwim 6osect
Ha Peyronie) wiu npu ManueHTH, KOUTO UMAT ChCTOSHHUS, TIPEPA3Moaraiiy KbM MpUanu3bM (Kato
CBhPIOBUIHO-KJIEThYHA aHEMUSA, MYJITUIIJICH MUCTIOM HUJIU HeBKeMI/ISI).

be3omacHocTTa 1 C(l)I/IKaCHOCTTa Ha KOM6I/IH3.LII/II/I or Vivanza Ta6H€TKI/I, Aucnieprupamniu ce€ B ycrara, u

Vivanza ¢unvupasy TabIeTKH WK APYTH JeKapcTBa 3a JIUeHe Ha ePEKTHIIHA TUCOYHKIHS HE €
n3nuTBaHa. Cle0BaTeHO HE ce MPerophyuBa U3MOJI3BAHETO Ha TAKMBA KOMOMHAIHH.
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IMoHocuMocTTa KbM MakcuManHara no3a ot 20 mg Vivanza ¢gunmupanu TabiaeTku Moxe aa ObJie mo-
JIolIa MPH MalUeHTH B CTapyecka Bb3pacT (>65-roauirHa Bb3pacT) (Bxk. Touku 4.2 u 4.8).

Eonospemenna ynompeba na anga-onoxepu

EnHoBpeMeHHOTO M3MoN3BaHe Ha aida-0iokepy U BapaeHapII MOXKe J1a JOBEe 0 CHMITOMATHYHA
XUTIOTOHHUS TIPY HAKOM TAIlMeHTH, TIOHEXEe U JABETE JeKapCTBa ca Ba3oamiaTaropu. EnHoBpeMeHHO
JeyeHne ¢ BapJieHaduI TpsOBa Ja ce 3armoyHe caMo, ako MalUeHTHT € CTaOWIIM3NpPaH ¢ JedeHne ¢ anda-
onokep. [Ipu Te3u nauneHTH, KOUTO ca CTAOMIHHM C JieueHue ¢ anda-oiaokep, BapacHaduI TpsOBa a
3arovHe ¢ Hali-HUCKaTa MpernopbhYBaHa HavyalHa /1032 OT 5 mg ¢punmupanu Tadnerkn. [lanuentute Ha
nedenue ¢ anda-6mokepu He TpsiOBa ma m3nonssar Vivanza 10 mg tabieTku, TUCTIeprupalu ce B y Tega,
KaTo HayasHa Jo3a. Bapaenagun Moxke 1a ce mpuema mo BCSIKO BpeMe C TaMCyJIO3HH WU ambyw@
npyrure anga-o61okepu € He0oOX0MMO pa3/IeisIHE Ha JI03aTa BbB BPEMETO, KOTaTo BapAeHa(UIL

TpuIara eAHOBPEMEHHO (BK. Touka 4.5). Ilpu Te3u manueHTH, KOUTO Beue B3eMaT ONTUMU3 ?
BapaeHaduI, ieueHneTo ¢ anda-6yiokepu TpsiOBa J1a 3amoyuHe ¢ Hai-HuCcKa go3a. [locrene 0
MOBHIIIABAHE HA J|03aTa Ha ajda-0okepa Moxke 1a 0bJie CBbP3aHO C MO-HATATHIITHO nom}‘xaBaHe Ha
KPBBHOTO HaJIsITaHe TPH MaIWeHTH, TpUEeMaIiy BapaeHaduiI. rb’o
Eonospemenna ynompeba na CYP3A4 unxubumopu “Z
EmnoBpemennara ynorpeda Ha BapAeHahHI ¢ MOIITHA HHXUOUTOPH HA CYPQ\\?KaTo HATPaKOHA30 H
KETOKOHa30:1 (IepopaiHa ¢popMa) TpsaOBa 1a ce u30srBa, Thil KaTo ce 1Mo BaT MHOTO BUCOKH TIIa3MEHHU
KOHIICHTpAIIMU Ha BapJeHa(uII, aKo JIEKAPCTBEHUTE MPOAYKTH €€ KO npart (Bx. Touku 4.5 u 4.3).

J03a

Mosxe nma 0b11e HeoOXoIMa KOPEKITHs Ha J03aTa Ha Bapz[eHa(by&?%) ce TIpuiIara eIHOBPEMEHHO ¢
ymepenu CYP3 A4 uaxubutopu, KaTto epuTPOMHUIIMH U Knaplg niuH (BX. Touku 4.2 u 4.5).

OuakBa ce ¢JITHOBPEMECHHUST NPUEM Ha rpednppyT Uil @cox OT TpeinpyT J1a MOBHIIH TUIA3MEHHUTE
KOHIICHTparuu Ha BapaeHadun. Kombunanusra Tps a ce m30sTBa (BX. Touka 4.5).

&
Edexmu evpxy QTc unmepsana (o)
JlokxazaHo e, ye eAHOKPATHUTE NIEPOPATHU ot 10 mg u 80 mg BapaeHadmn yasmxasat QTc
HWHTEpBaJIa ChOTBETHO CHC CPEIHO 8 msecxa\ 0 msec (Bx. Touka 5.1). ChbIll0 Taka eTHOKPATHHU A03H OT
10 mg BapaeHadu, NpriIoKeHN eaHOEPgMeHHO ¢ 400 mg ratudiokcalut (aKTHBHO BELECTBO C
nono6en QT edexr), mokassat porEsHuTeneH QT edekT OT 4 msec B CpaBHEHHE C BCAKO OT TE3H

AKTHUBHU BCUICCTBA ITOOTACIIHO. HUYHOTO 3HAYCHHUC HA TC3U QT HpOMeHI/I HC € U3BCCTHO (B)K. TOYKa
5.1).

Kiuanynorto 3HaueHue H Haxo4Ka HE € U3BCCTHO KM HC MOJKE 1da CC OTHECEC 3a BCUYKU MAIUCHTH IIPpU
BCUYKHU O6CTO$ITC.HCTBa, KaToO 3aBUCU OT I/IHZII/IBI/II[yaHHI/ITe pI/ICKOBI/I (l)aKTOpI/I nu T-IyBCTBI/ITe.HHOCTTa B

JlaZleH MOMEHT M MpY RCEKH OTJIENIeH MalleHT. JlekapcTBeHr mpoayKTH, KouTo yasmkaBaT QTc
WHTEpBaa, BKIOUELEnHo BapaeHadui, e Haii-1o0pe Aa ce n30sAreaT Npy NalueHTH ¢ PUCKOBU (QaKTopH,
HanpuMep XU neMHus, BpoJeHO yabrkaBane Ha QT nHTepBana, €AHOBPEMEHHO IPUIIOXKEHHE Ha
AHTUAPUTM JIEKapCTBEHU NMPONYKTH Ki1ac [A (Hamp. XxuHUANH,IpokauHamu ) uinn kiac 11 (samp.
aMHOADOH, 0TaJoN).

E 8bPXY 3PEHUEmo

Hapymenns Ha 3peHHeTo U ciyyan Ha He-apTepuuTHa ucxeMuuHa ontudaa HeponaTtust (NAION) ce
ChOOII[aBaT BHB BpBh3Ka ¢ npremMa Ha Vivanza u apyru PDES uHxubutTopu. AHATU3U HA TAHHUTE OT
HaOIOCHUETO TIOKa3BaT moBuieH puck ot octpa NAION mnpu MBxe ¢ epeKTHITHA TUCOYHKITUS CIIET
excrio3uiust Ha PDES unaxuburopu kato Bapaenadwi, tanaitadun u cunaeHadun (Bx. Touka 4.8). Toit
KaTo TOBa MOXE J]a € OT 3HAYCHHE 32 BCUYKU MMAIMEHTH, EKCIIOHUPAHH Ha BapJicHA(MII, TAIIMEHTHT TPIOBa
Jla ce TIOChBETBA, Y€ B CIIydail Ha BHE3AIMHO HAPYIICHHE HAa 3pEHUETO TPsOBa 1a cripe npruemMa Ha Vivanza,
TUCTICPTUPAIIH CE B yCTaTa Ta0JIETKH, M BeIHATA J1a c€ KOHCYJTHpA ¢ JeKap (BX. Touka 4.3).
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Edhexmu 6vpxy xvpeenemo

In Vitro u3MUTBaHUATA C YOBEIIKHM TPOMOOIIMTH MOKA3BAT, Ye BapacHA(UI He MPUTEKABA AHTHATPETAHTEH
e(eKT, HO TIPU BUCOKH KOHIICHTpAIMH (IIPEBUIIIABAIIN TEPANIEBTHYHUTE), BapeHA(WIT TOTCHINPA
AHTHArperaHTHUsS e()eKT Ha HATPUEBUS HUTPOIIPYCHUJI, TOHOP Ha a30TeH okuc. [Ipu xopa BapaeHadwmwt He
BJIMSIC BBPXY BPEMETO Ha KbPBEHE, CAMOCTOSATEITHO WM B KOMOWHAIUS C alleTUIICATUIIIIOBA KUCETHHA
(Bx. Touka 4.5). Hama nHamnaaa nHGOpMAaIus 3a 0€301acHOCTTA CIIe IPIIIOKCHIE Ha BapAeHADHIT IPH
MAIMeHTH C KbPBEHE WJIM ¢ aKTHBHA MenTUYHA si3Ba. ClieIoBaTe)IHO BapaeHaduI TpsOBa Ja ce npujara
IIPY TE3U MAIIMEHTH CaMO CJIC/I BHUMATEIIHA TPEI[CHKA Ha OTHOIIICHUETO 0133/ PHCK.

Acmapram

Toga nekapctBo chabpka 1,80 mg acmapram BB Besika 10 Mg aucnieprupariiia ce B ycrara TadJieT,
AcmnapTtaMbT € U3TOYHHUK Ha (peHnnanaHuH. ToBa MOKe /1a € HaBpeAH Ha MAalUeHTH ¢ (DeHUIIKET ust
(PKU), psamko reHeTHYHO 3a00JIsBaHe, TP KOETO Ce HaTpyNBa (GeHMIAIaHuH, Thi KaTO OpT: BT HE

MOJKE JIa TO OTAEIS IPABUITHO. \\Q
Copburon (o}
ToBa nexapcTBO chabpka 7,96 mg copouron BbB Besikal0 mg aucneprupamia ceéaga’?TaTa TabeTka.

4.5 B3aumoaeiicTBHe C APYTH JIeKAPCTBEHU MPOAYKTH U APYTH q)opm@ B3anMMo/ieiicTBUe

BiusiHue Ha APYTH JIEKAPCTBEHU MPOAYKTH BbPXY BapaeHa(ua &
In vitro usnuTBaHus 2

Bapnenadun ce MeTaGou31pa PeNMHO upe3 depHoapobHnTe, EgstMu uroxpom P450 (CYP)
uzodpopma 3A4, ¢ usBecTeH nmpuHoc Ha uzopopmure CYP3A YP2C. CnenoBareaHo HHXUOUTOPUTE
HA TE3U M30CH3MMHU HAMAJISIBaT KIIMPHHCA HA Bapz[eHacpHnO

In vivo m3nuTBaHus

Ennospemennoro npunoxenue Ha HIV mpoteasn \»HXH&/ITop naauHasup (800 mg TpHu IBTH THEBHO),
mouieH CYP3A4 unxuburop, ¢ BapaeHadpun &’g‘ ¢unMupanu TabIETKH) € A0BeNo 10 16-KkpaTHO
nosumasane Ha AUC u 7-KpaTHO MOBUIIIAB Cmax Ha BapaeHadwit. Ha 24-tus yac rura3MeHUTe HUBA
Ha BapJeHa(uI ca MOHWKESHU npn6m/13m@ﬂo 10 4% 0T MaKCHMaJIHOTO TUIa3MEHO HUBO Ha BapAeHa(HI

(Cmax)-
A

EQHOBpEMEHHOTO MPUIOKEHUE %‘&'apneﬂa(bnn ¢ putonasup (600 mg 1Ba MTH THEBHO) BOJHU 0
13-kpaTHO MOBHUIIIABaHE HA Cn%u 49-xpatHo noBumaBane Ha AUCo.o4 Ha BapaeHadui, KoraTo ce
npujara e IHOBpeMEHHO C Hadwmt 5 mg. BzanMoaeCTBHETO € TTOCIIeCTBIE Ha OJIOKHPAHETO Ha
YepHOIPOOHHS MeTabo Ha BapieHadui1 oT puToHaBUp, BUcOKoakTHBeH CYP3 A4 naxuburop, KoiTo
CBIIO MHXHOMpa CY@C . PutoHaBup 3HAUMTENIHO yABIKaBa OMYKUBOTA Ha BapacHadui 1o 25,7 yaca
(k. Touka 4.3). @)

Ennospeme 0 IpuiIokeHne Ha ketokoHa301 (200 mg), momeH CYP3 A4 unxuburop, ¢ BapaeHadui
(5mg)e 70 10 10-xpatHo noBumasane Ha AUC u 4-kpatHo noBumaBaHe Ha Crax Ha BapAeHapHI

(BX. T&sﬁea 4.4).

BL%:KI/I 4ye crieun(pUIHN U3MUTBAHUS BbPXY B3aUMOJCHCTBUETO HE ca IPOBEICHHU, IPH €AHOBPEMEHHOTO
n3nonsBane Ha MomHU CYP3 A4 nuxuburopu (KaTo UTpaKOHA30J1) MOXKE Ja CE 0YaKBaT IJIa3MEHU HUBA
Ha BapJieHa( w1, CpaBHIMH C T€3H, MOMYUYCHU C KeTOKOHa30J1. EnmHoBpeMenHara ynorpeba Ha BapaeHadu
¢ Mo CYP3 A4 unxubutopu, KaTo UTPaKOHA30J1 U KETOKOHA30J (TepopaiHa Gopma), TpsiOBa aa ce
n30srBa (Bk. Touku 4.3 u 4.4). [Ipu Bp3pacTHH MBKe HaJl 75-TOAUIITHA BB3PACT € THOBPEMEHHOTO
W3II0JI3BaHEe Ha BapAcHADIII ¢ HTPAKOHA30JI MJIM KETOKOHA30JT € TIPOTHBOIIOKA3aHo (BXK. Touka 4.3).

EnHoBpeMeHHOTO npuiioskeHue Ha eputpoMuiuH (500 mg Tpu mbTH JHEBHO), MoiieH CYP3 A4
HHXUOUTOP, ¢ BapaeHapmI (5 mQ) e noseno g0 4—kpatHo noBumasane Ha AUC u 3-KpaTHO TTOBUIIIaBaHE
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B Cmax Ha BapaeHadm1. Berpekn de He e MpoBeXJaHO KOHKPETHO U3MHUTBAHE 32 B3aUMOACHCTBHS, IPU
€IHOBPEMEHHO MPUIIOKEHHE Ha KJIAPUTPOMUIIMH MOXeE Jia c€ 04akBa ogoOHo BiusHue Bhpxy AUC n
Cmax Ha BapaeHadmi. Koraro ce nznonssa B komOuHanus ¢ ymepern CYP 3A4 uaxubutop, Kato
EpUTPOMHUIINH WK KIAPUTPOMHLIMH, MOXeE Ja € He00X0AUMO J03aTa Ha BapleHadui ga ce kopurupa (Bx.
TOUKH 4.2 u 4.4).

Humernann (400 mg nBa mbTH JHEBHO), HecienupuueH TUTOXpoM P450 uaxubuTOp, HIMa BIHSIHUE
BbpXY AUC u Cnax Ha BapaeHa(HII, KOTaTo Ce Mpuiiara eIHOBPpEMEHHO ¢ BapaeHadui (20 mg) npu
31paBu JOOPOBOJIIIH.

CoxbT OT rpeindpyT, kaTo ciad naxuduTop Ha Metabonmsma Ha CYP3A4 B upeBHarTa cTeHa, MO@
JIOBEJIE 10 YMEPEHO MOBUIIIaBaHEe Ha IJIa3MeHUTe HUBA Ha BapaeHadui (Bx. Touka 4.4). &

dapmakoknHeTHKaTa Ha BapaeHadui (20 mg) He ce MOBIHsIBA OT €IHOBPEMEHHOTO MPUIT ue ¢
H2-anTaronucra parutuaus (150 mg 1Ba mbTH JHEBHO), TUTOKCUH, BapdapyH, FHI/I6CH1€\3.MI/I}1, AIKOXO0J
(cpemHo MakCUMaTHO aTKOXOIHO ChAbpKaHKUE B KPBbBTA OT 73 mg/dl) mim eqHOKpaTfith 103U OT aHTHAITHT
(Marue3ueB XUAPOKCH/aTyMUHUEB XUIPOKCHU). @/'S)

Brnpeku ue cnenuduaHr M3NUTBAHUS BbPXY B3aUMOJAEHCTBHETO HE ca Ou OBEJICHU 332 BCUYKH
JIEKapCTBEHU MPOTYKTH, MOMYIAMOHHUAT (PapMaKOKUHETHYEH amnn&mga JIMIICA Ha TOBJIHMSBAHE Ha
(hapMaKOKHHETHKaTa Ha BapJcHA(UI OT CIEIHUTE JIEKAPCTBa, PUET MECTHO: alleTUJICATUIIIIOBA
kucenuHa, ACE-unxuburtopu, 6era-6mokepu, cnadbu CYP3A4 unx OpHU, JUYPETULH U JIEKAPCTBEHU
MIPOIYKTH 3a JIeUeHHe Ha auadet (cyndaHumypeiHu JeKapcTBa ;53;&: hopMuH).

Bimsnue Ha BapieHad W BEPXY IPYTHTE JIGKAPCTBEHH nppm%‘
Hsima maHHM 32 B3aUMOJIEHCTBHETO Ha BapaeHA(DIII 1 e@ﬂeumbnqﬂn dhochoamecrepasan HHXUOUTOPH
KaTO TCOPIITUH W TUTHPUIAMOI. é‘

. &
In vivo m3nuTBaHus (o)
B m3nutBane mipu 18 3apaBu 1o6poBoIn M# He ¢ HaOJI01TaBaHO TTOTCHIIMPAHE Ha TIOHUKABAIIIHS
e(eKT BbpXy KpbBHOTO HaJISITaHE HA cy6n@;rBaJ1Ho npuioxeH HuTpornuueput (0,4 mg), korato
BapaeHadui (10 mg) e npunoxkeH Ha pa3IMYHK HHTepBaM oT BpeMe (ot 1 yac 10 24 yaca), mpeau ja ce

prieMe fo03ata HuTpornuiepuH. Bapaenadpmr 20 mg ¢punmMupanu TaOIeTKH MOTEHIIUPAT XAITOTEH3UBHUS
edexT Ha cyOnuHrBaiHus HuTpoWiEieput (0,4 mg), B3er 1 wim 4 yaca ciex NPUIOKCHUETO Ha

BapeHadWII IPH 3PaBH JIU penHa BB3pact. He e HaOmonaBan epekT BbpXy KPBBHOTO HAJSTaHE,
KOTaTO HUTPOTJIUIIEPUH € 4 gaca cJie]] IpUJI0KeHUeTO Ha eTHOKpaTHa 103a BapaeHadwmi 20 mg
¢dbuimMupany TabJIeTKH. nH(popMaIus 32 Bb3MOXXHO OTEHIIPAaHE HA XUITOTeH3UBHUTE e(eKTH Ha

HUTPATUTE OT Bap)le WIT TIPU TTAIHEHTH U CIICIOBATEIHO SAHOBPEMEHHOTO M3MO3BaHe Ha Vivanza
TabJIeTKH, zmcne%@p M CE B yCTaTa, M HUTPATHU € MPOTHBOMOKA3aHO (BXK. Touka 4.3).

Huxopang @J(I/IGpI/I)J MEXy aKTHBATOp Ha KalIMEeBUTE KaHAIH U HUTpar. [lopanu HuTparHara my
KOMHOHeu&LmeCTByBa BB3MOXHOCT 33 CEPHO3HO B3aUMOJICHCTBHUE C BapAeHA(ILI.

Ts%\gfo MOHOTepanusTa ¢ anda-0Iokep MOXKe J1a IPUYHMHH U3PA3EHO MMOHWKABAaHE HAa KPHBHOTO
HaJIATraHe, OCO6CHO OpTOCTAaTUYHA XUIIOTOHHA U CUHKOII, IPOBCACHH! Ca U3NIUTBAHUA HA
B3aMMO/ICHCTBUETO ¢ BapjcHabu. B 1Be npoyuBaHus 3a B3aUMOJICHCTBHS ChC 37paBH HOPMOTCH3UBHHU
nmobOpoBoy cienl hopcupaHo TUTPUPAHE Ha anda-OI0KepUTe TAMCYIIO3MH WIH TEPa303UH 10 BUCOKH
JI03H1 Cce ChOoOIIaBa 3a XUIIOTOHUS (B HAKOW CIy4ad CHMITOMATHYHA) IIPH 3HAUYUTEIIeH Opoii OT
JIOOPOBOIIUTE CIIeN €THOBPEMEHHO IMPIIIOKeHUe Ha BapaeHadwit. Cpen iuiaTa, JeKyBaHU C TEPa303UH, €

HaOII0JaBaHa MMO-4eCTO XAMIOTOHMS, KOTaTo BapAeHa(HII ¥ TePa303HH ca MPUIIaraHd eJHOBPEMEHHO, B
CPaBHEHHE ChC CIIydanuTe, KOraTo JO3UPAHETO € paseieHo OT 6-4acOB HHTEPBAJI OT BpEMeE.
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B®3 ocHOBa Ha pe3ynTaTHTe OT U3MUTBAHUS HAa B3aUMOACHCTBHETO, IPOBEICHU C BapAeHa(UI mpu
HalUeHTH ¢ JoOpoKauecTBeHa npocTaTHa xurnepruiasus (JII1X) Ha mocTosiHHA Tepanus ¢ TaMCyJIO31H,
Tepa303MH WIH aln(y3031H:

. Korato Bapaenadun (hunMupanu tabiaeTku) e npuiarad B 1o3u 5, 10 niam 20 mg npu crabuina
Tepanusi ¢ TAMCYJI031H, HIMa CUMIITOMAaTHYHO TOHIDKAaBaHEe Ha KPBbBHOTO HAIATaHE, BBIIPEKU Ue
3/21 nexyBaHU C TAMCYJIO3MH MAIMEHTH Ca C MPEXOHO CUCTOJMYHO HAISATAHE B H3MIPABEHO
MOJIOKEHHE MO-HUCKO OoT 85 mmHg:

o Korato Bapaenadun 5 mg (punmupanu TabIETKH) € MpUilaraH eAHOBPEMEHHO € TePa303uH S5 WK
10 mg, enun ot 21 NaNMEHTH € ChC CUMIITOMATHYHA OPTOCTATHYHA XMIIOTOHMS. XUIIOTOHUS HE@)
HaOJIr0/1aBaHa, KoraTo BapaeHadui1 5 mg 1 Tepa3o3uH ca NpUjlaraHu ¢ MHTepBaJl OT 6 Jaca Ty
OTJIEJIHUTE JTO3H. g

. Korato Bapaenadun (hunmupanu tabiaeTku) e npwiarad B 1o3u 5 wim 10 mg npu cr a
Tepanus ¢ andy303uH, HIMa CUMIITOMAaTHYHO MIOHMKaBaHE Ha KPbBHOTO HAJIATAHE, QpaBHeHI/Ie c
1ane0o.

(%

CrenoBateniHO, €THOBPEMEHHOTO JieueHHe TPsIOBa Ja 3ali0YHe, CaMo aKo IMalue g’e CTaOMITU3UPaH C
neyenueTo ¢ anda-omokep. Ilpu Te3n manueHTH, KOUTO ca CTAOUIM3UPAHU C @He c anda-6mokepH,
BapJeHad W TpsIOBa Ja 3aMovYHe ¢ Hali-HUCKaTa NpenopbhiYBaHa HayaaHa JI mg. Vivanza moxe na ce
npuiIara o BCSKO BpeMe ¢ TaMCyJo3uH 1K andy3o3us. C npyrute an -%ﬂoxepn € Heo0X0IMMO /1a UMa
MHTEPBAJI OT BpeMe MEKAY OTAEIHUTE A03HU, KOraTo BapAaeHauI ce FPSAINCEA EHOBPEMEHHO (BK.
TouKa 4.4).

Vivanza 10 mg ta0ieTku, AMCIIEPrUpald Ce B yCTaTa, He Tps[6;ab ce IIpHUeMar KaTo HadyajlHa A03a pu
NalnyueHTy Ha jJedeHue ¢ angda-0raokepu (Bx. Touka 4.4). Q

Hsama 3naunMu B3anMoaencTBus, Korato Baphapus (2 *@8, Ko#TO ce Mertabommsupa upe3 CYP2C9, unn
aurokcut (0,375 mg) ca npuIIoKEHU eAHOBPEMEHH apaenadun (20 mg uaMupaHu TabIETKH).
OTtHocuTenHaTa OMOHATUYHOCT Ha MMUOeHKIaMIK(8,5 mg) He ce MOBIUSIBA, KOTaTO €IHOBPEMEHHO €
npuitoxen BapaeHadm (20 mg). B koHKpeTH WTBaHE NP NAITUCHTH ¢ XUIIEPTOHUS, KBIACTO
BapreHadui (20 mg) e NpUIIoKeH eTHOBPE o ¢ audeaunuH cbe 3a6aBeHo ocBobokaaBane (30 mg
nnu 60 mg), € ycTaHOBEHO aonLnHHTenHo@;{yunpaHe Ha CUCTOJIHOTO HAJISITaHE B JIETHAJIO MIOJI0KEHHE C
6 mmHg 1 TuacTOIHOTO HANATaHE B JISCHAIIO MOJIoKeHUe ¢ 5 mmHg, npuapykeHo OT MOBUIIABAaHE Ha
ChpIIedHaTa yecTora ¢ 4 yaapa/MuwH.

Koraro Bapaenadun (20 mg HWpaHu TaOJICTKH) B aJTKOXOJ (CpEeIHO MAaKCUMATHO aIKOXOJTHO
ceabpkanne 73 mg/dl) ¢ eMar 3aeqlHO, BapJcHa(UI HE TOTEHITUPA e(PEKTUTE HA aTKOXO0JIa BBPXY
KPBBHOTO HAJISITAaHE U c@g YHATa 4YeCTOTa U (hapMaKOKMHETHKATA Ha BapcHA(II HE CE TIPOMECHSIL.
Bappenadun (10 He TIOTEHIIMpa YIb/DKaBaHe Ha BPEMETO Ha KbpBEHE, IPUYNHEHO OT
aueTananHuzijﬁg Ta kucenuHa (2 X 81 mg).

Puorur Q

WYHH [IPOYYBaHUS TIOKa3BaT JOMBIHUTENEH e(eKT Ha TOHIKaBaHE Ha CUCTEMHOTO KPBHBHO

e, korato PDES naxuburopu ce KOMOMHUPAT ¢ pUOLMTYaT. B KNMHUYHYU IPOyYBaHUs € JOKa3aHo,
Yye pUOLMTYAT MOTeHIUpa XunoTteH3uBHuTe ehekt Ha PDES uaxuburopure. Hama nanxu 3a
OnarornpusaTeH KIMHHYCH e(eKT Ha KOMOMHAIIMATA B TPOYyYBaHATA Moy anus. EqHoBpeMeHHaTa
ynorpeba Ha puormryar ¢ PDES uHXuOuTOpH, BKIIIOUUTENHO BapaeHadUII, € IPOTHBONOKa3aHa (BK.
Touka 4.3).

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

Vivanza me e nmokasana 3a ymorpeba ot xend. Hama n3muTBaHus 3a MPUIOKEHHE HA BapAeHAPIII IPH
OpemeHHM *eHU. HsiMa TaHHW OTHOCHO epTHIINTETA.
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4.7

EdexTu BbpXy cnoco6HoCTTa 32 odupaHe U padoTa ¢ MALIMHH

He ca MPOBECACHU U3IMUTBAHUSA 3a G(I)CKTI/ITC BBpPXY CITOCOOHOCTTA 32 HIO(bI/IpaHe nu pa60Ta C MalInMHH.

Tbii KaToO NpH KIMHUYHUTE W3MUTBAHUS C BapAeHa(duI ca HabIr0aBaHY 3aMaiiBaHe M HApyLICHUS B
3pEHHUETO, MAIMEHTUTE TPsIOBa /]a ca CUTYPHH Kak pearupar Ha Vivanza TabneTku, JUCIepriupany ce B
ycraTa , peau aa mopupaT Wik padoTIT ¢ MAIIMHU.

4.8

Hexenanu JICKAPCTBCHHU PCaKIUHU

Pesrome Ha mpoduia Ha 6Ge30mMacHOCT

HesxenanuTe iekapcTBEHH PeaKIiu, 32 KOMTO WMa ChOOIIEHUs IpH yroTpeda Ha Vivanza ¢
TabneTku win 10 Mg TableTKy, TUCIePTHpaIIU Ce B yCTaTa, OT KIMHUYHY U3IUTBAHUS, o
MPEXO/IHU M JICKU JI0 YMEPEHH 110 Xapakrtep. Haii-uecto choOlaBaHaTa HexenaHa neKa

KOSITO ce € mosiBiiia ipu > 10% oT manmeHTHTe, € rimaBodome.

CruchbK Ha HEXKCIAHUTE PCaAKII B TabIMYEH BU

Hexenanute peaknuu ca n3dpoenu mo gecrtora mo MedDRA: MHOTO YecTn

”)
Z

b’b
%aHI/I

OBCHO Ca
BCHA pCaKnusd,

/10), gwectu (=1/100 go

<1/10), meyectu (>1/1 000 o <1/100), penxu (=1/10 000 zo <1/1 000) @leI/BBeCTHa yecrora (0T
HaJMYHUTE JTaHHU HE MOKe J1a O'bJic HallpaBeHa OLICHKA).

Q

[Ipu Besko rpynupaHe B 3aBHCHMOCT OT YeCcTOTaTa, HC)KCJI&HHT@% PCTBEHH PEaKIiy ce N30pOosIBaT B

HU3XOJISII PeJI IO OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Cpo01maBa ce 3a CIeIHUTE HeXKETaH! PEaKIIHH:

o

o

Cucremo- MHoro Yecru § eyecTu Penxn® C Henm3BecTHa
Opranen Knac YecTH (>1/100 LQ;O (>1/1 000 no (>1/10 000 mo | gyecToTa
(=1/10) <1/10) <1/100) <1/1 000) (oT HANMMYHUTE
JTAHHU HE MOXe Ja
(J OB/l HarpaBeHa
A OTICHKA)
Nudexuun n *\ KoHroHkTHBHUT
HH(pecTanuu AQs
Hapymenus Ha QU N AnepruyeH AnepruyHa
HMYHHATa Q OTOK U peakuus
cucremMa Q\ AHTHOHEBPOTH-
X2 9YeH OTOK
Menxmann A Hapymienus Ha | be3nokoicTBo
HAPYIICHUSR CBHS
Hapym Ha | ['maBoOonme | 3amaiiBaHe CBHIIUBOCT, Cunkomn Mo3zbueH
HepB ITapecresus u I'spu KPBBOU3IIUB
cH a JU3ECTE3UL AMHe3us
IIpexonna
HCXEeMHUYHA
aTaka
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Cucremo- MHoro Yectu Heuectn Penxn® C HeusBecTHA
Opranen Knac YecTH (>1/100 mo (>1/1 000 no (>1/10 000 mo | gyecToTa
(=1/10) <1/10) <1/100) <1/1 000) (oT HANMMYHUTE
JAHHU HE MOXe Ja
OB/l HarpaBeHa
OTICHKA)
Hapymenus Ha 3puTenHo IToBumeno HeaprepunrtHa
o4uTe CMYIIIEHHE BBTPEOYHO MpeHa HCXeMHUYHa
XumepeMmusi Ha | HaJAraHe ONTHYHA
O4YnTe [ToBumena HeBponaT%/o
Hapymeno JIAKpUMALIHs 3puten
BB3IpUEMaHe Hap@ﬂ
Ha [[BETOBETE o
Bosku u Q
TUCKOMGOPT B “\
ouuTe (o)
dotodhobus ~ >
Hapymienus Ha Tunutyc \‘\W BuesanHa riyxora
YXOTO U CBETOBBPTEXK ‘2\
JIADUPUHTA . <
Chbpaeunn Crpueduene Q}Qﬁoxap;[eH BneszamnHa cMbpT
HApYyIIeHUs! Taxukapaus Q UH(pAPKT
’bfb Kamepnn
Q TaXHapUTMUHU
(@) Crenokapaust
CbaoBn 3auepBsiBaHe v XHUIIOTOHUS
HApYLIEHUs “\9‘ XUNEPTOHHUS
Pecnnuparophu, Hazanna ﬁ\gaz[yx KpbBoTeueHue
TPbAHU U KOHreCTMQ;O Konrectuss Ha | oT HOca
MeIMACTUHAJIHHA < CHUHYCHTE
HApYLUCHUsI _ ‘2‘
Cromanno- Ev&nencm Tactpo-
YpeBHH N e3odareanna
HApYLIEHUs \\‘ pedurykcHa
Q‘ Gonect
QO T'acTpur
Q CromanrHo-
Q\ YPEBHU U
%Z KOPEMHH OOJIKH
A Hwuapus
Q(J IToBpbiiane
o) Tanene
@‘&' Cyxota B
Q ycTaTa
XenaToOuauapH IloBumenue Ha | [loBuieHue Ha
W HApYIIeHUs! TpaHCaMUHa3U- | ramMa-TIyTaMuil
TS TpaHchepaszaTa
Hapyumienus Ha Epurema Peakuus Ha
KOKATa U O6puB (hoTOoUyBCTBU-
NMOIKOKHATA TETHOCT
ThKaH
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Cucremo-
Opranen Knac

MmHuoro
JecTHu
(>1/10)

YecTHn
(>1/100 mo
<1/10)

HeuecTHn
(>1/1 000 no
<1/100)

Peaxn*

<1/1 000)

(>1/10 000 xo

C Hen3BecTHA
4ecToTa

(oT HANMMYHUTE
JaHHYU HE MOKE 11a
OB/l HarpaBeHa
OTICHKA)

Hapymenus Ha
MYCKYJIHO-CKeJIe
THATa CHCTEMAa
7|
CheIMHHUTEJIHAT
a TbKaH

Bbonku B repba
IToBumena
KpeaTuH-
hochoknHaza
Mpuanrus
TToBumren
MYCKYJICH
TOHYC U CIIa3MHU

R

N

(%
&
O&

Hapymenus Ha
0BnOpennTe U

>

o

Xemarypust

NUKOYHHUTE \‘\®

NbTHILA AQ\

Hapymenus Ha 3acuieHa @%dﬁHSLM Xemoparus B
BBb3NPOU3BOAUT SpEKITUs () IeHuca
eJIHATa cUCTeMAa Q Xemocmepmust
H Ir'bpaaTa o\’b

O61m Hepasn Xe- | Bouku B

HApYLIEHUs U HHE TBPIIUTE

edexTn Ha sz\

MSICTOTO HA ¢9‘

NPHJIOKEHHE N

Onmucanue Ha I/136DaHI/I HCXCJIaHW PCAaKIINH,

(o
o

XeMoparus B MeHNCa, XeMOCTIEPMUS xehérypm[ ca cp00IIaBaHN B KIMHWUYHU MMPOYYBAHUSA U KaTO

CIIOHTaHHO IOJIYUYCHH JaHHU OT IOCTM

UHXUOUTOPH, BKIIFOUUTEITHO Bapnfit@imn.

Ipu mo3za ot 20 mg Vivanz
II0-BHCOKA 4Y€CTOTa Ha I'JI
CpaBHCHHUC C ITO-MJIaaAN

3
fiomi
1&?@

(ocobeno ,,3aMa17IBaHQ§ € JICKO TIOBHUIIICHA TIPY TTAIUEHTH C aHAMHE3a 33 XUIICPTOHHS.

C’bO6H.[aBaH€ H&%HOMAD&HI/I HCXKCIaHU pCaKIIMn

CrpoOmiaBa

eTUHTOBHS ITEPHOJ IpH yroTpedaTa Ha Bcuuku PDES

WpaHu TaOJETKN MAIHEHTUTE B CTapUYecKa Bb3pacT (= 65 ToauHN) UMaT
mue (16,2% copsimo 11,8%) u 3amatiBane (3,7% copsimo 0,7%) B
HeHTH (<65 roauuwu). [To MPUHIKI, YeCTOTATa HA HEXKEIAHUTE PEaKIuu

Ha MOJI03MPAHN HeXKENIaHW PEeaKIUuK Clie]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBeHUS

npoayKT, BdkHO. ToBa 03BOJISABA JIa NPOABIKH HAOIIONEHUETO HA CHOTHOLIEHUETO TI0JI38/PUCK 32

JICKA]

HUS TPOAYKT. Or MEIUIMHCKUTE CIICHUAJINCTH CE U3UCKBa Ja C’bO6H_IaBaT BCsKa MOA03UpaHa

He@ Ha p€aKiysd 4pe€3 HalMOHaJIHa CUCTEMA 3a C'BO6H_IaBaHC, IIOCOYCHA B H[)I/IJIO)KCHI/IC V.

4.9

IIpeno3upane

B m3nmTBane ¢ eqHOKPATHO NMpHIIarane Mpu J00pOBOIIIH, 1031 10 U BKIrounTenHo 80 mg BapaeHadut
(punmupanu TabIETKH) JHEBHO ca IOHECEHU JT00pe, 0e3 Cepro3HU HeKeTaH! PeaKIlHu.

Koraro Bapaenadun ce mpuiara B Ho-BUCOKH JIO3H U MO-YECTO OT MpENopbyaHaTa cxeMa Ha Ipuiiarane
(40 mg dbunmupanu TaOIETKH JBa THTU JHEBHO), Ca CHOOIICHN CITydan Ha CHUTHA 0oJika B rspba. Tosa He
€ CBBbP3aHO C MYCKYJIHA UJIM HEBPOJIOTHYHA TOKCUYHOCT.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

B cnyuaun Ha npeno3upane, ako € He00X0IUMO, TpsIOBa J1a ce MPUIIOKAT CTAHAAPTHU HOAIBPIKALIN MEPKU.
He ce ouaxBa 6b0peuHaTa quanusa Aa yBelIuud KIUpbHCA, Thil KaTo BapAeHaduI € CBbp3aH B rojsiMa
CTETIEH C IJIa3MEHUTE MPOTEHUHU U HE C€ eIMMUHHIPA 3HAUUTEIHO B YPHHATA.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOHCTBA

(%
®dapmakoTepaneBTUYHA Tpyna: Y poJIOTMYHU CPEeACTBa, JIekapcTBa, U3I0JI3BaHU IIPU EPEKTUIHA @b
mucpynknus, ATC code: GO4BE09 Q
&

Bapnenadwuin e cpencTBo 3a mepopainHa Tepanus 3a moxo0psaBaHe Ha epeKTHIHATA QYHKI] U MBXKE C
epeKkTriHa quchyHKIH. B ecTecTBeHU yCIOBUs, T.€. ChC CEKCYaTHO CTUMYJIMpaHe, BapagHa(pUII
BBH3CTAaHOBSIBA YBpEeHATa EPEKTHIIHA (PYHKIINS Ype3 TIOBHIIaBaHe HAa KPBBHUS TOK Ao@l TIeHMHCA.

Epexnusita Ha neHuca e xeMoguHaMu4eH npoiiec. [lo Bpeme Ha cexcyaiHo CT, upaHe ce 0CBOOOXKIaBa
a3oTeH okcu. Toil akTMBHMpa €H3UMa I'yaHWJIaT [IMKJIa3a, BOJEIL 10 ITOBHILL € HUBOTO Ha LUKIMYHUS
ryano3ud MoHopocdat (cGMP) B koprryc kaBepHOo3yM. ToBa Bozu 10 O KaHe Ha I1ajgKara
MYCKYJIaTypa, KaTo II03BOJIsBa [IOBUIIABAHE HA IIPUTOKA HA KPBB Kb uca. Husoto Ha cGMP ce
peryiupa oT CKOpOCTTa Ha CHHTE3 Ype3 IyaHWIaT LUKJIa3aTa v 4p OpocTTa Ha pasrpakaaHe,
nocpenctBoM cGMP xunponmsupantu dpocdoauectepasu (PDE%b

Bapnenadun e morieH u cenextiuBeH HHXHOUTOp Ha cGMP~cneunduunara pochonuecrepasa Tui 5
(PDEY), naii-Baxxnara ¢ochoauectepasza B YOBEIITKAS Kg@nyc KaBepHO3yM. Bapnenadw 3acunBa edekra
Ha €HJOTE€HHUS a30TEH OKCHUJI B KOPIIyC KaBEPHO3YM nuaxubupa PDES. Korato ce otaenu a3oreH
OKCHJ] B OTTOBOp Ha CeKCcyallHa CTUMYJalust, THXKOMpaneto Ha PDES ot BapaeHadwt Boau 10 HOBUIIEHH
HuBa Ha cGMP B xopmyc kaBepHO3yM. Cieno HO, 32 J]a C€ TPOSIBAT MOJIE3HUTE TEPANIEBTHUHU
edhexTn Ha BapaeHadUI, € HEOOXOAUMO CEK HO CTUMYJIUPAHE.

UsnuTBanus in Vitro ca nokasanm, 4e BapaeHaduI IpuTekaBa MHOTOKPATHO [O-CUJIHO IEHCTBUE BBPXY
PDES,0TKOJIKOTO BBPXY ApPYTH H3§¢HH ¢dochomuecrepasu (>15-kpatno crpsimo PDE6, >130-kpatHo
cupsamo PDE1, >300-kpatHo cng PDE11 u >1000-kpatno crpsimo PDE2, PDE3, PDE4, PDE7, PDES,
PDE9 u PDE10). Qs

O

IIpu npoBeneHo H3cnen@g ¢ metu3Morpadusa Ha nmennca (RigiScan) mpu HIKOM MBXe MO ACHCTBUETO
Ha 20 mg BapaeHad mel5 MuHyTH cnen mpueMa My ce HaOlro/laBa epeKnus, ToCTaTb4Ha 3a
nponuksane (60% gurnanoct cnopen RigiScan). IloBnusBaHeTo Ha Te3u JMa OT BapaeHaduII €
CTATUCTHIECKWQNAYMMO B CPABHEHHE C PE3YIITATUTE NPH IJIALEe00 25 MUHYTH CIIE/ IPUEM.

Bapnena MPUYMHSBA YMEPEHO U MPEXOAHO MTOHMKaBaHEe HA KPBBHOTO HAJSITaHE, KOETO B IOBEYETO
cIyd ce 1posiBsiBa KIMHUYHO. CpeHaTa CTOWHOCT Ha MAaKCUMAJIHO NOHIKaBaHE Ha CHCTOIIHOTO
H € B JIerHasio nojoxkenue ciej npuem Ha 20 wim 40 mg BapaeHadu e cboTBeTHO 6,9 mm Hg npu

20 mg u 4,3 mm Hg npu 40 mg BapaeHadun B cpaBHeHHE C 11a1e00. Te3u epexTH ca B CbOTBETCTBHE C
BazoaunataTopaus ehext Ha PDES-uaXxuOnuTOpUTE M BEPOSTHO CE IBIDKAT HA TOBUIIIEHN HUBA HA cCGMP
B CHJIOBUTE IIAJKOMYCKYIIHH KIIETKH. ETHOKpaTHATa WIIM MHOTOKpAaTHA TIEPOPATTHH J031 BapaeHa(u J10
40 mg He BOAAT 0 KIMHUYHO 3HAYMMU TIPOMEHH B €JIEKTPOKapAHOTrpaMaTa Ha 3IpaBU MBXKe
JIOOPOBOIIIIH.

JBoitHO-CIIAT10, KPBCTOCAHO, PAHIOMU3UPAHO H3MUTBAHE C €MHOKpATHA 1032 TIPH 59 31paBu MBKE
cpaBHsBa BiusiHueTO BhpXy QT nHTepBana Ha BapaeHadpui (10 mg u 80 mg), cunaenadun (50 mg u

400 mg) u mnaue6o. Mokcugokcauus (400 mg) e BKIIOYEH KaTO aKTHBHA BHTPELIHA KOHTPOJIA.
Edexrure Bppxy QT nnTepBana ca u3mepBanu 1 4ac ciel NpUIOKEHNUE Ha 103aTa (CPEIHO tmax 3a
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Bapaenagwn). OCHOBHATa 33/1a4a Ha TOBAa U3MUTBAHE € Ja Ce U3KII0UU MO-ToJisiM oT 10 msec edexT (T.e.
Jla ce JoKaxe urcara Ha eekT) Ha enqHokpaTHa 80 mg nepopanHa qo3a BapaeHadui sepxy QT
WHTEpBaja B CPaBHEHUE C I1aie00, U3MEpeH ¢ IPOMEHUTE B KOpEKIIMOHHATa opmyJia Ha Fridericia
(QTcF=QT/RR1/3) oT u3X0AHOTO HUBO JO0 BpeMeBaTa TOUYKa Ha 1-Bus 4yac cien npuema. Pesynararure Ha
BapaeHad i nokaspar yabokaBane Ha QTc (Fridericia) ¢ 8 msec (90% CI: 6-9) u 10 msec (90% CI: 8-11)
mpu 1031 10 u 80 mg B cpaBHeHue ¢ maredo n yasmkaBadne Ha QTci (Fridericia) ¢ 4 msec (90% CI: 3-6)
u 6 msec (90% CI: 4-7) npu no3u 10 u 80 My B cpaBHEeHHE ¢ TUIale00, €IUH Yac ciea mpuemMa. [Ipu tmax
cpennara nmpomsiHa B QTcF 3a Bapnenagwmn 80 mg € u3BbH YCTAHOBEHUTE IPAHULIU HA U3IUTBAHETO
(croitHoCcT 10 msec, 90% CI 8-11). Koraro e n3non3BaHa WHANBHIyaTHA KOPEKIIMOHHA (OpMyJTIa, HUTO
€/IHa OT CTOWHOCTHTE HE ¢ OUIla M3BBH TPAHUIINTE. >
B oTaenHo mocTMapKeTHHTOBO TpoyuBaHe mpu 44 31paBu J0OPOBOJIIM €AHOKPATHH 1034 OT 10 n@
BapneHadwun wim 50 mg cunaeHadun ca mpuinoxeHu eaqHoBpeMeHHo ¢ 400 mg rarudrokcanuH
nexapcTBO cbe cpaBHUM QT edekrt. U Bapaenadw, u crineHadniI ca MoKa3ain HapaCTBaHe& Tc
(Fridericia) edext ¢ 4 msec (BapaeHadui) u S msec (cuineHadmi), B CpaBHEHUE C BCIKO (r\ eKapcTBara
nooTaeaHo. KoHKpeTHOTO KIMHNYHO 3HaueHue Ha Te3u QT mpoMeHH He € U3BECTHO.

JlonbaauTenHa nHGOPMAI OT KIMHUYHUA U3NUTBAHU ¢ BapaeHadmi 10 mg Tﬁﬁﬂ%KH, JYCIIEpTrUpalIn
ce B ycTara

Edukacrocrra 1 6e30macHocTTa Ha BapaeHabwin 10 mg TabaeTKy, AUCTIEPT: 1 Ce B ycTara, ca
MOKa3aHH MMOOTCIHO B IIIMPOKA MOMYJIalus B IBE U3IUTBAHUS, BKIIOYB 01 pannoMu3MpaHu
MAIUCHTH C ePEKTUITHA TUC(YHKIIMS, KOUTO ca OWIIH JISKyBaHH B IIPO, eHHe Ha 12 CeaqMUIIH.
Pasnpenenennero Ha MalMEHTUTE B MIPEIBAPUTEITHO AeQUHUPAHH JIPYTH BKIFOYBA ITAIIUEHTH B
crapdecka Bb3pacT (51%), manmeHTn ¢ aHaMHe3a 3a 3axapeH m@@r 29%), mucnumuaemus (39%) u
xuneptonus (40%). Q

Ot cOOpHUTE TaHHU OT IBETE U3IMMTBAHUS C BapaeHad mg Ta0JIeTKH, TUCTIEPTUPAIIH CE B yCTaTa,
IIEF-EF nomeiin ckopoBeTe ca OMiIM 3HaYMMO TO-TO B rpymnara Ha BapieHadui 10 mg tabnerkwu,
JUCIIEPTHPAIH Ce B yCTaTa, B CPaBHEHHUE C nnaI/LO ;

CenempeceT 1 €IMH MPOLIEHTAa OT BCUYKHU O 3a TI0JIOB aKT, 332 KOUTO CE ChOOIIaBa B KIIMHUYHUTE
M3NUTBaHUSL, ca OMIU C YCIEITHO npormm@ne B cpaBHeHHUE ¢ 44% OT BCUUKH ONUTH B TpyMara Ha
ane6o. Te3u pesyntatu ce HabMOAAAT U B IIOATPYIIMTE - IPU MALKEHTH B CTAapuecKa Bb3pact 65%,
[IpY NAIlMEHTH C aHaMHE3a 3a 3axaé§{ nmuabet 63%, pu ManueHTy ¢ aHaMHe3a 3a AUCTUnuIeMus 66% u
NpY TTAIUEHTH ¢ aHaMHe3a 3a XUNEpTonust 70% OoT BCHYKM OIUTH 32 MOJIOB KT ca OWJIM C YCIICIIHO
NPOHHUKBAHE. 2\

Oxko50 63% OT BCUYKH OI1 TIOJIOB aKT, 32 KOUTO ce choOIIaBa mpu ynorpeda Ha BapaeHadmrt 10 mg
TabJeTKy, zmcnepmpauQ(\ B ycTarta, ca OWJIM YCIISIIHN B CMUCHII Ha 33 JbpiKaHe Ha ePEKIIHATA B
CpaBHEHHE C OKOJIO 26% OT BCHYKM ONHTH 32 MOJIOB aKT MPH M3I0JI3BaHe Ha uianedo. B npeasapurenno
nedurnpanute nQpymu 57% (MAlMeHTH B cTapuecKa Bb3pact), 56% (nalueHTr ¢ aHaMHe3a 3a 3aXapeH
mmabert), 59% (&%eﬁm ¢ aHaMHe3a 3a aucnununemus) u 60% (manueHTH ¢ aHaMHe3a 3a XUTIePTOHNS)
OT BCUUKHU 1 3a [OJIOB aKT, 32 KOUTO ce choOImasa npu ynorpeda Ha BapaeHaduin 10 mg tabnerky,
AUCHEPTHPYNIN ce B yCTaTa, Ca OWJIM YCIIEIIHN B CMHCHII Ha 33bp)KaHe Ha EPEKIUATA.

Hoﬁ\g{menﬂa WHGOPMAIUS OT KIMHUYHU M3IHTBAHUS

B KAMHIYHNTE H3MUTBaHUS BapaeHadwui e 0w npunarad Ha moeeue ot 17 000 MBiKe ¢ epeKTHiIHA
muchyuaknus (EJ]) va Bp3pact mexay 18 u 89 ronnHu, MOBEYETO OT TAX C MHOMKECTBO MIPHPYKABAIIU
3abomsiBanms. Hax 2 500 nanpenTn ca Ounu Ha Tepanusi ¢ BapaeHadui 3a 6 uim nosede Mecena. OT TsX
900 maruenTH ca OWiIK JeKyBaHU | TOJMHA WK TTOBEYE.

Tasu rpyma mayeHTH BKIIOYBA: MAIUEHTH B cTapyecka Bb3pacT (22%), mauuenTtu ¢ xunepronus (35%),
3axapeH auadet (29%), ¢ ucxeMuvaHa 00JeCT Ha CHPIIETO Wi IPYTH ChpJAeYHOCHI0BH 3a0omsBanus (7%),
xpoHuuHa 0enoapodHa donect (5%), xunepnunuaemus (22%), aenpecus (5%), paaukanHa
npocraTekromus (9%). B KIMHUUHUTE U3NUTBAaHUS HE ca OMIIM NPEACTaBeHU OCTAThYHO CIEIHUTE
TPYIH: JUIa B cTapyecka Bb3pacT (>75 roaunw, 2,4%) v NaIlieHTH C ONPeaeNIeHH ChPACYHOCHI0BU
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3abomsiBanus (BX. Touka 4.3). He ca M3BbpIICHN KIMHUYHU H3MUTBAHUS TP MALMEHTH ChC 3a00IIBaHUS
Ha [[HC (c u3kimodyenne Ha rpbOHAYHO-MO3BYHHU TPABMH ), TIAIIMEHTH C TEXKH OBOpEYHH WITH
YepHOAPOOHH YBPEKIAHUS, IPETHPIECIH XUPYPTUIHU HHTSPBEHIIMU B 00J1aCTTa Ha Ta3a (C H3KIIOYCHHE
Ha Ias11a HepBUTE TIPOCTATEKTOMUS ), TpaBMa WM JIbUeTepanus U MOHWKECHO JTUOUI0 WM aHATOMUYHHU
nehopmanyy Ha IeHHca.

[To BpeMe Ha OCHOBHUTE KIMHUYHUTE U3ITUTBAHUS JICYEHHETO ¢ BapaeHadw (hunMupanu TabiIeTku) e
JIOBEJIO JI0 OJ00psiBaHe Ha epeKTUIHATa QYHKIKS B cpaBHEeHUe ¢ Tane6o. [Ipu Mankus 6poii manuenTy,
KOHUTO €a U3BBPUIMIIM ITOJIOB aKT YETHPH A0 MET J9aca Cle]] IpHeMa Ha JIEKapCTBOTO, CTETIEHTa Ha
YCHEIIHO IPOHUKBAHE U MOJABPKAHE HA €PEKLINS € 3HAUUTEIHO II0-BUCOKA B CPABHEHHUE C HnaueG%/b

TiarTa.
rpy @

IIpu m3nuTBanwms ¢ pukcupana mo3a (GUIMHpPaHA TAOJIETKH) CPEa MTUPOKA MOITYJIAINST MBXK @%KTHnHa
muchyuknus 68% (5 mg), 76% (10 mg) u 80% (20 mg) OT MaUEHTHUTE ca OCHIICCTBHIN IIICH MOJIOB
akT (nmponuksanus) (SEP 2) B cpaBHenue ¢ 49% B rpynara c mianedo 3a nepuos OT TpusMecena Ha
m3nuTBaHeTo. CriocobHOCTTa 32 MoIbpskane Ha epekiwst (SEP 3) B Ta3u mmpoxa @naum OT JIHIIa C
epexktuiaHa quchyukmus e 53% (5 mg), 63% (10 mg), 65% (20 mg) B CpaBHeHI/I% % nipu 1tare6o.

Cnopex cOOpHUTE JaHHU OT TOJIEMUTE U3MHUTBAHUS 32 epUKACHOCT, anue C YCIICIIIEeH TT0JIOB aKT
(mponukBane) cien ynorpeda Ha BapaeHa(UI ca OMIIM KaKTO CIe/Ba: C OTeHHa epeKTHIIHA
muchynkuus (77-87%), cMecena epextiiHa quchyHkuus (69-83%), WYHA EPEKTHIHA AUCHYHKLIUSL
(64-75%), crapuecka BB3pact (52-75%), ucxeMu4Ha OOJIECT Ha Ch 0 (70-73%), xunepnunuaemus (62-
73%), xpornuHa OexoapodHa 6omnect (74-78%), nenpecust (59- Y NALUEHTH, JIEKYBaHU
€HOBPEMEHHO C aHTHXUIIEPTEH3UBHU cpeacTa (62-73%). Q

B KIMHUYHO M3MUTBaHE NPH NMALUEHTH ChC 3aXapeH zma@sT BapJeHa(MI 3HAYUTEIIHO OA00psBa
epeKkTuiaHaTa (PyHKIHS, CTIOCOOHOCTTA 3a OTyYaBaH; OTbpIKaHEe Ha ePEeKIHs, TOCTaThUHO
MIPOJBIDKUTEHA 32 YCTICUIeH MOJIOB aKT, U PUTHT Ta Ha TMeHuca ¢ 1031 BapiaeHadun 5 mg u 10 mg B
cpaBHeHue c riane6o. Yecrorata Ha mosyyas noJIbpKane Ha epekuus e ouna 61% u 49% npu

10 mg, 64% u 54% npu 20 mg BapaeHabu MAICHTH, KOUTO Ca 3aBBPIIIIINA TPH MECEIa JICUCHHE, B
cpaBHeHHE ¢ 36% u 23% mpu rpymnara Hav@eHTn Ha 11aneoo.

B KJIMHUYHO U3MUTBAHE NPU TIAIUGHTM CJle]l POCTATEKTOMHS, BapeHaDUIT 3HAUUTENHO T10100psBa
epeKTHITHaTa GYHKIUS, CIOCOOHQCTTA 32 MONTyYaBaHe W MOJIbPXKAaHE Ha ePEKIHsl, JOCTATHYHO
HPOJBIKATEIIHA 3 YCIIEIIEH %B aKT, ¥ pUTUAHOCTTA Ha MeHKca ¢ o031 Bapaenadwi ot 10 mg u 20 mg
B CpPaBHEHHE C IpyIaTa Ha, €60. YecToTara Ha NOJTy4aBaHe U MOALbP)KAHE Ha epekuus e ouna 47% u
37% mpu 10 mg u 48% Y% tipu 20 mg BapeHadUI IpH MAIMEHTH C 3-MECEYHO JICUCHHUE B CPaBHCHUE
¢ 22% u 10% npu n@%uemme Ha 11ane6o.
%,

B xnuHn4HO H;;Qg?BaHe C IPOMEHJINBA 71032 IPH NMALMEHTH ¢ TpaBMa Ha rpbOHAYHUs MO3bK, BapJeHaduI
3HaqMTenHoQFmo6pslBa epeKTHIIHaTa GYHKIMS, CIOCOOHOCTTA 32 MMOJTyyaBaHe U MOoUIbpKaHe Ha

p

JIOCTaTh OJBJDKUTENIHA ePEKIIHS 32 YCIEIIHO U3BbPIIBAHE HA MOJIOB aKT, U PUTHIHOCTTA HA TICHUCA
B cpa e ¢ iane6o. J[eTbT Ha ManueHTHTe, KOUTO ca Ce Bb3CTaHOBMIIM 10 HopMatieH ckop [IEF
= e 53% c Bapaenadwr B cpaBHeHHE ¢ 9% c mane6o. YecTorara Ha OBIHMSIBAHE 32 TIOJTyYaBaHE

nojyibpkane Ha epekius € 76% u 59% npu BapaeHadui B cpaBaenue ¢ 41% u 22% npu miamebo, npu
MAIUCHTH, KOUTO Ca JICKYBaHU TPU MECella, KOETO € KIIMHUYHO U CTaTUCTHYecKy 3HaunmMo (p<0,001).

BezomnacHocTTa 1 eukacHOCTTa Ha BapaeHAGWII Ce MOIbPKA B ILITOCPOYHH U3IMUTBAHUS.
[legmatprana momynmarws
EBpomeiickaTta areHIus 1o JiekapcTBaTta 0CBOOOXKIaBa OT 3aIBDKEHUETO 3a TIPEIOCTaBsIHE Ha

pes3yATaTHTE OT MPOYYBAHHUATA BbB BCUUKU MOATPYIH Ha NeIMaTpUYHATA TIOMYIalus [IPH JIeYCHUE Ha
epexTuiaHa qucyHKIus. Biokte Touka 4.2 3a nHGOpMaLUs OTHOCHO yHOTpeOa B meAuaTpusTa.
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5.2 ®dapmakoKMHETHYHH CBOIiCTBa

WznuTBaHusTa 32 OMOCKBUBAJICHTHOCT MTOKa3Bar, ue BapaeHadpua 10 mg TabneTka, Aucnepruparia ce B
ycTara, He € OnoekBuBaieHTHa Ha BapaeHadwt 10 mg dunvupann tadbnetku. [lo Tasu mpuunHa popmara,
JTUCTIEpTHpalia ce B ycTara, He TpsiOBa J1a ce M3I0JI3Ba KaTo eKBUBAJICHT Ha BapaeHadmt 10 mg
¢dbuMupany TabJIeTKH.

Abcopbuus
[pu npunarane Ha BapaeHadu GUIMHpaHU TaOJIETKH, BapaeHadui ce abcopbupa Obp30 ¢ MaKcm%@u

IMJIa3MCHU KOHUCHTpAUK, JIOCTUTHATH ITPU HAKOU MBIKE 15 MHHYTHU CJIEA ICPOPATIHO HpI/IJ'IO)KCHI/I@
B’LHpeKI/I ToBa B 90% ot CJIIy4auTC MaKCUMAJIHUTC IIJIAa3MCHU KOHLCHTPA WU Ca IIOCTUTHATH OTQ

30 mo 120 munyTH (cpemHo 60 MUHYTH) CJIeI TIEPOPATTHO IPIIIOKEHHE Ha TiiagHo. CpemHaT JIFOTHA
OMoHaIMYHOCT ciex nepopaiieH npueM e 15%. Cnen nepopanuo npunarade AUC 1 Crax paeHadun
ce MTOBUIIABAT MOYTH NMPOMNOPIHOHATHO HA 103aTa B IPETIOPBHUBAHUS JO30B HHTEPBAI ( mg).

Koraro Vivanza ¢punmupanu TabJIeTKH ce pHeMar ¢ XpaHa ¢ BHCOKO CLﬂmeaHMerI{?a Ma3HUHHU
(ceappxama 57% Ma3HUHH), CKOPOCTTa Ha abCOpOIHs € HamMalleHa, C TTOBHIIA Ha MEJIUaHH tmax C 1
yac u cpegHa peaykuus Ha Cmax 20%. AUC Ha Bapaenadwun He ce moBimsiBa Ciiesr mpreM Ha XpaHa,
cpabpxkama 30% Ma3HUHU, CKOPOCTTA U CTENeHTa Ha abcopOrus Ha Ba @adwm (tmax, Cmax, AUC) He ce
MIPOMEHST B CPABHEHHUE C MPUIIOKEHUETO Ha TIIJTHO. ®$

Bapnenadui ce abcopbupa 6bp30 ciaen npriarade Ha Vivanza ,&0}0 Ta0JIETKH, TUCIICPTUPAIITH CE B
ycTara, 0e3 Boaa. MennaHaTta Ha BpeMETO 3a JJOCTUTaHe Ha CQ apupa Mexay 45 1o 90 MUHYTH 1 €
CXOJIHO WJIM MAJIKO TO-IBJITo (€ 8 10 45 MuHYyTH) B cpaBH@HYE ¢ prMupanute Tadnetku. Cpegnara AUC
3a BapaeHad i HapacTBa ¢ 21 1o 29% (manmeHTH B cp u crapuecka Be3pact ¢ EJI) nmm 44% (mmamn
3npaBu UHAUBUAN) Tpu 10 mg TabIeTKu, TUCIepru ce B ycTaTa, B CpaBHEHHUE C (UIMHPAHUTE
TabJEeTKU B pe3yATaT Ha JIOKaJIHA ITepopaHa adc WSl Ha MaJIKO KOJIMYECTBO OT JICKApCTBOTO B YCTHATa
KyxuHa. Hsima cpoTBeTCTBaIIa pa3iuKa B cpe Crnax MEXIy TabJIETKHUTE, JUCIIEPTHPAILH CE B yCTaTa,
U QuaMupaHuTe TabIeTKH.
[Tpu uHIUBHIN, TpUEMAI BapaeHaQHIT ibmg TabJIeTKH, TUCTIEPTUpAIlU ce B ycTara, ¢ borata Ha
Ma3HUHH XpaHa, He ¢ Habumonasad edeks Bbpxy AUC H tmax Ha BapaeHadui, 10kaTo Cmax Ha BapaeHadm
e Obna HamaneHa ¢ 35% mpu npne;?mz[ xpaneHe. Ha 6a3ara Ha Te3u pesynrtaru Vivanza 10 mg
TabJeTKU, TUCTICPTUPAILH e B Ta, Morar Jia ObJIaT MpUEMaHU ChC UK 0€3 XpaHa.
Axo Vivanza 10 mg TabneTk ﬂnepmpamn ce B ycTara, ce mpuemar ¢ Boga AUC cnaga ¢ 29%, Crax
0CTaBa HEIIPOMEHEHA U M aTa Ha tmax ce CKbCsABa ¢ 60 MUHYTH B CpaBHEHHE ¢ IpHeM 0e3 Boa.
Vivanza 10 mg ta0OneTrefiz\Micrieprupaliiy ce B ycrara, TpsOBa jia ce npuemar 6e3 TeUHOCTH.

S
Q

PasnpeneneHue

Cpennusr o € Ha pasnpezaesieHue B CTAlMOHAPHO ChCTOsIHUE Ha BapaeHadua e 208 1, koeTo moka3sa
p%npeue@xe B THKaHUTE.
B (w1 ¥ HeroBUAT ocHOBeH MeTabonuT (M1) ca 3HaYUTENIHO CBBP3aHH C IJIa3MEHUTE IPOTEHHH
(mprOmmsutenHo 95% 3a Bapaenadun i M1). 3a BapaeHadui, kakto 1 3a M1, cCBEp3BaHETO €
NPOTEHHUTE € HE3aBUCUMO OT 00IIaTa JeKapCTBEHa KOHIICHTPALIHSL.

B®3 ocHOBa Ha M3MepBaHUATa Ha BapeHa(WI B criepMara Ha 3/1paBu Juia 90 MUHYTH clie/l IpUeM Ha
J103a, B CIiepMaTa Ha MaIMEHTUTE MOXKe Ja ce ycTanoBu He moBede oT 0,00012% ot npusnokeHnara go3a.

Bbuorpanchopmarms

Bapnenadun ot Vivanza ¢punmupanu TabNeTKH ce MeTaboIU3Upa MPEIUMHO B YepHHS P00 MOCPEACTBOM
utoxpom P450 (CYP) mzodopma 3A4, c m3sectro yuactue Ha CYP3AS u CYP2C uzodopmu.
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[Ipu xopa rmaBHUAT HUpKyIupail Mmetadonut (M1) e IpoIyKT OT Ae3eTHINPAHETO Ha BapAeHA(pUI U €
00€eKT Ha Mo-HaTaThIIECH METa00IN3bM C TJIa3MEH eIMMUHAIIMOHEH MOTY)KUBOT OT MPUOTUZNUTEIHO 4
yaca. Yactu or M1 ca nox hopmara Ha TIIOKYpOHUAN B CUCTEMHATa UpKyaanus. MetabonutrsT M1
nokasBa ocoauecrepaseH celeKTUBeH Npodu, moao0eH Ha BapAeHadwt, 1 iN VItro akTHBHOCT KbM
thochoauecrepasza Tum 5 ot mpudIH3HTETHO 28% B CpaBHEHHUE C BapAeHADWII, BOJIEI 1O TPHHOC KbM
e(pHuKacHOCTTa OT OKOJIO 7%.

CpeaHusT TepMHHAIIEH [TOTYKHBOT Ha BapAeHa(II IIPH MalMeHTH, ory4dasamu Vivanza 10 mg
Ta0JICTKH, TUCIICPTUPAIIH CE B yCTaTa, Bapupa Mexy 4 10 6 daca. EMMMUHAIIMOHHUAT IIOJIY)KI/IBOT6®

Mertabonura M1 e mexy 3 710 5 yaca, 1oJ00HO Ha M3XOIHOTO JICKAPCTRO. @
Enumunupane O&Q

ToTamHuAT TeneceH KIUpBHC Ha BapaeHadui e 56 1/h ¢ pe3yntanTeH TepMUHATICH HOJ‘Iy’l%BOT
npubI3uTenHO 4-5 yaca. Ciel mepopaHo IpUIIoKeHHe BapAeHahuI ce eKCKpeTupa/mon Gopmara Ha
MeTabO0JIMTH MPeAUMHO upe3 deneca (mpudausutento 91-95% or npunoxenara céa) U B TIO-MaJIKa
CTEICH B ypuHarta (IpuOIu3UTEIIHO 2-6% OT MpHUiIokKeHaTa 1033). \‘\é
Q>
<

(DaDMaKOKI/IHeTI/IKa IIPpU CIICHUAJIHU IT'PYIIU ITAUCHTHU

Hayuenmu 6 cmapuecka 6v3pacm &

YepHOAPOOHUAT KITUPHHC HA BapaeHA(UI Mpu JOOPOBOIIIM 3paB JKe B CTapyecKka Bb3pacT

(65 ToquHM ¥ TOBEYE) € HaMaJIeH B CPaBHEHHE ChC 3MIPABUTE M obpoomy (18 - 45 romuan).
MnxeTe B cTapuecka Bb3pact, npuemaiiu Vivanza gpuimup a0JIeTKH, UMaT cpeHO 52% IM0-BUCOKA

AUC u 34% no-Bucoka Cmax B CpaBHEHUE C MIIaIUTE MB)I@B . Touka 4.2).

AUC u Ciax Ha_BapJeHa(WI IPY MALMEHTH B CTapy %‘mﬁpaCT (65 1 moBeue roMHM), KOUTO IIpHUEMar
BapaeHadu TaONeTKH, JUCIIEPTHPAIIH CE B YCTa %Qa Ounm yBenmueHH cb0oTBeTHO ¢ 31 10 39% 1 16 1o
21% B cpaBHEHHE C TALMEHTUTE Ha Bb3pacT 4 YHU ¥ To-Mianu. Hsma nanau BapneHadwt na
KyMyJIMpa B TJIa3Mara py ManieHTH Ha Bb 45 ¥ mo-MaJko TOJJMHHU WM Ha 65 WK TIOBEYe TOJTUHA
ClIeJl IpYEM Ha eJTHa 71033 JHEBHO Bap):[eﬂ@lxm 10 mg TabneTku, AUCHEPTUPALIH CE B ycTaTa, B
npoabKeHue Ha 10 gHu.

A

Bvopeuno yepeacoane ‘i'
[pu noGpoBoH ¢ NeKo A0 @HO 0B0peuHo yBpexxaane (kpeaTuHUHOB KiIMpbHC 30-80 ml/min),
(hapMaKkOKHHETHKATa Ha B@é adu e moroObHa Ha KOHTPOJTHATA TPyIa ¢ HopMainHa Ob0pedHa hyHKIHS.
IIpu moGpoBoH C Tew HOpEeYHO YBpekaaHe (KpeaTHHHHOB KiupbHC <30 ml/min) croifHOCTTa Ha
AUC e noumieHa ¢ 23% u croitHOCTTa Ha Cmax € TIOHMKEHA ¢ 23% B cpaBHEHUE ¢ JOOpOBOIUTE O3
Ob0OpeuHo yBpexkgdae. He e Habo1aBaHa CTaTHCTHYECKU 3HAYUMA KOPEIallisl MEX/Y KpeaTHHUHOBHSI
KIIAPBHHC U exc;(éﬁumna Ha BapaeHaQmI (AUC u Cnax) (BX. Touka 4.2). @apMakOKHHETHKATa Ha
BapieHahu € M3MUTBaHAa NP MAUECHTH, HYKAaellln ce OT Auain3a (BX. Touka 4.3).

Yepno %0 yepedxcoane

II HEHTH C JIEKO JI0 yMepeHo 4epHoapoOHo yBpexnane (Child-Pugh A u B) kimpbsHCHT Ha
BapAeHad i e OWJI HaMaleH NPOMOPILMOHATIHO Ha CTENICHTa Ha YePHOAPOOHOTO yBpexkaane. [1pu
nanueHTy ¢ jgeko yBpexaane (Child-Pugh A) croiinocture Ha AUC 1 Cmax ca IOBUIIEHH CHOTBETHO ChC
17% u 22% B cpaBHEHHE ChC 3/IpaBaTa KOHTPOIHA rpyma. [Ipyu manueHTy ¢ yMepeHo yBpexKIane
(Child-Pugh B) croiinoctute Ha AUC 1 Ciax ca moBHIIIEHH CHOTBETHO ¢be 160% 1 133% B cpaBHEHHE
ChC 3/[paBaTa KOHTpOJIHA Ipyna (BkK. Touka 4.2). dapMakOKMHETHKATa Ha BapAeHA(WI NP MAUSHTH C
TeXKO0 yBpeneHa uepnoapodna pyukmms (Child-Pugh C) He e mpoyusana (Bk. Touka 4.3).

JlonsaHuTeHA HHOOpMALUS
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JanHuTe IN VIitro mokaspar, 4e He MOTaT Ja ce U3KIIIYaT e(peKTH Ha BapAcHA(HII [0 OTHOILICHUE Ha MO-
YyBCTBUTEJIHH OT JAUTOKCHH cyOcTpaTh Ha P-rmukonporenH. [laburaTpan eTekcuiar € mpuMep 3a
BHCOKOYYBCTBUTEJIEH CyOCTpaT Ha P-rmukonpoTenH B yepBaTa.

5.3 TlpenkIuHWYHYM JaHHM 32 0€30MACHOCT

HexnuHuaHuTe aHHM HE MMOKa3BaT 0cOOEH PHCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIHOHATHUTE

(I)apMaKOHOFI/I‘lHI/I Opoy4dBaHUs 3a 663OHaCHOCT, mpoy4YBaHUA 3@ TOKCUYHOCT IIPU MHOT'OKPATHO
npuiaaraHe, rCHOTOKCUYHOCT, KAPHUHOTCHEH IMOTCHI AT, PETIPOAYKTHBHA TOKCUYHOCT.

b’b
6. DPAPMAIEBTUYHU JAHHHAU &QQ
6.1 CHoucbk Ha IOMOIIHUTE BeLIECTBA O
Arcapram (E951) (o}
Apowmar Ha TKOJKEH fb
Marne3ues creapat \‘\®

Kpocnosuaon

Manwnron (E421)

CunuuueB JUOKCHUI, KOJOUAEH XUIPaTUPaH &

Cop6uton (E420) QQ/
>

6.2 HecbBMeCTHMOCTH Q

Henpunoxnmo Q\O
\'a

6.3 Cpok Ha rogHocT Q¢

3 roguHU @@

6.4 CneunajiHu ycJaoBUs HAa ChbXpaAHEHHE

Ja ce chbxpaHsiBa B OpI/IFI/IHaJIHa%%aKOBKa, 3a J1a ce MpeIasy OT Bllara ¥ CBETIINHA.

6.5 Buam cwmpmaﬂn&%{akonkam

4x1 I[I/ICHepFI/IpaHII/QQBQyCTaTa TabJIeTKu B iepOopupaHu eaHO1030BU Ouctepu oT alu/alu.

He Benuku BHH&@OHaKOBKI/I Morar Jia ObJlaT MyCHATH Ha Ta3apa.

66 C AJTHU NPeANa3Hi MePKH NPH H3XBbPJsTHE

H;@ICHI/I&HHI/I HU3NCKBAHUA 3a U3XBBPJIAHE.

7. MHNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Bayer AG

51368 Leverkusen
I'epmanus
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8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/03/249/016

9. JATA HA ITBPBO PA3PEINIABAHE/IIOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO paspemaane: 04 mapt 2003 T.

(%
Hata nHa mocnenno nonuossiBane: 04 mapt 2008 r. @Q)
<
10. JATA HA AKTYAJIU3UPAHE HA TEKCTA AQ()
,b’b
[MonpoOHa nHOpMAaLMs 32 TO3H JIEKAPCTBEH MPOYKT € MPEI0CTaBeHA Ha ye6{‘@fa Ha EBpomneiickaTta

areHIus 10 JekapcTBaTa http://www.ema.europa.eu @2\
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°
MPUJIOKEHUE I %
<
A.  TIPOM3BOJMTEJ, OTTOBOPEH 3A OCBOBOM@AHE HA
MAPTUIMN &Q/
B. YCJOBHWS WY OTPAHUYEHMS 3A JT BKA U
YIIOTPEBA 0
(;
B. JIPYTH YCJIOBUS U I/I3I/ICKBAI-8§2HA PA3PEIIEHHUETO 3A
YIIOTPEBA &
I.  YCJOBUS WU orPAHm%ﬁ?mg 3A BE3ONACHA U
E®EKTHUBHA YHOTPgA A JJEKAPCTBEHHUS IPOJYKT
~2~®
C
&
QOQ
Q;?‘
&Q)
@)
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A.  MPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTUIN

Hwme 1 agpec Ha IPOU3BOIUTES, OTTOBOPEH 3a OCBO60)K)Z[aBaHe Ha IMapTuauTe

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
TI'epmanust

b. YCJI0OBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA bfb

JlexapCTBEHUAT NPOLYKT CE OTIIyCKa IO JIEKAPCKO MPEIITICaHue. &Q

N\

B. JPYI'M YCJIOBUSA U U3BUCKBAHUS HA PASPELHIEHUETO 3A Y%)@PEBA
. Iepnoguynun akTyaausupanu aokaaau 3a o6ezonacHoct (ITA/1b) \‘\®

M3uckBanmsTa 3a nmogasane Ha [IAJIb 3a To3u JieKapCTBEH MPOAYKT Ca II oriern B crHchKa ¢

pedepentaute natu Ha Eppomneiickus ¢bio3 (EURD cnuchk), mpens 1. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BbB BCHUKH CIIEIBAIIN aKTyalU3alHy, VMKYBAaHU HA €BPOIEHCKUS
yeOmopTal 3a JIeKapCcTBa. >

%

r. YCJI0OBUs NWJIN OI'PAHUYEHUSA 3A BE CHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUSA ITPOAYKT ¢

. IInan 3a ynpaBienue Ha pucka (ITY,

IIputexarensT Ha pa3pelieHUEeTo 3a ynon@6a (TIPY) Tps0Ba Aa U3BBPIINBA U3UCKBAHUTE JICHHOCTH U
JIEHCTBUS, CBBP3aHU C IPOCIIEISIBAHE eKapcTBeHaTa 0e30MacHOCT, Toco4YeHu B o1o0penus [TYP,
npencraBed B Moayi 1.8.2 Ha pa3pémennero 3a ynorpeda, KakTo U BbB BCHUKH CJISBAIIH OI00pEHH

akTyanuzanuu Ha [TVP.
&

Axkrtyanusupan [TYP Tpﬂ6§ ce mojiaBa:
e 110 uckaHe Ha E elickaTa areHuus 10 JEeKapcTBaTa;
e BHHArH, Koraes Ce M3MCHSI CUCTEMATa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B pe3yJiTaT Ha

MOJTy4aB a HOBa MH(OPMALH, KOSITO MOXKE J1a IOBEJE 10 3HAUMMH TPOMEHH B
CBOT METO T0JI3a/PUCK, WU CJIEA JOCTUTaHEe Ha BaXKEH eTall (BbB BPB3Ka C IPOCIIEsIBaHE Ha
e BeHaTa 0E30MaCHOCT WJIM CBEXKIAHE Ha PUCKA 0 MUHUMYM).

°
&
Q@
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O3HAYEHUA BBPXY OHA& ATA U JINCTOBKA
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A. JTAHHHU BbPXY @'IQKOBKATA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Vivanza 5 mg ¢uamupanu TabIeTKu

sapzenacwt (vardenafil) b’b
)
A\

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A) JRe)

Bcesika Tabnetka chabpika 5 Mg BapaeHadui (KaTo XUAPOXIOPHT) /OA

%
&
3. CHUCBHK HA HOMOUIHUTE BEIECTBA BN\
N\

&6

| 4. JIEKAPCTBEHA ®OPMA Y KOJIMYECTBO B EJHACHAKOBKA

)¢
2 umMupaHu TabICTKH be
4 dbuaMupaHd TaOJIETKH @)
8 buamupaHu TaOIETKH \2\
12 punmupanu TabIeTKH ¢9‘
20 unmupanu TabIeTKH Q
Q)’O
(0.9}

| 5. HAYMH HA MMPWJIATAHE U IST(MIIA) HA BBBEXKIAHE
©

ITepopanHo NPUIIOKEHNE €
[Ipenu ynotpeba mpouerere Kara.

K3

6. CIIEIMAJTHO ﬁ‘PilI[YHPE)KI[EHI/IE, YE JIEKAPCTBEHUAT NNPOAYKT TPABBA 1A
CE C'I)XPA,B&‘BA HA MSACTO JAJIEYE OT IIOTJIEJA U IOCEI'A HA JELA

</

Ha ce csxpaﬂe'gg Ha MACTO, HEIOCTBIIHO 3a Jela.

X

R
| 7. AQPYTU CIIEUUAJIHY NIPEJYPEXKIEHUSI, AKO E HEOBXOJIMMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIHUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJJIPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA <

Bayer AG 7
51368 Leverkusen &Q
TI'epmanus

12. HOMEP(A) HA PA3PEIIEHHUETO 3A YIIOTPEBA %~

<
EU/1/03/249/001 2 TabneTxku ‘2\\‘\
EU/1/03/249/002 4 TabmeTkn
EU/1/03/249/003 8 TabneTku &
EU/1/03/249/004 12 ta6ericu QQJ
EU/1/03/249/013 20 tabnetku >

O
| 13. TAPTMJEH HOMEP N
Lot ¢
2
| 14, HAYMH HA OTOYCKAHE ™
A
| 15.  YKA3AHMS 3A YIIOFREBA
oY
| 16. MHOOPMALMS HA BPAIJIOBA A3BYKA
Q/‘(‘
Vivanza 5 mg &Q)

O

Vo N

| 17.  YHWKAJEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

HB&MCPCH 0apKo[ ¢ BKJIIOYEH YHUKaJIeH UACHTH()UKATOD

‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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‘ MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

| 1.  WME HA JEKAPCTBEHMS IPOAYKT |

Vivanza 5 mg ¢punmupanu TabneTku
Bapaenadun (vardenafil)

0

| 2. MME HA IIPUTEJKATEJISI HA PASPELIEHUETO 3A YIIOTPEBA 2" |

Bayer (logo) Q(SQQ

N

3.  JIATA HA UBTUYAHE HA CPOKA HA F'OJIHOCT ”,;0 |

EXP Q\\X\QJ

2
| 4. NAPTHUJEH HOMEP oY
X
Lot Q’b
O
/5.  JPYIo B
NN
2
QJQ)
OQ*
A
£
&
O
K
3
L
O
R
L
2
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Vivanza 10 mg ¢unmupanu TabiaeTku
Bapaenagun (vardenafil)

‘ 2. OBSABABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A) &QQJ
Bcska Tadbnerka cpabpika 10 mg Bapaenadmi (KaTo XUAPOXIOPUN). *QO
Y
‘ 3. CIIUCBK HA IOMOINHUTE BEHIECTBA \‘\@
N2

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA QOITAKOBKA

\"4
2 hunMupaHu TabJIeTKU ’bQ
4 GurMupaHu Ta0NETKH Q
8 hmnmupaHu TabIeTKN O
12 punmupanu TabneTKH
20 ¢punvupanu TabICTKH ¢9‘
,Oﬂ\

‘ 5. HAYHNH HA ITPUJIATAHE U HWMHIA) HA BBBEXJIAHE

[IepopanHo mpunoxeHue C
[Ipenu ynotpeda npoyerete JH/ICTnggSTa.

6. CHEHHAHHO}&%ﬁYUPEH{I{EHI/IE YE JIEKAPCTBEHUSAT ITPOAYKT TPABBA JIA

CE CLXPAH{I A MSICTO JAJIEY OT NOTIJIEJIA U JJOCET A HA JIELA
I[a CC€ CbXpPaHsB, MsCTO, HCAOCTBHITHO 3a ac1a.
O
Q

| 7. ApYTU CHELMAJIHU NPEAYPEXKJEHMS, AKO E HEOBXOJIUMO

<

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELOHAJIHU IPEANIASHU MEPKU IMPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT

11. HMME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

\‘
EU/1/03/249/005 2 Tabnerku /OA

EU/1/03/249/006 4 Tabnetku %)
EU/1/03/249/007 8 TabneTkn <
EU/1/03/249/008 12 tabneTkn ‘2\\‘\
EU/1/03/249/014 20 tabieTkn 79

13. TAPTHUJAEH HOMEP 0-,\(

Lot Q

| 14. HAYMH HA OTIIYCKAHE N

%oy
X

| 15. YKA3AHMSI 3A YIIOTPEBA >

@
Q&

| 16. MH®OPMAILIUSI HA BRPAIJIOBA A3BYKA

oY

K
o

Vivanza 10 mg

‘ 17. YHI/IKA,H@H NIEHTUD®UKATOP — JIBYU3MEPEH BAPKO/|

C‘
I[BYI/BMeWapKOZ[ C BKJIIOYCH YHUKAJICH I/II[eHTI/I(bI/IKaTOp

oF

O\
‘ 18.) YHUKAJIEH NIEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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‘ MUHHUMYM JAHHU, KOUTO TPABBA JIA CBbABPXAT BJIMCTEPUTE U JIEHTUTE

|1 WME HA JIJEKAPCTBEHMSI IPOJAYKT |

Vivanza 10 mg ¢unmupanu TabneTku
Bapaenadun (vardenafil)

0

| 2. MME HA IIPUTEKATEJISI HA PASPELIEHUETO 3A YIIOTPEBA 2" |

Bayer (logo) QO&Q

N

3. JIATA HA UBTUYAHE HA CPOKA HA F'OJITHOCT ”,;0 |

EXP Q\\X\QJ

2
| 4. TAPTMJEH HOMEP oY
X
Lot Q’b
O
|5.  JIPYTO N3
“\(
2
QJQ)
OQ*
A
£
&
O
K
3
L
O
R
L
2
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JAHHHU, KOUTO TPABBA 1A CbABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITIAKOBKA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Vivanza 20 mg ¢unmupanu TabIeTKH

Bapzenacun (vardenafil) b’b
2
A\

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A) JRe)

Bcesika Tabnerka cbabpka 20 mg BapaeHad i (KaTo XUIPOXJIOPU) /O*

)
&
3. CHUCBHK HA HOMOUIHUTE BEIECTBA BN\
N\

RN

| 4. JEKAPCTBEHA ®OPMA M KOJIMYECTBO B EJJHACQHAKOBKA

77\
2 hunMupaHu TabiIeTKu Q,b
4 dunmMupaHu TaONETKH (@)
8 huamupaHu TaOIETKH \2\
12 punmupanu TabIeTKH ¢9‘
20 ¢unmupaHu TabIETKH ’OQ
Y

“

| 5. HAYMH HAONPWIATAHE U WbT(MIIIA) HA BbBEXK/IAHE
©

[lepopanHo npunoxxeHue

&
IIpenn yroTpeba npoderere H@BKaTa.

O
Q
6. CIIENIMAJTH ﬁ}‘EI[YHPE)KI[EHI/IE, YE JIEKAPCTBEHUAT NNPOAYKT TPABBA 1A
CE CbXP A HA MSICTO JAJIEY OT HOIVIEJA U TOCET'A HA TETIA

A4

Ha ce CBXpaH@ Ha MSICTO, HEJIOCTBITHO 3 Jela.

J_,OQ

| 7. (\\‘Q@ym CIELUAJIHU NMPEYIIPEKIEHNS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIHUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJJIPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA <

51368 Leverkusen
TI'epmanus

Bayer AG 7
y &Q

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA fbv

<
EU/1/03/249/009 2 tabneTku ‘2\\‘\
EU/1/03/249/010 4 Tabnerkn <
EU/1/03/249/011 8 tabneTku &
EU/1/03/249/012 12 tabineTkn QQ/
EU/1/03/249/015 20 tabneTku >

O
13. NAPTUJEH HOMEP N
Lot Q¢
(%)
oo
| 14. HAYHMH HA OTIIYCKAHE _
C
Ko
| 15.  YKA3AHMSI 3A YIIOTPEBA
oY

A - s
| 16. HHcDOPMA%KBt HA BPAIJIOBA A3BYKA

Vivanza 20 még}Q)Q
Q

| 17. YHUKAJIEH MJEHTUOUKATOP — JIBYU3MEPEH BAPKO/I
J

I[B$3MepeH 0apKo[ ¢ BKIIIOUEH YHUKaJIeH HACHTH()UKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN

a7



‘ MUHHMUMYM JAHHU, KOUTO TPABBA JJIA CBbABPXAT BJIMCTEPUTE U JIEHTUTE

|1 WME HA JIJEKAPCTBEHMSI IPOJAYKT |

Vivanza 20 mg ¢unmupanu TabneTku
Bapaenagun (vardenafil)

0

[ 2. HMIME HA IPUTEKATEJISI HA PA3PEIHIEHUETO 3A YIIOTPEBA 2" |

Bayer (logo) Q(SQQ

3. JIATA HA UBTUYAHE HA CPOKA HA F'OJITHOCT ,,;'b |

EXP Q\\S\QJ

Z
| 4. TAPTMJEH HOMEP oY
N
Lot befb
O
|5.  JPYIO N
NS
2
&
@
&
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JAHHHU, KOUTO TPSABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Vivanza 10 mg ta0ieTku, AUCTIIEprupaliy ce B ycTaTa
Bapaenadun (vardenafil)

)
| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A) O&'Q
Bcska tadnerka cpabppka 10 mg BapaeHadmi (KaTo XHIAPOXIOPHU) AQ
(o
)
3. CHHUCDBHK HA IOMOIIHUTE BEILIECTBA K7,
‘ -
Coawpixa actiaptam (E951) u copouroi (E420). @Q\
3a IOIIBJIHUTEIHA HH(POPMAIIHS TPOYETETE INCTOBKATA. 6&

R

N
¥

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B %HA OITAKOBKA
A

4 x 1 TabneTKu, qUCTIEPTUpAIIU CE B ycTaTa &

N\

5. HAYUH HA ITPUJIATAHE U HLT@iﬁl’A) HA BBBEX/IAHE
N

[Ipenu ynoTpeba mpoderere TUCTOBKAT ‘2\
ITepopanno npunoxenue. [a ce pa?;Qa ce B ycTara.

K\a

6.  CHELMAJIHO NPEAYIPEXKIEHHE, YE JEKAPCTBEHUSIT IIPOAYKT TPSIBBA JIA
CE ChbXPAHSIBAHA MSICTO JAJIEYE OT NOTJIEJA M JOCETA HA JIELIA

Nt
I[a CC CbXpPaHsBa H@&CTO, HCAOCTBIIHO 3a ACIA.
<
| 7. 1PYEM CIIEHMAJIHYU MPEJYPEXIEHUSI, AKO E HEOBXOJMMO
&
<

| 8. ) JIATA HA U3TUYAHE HA CPOKA HA TOJIHOCT

T'onen no:

‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUWE

I[a C€ ChbXpaHsBa B OpUTHHATIHATaA OIIAKOBKaA, 3a Aa CC IMPEAIIasy OT BJiara U CBETJIMHA.
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10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG

51368 Leverkusen b’b
lepmanus <
<
12. HOMEP(A) HA PA3PELIEHMETO 3A YIIOTPEBA RS
\
(%
EU/1/03/249/016 4 TaGnetku o)
Z
‘X

| 13. NAPTHJEH HOMEP "

ITapTuna: Q/

AR
O
| 14. HAYMH HA OTIIYCKAHE Ay
%V
| 15. YKA3AHMSI 3A YIIOTPEBA <
i
- AN
| 16. MH®OPMAILIUSI HA BPAIJIOBA A3BYKA
\J
Vivanza 10 mg \\\é
O
| 17.  YHUKAJIEH UAEHTHOUKATOP — JIBYU3MEPEH BAPKO/I
N
JByn3mepeH 6ap1<@\g\BKnloqu YHUKAJICH UACHTU(DUKATOD
A

| 18.  YHIKAJEH MJIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

%.V
“Z
S0

NN
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP

|1 MME HA JJEKAPCTBEHMSI HIPOJYKT |

Vivanza 10 mg TabieTku, qUCIeprupanty ce B ycrata

BapaeHa(UI (s
o
£
| 2. MIME HA IPUTEJKATEJISI HA PASPELIEHUETO 3A YIIOTPEBA o |
N
Bayer (logo) >
. %

3. JIATA HA U3TUYAHE HA CPOKA HA TOAHOCT N

EXP &Q’

2
aQ

| 4. TAPTUJEH HOMEP R

Lot O

(6] &
|5.  JIPYTO /;S‘
®Q?
OQ*
A
<&
N2
K
3
<2
O
&
<
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JlucroBka: uHopmauus 3a norpeduTeIs1

Vivanza 5 mg ¢puamMupanu TaéjaeTKu
Bapaenadun (vardenafil)

IIpoyereTe BHMMATEIHO LslJIATA JMCTOBKA, IIPEeAH 1A 3all0YHeTe 1a IpHeMaTe TOBa JIEKAPCTBO, Thil

KaToO TH ChAbp:Ka Ba:xxHa 32 Bac nundgopmanus.

- 3amasere Ta3u JIUCTOBKA. Moke J1a ce HalO0XkH! Ja sl IPOYETETE OTHOBO.

- AKo mMare HSIKaKBH JOMBJIHUTENIHN BBIIPOCH, TIONUTaiTe Bamms nexap nim apmanenT. >

- Tosa nekapctBo e npeanucano JuuHO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To MO@ UM
HaBpEAM, HE3aBUCUMO Y€ MPHU3HALUTE Ha TAXHOTO 3a00JsIBaHE ca ChLIUTE KakTo Bammure.

- AKxo nony4nre HJIKaKBH HEKEIIAHH JIEKapCTBEHHU peaklny, yBenoMeTe Bamus nekap ui %«
ToBa BKIIIOUBA U BCUYKU Bb3MOKHU HEXKEIIAHU PEAKLIUU, HEOIIUCAHU B Ta3H JIUCTOBK JKTe
TOuKa 4.

areBT.

KakBo chabp:ka Ta3M JJHCTOBKA )
Kaxkso npencrasissa Vivanza u 3a KakBo ce U3I0JI3Ba \‘\®

Kakso Tps6Ba 1a 3Haere, mpeau ga npuemere Vivanza \2\

Kaxk na mpuemate Vivanza Z

BB3MOXHM HEXellaHU peakun &

Kax na cpxpanssate Vivanza Q®

ChbabpxaHue Ha ONIAKOBKATa U JOIBIHUTEIIHA I/IchopMauH)b’b

%

1. Kakso npeacraBiasia Vivanza u 3a KakBo ce JI3BA

SNk wd -

Vivanza cbabpika BapaeHadui, KOUTo anHaane)ﬁ?\h,M rpyma JieKapcTBa, HapeueHH HHXUOUTOPH Ha
¢dochonuecrepasa Tun 5. Te ce u3mon3par 3a M€ Ha epeKTHIIHA AUCHYHKUHUS IPH B3PACTHH MBKE —
CBCTOSIHHE, KOETO CE XapaKTEePHU3HUpa ChC 3a HEHUs [IPY NOJIy4aBaHE WK MOJAAbPKAHE HA EPEKLINS.

TloHe eaMH OT JeCeT MbKe M3IUTBA MOfFKOra TPYAHOCT a MOJTYYH MM HOIbPXKA epekuus. [IpnunnuTe
3a TOBa MOTAT Ja 6bJaT pU3HUeCKyAIN ICUXOIOTHYECKH M ChBKYIHOCT OT aBeTe. KaksaTo U 1a e
MIPUYMHATA, BCIEACTBUE HA IIPO %Te B MYCKYJIMTE U KPbBOHOCHUTE CBHJOBE B IIEHKUCA HE CE 3aJIbPKa
JIOCTaTBbYHO KPBB 3a nonyqam& HNOAJBPKAHE HA EPEKLUS.

Vivanza e neiictpa ca QOI‘&TO CT€ CEKCyaJIHO CTUMYJIMpaHu. JIekapcTBOTO HamalsiBa JEUCTBUETO HA
€CTECTBCHO BEIIECTROYBHB Ballust opraHu3bM, K0eTo 0TCabBa epekiusaTa. Vivanza mo3BoJsiBa epeKiusaTa
JIa TIPOJTBJIKH JTOC YHO JBJITO, 32 J]a U3BBPIINTE YOBIECTBOPUTEICH CEKCYaJICH akKT.

&

2. K TpsiOBa 1a 3HaeTe, Mpeau 1a npuemere Vivanza

H%{eMaﬁTe Vivanza

- KO CT€ aJIepruYHU KbM BapIeHA(UIT WK KbM HAKOSI OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(u36poenu B Touka 6). [Ipu3HaIMTe HA ajJepruyHaTa peakiys BKIIOYBAT 0OpPUB, ChpOEK, MOyBaHe Ha
JIUIIETO WITH YCTHUTE W 3aTPYIHEHHUS B JUIITAHETO.

- AKo B3emare JIeKapCTBa, ChIbPIKAIIN HUTPATH, TAKUBA KATO TIIHIIEPOJT TPUHHUTPAT 3a IPhIHA jKaba
(cTeHOKapIHst), WK JIEKAPCTBA, KOUTO OCBOOOK/1aBAT a30TEH OKCH/I, KATO aMiI HUTpHT. Kato
B3eMaTe Te3M JekapcTaa ¢ Vivanza, BameTo KpbBHO HaJISTaHe MOYKE 3HAYHUTEITHO Ja Ce MOBIIHSIE.

- AKo B3emare pUTOHABHP WJIM UHIWHABHD, JIEKaPCTBA, 3MTOI3BAHH 34 JIEYeHNE Ha MH(EKITUH ¢ BUpyCa
Ha yoBelikus umyHoaeduiut (HIV).

- Ako cre Hag 75 TOAWHY U B3eMaTe KETOKOHA30JI WJIM HTPAKOHA30Il, IPOTHBOIEOMYHH JIEKapPCTBA.
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IIpeaynpeskaenus u NpeAnasHu MepKU
T'oBopeTte ¢ Bamust iekap, npeau aa npuemere Vivanza. %

O0BbpHeTE CHENMAJIHO BHUMAHHE IPH yrnoTpeda Ha Vivanza

Jleua v roHOIIN \\‘l{'

Vivanza ue € npe)lHa3HaquaO %y

AKO UMaTe TeKbK ChbPJCUCH WIIH YEPHOIPOOEH MpoodiieMm.

Axo cTe Ha TUanH3a.

AKO HACKOPO CT€ UMM WHCYJIT WK ChPACYCH NPUCTBHIL.

AKO MMaTe WM CTe MMl HUCKO KPbBHO HaJIsITaHE.

AKo MMaTe B CeMEHCTBOTO JaHHHM 32 JICTCHEPATUBHH OYHU 3a00JIIBaHUS (KATO NUCMEHMEH PemuHUn).
AKo HSKOTa CTe UMaJIN ChCTOSIHUE, CBBP3aHO ChC 3ary0ba Ha 3peHHETO MOPaaN YBpEXKIaHe Ha
ONITUYHUS HEPB OT HEJIOCTAThYEH MPUTOK HA KPHB, H3BECTHO KAaTO HE-apTEPUUTHA HCXEMUYHA
ontuuHa Heponarusi (HAWMOH).

Axo npuemare pronuryar. ToBa JeKapcTBO ce M3II0JI3Ba 32 JICUCHHE Ha OeoapoOHa apTepraiHa
XHUIEPTOHHUS (T.€. BUCOKO KPHBHO HaJsiraHe B OenuTe IpoOoBe) U XPOHUYHA TPOOMOEMOOIHYH >
OenopoOHa XunepToHus (T.e. BACOKO KPBBHO HalsiTaHe B OenuTe 1po0oBe B pe3yTaT Ha Kp
cwreupenn). Jlokazano e, ue PDES unxuburopure, kato Vivanza, 3acunBar edekra Ha IOH HE Ha
KPBBHOTO HAJISITAaHE HA TOBA JIGKapCTBO. AKO B3eMaTe PUOLUTYaT WM HE CTE€ CUTYPHH, o)

uHopmupaiite Bamms nekap. AQ

(%

Z
N

>

AKO MMaTe Chp/eUHO 3a60IsiBane. MoxKe a € pHCKOBAHO 3a Bac, ake dpaBuTe ceKc.

AKO cTpajiate OT HApyIIEHHUS B ChPACUHUS PUTHM (Cbpoeuna apl@&ﬂ) WA BPOJICHU CHhPACYHU

3a00JIIBAHMS, KOUTO TOBIHsIBAT Bariara enekrpokapanorpam

Axo nmaTe GU3MIECKO ChCTOSHHE, KOETO € 3acerHano (Gop a nenuca. ToBa BKIIIOYBA

ChCTOSTHUSI, HAPEUCHH aHTyJanus, oosect Ha [lefiponu I/IQ pHO3Ha Hudpo3a.

Axo umarte 3a60JsIBaHe, KOETO MPHUYMHABA €PEKIIHS, Ke§TO"HE MOJKE /12 OT3BY'IH (npuanuzvm). Tosa

BKJTFOYBA ChPIIOBUIHO-KIEThYHA aHEMHUSI, MYJITHIL s@\vmeHOM 1 JICBKEMHSI.

AXO UMaTe CTOMAIIIHH 53BH (T. HAP. CMOMAUHU %*nenmutmu A36U).

AXo UMaTe HapyIlIeHUs] B KPbBOCHCUPBAHETO 0 Xemouaus).
AKO HM3M0MI3BaTe PYTH JICKapCTBa 3a Jieue a TPYAHOCTH P epeKusl, BKIrounTeaHo Vivanza
TabJIeTKH, TUCTIeprupaly ce B ycrara (Bxvrouka “JIpyru gekapcrsa u Vivanza”).

AKO MMaTe BHE3aITHO BJIOLIaBaHe Hnn@bry6a Ha 3peHue, crpeTe ja B3emate Vivanza u ce CBbpKeTe
BeAHara ¢ Bammst nexap.

oTpeba OT Jie1a Ml IOHOIIH o] 18-roaunIHa Bb3pacT.

Jpyru gekapcrBa u Vi a
Tpsi0Ba na KameTeogamm Jekap win GapManeBT, aKo U3M0I3BaTe, HACKOPO CTE U3IOI3BAN HIIH €

BB3MOXXHO Ja M3IL

aTC APYTH JICKAPCTBA, BKIFOYHUTCIHO JICKAPCTBA 0e3 penenra.

SIKOH JIEK raT Ja IPUYHMHAT IIPOOIEMH, HO CIIETHUTE:
Hsaxown nexapc g?/[oa a 00i1e 0co0€eHo clIe e:

Hutpar (ueKapCTBa 3a cTeHOKapAus (IpbAHa kaba), WK JIeKapCTBa, KOUTO 0CBOOOKIAaBAT a30TeH
OKHC Q ammt HUTpUT. Karo B3emare Te3u stekapcTsa ¢ Vivanza, Mojke CepHO3HO J1a ce MOBIIHsIe
B 0 KPBBHO HaJIsiraHe.

apcTBa 3a JICUYCHHE Ha apUTMHUS, KaTO XUHUIWH, TPOKaMHAMU, aMHUOJIapOH MITH COTAJIOI.

WTOHABUD WK UHIAWHABUD, JeKkapcTBa 3a HIV.

KeTokoHa3011 nim UTpakoHa301, JIEKapcTBa CPELLy I'bOUUKH.
EputpoMune nian KIapuTpOMHUITAH, MAaKPOJIUIHN aHTUONOTHIIH.
Anda-6mokepu, BI]I JIeKapcTBa, U3MOI3BAHHM 32 JIEYEHUE Ha BUCOKO KPBBHO HaJsITaHE U IIPU
yrojieMsiBaHEe Ha TpocTarata (KaTo 00OpoKauecmeena npoCmamna Xunepniasus).
Puonuryar.

He usnon3Baiite Vivanza ¢punmupanu TabNeTKH B KOMOWHAINS C HUKAKBHU IPYTH CPEJICTBA 34 JICUCHUE Ha
epeKTHITHA TUCYHKIMS, BKIIOYUTENHO ViVanza, IucIeprupaliiy ce B ycTara TabIIeTKH.

54



Vivanza ¢ xpaHa, HATUTKH ¥ AJTKOXO0JI

- Bwue moxe 1a B3emate Vivanza ¢ unm 6e3 XxpaHa — 3a TIpeITOYNTaHe € 1a He Obe clies 00UITHO
XpaHEeHe WK MPUEM Ha XpaHa, 0orara Ha Ma3HHUHH, ThH KaTO TOBa MOXe Jia 3a0aBu eekTa Ha
JIEKapCTBOTO.

- He mmiite cok ot rpeindpyrt, korato npuemare Vivanza. Toit Moke [1a TOBIHAE Ha OONIaiHIs ehEKT
Ha JIEKapCTBOTO.

- AJKOXOJHHTE HalMTKH MOTAT JOIBIHUTEIHO Ja 3aTPYIHAT [OJTy94aBaHETO Ha CPEKITHUs.

BpeMenHOCT M KbpMeHe o>
Vivanza He e npeHa3Ha4YeH 3a yrnorpeda OT KEHH. @b
Ilodupane u padoTa ¢ MAIIMHU ’&
Vivanza moxe /ia IpUYMHA CBETOBBPTEXK MPU HAKOM XOpa U J]a 3aCETHE TAXHOTO 3pEHHE. nMmarte

CBETOBBPTEXK MM MIPOMEHH B 3pEHHETO ciiel npueM Ha Vivanza, He modupanTe 1 He pa%TeTe c

MalIuHH. (o}
)

\‘\Q/
3. Kaxk na npuemare Vivanza @\2\

Bunaru npuemaiite ToBa J1€KapcTBO TOYHO KakTo Bu e kazan Bamms ap. AKO HE CTe CUTYpHH B
Helo, nonurtaiite Bamms nexap wim gpapmanest. [Ipenopbunrenn o3a e 10 mg.

IMpuemerte Tabnerka Vivanza 25 1o 60 MUHYTH TIpe/IH TOJIOB ’QCLC CEKCyaJHO CTUMYJIMpaHE MOXKE Aa
MOJYYUTE epeKIrs OT 25 MUHYTH 10 YETHPH - TIET yaca cIgey ipreMa Ha Vivanza.
- I'mbrHete enna Tabnerka Vivanza c yaia Boja. Q\

He npuemaiite Vivanza ¢puamupanu TaﬁneTKu@)ym dopmu Ha Vivanza.
He npuemaiite Vivanza nmoseue oT euH H%CBHO.

VYBenomere Batumst niekap, ako cuntardgeiictBuero Ha Vivanza 3a npekaleHo CUITHO Wik ciabo. Bammst
Jexap Moxe aa Bu npemioxxu na npéyuHeTe Ha anTepHaTUBHA JIeKapcTBeHa ¢hopMa Ha BapaeHa(uI ¢
pa3nnyvHa /1032, B 3aBUCHMOCT OT\I'0Ba KakbB € e(heKThT Ipu Bac.

AKO cTe MpUeJIu MoBeYe o0xoaquMata g03a Vivanza

Mrkere, KOUTO ca npn@ﬁ BBpe MHOTO Vivanza, Morar ja TojrydaT [moBeue HeKeJIaH! PeaKkiuy WiIh J1a
MoJIy4aT CUITHA 60m@3 rbpba. AKO cTe mpuen moBede oT Heobxoanmara go3a Vivanza, yseaomere
Baruus nexap. Q)@

Axo nmare ,QKBI/I JIOITBJIHUTENHU BBIIPOCH, CBBP3aHU C yroTpedaTa Ha TOBa JICKapCTBO, MOJIS
IIOIIUTAN WS JIEKAp Win (apMaresT.

4, QB’LSMO?KHH HEeKeJIaHU PeaKknun

KaxTo BCcHUKH JIeKapcTBa, TOBA JIEKAPCTBO MOKE Jla IPEAU3BUKA HEXKEJIAHN PEAKLIUH, BBIIPEKHU Y€ HE
BCEKH I' ITosIy4asa. [IoBeueTo OT TSX ca JEKU WIH YMEPEHO U3PA3ECHHU.

Hsixou nmanueHTH ca noay4Yuiav YaCTHYHO, BHE3AITHO, BPEMEHHO WM TIOCTOSHHO BIIOIIABaHE WM 3aryoa
Ha 3pEHMETO Ha eIHOTO Wwin aAsere oun. Cripere pruema Ha Vivanza u He3a0aBHO ce CBBpiKeTe ¢ Barwst
neKap.

Crpo01mIaBa ce 3a BHE3aITHO HaMaJIABaHe MK 3ary0a Ha ciryxa.
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CphoOIiaBar ce ciiyyan Ha BHE3aIlHA CMbBPT, ObP3 HIIH IIPOMEHEH ChPIICUCH PUTHM, ChPICUCH yaap, 00Ka
B I'bPJUTE U IPOOJIEMHU ¢ KPBBOOOPAIIICHUETO B MO3bKa (BKIFOUUTEIIHO BPEMEHHO HaMaJIeH MPUTOK Ha
KPBB KbM HIKOHU YUACTHIM HA MO3bKa U KbPBEHE B MO3BKA) MTPH MBKE, IPUEMAIIH BapicHA(HII.
IToBeueTo OT MBXKETE, KOUTO Ca UMAJIHM Te3U HEXETaHH PEaKIUH, Ca HMaJIH IPOOJIEMH ChC ChPIIETO,
Ipeu 1a MprUeMaT ToBa JieKapcTBo. He € Bb3MOXKHO a Ce OIPE/IeNu Ak Te3H ChOUTHS ca OUIIH TPSIKO
CBBP3aHH C BapecHa(pHIL

BepOHTHOCTTa OT HAJIMYME Ha HEXKCEJIaHa pEaKIUs € OlmrcaHa 4Ype3 CICAHUTEC KaTCTOPUH:

MHoro yecTH: b

Morar n1a 3acerHat nosede ot 1 Ha 10 nmorpedurenu Q
- T'maBoOoime &

Yecrtu: AQ

Morar 1a 3acerfar 1o 1 Ha 10 morpeburenu (o)
- CaeroBBpTEX )

- 3auepssiBaHe \‘\
- 3BamymBaHe Ha HOCA WM XpeMa \2\

- CromamrHo pa3cTpONCTBO &®

Heuectn: Q

Morart na 3acersHat 1o 1 sa 100 motpeburenn >

- OTOK Ha KOKaTa 1 JIMTaBUIIUTEC, BKIIIOYUTCIIHO OTOK Ha 0, YCTHUTEC WJIH I'bPJIOTO

- Hapymenus Ha chHA O

- HzrporBaHe u HapyllleHa CETHBHOCT 32 JIOTIHP

- CpHIUBOCT

- IIpomenu B 3peHHETO, 3a4epBSIBAHE HA O‘II/ITC@ MsIHa B [IBETHOTO BIKJIaHE, OOJIKK M JTUCKOM(OPT B
OYHUTE, YYBCTBUTEIHOCT KbM CBETIIMHA

- 3BbBHTEHE B YIINUTE, CBETOBBPTEX @

- YckopeH myic, cbpreOueHe

- 3amyx @

- 3amymreH HOC A

- Kucenunu, ractput, Kopem A%.Hm JMapwsi, IOBPBIIaHe, 00110 HEPA3MOIoKEeHNE (2adeHe), CyX0oTa B
ycrara

- IloBumenu HUBa Ha q@@ pOOHUTE €H3UMH B KPHBTa

- OOpus, 3auepBsiBaH KOXara

- bosku B repoa CKYJIUTE, IOBUIIIABAaHE B KPBBTA HA MYCKYJICH eH3UM (kpeamun ocghokunasa),
CKOBaHOCT Ha &nme

- VYiampimkeH ST

- OusnueckOHEPA3NONIOKEHHE

Penx \&-,b

M a 3acerHat ;10 1 va 1 000 notpeburenu

- B3MATCHUE Ha OUUTE (KOHIOHKMUSUN)

- Aunepruvna peaxius

- besnokoiicTBo

- Ilpunagsx

- AwmHe3us

- I'spu

- TloBumieHo BbTpEOUYHO HajsTaHe (21aykoma), 3aCUIIEHO ChII3EHE

- Edekru BbpXy chpieTo (KaTo chpaeueH HH(PAPKT, MPOMSIHA B PUTHMA Ha ChPLETO WA CIEHOKAPOUSL)
- BHCOKO WM HHCKO KPBBHO HAJISATaHEe
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- Kwspsene ot Hoca

- Edexr BbpXy pe3ynraTure OT KPBBHH TECTOBE 32 MPOCIEAsBAHE HA YePHOAPOOHATa (DYyHKINS
- YyBCTBHUTEIHOCT Ha KOXKaTa KbM CI'bHUEBA CBETIMHA

- bone3Hnenu epexuuu

- bBonku B repaure

- BpemeHHO HamaleH NPUTOK Ha KPBB KbM HSIKOM Y4acThLU HA MO3bKa

MHoro peaKu WM ¢ HEU3BECTHA YeCTOTA:

Morar fa 3acertar mo-manko ot 1 Ha 10 000 norpebureny wim OT HATHIHUTE TaHHA HE MOXKe Ja OBe
HaIpaBeHa OlleHKa (o)
- KpsB B ypunara (Xemamypus) b

- KpwBousnus B nenuca (Xemopazus 6 nenuca) Q

- Hanuuue Ha KpbB B CEMEHHATa T€YHOCT (Xemocnepmusi) &

- BneszamnHa cmbpT

- K’BpBeHe B MO3BbKa A

Chol0maBaHe Ha HeKeJaHU peaKIMu )

AKO TIOJTyYHTe HSKaKBH HE)KEIIAHU JICKAPCTBCHU PEaKLUK, yBenroMere Bamms p. ToBa BKIIOYBa
BCHYKH BB3MO)KHH HEOTIMCAHHU B Ta3H JINCTOBKA HEXETaHHU peakiuu. Moxe 1110 712 ChOOIIHNTE
HEXEJIaH! peakIy JUPEKTHO Ype3 HallMOHAHATa CHCTeMa 3a ChoOImaB nocodeHa B [Ipunoxenue V.
Kato cpo0uiaBate HexxeIaHu peakiy, MOXKETe Ja JajieTe CBOs IpU MoJly4aBaHe Ha TIOBEYe
MH(OpMAIHSI OTHOCHO 0E30I1aCHOCTTa Ha TOBA JIEKapCTBO. @Q

5. Kak na cbxpansiBate Vivanza OQ

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA. @‘

He I/ISI'IOJ'IBBaI/ITG TOBA JIEKAPCTBO CJIEN CPOKaA @ HOCT, OTOEIsA3aH BhPXY KapTOHEHATa OIaKOBKa CIe]T
“T'onen no”. CpoKbT HA TOTHOCT OTFOBapH JICTHUS JICH OT ITIOCOYEHHUS MeCell.

He u3xBbpuisiite iekapcTBara B KaHaJ‘IOL{I/IS{Ta WM B KOHTEHHEepa 3a IoMaltHu oTnanbim. [lonuraiite
Bamms hapManeBT Kak Ja N3XBBPIjA%Re IeKapcTBaTa, KOMTO Bedue He u3nonssare. Te3n MepKy e
CIIOMOTHAT 32 OIla3BaHe Ha OKOJIHATa cpeja.

¥

6. Cobabp:kaHue HanKOBKaTa W I0IbJIHUTEIHA HHpopMaLus
KakBo cbabpika ‘@gnza
AKTHBHO cTBO: BapacHadwmI. Besika Tabmetka cpapprka 5 mg BapaeHadmiI (KaTo XUAPOXIOPU).

- Hpyr BKU
Hm)qo&aﬁemamz KPOCTIOBU/IOH, MarHe3MeB cTeapar, MUKPOKPHCTATHA ETYJI03a, CHIUIIHEB
I Uz[, KOJIOHJeH 0e3BOJIEH.
MOBO mokputue: Makporoia 400, xunmpomenosa, TutanoB auokcun (E171), skene3eH oKCHl, sXbIT
E172) JKene3eH okcu, uepseH (E172).

Kak n3ruexaa Vivanza u KakBo CbIbpPiKa 0NAaKOBKATa

Vivanza 5 mg ¢puimupanu TabneTku ca OpaHKeBH Ha LBST, O3HAYCHU ¢ “V”OT efHara ctpana u “5” ot
nIpyrara crpaHa. TabneTkuTe ce mpeanarar B OJUCTEpHH OMaKOBKH, ChAbpKaiy 2, 4, 8, 12 nmm 20
TabneTku. He Bcuku BUIOBE ONAKOBKY MOTAT N1a ObJIaT ITyCHATH B MTPOIaxoa.
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IpuTeskaTes Ha pa3penIeHHETO 32 YNOTPeda U MPOU3BOIUTEN:

[IpurexkaTen Ha pa3pelICHUETO 3a yrnorpeda
Bayer AG

51368 Leverkusen

T'epmanus

IIpoussoguren

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen

T'epmanus
p &Q
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3a JOIIBJIHUTCIIHA I/IHq)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJId, CBBPKETEC CC C JIOKAJTHUSA NPEACTABUTCIT

Ha MPUTEXaTelsl Ha pa3peleHneTo 3a ynoTpeoda:

Belgié/Belgique/Belgien Lietuva
Bayer SA-NV UAB Bayer
Tél/Tel: +32-(0)2-535 63 11 Tel: +370 523 36 868
Bbbarapus Luxembourg/Luxemburg
baiiep bearapus EOO/] Bayer SA-NV
Ten.: +359-(0)2-424 72 80 Tél/Tel: +32-(0)2-535 63 11
Ceska republika Magyarorszag 2>
Bayer s.r.o. Bayer Hungéria KFT @b
Tel: +420 266 101 111 Tel.: +36 14 87-4100 &Q
Danmark Malta
Bayer A/S Alfred Gera and Sons Ltd. QO
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 \\
Deutschland Nederland fbfo
Jenapharm GmbH & Co. KG Bayer B.V.
Tel: +49 (0)3641-87 97 444 Tel: +31-(0)297-28 06 66\‘\6
Eesti Norge
Bayer OU Bayer AS @Q\
Tel: +372 655 85 65 TIf: +47-23 13 0 &
EArada Osterreich
Bayer EAMGG ABEE Bayer Aus s. m. b. H.
TnA: +30 210 61 87 500 Tel: +4 -711 46-0
Espaiia Polle
Bayer Hispania S.L. BaygrSp. z 0.0.
Tel: +34-93-495 65 00 \p* +48 22 572 35 00
France ortugal
Bayer HealthCare ’OQBayer Portugal, Lda.
Tél (N° vert) : +33-(0)800 87 54 54 @@ Tel: +351 21 416 42 00
}BIrvatilka (Jsz\ lslcon];ﬁnia SR
ayer d.o.o. ayer .
Tel: + 385-(0)1-6599 900 \(_ﬁ Tel: +40-21-529 59 00
Ireland Slovenija
Bayer Limited Q\\\ Bayer d. 0. 0.
Tel: +353 1 216 3300 O Tel: +386 (0)1 58 14 400
Island QQ Slovenska republika
Icepharma hf. ‘2\ Bayer, spol. s r.0.
Simi: +354-540 8000 Tel: +421 2-59 21 31 11
Italia & Q’ Suomi/Finland
Bayer S.p. Bayer Oy
Tel: +3:£3 7 81 Puh/Tel: +358-20 785 21
Konp Sverige
N%{éGEM Limited Bayer AB
TnAd +357 22 48 38 58 Tel: +46 (0)8 580 223 00

Latvija
SIA Bayer
Tel: +371 67 845 563

United Kingdom (Northern Ireland)
Bayer AG
Tel: +44-(0)118 206 3000

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe Ha JJUCTOBKaTa
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JApyru u3ro4yHMIM Ha HHPOpMaLUs

[HonpoOna nnpopmanus 3a TOBa JIEKapcTBO € MpeNocTaBeHa Ha yebcaiita Ha EBponelickara areHuus 1o

JIeKapcTBara http://www.ema.europa.eu.
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JIncroBka: nHpopManMs 3a NOTpeOUTEJIs

Vivanza 10 mg ¢puiamupanu TadjieTKu
BapaeHadun (vardenafil)

IIpoyereTe BHUMATEIHO LAIATA JMCTOBKA, IIPEIH 1A 3all04YHETe 12 IpHeMaTe TOBA JIEKapCTBO, Thil

KATO THA ChAbp:Ka BaxxHa 32 Bac nundgopmanus.

- 3amasere Ta3u JUCTOBKa. MoJKe J1a ce HaJ0XHU Ja sl IPOYETETE OTHOBO.

- AKo MMate HKaKBU JAOIBJIHUTEIHH BBIPOCH, TonuTaite Bamms nexap uinu papmaresr.

- Tosa nekapctBo € npeanucano JuyHO Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe, adum
HaBpEAH, HE3aBUCUMO Y€ MPHU3HALUTE Ha TAXHOTO 3a00JsIBaHE ca ChLIUTE KakTo Bamure.

- Axo nonyumre HIKaKBH HEKEJIaHM JIEKApCTBEHH peakluy, yBeaoMeTe Bamus nekap uinun ;%%uem.
ToBa BKIIOYBA ¥ BCHUKH Bb3MOKHU HEXKEJIaHU PEaKLUU, HEOMCAHU B Ta3H JIMCTOBKA. TE TOYKA

4, \\Q\

%@

Kakgo CbhbABbpPiKa Ta3u JIMCTOBKA

1. Kakso npexcrasisBa Vivanza u 3a KakBo ce U3IM0JI3Ba \‘\®
2. Kaxkso Tps6Ba 1a 3HaeTe, npean aa npuemere Vivanza \2\
3. Kak ma mpuemare Vivanza <
4. Bb3MOXHM HEXeJlaHH peakun &
5. Kak nma cexpansBate Vivanza Qe
6. CopapprkaHue Ha OIIAKOBKATa U AOIBIHUTEIHA I/IchopMaun)b’b
Q
1. Kakso npeacraBiasia Vivanza u 3a KakBo ce JI3BA

Vivanza ceabspika BapaeHadui, KOHTo HpHH&HHG)ﬁ&BM rpyma JeKapcTBa, HapeueHH HHXUOUTOPH Ha
¢dochonuecrepasa Tun 5. Te ce u3mon3sar 3a Ue Ha epeKTHIIHA AUCHYHKLUS IPH BB3PACTHH MBKE —
CBCTOSIHUE, KOETO CE XapaKTepU3UpPa ChC 3a HEHUs [IPY NOJIy4YaBaHE WIK MOAAbPKAHE HA EPEKLIUS.

[loHe eaH OT JeceT MbKe M3MUTBA MOfFKOra TPYAHOCT Aa MOJTYYH MM HOIbPXKa epekuus. [IpuunnuTe
3a TOBa MOTaT Jia Ob1aT pu3NIeCKyAIN TICHXONOTHYECKH, MM ChBKYITHOCT OT jiBeTe. Kakpato u jia e
IIPUYMHATA, BCIEACTBUE HA MIPO %Te B MYCKYJIMTE U KPbBOHOCHUTE CBHIOBE B [ICHKUCA HE CE 3aIbPKa
JIOCTAaTBYHO KPBB 3a nonyqam& MOAXBPKAHE HA EPEKLUS.

Vivanza e neiictpa ca QOI‘&TO CT€ CEKCyaJIHO CTUMYJIMpaHu. JIekapcTBOTO HamalsiBa JEUCTBUETO HA
€CTECTBCHO BEIIECTROYBHB Ballust opranu3bM, K0eTo 0TciiabBa epekiuaTa. Vivanza mo3BosisiBa epeKiusaTa
J1a TIPOJTBIIKH JTOC YHO JBJITO, 32 Jia U3BBPIINUTE YOBIECTBOPUTENICH CEKCYaJICH aKT.

&

2. K TpsiOBa 1a 3HaeTe, Mpeau 1a npuemere Vivanza

He@{eMaﬁTe Vivanza

- KO CT€ aJICprHYHU KbM BapjicHA(WI UM KbM HSIKOS OT OCTAaHAJIUTE ChCTABKU HA TOBA JICKAPCTBO
(u30poenu B Touka 6). [Ipu3HAINTE HA aNepruyHaTa peakiys BKIIOYBAT 00pUB, ChpOEK, MOJyBaHE HA
JIUIIETO WM YCTHUTE U 3aTPYJAHCHUS B TUIIAHETO.

- Axo B3emare JeKapCTBa, ChbPIKAIIM HUTPATH, TAKKBA KATO TIIUIIEPOJ TPUHUTPAT 3a FPhAHA kabda
(cTeHOKapHsT), UK JIEKAPCTBA, KOUTO OCBOOOMXIABAT a30TE€H OKCHUJI, KaTO aMui HUTpUT. Karo
B3eMaTe Te3M JekapcTaa ¢ Vivanza, BameTo KpbBHO HaJISTaHe MOYKE 3HAUHUTEITHO Ja Ce MOBIIHSIE.

- Axko B3emMaTe PUTOHABUD WIIM WHIAWHABUD, JCKAPCTBA U3I0J3BaHH 32 JICYCHHE Ha MH(EKIMU ¢ BUpyca
Ha yoBerikus umyHoaeduiut (HIV).

- Axo cre Hax 75 TOAMHU M B3eMaTe KETOKOHA30JI MJIM HTPAKOHA30JI, IPOTHBOI'bOMYHU JIEKAPCTBA.
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- AKO UMaTe TeXBK ChplieueH HIH YePHOAPOOCH Mpoliem.

- AKo cTe Ha TUaIH3a.

- AKO CKOPO CT€ UMaJId HHCYIIT WIH ChP/CUYCH IPUCTBII.

- AKO MMaTe WIH CTe UMaJ HUCKO KPHBHO HaJIsITaHe.

- Axo mMaTe B CeMEHCTBOTO JaHHHM 32 JCTCHEPATUBHH OYHHU 3a00JIIBaHUs (KATO NUCMEHMEH PemuHUn).

- AKo HSKOTa CTe UMaJIH ChCTOSIHUE, CBBP3aHO ChC 3ary0ba Ha 3peHHETO MOPaan YBpeXKIaHe Ha
ONITUYHUS HEPB OT HEJIOCTAThYEH MPUTOK HA KPHB, H3BECTHO KAaTO HE-apTEePUUTHA HCXEMUYHA
ontuuHa Heponarusi (HAWMOH).

- Axo npuemare pronuryar. ToBa JeKapcTBO ce M3II0JI3Ba 3a JICUCHHE Ha OeoapoOHa apTepraina
XHANEePTOHUS (T.€. BACOKO KPBBHO HaJsiraHe B Oenite 1po0oBe) U XpOHHYHA TPOOMOEMOOIHYH >
OenopoOHa XunepToHus (T.€. BUCOKO KPBBHO HalsiTaHe B Oenute 1po0oBe B pe3yTaT Ha Kp
cwreupenn). Jlokaszano e, ue PDES unxuburopure, kato Vivanza, 3acunBar edekra Ha MOH HE Ha
KPBBHOTO HAJISITAaHE HA TOBA JIGKApPCTBO. AKO B3eMaTe PUOLMTYAT WM HE CTE€ CUTYPHH, o)

nHpopmupaiite Bammus nekap. AQ

IpenynpesxkaeHus U Mpeana3zHu MEPKU (o}

T'oBopete ¢ Bamust jiekap, npeau aa npuemere Vivanza. @fb

O0bpHeTE CHENMAJIHO BHUMAHUE IPpH yrnoTpeda Ha Vivanza \2\\‘\

- Axo mmare cbpaeyHo 3a0omsiBaHe. MoJKe 1a € pUCKOBaHO 3a Bac, aK QpaBMTe CeKC.

- AKxo cTpajare OT HapyIICHHUS B ChbPICUHHS PUTHM (cvpoeuna apl@&ﬂ) WM BPOJIEHHU CHPICYHH
3a00IsIBaHus, KOUTO MOBIHABAT Barara enekrpokapauorpam

- Axo mMare pU3NIECKO CHCTOSTHHE, KOETO € 3acerHano (op aQxa neHuca. ToBa BKIIOYBA ChCTOSHUS
HapedeHH aHTyJanus, 6oxect Ha [lelipoHn u KaBEpHO3H po3a.

- Ako nMarte 3a00JsIBaHe, KOCTO TPUUUHSIBA EPEKIUs, KOTO'HE MOXe Ja 0T3ByuH (npuanusvm). ToBa
BKITFOYBA CHPIIOBHIHO-KJIEThYHA aHEMHUS, MYJITHUIL s@\MI/IeHOM 1 JICBKEMUISL.

- Axo MMare CTOMAIIHU 5I3BU (T. HAP. CMOMAUHY éwenmutmu A36U).

- Axo MMaTe HapyIlIeHHUs B KPbBOCHCUPBAHETO 0 Xemoguaus).
- AKO U3M0J3BaTe APYTH JIEKapCTBa 3a JIeue a TPYAHOCTH P epeKIusl, BKItounTenno Vivanza
Ta0JIeTKH, TUCTIEPTUpAIlH ce B ycTata (BKv¥rouka “Jpyru nekapcrsa u Vivanza”).

- Axo MMaTe BHE3allHO BJIOIIaBaHE Hnn@bry6a Ha 3peHue, crpeTe aa B3emare Vivanza u ce CBbpKeTe
BeaHara ¢ Bamms nekap.

Jleua v roHOIIN ‘('

Vivanza He e npe;:[Ha3HaquaO ®0Tpe6a OT Jela WK IOHOLIH 1o 1 8-TonuIIHa Bh3pacT.

Jpyru gekapcrBa u Vi a

Tps6Ba na xaxxere HaBaius gekap uian GapManeBT, aKo U3MOI3BATE, HACKOPO CTE M3MOI3BAIN WIH €

BB3MOKHO /12 H3H0&Te JpyTH JIEKapCcTBa, BKIIOYUTEIHO JIeKapcTBa 0e3 peuenta.

Hsixon nexapc;ﬂgimraT Jla TPUYHHAT TIPo0IeMH, 0COOCHO CIICTHUTE:

- Hurpar, (ucKapCTBa 3a cCTeHOKapAus (IpbAHa kaba), WK JIEKapCTBa, KOUTO 0CBOOOKIABAT a30TeH
OKHC Q amm1 HUTpUT. Karo B3emare Te3u siekapceTsa ¢ Vivanza, Mojke CeprHO3HO J1a ¢ MOBIIHsEe
B 0 KPBBHO HaJsiraHe.

- apcTBa 3a JICYCHHE Ha apUTMHUS, KaTO XUHUINH, POKaHAMUJ, aMHUOIapOH HJTH COTAJION

- WTOHABUD WU UHIAWHABUD, JeKkapcTsa 3a HIV.

- Keroxona3on uiam uTpakoHa3od1, JEKapcTBa Cpelly 'bOMYKH.

- EpuTpoMHIVMH WM KIApUTPOMUIIMH, MAKPOJIUIHN aHTHOMOTHIIH.

- Anda-6mokepH, BUJ JIeKapcTBa, U3IMOJI3BaHH 32 JICUCHUE HA BUCOKO KPBBHO HAJSTaHE W NIPU
yroyieMsiBaHe Ha IpocTaTara (KaTo 000poKkauecmeeHa npocmamua Xunepniasus).

- Puonwuryar.

He usnon3gaiite Vivanza ¢punmupanu TabieTKd B KOMOWHAIMS C HUKAKBU IPYTH CPEICTBA 34 JICUCHUE Ha
epeKTHITHA TUC(YHKIMS, BKIFOUNTENHO VivVanza Aucreprupalin ce B ycrara TabIeTKH.
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Vivanza ¢ xpaHa, HATUTKH ¥ AJTKOXO0JI

- Bue mosxe ma B3emare Vivanza ¢ win 6e3 xpaHa — 3a MpeANoYnTaHe € Ja He Ob/ie ¢ie 00uITHO
XpaHEHE WU MPUEM Ha XpaHa, 0oraTta Ha Ma3HHHU, Thi KaTO TOBa MOXKe Ja 3a0aBu edekTa Ha
JIEKapCTBOTO

- He nmiite cok ot rpeiindpyT, korato npreMate Vivanza. Toiif Moxe 1a TIOBJIHsIe Ha 0OHUaiiHus
e(eKT Ha JIEKapCTBOTO

- AJKOXOJTHUTE HAITUTKU MOTAT JOMBJIHUTEIHO Ja 3aTPYIHSAT IMOJIy4aBaHETO HA CPEKIIHS.

BpemMeHHOCT M KbpMeHe o>
Vivanza He e mpeiHa3Ha4YeH 3a yrnorpeda oT KEHH. @b
Ilodupane u padoTa ¢ MAIIMHU ’&
Vivanza Moxe J1a pUYuHA CBETOBBPTEXK MPHU HIKOU XOpa U J]a 3aCETHE TAXHOTO 3pEHHE. uMmare

CBETOBBPTEK WM IIPOMEHH B 3pEHHETO ciel mpueM Ha Vivanza, He modupaiTe U He paéQTeTe c

MallIuHH. (o}
)

\‘\Q/
3. Kak 1a npuemare Vivanza @\2\

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bamms ap. AKO HE CTe CUTYpHHU B
Helo, nonurtaiite Bamms nexap wim Gapmanest. [Ipenopbunrenn o3a e 10 mg.

IMpuemerte Tabnerka Vivanza 25 1o 60 MUHYTH TIpE/H TOJIOB ’QCLC CEKCyaJHO CTUMYJIMpaHE MOXKeE Aa
MOJYYUTE epeKIrs OT 25 MUHYTH A0 YETHPH - TIET yaca cIgey ipreMa Ha Vivanza.
- I'mbrHete enna Tabnerka Vivanza c yama Boaa Q\

He npuemaiite Vivanza ¢puamupanu TaﬁneTKu@)ym dopmu Ha Vivanza.
He npuemaiite Vivanza nmoseue oT euH H%CBHO.

VYBenomere Baiumst niekap, ako cuntardeiictBuero Ha Vivanza 3a npekaieHo CUITHO Wi ciabo. Barumsit
JeKap Moxe aa Bu npemioxu na npéyuHeTe Ha anTepHaTUBHA JIeKapcTBeHa ¢popMa Ha BapaeHa(uI ¢
pas3nnyvHa /1032, B 3aBUCHMOCT OT\I'0Ba KakbB € e(eKThT Ipu Bac.

AKO cTe MpueJIu MmoBeYe o0xoguMaTa g03a Vivanza

MpbxKeTe, KOUTO ca npn@ Bbpie MHOTO Vivanza, Morat Ja nojyyar rMoBeue He)KeJIaH! PeaKlluy UITH 3
MOJTy4aT CUITHA 6OJII<QQ rppOa. AKO CTe IpHesH IoBeye OT HeoOXxoquMara 1o3a Vivanza , ysegomere
Baruus nexap. Q)@

Axko nmare ,QKBI/I JOITBITHUTENIHU BBIIPOCH, CBHP3aHHU C yoTpebaTa Ha TOBA JIEKapCTBO, MOJIS
HOIHTAH IUs JIeKap Wik papMaresT.

4. QBBZ}MO)KHH HeKeJIaHH Peakuuu

KaxTo BcuuKH JieKkapcTBa, TOBA JIEKAPCTBO MOXKE J1a IPEAU3BUKA HEXEJIAHN PEAKLIUH, BBIPEKHU Y€ HE
BCEKH I' ITosIy4asa. [IoBeueTo OT TSX ca JEKU WIM YMEPEHO U3PA3CHHU.

Hsixon nmanueHTH ca moay4Yuiav YaCTHYHO, BHE3AITHO, BPEMEHHO WJIM TIOCTOSTHHO BIIOIIIABaHE MM 3aryoa
Ha 3pEHHMETO Ha €IHOTO WK Aere oun. Crpere npruema Ha Vivanza u He3abaBHO ce CBBpiKeTe ¢ Barmist
nekap.

Crpo01aBa ce 3a BHE3aITHO HaMaIABaHe WITH 3ary0a Ha ciryxa.
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CpoOI1aBar ce ciiyyan Ha BHE3aIlHA CMbBPT, ObP3 HIIH IIPOMEHEH ChPIICUCH PUTHM, ChPICUCH yaap, 00Ka
B I'bPJUTE U IPOOJIEMHU ¢ KPHBOOOPAIIICHUETO B MO3bKa (BKIFOUUTEIHO BPEMEHHO HaMaJIeH MPUTOK Ha
KPBB KbM HSKOHU YUACTHIM HA MO3bKa U KbPBEHE B MO3BKA) MIPHU MBXKE, IPUEMAIIH BapIcHA(DIIL.
[ToBeuyeTo OT MBKETE, KOUTO Ca UMAJIH T€3U HEXKEIaHH PEaKIlnu, ca UMaJd POOJIEMH ChC ChPIIETO,
Npeu a MprUeMaT ToBa JieKapcTBo. He € Bb3MOXKHO J1a Ce OIpe/IeNu Talli Te3u ChOUTHS ca OUIIN TPSIKO
CBBP3aHHM C BapecHa(pHIL

BepOHTHOCTTa OT HAJIMYME Ha HEXKCJIaHa p€aKIus € OIrcaHa 4pe3 CICIHUTEC KaTCTOpUH:

MHoro 4ecTH: b

Morart 11ia 3acerHat nmosede oT 1 Ha 10 norpedutenu Q
- T'maBoOoime &

Yecru: AQ

Morart na 3acersar 1o 1 Ha 10 nmorpeburenn
- CaeroBBpTEXK )
- 3auepBsBaHe \‘\
- 3BamymBaHe Ha HOCA UK XpeMa \2\

- CromamrHo pa3cTpOHCTBO &®

Heuecrtu: Q

morart n1a 3acerHat 1o 1 va 100 moTpeburenn >

- OTok Ha KOKaTa M JIMTaBHUIINTE, BKIFOYUTEITHO OTOK Ha 0, YCTHHUTE WM T'bPIOTO

- Hapymenus Ha chHS O

- HzrpbrBaHe u HapylieHa CETHBHOCT 3a JIOTIHP

- CoanmBoCT

- IIpomeHu B 3peHHETO, 3a4epBSIBAHE HA oqme@% MsTHa B [IBETHOTO BIDKJAHE, OOJIKHA U TUCKOM(OPT B
OYUTE, YYBCTBUTEIIHOCT KbM CBETIIMHA

- 3BBHTEHE B yIIUTE, CBETOBHPTEXK @

- YckopeH myic, cbpreOueHe

- 3amyx @

- 3amymreH HOC A

- Kucenunu, ractpur, Kopem A%"mca JMapusi, MOBPBILAHe, 0010 Hepas3moIoKeHHe (eadeHe), cyxoTa B
ycraTa

- IloBumenu HUBa Ha q@@ pOOHUTE €H3UMH B KPHBTa

- OOpus, 3auepBsiBaH KOXara

- bosku B repOa CKYJIUTE, IOBUIIIAaBAaHE B KPBHBTA HA MYCKYJICH CH3UM (kpeamungocpoxunaza),
CKOBaHOCT Ha &nme

- VYiampimkeH ST

- OusnueckoHEPA3NONIOKEHHE

Penx \&-,b

M a 3acerHat 10 1 va 1 000 moTpeburesnu

- B3MATCHUE Ha OUUTE (KOHIOHKMUBUN)

- Anepruvna peakius

- besnoxkoiicTBo

- Ilpunagsk

- AmHe3us

- I'spu

- TloBumieHo BbTpEOUYHO HajsTaHe (21aykoma), 3aCUIIEHO ChII3EHE
- Edexrn Bppxy cbpuero (Kato chpaeueH HHPAPKT, IPOMsIHA B PUThMa HA ChPLETO WIH CIEHOKapOus)
- Buicoko win HECKO KPHBHO HAaSTaHE
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- Kwspsene ot Hoca

- Edexr BbpXy pe3ynraTure OT KPBBHH TECTOBE 32 MPOCIEAsIBaHE HA YePHOAPOOHATa DYyHKIUS
- YyBCTBHUTEIHOCT Ha KOXKaTa KbM CI'bHUEBA CBETIIMHA

- bonesHnenu epexuuu

- bonku B repaute

-  BpemeHHO HamaleH NPUTOK Ha KPBB KbM HIKOHM Y4acTbhLU HA MO3bKa

MHoro peaKu HJIM ¢ HEU3BECTHA YeCcTOTA:

Morar 1a 3acerfar mo-manko ot 1 Ha 10 000 motpebureny wim OT HATHIHUTE TaHHA HE MOXKe Ja OBbe
HaIpaBeHa OILleHKa (o)
- KpwB B ypunara (Xemamypus) b

- KpwBousnus B nenuca (Xemopazcus 6 nenuca) QQ

- Hanuuue Ha KpbB B CEMEHHATa TEYHOCT (Xemocnepmusi) A

- BmneszamnHa cmbpT O

- K’I)pBeHe B MO3bKa AQ
(o

Chol0maBaHe Ha He/KeJaHU peaKIMu )
AKO MoNTy4yHTe HIKaKBH HEXKEJIaHU JICKApCTBCHU peakiyy, yBeaoMeTe Bamms p- ToBa BriIIOUBa
BCHYKH BB3MOKHH HEOTIMCAHU B Ta3H JINCTOBKA HEXETaHHU peakiunu. Moxe 1110 712 ChOOIIHNTE
HEXeJIaH! peakIy JUPEKTHO Ype3 HallMOHAIHATa CHCTeMa 3a ChoOImaB nocodeHa B [Ipunoxenue V.
Kato cpo0uiaBate HexxenaHu peakiy, MOXKETe Ja JajieTe CBOs IpU MoJly4aBaHe Ha TIOBeYe
MH(OPMAIs OTHOCHO 0E301acCHOCTTa Ha TOBA JIGKAPCTBO. @Q

(%

5. Kak na cbxpansiBare Vivanza OQ
&

[a ce cpxpansBa Ha MACTO, HEJOCTHITHO 34 JICTIA. ¢

He n3non3BaiiTe TOBa JIEKapCTBO CIIE CPOKa HOCT, OTOeNsI3aH BbPXY KapTOHEHATa OIIAKOBKA CJIE]T
“T"omen 10”. CpoKbT Ha TOAHOCT OTTOBApS {2 HOCIIC/THNS JICH OT TIOCOUEHHS MECell.

He n3xBbpiistiiTe JieKkapcTBaTa B KaHATK3ALMATA WM B KOHTElHepa 3a JoMaliHy oTia by, [lonuraiite
Bamms (apManeBT Kak 1a H3XBBPIRE JeKapcTBaTa, KOUTO Bede He u3ronspare. Tesu MepKy 1me
CIIOMOTHAT 3a ONla3BaHEe HA OKOJIHATA cpera.

¥

6. Coabp:kaHue m@@monkma U J0NbJHUTEIHA HHpOpMAaLUst
KakBo cbabpika ‘@gnza
- AKTHBHO cTBO: BapaecHadwm. Besika Tabnmetka chabpxka 10 mg Bapaenadwr (kaTo

XHUJIPOX, ).
- OpyrmwcscraBku:
Hzmig-ﬁa TabJeTKaTa: KpOCIIOBUIOH, MAarHE3UEB cTeapaT, MUKPOKPUCTAIHA 1IEyJ103a, CHINIIEB

%chpm, KOJIOMJEH OE3BOJIEH.
WIMOBO mokputue: Makporon 400, xunpomenosa, TuTanoB auokcua (E171), xene3eH oKCUI, XK BJIT
(E172), xene3en okcup, yepseH (E172).

Kak m3raexaa Vivanza u KakBo CbIbPiKa 0MIAKOBKATa

Vivanza 10 mg ¢unmupanu TabNEeTKH ca OpaHKEBH Ha IIBAT, O3HAUCHHU ¢ “V” OT enHata ctpana u “10” ot
IpyraTa crpana. TabJIeTKuTe ce mpepraraT B OJIMCTEpHH OMTAaKOBKH, Chabpykamnu 2, 4, 8, 12 wmu 20
tabieTku. He BcHUKM BHOBE OMAaKOBKHM MOTaT Aa ObAAaT IyCHATH B MPOAaXOa.
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IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTPeda U MPOU3BOIUTEN:

[IpurexaTen Ha pa3peuICHUETO 3a yrnorpeda
Bayer AG

51368 Leverkusen

T'epmanus

IIpoussoguren

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen

T'epmanus
p &Q
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3a JOIIBJIHUTCIIHA I/IHq)OpMaLII/ISI OTHOCHO TOBaA JICKapCTBO, MOJId CBBPIKETC CC€ C JIOKAJIHUA MMPEACTABUTEIL

Ha MPUTEXAaTels Ha pa3peleHneTo 3a ynoTpeoda:

Belgié/Belgique/Belgien Lietuva
Bayer SA-NV UAB Bayer
Tél/Tel: +32-(0)2-535 63 11 Tel: +370 523 36 868
Bbbarapus Luxembourg/Luxemburg
baiiep bearapus EOO/] Bayer SA-NV
Ten.: +359-(0)2-424 72 80 Tél/Tel: +32-(0)2-535 63 11
Ceska republika Magyarorszag 2>
Bayer s.r.o. Bayer Hungéria KFT @b
Tel: +420 266 101 111 Tel.: +36 14 87-4100 &Q
Danmark Malta
Bayer A/S Alfred Gera and Sons Ltd. QO
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 \\
Deutschland Nederland fbfo
Jenapharm GmbH & Co. KG Bayer B.V.
Tel: +49 (0)3641-87 97 444 Tel: +31-(0)297-28 06 66\‘\6
Eesti Norge
Bayer OU Bayer AS @Q\
Tel: +372 655 85 65 TIf: +47-23 13 0 &
EA\rada Osterreich
Bayer EAMGG ABEE Bayer Aus s. m. b. H.
TnA: +30 210 61 87 500 Tel: +4 -711 46-0
Espaiia Polle
Bayer Hispania S.L. BaygrSp. z 0.0.
Tel: +34-93-495 65 00 \p* +48 22 572 35 00
France ortugal
Bayer HealthCare ’OQBayer Portugal, Lda.
Tél (N° vert) : +33-(0)800 87 54 54 @@ Tel: +351 21 416 42 00
IL;Irvatilka (Jsz\ lslcon];ﬁnia SR
ayer d.o.o. ayer .
Tel: + 385-(0)1-6599 900 \(_ﬁ Tel: +40-21-529 59 00
Ireland Slovenija
Bayer Limited Q\\\ Bayer d. 0. 0.
Tel: +353 1 216 3300 O Tel: +386 (0)1 58 14 400
Island QQ Slovenska republika
Icepharma hf. ‘2\ Bayer, spol. s r.0.
Simi: +354-540 8000 Tel: +421 2-59 21 31 11
Italia & Q’ Suomi/Finland
Bayer S.p. Bayer Oy
Tel: +3:£3 7 81 Puh/Tel: +358-20 785 21
Konp Sverige
N%{éGEM Limited Bayer AB
TnAd +357 22 48 38 58 Tel: +46 (0)8 580 223 00

Latvija
SIA Bayer
Tel: +371 67 845 563

United Kingdom (Northern Ireland)
Bayer AG
Tel: +44-(0)118 206 3000

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe Ha JUCTOBKaTa
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JApyru u3ro4yHMIM Ha HHPOpMaLUs
[HonpoOna nnpopmanus 3a ToBa JIEKapcTBO € IpeIoCcTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus 1o
JIeKapcTBara http://www.ema.europa.eu.
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JlucroBka: uHopmauus 3a norpedUTEIs1

Vivanza 20 mg ¢puaMupanu TadJeTKH
Bapaenadun (vardenafil)

IIpoyereTe BHMMATEIHO LslJIATA JMCTOBKA, IIPEeIH 1A 3all0YHeTe 1a IpHeMaTe TOBa JIEKAPCTBO, Thil

KaToO TH ChAbp:Ka Ba:xkHa 32 Bac nndgopmanus.

- 3amaseTe Ta3u JUCTOBKA. Moke J1a ce HaJO0XHU Ja s IPOYETETe OTHOBO.

- AKO MMaTe HSKaKBHU JOIBIHUTEIHH BBIPOCH, IonuTaite Bamst nekap unu hapmanesr.

- Tosa nekapctBo e npeanucano JuuHO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To MO@ UM
HaBpEAM, HE3aBUCUMO Y€ MPHU3HALUTE Ha TAXHOTO 3a00JsIBaHE ca ChLIUTE KakTo Bamure. g\q

- Axo momy4nTe HSIKAaKBH HEXKEJIAHW JICKApCTBEHHU peakilny, yBeaoMeTe Bamus nekap un areBT.
ToBa BKIIIOYBA ¥ BCUYKU BH3MOKHU HEIKEJIAHU PEAKIIMU, HEOIMCAHU B Ta3H JIUCTOBK, KTE TOUKa
4.

KakBo cbabp:ka Ta3u JHCTOBKA fbfo

1. Kakso npencrasisBa Vivanza u 3a KakBo ce U3M0JI3Ba \‘\®

2. Kaxkso Tps6Ba 1a 3HaeTe, Ipean aa npruemere Vivanza \2\

3. Kak ma mpuemare Vivanza <

4. Bb3MOXHM HEXETaHU PeaKIUU &

5. Kak nma cexpanssate Vivanza Qe

6. CpapprkaHue HA OTIAKOBKATa W JIOIBITHUTEITHA HthopMaun)b’b

Q
1. Kakso npeacraBiasipa Vivanza u 3a KakBo ce JI3BA

Vivanza cbabpika BapaeHadui, KoiTo nan&lﬂn@i&M rpyrma JiekapcTBa, HapeueH! HHXUOUTOPH Ha
¢docponuecrepasa Tun 5. Te ce U3mon3Bar 3a 1e Ha epeKTHIIHA JUCHYHKIUS IPU B3PACTHH MBKE —
CBCTOSTHUE, KOETO CE XapaKTePU3Upa ChC 3 HEHUs [IPY NOJIy4YaBaHE WM MOAAbPKAHE HA CPEKIIHSL.

o

[Tone CIHUH OT ACCCT MBKEC H3HHT]¢OHHKOF& TPYAHOCT Ja MOJYYH HUIH MOAABPIKA CPEKIIUA. HpI/I‘II/IHI/ITe
3a TOBa Morart Ja 6'b,ZIaT (1)1/131/[‘16%{ HJIN TICUXOJIOTUYECKH, WJIN CbBKYITHOCT OT JIBECTE. Kaxksato u Ja €
npuinHaTta, BCJICACTBUC Ha I@B HUTC B MYCKYJIMTC U KPbBOHOCHUTEC CHAOBE B IICHNCA HE CC 3aAbpiKa
A0CTAaTb4YHO KPbHB 34 HOHYQ € U MIOAAbPIKAHC Ha CPCKIIUA.

Vivanza me ,E[eI\/'ICTBQQMO, KOraTo CTC CCKCYAJIHO CTUMYJIMPAHU. .HeKapCTBOTO HaMaJlsiBa I[CI\/’ICTBI/ICTO Ha

€CTCCTBCHO BCIIC @9 BBB Bamus OpraHusbM, KOCTO oTcnadBa cpeKuusATa. Vivanza nosBoisiBa CpeKIuATa
Ja IMpoabJIKA JQ THYHO OBJIT0, 3a Ja U3BBPIIUTE YIOBJICTBOPUTECIICH CCKCYAJICH aKT.

Q(J

2. é&xso TpsiOBa [1a 3HaeTe, Mpeau aa npuemere Vivanza

H&meMaﬁTe Vivanza

- Axo cre anepruyHH KbM BapJieHa(pII WA KbM HIKOSI OT OCTaHAJINTE ChCTABKH Ha TOBA JIEKAPCTBO
(n36poenu B Touka 6). [Ipu3HanuTe Ha aTeprudHaTa PEaKIvs BKIIIOYBAT 00pUB, CHPOEK, OTyBaHE HA
JIUIIETO WU YCTHUTE U 3aTPYJAHCHUS B IUIIAHETO.

- Axo B3emare JeKapcTBa, ChIbPIKAIN HUTPATH, TAKKBA KaTO TIUIIEPO TPUHUTPAT 3a TPhAHA kaba
(cTeHOKapIUs), WITH JIEKApCTBa, KOUTO OCBOOOKIaBAT a30TEH OKCHI, KaTO aMIT HUTPHUT. KaTo
B3emare Te3u JiekapcTea ¢ Vivanza, Bameto KpbBHO HaJISITAHE MOYKE 3HAYUTEITHO JIa CE TIOBJIUSIC

- Axo B3emare pUTOHABHP WM UHIWHABUD, JICKAPCTBA M3MOI3BAHU 32 JIeYeHHEe Ha WH(EKIIUU C BHpYca
Ha yoBernkus umyHoaeuut (HIV).
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- Ako cte Hag 75 TOAMHY U B3eMaTe KETOKOHA30JI HJIM UTPAKOHA30JI, MPOTHBOI'BOMYHH JIEKapCTBA.

- AKo UMate TeXBbK ChpIeUeH HIH YePHOAPOOEH npodieM.

- Axo cre Ha uanusa.

- AKO CKOPO CT€ HMaJy HHCYIT WIHA ChPACUYEH MPUCTBII.

- AKO MMaTe WM CTe UMaJIH HUCKO KPBBHO HaJIsITaHe.

- AKo UMaTe B CEMEWCTBOTO JIaHHHM 3a JACTCHEPATUBHU OUHHM 3a00JISIBAHUS (KATO NUCMEHMEH PeMUHUN).

- AKO HSIKOTa CTe UMaJIi ChCTOSIHUE, CBBP3aHO ChC 3ary0a Ha 3peHUETO MOPaaIn YBPEKIaHe Ha
ONTUYHUS HEPB OT HEIOCTAaTh4eH MPUTOK HAa KPHB, H3BECTHO KAaTO HE-apTEpPUUTHA HCXEMUYHA
ontuuna HeBponatus (HAMOH).

- Ako mpuemMate pronuryar. ToBa JIeKapCTBO ce U3I0J3BA 32 JICUeHHE Ha OeJI0ApoOHa apTepral ay
XHUIEPTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B OesuTe Ipo0OBe) M XPOHUYHA TPOOMOEMOOTHY
OenonpoOHa XunepToHus (T.e. BACOKO KPBBHO HAJISITaHE B OeMTe POOOBE B pe3yiTaT Ha u
ceeupenn). Jlokazano e, ue PDES naxuburopure, karo Vivanza, 3acuiBaT edekTa Ha I1 BaHE Ha
KPBBHOTO HAJSITaHE HA TOBA JIEKAPCTBO. AKO B3eMaTe PUOLIUTYAT HIIH HE CTe CI/IprHl/Q
nH(popMmupaiite Bamms jexap.

(o

IIpenynpesxaeHus: U Mpeana3sHu MepKH )
I'oBopete ¢ Bawust sekap, npeau aa npuemere Vivanza. \‘\®
X

O0bpHeTe cienMaJIHO BHUMaHUeE NpH ynorpeda Ha Vivanza Z

- Ako uMare chpaeyHo 3abonsBaHe. Moxke 1a € pUCKOBaHO 3a Bac IIPaBUTE CEKC.

- Axo cTpajare OT HapyIICHUS B CbPICYHHS PUTHM (cbpoeura Musl) WA BPOJICHN ChPICYHU
3a00JsIBaHuUs, KOUTO MOBJIKSABAT Bamiarta exexrpokapauorp,

- Axo nmate pU3UIECKO CHCTOSHUE, KOETO € 3aCerHaio ¢ Ta Ha neHuca. ToBa BKIIIOYBA CbCTOAHUS
HapedeHH aHrynanus, 6onect Ha [leiiponu u kaBepHO nopo3a.

- Ako umate 3a00JsBaHe, KOCTO IPUUNHABA epexum@ofno HE MOJKe J1a 0T3By4H (npuanuzvm). ToBa
BKJIFOYBA ChPIOBUIHO-KIETHYHA aHEMHUS, MYJITH, MUEJIOM U JIEBKEMHUSI.

- AKO MMaTte CTOMAIIIHY S13BH (T. Hap. cmomamt? JIM NeNnMUu4HY 361).

- Axo uMaTe HapyIIeHHs B KPbBOCHCUPBAH aTo xemouust).

- AKo m3moi3Bate IpyrH JeKapcTBa 3a J € Ha TPYIHOCTH TIPH epPEKITHs, BKIIounTeaHo Vivanza
TaOJIETKY, TUCTICPTUPAIIU CE B yCTaTa&MK. Touka “JIpyru nexapcTra u Vivanza”).

- Ako umare BHe3anHo Biolasane Wiy 3aryba Ha 3peHue, cnpere aa B3emare Vivanza u ce cBbpiKeTe

BejHara ¢ Bamms nekap. \{.ﬂ
Jlena U I0HOIIH ?\s\
Vivanza ue e npenHasHaq%Q yroTpe6a OT Jena HilH IOHOIIHN 11071 1 8-ToIHIIHA BB3pacT.

Jpyru JekapcTBa v%ivanza
TpsioBa na Ka)i(eTé@ armvs JeKap mwin GpapMaleBT, ako H3M0JI3BaTe, HACKOPO CTE U3MOI3BAIH WU €

BB3MOXKHO 112 3BaTe APYTH JIEKapCTBa, BKIIFOUYUTEITHO JeKapcTBa Oe3 perenTa.

Hsixou nexap€sa Morar na MNPUYHHAT IPOOIEMHU, OCOOCHO CIEHUTE:

JIeKapcTBa 3a CTeHOKapaus (TpbaHa xkaba), i JIeKapcTBa, KOUTO OCBOOOXKIaBaT a30TeH

ato amui1 HUTpUT. KaTo B3emare Te3u jekapcTsa ¢ Vivanza Moxe CEpHO3HO Ja Ce TOBIIHSC

§ €TO KPBbBHO HaJIsATaHe.

- €KapCTBa 3a JICUCHUE Ha apUTMUS, KATO XUHUJIMH, TIPOKaUHAMMU]], AMUOIAPOH HIIA COTAJIOJL.

- PuronaBup unu unauHaBup, Jekapctsa 3a HIV.

- KerokoHazon uiam uTpakoHa3odl, JeKapcTBa Cpelry I'bOMIKH.

- EpuTpoMHIIMH WK KIAPUTPOMUIIMH, MAKPOJIUIHU aHTUOMOTHUIIH.

- Anda-0okepu, Buj IeKapcTBa, U3MOI3BaHU 3a JICYCHHE Ha BUCOKO KPBBHO HAJISTaHE U MPU
yrojeMsBaHe Ha IIpocTaTaTa (KaTo dobpoxauecmeena npocmammna Xunepniasusl).

- Puonwuryar.
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He u3nomspaiite Vivanza ¢puiMupanu TabaeTKu B KOMOMHAIIWS ¢ HUKAKBU JPYTH CPEJICTBA 3a JICUCHHE Ha
epeKTIIHA TUCHYHKIMS, BKIIOUUTENHO Vivanza aucreprupaliy ce B ycrara TaOJIeTKH.

Vivanza ¢ xpaHa, HATUTKH U aJTKOXO0JI

- Bue moxe 1a B3emate Vivanza ¢ unu 6e3 XxpaHa — 3a IpeIMoYUTaHe ¢ 1a He Obje cliea O0UITHO
XpaHEeHE WM IIpUeM Ha XpaHa, OboraTa Ha Ma3HUHHM, THI KaTo TOBa MOXe 11a 3a0aBu ehekTa Ha
JIEKAPCTBOTO.

- He nmiite cok oT rpeiindpyTt, korato npuemare Vivanza. Toit Moxke Ja MOBIHsIC Ha OONYANHIS eheKT
Ha JIEKapCTBOTO.

- AJKOXOJHUTE HAIUTKU MOTAT JAOMIBIHUTEIHO J1a 3aTPYIHAT MOJIyIaBaHETO HA SPEKITHSI. bfb

2

BpemenHocT U KbpMeHe Q
Vivanza He e npeHasHaueH 3a yrnorpeba oT KeHH. O&

Ilo¢pupane u padora ¢ MAILIMHU A
Vivanza Moxe J1a IpUYMHHA CBETOBBPTEXK IPH HAKOU XOPa U J1a 3aCErHe TAXHOTO 3P, . Axo umare
CBETOBBPTEXK MM MPOMEHH B 3pEHHUETO ciiell mpueM Ha Vivanza, He modupaiite u Hé paboTere ¢

MAalIUuHU. \‘\
o

3. Kak na npuemare Vivanza 6&

Bunaru npuemaiite ToBa JiekapcTBO TOYHO KakTo Bu e kazan B %‘ Jiekap. AKO He CTe CUTYpHHU B
HEIII0, TOTIMTANTE Ballus Jiekap wid GapMmaiierT. [Ipenopby aTta 03a ¢ 10 mg.

IIpuemere Tabierka Vivanza 25 1o 60 MUHYTH IIpean OB akT. CbC CeKCyaTHO CTUMYJIpaHEe MOXKE Ja
MOJIYYUTE SPEKIUS OT 25 MUHYTH JI0 YETUPH - TIET U nien mpreMa Ha Vivanza.
- T'mprHere enua Tabnerka Vivanza c yama BO;(\

(%

He npuemaiite Vivanza ¢puamupanu tad u ¢ apyru popmu Ha Vivanza.
He npuemaiirte Vivanza nosedue ot eafl§ IbT AHEBHO.

VBenomere Bammus nexap, ako @Te neiicTBreTo Ha Vivanza 3a mpeKalieHO CHIIHO WM ci1abo. Bammmst
JeKkap Moxe J1a Bu npeuioxu pEMHHETE Ha alTePHATHBHA JIeKapcTBeHa (opma Ha BapiaeHadui ¢
pa3nyHa 1033, B 3aBUCH OT TOBA KaKbB ¢ e(eKThT pu Bac.

AKo cTe puesu no%qe oT HeoOxomMara j1o3a Vivanza

Mpsxkere, kouro ca@puenu TBbpae MHOTO Vivanza, Morar jia oyydar oBeue HexelaH! Peakuy Win 1a
moJryJar cpmHaQé)Ka B I'bpba. AKO CTe IpHENH IoBeue OT Heobxoaumara no3a Vivanza, ysegomere
Bamus nex

Axo HSIKAaKBH JOIbJIHUTEIHH BHIPOCH, CBBP3aHH C YOTpeOaTa Ha TOBA JIEKapCTBO, MOJIS
o Te Bammst nekap uinm hapMarieBr.
4.  Bb3MOKHH HeXeJAHH PeaKuu

KakTo BCcHYKM NIeKkapcTBa, TOBA JISKAPCTBO MOKE MPEIN3BUKA HEXKETIaHH PEaKIINH, BhIIPEKH Y€ HE BCEKU
ru nory4aBa. [loBeueTo oT TIX ca JeKH WIIH YMEPEHO H3Pa3eHHU.
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Hsxou manueHTH ca moayduin YaCTHYHO, BHE3AMTHO, BPEMEHHO WIIH TIOCTOSTHHO BJIOIIABAHE WM 3ary0a
Ha 3pEHUETO Ha eAHOTO WiH ABeTe oun. Cripete mpuema Ha Vivanza u HezabaBHO ce cBbpxkeTe ¢ Barms
neKap.

Cro01aBa ce 3a BHE3AITHO HAMAIIBAHE MM 3ary0a Ha cliyxa.

Cro0maBar ce cirydan Ha BHe3aIlHa CMBPT, Obp3 WITH IPOMEHEH ChPJICUCH PUTHM, ChpAcUeH yuap, 0oyka
B T'BP/UTE U POOJIEMH C KPhBOOOPAIICHUETO B MO3bKa (BKIIFOUHUTEIIHO BPEMEHHO HaMaJIeH MPUTOK Ha
KPBB KbM HAKOHM YUACTHIM HA MO3bKa U KbPBEHE B MO3BKA) MPU MbXKe, IPUEMAIIH BapIcHa(DIIL.
IToBeveTo OT MBKETE, KOUTO Ca UMAJIM TE3U HEXKEIAHU PEaKIliu, ca MMaJH IPoOIeMH ChC ChPIIETO,
Npe/IM Ja IpUeMar ToBa JieKapcTBO. He € Bh3MOXKHO J1a ce OIpe/IeIii Al Te3U ChOUTHS ca Onim H%l@
CBBP3aHH C BapAeHa(HII. )

BCpOHTHOCTTa OT HAJIMYKE Ha HEXKCJIaHa p€aKIus € OIrMcaHa 4pe3 CICIHUTEC KaTCTOPUU: &Q

MHoro uecTn: A

Morar aa 3acersar rmosede ot 1 va 10 moTpeduTenm

Yecru: \2\\‘\

morat ja 3acerHat 10 1 va 10 norpebutenu

(%

I'maBoOone fb

Z

<
CBeToBBpTEX Q/&

3auepBsBaHe Q
3amyniBaHe Ha HOCa UJTKM Xpema ’b

CromarrHo pa3cTpoicTBO Q

O
Heuecrn: Q\
V4

morar jaa 3acernar g0 1 Ha 100 norpebutenu

OTOK Ha KO’KaTa ¥ JIMTaBUIIUTE, BKJIIO‘{I/ITGJIHQQ%K Ha JIUIIETO, YCTHUTE WIH I'bPIOTO
Hapymenns Ha chHS ’O

W3TpwIiBaHe U HApyIIEHA CETUBHOCT 3a@p
CBHHIMBOCT \2\
[Ipomenu B 3peHuneTO, 3aqepBﬂBaH(Ija 0YHTE, MPOMSHA B IIBETHOTO BIKIIAHE, OOJKU U TUCKOMQOPT B
OYHNTE, IYYBCTBUTEITHOCT KBM C &mﬂa

3BBHTECHE B YIIIUTE, CBETOBRPIEK

YckopeH myiic, C’pre6I/I6}‘©\

3anyx
3amymieH HoC QQ
Kucenunu, raCTIQ@, KopeMHa 0oJika, uapusi, HOBpbILaHe, 00110 Hepa3noaokeHHue (eadene), CyxoTa B
ycrara <
[ToBumen a Ha YepHOIPOOHHTE EH3MMH B KPHBTA
O6pus, pBsIBaHE Ha KoXaTa
bon bp0a M MYCKYJIMTE, TIOBHIIIABaHE B KPBHBTA HA MYCKYJICH €H3UM (kpeamuHgocporunasa),
c OCT Ha MYCKYJIHTE
JOKEHA ePEKIINs
W3UYECKO HEPa3IOJIOKECHUE

Penkmn:
morar aa 3acertar a0 1 va 1 000 notpebutenu

Bw3nanenue Ha ounte (KoHIOHKmMuUGUm)
AnepruyHa peaxuus

besnokoiicTBO

IIpunagsk

AMHe3us

72



- Ispu

- IloBumeno BbTpeouHO HamsATaHe (2nayKoMa), 3aCUIICHO ChI3CHE

- Edexrtu BbpXy chpiieTo (KaTo chpaedeH HHPAPKT, MPOMSIHA B PUTHhMA HA CHPILIETO WIH CIMEHOKAPOUSL)

- Bucoxo niM HUCKO KPBBHO HaJsITaHEe

- Kwspsene ot HOCa

- Edexr BbpXy pe3ynraTure OT KPbBHU TECTOBE 3a MPOCJIEASIBAHE Ha YEPHOAPOOHATa (PYyHKINS

- UyBCTBUTEIHOCT Ha KO)KaTa KbM CI'bHUEBA CBETIIMHA

- DbonesHenu epexuuun

- boiku B repaute

- BpemeHHO HaMaJeH MPUTOK Ha KPBB KbM HSIKOM y4acThLIM HAa MO3bKa bfo
2,

MHoOro peKH WM ¢ HEU3BECTHA YeCTOTA: Q@
Morar 1a 3acerfar mo-maiko ot 1 Ha 10 000 moTpeburenu Wik OT HATUIHUTE JAHHU HE MO)@&& BIE

HarpaBeHa OICHKa Q
- KpsB B ypunara (Xemamypus) A

- KpsBousnus B nenunca (Xemopazus é nenuca) (o)

- Hannuwe Ha KpbB B ceMenHara TeqHocT (Xemocnepmust) %

- Bmneszanna cmbpT \‘\®

- Kopsene B MO3bKa @\2\

AKO MONy4YHUTe HIKAKBH HEXEIAHHU JICKAPCTBEHU PEaKIIMHU, YBEIO amus nekap. ToBa BKITIOUBA
BCUYKH BH3MOXXHU HEOTIMCAHH B Ta3W JINCTOBKA HEXKEIIAHH pea SMoskeTe ChIIo Ja ChOOIIHTE
HEXXEJIaHW PEaKIUU TUPEKTHO Ype3 HAIlMOHATHATA CUCTEMa oOmraBaHe, mocoyena B [Ipunoxenue V.
Karo choOIiaBate HexeIaHu peakiiuu, MOXKETe 1a TaJIETE@BO PHHOC 32 TIONyHaBaHe Ha MoBeye
uH(OpMaITIsI OTHOCHO 0€30IacHOCTTa Ha TOBA neKapc&@.\

N\
)
Q)’O

I[a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO S@eua.

o

He m3nosnsBaiite TOBa JIEKapCTBO c\?u CpOKa Ha TOJHOCT, OTOEIsI3aH BhPXY KapTOHEHATa OIAaKOBKa CIIe]
“T'onen 10”. CpoKbT Ha ronHOCT\Y FOBaps Ha MOCTIEIHUS IEH OT MTOCOYEHHUS MECell.

Cho0maBaHe Ha HesKeJIAHHM PeaKINu ;&

5. Kak na cbxpansiBate Vivanza

He uzxBwpisiiite nexapm@a KaHaJu3alusTa Wi B KOHTEHEpa 3a JoMallHu oTnaabiy. [lonuraiite
Bamms papmanieBT kak XBBPJISITE JIEKApCTBaTa, KOUTO Be4e HE M3Mo3Bare. Te3n MepKH 1ie
CIIOMOTHAT 3a OIa3BAE¢ Ha OKOJIHATA Cpejia.

Q)Q/

6. Culéfmme HA OMAKOBKATA H JONbJHUTEIHA HHPOPMALU
Kaks {;prma Vivanza
- g;\ WBHO BeleCTBO: BapaeHad . Beska tabnetka chabpxa 20 Mg BapacHadu (KaTo
UAPOXIOPUN).
- Jlpyru chcTaBKu:
Slnpo Ha Tabnerkara: KPOCIMOBHIOH, MAarHE3UEB CTEapaT, MUKPOKPHUCTAIHA 1IE)TyJI03a, CUIUIIUCB
JIUOKCH], KOJIOUAECH OE3BOICH.
dunmoBo nokputue: makporou 400, xurnpomernosa, TutanoB nuokcuna (E171), xene3eH OKCHI, )KBJIT
(E172), xene3en okcun, uepseH (E172).

73


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kak m3raexaa Vivanza u KakBo ¢bIbp:Ka OMIAKOBKATa

Vivanza 20 mg ¢unmupanu TabNEeTKH ca OPaHKEBH Ha I[BAT, 03HAUYCHHU ¢ “V”0T enHaTa cTpaHa u “20” ot
npyrata ctpana. TabneTkuTe ce mpeajarar B OJHCTEpHU OMaKOBKH, Chabpxamy 2, 4, 8, 12 wim 20
Tabnerku. He Bcuuky BUIOBE OMAKOBKHM MOTaT Aa ObAaT MyCHATH B MPOAaxoa.

IIpuTexaTes HA pa3pelIeHUETO 32 YNOTPeda U MPOU3BOIUTEIL:
[TputexaTen Ha pa3pelIeHUETO 3a ynoTpeda

Bayer AG
51368 Leverkusen

I'epmanus QQ)/O
ITpousBoauTen O&Q

Bayer AG

Kaiser-Wilhelm-Allee AQ
51368 Leverkusen (o)
I'epmanus ’b
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3a JOIIBJIHUTCIIHA I/IH(i)OpMaLII/DI OTHOCHO TOBaA JICKApCTBO, MOJId CBBPIKETC CC C JIOKAJIHUA MMPEACTABUTECIL

Ha MIPUTEKATENs Ha pa3pelIeHNneTo 3a ynoTpeoda:

Belgié/Belgique/Belgien Lietuva

Bayer SA-NV UAB Bayer

Tél/Tel: +32-(0)2-535 63 11 Tel: +370 523 36 868

Bbbarapus Luxembourg/Luxemburg

baiiep bearapus EOO/] Bayer SA-NV

Ten.: +359-(0)2-424 72 80 Tél/Tel: +32-(0)2-535 63 11

Ceska republika Magyarorszag >
Bayer s.r.o. Bayer Hungéria KFT @b
Tel: +420 266 101 111 Tel.: +36 14 87-4100 Q
Danmark Malta O&
Bayer A/S Alfred Gera and Sons Ltd. Q
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 \\
Deutschland Nederland (o)
Jenapharm GmbH & Co. KG Bayer B.V. %

Tel: +49 (0)3641-87 97 444 Tel: +31-(0)297-28 06 66\‘\6

Eesti Norge \2\

Bayer OU Bayer AS Z

Tel: +372 655 85 65 TIf: +47-23 13 O &

EA0LGoa Osterreich

Bayer EAMGG ABEE Bayer Aus s. m. b. H.

TnA: +30 210 61 87 500 Tel: +4 -711 46-0

Espaiia Polle

Bayer Hispania S.L. BaygrSp. z 0.0.

Tel: +34-93-495 65 00 \L@» +48 22 572 35 00

France Q ortugal

Bayer HealthCare D' Bayer Portugal, Lda.

Tél (N° vert) : +33-(0)800 87 54 54 @@ Tel: +351 21 416 42 00

Hrvatska \2\ Rominia

Bayer d.o.o. @ SC Bayer SRL.

Tel: + 385-(0)1-6599 900 A Tel: +40-21-529 59 00

Ireland \\‘{' Slovenija

Bayer Limited Q\ Bayer d. o. o.

Tel: +353 1216 3300 O Tel: +386 (0)1 58 14 400

Island QQ Slovenska republika

Icepharma hf. ‘2\ Bayer, spol. s r.0.

Simi: +354-540 8000 Tel: +421 2-59 21 31 11

Italia Q’ Suomi/Finland

Bayer S.p. @ Bayer Oy

Tel: +39 93 7 81 Puh/Tel: +358-20 785 21

Konp g&- Sverige

N%{éGEM Limited Bayer AB

TnAt +357 22 48 38 58 Tel: +46 (0)8 580 223 00

Latvija
SIA Bayer
Tel: +371 67 845 563

United Kingdom (Northern Ireland)
Bayer AG
Tel: +44-(0)118 206 3000

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe Ha JJUCTOBKaTa
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JApyru u3ro4yHMIM Ha HHPOpMAaLUs

[HonpoOHa nnpopmanus 3a TOBa IEKapcTBO € MPefoCcTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus 1o

nekapcrata http://www.ema.europa.eu.
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JIncroBka: nHGpopManus 3a NOTpeOUTEJIs

Vivanza 10 mg Ta6JieTku, AuCHepPrupalim ce B ycrara
BapaeHadun (vardenafil)

IIpouerere BHUMATEIHO LsJIATA JTUCTOBKA, IPEIH A2 3al0YHeTe 1A NPHeMAaTe TOBa JIEKAPCTBO, Thil
KATO THA ChAbp:Ka BaxxHa 32 Bac nundgopmanus.

- 3amazere Ta3M JUCTOBKA. MOXe J1a ce HAJIOXKU Ja g MPOYeTeTe OTHOBO.

- AKo MMare HSKaKBM AOIBJIHUTENIHH BBIPOCH, IoNuTaiTe Bamms nexap uinu papmanesr.

- Tosa nekapctBo € nmpeanucano JuuHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe M
HaBpe€an, HE3aBUCUMO OT TOBA, Y€ NPU3HAIUTE HA TAXHOTO 3a00Js1BaHe ca ChIIUTC KAKTO Ba .

- AKxo nonyumre HJIKaKBH HEKEJIaHM JIEKApCTBEHU peakLny, yBeaoMeTe Bamus nekap uinmn 1IEBT.
ToBa BKIIFOYBA ¥ BCHYKH Bb3MOKHU HEXKEJIaHU PEaKLUU, HEOMCAHU B Ta3H JIUCTOBKA. TE TOYKA
4. \\Q

KakBo cbabp:ka Ta3H JIMCTOBKA (o}

1. Kakso npencrasissa Vivanza u 3a KakBo ce U3IM0J13Ba %

2. Kakso Tpsi0Ba 1a 3Haere, mpeau na npuemere Vivanza \‘\®

3. Kak ma mpuemare Vivanza \2\

4. Bb3MOXHH HEXEJTaHH PeaKIun <

5. Kak na cexpansBate Vivanza &

6. 2

C’BL[’Lp)KaHI/IC Ha OImaKOBKaTa U JOIIbJIHUTCIIHA I/IH(l)OpMaLII/ISI Q

1. KakBo nmpeacraBasiBa Vivanza u 3a KakBo ce mwga

Vivanza ceabspika BapaeHadu1, KOHTO NpUHAIISKH @Prpyna JIeKapcTBa, HApEYeHN UHXUOUTOPH Ha
dbochoauecrepasza tum 5. Te ce u3mon3Bar 3a jieu Ha epeKTUIIHA TUCQYHKIMS MTPU BB3PACTHU MBXKE —
CBCTOSIHHE, KOETO CE XapaKTepHU3Hpa ChC 3aTp U IIpY TIOTy4YaBaHe WM MOAIbPKAHE HA epEKIUs.

IToHe enuH OT KeceT MbXKE U3IUTBA HOHm@fa TPYIHOCT J1a MOJIy4YH WU NOJIbpka epekuus. [Ipuunnure
3a TOBa MOTarT Ja ObJaT GU3NIECKH W JICHXOIOTHYECKH UM CHBKYIIHOCT OT aBeTe. KaksaTo u 1a e
TNPUYMHATA, BCIE/CTBUE HA MIPOMERATE B MYCKYJIUTE H KPHbBOHOCHHTE ChIOBE B MEHHCA HE Ce 3aIbpika
JOCTAaTBhYHO KPBB 3a MOJIYYaBaHC\MNIOIIBP/KAHE HA €PEKIIUS.

Vivanza e neiicta caMOQQ' TO CTE CEKCYAJIHO CTUMYJIUpaHH. JIekapcTBOTO HamassiBa JEHCTBUETO Ha
€CTECTBEHO BELIECTBO BQ;, allMs OPraHu3bM, KOCTO 0TCIabBa epekiusaTa. Vivanza no3BosiBa epeKiuusiTa
Jia IPOABIDKU JOCTaTHUHO ABJITO, 33 [a U3BBPUINTE YAOBIECTBOPUTEIIEH CEKCYaleH aKT.

Q)Q/

2. Kax%ﬁpﬂﬁBa 1a 3HaeTe, Mpeau 1a npuemete Vivanza

He n /bafne Vivanza

- CTE QJIEPTUYHU KbM BapieHa(QI UM KbM HAKOS OT OCTaHAITUTE ChCTaBKH HA TOBA JICKAPCTBO

%SGPOGHI/I B Touka 6). [Ipu3HanuTe Ha aJlepruvHaTa peakius BKIYBAT 00PUB, ChpOEK, MO IyBaHe Ha
JIMLETO WM YCTHUTE, U 3a11yX.

- AKo B3eMare JIeKapCTBa, ChIbPIKAIIA HUTPATH, TAKUBA KATO TIUIIEPOJ TPUHUTPAT 32 IPhIHA jKada
(cTeHOKapaus), UK JEKapCTBa, KOUTO OCBOOOXK/IaBaT a30T€H OKCUJ, KaTO aMWiI HUTpUT. Karo
B3eMare Te3M JiekapcTBa ¢ Vivanza Bamero KpbBHO HalsraHe MOXKe 3HAYMTEITHO J1a Ce MOBJIHSE.

- AKo B3eMare pUTOHABUP WM MHIMHABUD, JIEKapCTBA M3IIOJI3BAHU 32 JICUCHHE Ha MH(EKUHS C BUpyca
Ha goBemkus umyHoAepumut (HIV).

- Ako cte HaJ 75 TOAWHY U B3eMaTe KETOKOHA30JI HJIM UTPAKOHA30JI, MPOTUBOI'bOMYHH JIEKapCTBa.

- AKO MMaTe TeXbK ChpJIeueH WIH YePHOAPOOEH npodieM
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- Ako cre Ha Ob0OpedHa Tuanmu3a

- AKO CKOpO CT€ UMaJli MO3BYEH YAAp WIH ChpACUYEeH HHDAPKT

- AKO MMaTe WIH CTe UMaJ HUCKO KPBBHO HaJlsiraHe

- AKo UMaTe B CEMEUCTBOTO JJAHHHM 32 JICTCHEPATHUBHU OYHM 3200 IsIBaHUS (KATO NUSMEHMEH Pemunum)

- AKo HsKOTa CTe UMaJiil ChbCTOSIHUE, CBBP3aHO ChC 3ary0a Ha 3peHUETO NMOPaar YBPEKAaHe Ha
ONITUYHUS HEPB OT HEJOCTaThU€H NPUTOK HA KPBB, U3BECTHO KaTO HE-apTEPUHUTHA UCXEMHUYHA
ontnuna HeBponatust (HAMOH).

- Ako npuemate pronuryat. ToBa JIekapCcTBO ce W3I0JI3Ba 3a JieueHHEe Ha OeJI0ApoOHa apTepraiHa
XUIIEPTOHHUSA (T.€. BACOKO KPBBHO HaJATaHe B GenuTe ApoOoBe) M XPOHHYHA TPOOMOEMOOIMYHA
OenonpoOHa XxurnepTonusi (T.e. BACOKO KPBBHO HaJsiraHe B Oenute qpo0oBe B pe3yaTaT Ha KPbB H)
cbeupenn). JJokazano e, ue PDES unxubutopure, kato Vivanza, 3acunsat edexra Ha HOHI/DK%Be Ha

KPBBHOTO HaJSITaHE HA TOBA JIEKAPCTBO. AKO B3eMaTe PUOLIUTYAT WM HE CT€ CUTYPHH, Q
nHpopmupaiite Bamms nexap. &
[penynpexkaeHus: ¥ NpeaINa3sHu MEPKH A
T'oBopere ¢ Barmus nexap, npeau na npuemete Vivanza. fbfo
O0bpHeTe crienuaTHO BHHMAaHUe NPH ynoTpeda Ha Vivanza “Z
- Ako umare cbpjieuHo 3a0oisBaHe. Moxe aa € puckoBaHo 3a Bac, a1<a3$13me CEKC

- AKO cTpajiare oT HapyleHHUs B ChPJICUHUS PUTHM (Ccbpoeuna apu, 51) WIW BPOJAEHU ChpACUHU
3a00J1sIBaHuUs, KOUTO MOBJIKSABAT Bamiarta ejgexrpokapauorpam

- AKo nmaTe aHaTOMU4HAa Aedopmanus Ha eHuca. Toa BKIIIGHBa ChbCTOSIHUS HAPEUSHU aHTYJIaLus,
6osect Ha [letipoHu u kaBepHO3Ha GrOpo3a >

- Axo nMaTte 3a00JsIBaHe, KOCTO MPUYUHIBA ePEKIns, KEIY0 He MOXKe J1a 0T3ByuH (npuanusvm). Tosa
BKJIIOYBA ChPIOBU/IHO-KIETHYHA AHEMUS, MYJITUILIEH) MUEIIOM H JIEBKEMHS

- AKO UMaTe CTOMAIIIHU 3B (T. HAp. CHMOMAUHY, nenmuyHU A361L)

- AKO MaTe HapyUIeHUS! B KPbBOCHCUPBAHET! 0 Xemou.us)

- AKO M3I0JI3BaTe JPYTH JICKapCTBa 3a Jieq Ha TPYAHOCTH MPH €PEKLUS, HATIP. BCUUYKH
naxubuTopu Ha PDES, BKiIFOUnTEINHO upanu tabnaetku Vivanza (Bx. Touka “Jlpyru
nmekapctsa u Vivanza ”).

- AKO MMaTe BHE3aIHO BIIOLIABaH I/I% 3ary0a Ha 3peHHue, crnpere ja B3emare Vivanza u ce
CBBpIKETE BeZHara ¢ Bamms J}{Kgpf

£
Jeua u roHOIIN
>

Vivanza ue e TpeTHA3HAYCHE yrotpeba OT Jera Wik I0OHOIIH 1Moy 18-roauiHa BB3pacT.

Jpyru nekapcTBa u V@nza

Tpsi0Ba 1a Kaxere amms JeKap win (hapMaieBT, aKo U3I0JI3BATe, HACKOPO CTE M3IOI3BAIH WIIH €

BB3MOXKHO 12 U3 BaTe IPYTH JIEKapCcTBa, BKIIOUUTEIHO JIEKapcTBa 6e3 perenTa.

Hsikou nexap Morar Aa IpUYHHAT NpodiaeMu, 0COOEHO CIEIHUTE:

- Hu T, IeKapcTBa 3a CTeHOKapaus (TPbhIIHA jkada) WIIH JIeKapCTBa, KOUTO OCBOOOKAABAT a30TCH
0 (@K&TO ammit HUTpUT. Karo B3emare Te3u siekapcersa ¢ Vivanza Baiieto KppBHO HassiraHe

K€ 3HAYHUTEITHO Ja Ce MOBIHSIC.

- JlekapcTBa 3a JieueHHe Ha apUTMHUs, KaTO XWHUIUH, TPOKanHAMH], aMHOAAPOH HIIH COTAJION.

- PuronaBup unu unauHaBup, aekapcta 3a XVB.

- KeTokxoHa30:1 Uil UTPaKOHA30JI, JIEKAPCTBA CPEILy I'bONIKH.

- EputpoMunin uiu KIIapuTpOMHUIIUH, MAKPOJIUIHA aHTHOUOTHITU

- Anda-6rokepu — BII IeKapCTBa, M3MOI3BAHM 3a JIeUeHHE Ha BUCOKO KPHBHO HAISATAHE U TIPU
yroJeMsiBaHe Ha IIpocTaTaTa (KaTo dobpoxavecmeena npocmamua Xunepuiasus).

- Puouuryar.

He usnonsBaiite Vivanza TabiieTku, JUCIIEPTHPAIIH CE B yCTaTa, B KOMOMHAIIMS ¢ HUKAKBH JAPYTH
CpejICTBA 3a JICUCHHE Ha epeKTUIIHA TUCHYHKIMS, BKIIOYHTETHO Vivanza puiMupany TabiIeTKu.
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Vivanza ¢ xpaHa, HATUTKH U AJTKOXO0JI

- Bue moxe na B3emare Vivanza tabiaeTky, TUCIIEPTHPAINH CE B yCTarTa, ChC WM 0€3 XpaHa, HO He
npueMaiTe ToBa JIEKapCTBO C TEYHOCTH.

- He mmiite cok ot rpeiindpyT, koraro npuemate Vivanza. Toi Moxe aa TIOBJHsIe Ha OOHUaitHus
e(eKT Ha JISKapCTBOTO

- ATNKOXOITHUTE HAITUTKU MOTAT AOMBIIHUTEIHO Ja 3aTPyIHSAT ITOTyYaBaHETO Ha ePeKIIs.

BpemeHHOCT U KbpMeHe

Vivanza He e npenHasHaueH 3a ynorpeba oT *eHH. bfb
lo¢gupane u padoTa c MAIIMHHU %6
Vivanza moxe J1a MpUYrMHH 3aMaliBaHe MPH HIKOM X0pa U JIa 3aCeTHe TSAXHOTO 3peHue. AKO
CBETOBBPTEK MM MPOMEHH B 3pSHUETO Clie] NpueM Ha Vivanza, He modwupaiite u He pa ec
MaIIfHY.

%

Vivanza 10 mg ta6JieTku, AUCNePrupaliy ce B ycraTa ChIbpika Acnapram & ouTOJI.

- Acnapram: ToBa nekapcTBo chabpka 1,80 mg acapram BBB Besika 1{PR1Q qucneprupaiia ce B
ycraTa Tabjerka. AcnapTaMbT € U3TOYHUK Ha (eHunananud. Mo &ia Bu HaBpeIu ako UMaTe
(heHUIIKETOHYPHUS, PAAKO T€HETUYHO 3a00JIsIBaHe, IIPU KOETO C PylBa (eHMIaNaHuH, Thi KaTo

OpraHM3MbT HE MOJXKE Jla 'O OTJCJISA IIPAaBUIIHO. 9
- Cop6uron: ToBa 1ekapcTBO ChIbpXKa 7,96 Mg copburon g¥p Beska 10 mg aucneprupama ce B
ycTaTa TabJaeTKa. Q
3. Kax na npuemare Vivanza @‘
Bunaru npuemaiite ToBa JIE€KapCTBO TOYHO Ka U e ka3an BamusaT nekap. AKo He CTe CUTYPHH B
Helo, nonuraite Bammus nexap unu gapm . Ilpenoppunrennara goza e 10 mg.

[puemere Tabnerka Vivanza okomno 25(zo 60 MuHyTH npeau mosos akT. Che CEKCYaTHO CTUMYIUPAHE
MOJKe JIa TTOTyYUTe epeKIus OT 25 YTH JI0 YSTHPH - TIET Yaca clie] nmpuema Ha Vivanza.

- W3Banere nucneprupa Ace B ycTaTa TabJIeTKa OT OJIMCcTepa HETOCPEICTBEHO MIPEAN J1a 5
npuemere. Cbe Cyx ¢ HaTUCHEeTE BHUMATEJIHO, 3a J1a U3BaJUTe eiHa TalneTka B pbkara cu. He
yyrere Ta6neTKa'Q\

- [TocTaBere nsAaTa AUCIIEPrUpaIIa ce B yCTaTa TabJIETKA BEPXY €3MKa CH, KBAETO TS I CE PAa3TOIH
3a HsKonko €€KyHmu. Criell ToBa st IPErTbTHETE ChC CIIOHKA. TablieTkara, IMCreprupana ce B
ycrara, Q%%Ba Jia ce MpHeMa C TeUHOCTH.

@)
X

ol = 2
N _

=

He npuemaiite Vivanza taéjierku, [ucneprupainm ce B ycTaTa, 3ae/IHO ¢ HIKakBa apyra ¢opMa Ha
Vivanza.

He npuemaiite Vivanza moseue oT €InH IIBT THEBHO.
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YBenomere Barms nekap, ako cyurare neicTBueTo Ha Vivanza 3a nmpekajieHo CHIIHO W ci1abo. Bamusr
Jekap Moxke a Bu npemnoxu pasznuuna popma Ha Vivanza c pazinnyHa 1032, B 3aBHCUMOCT OT TOBA
KakbB eekT uma npu Bac.

AKoO cTe TIpUeJIH MoBevYe 0T HeoGxoaumara o3a Vivanza

MpbxKeTe, KOUTO ca MpUeTd TBbpIe MHOTo Vivanza, Morar jia 1moJiy4ar moBeve HeXeTaHu PEeakiiy Wid J1a
MOJIyJaT cuiiHa 00JKa B rbpOa. AKO CTe TPHENTH MoBeUe 0T HeoOxoaumMara qo3aVivanza, yseaomere
Bammsa nexap.

AKO MMaTe HIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHU C YIIOTpedaTa Ha TOBA JEKapCTBO, TMONUTAHTED),
Bamms nexap nnu dapmanesT. @b

()&Q

4, Bb3MOKHN He:KeJJaHU peakuuu Q

KaxTo BcH4km nekapcTBa, TOBa JIEKApCTBO MOXKE Ja MPETN3BUKA HEXeIaH! peaxun{g}{@%npexn 4e He
BCEKH TH MoiTydaBa. [loBe4eTo OT TAX ca JeKH UiIN YMEPEHO H3pPa3eHH. o

Hsixon manueHTH ca moyquid YaCTHYHO, BHE3aITHO, BPEMEHHO HITH nocmg@ BJIOIIIaBaHE WJIU 3ary0a
Ha 3pEHUETO Ha eTHOTO WiH nBeTe oun. CripeTe nprueMa Ha Vivanza U H BHO Ce CBBpKeTe ¢ Bamus

JICKAap.
P Q

C1,061uaBa C€ 3a BHC3aIIHO HaMaJIIBaAaHC WU 3ary6a Ha CJIyXa. Q

CroOmiaBar ce ciydau Ha BHE3aIllHAa CMBPT, Obp3 WK HpOMeQQLpz[equ PUTBM, ChpAEYEH yaap, 0oiKa
B I'bpAUTE ¥ IPOOJIEMH C KPHBOOOPAIIEHHETO B MO3bKa (BIS[IOUUTEITHO BPEMEHHO HaMaJIeH IIPUTOK Ha
KPBB KbM HAKOH YYaCTBIM Ha MO3bKa ¥ KbPBEHE B MO IIpU MBbKe, IpHeMaliy BapaeHadu.
[ToBeveTo OT MBKETE, KOUTO Ca UMAJIH TE3U HEXKea aKIIMH, ca UMaJIX IPOOIEMH ChC ChPLETO,
Hpeau Ja npueMar ToBa jJekapcTso. He e BT)3M0)I<<Q a ce OnpeAeNy Aajii Te3U ChOUTHS ca OUITH MPSIKO

CBBp3aHH ¢ BapAeHa(uII. Q;O

BCpOﬂTHOCTTa OT MMOJIy4YaBaHC Ha HC)I(CH&S@‘I)C&KHI/I}I € omurcaHa 4pe3 CJICIHUTEC KaTCTOPpHUU:

MHoro yecru: A
MOraT Ja 3aCcerHar MoBeye OT H{ké‘nmpe&nenn

- T'maBo6onue Q\
O
YecTn: Q

MOTaT Ja 3acerar J:[QeL Ha 10 moTpebuTenu

- CBGTOBBpTG%@

- 3aqepBﬂBayQ
- 3amym Ha HOCa WU Xpema
- Cro 0 pa3CTpOICTBO

Hﬂ@'ﬂ:
Morar nia 3acersat 1o 1 Ha 100 motpedurenu

- Otok Ha KOXKaTa U JINTAaBUIINTE, BKIFOYUTEIHO OTOK Ha JIMIIETO, YCTHUTE UIH I'BPIOTO.

- Hapymenus Ha chHS

- H3rpbnBaHe W HapyllieHa CETHBHOCT 3a JIOMUP

- CbHIMBOCT

- IIpomeHwu B 3peHHETO, 3aUuepBsIBaHE HA OYUTE, IPOMSHA B LIBETHOTO BIDKIAHE, OOJIKH U AUCKOMMOPT B
OYHUTE, YYBCTBUTEIIHOCT KbM CBETJIMHA

- 3BBHTEHE B YIINUTE, CBETOBBPTEK

- YckopeH myiic, chpiicOucHe
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- 3amyx

- 3amymieH HOC

- Kucenunu, ractput, kopeMHa 00Jika, Iuapusi, HOBpBILAHE, 0010 Hepa3noIokeHHe (eadene), CyxoTa B
ycTara

- lloBumenu HMBa Ha YEPHOAPOOHHUTE EH3UMH B KPBBTA

- OOpus, 3auepBsIBaHEe Ha KOXKaTa

- Bouku B rbp0a MM MyCKyJINTE, IOBUIIIABAHE B KPBBTA HA MYCKYJICH eH3uM (kpeamun gocghokunasa),
CKOBAHOCT Ha MYCKYJIUTE

- YabpmkeHa epekuus

- Du3MYecKo Hepa3MoI0KEeHUE b’o

2

Penxu: Q
morar ja 3acersart o 1 Ha 1 000 norpeburenu O&

- Bo3nasnenue Ha ounTe (KOHIOHKMUBUM) Q

- Anepruvna peaxius A

- BesnokoiicTBo (o)

- Ilpunagpk fb

- AmHe3us \‘\6

- I'spu \2\

- TloBumieHo BbTPEOUYHO HajsTaHe (21ayxoma), 3aCUIEHO ChiI3eHe Z

- Edextn Bepxy cbpierto (Kato chpacueH HHPAPKT, MPOMSIHA B pI/I@& Ha CBPIETO WM CHEHOKAPOUSL)
- BuCOKO WM HUCKO KPHBHO HAATAHE Q

- Kwvpsene ot HOCa &)

- Edexr BbpXy pe3ynraTute OT KPbBHU TECTOBE 3a HpOCHé@HC Ha YepHOpoOHATA PYHKITUS
- UyBCTBUTEIHOCT Ha KOKaTa KbM CITbHYEBA CBETIIMHA O

- bonesHnena epexius

- bonku B repaute &‘

- BpeMmeHHO HamalleH PUTOK HAa KPbB KbM H%Q( JaCThIM Ha MO3bKa
MHOro peaKH WIH ¢ HEU3BECTHA YeCcTOTa Y
Morar Ja 3acerHar mo-majiako ot 1 Ha 10 OQ}HOTpeGHTenH WA OT HAJIMYHKTE JAHHH HE MOXe 1a Oble
HarpaBeHa OIEHKa

- Kpss B ypunara (Xemamypus) A
- KpsBousnus B nienuca (Xe \gc_e'uﬂ 6 nenuca)

- Hanwuuwue Ha KpHB B ceM%@q' TeuHocT (Xemocnepmus)
- Bueszanna cmbpt

- Keopsene B Mo3bKa QQ

CpofmaBane H@@mena}m peaxkuuu

AKO MOy 4HTEASKAKBY HEKETAHH IEKAPCTBEHH PEaKIlUH, yBeaomere Bamms nekap. ToBa BKIIOUBA
BCHUKH BH3MOMKHI HEOTIHCAHH B Ta3H JTHCTOBKA HEKENAHU PEeakiiu. MosKeTe ChIIo a ChoOIIuTe

KIIMHU JUPEKTHO Ype3 HAIIMOHATHATA CHCTeMa 3a ChoOIIaBaHe, IIocodeHa B [Ipunoxenne V.
I[aBaTe HEXKENIAHU PeaKIui, MOXKeETe Ja ajieTe CBOs IPUHOC 3a MOTydaBaHe HA TTOBeUe

aIus OTHOCHO G€30MacHOCTTa HA TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate Vivanza
Jla ce cbxpaHsBa Ha MSICTO, HEJOCTBITHO 32 Jela.
He u3nos3Baiite ToBa JIEKapCTBO CJIE/ CPOKa Ha TOJHOCT, OTOENsA3aH BbPXY KapTOHEHATa OMaKOBKa CJIe/

,»1 o11eH 10”. CpOKBT Ha TOJHOCT OTTOBAps Ha TOCISAHUS JICH OT IIOCOYCHHS MECEII.
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I[a CC CbXpaHsdBa B OpUTHHAJIHATaA OIIAKOBKaA, 3a Aa CC MPEAINa3u OT CBCTJIMHA U BJIara.

He u3xBbpasiiTe JekapcTBaTa B KaHAIM3ALMATA UM B KOHTEHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamust papMarieBT kak 1a U3XBBPIATE JEKapCcTBaTa, KOUTO Bedye HE U3Moi3Bare. Te3u MepKu Iie
CIIOMOTHAT 32 OMa3BaHE Ha OKOJIHATA Cpela.

6. Cobabp:kaHue HA OMAKOBKATA M JONbJIHUTEHA HHpopManus

- AKTHBHO BelecTBO: BapaeHadui. Besika mucneprupaiiia ce B ycrara TadiaeTka, Chabpxka 1
BapaeHadm (KaTo XUIPOXIOPHUL).

- Jpyru cbcTaBKu: MarHe3ueB creapart, acraptam (E951), apomaT Ha KOKEH, MAHHUT 21),
copouroi (E420), KpOCTIOBUIOH M CHIIMIIUEB JTUOKCHUJI, KOJIOUJICH XHpaTupan. B Ka 2
»Vivanza 10 mg TabneTku, qucneprupaiy ce B ycrara cbabpka Acnapram u CopuTon‘.

Kak m3raexaa Vivanza u KakBo CbIbpPiKa 0NAKOBKAaTa fbfo

Vivanza 10 mg ta0ieTku, AMCIEprupaliy ce B ycrara, ca Kpbrii u 6enu. Te cefgperarar B OIakOBKH OT

4 X 1 nucrieprupalli ce B ycraTa TabJaeTKH B ieppoprupaHu €THOA030BH G@pn oT

ATyMUHHH/aITlyMUHUH. &®
7

- Kakso cpabp:xa Vivanza E >

He Bcuukn BHUOOBC OIMAKOBKHU MOrart aa 6’I>,Z[aT ITyCHATU B r[poz[a>K6Q

HpI/ITe)KaTeJ'l Ha pa3peicHueTo 3a yHOTpeﬁa 4 HpOH3BO}Il@

ITpuTeskaTen Ha pa3pelLIeHUETo 3a ynorpeda Q\O
Bayer AG ¢9‘
51368 Leverkusen Q
I'epmanns Q;O
IIpoussonuten ‘2‘6

Bayer AG @

Kaiser-Wilhelm-Allee

A
51368 Leverkusen \\‘{'

I'epmanus Q‘
&
3
<
@)
R
@
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3a JOIIBJIHUTCIIHA I/IH(i)OpMaLII/DI OTHOCHO TOBa JICKApCTBO, MOJId CBBPIKETC CC C JIOKAJIIHUA MMPEACTABUTEIL

Ha MIPUTEKATENs Ha pa3pelIeHNueTo 3a ynoTpeoda:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bwarapus

baiiep bearapus EOO/]
Ten.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.0.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 4523 50 00
Deutschland

Jenapharm GmbH & Co. KG
Tel: +49 (0)3641-87 97 444
Eesti

Bayer OU

Tel: +372 655 85 65
EA\rada

Bayer EAMGG ABEE

TnA: +30 210 61 87 500
Espaiia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert) : +33-(0)800 87 54 54 ®Q>
Hrvatska \2\
Bayer d.o.o. @

Tel: + 385-(0)1-6599 900 é

Ireland
Bayer Limited

oV
K

Tel: +353 1 216 3300
Island

Icepharma hf. ‘2\
Simi: +354-540 8000
Italia Q’
Bayer S.p. @

Tel: +39 95 7 81

Kvbnp g&-
NCQ&GEM Limited
T} +357 22 48 38 58

Latvija
SIA Bayer
Tel: +371 67 845 563

Lietuva

UAB Bayer

Tel: +370 523 36 868
Luxembourg/Luxemburg

Bayer SA-NV
Tél/Tel: +32-(0)2-535 63 11
Magyarorszag
Bayer Hungéria KFT bfo
Tel.: +36 14 87-4100 QQ
Malta A
Alfred Gera and Sons Ltd. QO
Tel: +35 621 44 62 05 3
Nederland (o)
Bayer B.V. fb
Tel: +31-(0)297-28 06 66\‘\6
Norge \2\
Bayer AS Z
TIf: +47-23 13 0 &
Osterreich
Bayer Aus s. m. b. H.
Tel: +4 -71146 0
Polle
BaygrSp. z 0.0.
\L@a +48 22 572 35 00
ortugal

0O’ Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romaénia

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. 0. 0.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 2-59 21 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0)8 580 223 00
United Kingdom (Northern Ireland)
Bayer AG

Tel: +44-(0)118 206 3000

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe Ha JJUCTOBKaTa

83



JApyru u3ro4yHuIM Ha HHPOpMaLUs

[HonpoOna nnpopmanus 3a ToBa JIEKapCcTBO € IPeIOCTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus 1o

nekapcrsarta http://www.ema.europa.eu.
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