KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA



. HME HA JIEKAPCTBEHHUA ITPOAYKT it
Lo 0N 17787 ) /35

Jlogo3 2,5 mg/6,25 mg punmupanu tabnetku / Lodoz 2,5 mg/6,25 mg film-coated tablets

Jlono3 5 mg/6,25 mg ¢unmupanu tabnetku / Lodoz 5 mg/6,25 mg film-coated tablets 08 -12- 2075

Jlogo3 10 mg/6,25 mg ¢punmupann tadbnetku / Lodoz 10 mg/6,25 mg ﬁlm-%ﬂéﬂblets
byeg

—

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Jlono3 2,5 mg/6,25 mg

Bcska ¢punmupana tabietka cbAbpKa ClieJHUTE aKTHBHH BellleCTBa:
2,5 mg 6uszonpononoB ¢pymapar (bisoprolol fumarate)

6,25 mg xuapoxyuoporuasuy (hydrochlorothiazide)

Jlono3 5 mg/6,25 mg

Bcsika dunmupana tabsieTka Cbhbabpka CleJHUTE aKTUBHHU BELECTBA:
5 mg 6uzonpononos pymapar (bisoprolol fumarate )

6,25 mg xuapoxnopornasua (hydrochlorothiazide )

JIono3 10 mg/6,25 mg

Bcaka dunmupana tabnetka chabpka C/IeJHUTE aKTUBHU BELLECTBA:
10 mg 6uzonpononos pymapat (bisoprolol fumarate )

6,25 mg xuapoxnoporuasuj (hydrochlorothiazide )

3a bJIHUA CITUCBK HA MMOMOLIHUTE BelleCcTBa, BXK. TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Jlono3 2,5 mg/6,25 mg
Ouimupana Tadnerka

JKbnTH, KpBIiiM, IBOWHOU3IIBKHAIM, OT FOpHAaTa CTpaHa € LaMIioOBaHO ChplLE, & OT JoJIHaTa — YUCJIOTO
7.5

Jlono3 5 mg/6,25 mg

dunmupana TabneTtka
[TacTeTHOPO30BH, KPbIJIK, ABOMHOM3MbKHAIM, OT FOpHATa CTpaHa € LaMnoBaHO Chplie, a OT JO/JHATA —

4YyHuCcJI0TOo L, 5%,

Jlopo3 10 mg/6,25 mg

dunmMupaHa rabseTka

bBenu, xpbrim, ABOWHOMU3ITBKHAJIM, OT FOpHaTa CTpaHa € LIAaMIIOBaHO ChpLE, a OT JOJHATA — YHMCIOTO
210

4. KIUHHAYHHA JAHHHA

4.1 TepaneBTHYHH MOKA3AHHA

Jleka 10 yMEpeHO TeKKa ecCeHLHaTHa XUIIEPTOHUA.

4.2 Jo3MpOBKAa H HAYHH HA NMPHJI0KEHHE

Jlo3u POBKd

O6uxuaitHaTa Ha4aIHa 7103a e ejiHa Tabnetka Jloaos 2,5 mg/6,25 mg BeJHBK JAHEBHO.




AKO AHTHXMNEPTEH3UBHMAT e¢eKT OT Ta3¥ AO3IMPOBKA € HENOCTarb4yeH, KOJHYECTBOTO CleliBa Ja ce
3aBHINH J0 eaHa Tabnerxa Jlogos 5 mg/6,25 mg BeAHbX AHEBHO M akO OTTOBOPBT NPOALIDKABA Aa Obie
He3aZoBOJIHTENeH, 10 eqHa TabneTtka Jlonos 10 mg/6,25 mg BeAHBK JHEBHO.

Hpﬂﬂ"EJIJKHTﬂH__HOCT Ha TCpalliiATa

[To npuniun neyenueto ¢ JIoRo3s e JLAroTpanHo.

[IpenopbyBa ce NOCTENEHHO CNHpaHE Ha TepanuaATa ¢ OU30HMpPONONOB (pyMaparT, Thii KATO BHE3AMHOTO i
npeKbCBaHe MOXKE [a AOBEAS A0 PA3KO BIOLIABAHE HA CHCTOSHHETO HA MALMECHTA, H MO-CNELHAIHO HA
NalHeHTHTE ¢ NCXeMHYHA §0/1eCT Ha ChpLETO.

HavuH Ha NPpUJIOKCHHE

Tabnetkure JloZos ce mpHeMaT CyTpHH ¢bC HIH 63 XpaHa. [lormbiiar ce ¢ MajIko TEYHOCT U He TpaAOBa
Ja ce CIbBKBaT.

CrueupanHy rpyny DAHEHTH

. b1Opeuna uiu YepHOAPOOHA HEAOCTATBYHOCT
He ce nmanara npomsHa B o03aTa NpM MaUMEHTH C NeKa JO YMEPEHO H3pa3eHa 4yepHoApoOHa
HEJOCTATHYHOCT MJIM N€Ka OO0 yMepeHOo H3padeHa ObOpeuHa HEJOCTATBUHOCT (KpEeaTHHHHOB
KIHPEHC > 30 ml/min).

° [IauHeHTH B cTap4Yecka Bb3pacT
OOUKHOBEHO He C€ Halara MpoMsAHa B X03aTa NpH NayrdeHTH B CTapuecka BB3pacT.

° [leanarpyHyHa nmonynanua
OmuteT ¢ Jlofo3 e orpaHuuYeH NpH Jela, NOpagW KOeTO He ce IIpenopbhyBa ynorpedara My mnpH

Ta3H NOITyJIallkA.

4.3 IIpoTHBONOKA3aAHHA
Jlopo3 e NpOTHBONOKA3aH IIPH NALHEHTH ChC:

. CBPBXYYBCTBHTEMHOCT KbM OuzonpononoB d¢ymapar, XUZAPOXIOPOTHA3HWA, APYrH THa3HAHM,
cyndhoHaMHIH HAM KBEM HAKOE OT MOMOIIHUTE BellecTBa (BxK. Touka 6.1);

® OCTpa ChpACYHA HEOOCTATBYHOCT UK N0 BpEME HAa CIIM30JH Ha HEKOMIICHCALMA Ha ChpACYHATA
HEJOCTATBYHOCT, KONTO U3NCKBAT HHTPABCHO3Ha HHOTPOITHA TCPAIIHA,

KapAKOr¢HEH LIOK;

AV 6510k BTOpa UAH TpeTa cTeneH (be3 nefdcMenknp);
CHHApOM Ha OONHHA CHHYCOB Bb3€ell;

CHHOAaTpHalleH OJI0K;

CHMNTOMATHYHA Opanukapaus;

TeXKa OpOHXHMaIHa acTMa:

TexXKH GopMH Ha MepudepHa apTepHanHa OKIy3MBHA OONECT UK TexXKH GOpMH Ha CUHAPOMA Ha
PeiiHo; |

HeneKyBaH PeoXpoMOUUTOM (BX. TOYKa 4.4);

Texxka 6p6peyHa HeloCTaThbUHOCT (KpeaTHHHHOB KINpBHC < 30 mL/min);
TEXKa YepHOApOoOHa HEIOCTAThYHOCT,;

MeTaboNMUTHA aLMA034a;

pedpakTOpHa XHIIOKANEMHA.




4.4 Cneunannu npegynpexIcHUd H NpeINasHH MepKH NpH ynoTpeba

[IpexbcBaHeTo Ha TepanHaTa ¢ OuszompononoB ¢ymapar He TpaOBa JAa CraBa pA3KO, OCBEH aKO He
CBHIIECTBYBAT ACHM IOKA3aHHMA 32 TOBA, ThbH KATO BHE3AMHOTO # NpeyCTaHOBABAHE MOXE Ja JOBEle RO
OCTPO BJICILIABAHE HA ChCTOAHMETO HA MALMEHTA, H MNO-CMEeLMATHO Ha MalMEHTHTE ¢ HCXEeMUYHa BonecT
Ha ChPLETO. (BXK. TOUKa 4.2).

JTonoa TpaGea Ja ce npunara BHUMATEIHO NPU NAUHEHTH ChC:

. CBHLITHTCTRALLA ChpAEYHA HENOCTATHYHOCT;

° 3axapeH Auaber ¢ rojieMd KonebaHud B HUBATa Ha KpbBHATA 3aXap: CHMIITOMHTE Ha XHIIOTJIHKEMHS
Moxe 1a Obaar 3aMackupaHu. bera OyoxepuTe Morat JOMBbAHUTENHO A NMOBHINAT PHCKa OT TeXKa

XHMOTJIMKEMHA, KOraTO ce€ M3MOJA3BaT €JHOBPEMEHHO CBC CyndoHUNypelHU I[TPOM3BOIHM.
Mauuventute ¢ auaber TpAbBa ma 6BAAT MOCHBETBAHH Ja MpOCNEAABAT BHUMATEIIHO HHBATa Ha

KpbBHATa 3axap (BX. Touka 4.5);

. CTPOro rinagyBaHe,;

. AV 650K ImepBa CTEeNEH;

. aHruHa Ha Prinzmetal: HabmopaBaHu ca cydyau Ha kOpoHapeH BazocnasbM. BeIpeku BHCOKaTa CH
6eTal- ceNIeKTHBHOCT, NIpH NANHEHTUTE C aHTMHA HA Prinzmetal, npuemaliu 6MU30MposION, HE MOTaT
na 0bAaT H3KIIOYEHH NPHCTHIIM Ha CTCHOKAPIUS;

. nepudepHa apTepHaliHa OKITY3HBHA OOMNECT; BiIOIaBaHE Ha CUMITOMHTE € BB3MOXKHO, 0C0DEHO B
HAYaNOTO HA TEPAIlMATA,;
. XHITOBOJIEMHS;

. yBpelaeHa yepHoApoOHa dyHKIHA.

ITogobHo Ha ApyrH Oerta-Onokepd OM30MpOIOIOB Pymapar MOXke Ja MOBHMIIM YYBCTBHTEIHOCTTA KBM
allepreHl M TeXecTTa Ha aHapUNakTHYHUTE peakuuu. CHIIOTO CE OTHACA M 32 JIeCEHCHOWIH3MpaLlaTa
Tepanus. [IpinaradeTo Ha endHedpHH He BUHArH MOXe 1a AOBeJE 10 OUAKBAHHUA TepalneBTHYEeH eeKT.

[TauueHTH ¢ NCopHasHC HAM aHAMHECTHMYHH OAHHHM 3a mcopuasHc TpsabGBa aa npueMmat Oerta-Gnokepu
(Hanp. OH3onpononoB ¢yMapar) camo ciel BHHMATEHA ITpelieHKa Ha ChOTHOIIEHHETO ,,I0A3a-pHCK”.

CHMITOMHTE Ha THPEOTOKCHKO3aTa MOraT Ja ObJaT MaCKHpaHH OT TepanuaTa ¢ GM30MNpoNonoB ¢gyMapar.

[lpp nmammentH ¢ ¢eoxpoMouuToM OM3onpononos d¢ymapar TpabBa Ja ce NpHeMa eaBa CRel
npeKpatsBaHe Ha Oj1okanaTa Ha anda-penenTopUTe.

ITpn naiuentu nog obiua aHectesusa Oera-bnokanaTa HaMaIgBa YECTOTAaTA Ha AapUTMHUHUTE H MHOKapIHATa
HCXEMHA [0 BpeMe Ha YBOJa B aHeCTe3dATa H HHTyOaLUMATa, KakTO H B CleJoNepaTHBHHA INEepHOL.
[ToHacTOAEM ce Mpenopbuka MnNoAappXkallara OeTa-Onokaga Aa MOpPOIBIDKH IMEPUONECPATUBHO.
AHectesuonorsT TpAGBa 1a Obae ymejJoMed 3a HanduMeTo Ha Oeta-Onokaga mnopaad BB3MOXHH
B3aUMOJEHCTBHA ¢ APYrH NEKApCTBEHH MPOAYKTH, KOMTO Ja JoBenar Ao OpaauapuTMuu, orcnabBaHe Ha
peIeKCHATa TAXHKApAHUA W HaMajleHa pedeKTOopHA cnocoGHOCT 3a KOMIIEHCHpaHe Ha KpbBo3arybara.
IIpn npelieHka 3a HeoOXOAMMOCT OT MpeKparsBaHe Ha TepanuaTa ¢ Oera-Onokepa npeau ornepauusiTa,
MpeycTaHOBABAHETO C€ W3BBPLUBA IMOCTEMNEHHO M ClcABa Aa 3apbpliM npubnu3utenHo 48 yaca npeau
AHECTEe3HATA.

Benpeku ve kapanocenekTuBauTe (Oeta 1) Gera-6nokepu Morar Aa UMaT no-crnab eexr BbpXy
GenoapobKaTa QyHKIMA OTKOJIKOTO HecelleKTHBHUTE OeTa-610kepH, KakTo BCHYKH DeTta-brokepn
H3II0/13BAHETO UM CHILO TpabGBa Aa ce U30ArBa Npu NauMeHTH ¢ 0OCTPYKTHBHM 3abongBaHua Ha
AUXAaTeNHUTE MBIUIA, OCBEH aKO HE ChIIECTBYBAT YOeIUTENHN KIMHUYHN PUYHHY 32 yrioTpebaTa UM.
AKO TAKMBA NIPHYHUHH CBLIECTBYBAT, JI0A03 MOXKE Aa ce U3NOJ3Ba C NOBHILIEHO BHHMAHHE.
[Ipu GpoHxuanHa acTMa WIM ApPYT BHA XpOHU4Ha oOCTpykTHBHA OenoapobHa bonecr,
JoBefe A0 MosgBaTa Ha CHMIITOMH, c€ TMpernopnyBa CBHIBTCTRAILA Tepanus ¢ O
[Tonsxora mpH NalHEeHTH € acTMa MOXE€ Ja Bb3HHKHE MOBHIICHO CBIPOTHBIE
AMXATe/NHHTE ITHTHILA, TOraBa ce Hajuara yBeHyapaHe J03aTa Ha O6eTa-CTUMYJIaHTH




Peakuui Ha GOTOYYBCTBHTEIHOCT Ca Bb3MOXKHU MIpH NpuiaraHe Ha THa3HIHM AMYypeTHUH. B TakuBa
cliydaW ce MpenopbuBa 3alllUTa Ha OTKPUTHTE 4YacTH Ha TAJIOTO Cpelly CHOLHYERA CBETIHHA MIIH
H3KycTBeHa YB cBeTnuHa. [Ipu TexxkuTe cmyyad Tepanusata TpadBa Ja ce NpeKpaTtH.

[IpobDKMTENHOTO, HENPEKbCHATO BBLBEXKJAAHE HAa XMAPOXJIOPOTHA3HJ MOXE Ja JAoBeae A0 BOJHO-
eIeKTPONIMTHA CMYLUCHHA, M MO-CHeLHATHO A0 XUMOKAIEMHS W XMIOHATPEMHsA, HO CBLWO H
XHIOMAarHe3ueMus, XHIIOXJIOPEMUA U XUITepKanueMusa. XHIoKaneMusaTa OnarofnpHATcTBa Bh3HHKBAHETO
Ha TEeXKKH apMTMHH, U ocofeHOo Ha torsade de pointes, KOATO MOXE Aa ce OKaxe daTanHa.

[To BpeMe Ha ABAroTpailHara Tepanus ¢ Jlofos ce npenopbuBa NMpocleadBaHe HAa HABaTa Ha CEpyMHHTE
CHEeKTPONMUTH (0COOEHO KanHM, HAaTP¥A M KaIlUWH), KpeaTHHHHA H YypeATa, Ha CEepPyMHHTE JHITHIH
(XonecTepo U TPUITIMLEPHAN ), IMKOYHATA KHCENHHA, KaKTO U Ha KPhBHATA [II0K03a.

[1py nalMeHTH ¢ XHNEPYPHKEMHA PHUCKET OT [TOJArPO3HK NMPHCTELIIM MOXE J1a HapacHe.

Hemenanomen pax na xoxcama

B aBe enuaeMMONOriyHH MpOy4YBaHHUs, OCHOBABALLUU CE€ HA AATCKUR HAaLlMOHANIEH PAKOB PETUCTHP, €
HaboaBaH OBHIIIEH PHCK OT HeMeNlaHOMeH pak Ha koxara (HMPK) [bazanHokneThieH KapLIHHOM
(bKK) u ckBamo3snokneTs4eH kapudHoM (CKK)| npH HapacTBallla €KCIO3UIUS HA KyMYNaTHUBHA J103a
xuapoxnopotHasug (XXT3). PoroceHcubunusnpaiute edext Ha XXT3 Morar aa aelcTsar KaTo
BEPOATEH MEeXaHU3BM 3a pazsutue Ha HMPK.

[laumentnTe, nmpueMam XXT3, tpabsa na Obaar uHdopMupaHud 3a pucka or HMPK u cbhBeTBaHH
PEAOBHO Ja MPOBEPARAT KOXAaTa CHU 33 HOBH Jie3MM M He3abaBHO na cwobimasaT rnpu mossBa Ha
MOJO3PHTEIHHA KOXHHM JIe3Hd. Ha nauueHTuTe TpAdRA Ja Ce NpEenopb4yar Bb3MOXHY NIPEBAHTHBHU MEDKH,
KaTO OrpaHUYeHO W3/1araHe Ha CITbHYEBA CBET/IMHA M YJITPABHOJETOBH JBUH, a B CTyUail Ha EKCMO3HIHA,
NOAXOAALLA 3AIUTA, 34 A4 Ce CBeje N0 MHHHMYM PHCKBT OT pak Ha koxata. IIoqo3pHTEeNHHTE KOXHU
ne3uH TpAOBa Aa 6baar noAJ0KeHN Ha He3abaBHO H3cie[BaHe, MOTEHIHATHO BKIIOYBAINO XHCTONOrHYHH
H3cheaABaHKg Ha OuoncHaHM Matepuainu. [IpepasrnexnaHe Ha ynotpebara Ha X XT3 Moxe aa ce HaANoxu
M NIPH HaiueHTH, KOUTo ca umanu npeaxoned HMPK (Bx. cbino Touka 4.8).

XoponganeH H3JINB, OCTpa MHOIK M BTOPHYHA 3aKPHTOBIbJIHA IIayKOMa

CyndoHaMHUOHTE WM JE€KapeTBaTa, MPOM3BOAHHM Ha CcyAQOoHAMHAMTE, MOrar jAa Mpeau3BHKAT
HIHOCHHKpaTHYHA peaklysd, BOJAELIa A0 XOpoHAaneH H3AuB ¢ AedekT Ha 3pHTENIHOTO MOoNe, npexoaHa
MHOTIHA 4 OCTpa 3aKpHTOBIbJIHA INIAYKOMa.

CHMNTOMHTE BKIIOMBAT BHE3ANTHO HAYAIO HA HAMAJIEHHE HA 3PUTENHATA OCTpOTa MIH 60NMKa B OKOTO,
KOMTO OOMKHOBEHO Ce TOABABAT B paMKHTE Ha 4YacoBe JO CeAMHUUM OT 3aloyBaHe Ha IJIeKapCTBOTO.
HenexyBaHata oCTpa 3aKpHTOBIBIHA TJIayKOMa MOXe Ja JA0BeAe A0 TpaiiHa 3aryba Ha 3peHHe.
[TbpBOHAYANMHOTO JIEYEHHE € Ja ¢€ NpeKpaTH NPHEMBT Ha JIEKapCTBOTO BB3MOXKHO Hall-O0bp3o. Moxe fa
ce HAJIOXHU Ja ce oOMHCIH He3abaBHO MEJHKAMEHTO3HO HWIH XHPYPFHYHO NeYeHHe, aKo BBLTPEOYHOTO
HaNngraHe ocTaHe HEKOHTPOJHpaHo. PrckoBuTe (HakTOpH 3a pa3BUTHE HAa OCTpa 3aKpPHTOBI'bIIHA INTAyKOMA
MOraT Aa BK/IIOYBAT aHaMHe3a 3a aeprus KbM Cy1QOHAMUIH NIH NTEHUMUHTHHH.

XHIAPOXTTOPOTHASH]

OcTpa peciupaTopHa TOKCHYHOCT
Cnea npreM Ha XHIPOXJIOPOTHA3KA ce chOOLIAaBaT MHOTO PeJKH TEXKH Clly4aH Ha OCTpa peclnypaTopHa
TOKCHYHOCT, BKIIOYHTE]IHO OCTBp pecnuparopeH gucrpec cHHapoM (OPIC). Cnen npueM Ha
XHAPOXJIOPOTHa3H OOHKHOBEHO ce paishBa OenoppobeH OTOK B paMKMTE Ha MHHYTH 10 4acoee. B
HAYAJIOTO CHUMITOMUTE BKIIOYBAT OHUCIMHEd, MOBHIIEHA TeMIlepaTypa, BlollaBaHe Ha OenoapobHara
¢yuxuMa u xunotounus. [1pu ceMHeHHe 3a ARDS Tpabera aa 6bae cnpAH NPpHEMBT Ha X U 13 CeHPHIIQ
NOAXOJAINO JedeHHe. XHAPOXIOPOTHA3HA He TpAOBa Ja ce npujara npHu MaldeHTH, Kops mﬂﬂ Wj
noayuasand OPJIC cnen npueM Ha XHAPOXJIOPOTHA3MU,

4.5 BiauMojelicTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3




He ce IIPCIIODBYES KOMGHHHP&HOT{] ONpHAaaraHe Ha nperapara ¢bC CIACIHUTE JTEKapCTBCHH TNPOAYKTH

Jintnii: Jlogos Moxe Aa 3aCHAM KapAMOTOKCHYHHA H HEBPOTOKCHYHHA €(EKT Ha JIUTHA MOCPENCTBOM
HaMa/IABaHE Ha JIMTHEBATA €KCKpEeLHA.

KaniyeBd aHTArOHMCTH OT BEpanaMHJIOB THR M B MO-Manka CTENeH OT AWITHA3eMOBaTa rpyna:
OtpuuareneH edext BbPXY CbKpPaTUMOCTTa M NMpeAChpPAHO-KaMEpHaTa MpoBoAUMOCT. MHTpaBeHO3HOTO
NpUiaraHe Ha BepanaMuI Npd NaUeHTH Ha Tepanus ¢ B-6nokep Moxe a A0BEAE A0 TEXKKA XHNOTOHHSA H
aTPHOBEHTPHKYIapeH OJIOK.

AHTHXHIIEPTEH3UBHH IPENApaTH ¢ USHTPANHO ACACTBHE (Hamp. KIIOHWIWH, METHJAOIA, MOKCOHOIHH,
pUIMEHHAHH): EXHOBpeMEHHOTO NpynaraHe ¢ aHTHXYIEPTEH3UBHH CPEACTBA OT LEHTPAIEH THII MOXeE J1a
JI0BeJIe 710 Ollle Mo-ronaMo 3abaBpgHe Ha ChpASYHATA YECTOTAa M ChpJedyHus o0eM M 40 Ba3oJMiaTalHs.
Pa3koTo npekpariaBaHe, 0CODEHO aKo NpeAIlecTBa IpeyCcTAaHOBABAaHE Ha Tepanud ¢ bera-Onoxep, Moxe Aa
YBeJIHYM PHUCKa OT ,,pHOayH XUNIepTOHUA ™,

KomOuHalMK, KOWTO TpsOBa Aa ce MpUIAraT ¢ MOBHILEHO BHHMAaHHe

KanuueBu aHTArOHKHCTH OT AMXHAPOTIMPHIAXHOB TUN (Hanp. HUPEIUNTHUH, aMAOIUNNH): EQHOBpEMEHHOTO
npuiiarale MOXe Za JoBefie J0 YBEeNHYEH PUCK OT XHITOTOHMSA, KaTO HE MOXE Jia € U3KIIOYH H NMOBHLIEH
PMCK OT IO-HATaTBHLIHO BIOIIABAHE HA KaMepHara noMneHa QyHKUHA TPH MAUMEHTHTE CBhC CHpAeYHa
HEJOCTATBYHOCT.,

EnHoBpeMeHHOTO NpWiaraHe ¢ APYrd aHTHXHUIIEPTEH3WBHU CpelCTBa WM JNEKapCTBEHH MPOAYKTH C
HaMaJABall0 KPbBHOTO HanAraHe jedcTBue (Hamp. TPHUMKIMYHYM aHTUAenpecaHTd, Oapburypary,
eHOTHA3HMHK) MOXE []a YBEITHYH PUCKA OT XHIIOTOHHS.

ACE unxuOutopu (Hanp. KaltonpHi, eHananpui), aHTArOHUCTU Ha aHrHOTeH3UH I1: PHCK OT 3HauuTeneH
CIaJl Ha KPBBHOTO HanAraHe W/uind octpa 6ndpeyHa HeZOCTATRYHOCT MO BpeMe Ha HAYAIO HA Teparud ¢
ACE uHXub6HuTOp NpH NAMEHTH C NpeALIECTBALLA HATPHUER Je(PHULHNT (M NO-CNIEIHATHO IIPH MALHEHTH CBbC
cTeHO3a Ha OpOpeyHarTa apTepu).

AKO npejuiecTpallia AMYpeTHYHA Tepanus € JOBeNa 10 HaMaNsBaHe Ha HaTpUA, UITH CTIpeTe JUYpETHKA 3
IHH npegd Hayanoto Ha TepanuaTra ¢ ACE mHxuburopa, wiu 3anodnere tepanus ¢ ACE uHxuOutop B
HUCKH JO3H.

Knac-1 aHTHapuTMH4YHY CcpeAcTBa (Hanp. XWHHIAXH, AM3ONUpPaMHUI, NMROKAWH, PEHHUTOUH, QreKanHHu],
nponadeHoH): EdekTsT BBLPXY BpeMeTO Ha aTpHO-BEHTPHKYJApHATa IPOBOJIMMOCT MoxXe Jxa Obae
MOTEHUHNPaH, a OTPHLATETHHAT HHOTPOIEH e(pekT — YBeTHYEH.

Knac-IIl anTHapuTMH4HU cpeactBa (Hamp. amuonapoH): EdexkTsT BBpXY BpeMeTO Ha arTpHo-
BEHTPHKYJIApHATA MPOBOAMMOCT MOXeE J1a ObJie NoTeHUUpaH.

AHTHADHTMMYHH CpPEeJICTBa, KOMTO MoOraT jAa MHAyuupar torsade de pointes (kiac IA Hamp. XMHHMIUH,
XHAPOXMHUAMH, Ju3onmupaMda W knac Il Hamp. amuopmapoH, cortanon, podeTHWIHA, HOyTHIHA):
XumoxaneMusTa MOXKe Ja YJIeCHA Bb3HHKBaHeTO Ha torsades de pointes.

HeautHapuTMHYHH CpeCTBa, KOMTO MoraT Ja HHAyuupaTr torsade de pointes (Hanp. acTeMH307,
EpUTPOMHIIME 332 MHTPABEHO3HO INPHIOKEHHe, XanodaHTpUH, TMEHTaMMIUH, CrapduIOKCaLHH,
TepdeHaIMH, BUHKAMHUH): XHNMOKaJeMHATa MOXe J1a YIIeCHH Bb3HUKBaHETO Ha torsades de pointes.

[TapacHMOaTHKOMHMETHUM: EXHOBpEMEHHOTO IMpHiIaraHe MoXe Ja YIb/IKH
BEHTPHKYJlapHaTa MPOBOIMMOCT M PHCKa OT Opanukapaus.

bBera-6nokepn 3a MECTHO MpPHIIOXKEHHE (Hamnp. Kalkd 3a OYH 3a NeUEHHe
MOTEHLUHPAT CHCTEMHUTE edeKTH Ha OU30nposIoNoB dyMapar.




HHcynus » nepopanii npoTHROAUMAOETHU CpeAcTBa: 3acCUNIBaHe Ha edeKkTa Ha MMOHHXXKaBaHE Ha KphLBHATa
3axap. biokagata Ha OeTa-aApeHOpPEeUENTOPUTE MOXE Ja 3aMacKupa MpHU3HALKTE Ha XUIMOTIUKEMHA.
CernbTecTBaiaTa YIIOTPeba Ha OeTa OnokepH CbC CyNPOHHUNYPEHHH NPOU3BOJHM MOXE J1a [TOBHILIN PHCKA
OT TEXKa XHITOrMUKEMHS (BX. Touxa 4.4).

Anecrerniii: OtcnabBaHe Ha pedexkcHaTa TaxMKapAus M YBEJIM4YaBaHE HA PUCKA OT XHIMOTOHMSA (3a
nosede HHPopMaLIKA OTHOCHO of11iaTa aHeCTe3KA BX. TOUKa 4.4.).

Cepaeund rMko3naM: HapacTBaHeTO Ha BpeMeTO Ha AaTpPHO-BEHTPUKYNapHaTa IIPOBOAMMOCT,
HaMmangBaHe Ha ChbpIEeYHATA YecToTa. AKO IO BpeMe Ha TepanuaTa ¢ Jiogo3 Bb3HMKHAT XHIIOKATEMHUA
H/UNH XHIIOMAarHe3ueMHus, MHOKapIbT MOXE Ja MPOABH MMPU3HALIM HAa HapacHana YYBCTBHUTEIHOCT KBM
CBpJEYHH MIMKO3HAH, BOJEINA A0 3aciieH €(deKkT U MposBRa Ha HEXENAHUTE peakiMh OT CTpaHa Ha
TTTMKO3UIUTE.

Hecrepouauu npoturorb3nanuTentuu cpeactea (HCIIBC): HCIIBC moraTt na HaManatT XMNOTEH3UBHHA
edexT.

[Tpy nmanueHTH, pa3BHBALY XKHIIOBOJIeMHSA, eaHOBpeMeHHOTO Npunarade Ha HCIIBC Moxe aa otimioun
Hayano Ha ocTpa OpbpedHa HeJOCTATHLYHOCT.

Bera-cuMnmaTHkoOMHMMeTHLN (Hamnp. n3onpeHanuH, go0yramMuH): CbhuyeTtannero ¢ OU3ONpONOIoB pyMmapar
MOXKe Ja HaMallu edieKTa OT GeiCTBHE U Ha ABETE NeKapCTREHH CpeACTBa.

CUMNaTHKOMHMETHLH, KOHMTO AaKTHBHpaT KakTo amda- Taka M OeTa-aapeHopeuentopute (Hamp.
HopenuHedpHH, eMUHePPHH): ChYeTaHUETO ¢ OU3OIPONIOIOB pyMapar MOXe Aa paskpHe MeXHHpaHHA C
MOMOLITA Ha anda-aJpeHOPELEeNTOPUTe ChAOCBHBALL e(PeKT Ha Te3u Ipenapard, KOeTO MOXe Ja J0BeAe
A0 YBEeJIHYAaBaHe Ha KPLBHOTO HAATAHE M M30CTPAHE Ha CHCTOSHUETO Ha KIayOHKAlLHO WHTEPMUTEHC.
[TomoOuu B3aUMOAEHCTBHA Ce CMATAT MTO-BEPOATHH NPH MpHaraHe Ha HeceneKTHRHU OeTa-0okepH.

Kanufi-rybemi nekapcTBeHM npoaykrd (Hamp. koptukocrepomay, AKTX, kapbeHokconoH,
aMpoTepulH B, pyposemMua, unu nakcatupa). ETHOBpeMEHHOTO fpHiarale MoxXxe Na YBeJIHYH 3aryOnTe
HAa KaJIuH.

MeTtunaona: xeMoju3a BCIEACTBHE qmpmupaﬁe Ha aHTHUTCNa CpCILY XHAPOXIIOPOTHA3IHA € OINIHCdHA B
HAKOJIKO H30JIHpaHH CIyHad.

EdeKkThT Ha HaMAaNABALINTE KOMHMYECTBOTO HA MHKOYHATA KMCE/HHA CpeAcTBa Moxe Ja Obje orciadeH
npyu ¢IHOBPEMEHHOTO UM nipunaratHe ¢ Jlozos.

XonecTHpaMHH, XONEeCTHITON: HaMalliBsa abcopbLuATa Ha XHAPOXJIOPOTHA3KHIHATA KOMIIOHEHTA Ha Jlono3.

KoMOHHALIMH, KOUTO cleiBa Ja ¢€ 0OMUCIIAT:

MehnoKBHH: MOBULIEH PHUCK OT OpaguKapIus.

KopTHKOCTEpOHIN: HAMaIeH AaHTHXHITEPTCH3HBEH €(eKT (KOPTHKOCTEPOHAO-HHAYHHPAHO 3aTbpikaHe Ha
BOJA U HATPHH).

4.6 @epTHAHTET, OPpEMEHHOCT M KhpPMeHE

bpeMeHHOCT
®apMakoJOrHUHHAT edekT Ha OU30MpoNoN MOXe Ja MMa BpelHO BB3JCHCTBHE BbpXY OpeMeHHOCTTa
wunu deryca/HoBopoaeHoro jere. Ilo npuHummn, OeTa-aapeHOpeLeNTOPHUTE A '
rIaleHTapHaTa nepdysus, KOeTo ce CBbp3Ba ChC 3a0aBaHe Ha pacTeka, HHT
WM [TpeXxXaeBpeMEHHO paxaaHe. Hexenanu peakimy (Hanp. XMIOrTHKeMHA W/
HabnoNapaT y ¢eTyca ¥ HOBOPOAGHOTO JeTe. AKO Ce Hajlara Teparus
HokepH, ce npeanoyMTa NpuiiaraHe Ha 6eral-ceneKTHBHU aipeHOPELIENITOP




JHypeTHLHTe MOraT Ja 3acHiarT ¢eTollaleHTapHATA MCXEMHA C NpUHJApYXKaBall pHCK OT (eranHa
xunorpogua. CoUIECTBYBAT CBMHEHHA, Y€ XHAPOXJIOPOTHAZMALT IPHYMHABA TPOMOOLIMTONEHHA Y
HOBOPOJEHOTO AETe.

Jlonos He ce npenophyYBa MO BpeMe Ha OpEMEHHOCT.

KnpMeHe
Jlogoz He ce npenopbuBa HAa KbhpPMELlM Xe€HH, 3awoTo OusonponosioB ¢yMapaT BEPOATHO, a

XHAPOXJIOPOTHA3H CBC CHIYPHOCT C€ H3Jb4YBa B KbpMata B MHMHMMAJIHH KOIH4YeCTBa.
XuApOXIOPOTHAZUMABT MOXeE Jia cripe o6pa3yBaHeTo Ha KbpMa.

4.7 EdexTH BBpXY cnocodHocTTA 38 IoPHpaHe H paboTa ¢ MAIIHHH

[To npuHumn JloJ03 He MOBNUABA WIIH MOBIHABRA NpeHeOpexk Mo CocodHOCTTa 3a odupaHe U pabora ¢
MaltHK., Bee mak ofade B 3aBHCHMOCT OT HHAMBHIAYANHWA OTTOBOp Ha TNAllHEHTa Ha TepamuATa
cnocobHocTTa 2a WodupaHe WK pabora ¢ MalIMHH MOXe Aa 6bae 3acerHata. TalH BR3IMOXHOCT C/IeJBa

Ja c¢ B3CMC NpCABHA B HaYaJIOTO HA TepaluATa, [IpH IIpOMAH4 B MCAUKAMCHTHTC H/IH B CHUCTAHHE C
[TpUEM HA AMKOXOI]I.

4.8 HexeaaHH JeKapCTBEHH PeaAKIUH

Yectu =1/100 no <1/10), Heuectu (=1/1 000 go <1/100), peaxu (=1/10 000 go <1/1 000), MuOrO peaku
(<1/10 000), ¢ Hen3BecTHA 4e€CTOTA (OT HATHYHHMTE JAHHH He MO)Ke Ja ObJe HallpaBeHa OlIEHK2).

Heonnasmy - noGpoka4ecTBEHH, 3J10KA4Y€CTBEHH M HEONpEAENeHH (BKI. KMCTH M MOIUIIH)
C Hen3pecTHa yecToTa: HeMenanoMeH pak Ha Koxarta (0asanHOKIETbYEH KApUUHOM U
CKBAMO3HOKIETHYEH KAPUHHOM)

HapvilleHUs Ha KPRRTA U JHM@HATA CUCTEMA
Penku: neBKoneHus, TpoMOOLIHTONEHMA
MHoro peaxu: arpaHynounTo3a

Hapyuienus Ha MeTabonu3Ma U XpaHeHETO
Heuecty: 3aryba Ha aneTHT, XUNEPrIHKEMHS, XUNEPYPUKEMUd, CMYIIEHUS BB BOJHO-JIEKTPOIUTHOTO

paBHOBeCHE (M TIO-CIIELMAIHO XHUIIOKANeMHUA K XMIIOHAaTpEMHA, HO CBINO XHMOMAarHe3ueMH:,
XHIIOXJIOPEMHA H XMINEPKAMIEMHA)
MHoro peakn: MeTabONIUTHA ANTKal03a

[ICHXHWYHH HapYLICHHA
Heuectn: menpecus, HapyLUEHUS HA ChHA
Peaku: kolIMapH, XaTIOLHHAIHH

HapyiueHus Ha HepBHATA CHCTEMA
YectH: 3aMagdocT*, rnasobonue*

HapyiueHus Ha O4YHTE
Penky: HamaleHO CBJI30OTedeHHE (Aa ce MMa MpeABMA NpH MAUMEHTH, HOCEelld KOHTAKTHM JIELH),
HapyLIEHUS Ha 3peHUETO

MHOro peaKH: KOHIOHKTHBHT

C HeM3BECTHA YECTOTA: XOPOHIA/IeH U3JIHB, OCTPAa MHOIIHMA H BTOPHYHA 3aKPUTOBIbIIHA IJ1

HapyluieHus HO YXOTO U J1abUpHHTA
Penxu: HapymeHWA Ha cnyxa




CbpaeyHH HapyliueHus
Hewectu: 6pagukapaud, HapyuleHHs B AV-NpOBOXMMOCTTA, BIOLIaBaHE Ha NpelllUecTBalla ChpAeYHa

HEAOCTATBYHOCT

CbJ0BH HapYHICHHUA
YecTH: ycelaHe aa CTYASHH UK U3TPBITHANIH KpaWHHULIH,

HeuecTn: OpPTOCTATHYHA XHIIOTOHHA,
Penku: [MpUnaablH

PecnupaTopHy, IpbIHH U MEIHACTHHAITHH HADYIIEHUA
HeuectH: OponxocnazbMm npM NaldeHTH ¢ OpoHXWanHa acTMa HIH aHAMHECTHYHM JaHHH 3a

00CTPYKTHBHOQ 3a00NABaAHE HA JUXATCIHUTE TbTHLIA
Peaku: anepru4eH pyuHHT
MHoro peaku: ocTbp pecnuparopeH auctpec cuaapoM (ARDS) (Bx. Touka 4.4)

CToMalliHO-YPEeBHH HapYLIEHUS

YecTH: CTOMALIHO-YPEBHH OILIaKBaHUA KaTo rajieHe, NOBpbillaHe, AHAPHI, 3aleK
HeuecTH: KOpeMHU OIIaKBaHH

MHOro peky: MaHKpeaTUT

Xenato-OunHapHy HapyLIEHHS
Penku: xenmaTut, XbJITEHHLIA

HapyliieHHs Ha KOXAaTa M NOKOXHATA TEKAH
Penku: peakUMH Ha CBPBXYYBCTBHTEIHOCT Karo MNPYPHTYC, 3adyepBsiBaHe, OOpHB M aHruHoeneM,

dorToaepMaTHT, HYypITypa, YPTHKApUs
MHOro peAxH: anomneLnf, KoXeH Iynyc epureMarosyc. bera-Olokepure Morar aa NpOBOKHpaTr WIH
HHAYLHPAT NCOpHA3HC-nog00eH odpus.

HapylLueHus Ha MYCKYJIHO-CKeJIEeTHAaTa CUCTEMA M CheJMHHTEIHATA ThKaH
HeuectH: MycKyJiHa C1ab0CT, MYCKYJIHH KpaMITH

Hapyuienns Ha Bp3IPOH3BOANTENHATA CHCTEMA U hpJaTa
Penku: epexTinHa JUCHYHKUNA

001Uy HapyLIeHUA
YecTH: yMopa*

HedectH: acTeHns
MHuoro peaku: rppaHa Honka

Onucarue Ha u3bparu HEXNCENanU peaxyuu

HemenanoMeH pak Ha Ko)kaTa: B3 OCHOBa Ha HAJIHYHHUTE JAHHH OT €MUASMHOJIOTHYHM IMPOYYUBAHHUA €

HaOmoaaBaHa 3aBHCHMAa OT KyMyJIaTHBHAaTa 1034 Bpb3ka Mexay XXT3 u HMPK (Bx. cbuio Touku 4.4 u
5.1).

3a c;y4yau Ha XOpOMAANIeH M3NUB ¢ JedeKT Ha 3pHTENIHOTO Mose ce chodiuasa cnel ynotpedba Ha THa3HOM
U THA3HI-MTOAOOHH JUYpETHLH.

HU3scneasanud:
Hewectu: yBenndeHa ammwnasa, oOpaTHMO HapacTBaHE Ha CEPYMHMS KpPEaTHHUH H
HHBA HA TPUIIHULIEPUIK H XOJIECTEPOIIA, IIIOKO3YpHa

Peniu: ypenddeHre Ha yepHoapobuuTe eH3uMU (ACAT, AJIAT)

*Te3n CHMITTOMH Ce ITOABABAT 0cobeHo B HavyatoTo Ha TepanuaTta. OOMKHOBEHO ¢
YECTO M34€e3BaT B paMKHTE Ha 1-2 ceAMHLIM.




CrobiaBaHe Ha MOJO3IUPAHA HEXENAHH PEaKIIHU
Cro0laBaneTo Ha NoJAO3UpaHH HEXelaHH peakuH cjel pazpelraBaHe 3a ynotpeda Ha JIekapcTBEHHA

NPOIYKT € BaxHo. TOBa MO3BOMABA Ja NPOIBL/DKH HabMmoAeHHETO Ha ChOTHOUIEHHETO IT0JI3a/pPUCK 3a
neKapcTBeHHA IPOAYKT. OT MEAULIHHCKUTE CIISLMATIUCTH C€ H3UCKBA Ja ChOO1IaBaT BCsAKa [10403MpaHa
HeXENnaHa peaKkLya Ypes:

HM3nbnHuTenHA areHLHUA 110 IeKapcTRaTa

yn. ,.,JlaMaH ['pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9 IlpeposBpane

CuMnToMH

Half-yecTo oyakBaHHTE NpH3HALM Ha npeao3upaHe Ha Oeta-Onokepn ca Opaauxapaud, XHINOTOHMA,
OpOHXOCMAa3zsM, OCTpa ChpAeYHA HEAOCTATHYHOCT H XHITOTIMKEMHA. CHUIECTBYBa OrpaHHYEH OIHT C
npeJo3vpaHe Ha OH3omponon; ¢cboOINABaT ce caMO HAKONKO CIydyad Ha MpefoszudpaHe Ha OM3onponon.
Habmozasanu ca Opagukapius W/HIH XUMOTOHHA. BCHUKH NAUMEHTH ca ce Bh3CTaHOBWIM. ChIUECTBYBA
IIMPOKAa HHTEP-HHAWBHAYaNHAa BapMallid B YYBCTBHTEJHOCTTa KbM €IMHHYHA BHCOKA J03a
GusonposnonoB ¢yMmapar M ce CMATA, Y€ 10 BCAKA BEpPOATHOCT [MALMEHTHTE CBC ChpAedHa
HEJOCTATBYHOCT CA MHOIO 1YBCTBUTEIHH.

KnuHnyHaTa KapTHHA HA OCTPOTO MJIM XPOHHMYHO Npelo3upaHe Ha XHAPOXJIOpOTHa3ua ce onpejens oT
CTeNeHTa Ha 3aryba Ha TEYHOCTH U eNeKTpPONMTH. Hali-uecTuTe npH3HalM ca 3aMasHOCT, lajeHe,

COMHOQJICHTHOCT, XHNOBOJNIEMHA, XHITOTOHHUA, XUINNOKATICMHAL.

JleueHue

[lo npunuMn, B cay4aid Ha npeAo3dpaHe ce NpenopbyBa NpeKparaBaHe Ha tepanuiata ¢ Jlomos u
NpOBEXIaHe Ha NOATbPKALIO U CUMITOMATHYHO JIEUeHHE,

OrpaHHYeHOTO KOJINYECTBO JAHHH MpeArnoara, Ye no BCAKa BepOoATHOCT OU30nposionoB gyMapar He ce
noanasa Ha auank3a. CrefneHTa Ha OTCTpaHABaHE Ha XWJIpPOXJIOPOTHAa3MIa 4Ype3 IuUany3a He €
YCTaHOBEHA.

5. GOAPMAKOJOTIHYHH CBOMCTBA

5.1 dPapMaKoAMHAMHYHH CBOHCTRA
QapmakoTepanesTH4YHa rpyna; 6era-6nokepH, ceeKTUBHH, M THasuaHU auypetvun, ATC koa: CO7BB0O7

Busonponon

QapMakoIUHAMUYHH eeKTH
bapmakoAHHAMUYHHTE €(EKTH, BKIOYMTENHO XHNOKAJIeMHA (XHApOXNopoTHasHA) B Opaaukapams,

acTeHHs ¥ rnaBobonue (GU30npoIoNoR PyMapar) ca 10303aBUCHMH.
CpueTapaHeTO Ha JBaTa fAeKapCTBEHH IPOINYKTa B ChOTHOLUCHWE 4 / )2 OT npuiaraHuTe AO3H TIpH
MOHoTepanus (2,5 mg/6,25 mg) uMa 3a Lies1 HaManABaHe Ha ONUCAHUTE e(PEKTH.

Buzonpononos ¢yMapaT € BUCOKOCENEKTUBHO Bi-aapeHopeuenTop OmokHpall
CHMIIATHKOMMMETHYHA aKTHUBHOCT U 6e3 chillecTBeH MeOpaHocTabunusupaly e

MeXaHH3BEM Ha JeHCTRUE
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AHanoruuHo Ha Apyru 6aokepu Ha Bi-peuenTopuTe MEXaHU3MbT HAa AHTHXMIICPTEH3UBHOTO JelicTBHE Ha
ouzonpononoR ¢dbymMapar He € Halb/HO YycTaHOBeH. Bce mak obadve € noxaszaHo, de OH3OMpoONoNoOB
¢yMapar npeAu3BUKBa MOJYEPTAHO HaMANsABaHE HA MNa3sMEeHHf PEHWH U HaMa/sIBaHE HA ChpJeyHarTa
4eCToTa.

Xuopoxnaopomua3uo

HemenanoMeH pak Ha koxkara: Bb3 OCHOBa Ha HAMMYHMTE JAHHH OT €NUAESMHONOTHYHH NPOYUBAHHA €
HabnoJapaHa 3aBHCHMa OT KYMyNnaTHBHaTa Ao03a Bpbh3ka Mexay XXT3 u HMPK. Exno rnpoyusane
BKJHOYBA MMOMynaius, ceerosma ce ot 71 533 cayyan Ha BKK u 8 629 cnyqan Ha CKK, ¥ nomynaius ot
cboTBeTHO 1 430 833 M 172 462 noaxopaawmu xoHTpoiad. BHucokata ynorpeba Ha XX T3 (KyMynaTuBHO
>50 000 mg) € cepp3ana ¢ kopurupad OR 1,29 (95% JM: 1,23-1,35) 3a BKK u 3,98 (95% HIH: 3,68-4,31)
3a CKK. HabmogapaHa € scHa Bpb3Ka KyMyJlaTHBHA A03a-0Trosop kakTo 3a BKK, Taka u 3a CKK. Hpyro
IpOy4YBaHe NOKa3Ba Bb3MOXHA Bpb3ka MeXAy paka Ha YCTHHTe (CKK) u excmozuuusaTa Ha XXT3: 3a 633
Cy4ad Ha pak Ha YCTHUTE € noaOpaHa nonyiaauus ot 63 067 nmoaxoAduld KOHTPOJIH, KaTo Ce M3I0/3Ba
CTpaTerus 3a B3eMaHe Ha npoOu, onpeaeneHa oT pucxa. JIeMOHCTpHpaHa € Bpb3Ka KYMYJIAaTHBHA [03a-
orroBop ¢ kopurupad OR 2,1 (95% AH: 1,7-2,6), napacteawt 1o OR 3,9 (3,0-4,9) 3a Bucoka ynotpeba (~
25 000 mg) 4 OR 7,7 (5,7-10,5) 3a Hall-BHcokaTa KyMynaTHBHa ao3a (~ 100 000 mg) (BX. cbIIO TOYKa
4.4}

MexaHUzpM Ha JefiCTBHE
XHUIAPOXJIOPOTHAZHABT € THA3HACH JNYPETHK ¢ AHTUXHNEPTEHIUBHO JeACTBHE.

DapMaKOIUHAMUYHY ePeKTH
IUypeTHYHHAT MY edeKT ce ABIDKH Ha WHXHOMpaHe Ha aKTHBHMA TpaHcnopT Ha Na' ot 6bOpeuHnTe
TyOYJIH KEM KPBBTa, KOETO OKa3Ba RIHAHHE BbpXY peabcopbuusarTa Ha Na“.

KrHHHYHA BQ}HKEICHO-CT 1 0€30MMacHOCT Ha KDMﬁHHHEﬂHHﬂ [IPpOAYKT
KsiMHMYHUTE M3CeABaKUA 10KA3BAT, Ye aHTHXHIICPTCH3INBHHUTC Eq)ﬁKTH Ha ApaTd JICKApPCTBCHH IIpOOdYKTa

ce Hacnarpar, KaTo € JjoKa3aHa epeKTHBHOCTTA OT NpWiaraHeTo Ha Hali-HUMCKaTa 1033, 2,5 mg/6,25 mg, 3a
NeYeHHETO Ha JIeKa JO YMEPEHO TeXKa eCeHIHaIHa XUMTePTOHHUA.

5.2 PdapMakKoKHHETHYHH CBOHCTBA

buzonponon

Abcopbiysa
Tmax Bapupa Mexxay 1 1 4 yaca,

BronannuHOCTTa e BHcOKa (88%); NpoleHTHT Ha YepHOAPOOHA eKCTPaKLMA [IpH IEPBHYHO IPpEeMHHaBaHe
€ MHOTO HMCBK; abcopOuusaTa He ce NMOBAHUABA OT HaIMYHETO HA XpaHa. JInHe#iHa KHHeTHKa 3a JO3H OT 5
oo 40 mg.

PasnpeneneHue
Crup3BaHeTo ¢ mnasMeHuTe 6entbuu € 30%, a 0o6eMBT Ha pasnpelencHue - BHCOK (MpHONH3UTENHO
3 L/kg).

buoTtpaHchopMaums
40% oT no3aTa Ha OusonpononoB ¢ymapar ce Merabonusupa B 4epHHA Opod. Mertabosuture Ha
OHM30NpPOIIOH Ca HEaKTHUBHH.

ENMMHHHApaHE
[TnasmenusaT nomyxueor ¢ 11 yaca.

BrOpeuHuAT H gepHOAPOOEH KIHPBHC ca NMPUONUIUTEIHO CPARHUMH, 2 TONOBUH
KaKTO H MeTa0OTHTUTE c& eKCKPETHPAT upe3 YpUHAaTa. [TBJIHUAT KITUPBHC € TIPH
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Xudpoxnopomuasuo

Abcopbuud
BHoHANKHYHOCTTA HA XHAPOXJIOPOTHA3HAA NOKA3BA BapHalli MEXIY OTACHUTE HHIAUBUIHN U € B PAMKHTE

Ha 60-80%. Tmax ce konebae mexay 1.5-5 yaca (cpegHo =4 qaca).

Paznpeaenenue
CBbp3Bane ¢ nmnaiMeHure dearsum - 40%.

EnuMuHHDaHe
XUApoXJIOpOTHAZUABT HE ¢€ META0ONIN3HUpa U C€ U3NBUBA MMOYTH HAIMBJIHO KATO HEIPOMEHEHO BELIECTBO

ype3 raoMepyaHa Guatpauua H akTHBHA TyOynHa cekpeuua. KpaliHOTO t12 3a XHApOXNopoTHaszWjaa €
npuOnu3uTENHO 8 yaca.

[Ipy naumenTy ¢ OnbpeyHa wW/HWNAM CbpAeHYHA HEJOCTATBYHOCT OBOpeYHUAT KIHPBHC Ha
XHAPOXNOPOTHA3HAA € HaMalleH, a eJIMMUHALIHOHHHUAT TIONYXKUBOT — YABIXKEH, ChIIOTO ¢& OTHACH U A0
MalHeHTUTE B cCTapYecka Bb3pacT, NP KOKUTO CBLUO ce HadoaaBa HapacTBaHe Ha Cmax.

XUIapoxnopoTHa3sHabT NpeMHHaRBa IU1aleHTapHaTa 6apHepa U ce H3JIbUBa B YOBELIKATA KbpMa.
5.3 IIpeaAKNHHHYHM JaHHH 33 Oe30nacCHOCT

HexnuanyHuTe AaHHH 33 OM30MpOIONOB PyMapaT WIH XBAPOXIOPOTHA3K HE NIOKA3BaT 0coOEH pHCK 3a
Xopata Ha 6azaTa Ha KOHBEHUMOHATHMTE GapMaKOTOrMYHU NPEAKIHHUYHH HU3NUTBAHHA 3a TOKCUUYHOCT
(TOKCHYHOCT MpH MOPOSB/DKUTENHO IIpHIaraHe, MYTAreéHHOCT, T€HOTOKCHUYHOCT M KapLMHOTEHEH
MOTEHLAAN).

[IopobHo Ha apyru Oerta-b6mokepH NMpH BUCOKH 034 Ha OH30MpononoB ¢yMapaT B €KCIIEPHMEHTH C
’KHBOTHH ce HabmogaBaT TOKCHYHH e(eKTH BbpXy Mailikara (HaMaJjieH MpHEM Ha XpaHa M HaJJaBaHe Ha

TErja0) U BbpXy eMOpHoHa/PeTyca (YBeNHYeHa 4eCTOTA HAa KbCHHUTE pe3opOIMM, HAManeHO TErno IMpH
paxkaaHeTo, 3abaBsHe Ha PU3INYECKOTO pA3BUTHE 0 Kpasd Ha KbPMEHETO).

Bce nax obaue Huto Ou3lonpononos dymapar, HUTO XHAPOXJIOPOTHA3HABT Ca TepaTOoreHHH. He ce
HabroaBa HapacTBaHe Ha TOKCHYHOCTTA NPH NPHEM HA KOMIIOHEHTUTE B KOMOUHALIVA.

6. DOAPMAIIEBTHYHHA JAHHH

6.1 Crnouchbk Ha NIOMOIIHATE BEIIECTRA

Jloaos 2,5 mg/6,25 mg

Copyesuna na mabnemxkama.

Marse3nes creapar

KpocnoBHaoH

LlapeBUYHO HHUILIECTE
[IpexenaTMHU3IHPpAHO LAPEBHYHO HUINECTE
MukpokpucTanHa ieiyosa

Kanuues xuaporeHdocdar, 6e3poaeH

Iloxpumue na mabnemxama:
OPADRY YELLOW Y§-1-6339G*
CocTaB*:

[Tonmucopbar 80 VS

A wnt xenesen okcun (E172)
Maxkporon 400

Turanos auokceua (E171)
Xunpomenosa 2910/3

12




Xunpomenosa 2910/6

Jlogo3 5 mg/6.25 mg

Cepyesurna na mabnemxama:
CviMiueB THOKCHI, KOMOHOeH, He3soaeH
MaruHesues cteapar
MuHKpoKpHCTaTHA HETYJI03
LlapeBHYHO HHULLIECTE

Kanuues xuaporesdgocdar, 6e3son
Ioxpumue na mabnremxama:
OPADRY PINK 16B24024*
CocTap*:

XKont xenezen okcun (E 172)
YeppeH xkeneseH okcua (E 172)
[Monucopbar 80 VS

Makporon 400

Turanos auokcua (E171)
Xunpomenosa 2910/3
Xunpomernosa 2910/6

Jlonoz 10 mg/6.25 mg

Cevpyesuna Ha mabremxama.

CwMimes THOKCHI, KONMoHaeH, 6e3BoeH
Marue3ueB cTeapat

MHKpOKpPHCTATTHA LETy1032

LlapeBHYHO HULIECTE

Kanuues xupporeHpocdar, 6e3poaeH

lloxkpumue na mabremrxama:
OPADRY WHITE YS-1-7003*
Cuvcmas™ :

[Tonucopbar 80 VS

Makporoa 400

Xunpomenosa 2910/3

Xunpomenosa 2910/6

Tutanos auokcua (E171)

6.2 HecLBMECTHMOCTH

Henpwaoxumo.

6.3 Cpok na rogaoct

5 roauHH

6.4 CroenHajJHM YCI0BHSE Ha ChXpPaHEHHE
Ha ce cpxpangea 10 25°C.

6.5 Buiu cpaALpXKaHHE HA ONMAKOBKATA

[TonunponuneHoB/aTyMuHHEB DIHCTED.
OnaxoBkH oT 30, 50 unu 100 TabneTku.

He BcHyxu BHOBE ONMAKOBKH MOrar Aa Obaar mycHaTH B npoaaxba.

6.6 ChnenuajHH NpPeANA3HE MEPKH INPH HIXBLPASHE
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Hsma crieliHanHU H3NCKBaHHA

7. IMIPHTEXKATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

Mepk brarapus EAJ]
6yn. ,,CutaakoBo” Ne 48
Cepanka Oducy, eT. 6
Cousa 1505

bnarapusa

8. HOMEPA HA PA3PEIIIEHHUSATA 3A YIIOTPEBA

Jflopos 2,5 mg/6,25 mg, punmupanu 1abaeTku - Per. Ne 20050141
Jlopos 5 mg/6,25 mg, punmupanu tabnetku Per - Ne 20050142
Jlogoz 10 mg/6,25 mg, dunMupann tabnetku - Per. Ne 20050130

9. JATA HA II'bPBO PA3ZPEIIABAHETIOJHOBABAHE HA PA3IPEHIEHHETO 3A
YHOTPEDBA

Hama na nvpso paspewasane 3a ynompeba: 05.03.20052.
Hama na nocneoro noonoensane: 12.04.2020z.

10. JATA HA AKTYAJIHZUPAHE HA TEKCTA

11/20235
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