Vilbinitan 50 mg/12.5 mg film-coated tablets

Bua6unantan 50 mg/12.5 mg puamupanu Taﬁ.ue'mu
AKTHBHH BernecTna: Jlosaprau Kannﬁ/xnnpoxmpomasm

I.osartan potassmm/ hydrochlorotluazme |

IlpouereTe BHEMAaTENHO NAIaTa JHCTOBKA, mpean Ja npnema're TOBA

JIEKAPCTBO.

= 3amasere TasH JmcToBKa. Moxe 1a HMaTe HyXJia a3 S npoqueTe
~ OTHOBO. | | | | |
= AKO MMaTe HIKAKBH ,uoanHTenHH BBIIpOCH, nonmaﬁ're Bauma Jiexap
' HJIH papManeBT. | | |
-~ Tosa nekapcTeo ¢ HpeamHcano JM4HO Ha Bac, He ro npeo*rmnaaﬁre Ha
APYTH Xopa. To MOXe 1a UM HaBpeny, HE3aBACHMO oT TOBA, qe 'rexum‘e
- CHMIITOMH ca CBHIIHTE KakTo Bammure:. - | S
= AKXO'HSKOA OT HeXeJlaHHUTe PEaKIAN CTARE CEPHO3HA, HIH 3aeNexute -
' IpYTH, HEOMMCAHH B TA3H JIACTOBKA, MO HthopMHpaﬁTe Bamms nekap

| Uny tbapmauen'r |

»

B Tiin .imc'ronxa me HaMepme. .

1. Kaxso [pEACTaBILIBA Bunbunwuran S0 mg/ 12 5 mg tl)mmnpaﬂn 'raﬁ.lle'rm H sa mno
CE H3M0JI3Ba | | | e |

2. Tlpenn na mpuemare BunGunutan 50 mg/ 12.5 mg cl)mnpa:ﬂn 'raﬁnemn .

3. Kak na npuemare BunOunuran 50 mg/12.5 mg cbnmnpann Taﬁnem

4. BB3MOXKHH HEXENaHH peakIuy | -

5. Kax na cexpangsate BunGunutan 50 mg/12.5 mg cbmnpaﬂu Taﬁne'rm

- 6. JlonniauTensa wHpOpMALH | |

1, Kakso 'ﬁgegﬁannﬂ_na BunGuuuran 50 mg{ 12.5 mg Qmm aim_ Ta0JaeTKH ¥ 33 KAKBO

€€ H3M0J3B]

 BUIGHHUTAH CHIBPA JBE AKTHBHH BEIECTBA:
= Jlo3apran xanuii |
_'_-. _qupoxm:)pcrmamn. |

Jloaap'raH Kammii npnna.unexm KBM IpyIaTa Ha nelcapcmara MO3HATH KATO aHTHOTEH3HH I
. PCLENTOPHH - AHTArOHACTH! Te NpEACTABNABAT BHJ AHTHXHIEPTCHIUBHH JieKapcTsa. Tesm
- ICKapCTBa C¢ H3MOJI3BAT 32 JICYCHHE HA IIOBHIICHOTO KPHBHO HAJIATaHe (xnnep'mﬂna)
XUAPOXJIOPOTHASHALT NPHHAMICKH KBM rpynara Ha JCKapcTBA HApUYaHW THA3MIHH
auyperany. le Bu cTuMynHpar ga nmpou3BexzaTeé NOBEYE ypuHa H ‘TOBA CrnoMara 3a
TNOHHKABAHE Ha -Kp‘BBHOTO HAI4TaHe. ,[[nypemume ‘ca CBIIO NO3HA A KaTO SROIHH”
tabmerky, = | S O '.ﬁx”%ﬁ‘h‘mh@_—;; '
 JlBeTe aKTHBHH BemecTsa Ha BIGHEHTaR paﬁom checmo, 3a 1a I 1ORAT Kpmﬂon\% BH
- HamArane. . Te paﬁcmn' nn-,uoﬁpe CHBMECTHO, OTKOJIKOTO Bcﬂm [OF / THX npmo}lcené
CAMOCTOSTEITHO. o " .':ﬁi' v R ER N j
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Jleuenue Ha nOBMIIEHO KPBbBHO HaNArane. Bue He TpsiGBa a4 M3noN3BaTe BHHﬁHHHTaH KaTo
ITEPBO CPECTBO 34 JICYCHHE Ha apTepranHa xuneprounus. Toi Tpsabsa na 6pae M3nON3BaAH

' TOraBa, KOraro NPEJHIIHO JeUeHUe € JI03apTaH KanHii mm xnnpoxnopmasm[ IIPHJIOKECHH
CaMOCTOATENHO He ce e 0Kasano ZIOCTATHYHO ed)elcmaﬂo. |

iu- ."

2. Hpegﬂ aa npuen’:a're BuaonunutaH 50 mg[- 12 5 mg Qmmnp_aun TabaeTicn
| He npuemaiire Buabunuran 50 mg/12. 5 mg ggmmngann 'raﬁ.ue'mu

- A,m CTe aJICPruYHH (CBPBXIYBCTBHTENIHHA) KEM JI03apTaH, xn,upoxnopomaam HJIH
* HAKO€ OT IOMOIIHHUTE BEINECCTBA HA Bmlﬁuunmn (B}K T. 6 “JIOHMHHTeJIHa
uadopManna™). | | o
- Ako cTe QIICPruyiHH , (QB]J’LX‘IYBCTBHTGJIHH) KBM Bemecma nponsnonﬂu Ha
cyadoHaMunATe (Halp. APYTH THASHIH,HIKOH aHTHOAKTepHATHH JIeKapCTBa karo Ko-
- TPHMOKCA30JI, NoHTaliTe Bamms exap ako He cTe CHIYpHH)
- AKO CTpajare OT TeXKO YBPEKAaHe Ha qepHONpOGHATA QyHKINAS |
- Axo cTpajare oT XolecTasa (OTTHYAHETO Ha }RJI'I:‘IHHH cch 0T ‘IepHHH apob e
| HapymeHo)maanymBaHeHammﬂreanma R L
- Axo CTpajare OT TeXKKa 6'56peqna HENOCTATHIHOCT HJIH B cnyqaﬁ ye 656peun'rc Bu
H300I0 HEe NPOH3BEXKIAT YpHHA. AKO MMare 3abongBaHe Ha Gﬁﬁpeum‘e Bamusr
- lexap IIe OLIEHH HeropaTa Texect, ClieX ToBa Toi/TA me Bu nocuBeTBa Jalnd MOXe Ja
- pHeMare BHiOHHATaR. - -
- Axo HMaTe AucOananc Ha COMM B OPraHH3Ma (enelcrpmmm) KOHTO He MOXe 1a GBle
~YCIEIHO KoHTpoaupan. Tosa BKIOYBA: |
O XHIIOHATPHEMHSA (HHCKH HUBA HA HaTpuil B I(p’BBTﬂ)
O XunoxkanueMmns (HUCKa EUBa Ha KaJuii B KPbBTA)
0. XHNepKanHeMus (BHCOKH HUBA HA KaJIlui B Kp’bBTa) |
O AKO HMare IO-HHCBK OT HOpMaTa obeM Ha TelnecHH Te'-II{OGTH (xnnononemna)

= AKO cTpajnate OT mozarpa (3aGonsBaHe, KOETO npenusnma MHOTO ﬁoneaneno
BBh3NAICHHE Ha CTAaBUTE) | | |

- AKo cTe, MUCIIHTE e MoXxe OH c're, 703 b mIaHHpaTe iF:} 3a6pemeHeeTe (BX. CBIIO
“BpeMeHHOCT H KbPMEHE” I0-A0Ty | |

- AKoK'BpMHTe._

| Oﬁbpﬂe're CHEeLHATHO BHHMAaHHE npenu yno'rpeﬁara HA Blmﬁlmm‘aﬂ 50 mg/lZ 5 mg |

duamMupanu TabJIeTKH o

~Haii-o6mo BunGHHHATAH HE Ce npenopmna B cne.uHH're cJIyan |

= Axo aMmate 6B6peuno 3abonsasade WK CTE NOANOXKEHH Ha XeMOLUAH3a

= AKO KpHBOTOKELT Ha €JMHUs WK Ha [BaTa Bu 06b0peka ¢ yBpeneH (peHaJIHa apTepHaJIHa

. CTEHO3a WM CTEHO03a Ha apTCpHATA Ha efuHHA GB0peK) - |

- AKO cTpajare ofT IBPBAYCH XUNEPANJOCTEPORUIBM. H’prH‘]I-IHHT au,uocwponmw ce

 NOSBABA, KOTaTo BAlIETO TAJIO POM3BENA TBHPAC MHOr0 OT XOPMOH HapeucH
anaocTepoH. TOBA NORIMABA HAYHHET NO-KOHTO BAIIETO TAIO C€ OTHACH KM XMMHUYHHTE

. BEIIeCcTBa B KPbBTa. TOBA CHCTOAHHE MOXKE CBHILO 3 npennsanxa xnnep'rom |

- Ako ¥MaTe 00CTPYKUMA (3amyiBaHe) Ha CHPAECYHHTE KITAIH o

= Ako mMare OGCTPYKTHBHA XHUIEpTpOQHUHA Kapnnomnonama Toaa e _,

- CBPAEYHHA MYCKYII, KOSTO NPSIH Ha KPBBOTOKA OT CBPIETO. -
- Axo0 cre B wppsuTe 12 ce.ILMHHH Ha 6pemenﬂoc'rra (B)K. CHIIO T &

- KBpMEHe). "_

= Axo Bre MHcJIHTe ue Moxe G cTe, WM nnafmpare na 3a6peme gete (K




. - DpeMEHHOCT H KbpMEHE)
=~ Jlena u ronomm (< 18 rogummHa BR3pacT)

~  Axo npuemare ACE uaxuburop. ACE HHxnﬁnTopHTe ca rpyna nexapc'raa H3M0/I3BAHH
. TIpH XMIEPTOHHUA H CBP/ECYHA HEOCTATHYHOCT. : | |
= AKO TIpAeMaTe JIMTHH (33 Je4eHUe Ha NMCUXWIHH HapymeHna TaKhBa KaTo GHHOJIHPHH
pazcrpoﬁcma, BX. CBIIO ‘l'IpHeM Ha JPYIH JcKapCTBa, nn-,uony)

I’Imbopuapaﬁre BAIIHS JeKap HJIH q:apuauemr.
- Axo mpenM cre CTpajaid OT NOAYBAHE HA JIHUETO, YCTHHTE, I‘LpJIOTO HWIH €3HKa
(aHrHOEIEM) | | | o
-  Axo pHEMATE AMyPeTHIH (,,chnom xamge’™)
- AKO CTe NMOAI0KEEN Ha 6¢Ha Ha CONH AHeTa
= AKO MMare WIH CTe HMaNM TE€XXKO NMOBPBIIAHE /WM THAPHA
- Axo ca Bu TparcnnanTapanu 6s6pex |
= AKO HMAaTe HJIH CTE HMAaJH JIEKO JIO YMEPEHO pre,aeHa qepnonpoﬁna qaymcuua
- = AKXO MMaTe CbpACYHA HEZIOCTaTBYHOCT | - |
- AKO- MMaTe CTeCHABaHE Ha apTEPHHTE (arepocmeposa), aHrnHa nempac (60111(& B
: mpnme nopagy orciiabeHa cepacuHa QyHKIHA) o |
-~ AXO HMaTe CTEHO3a Ha aOpTHAaTA HJIM MHTPANHATa KiIama (cTeCHﬂBaHe Ha KJI&IIHTC Ha
o chpuem) MMM  XMIEpTpodHIHA KapAHOMHONATHA (3360mane npenmmlcnamo
" yneGenssase Ha CbPACUHHS MyCKYJT)
=+ Axo cTe mHadeTHK
- - AKO HMMaTe WIH CTC HMAIH NOJarpa -
= AKO HMaTe WIH ¢T¢ AMAIH alepPruYHO CHCTOSHHE, aCTMA HIIH CHCTOAHME IPEAH3BHKBAIIO
- Gonka B cTaBHTE, KOXHH OOPHBH ¥ Tpecka (CHCTEMEH JIYIYC epHTEMAaTONEC).
=~ AKO HMAT¢ ITOBHINCHH HHBA HA KaJmnﬁ HJI¥ KaJIHH B Kp’bBTa HJIH aKO CTe IIDI[JIO}KEHH Ha
 OenHa Ha xammii auera. -

- Axo e HeoOxomumo na Bu ce mpuioxm oﬁeaﬁomamo cpenc'mo (mopH ¥ npu

CTOMATOJION) WIH NpeAM XHPYPruyHa MAHHITYJIAHA WM B CIIy4ail ye 1mie ce NOATIOoKHTE

‘M2 H3CIeaBaHMA 32 NPOBEpKa Ha GYHKIHATA Ha MAapaTHPeOH/IHaTa jHule3a, Bue Tpabsa na
nHGOpMHpaTe NeKAPA WM MEIUIHHCKHS NEpCOHAT, ¢ IpHeMare BunGunnras.

Undopmupaiire Bamus JieKap, ako CTe aTier, KOHTo ce nq;mara Ha JIOMHHT TeCTOBe, THil
KaTo BHNOMHATAH CHABPKA AKTHBHH BEUIECTBA, KOHTO MOTaT Ja AOBEAAT A0 HONOXKHTENCH
- pesynTar upH upcaemane'ro Ha JIOMHHT TECT. o

'_ --Bnnﬁmmmﬂ MO€ J1a € NO-MaNKO eeKTHBCH NpH HEPHOKOXH xopa
- HenpasmiHo e aa ce ynorpe6aa Ban6unuTan xato JOIMHL. ' |
VYnorpeGara Ha BunGunuran Moxe Ja AOBEAE A0 NONOKHTENCH PE3yNTaT NPH JONMHT
KOHTPOJI. BE3MOXHHAT,3xpaBocoBeH edekT oT ynorpebara Ha BUNOHHATAH KaTO JONMHT He
MOXe Ja Onae IIpOI‘HOBHpﬂH KATO TEXKKATE 3APaBOCIOBHH [OCNEHIM HE MOTaT 2 Obaar
. M3KITIOYEHHU., .

- Ilpnem Ha apyru Jlexapma _ B
- 'Monsa uHpopMupaitre Bamms nexkap i q)apmauen'r, aKo" npnemaTe
. HaCKOpO KaKBHTO U Ja € .upym AEKapCTBa, meoqmcuno 'ramna 0TnyC : i
- IpCANIACAHHE. | | A L A

~ EdexrsT Ha BHJIﬁHHHTaH th:e Aa Obje NOBJIMAH VITH Toﬁ ,ua'-
NIeKapCTBa:




- JIHTHﬁ (3a je9eHHe  Ha NCHXHYHH Hapymenm ' TAKMBAa KaT0 OHIONApHH
. pascrpoiicTea). JluTuii He TpaOBa 1a ce mpuema €HOBPEMEHHO C Bnnﬁnﬂn'ran Bes
BHHMATEIIHO HaOMOICHHE OT cTpaHa Ha Bammisa JeKap. | -

- I[Hyperprqnn JIEKapCcTBa (,,BO.IIHH Taﬁne'rm Hanp cbypaaeum THa3HIHH

" mayperuum). - | -
= AHTHXHIEPTEH3HBHH JIeKapCTBa (Hanonaaann 3a JiedYeHHe Ha nonnmeno- KPBBHO
- Hansrane, Hanp. ACE uaxuGuropu)

- bera-6mokepu (m3nomsBaHu 3a NEeYEHHE Ha noBHmeHo Kp’BBHO HaJIAraHe Hal'lp
NponpaHono, anebyTonomn) |

= "Hurtpata (u3non3easu npy rphaaa maﬁa, Hanp. rnnuepnnTpHHmaT)

- = Basogunararopn (manp. quasoxcun, MHHOKCHIHI). S
- Bap6Gutypatn (chHOTBOpHE JIEKapCTBa, Halp. q»euoﬁapﬁnran 6yT06ap6H'raJ1) H
' HBPKOTHYHE JIEKapCTBa o

- QDeHOTHasHHH (32 JIEYEHHE HA YMCTBEHH paacrpoﬁc*raa, Hanp. xnopnpomaanﬂ
NepHLKashH, QIydeHasun) W TPHUMKIMYHH AHTHACIPECaHTH (32 JCUCHHE Ha
JEIIpecHs1, Hanp. aMHTpHIITHJIHH, mumnnpaunﬂ) |

= AJIKOXOJI

- 'JIelcachBa BOZEIMH 1O NIOBAIIABAHE HA HUBATa HA KAk B KPBBTA:
- o Kamuii-cpxpanssary mypemuu (nanp, amnmprm, cnnpamnamn, .
" . TpHaMTepeH)
o JIoGaBKE KbM XpaHaTa CHIBpPXANIH Ka.mﬁ ‘. mecm're.lm Ha CoITa
.~ ChIBPXAllM KaIuH# (T. Hap. IMETHYHA COM) | |
O ' AHMTHKOAarylaHTH (Halp. XeNapHH) | | -
© ACE upxubutopu exapcrsa H3NON3BaHM 3a JIEYSHHE Ha xnnep'ronna /Wi
ChbpAceYHa HENOCTATEYHOCT) | | -
HecTepouauu npoTHBOBS3IANMTETHH JeKapcTBa (Hl'IBC | Haup CaNuIUJIaTH,
MHIIOMETAIHH),BKJI, MKIO0OKCHTeHA32-2 HI-IKHﬁHTDpH (COX—2 Hmmﬁn'ropn)
Pudammuuzs (npu Tybepkynosa) | | |
®:ykoHa301 (3a JIeueHre Ha rEOHIHH HHti)emHH) | - |
Mucymun (mpu puaGernim) W nepopamuu aHTHI[HaﬁeTHH nercachBa (exapcTBa
IPHEMAHH IIPE3 yCTaTa 3a KOHTPOIMpaHe HUBATA Ha KPbBHATA 3aXap) KaTo MeThOpMHH
JlekapcTBa NoOHMXaBaIy HHUBATA HA MHKOMHA KHCEIHHA (chxapc'raa NOHMXaBAIIK HHBATA
Ha IHKOYHA KHCENMMHAa B KpPBBTAa 3@ JICYCHHC Ha nojarpa, Hanp npoﬁennunn
CyNbHENHPA3OH | AIOIMYPHHON) -
Hopaapenanus u axpeHaMH (cTHMyIHpaimH nexapcma)
CepReYHHM TTHKO3ZHAM (HanonaBaHH an JIeYeHHEe Ha chnet{HH SaGOJIHBaHHH Hanp.
AMFOKCHH) A | | | | |
= " I'mroxoxopraxonau (npomnonmnanmennn | nelcapc'ma, c"repomm) H AI{TX
. (anpeHOKOPTHKOTPONEH XOPMOH, CTEPOH CTHMY /U xopMOH) SR
- KapGenokcanon (HpoTHBOBB3NATHTE/IHO JIEKapCcTBO) .
'AMdoTepaunt b (thu re6HYHE HHpeKuEHA)
Jlaxcarusd (3a MOBHINABAHE Ha YPEBHATA MEPHCTAITHKA) - |
- aroctatnuy (npa pax, Hanp. muxnodochamuz, tbnyopypauml, Mﬁwlpelccar) |
Amncbocmn (nnmupowmno nomomno CPEACTBO H3NO/I3BAHO npn xeMOTepa.nHa Ha
.' Bamoq:en (MycKyen PeNaKcanT) xypapc-nonoﬁeﬂ 'mn Myc
- (NexapcTBa HINMON3BAHK npu XEPYPrHHH ONEpaLHH. Bammrr aHe
 CaTe3W NeKkapcTRa.) 0 IR

- JlexapcTBa nOBMHABAIIA ChbpAECUHHA PHTHM H Bﬁneum ;10 Henp
- QT  ynmemkasane), Hamp. JICKapcTBA 32 KOHTPON - HA . CBPY




XHMHHJHH,aMHO/IAPOH, COTANION -
- XonecTupaMmuH (33 IOHKXKABaHE HA HUBATa Ha XOJIECTEPOII B KPHBTA)
- Xonecrtunon (33 MOHKKABaHE Ha HHBATA HA XOJICCTCPOI B KPEHBTA)
- TerpauniiuH (aHTHOHOTHK) | | o

Ipuem na Bui6unnaran 50 mg/12.5 mg QuIMApAHM Ta0JETKH ¢ XPAHA H HATHTKH
[IpernophYMTENHO € /ia He MHETE alkOXO0H JIOKATO NpHeMaTe Te3d TAONeTKH: aJKOXONBT U
BunGHENTAH MOTAT A3 YBEIMYAT B3AMMHO €(EKTHTe CH. o | |

 JIveTHIHHA CONH NPHEMAHH B NPEKOMEPHH KOIHYECTBA MOTaT Ja HeyTpaIM3upaT edeKTa Ha
BuiIOHRHUTAH. - | |
BunGuHATAH MOXe Ja ce MpHeMa ¢ Wi 6e3 xpaKa.

BpeMeHHOCT H KbPMEHE | | |
[Momuratite Bamys Texap 3a ChBET el 1a NPHEMATE KAKBOTO H /A € NIEKapCTBO.
bpemennocm | | - - |
" Bue He Tpsa6Ba Aa mpuemare BUNOHHUTaH NPE3 NBPBUTE 12 ceaMu Ha OpeMEHHOCTTaE, H HE
Tpa6Ba-ma ro mpHemaTte H300mMo cnell 13™™ cemmuna Ha OpeMEHHOCTAa THH KaTO BEPOATHO
~ ymorpebaTta My MOXe Aa € BpeAHa 3a Oedeto. AKo 3a6pemeHeeTe MO0 BpPeME Ha JICHCHHE C
« BunGupwran, uH$opMmupaiite HezaGasHo Bammms nekap, IIpeMuHaBaHe KBM NO-TIOIXO/IAIIO
ANTepHATHBHO NeueHKe TpsGBa fa 6bae HANPaBEHO NPEXBAPHTEIHO B cy4all Ha TUIAHHpaHe
., Ha OPEMEHHOCT. | | a | o

- Kvpmene . . - o |
~ AKO KEPMHTe WIH BL3HaMepsBare Ja KbpMuTe, Bre Tpabsa fa crpeTe KbPMEHETO HIH [
~ cnpere nprema Ha Bun6uauTan. XuAPOXIOPOTHASHALT MOXE Ja MOTHCHE MPOAYKUHUATA HA -
| panxo. o o | | RS e
Illodupane H paboTa ¢ MAINHHH | | K
BamaTa criocoGHOCT Na modupaTe MM Ja H3I0I3BaTe MAIIMHK MOXeE Ja Ob/ie HaMalcHa,
ocobero: I | |
= B HayaJoTO Ha JECYCHUETO
= Tlpu yBenudaBaHE Ha J03aTa .
- [Ilpu cMAHAa HA JIEKApCTBOTO
- AKo IpHeMaTe eAHOBPEMEHHO H aKOXOJI o |
He modupaiiTe Wix H3MON3BaliTe MAmUHK, ako Bamara cnocoGHOCT Ia modupaTe HIH
UATIOM3BATE MAlIMHH € HaMmaleHa. ToBa MOXe Jia ¢e CHy4H IpH HSKOW JIHIA NOopaiH
Pa3IMYHUTE PEAKIHE J0KATO ¢ MpHeMa TOBa IekapcTBO (Hamp. 3amaiipade)

T

Baxna uadopMamus OTHOCHO HAKOH OT HOMOIMHMTE _penlecTBa Ha BuaOunnTaH 50
mg/12.5 mg duamMApaHa TadNETKH | '- S
Mueuna 3axap (naKro3a) - T
'BrIGHHHTAH CHABPXKA MJIEUHa 3axap (jakrosa). Ako cre Gumm rrdopMUpany 0T Baurus
NeKap, 4e MMare HEMOHOCHMOCT KbM HAKOH 3axapH, KOHCYITHpaiiTe ¢ HEro npeau Ja
IpHeMaTe TO3H JIEKapCTBEH MPOAYKT. | : L
3. Kax 1a npaemare BunGuanran 50 mg/12.5 mg dnrmupanu Tabaerky-—-
Buuarn npueMaiite BunGuHuTaH TOYHO XaxTo Bu € NpeATnCato OT . OKYR
'AKO HMaTe CBMHEHHUS U BBIIPOCH, NIONHTAlTE NEKyBalua Bu nexap. i @a
- A0 mpHeMaTe ®. JpYrH TOHHKABAIIH 'KPBBHOTO HAaNATaHe '_-'n ARX
‘npHemate @ BHNGHHNUTAH N0 CHIIOTO BpeMe. | - BEian

‘ -I!I';_' i




IpueMaiite TabneTkuTe UM [OJIOBRHKHATE HA Taﬁnema'ra nenu, 6e3 aa. r'H ,uLBt:eTe c
- 4ama'Boaa. Bue Moxe fa npreMare TaGneTKuTE ¢ HIH 6e3 xpaHa.

O0m npenopLYHTENCH PEXHM Ha A03UPaHE
- BunOvnuTAH  QuIMBpaHM TabneTkd ca HalHYHH B ;me Koﬂueﬂ'rpaunn BHJI(:'»HHHT&H 50

mg/12. Smg H 100 mg/25 mg

O6uuaiigaTra j03a Ha BunGuauran 50 mg/12 5 mg t]mmmpann Taﬁ.ue'mu npH
~ BBIPACTHH e: |

1 (pmmpana TabjeTKa ¢ SO mg nosaprad ¥ 12.5 mg xnnpexnopomasnn B&I[I—I’B)K ITHEBHO.
AKko € HeoOxomuMo BammmAT nekap MOXe Ja YBeNMYM BAIATa J03aTa XO HOCTHTaHE Ha
MaKCHMaIIHATa /033 OT 2- QUIMHpPaHH TabneTKy Bun6unuran S0 mg/12.5 mg ¢ o6ma no3a
- 100 mg nozaprax u 25 mg xmpoxmpomaaml; IOHEBHO.

Bue He TpabBa na mpuemMare BUIGHHMTAH KATO HAYATHO JIEYCHHE Ha XHIIEPTOHHUA (BX.T.1).

‘B HavanoTo Ha negeHueTro, BammuaTr nexap oOukHOBeHO mie B npexnMme 2 JAEKapcTea
- (nosapTaH H XHAPOXJIOPOTHA3KA) MOOTACHHO. TORa INe My IMO3BONH Ja ONPEfie]H OT KaKBa
J03a C€ -HyXJaerTe, Cne,u TOBa TOW/TH me Bu HOCHBETBA ,na npeMHHeTe KBM JIEUCHHE C
BHJIﬁHHH'raH SR

- Morat na 63;[&1‘ HeoOxomumu 1o 4 CEAMHLM NpeaH 110 nﬁqucTBaTe ITBJTHAS etbem' oT
- ICYCHUETO.

Hpunomeﬁn [IpY HAUHEHTH ¢ MCﬁﬂHﬂHC Ha COJIH B OpraHH3Ma (Halfpnﬁl WIH TCYHOCTH
- HucbanauceT TpadBa Aa OB KOPHTHpaH NpeaH TIPHIIOKEHHETO Ha BHJISHHHTaH |

 [IpunoxeHnue nNpu NauMeHTH ¢ 660peyna HeIOCTATHYHOCT |
- BunGunuran He ce npenopbusa Npd NAUMEHTH NOAIOKEHH HA XEMO/IAATIH3A. BHJIﬁHHHTaH HE

- Tpa6Ba Ja ce M3MON3BA IIPH MAUHEHTH ¢ TexXka 6uOpeuHa Henoc'ra'rmﬂoc‘r (ex. 1. 2: HE
[MPUEMAWTE Bun6unuTan). | | |

Hgnnoxceﬁne IpH ng_gHeHTH ¢ UepHONPOOHA HEZOCTATHUHOCT
BuinOuHMTAH € IPOTHBONOXA3aH NPH NANUEHTH C TEXKKA qepnonpoﬁna He.uouanqnoc'r (BX.

r.2: HE HPHEMAﬁTE BunGurnTan).

1IppnoxeHnne NPy MAUKEHTH B CTAPYECKa Bh3PACT
OOGHKHOBEHO HE e HﬁOﬁXﬂI{HMO a;[anmpaﬂe Ha nuanpomca'ra npy nauHeHTH B CTapuecka

| nmpacr

3 HpnnomeHHe [pH Jela U 1oHomH (< 18 rogummma pe3pact) | S
- Jluncea omdTr OT nNpHNOKEHWE NpH Jella M - IOHOIIW. Bapalm TOBA,
I03apTaH/XHAPOXJIOPOTHA3HALT He TPAOBa na ce npunara pH Aena M wHomH

'Hponmmeunoﬂ H3 JIeYeHHETO

- JleveHHETO € OOMKHOBEHO ABLITOCPOYHO. Bamus FIEKAp Le ONpe/IeNH KONKO ABITO me TpaGBa
_,na aneMaTe Bmﬁnmrraﬂ

Ilo BpemMe Ha NpPOTBIKATENHATA Tepanna, Bamudat nexap me npocne;mna HHB
- XEMH"-IHHTE Bemecma B KPBBTa, BKIL. | '
= KaJIMH,

- HaTpuH

- Kamui |

‘= AHKOYHA KHCEJTHHA




- 3axap |
= MUY (MacTH)
- Bemecrsa B ypunara

- Bue Tpabsa na ce ysepute, ue mpmemare mocrarnuno KOJHYECTBO TEHHOCTH, 32 Ja HE Ce

AcxunpatApare (CHIHA xaxna). Hsxou crpammunn edextn e MHOTO HO-BEpPOSTHO [a
HaCT®IAT, ako Bue ce nexugparupare. B | | o

AKO CT¢; mpHEIH NOBede OT HeoGXOAMMATAa 1034 BuaGunuran 50 mg/12.5 mg
buaMupanu Tabnerku | 1

Cespaxere ce ¢ Bamma nexap wm otuaere B Haii-6mu3Kara GonmAna He3abasHo.
= AKO CTe NIPHEIH TBLP/Ie MHOTO TabIeTky.
- AKO IOJO3HpaTe NpeNo3xpaHe.

Bp3MOXHO ¢ mpegosupaneTo 1a mpeausBuKa CBPICYHE H ACXHIPATALMOHHH NPOOIIEMH.
Mons B3eMeTe Ta3H JIMCTOBKA, BCHUKH OCTAHANM TableTKH 1 onakoBkata ¢ Bac B 6onHHIaTa
HJIM IIpH JIEKap4, 3a Aa UMa HHPOpMAIUA KaKBH M KOJIKO TablleTkn ca GuIm KOHCYMMpaHH,
AKO MMaTe NONBIHHTENHH BEIPOCH OTHOCHO yIOTpeGara Ha TO3M JIGKAPCTBEH NPOAYKT,
nonuradre Bamusa nexap wnu gapmanesr. | |

- 4. BL3IMOXKHE HeXeTaHH peaxiay

Ilono6Ho #a ocTanajmiTe nekapersa, BHIGHHHTAH MOXe A3 TIpe3BUKA CTPAHAYHH eeKTH,
BBIPEKH Ue Te He Ce NPOSBBAT TPH BCEKH JIEKYBAH C TOBA JIEKapCTBRO.
Axo Bre nomyunte HAKOA OT H3GPOEHHTE NO-Z0NY CTPAHHYIHH PeaKIHUH, CIpeTe NpHeMa Ha
BunGuunuran u Hezabasno MrdopMupaiite Bamus nexap MM oTHAETE B ClELIHES IEHTED Ha
Hal-OJM3KOTO 3/IPaBHO 3aBeNeHHE.: | - B
= Texxka aneprudna peaxuus § |
- B cmyuait Ha Texxa anepruuna peaxuus (06puB, chpbex, NOAyBaHe Ha JIMIETO, YCTHHTE,

ycTaTa WIH I'bpIIoTo, KOHTO MOTaT /1a NPEM3BHKAT 3aTPYAHEHNHE B NPETTbUIAHETO HIH

- Auiagero) Bue Moxe Ha ce HyXmaeTe OT CHelHA MeAMIMHCKA TOMOIl MK
 XOCHHTAIH3aL(HA. - |

3a oneHka Ha CTpaHHYHATE peakiu¥ € GHIA H3MOI3BaHA ClIeAHaTa KIacHHKanus 6azupana
- HAa 4€CTOTAa HA TPOABATA UM | S S

MHOro yecTu: I HEH noBeye oT | Ha 10 NeKyBaHM NaupenTn

YecrH: | IIpu no-Manxo ot 1 Ha 10, Ho moeue ot 1 Ha 100 JeKYBaHH
[TAllHEHTH . o
—_— e . —— —
Hedecru: | IIpm no-Manko ot 1 na 100, Ho noseue ot 1 Ha 1000 JIEKYBaHH
| | malMeHTH _ N |
‘| Penxn: ) ITpx no-manxo ot 1 Ha 1000, HO noseve o7 1 Ha 10 000 nexysanu

L-—---——-—-—-——-—Mﬂom Po— | ITpr no-mamxo or 1 Ha 10 000 JICKYBAHH TAIHEHTH, qum_ i @h@\
' B - O AL e
H3OMpaHH CTywAH - G AN

— e SR N e
C enssectna | OT HANMMHUTE JaHHK He MOXE J(a Gl HATIPABEHA OLIEHKA. =/ 8, F
e —————e A\ e o LRI S e
%,



| ‘-Iec'm HEKeTAHH PeaKNHH 3acﬂragn noneqe OT l HA 100 Jlel_ggnaﬂa uagnem
3auaﬂHocT/BHEHe Ha CBAT

- YyBcTBO Ha cnabocT (acTenus)

- YMopa (H3TomeHue)

- IIpomana B KpEBHHTE TECTOBE:

-~ IToBumeHna KOHIOCHTpAUMA Ha MIMKOYHA KHUCETHHA B prra

- IloBHImeHa KOHUEHTpaUs Ha ypes B KPbBTa

- Honmnena KOHIICHTpAILHA HA &IaHMH aMHHmpchq;epasa (AJIT) B KppBTa. AJIT e
EHIUM MPOAYUMPAH OT 9epHHUA Opol,

- Ilo- Hucka oT HOpMaTa lcomeHTpamm Ha Kaymii B lcpm'ra (muoxannemm)

- HedeCTH HeXKeIaHH PEAKNHHA 3acﬂragn IIOBB‘IB oT 1 ua 1000 .ﬂegnaﬂu nagaem

= Hudexkunu Ha ropHUTE AUXATETHH MBTHINA
= llonarpa (MHOro GonesHeHo BE3MANIEHHE HA cTaBHTe)
= TTormxeHo mHOHO (MOHMKEHO CEKCYallHO KeJaHue)
- ' CMymeHns B ChHA BKI. Ge3chHue, MPOMEHEHH ChHHIIA
- Xunecresus (dacTivna 3ary6a Ha TYBCTBUTE/IHOCT Ha KOXKaTa)
- HapecTcana (rempusTHO, CHIOHTAHHO ~BB3HHKHAIO qucmo Ha mapeHe, ﬁouxaﬂe

- MpaByd4KaHe 110 KOXaTa)
- _l"nanoﬁanne

= TNamuramum (cr.pueﬁneﬂe, ycelmare Kak cepueTo 6ue B erJmTe)
- ~’Taxuxapaus (yckopeHo cpprebucHe) |
- OprocrartHuna cherynauM/chToc'raqua XHIIOTOHHSA (cmnmmme Ce INpoABABAT
~ TpH pA3KO H3NPaBAHE 'OT JICTHAIO NOJOXEHHE MIM KOIaTO CTOMTE HENOABHXKHO, KaTo 3a
CEKYHI C¢  ABABAT ' JIEKa TEXKECT B INIABATa, 3aMAiHOCT, OOBPKBAHE MIM Pa3Ma3aHO
. BH)KJI&HG) | | | o |
-~ XHMNOTOHHA (IIOHHKEHO KPBHBHO HaeraHe)
- CToM&mHo-qpeBHH CHMITTOMH:
- = razeHe (IO3UBH 3a NOBPBINAHE),
- KHCETHHEH pecimylcc (YYBCTBO Ha MapeHe B IBPJIOTO), -

- 3&1’[3](,

- (naryneHuus (cxOnpane Ha rasose B cTomaxa,tlepBaTa)

- cToMamHa GoJKa,

- NOBpEINaHe;
- Koxen obpus
- YBenu4eHo NoTeHe |
= - Anomenus (3aryba Ha KocaTa)
= .Ilpyputyc (cxp6ex no Koxarta)
= llomuypns (CHIIHO YBEIHYEHO KOJIMYECTBO HA OTACICHATA YPHHA)
- Mycxynau cnasmu
~ bonka B rep6a
- Ilpomsna B KpbBHHTE TECTOBE BKL.:
.~ TloBumeHnu cepyMuu HHBA Ha:

- KPEaTHHHH
. = TIIOKO033
- 5HJIpr6HH (06111) )
- ankanua pocdaraza’
- TPETIMIEPHIH (MaCTH)
= BBIVIEpOJIeH auokcua (CO,)




= XJIOpHIH -
~ HaTpuit
- KasTuif
= YP€€H a30T B XpBBTa
- Ilonmxenn cepymnn nupa ga:

- ComHonenTHOCT (ceHmHBOCT) -
=  UYyseTBo Ha AUCKOMGOpT (Hepasnonoxenue) L
= Tpemop (weBosntero IOTpENIBaHe, 0GHKHOBEHO 3acaramo KpalHHUHTE)
- Turwryc (3BBHTEXK B yIIUTE) | SR
- AHTHHa neKTopHC (60/Ka B I'bpAMTE)
= Kamumna - |
- Dapunrur (6oesnenoct i TBPROTO)
= Jlucnres (3anyx, 3aTpynnenus s AHIIAHETO) IPH YCHITHE
~ - XeMOpouIH (Masicua) .

Peaxu 'cr_panmu-m Peaknuy 3acsrama nosege ot 1 Ha 10 000 JACKYBaHH NALHEHTH -
- AHeMHS (HezocTaTbuen Opoit geprenu KPBBHH KNETKH B KPHBTA) |
= CHHKon (3ary6a Ha Ch3HaHHE) | |

- Hacynr (YBpexnane na MO3EKa)
~ = Murpena

*  ATpuanna ¢pubpunanug (BHI apuT™MuSs KOSTO C€ NpeAM3BUKBA OT Henmpanmiex
CBPACYEH PHTEM) | |

- Hepronpo6ua THCHYHKIHS

~ . Xenartur (Bx3nanenye ya YEpHHA Apob)

*  Ypruxapus (konpupHa TpecKa) B

- Muanrus (6oaxu g MYCKYJIMTE) .

- bnOpeuna nenocrarbamocr

 CTpanuann peaxcnmm3a kouro MECTOTA ¢ HEM3BECTHA:
- CepbxuyscTeHTeIHOCT | | -

- TpoMGonuronenus (nenocrarryex Gpoit Tpom6GonuTy B :iciptlla*ra); o

¢ OToK Ha koxaTa, Ra MHReTo HITH JIapUHKCa




- Epurponepma (3auepBsaBane Ha koxara)
- ApTpamrng (3aGonssane ga CTaBHTe)

'YePBEHH KPHBHH KneTkmy . . |
- MMynno Memuupana XEMOJIMTHYHA aHeMus (Koraro oprasmsMET Paspymasa ceouTte
COOCTBEHM KpHBHH KJICTKH) - - | |
- 3aryba Ha anerur
- Hucresus (npomsua ua BKYyca)
- Muapus
-~ Cyxora B ycrara
- Cromammu xpamma™
- Bonno-enexrponuren muc6ananc - |
- XunmoHarpuemus (abropMamHo Hucka KOHUCHTPAUUA Ha HaTpHii B KPBBTa)

= I'spuope (mprnansuy) :
= CeHaHBOCT _- |




KPBEOM3IIHBH 1O KOXKATa)
- Myckymnn xpammu . o
- I'moko3ypus (3axap s ypHHaTa) .
~  3acHneno xenanue 3a YPUHHpaHE (OCTPH IIO3HBH 3a YPHHHpaHE)
- Murepcruumanen nedpur (su3nanenne na Op6penure) -
- EpexrwnHa nucdyuxims (HEBB3MOXKHOCT 32 MOANbPIKAHE HA €peKuns)
- VIMnoTeHTHOCT (HeBB3IMOKHOCT 33 AQCTHIaHe Ha €peKnus)
- JlexapcTBo 3aBHCHMa Tpecka (Tpecka NpeHIBUKAHA OT IPHEM Ha JIeKapCTBa)

~ AKO HAKOS OT W3GpoeHHTE B Tazy JHCTOBKA HEXENaHH PeaKUHH Ce YCA0KHH i aKo
- '3a0eNeKHTe ADYIH, HEOMHCAHY B TA3U MHCTOBKA HEXCTaHY PeaKIHH, MOIA UHGOPMHpaiiTe
NeKyBauys By nexap unn papmanesr. . S A
- . - |

w

aHy Tabaerku

- OTOens3anus Mecen,

N Ha ce chxpaﬂkaa opu i'enmepa'rypa nox 30° C |

. AKTHBHHTe némecma ca:
- = Jlosapran kammit
= XHAPOXJIOPOTHA3ZHI

"“,l'I_oMomﬂ'H BeIECTBa ca:




ano Ha Tabmerkara:
Jlaxro3a MoHOXHIOpaT

MHKpORpHCTﬂJIH& Leaysio3a
Hpe}xcnamﬂmnpaﬂu NapeBUYHO HULIECTE

KonoHngeH < CHIIMLMEB THOKCH
Maruesnes creapar

Ounmopa 00BHBKA:
XHIIPOMENI03a
‘Makporon 400
Turanos I[HOKCHI[ (E171)

Kak m3ranexnpar BHJIﬁHHHTaH S50 mg/12. 5 mg (bmmnpaﬂn TabJIeTKH ¥ KaKBo ChABPXKA
HEr0BATA OLAKOBKA * | -

Bmﬁnman 50 mg/12.5 mg punmupanu TabreTky ca 6e3m,'ic'p£r1m Taﬁnemn .
Bmﬁm%m ce onaxdna B nonmep/mlymmen 5JIHCTGP.-. o

. onax'cqg;;n 110 7,14, 28, 30, 56, 60, 90 1 98 MK TAGTETKH

He BcHuxn Bn,uﬁne ONaKOBKHM MOraT Ja Gma'r IYCHATH B npoﬁaxﬁa.

Ipurexaren na pa3pemenHeTo 3a yno*rpeﬁa
STADA Arzneimittel AG, .
‘Stadastrasse 2-18,

D-61118 Bad Vilbel
TepMmanus

Hpouzno;mrenn -
Stada Arzneimittel AG

Stadastrasse 2-18,
61118 Bad Vilbel

l'epManns

Centrafarm Services BV .
Nieuwe Donk 9,
4879 AC Etten Leur

Xonanus R
Stada Prﬁduction Ireland
Waterford Road,

Clonmel, Co. Tlpperary
Hpnaumm "




To3: JeKapcTBex nponym‘ ¢ pa3pemeH 3a yuoTpeﬁa B chaHm‘e "WICHKM MO/ CJIEAHMTE
nMeHa:

Benrns: Vilbinitan 50 mg/12.5 mg filmomhulde tabletten

Brarapus: Vilbinitan 50 mg/12.5 mg ¢ummupasu TableTKH
Yemka penybmuka:  Vilbinitan 50 mg/12.5 mg potahované tablety
Hauns:, Vilbinitan 50 mg/12.5 mg, filmovertukne tabletter

- DuHnag M. Vilbinitan 50 mg/12.5 mg, tabletti, kalvopiilllysteinen

‘TepManua: Vilbinitan 50 mg/12.5 mg Filmtabletten -
YHrapus: Vilbinitan 50 mg/12.5 mg filmtabletta
Upnanpusd: Vilbinifan 50 mg/12.5 mg film-coated tablets
HNramus: - Vilbinitan 50 mg/12.5 mg compresse rivestite con film
JIiokcemOypr: Vilbinitan 50 mg/12.5 mg filmomhulde tabletten
Hopserus: Vilbinitan 50 mg/12.5 mg tabletten, ﬁlmdraSJertc
[Momma: - Vilbinitan |

- Cnopainka penyﬁnnxa Vilbinitan 50 mg/12.5 mg filmom obalené tablety

lﬂnem = Vilbinitan 50 mg/12.5 mg ﬁlmdragerade tabletter

Jata na noc/eAHaTa peAakuus Ha mucroskata: Hoemepu 2008.
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