KpaTka xapaktepucTika Ha npoaykra

1. Wme Ha neKapcTBeHNs: NPOLYKT
MUHWCTEPCTBO HA 33PABEOMASBAHETO
Lodoz IDRAOKENHE KDit |
Tlopos paspewesie sa ynorpesale {~20 1 {510 4 .o%a)
\

2. KauyecTBEH W KONUYECTBEH ChCTaR GeeYA2.04 M
Bisoprolol hemifumarate 5.00 mg
Hydrochlorothiazide 6.25 mg

3a noMoLUHY BellecTsa BUXK T. 6.1

3. NlekapcTBena thopMma

dunmmnpana Tabnetka
JKeriTH, Kpbriv, BUKOHBEKCHM, C LLAMRNOBAHO ChpLe Ha FropHaTta cTpaHa,

Ha gonHaTa WaMnoBaHo 5.

4, KnuvuHKYHW BaHHM
4.1 MNokazauua

- Jleka po yMmepeHa eceHymaliia XnnepToHus

4.2 [I03UPOBKa U HAYMUH Ha NpuIioXeHne

3a unngueugyanda tepanus LODOZ e HanudeH B cnegHute
KOHUEHTpaUun:

LODOZ 2.5/6.25 mg, dounmupanu Tabnetku
LODOZ 5/6.25 myg, dunmupary TabneTky
LODOZ 10/6.25 mg, hurmmupann TabrieTku

Obuvaiiharta HayanHarta fo3a e e4Ha TabneTtka gHesHo bisoprolol 2.5 mg
{ hydrochlorothiazide 6.25 mg.

AKO aHTUXUNEPTEH3NBHUAT eheKT Ha Ta3u A03a € HefocTaTbyeH, fJo3arta
MOXe [a ce yBenuumn Ha efHa T1abneTka gHeBHo bisoprolol 5 mg /
hydrochlorothiazide 6.25 mg n, ako oTToBOPBLT BCE Olle HE € agexpaTeH,
fo egHa Tabnetka egHoKpaTHO AHeBHo bisoprolol 10 mg /
hydrochlorothiazide 6.25 mg.

LODOZ tpsbea fa ce npuema CyTPUH, MoXe U ¢ xpaHa. QuiMmuparinTe
TabrieTkn TpsibBa f1a ce NorThLAaT ¢ Manko TeYHOCT 1 ia He C& CAbBKBaT.

He ce wanara agantupade Ha fo3aTa npu naunMedTy ¢ neka go. ynﬁ"é'fféﬁ"c‘:\
HapylleHa YepHoapobHa hyHKUMA UMk C NMEKO A0 YMEPEHO 61:6pequ A .“71?\

. .

HapylueHne(kpeaTUHNHOB KMpbHC >30mL/min) (. .. SR \xﬁ




Hama neavatpuyer onmut ¢ LODOZ, 3aToBa Herosata ynotpeda npu fewa
HE MOXe [ia ce npenopbya.

4.3 NMpoTuBONoKkasaHus

Bisoprolol
Bisoprolo! e npoTuBonokasaH npu BCAKO OT CNEAHNTE ChCTOAHNSA:

- Texxka OpoHXManHa acTma UMK TEXKO XPOHWYHO 0BCTPYKTUBHO
nyrmoHapHo 3abonseaHe,

- CbpAgyHa HenoCTaTLYHOCT, HEKOTRONWPaHa ¢ Tepanis;

- KappgunoreHer LLOK,

- Cunapom Ha 6onHUsi CUHYCOB Bb3er (BKIMIOYMTENHO CHoaTpUaneH
6GnoK); )

- AV 6Rok oT BTopa unu TpeTa cTefneH (6e3 uMnNnaHTupaH nencMenKsp);

- Texxa 6pagukapans (cbpgeyuHa yectoTa < 50 yaapa/mun),

- Anruna Ha Prinzmetal (MncTo BasocnacTuyHa aHrMHa v MoHoTeparnus)

- deoxpoMLUNTOM (M3KM. Cries NPEAMLLHO neveHue ¢ anda-pelentopeH
triokep);

- Texku chopmu Ha cuHapoM Ha PeiiHo 1 Texka nepudepHa
apTepuanHa GonecT,

- XUnoToHus,

- CBpBbXJyCTBUTEMHOCT KbM Bisoprolol,

- CurbreTBallo npunoxerue Ha floctafenine (Bux 4.5),

- CubnbTeTBalUo ripunoxeHue Ha suliopride (Bux 4.5);

Hydrochlorothiazide

Hydrochlorothiazide e npoTuBonokasaH npu BCSAKO OT CeAHWTE
CbCTOSTHUSE

- CBPBXYBCTBATENHOCT KbM cyndy(oH)ammay
_ Texxxko HLOPeUHO yBpeskaaHe (KpeaTHUHOB KnnpbHC < 30mL/min)
- Texxko yepHoapobHo yBpeXxaaHe

Hydrochlorothiazide He TpsGsa aa ce KOMOWHMPa C NNTUR MK HE-
AHTUAPUTMWYHI JIEKAPCTBEHN MPOAYKTU, KOUTO MOoraT Aa npeaussukar
torsade-de-pointes (B 4.5).

Toswn nekapcTBeH NpPOOyKT HE TpﬁﬁBa [a ce npuemMa oT KbPMEeLHN XKeHU.

4.4 CneuyariBiy NnpegynpexneHns u cneunantHy Mepkn npn ynotpebda

lMpedynpexderusi;
e
Bisoprolol: P ME T

Hukora He ce crivpa BHesarnHo Bisoprolol npu nauneHT™ ¢ KopoHa HO S

apTepuanHo sabonseane (angiha pecioris). BHezanHoTo cnmpaﬁe Ha ;; .



TepanusaTa MoXe Aa NpuiuHKU cepuosHa ChpheyHa apuTvus, MuoxapaeH
nHdpapkT unu BHe3anHa cMbLPT.

Hydrachlorothiazide:

[Mpwn nauueHTn ¢ YepHoapobHO 3abonsiBaHe TUABUAHUTE OUYPETULI 1
CXOOHUTE NeKapcTREHN NPOAYKTU Morat fla oTkfnioyaTt YepHoapobHa
eHLUetanonatusa. Ako TOBa ce crydy, TepanusTa ¢ guypeTuka tpsabsa fa
ce cripe HesabaBHO.

Mepku npu ynompeba:
Bisoprolo!
lpekpamssaHe Ha meparnusama

Tepanusita He TpsabBa fa ce cnnpa unu NpekecBa BHe3arnHo, ocobeHo
NpW NaLMeHTH ¢ NCXeMnyHa Gonect Ha ChPLETO, a No-CKopo Aa ce
Hamanm aa npubnM3nTerHo egHa Be CeLMMLM, KaTo, ako € HeobxoAnmo,
B ChILOTO BpeMe C MOAX0AsALLa 3aMecTUTeNHa Tepanus, 3a a ce
npenoTeaTy BNOLABAHETO Ha GHIVHANHWTE CUMITOMMN.

Acmma U XpOHUYHO 06CMPYKMUSHO NyfIMOHapHo 3aborsiseate

BeTa-6nokepuTe Morar Aa ce W3Non3BaT camo Nnpu nekuTe opmu Ha
acTma Unm XpoHUYHO 0OCTPYKTMBHO NYNIMOHapHO 3abossiBaHe, KaTto ce
usnonsea Bi-cenekTneeH agpeHopetienTopeH brokep v HUCKa HayarHa
po3a. MNpernopbyYnTErHO € TeCTBaHe Ha NynMoHapHaTa QyHKUMSA npesn
3ano4BaHe Ha TepanuaTa. '

Mpu acTmaTNveR NPUCTLN/OPOHXOCNa3bM, KOUTO MOXE [fia C& ChyHu o
BpEMe Ha TepanusiTa, MoXe fia ce KOHTPonnpa ¢ Bz aroHUcTy,

CrpdeyHa HedocmambyHocm:

MaumeHT ¢ KOMNeHcMpaHa cCbpeHHa HELOCTATBYHOCT, NPK KOUTO ce
Harara 6eTa-6rioxkepHa Tepanusi, Moxe Aa ce npunoxn Bisoprolol, kaTo
ce 13non3sa MHOro HUCKA HavarnHa [o3a, KoATo ce yeenuiasa
NOCTENEHHO Mo CTPOro nexkapcko HabrioaeHue.

Epadukaplus

[Hoszata TpsabBa Aa ce Hamarny, ako cbpAeyvHaTa HecToTa najHe nof 50-
55 ypapa/muH. 1 NaUKWeHTa uma CUMNTOMY, CBHP3aHn C Opagukapaus.

AV briok rmepea cmeieH

PN . .

Thit KaTo UMaT OTPULIATENEH APOMOTPONeH edekT, GeTa-Grokepuie = =+ ')

TpsGBa Aa ce U3NON3BaT BHUMATENHO NpU naumueHTn ¢ AV Brigk:nbpBa
CTErMEH. VT RS
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AHzuna Ha Prinzmetal

Beta-Grniokepute MoraTt ga yBenuuar YectotaTa v NPoabIKUTENHOCTTa
Ha BasocnacTUIHUTE enmn3oau npu nauueHTy ¢ anrHa Ha Prinzmetal.
KapgnocenekTtueeH Griokep MoXke Aa ce npunara npu Neku Unu cmeceHn
KIMMHUYHY n3sBKn Ha AHrMHa Ha Prinzmetal, ako ce chlueBpemerHo ce
W3nonsea Basogurararop.

Mepughepro apmepuanto zabonseare

Beta-6riokepute Morat fia BROWAT CUMITOMUTE Ha NepudepHo
apTupuanHo safonsisaHe (CMHLGPOM Ha PeliHo unu cUHAPOM Ha XpoHU4eH
obnuTepupalll apTepunT KNy apTepunanta bonecT Ha gonHuTe
kpaittuuw). Tlpy Takvea nauueHTr e 3a npeanoynTane fa ce npeanucea
KapaunocenekTmBeH 6eTa-brokep ¢ YacTuiHa aroHUCTUYHA akTUBHOCT 1
Aa ce npunara npegnasnmeo.

Deoxpomuumom

Mpwu naunerTn ¢ beoxpomuutTom LODOZ Tpabea ga ce npunara camo
crnep anda-peuentopHa briokaga.
CToliHOCTUTE Ha KPBBHOTO HansiraHe TpsibBa CTPUKTHO [a Ce Ce CriedsT.

lMayuenmu e HanpedHana eb3pacm

CTpUKTHO C'b06pa3FIBaHe C BCUYKK MPOTUBOMNOKa3aHna € 3a0bJKUTENHO
npw Na2UMeHTn B HanpeHana Bb3pacTt. JleueHueTo NpKy T8X TpF{GBa gace
3anoyHe ¢ HIKCKI Oo3W 1 nod CTPoro HabnogeHue.

Huabemuuyu

OunabeTtHo BonHuTe TpabBea ga ca 0CcBeloOMEHN 3a pucka Ot
XUMOTTIMKEMUYHI ENKU30AM 11 MOBULLIEHATA HYXKOA OT BHUMATENHO
cTlefieHe Ha HUBAaTa Ha KpbBHATA 3axap B AOMatlHK YCroBKst B
HavanHarta ¢asa Ha TepanuaTta. [peaynpegnTentuTe NpusHauy Ha
XUnornmkemmna, ocobeHo Taxukapans, ckpLebueHe 1 nanoTseaHe, morar

Oa ce mackupar.

lTcopuasuc

CrbolyasaHo e, Ye DeTa-brnokepuTe ca CBbP3aHn ¢ BriolUaBaHe Ha
ricopuasyuca, 3aToBa TakuBa naumeHTu Tpsibsa Aa usnonssar Bisoprolol,
CamMo axo & HeCbMHEHO HeoBXoanM.

Peaxkyuu Ha cepbxyycmeumesiHocm /:-—;:':':‘:

Mpy nauveHTr B pYCK OT TEXKA aHadunakTuiHa peakuus KbM KaR'bBTO M-
Aa e anepreH, ocoBeHo koraTo ce npunara Nog-cbabpxaly f. T AR
PEHTEHOKOHTPACTHN BelyecTBa (B 4.5) unn no Bpeme Ha cneu,mcbqua RSN



nMyHoTepanua (oecencnbunusaung), beta-bnokepute MoraT snowar
aHadurakTuyHaTa peakumsa 1 Aa NoTMcHaT OTroBopa KoM obhyalinnTe
D03 ennHepUH, U3Nom3BaHKn 3a fieyeHne Ha peakuuuTe Ha
CBPBbXYYCTBUTENHOCT.

Oblya aHecmesus

BeTta-briokepute ca OTFOBOPHY 3a CMEKYaBaHETO Ha pedriekcHaTa
TaxuKkapaus, NoBULLIaBaRKKY pyucka OT XunoTohus. MNMpoabmkaBaHeTo Ha
TepanusiTa ¢ 6eTa-bnokepy Hamansgea pucka oT apuTMKst, MUOKapaHa
NCXEMUST U XUNEPTEH3UBHI enn3ogn. AHecTesnonoreT Tpabea aa e
nHopMIpaH, Ye naumeHTa ce nekysa ¢ Geta-6nokepu.

Axko npexLCBaHETO Ha TepannsaTa ce cHTa 3a Heobxoaumo, cnupaHeTo
Ha 6eTa~6n0Kepa 3a 48 vaca ce ApueMa 3a gociarbHHO 3a
BbCTaHOBsiBaAHE Ha PeakKTUBHOCTTa KbM KaTexonamMuHn,

B Hakou criy4au Tepanusta ¢ beTa-bnokep He MoXe fa ce NpeKbCHEe npu
CrefHNTe YCROBUSL:

[Mpy nauMeHTn ¢ KOpoHapHO apTepuanHo sabonaBaHe € NPenopbYNTENHO
Oa ce NPoAbIMKY TepanusaTa 0o XupyprudHarta npodegypa, nopagn pucka
OT BHEe3arnHo cnnpaHe Ha nevyerneTo ¢ 6eta-ornokepun.

Mpu cnetuHu cniydam unu Korato Beta-bnokepa He moxe Aa Obze cripsH,
naLuneHTLT Tpstea Aa 6bae npepnaseH oT HecTabuiHOTO ChCTOAHNE CbC
ChOTBETHATATa ATPONMHOBA NpeMeauKaLns, KOATO MOXe fia Ce OBTopU
npy HeobxogumocT. TpsibBa fa ce usbepar Takneaa aHecTETUYHU
cpefcTBa ¢ MUHMMAITHO NOTUCKaHe Ha M1oKapaHaTa (yHKumus 1 sarybarta
Ha KpbB Tpabsa ga ce KomreHcupa.

TpsibBa fa ce vMa Npej Bug, pucka oT aHaunaktyeH LLOK.

TupeomokcuKko3a

BeTa-6riokepuTe MoraT ja MackupaT Kap4uoBacKyNMapHUTE CUMATOMU Ha
XNNepTNPEouan3ma.

AxkmusHu criopmucmu

AKTNBHUTE CMIOPTUCTN TpﬂﬁBa Oa ce 0CBefoMeH|W, Ye TO3W NeKapCTBeH
NPOAYKT ChAbpXKa NeKapCTBO, KOETO MOXE Aa pane nonoxuTenHa
peakunst npy JONUHIoOBUN TECTOBE.

Hydrochlorothiazide

BanaHc Ha meyHocmume U efiekmponumume T

Hampulii e nnasmama
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HaTtpuaTt B nnasmarTa tpsatea fa ce onpefeni npean u nepnoguyHo rno
BpEME Ha TepanuaTa. Beako rieveHne ¢ guypeTuLy MoXe Aa 3acunm
XUMoHaTPUeMKUaTa, MPKU HAKOW CIyvan ChC CepuosHn NoCneanUi.

TBA KaTO XUNOHaTprEeMUsITa MOXKE B Ha4yanoTo ga 6bge
acuMnToMaTU4Ha, NePUOANHHOTO HabTIASHNE € 330 bMKNTENTHO U
TpsibBa fa OBLAe YecTo Npu BUCOKO-PUCKOBUTE IPYNN, Hanp. no-
BBH3PacTHY WS NAUMEHTW C LMpo3a Ha YepHust Apob (BuK 4.8 1 4.9).

Kanull 8 nhasmama

3arybata Ha Kanui, Bofella 40 XUnokanuemns € Haii- rofiemMuaT puck,
CBbP3aH C TMA3UOHUTE ANYPETULM U CXOOHUTE NEKAPCTBEHU NPOAYKTA.

PucksT oT xunokanuemus (<3.5 mmol/L) Tpsbsea pa ce oyaksa npu
onpefeneHy BUCOKOPUCKOBK IPYNK, Hanp. no-8b3PacTHi NauueHTy nunm
HefoXpaHeHn W/uny NpuemMalLy MHOro NieKapcTBEeHN NPOJYKTH, NMalueHTr
C LMpo3a Ha YepHusa ApoG ¢ oTok 1 acuuT, naunedtu ¢ UBC nnn
ChpaeyHa HEAOCTATbYHOCT, NMPU KOUTO XUMNOKaNMMUATa nosuilasa
KapMOTOKCUYHOCTTA Ha BUIATANUCOBUTE MMUKO3UAN U pucKa oT
ChpAeyHa pUTMUs.

MaumenTn ¢ yabmkeH QT nHTepBas, BPOLEH N ATpOTreHeH, ca ChLlo
puckoBa rpyna. Xurnokanmemusta (Kakto n bpagvikapausita) ynecHasar
pasBUTMETO Ha TEXKa apuTmns, ocobeHo torsade-de-pointes, koeTo MoXe
na 6bae hararnHo.

Kanyuil e nnasmama

TuasuaHuTe OUYPETULM 1 CXOOHUTE JIeKapCTBEHY NPOAYKTU MoraT Ha
HaMansaT eKcKpeLMsTa Ha kanuuii B ypyHaTa, KoeTo BogM [0 Jexa,
npexoAHa xunepkanuuemus. Texka Xunepkanuuemus: MoXe Aa ce AbIDku
Ha He[WarHoCTULMPaH XunepnapaTnpeonansbM. Tepanuata Tpsbea aa
ce MpeKbCHe MPeay TECTBaHETO Ha PYHKLUMATA Ha napaluToBUaHNTe
KIesu.

KpoeHa 3axap

Mpu auabeTuim, KpbBHaTa 3axap TpAbea Aa ce KOHTponupa, ocobero
MpKU HAMUHNETO Ha XuUNoKanuemMus.

[Tuko4vHa KucenuHa
Mpy MauKeHTU ¢ XMNEpYpPUKeMUs PUCKLT OT aTakk Ha nofarpa Moxe Aa
6bae nosueH. [losata Tpsbsa fa ce afantvpa Kato ¢yHKuusi oT

nrasMesnTe KOHUSHTpaUuuK Ha rnMkoyHaTa Kncesimha.

EvbpeyHa ¢hyHKUUS U duypemuyu




Mbrinata nonsa oT TuasuaHnuTe AUYPETULIM MOXE 4a Ce NOMNYy4KM CamMo, aKo
® OrOpeuHaTa thyHKUMS € HopMarHa Uy ROYTK HopMariHa (cepymeH
) KpeaTuHuH <25 mg/L nav 220 pmol/L rpn Bb3pacTHW)

[py nMo-Bk3pacTHy NaUMEeHTU cepyMHNAT kxpeaTUHUH Tpsabea fa ce
KOpuUripa cnpsamMo Bb3pacTTa, TEMOTO Y NoMa, KaTo ce U3Non3Ba
dopmynaTa Ha Cockroft, kaTo Hanpumep:

*Clcr=(140-BbapacT) x Terno/0.814 x cepymer kpeaTuHuH,

KbOETO Bb3PaCcTTa ce 4aBa B rofvHK1, TErNOTO B Kr, & CEPYMHNA
KpeaTuHuH B pmol/L

lNopenocoyerata cdopmyna aasa Clcr 3a nauveHTy B HanpepHana
Bb3PACT OT MBXKW 051 1 TpsibBa f1a ce Kopurmpa 3a NalueHTy B
HarnpegHana Bb3pacT OT XXEHCKW 10N KaTo ¢e YMHOXMU rno 0.85.

Xunosonemusita, BTOPUYHO MHAYLIMpaHa OT GUYRPETULIM, B CReACTBUE Ha
3arybDa Ha Bofa v HaTphii, B HA4YanoTo Ha TepanusTa, Hamansaepa
rrioMepysiHaTa (hunTpaums, KoeTo MoXe fa Aosefie [0 NoBULLaBaHe Ha
CEpPYMHU KPeaTUHUH U ypesl.

'.

Toea npexogHo dyHUMoHanHo 6bGPeYHO HapylleHne He e oT
MpakTU4ecko 3Ha4YeHve Npu naumMeHT ¢ Hopman+ta ObOpeuHa dyHKuMs,
HO MOXe Aa BIoLM NpeaxogeTeatla bbbpevHa HeOCTaTLYHOCT.

- Kombunauusi ¢ Opyau aHmuxunepmeH3UeHU iekapemeeHu rpodykmu

MpenopbunUTENHO e fa ce Hamanun A03aTa, KOraTo To3W NeKapcTeeH
NPOAYKT C& KOMOUHMPE C APYro aHTUXUNEPTEH3UBHO CPEACTBO, MOHE B
HavyanHaTa asa Ha TepanusiTa.

- AKmueHu criopmucmu

AKTUBHUTE criopTUCTU TPAOBa Aa ce OCBEJOMEHH, He TO3U NekapcTBEH
. NPOOYKT ChAbPXa NEKapCcTBO, KOETO MOXE Ad Aafe NosIoxKuTenHa
® peakuust Npy JOMUHIOBU TECTOBE.

A.5 BaaumoaecTBUS ¢ ApYr NieKapcTBa v apyru hopmu Ha
B3aMMOHEUCTBUA

Bisoprolol

lMpomusonokasHu kombuHaluu

+ Floctafenine
B cniyyait Ha uHayuupaH tuok ot floctafenine unu xunotonus, Geta-

Griokepute Ouxa Hamanunu KapfAvoBackynapHuTe  KoMMecaTopHU
peakuun.

+Sultopride I’:' IR
[OBMLLEH PUCK OT BEHTPUKYIIapHa apuTMist, 0cobBeHo torsade-dia-QQI'r!tes: TR b
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Komb6unayuu, koumo He ca riperiopsyumentu

+Amiodarone

HapylweHnus Ha KOHTPaKTWIIHOCTTA, aBTOMAaTUKaTa 4 NpoBOOMMOCTTa Ha
umryrica (Cynpecust Ha CUMNaTUKOBUTE KOMMECATOPHM MEXAHU3MK).
Komburauyuu, koumo mpsabea 0a ce u3nos3sam ¢ sHUMaHue

+ XanorennpaHn MHXanaTopHW aHecTeTULUN

beta-bnokepnte noHwx@BaT  XapOMOBAaCKyNaApHUTE  KOMMECATOPHW
peakumu. ([lo Bpeme Ha xupypridHaTa onepauus beta Bniokagata Moxe
Ja obzie obbpHaTa 0T 6eTa-aroHUCTH).

KaTo ocHoBHO npasuno, He ce NpekbcBa Tepanusita ¢ GeTa-Gokepy u
HUKOFa He cnupa BHesanHo. AHecTtesuonorsT Tpabsa ga e uHdopMupaH,
ye nauneHTa e Ha beta-bnokepHa Tepanus.

+Kanuyuesu antaronucty (Bepridil, Diltiazem, Verapamil)

HapylleHnss Ha asTomartukata (fnpekoMepHa Opapukapauns, CUHYCOB
apect), SA u AV HapylleHUss Ha TpPOBOAMMOCTTA W CbpaevHa
HefocTaTbYHOCT (CuHeprnyHy edekTi). TakaBa komBuHaLmMa MoxXe aa ce
N3Non3Ba camo npu cTporo KnuHmyHo v EKI MoHuTopupaxe, ocobero
MpW Mo-Bb3PacTHU NMauneHTV 1 B HavanHaTa hasa Ha nevyeHneTo.

+ AHTnapuTMu4HU nekapctBeHu npogykiu (Propafenone u Knac IA
arenTit Quinidine, Disopyramide)

HapylieHns Ha KOHTpakTUnuTeTa, aBToMaTtuama W NMPOoBOAMMOCTTa Ha
nMnysca (Cynpecusi Ha CUMNAaTMKOBUTE KOMNECATOPHU MEXaHu3mm).
Ocurypsieare Ha knvHuuHo n EKIT MokuTopupane.

+ WMucynuH, cyndianunypeliH nepopanHn aHTUAWabeTHW nexapcTBeHu
npoayKTu

Bewukn  Oeta-Griokepu  morat pga  MackupaT  npegynpeauTenHuTe
npu3Hauy Ha XunornukemusaTa, 0cobeno coplebueHeTo 1 TaxukapanaTa.
AnabetnHo Gonuute TpabBa pfa ca ocBeOOMEHW 3a pucka ofF
XUNOMTIMKEMUYHY  enn3oayn U FoBMILEHaTa HYXOa OT BHMMAaTesHo
crnefieHe Ha HMBaTa Ha KpbBHAaTa 3axap B AOMALlUHK.yCHoBus, 0cobeHo B
HavanHaTa dasa Ha Tepanusita.

t+Lidocaine (BzaumopeicTBus C NMWAOKaWH ca OMUCaHW ¢ nponaHoron,
METONPONON 1 HaA0ros)

YBenuyeHnTe nnasMeHn HYBa Ha fKgokauHa nosullasaT nofobHuTe Ha
HEBPOIOMMYHY 1 CbPJIEYHU HEXenaHn peakunmn (HamareHa JepHoapobHa
BuroTpaHchopMaums Ha NuaoKarHa).

ApantupaHe fgosata Ha nupokavHa. TMposexgaHe Ha KuHW4HO, EKP
MOHUTOpYpaHe U1, ako e HeobxoAumo, HabniogeHne Ha NnasMeHnTe HUBa
Ha rmpoKanHa no Bpeme un cnef beta-bnokepHaTa Tepanud.

+Mof-chabpKally PeHreHOKOTPAaCTHY CPEACTBa >
B cnyuail Ha WHOYLMPAH LIOK OT HOA-ChAbPXALLM PEHTIEHOKOTPaCTHY .
cpepcTea Unn xuroToHns, Geta-6rokepure Buxa Gnokupanm :cbp,qequ— -
ChAOBUTE KOMMECATOpPHU peakumu. TepanusTta c 6eTa-6n0Kep Tpﬂ6aa
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Ko € PBb3MOXHO, fpa Ce Ccnpe npeiyn BCAKAKBO pPafounoryHo
nacnepeaHe. Ako Tepanusta He moxe aa 6bga npekbcHarta, TpsibBa fa
ce ocurypu HesabaBHO Hanu4yHO KapAWONYNMOHApPHO peaHWMalNOHHO
obopynBaHe U nepcoHarn.

+XonuHecTepasin UHXunouTopK
PuUcK OT MacuBHa 6pafuvkapavisi (agnTuBHN OpafuKapAndHn eeKkTh).
MposexxaaHe Ha pefoBHU KNUWHWUYHN NPpernegu.

Komburayuu, koumo mpsibea 0a ce umam nped sud

+NSAID

HamarneHn antuxunepteHanseH edekt (NSAID nuxubupar
Ba30AUNaTATOPHUTE NMPOCTarnaHauHN ¥ MMPasonoHOBUTE NPOKU3BOAHN
OOMBLAHUTENHO NPUHUHABAT 3aryba Ha Bofia u HaTpuil).

+Kanuuesn aWTaroHucTy oT pauxupapormpugutos twn  (amlodipine,
felodipine, lacidipine, nifedipine, nicardipine, nimodipine, nitrendipine)
XUNoToHUS, ChpaedHa HeAOCTATLYHOCT NPy NauUeHTU C naTtexsTHa unn
He KOHTponupaHa cbpAeyHa HefloCTaTBLYHOCT ( in vitro
AVNXVAPONUPUAMHUTE UMAT NOBEYe UM NO-Marnko nspaseHa oTpuLaTenHa
MHOTPONHa aKTWBHOCT, KOSITO BOAW A0 KyMYTNaTuBHOCT KbM
oTpULITeNHATa UHOTPONHA aKTMBHOCT Ha BeTa-OnokepuTe)

TepanuaTa ¢ GeTa-BriOKEpM MOXE ChLIO Aa MUHMMU3NPa pedriexcHus
CMMMaTUYECKN OTFOBOP B Clyyall Ha obLluypeH XeMopuHamu4eH oTroBop.

+ Mefloguine
Puck ot 6paankapaus (afutnehy GpaaukapanyiHu eqpekTh).

Hydrochlorothiazide
KombuHayuu, Koumo He ca npefnopbYumerHu

+ JlnTui

MoBULLIEHW Mfa3MeHy HMBa Ha NWTWE ¢ NpuaHauy Ha npefosnpade, KouTo
ce nosiesBaT npu aneta, 6egHa Ha HaTpuUi (HamaneHa exckpeuns Ha
NWTWii B ypuHaTa). AKO Tasy komMBMHaLma He Moxe da ce usberre, ga ce
MpoBeXaa PENOBHO MOHUTOpMpaHe Ha nasMeHWTEe HuBa Ha nuTus y
aganTupaHe Ha [o3aTa, ako e HeobXopnmo.

+ He-aHTMapUTMUYHW neKapcTBEHW NpPOAyKTW, KOMTO MoraT fAa
npepuaeukaT Torsade de Pointes (astemizole, bepridil, IV erythromycin,
halofantrine, pentamidine, sparfloxacin, terfenadine, vincamine) (sa
sultopride suwx Bisoprolol [pomugonokasHu KoMbuHayuu): Torsade de
Pointes (nMpeaussnkaHo oT Xurokanuemusi, Opaankapans u CbLUECTBYBalY
npofabspkmTened QTouHapom). B criyyait Ha XMnoKanuemmns a8 ¢ -
npunaraT fekapcTBeHu MPOAYKTU, KOUTO He npeavsBuKeat 'I:g’?éeii;:!_ei-demg::

K

Pointes. -
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Komburayuu, koumo mpsibea 0a ce u3rionizeam ¢ eHUMaHUe

+NSAID (cuctemHu), BUCOKM [03W canuuunaTi

OcTpa 6bbpevHa HELOCTATBbYHOCT MpW  AEXNEpaTupaHu nauneHTy
(NSAID namansesaT GFR upes unxubupaHe Ha Basopunartupalmre
npocTarnatdauHn).

PexvnopatipaHe Ha naumeHTa. Habmopehne Ha 6bbpevHaTa gyHkums B
Ha4aloTo Ha TepanunaTa.

+Kanuit-rybewm nexapcreenn npogyktn (IV) amphotericin B, (cuctemhn)
[MIOKO- U MuHepanxopTukocTepouay, tetracosactide (cosyntropin),
CTUMYNUpaLLM ylakcaTuBu: MoBULLIEH PUCK OT Xunokanuemus (aauTvBeH
edekr). Habniogenne n, ako e HeobXoAMMO, KOpUrMpaHe Ha nnasMeHus
Kanuii. ToBa e ocoGeHo BaXKHO, Korato CbNbTCTBaLlO €& M3nonsear
AUMMTanMcosn mukoangn. Ynotpeba Ha HecTuMynnpally nakcaTusu.

+ANFUTaNUCOBN TMUKO3UAN

Xunokaneumus, YrecHsiBaHe Ha TOKCMYHWTE edeKkT¥ Ha CbpAagyHnUTe
rmvkosngn. MoHWTopupaHe Ha NnasMeHnsa Kanui W, ako € noAxopsawio
EKF.

+Kanuit-coxpansisatin  auypetium  (amiloride, potassium canreonate,
spironolactone, triamterene): [Jokato 3a HAKOW NaLMeHTU e paluoHanta u
fornesHa, Tasy KombuHaLma He uakrousa xvnoxanuemus. OcobeHo npu
nauueHTM ¢ 6BBpeYHo HapyleHvre W /unu guabeT, Xunokanuemuara He
MOXe [a Ce N3KITHoUN.

MoHWTOpMPaHe Ha NNasMeHnTe H1BA Ha Kanua 1, aKo e NoAXo4sLLo, EKT,
axko e HeoBxogqumMo, OTHOBO oDMUcnaHe Ha Tepanuata.

+ACE nHxubutopn: PUCK 0T 3Ha4YMTENHO criagaHe Ha KPbBHOTO HanAaraxe
niunn octpa GbbpevHa HeAOoCTaTLYHOCT NO Bpeme Ha 3ano4ysaHe Ha
TepanuaTa ¢ ACE wunxubutopnte npy naumeHTu CbC ChLIeCTBYBalll
oTnpeny HatTpuMeB HeAoUMBK (ocobeHo npu nauueHTtn ¢ bubpeyHa
apTepuarnHa cTeHosa).

Mpn xunepToHus, ako NpepuvuiHa Tepanus ¢ AUypeTaun Moxe fa €
npeavsBMKana HedoCTUr Ha HaTPWiA, fia ce crpe AuypeTika 3 AeHa npeau
sanoysaHe Ha nevenHmeto ¢ ACE wurxubutopa, nO-KbCHO, ako €
HeoBXxoauMo, Aa Ge MPUMOXKY OTHOBO Kanmii-rybelunst AMypeTnK wim ha
ce 3anouHe Tepanus ¢ pepyuvpaHa gosa ACE uHxubutop, kosito cnep
TOBA [a ce MOoBMLLN NOCTENEHHO.

Mpu BpofeHa CbpAEYHa HEAOCTAaTLYHOCT MOXE Crnej HamarseaHe Ha
[03arta ycropegHo npunarakns xanwii-ryGell, guypetnk Aa ce sanouHe
Tepanusita ¢ MHoro Hucka gosa ACE-ubxuburop. lpn BCU4KK Criyvan
MOHMTOpUpaHe Ha GbbpeuHara hyHKUMS (CepymHusi KpeaTuhuH) no
BpeMe Ha MbPBUTE HRKOMKO cegmuum oT Tepanusita ¢ ACE nHxubutopa..,

Eanl - .
ST el

+AHTUAPUTMIYHK NEKapCTBEHN NMPOLYKTW, KOUTO MOraT fa r_:i:'i'e,qﬁs_s'ﬁka%f’:‘. '
Torsade de Pointes 4 ""s S
Kriac | A cpenctsa (Quinidine, Hydroquinidine, Disopyramide, - N
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Amiodarone, Bretylium, Sotalol): Torsade de Pointes (ynecH‘gH'a'oT'




Xunokanemus, Bpagukapans 1 cblUecTBYBaLl, OTNPeaY NPOALIKUTENESH
QT cungpom). MpeTepaTaBaHe u, ako € HeobXOAMMO, Kopuivipase Ha
xunokanemusita. MoHuTopupade Ha QT nHTepsaria. B cny4aii Ha
Torsade de Pointes ga He ca npunarart aHTnapuTMu4Hin cpegcTea
(eneKTpuuecka CKOpocT).

+Metformin

Whgyumpadata ot Metformin naktathHa auupgosa ce OTkmio4Ba OT
HapylueHaTa 6bOpeuHa yHKUMS, Obnkalla ce Ha AMypeTuLln, ocobero
DpumMkoBy guypeTnyu.

[a He ce usnonsea Metformin, ako cepymMHUAT eraTl/lHVIH Haasum 15
mg/L (135 umol/L) npy mexe 1 12 mgfL (110 pmol/L) npu xexu.

+ Mog-chabprallys peHreHOKOHTPACTHN CpeacTea

B crnyuall Ha agexwapatauMsi, npesussukaHa oT AWYPETULY, fOBULLEH
puck oT octpa 6e6peyHa HaloCTaTEYHOCT, 0COBEHO KOraTo Ce M3non3sat
BUCOKM [O3M HOA-ChObPXaLLM PEHIEHOKOHTPACTHY CPeACTRa.
PexugpvpaHe Ha nauveHTa npean npunarade Ha Aof-Chabpxalims
mMaTepuart.

Kombunauuu, koumo mpsibea da ce umam nped eud

+ Kanuui {(conn)
Puck oT Xvnepkanunemus, nopagu HamaneHaTa eKCKpeuust Ha kanuui B
ypuHaTta

+ Cyclosporin

PUCK OT MOBULIABAHE Ha CepymHUsT kpeaTuTuH, O6e3 npomaHa Ha
CepyMHWUTE HMBa Ha UMKIOCHOpWHa, AopU npu nuncara Ha 3aryba Ha
BOZA W HATPUA.

Komb6urupar npodykim

KomBurayuu, Koumo uslickeam Mepku fpu ynompeba

+ Baclofen

MoBuweH aHTUXMAEPTEH3uBeH edekT. HabmogeHune Ha KPLBHOTO
HansraHe W ajanTvpaHaHe Ha fosata Ha aHTUXenepTeH3UBHUSA
neKapcTBeH NPOAYKT, ako € Heobxoaumo.

Kom6unauyuu, koumo mpsibea 0a ce umam rped aud

+TPULMKITAYHM AaHTUAENPECaHT 0T UMUMPAMMHOB TN, aHTUMNCKUXCTULIA

MosuweH aHTUXKUNepTeH3nBeH edeKT K NOBULLIEH PUCK OT OpTocTaTuyHa
XUMOTOHUS (aguTuBEH ediexT) e

+KopTukocteponuay, tetracosactide (cuctemrin) R s -.f:j
HamaneH aHTUXunepTeHsuBeH edekT (I{OpTMKOCTGpOM,Hﬁ':MH,D,yLI,IApaHa

3a0pbXKKa Ha BOZa U HAaTpui)




4.6 BpeMeHHOCGT ¥ KbpPMeEHe

bpemenHocm:
TO3W rekapcTBEH MPOAYKT ChibpXa TasugeH ﬂmypETMK 3aToBa
ynotpebarta ro speme Ha OpeMeHHOCT He e npenopbynTerta.

Bisoprofol

OnuTUTE NPU XUBOTHI HE NMOKa3BaT HUKaKaKbB TepaToreHeH edexT.

Jlo cera, pesyatatute oOT p[fobpe KOHTPONUPaHW, NPOCNEKTUBHN
npoyusanus ¢ HAKou BeTa-brokepy He MokassaT HUKaKbB POAoB AedeKT
npu HoeopogeHoTo. [Npyu xbpmaueTtata, poOeHN OT Maliku, NekyBaHu C
6eTa-6riokepu, OeTa-OnokagHaTa akTMBHOCT € Halulie HAKONKO oKW cnep
paXgaHeTo 1 MoXe Ja uHayLmpa Bpagnkapius, pechnnpaTtopeH AucTpec
M Xunornukemus. Bbhpeky ToBa, MOXEe f[a Ce [0ABU CcbphedHa
HEOOCTATBHYHOCT, MW3UCKBALLO CheluHy Mepky, usbsArealuy nnasMeHu
BrinBaHus (pUcK oT ocTbp Bernoppobel OToK).

Hydrochlorothiazide

[inypetnuute morat pa AoseAat Ao heTo-nnaleHTHa UCXemus Cbe
ChNPOBOXAaLL puck oT eTanHa xunoTpodna. Cooblijasato e 3a pegku
criy4am Ha Texka TpoMOoUNToNeHns Npu HOBOPOAEHM.

Kbpmenre:

He e usBectHo gany Bisoprolol ce ekckpetvipa B KbpMara. TnasugHute
ONYPETULM ce OTASNST B KbpMaTa, 3aT0Ba TO3M eKapCTBeH NPOJYKT He
Tpabra ga ce npueMa ot Kbpmauku. (Brx 4.3)

Bisoprolol

PuckbT oT xunornukemmns v Gpanukapans npy KbpMayeTa He € OUEeHeH.
Hydrochlorothiazide

TuasnaHuTe auypeTiuln MoraT fa npesusBukar.

- HawmansBsaHe, gopu cnypaHe Ha KbpMara

- Hexenanu 6uonorndHy ehekty (xunokannemms)

- Xemonusa (G6PD pedekT) ¥ XunepyycTBATENHOCT nopaaun
cBo¥IcTBaTa Ha cyndoHamuaa

4.7 BnusHue BLPXY cnocoBHocTTa 3a Iuodupase ¥ pabota ¢ MalluHn

Mopagm pyicka OT XUMOTOHKA 1 3aMaliBaHe JiedeHneTo ¢ Lodoz Moxe-Aa:.,
MOBNUsiE Ha CNIOCOGHOCTTa 3a LochupaHe n paboTa ¢ MaWmMHN..~ .5 = - RETY
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4.8 HexenaHy NeKkapcTBeHW peakKunu [ -




Yectn Unpkyrauus:
o (1% u <10%)
LHC:
lracrouHTECTUHANHW:
MeTtabonuabm:

ycelllaHe 3a CTya unn
N3TpBIBaHE Ha KpanHuunTe

nsmopsiBaHe*, ymopa®, samaisaHe®,
rmasobonue*

rafieHe, nospbllaHe, auapus,
KOHCTURaLMS

MOBULLIEHW TpUIMULEpUan 1
XOnecTepon, XUurneprankeMmns 1
[IIOKQ3YPUS, XUNepypemus,
HapyileHus Ha XemocTasaTta Ha
TEYHOCTUTE W ENEKTPOAUTUTE
{ocoBeHo xunokaneMus v
XUnoHaTprueMus, JOMbAHUTENHO
XUNOMarH1ManemMms 1 xMnoxmopemms,
KaKTO W Xunepkanunemus),
meTabonuTHa ankanosa

*CUMITOMUTE M3MOPsIBaHe, yMopa, samaiisaHe, rmasoGonve nosiesear
ocoBeHo B Ha4yanoTo Ha NevyeHneTo. Te ¢a no NPUHLKA Neku K YecTo

wsyesBar go 1-2 cegmuun.

He uectn Obuu:
(20,1% n <1%) Unpkynauus:
HHC:

AuxarenHy AsTHhLa:

. Bbbpeuwu:

. ['acTpOMHTECTMHAITHN:

LIHC:
Koxa:

Pepku
(=0,01% n <0,1%)

YUepeH gpob:

YporenuranHu:
YHI:

MycKynHa criabocTt 1 kpamnu
bpagnkapans, HapyweHns Ha
AV-NpoBOJUMOCTTa, BriolllapaHe Ha
CbpAeuHaTa HegocTaThyHOCT,
opTOCTaTUYHA XUNOTOHUA
HapyLUeHns Ha CbHA, Aenpecus
BPOHXOCN3BLM NMPK NALUMEHTA €
BpoHxuanHa actMa uiv aHamHesa 3a
oBeTpyKTUBHO 3abonsBaHe Ha
Auxarennure NbTulla

06paTMMO NOBULLEHNS Ha& CEPYMHUSA
KpeaTUTHWUH 1 ypest

3aryba Ha aneTuT, abooMuHanHv
onnaksaHus, NoBULLEHWE Ha
aMmunasarta

KoLLIMapu, XaniouuHaunn
peakyun Ha CBPBXYYCTBUTENHOCT
(cbpbex, sadeppsasaHe, 0bpus,
dhoToanepruiHa exsaHTema,
nypnypa, ypTukapus)
YBENYEHMN HEPHOAPOOHN EH3N

(ALAT, ASAT), xenatur, mnTeHmu,ém- ’,"' 0

HapyLUEeHUs Ha NOTEHTHOCT T,
HapyLUeHUsi Ha Cryxa, aneprmqel-:
PUHKUT




Ouu: HaMaleHo Cbi3doTeveHne (,u,a ce MMma

C < ApEnBUA MU naumMeHTH,
M3NoN3BaLLUY NeLum), HapyLLeHWS Ha
3pEHNETOo

KpbB: neBKoneHusi, TpomBoumnToneHns
EAMHUYHK criydam Oun: KOHIOHKTUBUT
(<0,01%) LnpkynatopHu: Dornxa B repaute

Koxa: B-brniokepuTe MOXe Ja NpoBOKMpaT

WNY Aa BNOWAT [Copuasuc nnn ga
MHAYLMpAT ncopuasnc-nonobeH
oGpuB, anoneuus, KOXeH nynyc

epuTeEMaTonec
Kpte: arpaHynouuTosa
FacTpoVHTECTUHANHMN: naHkpeaTuT

z 4.9 MNpepo3upaHe

B cnyvali Ha Bpagukapavs nnu cepuoset Cnaf Ha KPbBHOTO Hanarade, ce
npunara cNegHoTOo 110 MHTPaBEHO3EH MbT:

- Atponmr 1-2 mg 6onyc

- [mirokarod 10 mg BaBHO BEHO3HO, NocrieABaHo OT nHysua B Joau 1-10
mg/fyac, ako e Heobxozumo

- Cnep, ToBa, aKo ce Hanara — unw isoproterenol (isoprenaline) 15-18

g 4pe3 BaBHO UHXEKTUPaHe, nosTapa npu Heobxoaumocrt, Oes ga ce
HajBuLWaea ToTanHarta gosa or 300 yg, uny dobutamine 2.5 — 10
Hg/KF/MUH.

B cnyyali Ha chpaevHa AeKoMneHcalumns npu KbpMayeTa, po4eHn ot
Maliku, nekysaHu ¢ beta-onokepu:

. - Friokarod 0.3 mg/kg;
. - PeaHnmaunoHHU MepKYy;
- Isoproteronol (isoprenaline) unn dobutamine: Bucokute fgosn u

MPOABLIDKUTESTHO NeYeHne, KouTo ca 0BNKHOBEHO Heobxoaumu,
M3NCKBAT CTPOro HabsogeHve 1 creluanisupanii yernoBus.

5. apmMaKonorMyHu CBONCTBA
5.1 ®apmakoguHaMUiHU CBOUCTRA

dapmakoTepanesTyHa rpyna: KombuHalmsa ot agpeHopelenToper
6riokupall arenT (Bi-cenexTuBeH) U TasnieH anypeTuk

ATC xogn: CO7BB0OY T
KruHUUHUTE NpOyYBaHWs NOKa3BaT, Y€ aHTUXUNEPTEH3UBHUTE ecbeKTLLt;l_a ey

Tesn aBa NekapcTBEHU NpoayKTa ce JoMbIBaT U ePUKacHoCTTE r:pW‘Ham-- L
HUCKaTa [03a, 2.9 myg/6.25 mg, npy NedYeHNeTo Ha nexka ao ymepeHa : e
XUIMepToHNS & AoKasaHa. R T




PapmakognHaMUIHUTE eeKTy, BKIIOUYNTENHO XUMOKaeMns
(hydrochiorothiazide), 6pagukapauns, acrekus u rnasobonne (Bisoprolol)
ca [030B0O-3aBMCHUMMU.

KombuHupareto Ha ABata NekapcTBeHn NpoayKTa B efHa
YETBBPT/IIONOBUHA OT JO3UTE, N3NON3BaHN NPK MOHoTepanus (2.5
mg/6.25 mg) Lernm HamanssaHeTo Ha Tesn edeKTH.

Bisoprolol e Bucoko Bi-cenekruBeH agpeHopeLenTopeH Briokupall areHT,
nuileH OT BbTPELUHa cuMnaTMKkoMnumeThdHa aktusHoct (BCA) v Bes
3HauMTenHa cTabunnanpaita membpaHHa aKTMBHOCT.

Kaxro 1 npwu gpyrute Bq-peuentopHy Briokepy, MeXahu3MbT Ha
aHTUXUNepTeHsuBHaTa akTMBHOCT Ha Bisoprolol He e HanbnHO
ycraHoBeHa. BLNpeku ToBa € noKkasaHo, Ye NeKapCcTBeHns NPoayKT Bogn
[0 AACHO HaMareHue Ha nnasMeHus peHuH 1 HamaneHhre Ha cbphevHaTa
yecToTa.

Hydrochlorothiazide e TnasngeH guypeTuk ¢ aHTUXUNepTeH3UBHa
aKTMBHOCT. HeroBuaT guypetudeH edekT ce AbIbKU Ha HXmbupaHe Ha
akTueHusa Na® TPAHCMOpT o7 6bpbpeunnTe TYBYNN KM KPBBTA,
noenusisalikn Na* peabcopbuust.

5.2 dapmakoKMHEeTUYHN CBOMCTRA

Bisoprolof

- AbBcopbumsa: Tmax Baphpa ot 1 Ao 4 yaca

- buoHanuuHocTTa € Brucoka (88%); uepHoapobHara first pass
eKcTpakUunsa € MHoro Hucka v abcopbuuaTa He ce Bnuse oT HanuuneTo

Ha xpaHa. KuheTtukaTa e nuHeapHa 3a [osu oT 5 — 40 mg.

- Pasnpepenenve: 30% cBbpaBaHe ¢ NNasmMeHuTe NpoTenHn, a obembT
Ha pasnpegeneHne e Bucok (MpubnusutenHo 3 L/kg)

- BbuotpaHcthopmauusa: 40% ot gosa Bisoprolol ce meTtabonusupa B
uepHnsa gpob. Herosute metabonuTi HE Ca aKTUBHM.

- EnuMMHMpaHe: MiasmMmeHoTo Bpeme Ha nony-enemusupade e 11 yaca
BbBpeUHUAT 1 YePHOAPOBHUAT KNPBHC ca NpubIusuTenHo CPaBHUMMN 1
norioBMHaTa o7 o3aTta (HenpoMeHeHa), KakTo 1 MeTabonuTuTe ce

eKCKpeTHpaT B ypuHaTta. ToTanHusaT KNMpsHC e npubnuasutendo 15 ikg.

Hydrochlorothiazide

- ABcopbuua: 6uonanuuHocTTa Ha Hydrochlorothiazide noxaasa el "_;" -
BapuabUITHOCT MeXay XopaTa 1 e B paMmkmTe Ha 60-80%. T.mIx Bapmpa |
oT 1.5 go 5 yaca (ocHOBHO ~4 4aca). I




- PasnpeneneHue: Cebp3BaHeTOo C nnasmeHuTe npotenty e 40%.

- Enummnuupane: Hydrochlorothiazide He ce meTaBonusupa u ce
EKCKpeTMpa MoYTY HambliHO K&TO HerpoOMEHO NeKapcTBo Ypes
rnomepynHa huntpauus u aktTneka TybynHa cexpeuus. KpaiiHoto
Bpeme Ha rnony-enuMuHipaHde e npubnusntendo 8 vaca.

- BubpeunusT kKnupbHE Ha Hydrochlorothiazide ce HamansBa, BpemeTo
Ha ToNy-enuMUHMpaHe ce YObibkasa npu nauueHtn ¢ 6bpeyHa umnn
CbpaevHa HeaocTaTbYHOCT, ChLUOTO BaXU U MPH Mo-Bb3PactHn
nauneHTn, pu KouTo cbluo ce Habnigasa nosuueHne Ha Cpyax.

- Hydrochlorothiazide npemuHaBa nnauenTHaTa 6apuepa n ce
eKkckpeTupa B Kbpmarta

5.3 MNpegKNUHUYHY OaHHW 33 De30MacHoOCT

z Cnopep crasAapTHUTE NPesKMHUYHN TecToBe (TECTOBE 3a

; MPOABIDKNTENHA TOKCUMHOCT, MyTareHHOCT, reHOTOKCUYHOCT U
KaHlIeporeHHocT) He e fokasaHo Bisoprolol unu hydrochlorothiazide pa ca
TOKCWMYHW Npu XopaTa. Kakro gpyrnte beta-bnokepy, npu onntv ¢
XXMBOTHY € YCTaHoBeHO, Ye Bisoprolol BbB BUCOKW J03U MMa TOKCUYHN
edekTy BbpXy MailikaTa (HamarneH npuem Ha XpaHa 1 yBenuueHne Ha
TernoTo) 1 KbM em6puoHa/nnoa (nosulLeHa KbeHa pesopbuma,
HamMarneHo Terno npu paxgaxe, 3abapsHe BbB (DU3NYECKOTO passuTue A0
Kpast Ha nepuoAa Ha kbpmeHe). Brnpeky tosa, Bisoprolol, kakto n
hydrochlorothiazide He ca TepaToreHnn. Hama nosulleHMe Ha
TOKCMYHOGTTa, KOTaTo ABaTa npojykTa ce fgapaT B KOMOuHaLms.

6. dapmaueBTUYHU OCODEHOCTH

. 6.1 NoMowyHM BenlecTBa
. CopueBuHa Ha TabneTtkaTa:
Silica, colloidal, anhydrous 0.5 mg
Magnesium stearate 2.0mg
Cellulose, microcrystalline 10.0 mg
Maize starch, fine powder 10.0 mg

Calcium hydrogen phoshate, anhydrous  136.25 mg

dunm-nokpuTHE:

OPADRY PINK YS-1-1252*

*CbeTaB:

Yellow iron Oxide (E172) 0.0126 mg
Red jron Oxide (E172) 0.045 mg
Polysorbate 80 VS 0.045 mg
Macrogol 400 0.360 mg




Titanium dioxide E171 1.3329 mg
Hypromellose 2910/3 1.35225 mg
Hypromellose 2910/5 1.35225 mg

6.2 HecbBMEeCcTUMOCTH

Hama

6.3 Cpox Ha rodHoOCT

3 roauHn

6.4 Cneumanyy MEepKM 38 CbXPaHenue

Ha ce cbxpansea go 25°C.

6.5 Mpouzxon 1 cLCTAB Ha ONaKOBKaTa

Al/PVC Brincrepn, x 10 6p. Tabn. B bnucrep
Onaxoska o 30, 50 n 100 6p. Tabn.

6.6 UHcTpykumu 3a pabora u ynorpeda

Hsama crnieyyanim nsckeaHus

7. MpuTexaTen Ha paspelweHneTo 3a ynoTpeba

Merck KGaA,
Frankfurter Strasse 250,
D-64271 Darmstadt, Germany

8. flata Ha nocriefHa pegaKuma;
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