NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢punmupanu TabieTku
Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu tabneTku
Exforge HCT 5 mg/160 mg/25 mg ¢hunmupanu TabiaeTKku
Exforge HCT 10 mg/160 mg/25 mg dbunMupanu TabaeTku
Exforge HCT 10 mg/320 mg/25 mg ¢unmupanu tabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Exforge HCT 5 mg/160 mg/12,5 mg duiMupanu TabieTku

Besika ¢punmupana tabietka cbabpika 5 mg amnoaumnus (amlodipine) (kato amaoaunuHOB Oe3uiar),
160 mg Bascapran (valsartan) u 12,5 mg xuapoxioporuaszuz (hydrochlorothiazide).

Exforge HCT 10 mg/160 mg/12,5 mg ¢uiMupanu TabieTKu

Bcesika punmupana tabiaetka chabpika 10 mg amoxunus (amlodipine) (kaTo amiioqunuHoB 6e3uiar),
160 mg Bancapran (valsartan) u 12,5 mg xuapoxmoporuasuz (hydrochlorothiazide).

Exforge HCT 5 mg/160 mg/25 mg dbunmupanu TaOIeTKH

Besika ¢punmupana tabneTtka cbabpxka 5 mg amnoaunuH (@mlodipine) (kato amionunuHOB Oe3uinar),
160 mg Bascapran (valsartan) u 25 mg xuapoxnaoporuaszuz (hydrochlorothiazide).

Exforge HCT 10 mg/160 mg/25 mg dbuiMmupanu tabneTku

Bcesika punmupana tabiaerka chabpika 10 mg amoxunus (amlodipine) (kaTo amiioqunuHoB 6e3uiar),
160 mg Bancapran (valsartan) u 25 mg xuapoxmaoporuasuz (hydrochlorothiazide).

Exforge HCT 10 mg/320 mg/25 mg dbuimupanu TabJaeTKH

Besika ¢punmupana tabnerka cbabpxka 10 mg ammoaunun (amlodipine) (kato amnoauniHoB O6e3uiar),
320 mg Bancapran (valsartan) u 25 mg xuapoxmopotuasua (hydrochlorothiazide).

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIIECTBA BIKTE TOoUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana Tabnerka (Tabnerka)

Exforge HCT 5 mg/160 mg/12,5 mg dwiMupanu TabieTkn

Bbenu, oBanHM, 1BOMHO M3MTBKHAIH TabJIETKU ChC CKOCEHU pHOOBE, C BIUTEOHATO peneHO 03HAYCHUE
“NVR” ot ennara ctpana u “VCL” ot npyrara. [Tpubnusuresnna rojemuna: 15 mm (aemkuna) X 5,9 mm
(mmmpuHa).

Exforge HCT 10 mg/160 mg/12,5 mg ¢uiMmupanu TabieTKu

brenoxbaTy, oBagHM, TBOWHO M3MTBKHAM TaOJIETKU ChC CKOCEHU pBHOOBE, C BITEOHATO penedHo
o3nayenue “NVR” ot egnara crpana u “VDL” ot gpyrara. [IpuOnusurenna rogemMuna: 15 mm (apmxuna)
X 5,9 mm (uupuna).



Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu TabueTku

KbnTH, oBanHM, TBOWHO M3MBKHAIH TabJIETKU ChC CKOCEHU pBOOBE, C BITLOHATO penedHO 03HaYCHUE
“NVR” ot ennata ctpana u “VEL” ot npyrata. [lpubnusurenna ronemuna: 15 mm (apmkuna) X 5,9 mm
(mmpurHa).

Exforge HCT 10 mg/160 mg/25 mg dbuimupanu tabieTku

KadsBoxbiTr, OBaTHH, JBOWHO W3ITEKHAIH Ta0JIETKH ChC CKOCEHH PH0OBE, ¢ BIIHOHATO perreHO
o3nauyenne “NVR” ot eqnara crpana u “VHL” ot gpyrara. [Ipubnusurtenna rogemuna: 15 mm (apmxuna)
X 5,9 mm (mmpuna).

Exforge HCT 10 mg/320 mg/25 mg dbuimupanu TabieTku

KadstBoxxbnTH, OBaNHA, TBOITHO U3MTBKHAIIN TaOJIETKH ChC CKOCEHU phOOBE, ¢ BIUTLOHATO penedHO
o3Hauenue “NVR” ot eqnara ctpana u “VFL” ot apyrara. [Ipubnm3urenna ronemuna: 19 mm (apoxuHa)
X 7,5 mm (mupuna).

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS

JleyeHue Ha eceHIIMATHA XUIIEPTOHUS KaTO 3aMECTUTENHA Tepanus IPU Bb3paCcTHU MAIlUeHTH, IPU KOUTO €
MIOCTUTHAT 33JI0BOJIMTEIECH KOHTPOJI BbPXY apTEPUATHOTO HAIATaHE C KOMOMHALNATA aMJIOIUIINH,
Basnicaptas u xuapoxioportuasus (HCT), npuiaranu Kato Tpu OTICIHU JIEKapCTBEHH (OPMH HITH KaTo
¢duKcupana ABOMHA KOMOMHAIIUS U OTAETHA JieKapcTBeHa hopma.

4.2  Jlo3MpoOBKA M HAYMH HA MPUJIOKEHHE

2!03I/I[ZOBKa

IpenioppuBanara jo3a Exforge HCT e exna Tabnerka THEBHO, 3a PEANOYUTAHE CYTPUH.

IMpenu na npemunar Ha neuenue ¢ Exforge HCT nanuenture TpsiOBa 1a 6b1aT Ha GUKCUPAHH JO03H OT
CHhOTBETHUTE MOHOKOMIIOHEHTH, KOMTO IpHUeMaT 1o chioto Bpeme. Jlozata Ha Exforge HCT ce onpenens
Ha 0a3a JJ03UTe Ha OTACTHUTE KOMIIOHEHTH OT KOMOMHAIIUATA B MOMEHTA Ha IPEMUHABAHETO.

Makcumannata npernopbysana ngo3a Exforge HCT e 10 mg/320 mg/25 mg.

Cneyuannu nonyiayuu

bvbpeuno yspeocoane

[Mopamu xuapoxioporuasuanata komnonenta Exforge HCT e mpoTrBonokasaH npu NayeHTH ¢ aHypust
(BK. TouKa 4.3) ¥ MIPH MAIUEHTH C TSKKO OBOPEYHO yBpexkIaHe (CKOPOCT Ha TioMepyJiHa QuiTparms
(GFR) <30 ml/min/1,73 m?) (k. Touku 4.3, 4.4 n 5.2).

He ce nanara kopekius Ha HauaJlHaTa 7032 TPH MAIMEHTH C JIEKO 0 YMepeHo ObOpeuHo yBpexaaHe (BXK.
To4kHu 4.4 1 5.2).

Yeprodpobuo yepesicoane

ITopanu Banmcapranosara kommonerTa Exforge HCT e npotuBomokasas mpy HalueHTH ¢ TEXKKO
4epHOAPOOHO yBpexkaane (Bxk. Touka 4.3). TIpu marueHTH ¢ JIEKO 10 YMEPEHO YePHOAPOOHO YBPEKIAHE
0e3 xoJsecTasa, MaKCHMaTHATa MPEMopbyBana 03a Bajicaptan ¢ 80 mg u mopaau Ta3u npuunHa Exforge
HCT ne e moaxozsr mpu Tasu rpyma nanueHTy (BK. Touku 4.3, 4.4 u 5.2). IIpenopbKu 3a q03ata Ha
aMJTOJTUTIVH TIPH MAIUESHTH C JIEKO JIO YMEPEHO YePHOIPOOHO YBpekKIaHe He ca ycraHoBeHU. [Ipu
NpEeMUHABaHE Ha TOAXOISIIH MAI[MCHTH ¢ XUIePTOHUS (BXK. Touka 4.1) v YepHOAPOOHO YBpEKIaHE KbM
nedenne ¢ Exforge HCT, Tps6Ba ma ce n3mon3Ba Hali-HUCKAaTa HAJIMYHA 032 aMJIOIHIIHH.



Cwpoeuna nedocmamv4HoCn U KOPOHAPHA OOAEC HA CoPYEMO

CaImiecTByBa orpanudeH onur ¢ yrnotpebdara na Exforge HCT, ocobeHo B MakCHMAITHU JI03H, TIPH
MAIUCHTH ChC ChPJICYHA HEIOCTATHhUYHOCT U KOPOHAPHA 0OJIECT Ha ChPIETO. [IpenopbuBa ce MOBUILICHO
BHUMAaHUE MPH MAIIMEHTH ChC ChPJICYHA HEOCTATHYHOCT U KOPOHApHA O0JIeCT Ha ChPIIETO, OCOOCHO MPH
npuiarane Ha MmakcumManuara gosa Exforge HCT 10 mg/320 mg/25 mg.

Iayuenmu 6 cmapuecka 6v3pacm (na ev3pacm 65 co0unu u noseue)

[IpenopbuBa ce NOBUILIEHO BHUMAaHKE, BKIIOUUTEIHO I10-4€CTO MOHUTOPUPAHE HA apTEPHATTHOTO
HaJIsIraHe, MPY MAlMeHTH B CTapyecka Bb3pacT, 0COOCHO MpH NpuiiaraHe Ha MakcuManHara j1o3a Exforge
HCT 10 mg/320 mg/25 mg, Thii KaTo JaHHUTE 3a ynoTpeda NPy Ta3H MAlUCHTCKA MOITyJIalus ca
orpanuueH. Ilpu npeMrHaBane Ha NOAXOMAINHU MALMEHTH ¢ XUIIEPTOHUS (BXK. TOUKa 4.1) KbM JIeueHHeE C
Exforge HCT, Tpsi0Ba na ce u3non3Ba Haii-HUCKaTa HAJIMYHA JJ03a aMJIOJUITHH.

Teouampuuna nonynayus
Hsawma cvotBetHO npunoxenne va Exforge HCT B nequatpuunara nomystamus (MalueHTH Ha Bb3PACT MO/

18 roauHmM) 3a MOKa3aHUETO JICUCHUE HA ECEHIMATHA XUIICPTOHUSL.

HauwuH Ha npuiioxxeHue

IlepopanHo npuioxeHue

Exforge HCT moxe n1a ce npuema ¢ wim 6e3 xpaHa.

Tabnerkute TpsIOBa fa ce MOTITBIIAT LIEIU C MAIKO KOJIMYECTBO BOJA, 10 €HO U CHIIO BpEMe BCEKU JIEH, 3a
MPEAIIOYUTAHE CYTPUH.

4.3 TIlpoTuBOomOKAa3aHUS

- CBpBX4yBCTBUTEITHOCT KbM aKTUBHUTE BEIIECTBA, APYTH CYI(POHAMUIHN IPOU3BOIHH,
JUXUAPONTUPUANHOBY HPOU3BOIHHU MIIM KbM HSKOE OT OMOIIIHUTE BellecTBa, 30poeHH B Touka 6.1.

- Bropu u Tpetu TpuMecTbp Ha OpeMeHHOCTTa (BXK. TOUKH 4.4 1 4.6).

- UYepHoIpoOHO yBpexaaHe, OriinapHa Ipo3a Uik X0JiecTasa.

- Texxko 660peuno yBpexaane (GFR <30 ml/min/1,73 m?), anypus 1 Ipu NAalMEHTH HA AUAJIU3A.

- EnnoBpemennara ynorpeda na Exforge HCT ¢ anuckupeH-chabpKaliy npoayKTH e
NPOTHBOIIOKA3aHa MIPU MALMEHTH ChC 3axXapeH JuadeT mim ObOpeyHO yBpexaaHe
(GFR <60 ml/min/1,73 m?) (Bx. Touku 4.5 u 5.1).

- Pedpaxropha xunoxkanuemus, XUIOHATPUEM U, XUIIEPKAILUEMHS 1 CHMITOMAaTHYHA
XUMEPYPUKEMHUSL.

- Texka XUIOTOHUS.

- ok (BKIFOUMUTEITHO KapIMOTEHEH IOK).

- OOcTpyKIyst Ha U3X0/Ia Ha JIsiBa KaMepa (Hamp. XunepTpouaHa 00CTPYKTHBHA KapJHOMHONATHS 1
BHUCOKOCTEIICHHA a0pTHA CTEHO3a).

- XeMOIMHAaMUYHO HecTabWITHA ChpAeUHa HEAOCTATHYHOCT CIIE OCThP MHOKapJeH HH(APKT.

4.4 Chnenuananu nmpeaynpesaeHus: U NpeAna3sHyl MepKH NpU ynoTpeda
BesonacHocTTa 1 eukacHOCTTa Ha aMJIOJIUIIMH NPU XUIIEPTOHUYHA KPHU3a HE Ca YCTaHOBEHHU.

[TamuenTu ¢ HatpueB- n/wim obeMeH aedUIUT

ExciiecBHA XMIIOTOHHS, BKIFOUHUTEIHO OPTOCTATHYHA XUIIOTOHMUS, ce HabmoaaBa pu 1,7% ot
NalUeHTHTE, JIEKyBaHH ¢ MakcuMaiiHata fqo3a Exforge HCT (10 mg/320 mg/25 mg) cipsimo 1,8% nipu
NalMeHTHTE Ha BasicapTan/xuapoxioporrazua (320 mg/25 mg), 0,4% npu nauueHTHTe HA
ammonunu/Bancaprad (10 mg/320 mg) u 0,2% mnpu marMeHTHTe Ha XUAPOXIOPOTHASHL/ AMITOTUTTHH
(25 mg/10 mQ) B Xx0ma Ha KOHTPOJIHMPAHO U3ITUTBAHE MIPH MAIIMEHTH C YMEPEHA 0 TEXKKa, HEYCIOKHEHA
XHUIICPTOHHS.



[Ipu nanyeHTH ¢ HATPUEB W/WIK 00EMEH JIEPUIINT, MTPUEMAIF BUCOKH J03U TUYPETHUIIH € BE3MOXKHO J1a
BB3HHKHE CHMIITOMaTHYHA XMITOTOHMS CIIe] 3ano4Bane Ha jtedennero ¢ Exforge HCT. Exforge HCT
TpsAOBa Jla ce mpujiara camo Clie] KOpUrupaHe Ha MPeANiecTBall HATPUEB W/ W 00eMEH AeHIIUT.

Axo mpu euenne ¢ Exforge HCT HacThIM exclieCHBHA XMITOTOHMS, MMAIHEHTHT TPAOBA a Obe MOCTaBEH
B JICTHAJIO MOJIOKEHHE U ITPHU HEOOXOIMMOCT Jia CE MPUIIOKU UHTPaBeHO3HA HHDY3Us ¢ GU3UOIOTHICH

pa3TBOp. Jledenuero Moxke aa Ob1e IMPOABJLKEHO CJIC KaTo CC CTa6I/IJ'H/I3I/Ipa ApTCPUATIHOTO HAJIATaHE.

IIpoMeHH B CEPYMHUTE EIEKTPOJIUTH

Amnodunun/eancapman/xudpoxiopomuazuo

B xoma Ha KOHTPOIMPAHOTO KiIMHNYHO m3nuTBaHe Ha Exforge HCT mpu MHOTO OT manueHTHTE
MPOTHUBOIIOJIOKHUTE eeKTr Ha BancapTad 320 Mg u xuapoxiopoTuaszua 25 Mg BbpXy HUBaTa Ha
CEpyMHHUS KaJIUi MOYTH ce HEYTpaJu3upar B3auMHo. [Ipu Apyru nanueHTH, eIUHAST WIH JPYTUAT eeKT
Moe a ToMuHupa. [lepuoanyHo, Ha MOAXOASIIN HHTEPBAIH OT BpeMe, TpsiOBa Jia ce U3CIIeABAT HUBATA
Ha CEPYMHHTE EJICKTPOJIMTH C IIe]l OTKPUBAHE HA Bb3MOXKHH €JICKTPOIIUTHH HAPYIICHUS.

[lepromaHO M3ciIeaBaHe HA HUBATa HA CEPYMHHTE EIEKTPOJIHTH, TTO-CIEIUATHO Ha Kaus, TpsOBa 1a ce
IPOBEX/Ia Ha ONPEICICHH HHTEPBAIIM OT BpEMe C IIeJ1 OTKPHBAaHE Ha Bb3MOKHH €JICKTPOIUTHU
HapyIIeHHs, 0OCOOCHO MPHU MALUEHTH C APYTH PUCKOBH (DakTOpH KaTo HapyieHa ObOpeuHa GyHKIus,
JIeUeHHE C JPYTH JEKAPCTBEHU MPOAYKTH WK MPEAX0XK/Aalla aHaMHe3a 3a ICKTPOJIMTHA HapYIICHUSI.

Bancapman
EnHoBpemeHHaTa ynorpeba ¢ KaJlueBU 100aBKH, KaJTU-ChXpaHsIBaIllY JUYPETUIU, 3aMECTUTEIIN Ha COJITa,

ChIbPKALIM KaJIUi, WK APYTHU JEKapCTBEHU MPOTYKTH, KOUTO OMXa MOIJIH [a IIOBHIIAT HUBATA HA Kaaui
(xenapuH u T.H.), He ce npenopbuBa. CTOHHOCTUTE HA Kayus TPsiOBa CbOTBETHO /14 CE€ MOHUTOPUPAT.

Xuopoxropomuazud

Jleuenuero ¢ Exforge HCT tpsiOBa 1a ce 3amouHe caMo clie/l KOpUTHpaHe Ha XUTIOKATHEMHUSITA U
CBITTCTBAIIATA XUITOMarHe3uemMus. THasuaHUTe JUYPETHIIM MOTAaT J1a YCKOPST HOBa TOsIBA Ha
XUIMOKATMEMHS UITH JIa 000CTPSIT NMpeAllecTBalla XUoKanueMus. TruasuaHuTe qUypeTHIn TpsiOBa aa ce
npuiaraT ¢ MOBUIIEHO BHUMaHHE TPH NALMEHTH, YUETO ChCTOSIHUE € CBbP3aHO ChC TIOBHIIICHA 3ary0a Ha
KaJInii, KaTo HalpuMep cojl ryOeIy HeporaTuy WM MPEepEeHaTHO (KapAHOTeHHO) yBpeXK1aHe Ha
O0bOpeuHaTa QyHKIUSA. AKO [0 BpeMe Ha Tepamnus ¢ XUIPOXIOPOTHAZH]] CE PA3BUE XUITOKAINEMHS,
npuembT Ha Exforge HCT tpsiOBa na ce npeycTaHOBH 10 CTaOMIHO Bb3CTAHOBABAHE Ha OanaHca Ha KaJlusl.

TuazunHuTe AMYPETUIT MOTAT J1a YCKOPSIT HOBA MOSBA HA XUIIOHATPUEMHUS M XUITOXJIOPEMUYHA alTKaio3a
WK Ja 000CTPAT Npe/IiiecTralna XxunoHarpuemus. Habmoapana € XMIoHaTpueMus, CbIPOBOJICHA OT
HEBPOJIOTMYHA CHMIITOMATHKA (TaJieHe, IPOTPECHBHA JIe30pUEHTAIINs, anaTus). JledeHueTo ¢
XUAPOXIIOPOTHAZHIN TPsIOBA J1a Ce 3aIltovBa Clie]] KOPUTUPAHE Ha MPEAIIecTBama XuoHaTpuemrs. B
ciTyuail Ha TeXKa Wi Obp30 pa3BUBAIla Ce XUITOHATPUEMHS 110 BpeMe Ha euenuero ¢ Exforge HCT,
JIYEHUETO TpIOBa 1a ObJIe CIIPSHO 10 HOPMAM3UPAHE HA HUBATa HA HATPHSL.

Bceuuky naruenTy, mpueMariy THa3uIHA TAyPeTUIIN TpsiOBa MEpUOANYHO 1a ObIaT IPOCeasIBaHH 3a
€JIEKTPOJIMTHYU HAPYIICHUs, 0COOCHO Ha KaJIHs, HATPUS ¥ MarHe3usl.

BbrOpeuno yBpexaane

TuazugHuTe TMYPETUIIM MOTAT Ja YCKOPAT a30TeMHUsATA [IPU HALMEHTH C XPOHUYHO OBbOpEevHO 3a00JsIBaHe.
Koraro Exforge HCT ce npuiara npu nanueHTd ¢ 0b0pedHo yBpexkIaHe, ce npernopbyBa NEPHOIUIHO
HpociesiBaHe Ha HUBAaTa Ha CEPYMHHUTE €JICKTPOIUTHU (BKJIIOUUTEITHO HA KaJIHs), KPEaTHHHHA U MUKOYHATA
kucenuHa. Exforge HCT e npoTuBomokas3aH npu MayeHTH ¢ TeXKO ObOPEYHO YBpeKIaHe, aHypusl WIn
MPOBEKIAIIM Auanu3a (BK. Touka 4.3).

He ce usucksa kopurupane Ha nosarta Ha Exforge HCT mpu manmenTy ¢ jgeko 10 ymepeHo 666pedHo
yspexaane (GFR >30 ml/min/1,73 m?).



Creno3sa Ha OL0peuHa apTepust

Exforge HCT tpsibBa ma ce mpuiiara ¢ MoBHIIICHO BHUMaHHUE 3a JICUCHUE HA XUTICPTOHHS MTPH MAIUEHTH C
€HOCTPaHHA WJIU JIBYCTpaHHA CTEHO3a Ha ObOPEYHHTE apTEPUU WIH NIPU CTCHO3a Ha apTepus Ha
eIMHCTBEH OBOpEK, Thil KaTo MPH TAaKWBAa MAIIMEHTH MOJXKE J1a Ce IOJIyYH MOBHIIAaBaHe Ha ypesiTa B KPbBTA
Y CepyMHHS KPEaTHHUH.

br0Opeuna TpaHcIIaHTALUS

Jlo To31 MOMEHT HsIMa HaTpyIIaH OIUT IO OTHOLIEHHE Ha Oe3omacHaTa ynotpeba Ha Exforge HCT npu
MalMeHTH ChC CKOPOIIHA ObOpeyHa TpaHCIUIaHTaIHS.

YepHOoapoOHO YBpeKIaHE

Bascapran OCHOBHO ce elMMHUHHpa HEIPOMEHEH 4pe3 JKTbuKaTa. [10yKHBOTHT Ha aMJIOUIIHH €
yabKeH, a ctoitHocTuTe Ha AUC ca mo-BHCOKH ITpH MAIMEHTH C HapylleHa YepHOApoOHa (hYHKIHS; HE ca
YCTaHOBEHU MPETOPBKH 32 03aTa. [Ipy ManueHTH ¢ JIeKo 0 YMEPEHO YepHOIPOoOHO yBpexaane 0e3
X0JIecTa’a MaKCHMMallHaTa MpernopbhyuBana 103a Bajacaprad ¢ 80 mg, cienosarento Exforge HCT we e
HOAXOJISI P Ta3u rpymna namuenty (Bx. Touku 4.2, 4.3 u 5.2).

Anrnoenem

CpoOm1aBa ce 3a Cllyyau Ha aHTHO€/IeM, BKIIIOUMTEITHO OTOK Ha JIADHHKCA U IJIOTUCA, IPUYNHSBAILL
OOCTpYKIYS HAa AMXATEIHUTE IBTUILA 1/UIIK OTOK Ha JIUIETO, yCTHHUTE, (DaprHKCa W/WIIH €3UKa MPH
NalMeHTH, JICKYBaHH C BaJICApTHAH. HAKOM OT Te3 ManueHTy ca UMajH U MPean TOBAa aHTHOEIEM, ITPH
JIeYeHHe C PYTHU JICKapCTBeHHU MpoayKTH, BKimountenHo ACE unxuburopu. Exforge HCT tpsioBa na ce
crpe He3a0aBHO MPH MAIMEHTUTE, KOUTO MOJTyYaT aHTHOEAEeM 1 He TpsiOBa Jia ce Ipuiiara OTHOBO.

HnTecTuHaneH AHTHOCIEM

3a UHTECTHHAJICH aHTHOEJIEM ce ChOOIaBa MpH MaIMeHTH, JIEKyBaHU ¢ aHTHoTeH3uH I penentopHu
AQHTArOHUCTH, BKIIOYUTEIIHO BayicapTaH (BX. Touka 4.8). Te3u nanueHT uMaT KopeMHa 00JIka,
rajieHe, HoBpbiIaHe u auapusi. CHMIOTOMHTE OTIIYMsIBAT ClIe]l IPEyCTaHOBsIBaHE Ha aHrMoTeH3uH ||
PELENTOPHNUTE AaHTATOHUCTH. AKO C€ IMarHOCTHIMPA MHTECTHHAJIEH aHTHOE/IEM, JIEYEHUETO C
BaJicapTaH TpsiOBa Jla ce IPEYCTAHOBH U J1a C€ 3al04HE IMOAXOSIIO0 HaOII0AeHHE 10 IBJIHOTO
OTLIYMSIBaHE Ha CUMIITOMUTE.

CppJieyHa HEJIOCTATHYHOCT U KOPOHAPHA 00JIECT Ha ChbPLIETO/IIOCTMUOKAPIEH NHDAPKT

Karo nocnenuia ot HXHOMpPAHETO HA PEHUH-aHTHOTEH3UH-AJJJOCTEPOHOBATA CHCTEMA TIPU
Npepa3noI0KeH! MaeHTH MOTaT Jla ce 04aKBaT MpoMeHH B ObOpeuHara QyHkiwms. [Ipu maruenTu ¢
TeXKa Chp/ICYHA HEJOCTaThUHOCT, YMATO ObOpeuHa QpyHKIHS OM MOIJIa J1a 3aBUCH OT aKTUBHOCTTA Ha
PEHHMH-aHTHOTEH3WH-AJOCTEPOHOBATa cucTeMa, eueHnero ¢ ACE MHXHUOUTOpY 1 aHTMOTEH3UH
pelenTOpHU OJIOKEPH Ce CBHP3Ba C OJIMTYPHS H/UJIM MPOrPEeCHBHA a30TeMust U (PsIIKO) ¢ ocTpa ObOpeuHa
HEeIOCTAaThYHOCT W/1iu cMbpT. [logo0HM pesynrtaru ca cbobiienu 3a Baicaprad. OneHKaTa Ha alueHTUTe
ChC Chp/ICYHA HEJJOCTATHUYHOCT U WM MIOCTMUOKApieH HH(apKT TpsiOBa 1a BKIIOYBA BUHATH OLICHKA Ha
0b0peuHaTa QyHKIHUS.

B aparocpouno, mianedo-koHTponupano npoyusane (PRAISE-2) ¢ amnoannus npu maeHTH cbe
cepaeuna Hegoctarsunoct kimac [ u 1V mo NYHA (New York Heart Association Classification), ¢
HEHMCXEMUYHA CTHOJIOTHS, aMJIOIUITHH CE CBHP3Ba ¢ MOBHUIIICH Opoii CHLOOIIEHHUS 32 0eI0ApOOeH OTOK,
BBIIPEKH JIUIICATa Ha 3HaYMMa pa3jIvKa B YeCTOTaTa Ha BIOIIABAILA CE ChpJIeYHa HEAOCTATHUHOCT B
CpaBHEHHE C I1anedo.

bnokepure Ha KaIIMeBUTE KaHATH, BKIFOUUTEITHO aMJIOJIUITHH, TPSOBA Ja ce U3ION3BaT C TIOBUIIICHO
BHUMAaHUE MPH MAIUEHTH ChC 3aCTONHA Chp/ICYHA HEIOCTATHYHOCT, Thil KATO MOTAT Jia OBHINIAT PUCKA OT
OBaCIIN ChPICTHO-CHIOBH CHOUTHSI 1 CMBPTHOCT.



Heo06x011MO0 € TOBHIIICHO BHUMAHUE TP MAIIMEHTH ChC ChPICUHa HEOCTAThYHOCT U KOPOHApHA OOJIeCT
Ha ChPIIETO, 0cobeHo npu Bucokarta go3a Exforge HCT 10 mg/320 mg/25 mg, Twii KaTo ChIECTBYBALUTE
JAHHUTE MPU Ta3W MAIMEHTCKA MOMyIains ca OrPaHHUYCHH.

AopTHa 1 MUTpaaHa KJallHa CTEHO3a

KaxTo mpu BcH4Ku IpyTH Ba30qMIIaTaTOPH € He0OXOAMMO CIIa3BaHe Ha CIICIIHATHY Tpea3Hi MEPKU IpH
MAIMEeHTH C MATPAJIHA KJIallHA CTEHO3a M 3HAYMMa aOpPTHA CTEHO3a, KOSITO HE € BUCOKOCTETICHHA.

bpemenHocT

Amnrnorensut |l peuenropuure 6mokepu (AlIPB) He TpsiOBa na ce 3amouBat mo Bpeme Ha OPEMEHHOCT.
OcaeH ako nmpoabbkaBaneTo Ha TepanusaTa ¢ AlIPB ce cunTa 3a )KM3HEHO BaXKHO, HA MAIUCHTKUTE, KOUTO
IUTAaHKPAT Ja 3a0peMeHesT, TpsioBa a Ob/I€ Ha3HAYCHO aJITEPHATHBHO aHTHUXHUIIEPTEH3UBHO JICUCHHUE C
ycTaHOBeH npodrt Ha 6e30MmacHOCT 3a yroTpeda 1mo BpeMe Ha OpemeHHOCT. [Ipn ycTaHOBsIBaHE Ha
opemenHoct siedenuero ¢ AlIPB TpsiOBa na ce npeycraHoBY HEe3a0aBHO U, aKO € YMECTHO, JIa CE 3aII0YHe
aNTepHaTHBHA Tepanus (BXK. TOUkH 4.3 u 4.6).

[IspBHYCH XUIICPATIOCTCPOHUIHEM

[TanpenTH ¢ MbPBUYCH XUMEPATIOCTEPOHN3BM He TPsOBa a ObAAaT JEeKyBaHU ¢ aHTHOTEH3HH I
penienTopHus OJOKep BaJlcapTaH, Thi KaTo TAXHATA PCHUH-aHTHOTEH3WH-aJIJOCTEPOHOBA CUCTEMA HE €
akTuBupana. [lopaau ta3u npuurna Exforge HCT He ce npenopbuBa npu Ta3u MOMyJIaIHs.

CHCTEMEH JIYIIYC EPUTEMATOJIEC

Cro011aBa ce, 4e THa3UIHUTE TNYPETUIIM, BKIIOYUTEIHO XUPOXJIOPOTHUA3H], MOTAT j1a 000CTPAT WM Jia
AKTUBHUPAT CUCTEMEH JIYIyC EpUTEMATOJIEC.

Jlpyru MeTa0OIUTHY HAPVIIEHUS

TI/IaSI/IILHI/ITe ANYPCTULU, BKITFOUUTCITHO XUAPOXJIOPOTUA3NU, MOT'aT Ja HAPYHIAT INIFOKO3HUSA TOJICPAHC U [1a
moBvIiaT CCPYMHHUTE HMBA Ha XOJICCTCPOJI, TPUTIIMUCPUAN U ITMKOYHA KUCCIJINHA. HpI/I TaIMCHTH C I[I/Ia6eT
MOXKE 1a € H606XOI[I/IMO KOPpUTHPAHE Ha 103aTa Ha MHCYJIMHA WJIU HAa IEPOPATTHOTO XUITOTIIMKEMHUYHO
CpeaACTBO.

IMopamu xumpoxiaoporrasuanara kommnonenta Exforge HCT e mporuBomokasan nmpu CHMITOMATHYHA
XUMepypuKeMust. XuIpoXJI0pOTUA3UI MOXKE J1a TOBUIIIM CEPYMHHUTE HUBA HA MUKOYHATA KUCEIUHA, TOPaIn
HaMaJICHUs KIMPHHC HA ITMKOYHATA KUCEIMHA U MOXKE Jla IPUUMHU WK J1a 000CTPH XUIIEPYyPUKEMUSTA,
KaKTO | JIa YCKOpH T0sIBaTa Ha IMojarpa IpH MpeapasnoIoKeH! MalliueHTH.

Tuazugure HaMansABaT eKCKpELHATa Ha KLU ¢ yprUHATa M MOTaT Ja MPEIU3BUKAT MIPEXOIHO U JIEKO
MOKaYBaHe Ha CEPyMHUS KWK NIPY JIUTICAaTa HA M3BECTHH HAPYIICHHS B KAITUEBUS META00IN3BM.
Exforge HCT e npoTHBOIIOKa3eH Mpy MalMeHTH ¢ XUIepKaJIIueMus 1 TpsiOBa Jja ce mpuiiara camo Cliej
KOpHUTHpaHe Ha npeamecTsamnia xunepkaiuuemus. [Ipuemst Ha Exforge HCT tpsOBa na 6b1¢ npekpaTeH
NIPY pa3BUTHE HA XUIIEPKAIIIMEMUS 110 BpeMe Ha jedeHneTo. CepyMHHUTE HUBaA Ha Kaus TpsOBa
MIEPUOJIMYHO JIa Ce TIPOBEPSIBAT MO BpEMeE Ha JISUEHUETo ¢ THa3uu. [louepTanara XumepKaaueMus: Moxe
Ja ObJie JOKa3aTeJICTBO 3a CKPUT XHUIIeprnapaTupeouan3bm. [IpueMbT Ha THa3uIHU AMYpeTHLIM TpsiOBa 1a
ObJIe peKpaTeH Mpeu MPOBeXKIaHe Ha N3CIIeBaHNs Ha QYHKIUATA Ha TAPaTHPEOUTHUTE KIIE3H.

(DOTO‘-IVBCTBI/ITCJ'IHOCT

CpobmraBa ce 3a cilydan Ha peakiini Ha GOTOUYBCTBUTEIIHOCT IPH MTPUEM Ha THA3UIHH TUYPETULN (BXK.
touka 4.8). Axo mo Bpeme Ha edenneTo ¢ Exforge HCT Bb3HuKHE peakius Ha (POTOUYBCTBUTETHOCT, CE
MperopbhYBa CIIMPAaHEe Ha JICYSHUETO. AKO ce CUMTa 32 HeOOXO0IMMO MOBTOPHO MpHIIaraHe Ha IUYPETHKA, CC
MIpenophIBa 3aIuTa Ha 00JIaCTUTE, M3IOKEHHU Ha CIIbHIlEC K n3kycTBeHa UVA cBeTimHA.



XopounaaiaeH U3JIMB, OCTPa MUOIIMS M BTOPHYHA OCTPA 3aKPUTOBI'BJIHA [IIayKoMa

XuapoXJIopoTHA3UIBT € CYIIPOHAMUJI U € CBBP3aH C PEaKIlusl Ha WIMOCUHKPA3Hsl, BOJCIIA IO XOPOUJalIeH
M3THB ¢ JeeKT Ha 3pUTEITHOTO TI0JIe, OCTPa TPAH3UTOPHA MHUOITUS M OCTPa 3aKPUTOBI'BIIHA TTIAyKOMA.
CuMriroMuTe BKITIOYBAT BHE3AIMHO HaMaJsIBaHE Ha 3pUTETHATA OCTPOTA WU OOJIKAa B OYUTE U OONYANHO
BB3HHUKBAT B PAMKHUTE Ha YacOBE JI0 CEIMUIIA CJIE]T 3arl0YBaHe Ha JieueHueTo. HenexyBanarta octpa
3aKPUTOBIBITHA TITAyKOMa MOJXKE Jia TOBEJIE 10 IIEpMaHeHTHA 3ary0a Ha 3pEHUETO.

[TbpBOHAYATHOTO JICUEHHE € JIa c€ IPEKPaTH IIpHeMa Ha XUAPOXIOPOTHA3H], KOJIKOTO c€ MOXKe MO-0bp30.
AKO HE ce TIOCTUTHE KOHTPOJI BbPXY BTPEOUYHOTO HAJISATaHE TPSAOBA Jla CE UMAT MPEABH]T CBOCBPEMEHHO
MEIUIIMHCKO W XUPYPTUIHO JieueHne. PrickoBruTe akTopy 32 pa3BUTHE HA OCTPA 3aKPUTOBI'BIIHA
rJIayKoMa MOTaT Jia BKIIIOYBAT aHaMHe3a 3a CyJipoHaMuIHA WM TICHUIIMIMHOBA aJleprusl.

OO0wmm
Heo6x01uM0 € OBHIIIEHO BHUMAHHUE ITPH TMAUEHTH C MPE/IIECTBAIa CBPBXYYBCTBUTEIIHOCT KbM JAPYTH
anruotensuH |l penenropan Gokepu. Peakinte Ha CBPhXUyBCTBUTEIHOCT KbM XHIPOXJIOPOTHAU]T Ca

IMO-BEPOATHHU IIPU MAMEHTH, CTpadalld OT aJICPTHA NI aCTMa.

[TanveHTH B cTapyecka Bb3pact (Ha Bb3pacT 65 roauHu U noseue)

[IpenopryBa ce NOBUILIEHO BHUMAaHKE, BKIIOYUTEIHO TI0-4€CTO MOHUTOPUPAHE Ha apTepUAITHOTO
HaJIsIraHe, MPY MAlMeHTH B CTapyecka Bb3pacT, 0COOCHO MpH Npuiarane Ha MakcuManHara no3a Exforge
HCT 10 mg/320 mg/25 mg, Thii KaTo JaHHUTE 3a ynoTpeda MPH Ta3H MAIUEHTCKA MOITyJIalus ca
OrpaHUYECHH.

JIBOMHO OJIOKMpaHe HAa PEHUH aHTMOTEH3UH -ajtocteponosara cucrema (PAAC)

Wwma nannu, ye enHoBpeMenHata ynorpeba Ha ACE unaxuburtopu, APB nnm anuckupeH mosuinasa pucka
OT XUIIOTOHUS, XUTIEPKAJIMEMHSI U HaMaJIsiBaHe Ha ObOpeuHaTa pyHKIUs (BKIFOUUTEIIHO OCTpa ObOpeyHa
HenoctaTb4yHOCT). [lopanu ToBa He ce npenopbuBa 1BoiHO Osokupane Ha PAAC upe3 komOuHMpaHara
ynotpe6a Ha ACE nnuxuburopu, APb unm anuckupen (Bx. Touku 4.5 u 5.1).

AKO ce TpelieHy, Ye TepanusiTa ¢ ABOHHO OJ0KupaHe € aOCOII0THO HEO0X0IMMa, TOBa TPIOBa J1a cTaBa
camo 1o HaOII0ICHUETO Ha CHELUAINCT U NPH YECTO BHUMATETHO MOHUTOpUpaHe Ha ObOpeyHara
¢byHKIMS, enekTponuTiTe 1 KpbBHOTO Hamsrane. ACE uaxuburopu u APB He TpsaOBa na ce u3nomn3sar
€IHOBPEMEHHO IMPH MALMEHTH ¢ AMa0eTHA HepOoraTHsl.

HemenanoMeH pak Ha KokaTa

B nBe enmueMnonornyHy Npoy4YBaHusl, OCHOBABAIIM C€ HA JATCKHU HALIMOHAJIEH PAKOB PETUCTHP, €
HaOJIr01aBaH MMOBHIIEH PUCK OT HeMellaHOMeH pak Ha koxkata (HMPK) [6azanHokneTbueH KapuuHoM
(bKK) n ckBamo3znoknerpueH kapunHoM (CKK)] mpu HapacTBaia ekcro3unus Ha KyMyJIaTHBHA 71032
xuIpoxijaoporuaszui. @oToceHcHOUIM3UpaITe ePEeKTH Ha XUAPOXIOPOTHA3UI MOTaT Aa ASUCTBAT KaTo
BEpOATEH MEXaHU3bM 3a pa3zsutue Ha HMPK.

[TanmenTrTe, mpuemMany XuAPOXIOPOTHA3UA, TpsiOBa 1a 6b1aT nHGopMupanu 3a pucka or HMPK u
CHBETBAaHH PEOBHO Jia IPOBEPSIBAT KOXKaTa CH 3a HOBHM JIE3MU M He3a0aBHO Ja ChOOIIaBaT NpH MOsIBa Ha
MOIO3PUTETHH KOKHH Jie3nn. Ha manmenTuTe TpsOBa 1a ce mpenopbyaT Bb3MOKHH TPEBAHTUBHU MEPKH,
KaTo OrpaHMUCHO M3JIaraHe Ha CIIbHYEBA CBETJIMHA U YJATPaBUOJIETOBHU JIbYH, a B CIIydail Ha €KCIIO3ULIUS,
MOIXOJIAIIA 3allIUTa, 32 /1a CE CBEJIE 10 MUHUMYM PHUCKBT OT Pak Ha Koxkarta. [logo3puTeTHUTE KOXKHA
nie3uH TpsIOBa Ja ObJaT NOAOKEHN Ha He3a0aBHO M3CIieABaHe, MOTEHIIMAIHO BKIIOYBAII0 XUCTOJIOTUIHI
u3cieBaHus Ha 6uorncuuHy Matepuanu. [Ipepasriexnane Ha ynoTpedaTa Ha XUAPOXJIOPOTHA3U MOXKE J1a
Ce HaJIOXKHU ¥ TIPH TAIUEHTH, KOUTO ca uMain npeaxogen HMPK (Bxk. cbiro Touka 4.8).



Ocrtpa pecnupaTopHa TOKCHIHOCT

Cren mpueM Ha XHAPOXJIOPOTHA3U/ CE ChOOIABAT MHOTO PEIKH TEXKKHU CIydand Ha OCTpa pecupaTopHa
TOKCHYHOCT, BKIIFOUUTETHO OCTHp pecnupaTopeH nuctpec cuaapom (OPIAC). Cnen npuem Ha

XUAPOXIOPOTHA3UT OOMKHOBEHO CE€ pa3BHBa 0OIPOOeH OTOK B paMKUTE HA MUHYTH JI0 YacoBe. B
Ha4yaJI0TO CHMIITOMHUTE BKJIFOUBAT AWCITHES, HOBHUIICHA TEMIIEpaTypa, BIONIaBaHe Ha OenonpoOHaTa

¢dynkums u xunotonus. [Ipu cemuenne 3a OP/IC tpsoBa na 6bae cipsia npueMbT Ha Exforge HCT u na ce

MIPHIIOKH TOIXOAIIOTO JIeUeHNE. XUAPOXIOPOTHA3UI HE TPSAOBA Aa ce TpHiIara Ipy MarueHTH, KOUTO
npenu ToBa ca moydaBainu OPJIC cieq mpuem Ha XUIPOXIOPOTHAZH.

4.5

He ca mpoBexnanu opunmaiHy npoy4yBanus 3a B3aumoaeiictusta va Exforge HCT ¢ npyru nekapcTBeHu

B3aumoneiicTBue ¢ APYIry JeKapCTBeHU NMPOAYKTH U APYrH ¢GopMHu Ha B3aMMO/IeiicTBHe

npoaykTu. CleoBaTeHO, B Ta3W TOUYKA € MpeAcTaBeHa HHPOPMAIsl eAMHCTBEHO 32 U3BECTHUTE MPU
OTJETHUTE aKTHBHU BELIECTBA B3aMMOJEHCTBHUS C APYTH JICKAPCTBEHN IPOIYKTH.

Baxwo e n1a ce uma npeasun, uye Exforge HCT moxke 1a 3acvinm XMIOTECH3UBHUTE €(EKTH Ha IPYyTH
AHTHXHIICPTEH3UBHH CPEICTRA.

He ce nmpenophyBa €IHOBPEMESHHO IMPUI0KCHHUE

Exforge HCT
OTACJIHHU
KOMIIOHCHTH

H3BecTHH
B3aHMOJEHCTBUSA CHC
CJIeJTHUTE CPeCcTBA

EdexT Ha B3anMoaelicTBHETO ¢ APYTU JIEKAPCTBEHU
NPOAYKTH

Bancapran u
HCT

Jlutnit

CroO11aBa ce 3a 00paTUMO MOBHUINIABAHE HA
KOHIIEHTpAIUATA Ha INTHI B c€pyMa M TOKCUYHOCT TIPH
€JIHOBPEMEHHO npuiiarane Ha qutuii ¢ ACE uaxuburopw,
anruoTeHsuH |l perenTopHu aHTarOHUCTH, BKITFOYUTETHO
BaJICapTaH WM THA3HUIHU TUypeTUIH. Thi KaTo
OBOPEYHUAT KIIMPHHC Ha JIUTHS € HAMaJIeH OT THA3HIUTE,
PHUCKBT OT JIMTHEBA TOKCHYHOCT € BH3MOXKHO
JIOITBJIHUTEITHO JIa ce TOBHIIH 1pu nprieM Ha Exforge
HCT. [lopaau Ta3u npuvrHA Ce MPENOpPbYBa BHUMATEITHO
Mpoclie/isBaHe Ha CePyMHHUTE HUBATa Ha IUTUH MPH
€JIHOBPEMEHHA yIoTpeoa.

Bancapran Kanuii-cexpanssanu AKO ce cMeTHE 32 HeOOXOAUMO €THOBPEMEHHO C
JIUYPETHLH, KATUEBH BajicapTaH Jia ce MpeaIuIle JEKapCTBEH NPOILYKT, KOUTO
n00aBKM, 3aMECTUTENN  TOBJIMsIBA HUBATa HA KaJMii, ce IMPEenopbyuBa YeCTO
Ha COJITa ChABbPKAIIN MOHHUTOpPHpaHE Ha IJIA3MEHUTE HUBA Ha KaJINH.

KaJIui U ApyTH
BEIIEeCTBa, KOUTO MOTat
Jla TIOBUIIIAT HUBATa Ha
KaJIui
AmnonunuH I'peiindpyT nnu cok ot He ce npenopbuBa enHOoBpeMeHHaTa ynorpeda Ha

rpeindpyr

AMJIOIMIIHH C TPEUTIHPYT WM COK OT TpernpyT, Thil
KaTo MpH HIKOW MAIMeHTH OMOHAINYHOCTTA Ha
aMJIOAMITMH MOXE J1a CE MTOBHILH U J1a T0BEAE 10
3acHUJIBaHe Ha AHTHUXUIEPTEH3UBHUTE (hEeKTH.




H3uckBa ce moBHINIEHO BHUMAaHHUE MTPHU €THOBPEMEHHO MPUIIOKCHUE

Exforge HCT H3BecTHH

EdexT Ha B3auMoaelicTBHETO ¢ IPYTH JeKAPCTBEHH

OTIeJTHHU B3aHMO/efiCTBUSA CbC NPOAYKTH
KOMIIOHEHTH  CJIeJTHHTE CPecTBa
AMIToTATIHH CYP3A4 unxubumopu EmHOBpeMEHHOTO MPUIIOKEHUE HA aMIIOAWIIHH ChC
(Hamp. KeTOKOHa3011, cunan uin ymepenu CYP3A4 unxuburopu (mporeazHu
UTPaKOHA30IL, WHXUOUTOPH, a30JTHH IPOTUBOTBONYHU CPENICTBA,
PUTOHABHD) MaKpOJIHMIH, KaTO EPUTPOMHIINH HITH KIAPUTPOMUIIVH,
BEpariaMil I TWIITHA3EM), MOXKE Ja TOBEZE /10
3HaYMMO yBEJIMYBaHE HA EKCIIO3ULIMATA HA aMJIOAUITHUH.
Knmamanara 3HauuMOCT Ha Te3u (hapMaKOKHHETHIHH
BapHanyy MOXe /1a € TI0-U3pa3eHa NpH MalueHTUTE B
cTapuecka Bb3pacT. ToBa MOXe Jja HAJIOKU KIIMHHYHO
poclieisiBaHe M KOPEKIIHsI Ha J103aTa.
CYP3A4 unoyxkmopu [Ipu eqHOBpEMEHHO NPUIIOKEHNE HA U3BECTHU
(aHTHKOHBYIJICAaHTH naaykropu Ha CYP3 A4 nna3meHaTa KOHIEHTpaLUs Ha
[Hanp. kapbamazenuH, aMITOJTUIIHH MO>Ke /1a Bapupa. [lopaan ToBa KpbBHOTO
¢denobapOuTa, HaJsiraHe TPpsOBa J1a ce MPOCIesBa U J1a ce 0OMuCIH
(benuTouH, aJlanTUpaHe Ha J103aTa KaKTo 110 BpeMe, Taka H Clie]T
dochenuronH, €JHOBPEMEHEH NpueM, ocodeHo cbe cmtan CYP3A4
MIPUMHUJIOH], WHAYKTOPH (HATp. pu(aMIUIFH, XBJIT KAHTAPHUOH).
pubaMInIyH,

Hypericum perforatum
[>xbyT KaHTapHOH])

Cumeacmamun

MHOTOKpaTHOTO MPUIIOKEeHHE Ha amioaunuH 10 mg
€HOBPEMEHHO ChC cuMBacTaTHH 80 mg MOBHIIaBa ChC
77% excro3uIusaTa Ha CAMBACTaTHH CIIPSIMO
CaMOCTOSTEITHOTO MIPIJIOKEHUE Ha CHMBACTATHH.
[IpemopbuBa ce HamalsIBaHe Ha J103aTa HA CUMBACTaTHH
10 20 mg THEBHO IPH MAIMEHTHTE Ha JIYSHUE C
aAMJIOJTUTINH.

Jlanmponen (unghysus)

[Ipu >xuBOTHHU ca HaOJIOJaBaHU JIETaTHA KaMepHa
¢ubpunanrs 1 CbpACYHO-CHAOB KOJIAIIC, CBbP3aHU C
XHUIIEPKAJIMEeMUs clie]l IPUIIOKEHUE Ha BEpanamMuil 1
UHTpaBeHO3eH JaHrpoiieH. [lopanu puck ot
XHIIEPKaJIMEeMusl, ce MPENopbyBa J1a ce N304rea
€HOBPEMEHHOTO NPUJIOKEHNE C AHTarOHUCTH Ha
KaJIIIUEBUTE KaHAJIN KaTo aMJIOJUIINH MIPH MAIlUEHTH,
MIpeIpa3noI0oKEHN KbM MAINTHEHA XUIIEPTEPMUS U MIPH
OBJIa/IIBaHE HA MAJIMTHEHA XUIIEPTEPMHUSL.

Taxponumyc

[Ipu eqHOBpEMEHHO NPUIIOKEHHE C AMIIOTUTTHH
ChbIICCTBYBA PUCK OT IMOBUIIABAHE HAa HUBATa Ha
TaKpOJMMYC B KpBBTa. 3a Jla ce m30eTHE MposiBa Ha
TOKCHUYHOCT OT CTPaHa Ha TAKPOIUMYC, PUIIOKESHUETO
Ha aMJIOAWIIVH ITPU MAlMUCHTH, JICKYBAHU C TAKPOJIUMYC,
H3MCKBa KOHTPOJ Ha HUBATa HAa TAKPOJIMMYC B KPbBTA U
KOPEKIIHs Ha J03aTa Ha TAKPOJIMMYC, aKO € HEOOXOIMMO.
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Bancapran u
HCT

Hecmepouonu
NPOMUBOBLINATUMETHU
cpeocmea (HCIIBC),
BKIIOUBAUU CENEKMUBHIU
YUKTOOKCUEHA3a-2
unxubumopu (COX-2
uHxubumopu),
AYemuICanuyuIO8a
Kuceauna (>3 ¢/0en) u
necenekmuenu HCBIIC

HCIIBC morar aa oTcnadsT aHTUXUIISPTCH3UBHUS
e(ekT, KakTo Ha aHTHoTeH3uH || penenrropanTe
OJI0KepH, Taka U Ha XUAPOXJIOPOTUA3HU, KOTATO CE
npuiarat egHoBpeMeHHo. OCBEH TOBa €AHOBPEMECHHATA
ynorpeba Ha Exforge HCT u HCTIBC moske nma noBsene
IO BIIOIIaBaHe Ha ObOpedyHaTa GyHKIWS, U TIOBUIIIABaHE
Ha HUBaTa Ha cepyMHus Kanui. [lopanu Tasu npuunna
ce MpernopbyBa MOHUTOPHpaHe Ha ObOpeuHaTa QyHKIUS
IIPY 3aII09YBAHE HA JICYCHUETO, KAKTO U aJIeKBaTHA
XHUJpaTalnys Ha NalyeHTa.

Bancapran Huxubumopu na Pesyaratute ot in Vitro npoyuBaHe ¢ ThKaH OT YOBEIIKU
wRmMelK mpancnopmepa  4epeH ApoO MoKa3Ba, ye BajcapTaH e cyocTpar Ha
(pupamnuyun, yepHOApoOHUS buTeHK Tpancnoprep OATP1B1 u Ha
YUKTIOCNOPUH) UU yepHoApoOHUs ediykcen Tpancnoptep MRP2.
e@yKcHusL EnHOBpEeMEHHOTO MPUIIOKEHHE C HHXUOUTOPH Ha
mpancnopmep BITEWK TpaHcopTepa (pudaMIrIiuH, AKIOCITOPHH)
(pumonasup) WK Ha eIIyKCHUS TpaHCTIOPTEp (PUTOHABHP) MOXKE Ja

MOBHIIM CHCTEMHATa EKCIIO3MIIUS Ha BAJICApTAaH.
HCT Anxoxon, bapobumypamu  EQHOBPEMEHHOTO IpUiIaraHe Ha TUA3HUIHUTE TUYPETHUIIN

uiu Hapkomuyu

C BEIIIECTBA, KOMTO CHIIO UMAT MOHIKABAIl KPHBHOTO
HaysraHe edexr (Hamp. ype3 HaMassiBaHe Ha
AaKTHUBHOCTTA Ha IIEHTpaIHATa HEPBHA CUCTEMA HJIH
JMPEKTHA Ba30MIaTalus) MOXKE J1a TOTSHIMpa MosBaTa
Ha OPTOCTATHYHA XUITOTOHHS.

Amanmaoun Tuasuaure, BKIIOUYUTENHO XUAPOXIOPOTHA3UA, MOTaT Ja
MOBHIIAT PUCKA OT HEXEIaHU PEaKIUU, TPHIYNHEHH OT
aMaHTa/IMH.

Aumuxonunepauunu bronannyHOCTTa Ha THA3UAHNUTE JUYPETHIIA MOXE Aa Ce

cpedcmaa u opyau MOBHIIH OT aHTUXOJIMHEPTUIHUTE CPEACTBA (HATIP.

JleKkapcmeenu aTpOIWH, OWIIEPUICH), BEPOSITHO MOPAIX HaMaIIsIBaHE Ha

NPOOYKmu, NO6IUAGAWY  MOTWINTETA Ha CTOMAIIHO-UYPEBHUS TPAKT U 3a0aBsiHE Ha

CMOMaunus BpEMETO 3a u3npa3BaHe Ha ctomaxa. OOpaTHO, OYaKBa ce

Momunumem MIPOKMHETUYHUTE BEIIECTBA KaTO I[U3apIIK/ JIa MOoraT Jia
HaMaJIsIT OMOHAJIMYHOCTTA Ha THA3UIHUTE AUYPETULIH.

Aumuouabemmnu Tuazuaure Morar 1a HapyIaT [IFOKO3HUSI TOJIEpaHC.

cpeocmea (Hatmp.
WHCYJIUH U TIEPOPATHU
a"HTUIMa0eTHU
CpezcTBa)

—  Memdgopmun

Moske 1a ce HaJ0KU KOPUTUPAHE Ha TO3UTE Ha
AHTUANA0CTHUTE JICKAPCTBEHH MIPOTYKTH.

MetdopmuH TpsOBa Jia ce preMa C MOBHIICHO
BHUMAaHUE MOPAAN PUCK OT JIAKTaTHA alu103a,
WHAYLHMPaHa OT Bb3MOXKHA (DYHKIIMOHATIHA OBOpeuHa
HEJIOCTaThYHOCT, CBBP3aHa C XUAPOXJIOPOTHAZHI.

bema-bnoxepu u
OUa30KCcUo

EHHOBpeMeHHOTO MPUIIOKCHUE HA TUA3HUTHU
ANYPETULIU, BKIIFOUUTCIIHO XUAPOXJIOPOTUA3NUI, U
66Ta'6HOKepI/I MOIKE Jia TIOBUIIHN PHUCKaA OT
XUIICPIIIUKEMMUL. TI/Ia3I/IJIHI/ITe JAUYpETUIH, BKIIFOYUTCITHO
XUAPOXJIOpOTHUA3nJg, MOratT Jia HOBUIIAT
XUICPIIIMKCMHUYHU S Cq)CKT Ha JUAa30KCHI.

Luxnocnopun

EnHOBpeMEHHOTO MpuyIaraHe ¢ IMUKIOCITIOPUH MOXE /1a
MIOBUIIY PUCKA OT XUIEPYPUKEMHUS U YCIOKHEHHUS Ha
rmoJjiarpara.

Lumomoxcuunu
cpeocmea

TuasuaHUTE TUYPETHUIIH, BKITIOYUTEITHO
XUAPOXIIOPOTHA3HI, MOTAT J1a HaMaJsaT ObOpedHara
EKCKpEIUs Ha IATOTOKCUYHUTE CpeacTBa (Harmp.
nukiodochamMua, METOTPEKCAaT) U Ja MOTCHIIUPAT
TEXHUTE MHEJIOCYIPECHBHHU €(PEKTH.
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Jlueumanucogu
2NIUKO3UOU

Tuasua-uHAyIHpaHa XUIOKATHEMHUSI WK
XHUIIOMarHEe3UeMHUs MOTraT Jja C€ U3SIBSIT KaTO HEeXKelaH!
peakuuy, ylIecHsBallki Ha4yajioTO Ha IUTHUTAIIUC-
WHAYLUUPAHU ChPACUHU APUTMHH.

Hoonu xonmpacmuu
sewecmaa

B ciydaii Ha TuypeTHK-UHIYIUpaHa JeXUapaTais nma
ITOBHUIIIEH PHUCK OT ocTpa ObOpedHa HEAOCTATHIHOCT,
0COOCHO TPU BUCOKH JI03H HA HOJHHUTE IPOIYKTH.
[NaruenTure TpsOBa a ce pEXUAPATUPAT TIPEIU
MPHUJIATAHETO Ha HOJTHM KOHTPACTHH BEIIECTBA.

Honoobmennu cmonu

AbcopbuysTa Ha THA3UAHATE TXYPETHUITH, BKIIOUUTEITHO
XHIPOXJIOPOTHA3U, CE HAMaJIsIBa OT XOJIECTPUPAMHH
WM XoJiecTrmoi. ToBa MoXke Jia IoBeJe 110
cyOTepaneBTHYHY e()eKTH Ha THA3UJTHUTE JUYPETHIIH.
IIpunaranero Ha XUAPOXJIOPOTHAZUI U HA
HOHOOOMEHHHTE CMOJIH MOOTIEITHO, TaKa 4e
XUIPOXJIOPOTHA3U/ A Ce MpHJiara moHe 4 yaca npemu
nin 4-6 daca cres MpUIIoKEHUETO Ha HOHOOOMeHHaTa
cMoIa, O HaMaJIMJIO B3aMMOJICHCTBUETO.

Jlexapcmeenu
NPOOYKMU, NOBIUABAUU
CepYMHOMO HUBO HA
Kanus

XunokanueMUIHUTE eEeKTH Ha XUAPOXIOPOTHAZU]L
Morar J1a ObJaT MOBUIICHH TIPH CHBMECTHO MPUIIOKEHUE
C KalMi-ryOeny JnypeTHIIN, KOPTUKOCTEPOHIH,
JIaKCaTHBH, aIpeHOKOPTHKOTporieH xopmoH (ACTH),
amM(pOoTepHuIH, KapOEHOKCOIOH, MeHUIIMH G u
MIPOM3BOTHH HA CAJMIINIIOBATA KUCEINHA HITH
AHTHAPUTMHLIU. AKO € HEOOXOMMO MPEIIICBAHETO HA
TE3H JIEKAPCTBEHH MPOIYKTH €THOBPEMEHHO C
KOMOHWHAaIuATa
aMIIOJTUTTHH/BaJICAPTaH/XUIPOXIJIOPOTHA3H], CE
pernopbuBa MOHUTOPHPAHE Ha TUIA3MEHUTE HUBA Ha
KaJusl.

Jlexapcmeenu
nPoOYKmu, NOGIUAGAUU
CepyMHOMO HUBO HA
Hampusi

XUTMOHATPUEMUYHUSIT e(heKT Ha TNYPETHUIINTE MOXKE J1a
C€ YCHJIY TIPU ChbBMECTHO TIPUJIOKEHHE C OTIPEIICIICHH
JIEKapCTBEHU MIPOAYKTH KaTO aHTHIETIPECAHTH,
AHTHUIICUXOTHUIH, aHTHESTTHIICTITHYHY CPEJICTBA U JIP.
Heo6xoammo e moBUIIeHO BHUMAaHKE TTPU CHBMECTHO
MIPUJIOKEHUE HA TE3U JICKAPCTBEHH MPOTYKTH.

Jlexapcmeenu
nPOOYKMU, KOUMO
Mozam 0a UHOYYupam
torsades de pointes

[Topanu pucka OT XHITOKATMEMHUS XUAPOXIOPOTHAZH]]
TpsiOBa Ja ce mpuIiara ¢ MOBUIIEHO BHUMAaHHE C
MPOAYKTH, KOUTO MOTaT Ja HHIyupart torsades de
pointes, mo-cnenmanto antuaputmuny Kiac la u Knac
111, KakTO ¥ HAKOM AaHTUIICUXOTHIH.

Jlexapcmeenu
NPOOYKMU, NPULALAHU
3a 1euerue Ha nodazpa

BB3MOXHO € 1a ce Halno K1 KOPUTHpaHe Ha 103aTa Ha
YPUKO3YPUUHUTE JIEKAPCTBEHU ITPOYKTH, Thi KATO
XUAPOXJIOPOTHA3H] MOXKE Jia [IOKA4YX HUBATA HA

(npoGenenu, cepyMHaTa NMKOYHA KuceIrHa. Moxe 1a € He0OX0AuMOo

cynpuHTIpa3oH U Jla C€ YBEITWYH J103aTa Ha TIPOOCHEINT 1

AJIOITYPUHON) CYA(QHUHITUPA30H.
EnHoBpeMeHHOTO MpuilaraHe Ha THa3uIHHU AUYPETHLH,
BKITFOUHTEITHO XUJPOXJIIOPOTHUAZH]I, MOXKE JIa TIOBUIITN
YecToTaTa Ha PeaKIMUTe Ha CBPhXUYBCTBUTEITHOCT
CHPSIMO AJIOMYPUHOJL.

Memundona Wma oTnennu choOLeHHs 3a ciydan Ha XeMOJIUTHYIHA

aHEMMs, Bb3HUKHAJIa IIpyU €AHOBPEMEHHO IIpUJIaraHe Ha
MCTWJIAOIIA U XUAPOXJIOPOTHUA3U.
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Heoenonspusupawu
CKeNLeMHO-MYCKYIHU
penaxcanmu (Hamp.

Tuazuaure, BKIIOYUTEIHO XUIPOXIOPOTHAZU,
MTOTEHIUPAT AEHCTBUETO HA MMPOU3BOJHUTE Ha Kypape.

TyOOKypapHH)
Upyeu Tuasumure MoTeHUMpPAT AHTUXUIIEPTSH3UBHOTO
AHMUXUNEPMEH3UBHU JeHCTBHE Ha APYTUTE aHTUXHUIICPTECH3UBHHU JICKapCTBa

JleKapCcmeenu npooyKmu

(Hamp. ryaHeTHIMH, METUJIIONA, OeTa OJIOKepH,
Ba30JWJIaTATOPH, OJIOKepH Ha KannueBute kaHamu, ACE
naxuouTopu, ARB u lupextan Pernnorn Maxubutopu

[APH]).

Ipecopnu amunu (Hanp.

HOpaJIpeHAHH,
aJIpeHaINH)

XuJIpoxI0pOTHA3UA MOXKE J1a HAMAIH OTTOBOpa KbM
MIPECOPHU aMUHU KaTo HopaapeHanuH. Knunuunara
3HAYUMOCT Ha TO3H €(PeKT e Heollpe/ieieHa U He €

JIOCTaThYHA 32 MPEKPATIBaHE Ha TAXHATA yIOTpeda.

Bumamun D u kanyuesu
conu

IIpunaranero Ha THAa3UAHU JUYPETULN, BKIOUUTEITHO
XUApOXJIOpOoTUAa3na, C BATAMHUH D njiIn ¢ KaJIllue€BH COJIH
MOXe€ J1a TIOTEHIIUPA MOKAYBAHETO HA CEPYMHHUS KaJIIHH.
ENHOBPEMEHHOTO MPHUIIOKEHUE C THAZUIHH JUYPETHIIN
MOJKE Ja JOBEJIE 10 XUIIEPKAILUEMHUS TIPU NMALUCHTH
MPePa3Noa0KEHH KbM XUIIEPKATIUEMUs! (HAIp. pu
XHTEPIIAPATHPEONTH3bM, 37I0KAUECTBCHU 3200 ISIBAHHS
i BuTaMuH D-MeauupaHu ChCTOSHUSA) Upe3
MOBHINIABAaHE Ha TyOyJiHATA KaJllMeBa peadbcopoIusl.

Heouno 6rokupane na PAAC ¢ APB, ACE unxubumopu wiu anuckupen

JlaHHM OT KJIIMHUYHU TPOYYBaHMS [TOKA3BaT, ue ABOHHOTO Onokupane Ha PAAC upe3 komOMHUpaHaTa
ynotpe6a Ha ACE uaxuburtopu, APb unu anuckupeH ce cBsp3Ba ¢ IM0-BHCOKA YECTOTA HA HEXEJIaHH
CHOUTHS, KATO HAIPUMED XUTIOTOHUS, XUTIEPKAINEeMHs U HaMalsiBaHe Ha ObOpeuHara hyHKIUS
(BKJIFOUUTEHO OCTpa ObOpevHa HeJJOCTATHYHOCT), B CPaBHEHHUE ¢ yroTpedara caMo Ha €JJHO CPEJICTBO,
neiictBamo Bepxy PAAC (Bxk. Touku 4.3, 4.4 u 5.1).

4.6 @epTHIAUTET, )PEMEHHOCT U KbpMeHe

BpemenHoct

Amnoounun

be3onacHocTTa Ha aMIJIOIMTIMH TI0 BpeMe Ha OpeMEeHHOCT IPU Xopa He € yCTaHOBeHa. B npoyuBanus npu
YKUBOTHHM, TIPH BUCOKH J03U € HaOJIr01aBaHa PerpoayKTHBHA TOKCUYHOCT (BK. Touka 5.3). [Ipunoxenue mo
BpeMe Ha OpeMEHHOCT ce MPenopbhYBa caMo KOraTo HiMa Mo-0e30IacHa alTepHaTHBa U KOraTto 6osectra
cama 110 ce0e CH HOCH IO-TOJISIM PUCK 33 MalikaTa | IUIoJaA.

Bancapman

VYnotpebara Ha anrunotensuH |l peuentopuu 6nokepu (AllIPB) He ce npenoppuBa 1o Bpeme Ha MbPBUS
TpUMeCThp Ha OpemMeHHocTTa (BK. Touka 4.4). Yrotpedara Ha AlIPb e mpoTtnBonokasana mo Bpeme Ha
BTOpHS M TPETHUS TPUMECTBP OT OpeMeHHOCTTa (BXK. Touku 4.3 u 4.4).

EnnneMnonornuHuTe 1aHHM 32 PUCKa OT TepaTOreHHOCT ciel excrio3uuus Ha ACE naxuburopu no Bpeme
Ha ITPBUS TPUMECTHP OT OPEMEHHOCTTA HE BOJIST JI0 OKOHYATEIIHY 3aKItoueHus. Bee mak, jieko
TIOBHUIIIEHUE HA PUCKA HE MOJKE JIa ce U3KII0UH. BhIpeku ue HaMa TaHHU OT KOHTPOJHUPaHH
SMUACMHUOJIOTHYHU POYYBaHK 32 prcka rnpu anruotensut |l penenropuure 6nokepu (AlIPB) monoben
PHUCK MOXKE J1a CBHIIIECTBYBA 3a TO3M KJIac JIEKapCTBEHU NpoaykTH. OcBeH ako npoabkaBaneto Ha AlIPb
TepanusATa ce CMETHE 3a ’KU3HEHO BA)KHO, NMAIIMEHTH ¢ ITaHUpaHa OpeMEeHHOCT TpsOBa J1a MpeMHUHAT Ha
AITEPHATUBHO aHTHXHUIIEPTEH3UBHO JICUE€HHE, KOCTO UMa YCTAaHOBEH MPOQHII Ha 6€30IacHOCT MPH
OpeMeHHOCT. AKO ce YCTaHOBH OpeMeHHOCT, JeuenneTo ¢ AlIPb tps6Ba na ce mpeycranoBu He3abaBHO H,
aKo € YMECTHO, J]a Ce 3all0YHe alTepHATHBHA TEPaIHs.
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Excriozummsita Ha AlIPB 1o Bpeme Ha BTOPHS M TPETHS TPUMECTHP Ha OPEMEHHOCTTa MOXKE JIa TOBEIE 10
¢eToTokcMIHOCT (HamaneHne Ha ObOpedHaTa PyHKINS, OJUTOXUAPAMHUOH, 3a0aBeHa ocnuUKanus Ha
Yyepena) ¥ HeoHaTallTHa TOKCUYHOCT (ObOpeYHa HEeA0CTAThYHOCT, XUTIIOTOHUS, XUTIEpKAIUEMUs) (BK.
Toyka 5.3).

B ciyuaii ge ce ycranoBu ekcriozuitus Ha AIIPB ot BTOpHs TpuMecTsp Ha OpeMEHHOCTTA, CE MPETophIBa
MpoBepKa Ha ObOpeuHaTa (GyHKIUS U Yepera Ha TUIofa Ype3 yITPa3ByK.

HoBoponenu, aniito Maiiku ca npuemanu AllPb, TpsOBa BarMaTenHo 1a 0b1aT HAOIIOJaBaHM 3a
XUMOTOHHSA (BX. TOUKU 4.3 u 4.4).

Xuopoxaopomuaszuo
Hma orpaHuveH OMHUT OTHOCHO yroTpe0daTa Ha XHIPOXJIOPOTHA3H] TI0 BpeMe Ha OPEMEHHOCT, 0COOCHO
npe3 mbpBUs TpUMecThp. [IpoyuBaHusTa TP KUBOTHU Ca HEJJOCTATHYHHU.

XUIpoXJIOPOTHA3U/T TIPEMUHABA Tpe3 TUTaleHTaTa. Bb3 ocHOBa Ha (hapMaKOIOTHYHUS MEXaHU3bM Ha
JeficTBUE HA XUIPOXIOPOTHA3U], yoTpedaTa My Npe3 BTOPHUS M TPETHS TPUMECTBP MOXKE Jja HapyIIH
¢eToranenTapaara nepdy3us 1 a [oBene 10 GeTaTHH U HEOHATATHN €(EKTH KaTo XBITCHHUIIA,
HapyIICHHs Ha eJICKTPOIUTHHS OaaHC U TPOMOOIIUTONICHUSL.

Amnodunun/eancapman/xudpoxiopomuazuo

JIunica ot ¢ yrnorpedarta Ha Exforge HCT npu 6pemennu. Bb3 0cHOBa Ha ChIIECTBYBAIIUTE TAHHU OT
NPOYYBAHUS C OT/CIHUTE KOMIIOHEHTH, yrotpebaTa Ha Exforge HCT He ce mpenopbuBa mnpe3 mbpBust
TPUMECTHP OT OPEMEHHOCTTA 1 € IPOTUBOIIOKA3aHa Tpe3 BTOPHUS M TPETHSI TPUMECTBP OT OpeMEHHOCTTa
(Bx. Touku 4.3 u1 4.4).

KospMmene

AMIIOINIINH ce eKCKpeTHpa B KbpMara pH xopa. Yacrra oT go3aTa Ha Maiikara, ojiyuyeHa ot

KbpPMaveTo, € U34YKCICHA C MHTEPKBApTHIICH Auamna3on 3 — 7%, ¢ makcumyM 15%. EdektsT Ha
aMJIOJTUTIMH BbPXY KbpMadeTaTa € Hen3BecTeH. JINmcBaT JaHHM OTHOCHO ynoTpebara Ha BaJicapTaH Mo
BpeMe Ha KbpMeHe. XUIPOXJIOPOTHA3U Ce EKCKPETHPa B KbpMaTa B MaJIKU KOIW4ecTBa. BbB BHCOKH 1031
THA3UIUTE PEIU3BUKBAT HHTEH3MBHA IMype3a U MOrar Jia IOTHCHAT 00pa3yBaHeTo Ha kbpmaTa. Exforge
HCT He ce npenopsusa 1o Bpeme Ha kbpMmene. Ako Exforge HCT ce npuiara mo Bpeme Ha KbpMEHE,
no3ute TpsiOBa 1a ObAAT KOJIKOTO Ce MOXe Mo-HUCKH. [IpeanounTa ce anrepHaTHBHA TEpaIUs C yCTAaHOBEH
npodui Ha 6€30IaCHOCT 10 BpeMe Ha KbpMEHe, 0OCOOCHO NMPH KbPMEHE Ha HOBOPOAEHH H
IIPEXIEBPEMEHHO POJICHU Jle1a.

DepTUnuTer

Hsama kmuHWYHY IpOoyYBaHus 0THOCHO BiusaueTo Ha EXforge HCT Bepxy deprunurera.

Bancapman
Basicapran HsiMa HexellaHU e(DeKTH BbPXY PENpPOIyKTUBHATA CIIOCOOHOCT HAa MB)KKH U JKEHCKHU IUTbX0BE

npu TpueM Ha nepopanuu no3u 70 200 mg/kg/nen. Tasu 1o3a € 6 TbTH MakCUMAaTHATA MPEMOPHUNTETHA
71032 IpH X0pa, oIpejesieHa Ha 6a3a Mg/M? (M34uCIIEHHETO € 3a epopaiHa j03a oT 320 mg/nen u 60-
KIJIOTPAaMOB TIAITUEHT).

Amnodunun

IIpu HAKOM MaNMEeHTH, JIEKyBaHH ¢ OJIOKEpH Ha KaJIIMeBUTE KaHAJH, ca ChOOIIEHH 00paTHMH OMOXUMHUYHH
IIPOMEHU B IVIABUYKATa Ha criepMaro3ouaute. KInMHUYHNTE NaHHY ca HEAOCTaThUHM 110 OTHOLIEHUE Ha
NOTEHUUANHUS epeKT Ha aMIOJUIHH BbpXY depTuiuTera. [Ipu eaHo mpoydBaHe NpH ITHXOBE ca
YCTaHOBEHU HE)KeNaHU e()eKTH BbPXY (PepTIIINTETa IPU MBKKUTE (BXK.TOYKA 5.3).
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4.7 EdexTH BPXYy CHOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

[MTanmenTure, kourto npuematr Exforge HCT u modupar win paboTsaT ¢ MammHu TpsiOBa Jja UMAaT MPEABU,
Ye MOHSIKOTa € Bb3MOKHO JIa e TOSBAT yMOpa U 3aMaiiBaHe.

AMIIOTUTIIIH MOJKE /1a TTOBNIKsSIE B cllada 0 yMepeHa CTeNeH CIIOCOOHOCTTa 3a modupane u padora ¢
MamuHu. Ako nanueHtute, npuemaniu Exforge HCT, monyyar 3amaiiBane, riaBo0osue, ymopa Uiu
rajieHe, CliocoOHOCTTa UM JIa pearupat Moxe fa Ob/ie HapyIIeHa.

4.8 Hexenanu JieKapCcTBeHH PeaKIuH

IMpodunsT Ha 6e30omacHocT Ha Exforge HCT, npencrasen mo-10i1y ce OCHOBaBa Ha KIMHUYHH
npoyuBanusi, nposeaenu ¢ Exforge HCT u no3natute npoduiu Ha 6€301acHOCT Ha OTACIHUTE

KOMIIOHCHTH aMJIOJUIIWH, BaJICapTaH U XUAPOXJIOPOTHUA3U.

O0600611eHMEe Ha podria Ha OE30IIaCHOCT

Besonacuoctra Ha Exforge HCT e omenena npu Herosara Makcumaia jgo3a 10 mg/320 mg/25 mg B xona
Ha €IHO KOHTPOJIMPAHO KPaTKOCPOUHO (8 ceMuIIN) KIMHUYIHO npoyuBane ¢ 2 271 marmenty, 582 ot
KOHMTO IMpUCMaT BaJICapTaH B KOM6I/IHaHI/ISI C aMJIOAWIINH U XUAPOXJIOPOTHUA3SUI. Hexenanure PCaKIun KaTo
ISU10 ca OWJIM JICKH M IPEXO/THU 110 XapaKTep M CaMo B PEIIKU CIIydaH ca Hajlaraji NpeyCTaHOBsBAHE Ha
nedyenuero. [To BpeMe Ha TOBa aKTHBHO KOHTPOJIMPAHO KIMHUYHO W3MHMTBAHE HAH-4€CTUTE IPUYUHU 32
npeycraHoBsBade Ha jgeuerneto ¢ Exforge HCT ca 6umu 3amasnoct u xumoronust (0,7%).

ITo BpeMe Ha 8-CeIMUYHOTO KOHTPOJIMPAHO KIMHUYHO [IPOYUYBaHE HE ca HAOJI0AaBaHU 3HAYMMHU HOBH WIN
HEOYaKBaHU HEXeJIaH! JIEKAPCTBEHH PEAKLUH B CPABHEHNE C W3BECTHUTE IIPU MOHOTEPAIIHSI WIIH
KOMOWHHpaHa Teparnusi C OTJETHUTE KOMIIOHEHTH.

ITo BpeMe Ha 8-CEIMUYHOTO KOHTPOJIMPAHO KIMHUYHO MIPOYUYBaHE HAOIIOJaBaHUTE PU KOMOMHAMATA
Exforge HCT npomenu B 1ab0paToOpHHUTE MOKa3aTeIH ca OUIM MUHHUMAITHH U B ChOTBETCTBHE C
(bapMaKoJIOrHYHHS MEXaHU3bM Ha JICHCTBHE HA OTJCITHUTE KOMIOHEHTH. Hannyrero Ha BasicapTaH B
TpoiiHaTa KOMOMHAIMA OTCIIA0Ba XUITOKATMEMUYHUS e(DEeKT Ha XUAPOXIOPOTHASHUI.
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TabauyeH CIUCHK HA HEXKEITaHUTE PECAKIIUN

CreaBaluTe HEXEIAHU PEAKIMU, W30POSHHU CIIope]] CUCTeMo-opraHuu kiacose no MedDRA u gectoTa, ce
otnacsrt 3a Exforge HCT (ammogunun/sancaptan/HCT) u mootaento 3a amnoaumuH, Baicaptan 1 HCT.
Mmuoro uectn: >1/10; wectu: >1/100 mo <1/10; mewectn: >1/1 000 mo <1/100; pemxu: >1/10 000 mo

<1/1 000; muoro peaxu: <1/10 000, ¢ HeusBecTHA yecTOTa (OT HAIMYHUTE JAHHU HE MOXKE 1a OblIe
HaIrpaBeHa OICHKA).

MedDRA Heskenanu peakuuu YecToTa
CHCTEMO- Exforge Amjonunun | Bajcapran HCT
OPTraHHH KJIACOBe HCT
Heomnasmu - no6p | HememanoMeH pak Ha -- -- -- C
OKaueCTBEHH, KokaTa (0a3aJIHOKIEThUCH HEU3BECTHA
37I0KQYE€CTBEHU U | KapLIUHOM U yecToTa
HeollpeIeleHN CKBaMO3HOKJIETHUEH
(BKJI. KHCTH U KapIuHOM)
TTOJTHIIN)
Hapymenns Ha ArpaHyI0o1MT03a, KOCTHO- -- -- -- MHoro
KpBBTa U MO3bYHA HEIOCTAThYHOCT peaKu
mumdHaTa [ToHmXeH XeMOTIIOONH U -- -- C -~
cucTema XeMaTOKpPUT HEU3BECTHA
YecToTa
XeMOJIMTHYHA aHEMHUS -- -- -- MHoro
penKH
JleBkoneHus - Mmuoro - Meuoro
peaKn peaku
Heytpomnenus -- -- C --
HEW3BECTHA
YecToTa
TpomoOoruToneHus, -- MHoro C Penxu
MTOHSIKOTA C ITypITypa peaxu HEW3BECTHA
4ecToTa
ATmyIacTUYHA aHEMHUSI -- -- -- C
HEU3BECTHA
4ecToTa
Hapymenus Ha CBpBXUYBCTBUTEITHOCT -- MHoro C MHoro
MMyHHaTa peaxu HEU3BECTHA peaxu
cUCTEMA YecToTa
Hapymenust Ha AHopekcus Heuectn - -- --
MeTabonu3ma u XunepkajauueMus Heuectn -- -- Penku
XPaHEHETO XUNEPriIuKeMust -- Mmnoro -- Penxu
peaKu
XunepaunuaeMmust Heuectn -- -- --
Xunepypukemust Heuectn -- -- Yectu
XUNoXJIOpeMUyHa - - - Muoro
anKanos3a peaKu
Xunokanuemust Yectun -- -- MHoro
4eCTH
XunomarHe3uemus -- -- - Yectu
XunoHaTpuemus Heuectu -- - Yectu
Biomasane na nquabera -- -- -- Penxu
Ilcuxuunu Henpecust -- Heuectn -- Penku
HapyLIEeHUs Wncomuus/HapymeHus Ha Heuectn Heuectn -- Penxu
CHHS
ITpoMeHH B HACTPOEHUETO -- Heuectn -
O6BpraHocT -- Penku -- -
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Hapymenus Ha Koopannannonuu Heuectn -- -- --
HEPBHATA CUCTEMa | HAPYIIEHUS
3amasHOCT Yectn Yectu -- Penxu
[loctypanna 3amastHOCT, Heuectn -- -- -
3aMasiHOCT IIPH yCHJINE
Hucreysus Heuectn Heuectn -- --
Excrpamupamunna -- C -- --
CUMIITOMaTHKa HEU3BECTHA
YyecToTa
['maBoGonue Yectu UYectu -- Penxu
XunepToHus - Mmuoro - --
peaKu
Jleraprus Heuectn -- -- --
[TapecTe3un Heuectn Heuectn -- Penku
[lepudepna HeBpomatus, Heuectn MHoro - -~
HEBPOIaTHs peaKu
CoOMHOJIEHTHOCT Heuectu Uectn -- --
CuHKOI Heuectn Heuectn -- --
Tpemop -- Heuectn -- --
Xunoecresus -- Heuectn -- -
Hapymenus Ha OcTpa 3aKkpUTOBI'BIIHA -- -- -- C
ounTe rJIayKoma HEU3BECTHa
4ecToTa
3puTEIHN HAPYIICHUS -- Heuectn -- --
3pUTETHO YBpEXKIAHE Heuectn Heuectn -- Penxu
XopouaaneH u3JIuB -- -- -- C
HEU3BECTHA
4ecToTa
Hapymienns Ha [IIyM B ymure -- Heuectn -- --
YXOTO U CBeToBBpTEXK Heuectn -- Heuectn --
nabupuHTa
Copaeunn ITannuranuu -- Yectn -- --
HApYLIECHUS Taxukapaus Heuectn - - --
AputMun (BKITFOUYHTEITHO -- MHoro -- Penku
Opanukapausi, KamepHa penku
TaxUKapaus U MpeachpIHO
MBIKIECHE)
MmuoxkapneH nHpapKT -- MHoro -- --
peaKu
(@59:(0):Y71 ITouepBeHsiBaHe -- Yect -- --
HAPYLICHUS XUTIOTOHHUS Yectu Hegectn - --
OprocTaTnyHa XUIIOTOHHUS Heuectn -- -- Yectu
Dnedut, TpomMOodhaeOHUT Heuectn -- -- -
Backynut -- MHoro C --
peaxu HEW3BECTHA
YecToTa
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Pecniuparopuu, Kanununa Heuectn MHoro Heuectn --
TPBIHU U peaku
MEIUAaCTUATHU HucnHes Heuectn Heuectn -- --
HapylIeHHus OcTbp pecnmpaTopeH -- -- -- MHuoro
muctpec cunapom (OP/IC) penku
(k. Touka 4.4)
PecniupaTtopen nuctpec, - - - Mmuoro
0eoIpoOCH OTOK, peaku
[THEBMOHHUT
Punut -- Heuectn -- --
Bn3nasieno repio Heuectn -- - --
CromarrHo- CromaiiieH TUCKOMQpOPT, Heuectn UYectu Heuectu Penxu
YpEeBHU 0o0JIKa B ropHaTa 4acT Ha
HapyLIECHUS KopeMa
Jlom abx Heuectn -- - -~
IIpomenu B upeBHaTa -- Heuectn -- --
MIEPUCTAITUKA
3anek -- -- -- Penku
[ToHmxeH aneTur -- -- - Yectu
Huapus Heuectn Heuectn -- Penxu
Cyxorta B ycTara Heuectu Heuectu - --
Jucnerncus Yectu Heuectn -- --
l'actpur -- MHoro - -~
peaKu
Xurnepruiaszus Ha BEHLIUTE -- MHoro -- --
peaKu
T'anene Heuectu Yectu -- Yectu
[Tankpeatur -- MHoro -- MHuoro
penKu peIKH
[ToBpbIane Heuectu Heuectu -- Yectu
WNHTrecTuHaneH anruoeaem -- -- MHoro --
peaKu
Xenaroounuapau | OTKIOHEHUs B -- MHoro C --
HapyIICHHUS YepHOIPOOHHTE peaku** HEW3BECTHA
(hyHKIIMOHATHA YEeCTOTa
MTOKAa3aTeN!, BKIFOYUTETHO
TIOBHUIIIaBaHE HA CEPYMHUS
OunpyOuH
Xenatur -- MHuoro -- --
peaKu
WNHTpaxenaranHa -- MHoro -- Penku
X0JIECTa3a, KbJITCHULIA peaKu
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Hapymenus Ha Anonenus -- Heuectn --
KO)KaTa 1 Aurnoenem -- Mmoro C --
MOIKOKHATA penKu HEU3BECTHA
ThKaH YECTOTa
bynosen nepmatut -- -- C --
HEHU3BECTHA
YECTOTa
Peakiuu, HamomoOsBaIu -- -- -- MHuoro
KOXEH JIYITyC peaKu
epuTeMaTo/IeC,
pEaKTHUBUPAHE HA KOXKEH
JyIyC epUTEMaTOIeC
Epurema mynrudopme -- MHoro -- C
peaxu HEH3BECTHA
YEeCTOTa
Ex3antem - Heuectn - --
Xunepxuaposa Heuectn Heuectn -- -~
Peakiuu Ha -- Mmnoro -- Penxu
CBPBXYYBCTBUTEIHOCT® penKu
[pypuryc Heuectu Heuectu C -
HEHU3BECTHA
YeCTOTa
[Typnypa -- Heuectn -- Rare
OO6puB -- Heuectn C Yectu
HEHU3BECTHA
YeCTOTa
O0e31BeTsIBAHE HA KOXKaTa -- Heuectn -- -
Yprukapus u apyru -- MHoro -- Yectn
BHJI0BE 0OpUB peaKu
Hekportusupan BackyIur u -- C -- MHoro
TOKCHYHA eMuAepMaTHa HEU3BECTHA penKu
HEKpOJIn3a YeCTOTa
Excommarusen nepmarur -- MHoro -- --
penKu
Cunapom Ha Stevens- -- MHoro -- -
Johnson peIKu
Enem ma Quincke - MHoro - --
penKu
Hapyuenus Ha Aptpanrus -- Heuectn -- --
MYCKYJIHO- Bosku B repba Heuectn Hegectn - --
CKEJIeTHAaTa OTOK Ha CTaBUTE Heuectn - - -
cucreMa u MyckynHu ciazmu Heuectn Heuectn - C
ChEAMHUTEITHATA HEW3BECTHA
ThKaH 4eCTOTa
MyckyiHa cnabocT Heuectn -- -- --
Muanrus Heuectn Heuectn C --
HEU3BECTHA
YECTOTa
bonku B kpaliHULIUTE Heuectu -- -- --
OTOK Ha IJIe3eHUTE - Uectu - --
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Hapymenus Ha [loBuIIeH KpeaTHHUH B Heuectn -- C --
OBOpernTe U KpBBTa HEHU3BECTHA
MTUKOYHUTE YyecToTa
I'BTUILA MUKIMOHHU HapyIIEHUs Heuectu
Hukrypus -- Heuectn -- --
[Tonaknypus Yectun Heuectn
bropeuna muchyHKIHS - - - C
HEU3BECTHA
4ecToTa
Octpa 0B0peuHa Heuectn -- -- C
HEJO0CTaTBYHOCT HEU3BECTHA
yecToTa
brOpeuHa HeAOCTAaTHYHOCT -- -- C Penku
U yBpeXJaHe HEU3BECTHA
YyecToTa
Hapymenns Ha HMMnoTeHTHOCT Heuectn Heuectn -- Yectu
BB3MPOU3BOJUTEN | ['MHEKOMACTHS Heuectn -- --
HaTa CHCTeMa H
Ibpjara
OOuwm Hapymenus: | AGa3usi, HapyIICHHS B Heuectu -- -- -
1 epeKTH Ha MOXO/IKaTa
MSICTOTO Ha ActeHus Heuectn Heuectn -- C
MIPUIIOKEHHE HEU3BECTHa
yecToTa
Huckomdopr, Heuectn Heuectn -- --
HEPA3MOJI0KEHHE
Ymopa Yectu Yectu Heuectu --
Bboiika B repaute, KOSITO HE Heuectn Heuectn -- --
€ CBbp3aHa ChC ChPLETO
Otok Yectun Yectun -- --
boaka -- Heuectn -- --
[Mupexcus -- -- -- C
HEU3BECTHA
4ecToTa
Uzcnensanus IloBuiaBaHne Ha TUIIUIUTE -- Msmuoro
4ecTH
[ToBumaBane Ha ypesita B Heuectn -- -- --
KpBbBTa
IToBumagaHe Ha Heuectn -- --
MMMKOYHATa KUCEJINHA B
KpBbBTa
['moxo3ypus Penku
IToHmKeH Kanuil B KpbBTa Heuectn -- -- --
[loBuien kanwii B KpbBTa -- -- C -
HEU3BECTHA
4yecToTa
Hannasase Ha Terso Heuectn Heuectn -- --
Criafane Ha Teryio -- Heuectu -- --

**

BmxTe Touka 4.4 “@0OTOUYBCTBUTEIHOCT
Haii-uecto cBbp3aHO C XOJecrasza

Onucanue Ha I/I36I)aHI/I HCXCIaHU pCaKIInu

HemenanomeH pak Ha koxkata: B3 0cHOBa Ha HAIMYHUTE JAHHU OT €MUIEMHUOIOTUYHU IPOYUBaHUS €
HaOJronaBaHa 3aBUCHMMa OT KyMyJIaTHBHATa 1032 Bpb3Ka Mex 1y xuapoxioporuazua 1 HMPK (Bx. cbio
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ToukHu 4.4 u 5.1).

C’I)06HlaBaHC Ha 110031 pPaHu HCXKCJIaHU pCaKIINH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEXKENIaHHU PEeaKIuy Clie]] pa3peliaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
NPOAYKT € BaxkHO. TOBa MO3BOJISIBA J1a TIPOIBIKH HAOIOICHUETO Ha ChOTHOIICHUETO TIOJI3a/PHUCK 3a
JICKapCTBEHUS NPOAYKT. OT MEIUIMHCKUTE CIICITUAIMCTH CE U3MCKBA J]a ChOOIIaBaT BCSAKA MOI03UPaHa
HE)KeJlaHa peaKiys ype3 HallMOHaIHa CHCTeMa 3a ChoOInaBane, mocoucHa B [lpunoxenue V.

4.9 Ilpeno3upane
Cumnromu

Hsima onut cbe ciiydyaun Ha npegosupatne ¢ Exforge HCT. ['maBHUST cMuMIITOM Ha Tpe03upaHe ¢ BajcapTaH
BEPOSATHO € M3pa3eHa XUIOTOHMS U 3aMastHOCT. [Ipeo3upaneTo ¢ aMiroIUImH MOXKe J1a JIOBEIE J10
eKCTpeMHa nepu(epHa Ba30JUIaTalns U BEPOSTHO peduiekcHa Taxukapans. Vima cro0mmenns 3a cirydan Ha
W3pa3eHa 1 MOTEHIMAIHO MPOJIOHTMpaHa CUCTEMHA XUTIOTOHUS, BKIIOUHTENHO IIOK ¢ (aTaieH U3Xo. pu
IpeT03UPaHe C AMIIOTUITHH.

Hexapanorenen 6enoapoOeH 0TOK ce choO0IIaBa psAAKO KaTo Mmocienuiia OT Ipeao3upaHe ¢ aMJIOAHIINH,
KOHTO MOJKe J1a Ce MPOsIBH ChC 3a0aBeHO Havao Ha edekra (24-48 vaca ciies MOrTbIIaHe) U J1a U3UCKBa
W3KyCTBEHA BEHTHIIAIMS. PaHHUTE peaHUMAIMOHHN MEPKH (BKJIFOYMTETHO HATOBAPBAHE C TEYHOCTH) 32
noJyIbpKane Ha nepy3usTa u CbpACYHUS N1eOUT MOTaT Ja ObJaT yCKOPSBAIIH (HaKTOPH.

Jleuenue

Amnodunun/eancapman/xudpoxiopomuazuo

KinHan4yHO 3HaUMMaTa XMIOTOHMs opaau npeno3upane Ha Exforge HCT u3uckBa akTuBHA ChpICYHO-
CHJI0BA PeaHMMAaIlHs, BKJIIOUBAIA YeCTO MOHUTOPUPAHE Ha ChpJeYHATA U AUXATENHA (DYHKIHS, HOBIUTaHEe
Ha KpalfHUIIUTe ¥ BHUMAHHUE 110 OTHOIIEHHE Ha ITUPKYJIATOpHUS 00eM u auypesata. [IpuioskeHnero Ha
Ba30KOHCTPUKTOP MOXKE J1a € OT 10JI3a 3a Bb3CTAHOBSIBaHE Ha CHJIOBHUS TOHYC M apTEpUAIHOTO HaJIsTaHe, B
Cilydail ye HiMa MPOTUBOIOKA3aHUs 3a MPUIOKEHUETO My. IHTPaBEeHO3HOTO NPHUIIOKEHUE HA KAJILUEB
IJIFOKOHAT MOXKE Ja € OT 1107132 3a MIPeo1oJIsiBaHe Ha e(eKTa OT OJIoKagaTa Ha KaJlUeBUTE KaHAIH.

Amnoounun

AKO NMPOJYKTHT € MOrbJIHAT HACKOPO MOTaT Jia ce 00CHKAAT CTUMYJIMPAHE Ha TIOBPBIIAHETO WU
CTOMAIITHa MPOMUBKA. [TpHUI0kKEHNETO Ha aKTUBEH BBIVICH NIPU 3paBH JTOOPOBOJIIN HEIOCPEICTBEHO WU JI0
JIBa Yaca Cliel MOTIbIIAaHeTO Ha aMJIOMITMH 3HAYMMO HaMaJisiBa abcopOIusaTa Ha MPOAYKTa.

AMIounvH He MOXe J1a ObJIe OTCTPAHEH Ype3 XeMOINAITH3A.

Bancapman
Bascapran He Moke a2 ObJie OTCTpaHEH Ype3 XeMOoualln3a.

Xuopoxropomuazuo

[Ipeno3upaneTo ¢ XUIPOXIOPOTHUAZH]] € CBHP3aHO ChC 3ary0a Ha eeKTPOIUTH (XUITOKATHEMHUS,
XUTOXJIOPEMUS1) U XUIIOBOJIEMHS B PE3YJITAT HA eKCIIeCBHATA Anype3a. Hali-uecTute nmpu3Hany u
CUMIITOMH Ha IPEI03UPaHE ca rajieHe U ChHIMBOCT. XHUIIOKAJUEMHITa MOKE J1a IPEIU3BUKA MYCKYJTHH
cra3Mu M/WIIM U3pa3eHa ChpjieuHa apuTMHUs, CBbp3aHa ¢ ¢IHOBpeMEHHaTa yrnorpeda Ha JUrHTaJIMCOBH
TJIMKO3H]IU WU OTIPEJIEICHN aHTHAPUTMHUYHY JICKAPCTBEHU MPOJTYKTH.

He e ycraHoBeHa cTereHTa Ha OYMCTBaHE HA XUAPOXJIOPOTHA3HUL ITPH XEMOANAIN3a.
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5. ®APMAKOJIOTUYHHA CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa

dapmakoTepaneBTHdHa rpymna; Cpeacrsara, JSHCTBAIIN BbPXY PCHUH-aHTHOTEH3HHOBATA CHCTEMA,
anruoreHsuH Il penenropau 6mokepu, Apyru komouHanuu, ATC kox: CO9DXO01.

MexaHn3bM Ha IEHCTBUE

Exforge HCT e xoMOHHAITUS OT TPY aHTUXUTICPTEH3UBHU CHCTABKH C IOMTBJIBAII CE MEXAHU3bM Ha
KOHTPOJI Ha apTEPUAITHOTO HAJIATAHE MIPH MAIMCHTH C €CCHITHATHA XUTICPTOHMS: aMJIOAUITHH IPUHAIICKH
KbM KJjlaca Ha KaJIMEeBUTE aHTarOHUCTH, BajJCapTaH KbM Kjiaca Ha aHruoteH3uH Il penentopHute 0J10KEpH,
a XUIPOXJIOPOTHA3U]] KbM Kilaca Ha THa3UIHUTE nuypeTuiin. KoMOMHAIMATa Ha Te3U ChCTaBKU UMa
aJMTUBCH aHTHXUICPTCH3UBEH e(PEeKT.

AmMItogunuH/BajicapTal/ X WIpOXJIOPOTHASHL

Knunuuna epuxacnocm u bezonacnocm

Exforge HCT e u3nuTBaH B ABOMHO-CIISIO, aKTUBHO KOHTPOJIMPAHO MPOYYBAHE MPH MAIUCHTH C
xuneptronus. 0010 2 271 nanueHTy ¢ yMepeHa J1o TeKKa XUuepToHus (CpeIHOTO U3XO0IHO
CHCTOJIHO/TMACTOJTHO apTepuaiHo Hamsrane e 6mwio 170/107 mmHg) ca nekyBanu ¢
amJIoAMITHH/BasicapTan/xuapoxaopotrasua 10 mg/320 mg/25 mg, Basicapran/XuapoxaopoTHA3H/T

320 mg/25 mg, amnoaunun/Bancaptad 10 mg/320 mg wiu xuapoxioporuasua/amnoaunusa 25 mg/10 mg.
B nauanorto Ha MMPOYYBAHCTO HAa MAIUCHTUTC Ca HA3HAUYCHHU IMMO-HHUCKU AO3U OT NPCANNCAHUTE UM
TepareBTHYHN KOMOMHAIIMY U BIIOCIIEICTBHE Ha 2 CEIMHIIA CAa TATPHPAHU 10 ITBIHUTE UM TEPAIeBTHIHU
JI03H.

Ha 8 ceamuiia cpeiHOTO MOHMkKABAHE HA CUCTOJIHOTO/IMACTOIHOTO apTEPUATHO HAJISTAHE €

39,7/24,7 mmHg ¢ Exforge HCT, 32,0/19,7 mmHg ¢ Basicapran/xumpoxsioporrasua 33,5/21,5 mmHg ¢
amtoaunub/Baicaprad u 31,5/19,5 mmHg ¢ amioaunus/xuapoxiopoTtrasui. TpoliHaTa KOMOHHAIIHS
MPEBB3X0K/Ia CTATUCTHYSCKU 3HAYMMO BCSIKA €/IHA OT TPUTE JBOMHM KOMOMHAIIUM B TOHM)KABAHETO HA
JINACTOJTHOTO ¥ CUCTOJTHOTO apTepuaiiHO Hajsrane. [IoHmKaBaHETO HA CUCTOHOTO/ TUACTOIHOTO
aprepuanno Hasrane ¢ Exforge HCT e ¢ 7,6/5,0 mmH(g no-rossiMo, OTKOJIKOTO €
BajicapTaH/XuApOXJI0poTrasui, ¢ 6,2/3,3 mMmHQ no-rojasmMo, OTKOJIKOTO ¢ aMJIOMITHH/BAJICAPTAH U C
8,2/5,3 mmHg 1o-rossiMo, OTKOJIKOTO ¢ aMJIOIUITHH/XHIPOXIOPOTHA3H L. ONTUMATHUST
AQHTUXUIIEPTECH3UBEH eEeKT Ce MOCTUTa cie/] 2 CeIMHYEH MpHeM Ha MakcuMaiHara no3a Exforge HCT.
CTaTUCTHYECKHU TIO-TOJISIM MIPOIEHT MAIMEHTH MTOCTUTAT KOHTPOJI BbPXY apTEPUATTHOTO CH HAJISITaHE
(<140/90 mmHg) ¢ Exforge HCT (71%) B cpaBHEeHHE C BCsIKa €HA OT TPUTE IBOWHH KOMOWHAIIUH
(45-54%) (p<0,0001).

B noarpyna ot 283 narueHTy, aHaiu3 POKyCHUpaH BbPXY aMOyJIaTOPHOTO MOHUTOPHPAHE Ha
apTepUATHOTO HAJSATaHe, M0Ka3Ba KIIMHUYHO M CTATHCTUYECKH MO-TOJISIMO MTOHIKEHHE Ha 24-9aCOBOTO
CUCTOJIHO ¥ TMACTOHO apTePUATHO HaJIsITaHe, IPH JICYSHHE C TPOWHATA KOMOUHAIIUS CIIPSIMO
BaJICApTaH/XUIPOXIOPOTHAZH]], BaliCAPTAH/aMIIOMITMH U XUAPOXIOPOTUAZH ]I/ AMIIOTUTTHH.

AMIIoIUIIHH

Mexanuzvm na deticmeue

AwmnoumnuH, KOiTo Bin3a B cberaBa Ha Exforge HCT naxubupa TpaHcMeMOpaHHOTO HaBJIM3aHE Ha
KaJIMEBU HOHU B CHPJICYHUTE M CHJIOBHUTE IIIAJIKU MyCKYJIA. AHTUXUIIEPTEH3UBHOTO JIeHCTBHE HA
aMJIOZMIINH C€ IBJDKU HA TUPEKTHUS peakcupan] e(eKT BbpXy ChIOBHUTE INIAJKU MYCKYJIH, KOETO BOJIH JI0
HaMmaJsBaHe Ha ChJIOBOTO CHIPOTHUBJICHUE H OTTaM Ha apTEPUATHOTO HAJATAHE.

DapmaxkoOuHamuyHu epexmu

ExcriepuMeHTalIHU JaHHU ITOKa3BaT, Y€ aMJIOAMITMH CE CBbP3Ba U ¢ JUXUAPONUPUINHOBUTE U C
HEMXUAPOTIUPUINHOBUTE MECTa 3a CBbp3BaHe. [Iporiecute Ha chkpalleHue Ha ChbpACYHUS MYCKYJI U Ha
ChJIOBUTE IIAJKA MYCKYJIH Ca 3aBUCUMH OT NMPHUABMKBAHETO HA M3BBHKIICTHUHUTE KAJIIUCBU HOHU B
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KJICTKUTE Ha MYCKYJIHTE TIpe3 crielupuIHn HOHHM KaHaT9eTa.

[IpunoxeHueTo Ha TepaneBTUYHA 032 aMJIOAUITNH MPU MAIUEHTH C XUIIEPTOHUS C€ MOCNIe[Ba OT
Ba30IMJIATAIHS, KOSITO BOAM 10 HAMAJISIBAHE HA apTEPUATHOTO HAJISITAHE B JITHAJIO U B U3IPABEHO
nonokenue. [Ipu xporndHa yrorpeda ToBa MOHIMKaBaHe HA apTEPUATHOTO HANATaHe HE Ce ChITBTCTBA OT
3HAYUMH POMEHH B Chp/IeUHATa YeCTOTA WM TUIa3MEHHUTE HIBA Ha KaTEXOJIaMHUHUTE.

[Ina3MeHnTEe KOHIIEHTPAINH KOpPEeTuparT ¢ eekra, KakTo IMPH MJIaIH, TaKa U MIPH MAIMEeHTH B CTapUyecka
BB3pAacCT.

[Tpu xunepToHUIY C HOpMaiTHa ObOpeuHa QYHKIMS, TEPAneBTUUHUTE J03U aMJIOAUTIHH BOJST 0
HaMaJIsiBaHe Ha OBOPEYHOTO CHI0BO CHIIPOTHBIICHHE M YBEINYaBaHE HA TIIOMEpyIHaTa QUiITpanus, u
edexTrBHUS OBOpPEUCH KPBBOTOK, 0€3 Aa MpOMEHAT QUITpallOHHATa PPaKIHsl WK TPOTEHHYPHUSTA.

Kakro u npu apyrute 6J10KepH Ha KaJMEBUTE KaHAIM, XeMOJANHAMUYHUTE U3MEPBaHUs HA ChpAcYHaTa
(yHKIHS B TOKOM U MpU HaToBapBaHe (MM XOACHE) MPH MAMEHTH ¢ HOpMaiHa (QYHKIMS Ha KaMepuTe,
JIeKyBaHU C aMJIOJMITNH, KaTo ISJI0 MOKa3BaT JIEKO MOKauBaHe Ha ChpJCUHHS UHIIEKC 0e3 3HAaUUMO
noBnusBane Ha dP/dt, nin Ha TeBOKaMEPHOTO U AMACTONHOTO HaJsraHe Wik o0eM. B mpoyuBaHus 3a
XeMOAMHAMHKa, aMJIOAMIIMH HE CE CBbP3Ba C HETAaTUBEH MHOTPOIEH €EKT, KOraTo ce mpuiara B
TPaHUIUTE HA TePareBTUYHUTE 03U MPU 3/IpaBH XKUBOTHU U X0pa, TOPU KOraTo IpU XOpa ce Mpuiara
€IHOBPEMEHHO ¢ OeTa-010KepH.

[Tpu 3apaBu XOpa ¥ )KUBOTHH aMIIOJTUTIMH HE IPOMEHS CHHOATpUAIHATA HOJAaTHA QYHKIUS 1
ATPUOBCHTPUKYJIAPHOTO MPOBCIKIAHEC. B xnuHnyHN IMpoy4BaHus, B KOUTO aMJIOAUIIVH € IpuJiarad B
KOMOWMHAIMs ¢ OeTa-0IoKepr Ha TAIMEeHTH C XUIIEPTOHUS WM CTEHOKapIus, He ca HaOJf01aBaHu
HEXellaH! e(PeKTH CIIPSIMO TTapaMeTPUTE Ha eNICKTPOKapANOrpamaTa.

AMJ’IOI[I/IHI/IH € IMpOYyYBaH MpH NAIUCHTHU C XpOHUYHA crabmiiHa CTCHOKapaus, Ba3oCrnaCTuiHa CTCHOKap A
u aHFHOFpaq)CKH JAOKYMCHTHPAHO 3a00JIsIBaHE HA KOPOHAPHUTC ChbA0BC.

Knunuuna epuxacnocm u bezonacnocm

Ynompeba npu nayuenmu ¢ xunepmonus

PanmoMu3upaHo JBOWHOCIATIO MTPOyYBaHe 3a 3aboneBaeMoct u cMbpTHOCT ALLHAT
(AHTUXWTIEPTEH3UBHO W JIUITHJIOTIOHMKABAIIIO JIeueHHe 32 MPO(UIAKTHKA Ha ChPJIeueH IIPHUCTHII)
(Antihypertensive and Lipid-Lowering treatment to prevent Heart Attack Trial) e mposenero ¢ men
CpaBHsABaHE Ha HOBUTE TEpalHu: aMioaunuH 2,5-10 mgy/nen (KaauueB aHTarOHNUCT) WK JIN3HHOTIPUIT
10-40 mg/nen (ACE uHxuOuTOp) C THA3UIHUS JUYPETHK XJIOpTANUIoH 12,5-25 mg/aeH kato nedeHue ot
bpBA JIMHUS TP MAIMESHTH C JIEKa JI0 yMEePEeHA XUTIEPTOHHS.

006110 33 357 manueHTH ¢ XUIEPTOHMS Ha Bh3pacT 55 roJWHU U MMOBeYe ca OWIIM PaHIOMHU3UPAHHU U
npocieneHu 3a cpeano 4,9 roqunu. [TanueHTuTe ca MMaiy MoHe eJIUH JOIIBIIHUTEIEH PUCKOB (aKTop 3a
KOpOHapHa 00JIECT Ha CHPLETO, BKIIOUUTETHO NpeALIecTBAI MHOKapAeH HH(ApKT Wi HHCYAT (>6 Mecena
Npeay BKIIOUBAHE B IPOYUYBAHETO) MIIHM JOKA3aHO APYTO aTepPOCKIEPOTHYHO ChPIAEYHO-ChOBO 3200 sIBaHE
(mam 51,5%), 3axapen auabet tui 2 (36,1%), TUIIONPOTENHM ¢ BUCOKA IUTBTHOCT - XoecTepoa <35 mg/dl
i <0,906 mmol/l (11,6%), neBokamepHa xunepTpodusi, TMarHOCTUIIMPaHA Ype3 eIECKTPOKapIrHorpamMma
i exokapauorpadceku (20,9%), Hacrosum nymayn (21,9%).

[TbpBUYHATA KpaiiHa TOUKa € Onia ChCTaBeH MoKa3artel oT (aTtaieH KOPOHAPESH MHIM/ICHT WK He-(aTtajieH
MuoKapeH nHbapkt. He ca Habmo1aBaHy 3HAUUMHE PA3ITHYKS 110 OTHOIIICHHE HAa TbPBUYHATA KpaiiHa
TOYKA MEXJIy TepanusTa ¢ aMIOJUIINH U TepalusITa ¢ XJI0pTaluaoH: koedunuent Ha pruck 0,98 95% CI
(0,90-1,07) p=0,65. IIpu BTOpUYHNTE KPaMHN TOUKH, YECTOTATA HA ChpJeYHA HEAOCTATHYHOCT (KOMIIOHEHT
Ha ChCTaBHATa KOMOMHHPAHA ChPACYHO-CH0BA KpaifHa TOYKA) ¢ Ouila CHTHU(UKAHTHO MO-BUCOKA B
rpymara Ha aMmJIOAMITNH, OTKOJIKOTO B Ipymnata Ha xyopTanunoH (10,2% copsmo 7,7%, RR 1,38, 95% Cl
[1,25-1,52] P <0,001). Berpeku ToBa, He ce HaOIIOAaBaT 3HAYMMH Pa3IndMs 110 OTHOIIEHHE Ha 001ara
CMBPTHOCT MKy I'pyIlaTa Ha Tepanus ¢ aMJIOAUIIMH U Ta3u Ha Tepanus ¢ xjopraauaod RR 0,96 95% Cl
[0,89-1,02] p=0,20.
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Bancapran

Mexanuzvm na oeticmeue

Basicapran e nepopaiiHo akTUBEH, MOIIICH U cienupuyeH anruotensud |l perienrropen 6mokep. Toit
BB3/IEHCTBA CENEKTHBHO BhPXY AT1 perenTopHus MOATHI, KOWTO € OTTOBOPEH 3a MIO3HATUTE Bh3ICHCTBUS
Ha aHTHOTCH3HUH 1.

Knunuuna edhuxacrnocm u bezonacnocm
[IpunoskeHneTo Ha BajicapTaH MPH MANUEHTH C XUIIEPTOHMS BOIM 10 MMOHIKAaBAaHE HAa apTEPHATHOTO
HaysraHe Oe3 MOBJIUSABAHE HA MyJICOBATa YECTOTA.

[Ipu moBeveTo MaIMeHTH, CiIe eMHOKPATeH ePOPANICH IPHEM, HA4aJIOTO Ha aHTHXHUIICPTEH3UBHOTO
JIeicTBUE € B paMKHTE Ha 2 yaca, a MMKa B TIOHIKABAaHETO Ha apTEPUATHOTO HAJIATAaHE Ce IOCTUTA B
pamkuTe Ha 4-6 yaca. AHTUXHIIEPTESH3UBHUAT epeKT NpoabirkaBa Haj 24 daca cien npueMa. [Ipu pegosen
pUeM MaKCUMyMa B PeIyKIHATa Ha apTePHATHOTO HaJSTaHe C BCSIKA /103, KaTo ILUI0, Ce IIOCTUra B
pamkuTe Ha 2-4 ceqMUIIH.

XHUAPOXIJIIOPOTHAZHL

Mexanuzvm na deticmeue

OCHOBHOTO MSCTO Ha JICHCTBHE HA THA3UIHUTE TUYPETHIIM Ca TUCTATHUTE U3BUTU KaHaTdeTa B ObOpeKa.
Jloka3zaHo e, 4e B 0bOpeuHaTa Kopa ChIIECTBYBa PELENTOP C BUCOK aMHUTET, KOWTO MPEACTaBIIsIBA
OCHOBHOTO MsICTO Ha CBBP3BAHC 3a HCﬁCTBHCTO Ha TUA3UJIHUTC JUYPETHULIU U 3a I/IHXI/I6I/IpaHe Ha
Tpancnopra Ha NaCl B qucTalHUTE U3BUTH KaHAIYEeTa. THA3HIHUTE TUYPETHIIN ACUCTBAT Uupe3
uaxubupane Ha Na*Cl” cummoptep, BEposATHO 4pe3 KOHKypHpaHe 3a MSCTOTO 3a cBbp3Bane Ha Cl°, u mo
TO3W HAa4MH MOBJIMSABAT MEXaHU3MHTE Ha EJIEKTPOIUTHA peadCcopOLus: JUPEKTHO TOBUIIABANKH
CKCKpCUuATa Ha HanI/Iﬁ " XJIOp B HpI/I6HI/I3I/ITeHHO €IHaKBa CTCIICH U UHAUPCKTHO YPE3 NTUYPETUIHOTO CU
,Z[eﬁCTBHe, HaMaJIsIBalKH IJIa3MeHus 00eM ¢ ImocCJICABAIO IMOKaYBaHE Ha IJIa3MC€HaTa pCHHUHOBA aKTHUBHOCT,
CEeKpelus Ha aIJJOCTEPOH U 3ary0a Ha KaJHui ¢ ypuHaTa, KakTo 1 HaMaJIiBaHE Ha HUBATa HA CEPyMHHUS
KaJnu.

Hemenanomen pax na xosicama

BB3 ocHOBa Ha HUIMYHUTE JAHHU OT €MUIEMHOJIOTHYHH NIPOYYBaHMSA € HaOJI0aBaHa 3aBUCHUMa OT
KyMyJIaTUBHATa 7032 Bpb3Ka Mexay xunpoxioporuazug u HMPK. Enno npoydBane BKITIOYBa MOMyIamys,
cberosiia ce oT 71 533 cimyuan Ha BKK n 8 629 cnyyan na CKK, n nonymnanus ot ceotBetHo 1 430 833 u
172 462 monxonsmu KoHTpoiu. Bucokara ymorpeba Ha xuapoxiopoTrasua (Kymymnatusao >50 000 mg) e
CBBp3aHa ¢ KOpUrupaHo otHorrenue Ha mancosere (OR) 1,29 (95% JOM: 1,23-1,35) 3a BKK u 3,98 (95%
JU: 3,68-4,31) 3a CKK. HabmrogaBaHna e sicHa Bpb3Ka KyMyJIaTUBHA 7103a-0TroBop KakTo 3a BKK, taka u 3a
CKK. Ipyro npoyuBaHe 1moka3Ba Bb3MOKHa Bpb3Ka Mexy paka Ha yctHUTe (CKK) u excriosunusta Ha
XUAPOXJIOPOTHA3HU: 33 633 cilyyau Ha pak Ha YCTHUTE € Hoa0paHa rnomyJiamnus ot 63 067 moaxoasiu
KOHTPOJIH, KaTo ce M3II0JI3Ba CTpaTerys 3a B3eMaHe Ha poOu, onpejiesieHa ot pucka. JleMoHcTpupaHa e
BpB3Ka KyMyJIaTHBHa 7032-0TroBop ¢ kopurupan OR 2,1 (95% JAU: 1,7-2,6), napacrsani no OR 3,9 (3,0-
4,9) 3a Bucoka ynorpeba (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-BHCOKaTa KyMyJIATHBHA 7032

(~100 000 mg) (Bx. chImo Touka 4.4).

He)_H/IaTDI/I‘IHa nonyJianuvsa

EBpomneiickaTa areHIys 1o JeKapcTBaTa 0CBOOOXK/1aBa OT 3aIbJDKEHHETO 33 PEIOCTaBSIHE Ha PE3yJITaTHTE
ot npoyuBanusra ¢ Exforge HCT BbB BcHuku moarpynu Ha rneauaTpruyHaTa NOMYyJIAIHS IPH €CEHIMAIHA
XHIepTOHHs (BXK. Touka 4.2 32 HH(OPMAIlKsI OTHOCHO yIoTpeda B MeIuaTpusiTa).

Jlpyru: 1BOMHO OJIOKMpAHE HA pEHWH aHTHOTEH3HH ~anpocrepoHoBara cucteMa (PAAC)

JIBe rojeMu pangoMusupanu koaTpoaupanu npoyusanust — ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial - Texy1o rimo6aixHo H3MHUTBaHE 3a KpAHU TOUYKH
Ha TeJIMHUCApTaH, CaMOCTOATENHO U B KomOuHauus ¢ pamunpui) u VA NEPHRON-D (Knunuuno
IpOyYBaHE CBBP3aHO C PAa3BUTHE Ha HEepOMATUs IIpU JUa0eT, MPOBEACHO OT MMHHCTEPCTBO O
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BBIIPOCHUTE Ha BeTepaHUTE) — MPOyUBaT ynorpedara Ha komOuHarusata or ACE uaxubutop u APb.

ONTARGET e mpoyuBane, npoBeIcHO NMPHU MAIUEHTH C aHAMHE3a 32 ChPJICYHO-CHI0BA WU
MO3BbYHOCHI0BA 0OJIECT, MK 3aXapeH nquadeT THIl 2, PUIPYKECHU C TaHHH 32 YBPESKIaHe Ha ePeKTOPHH
opraan. VA NEPHRON-D e npoy4Bane npu ManieHTH ChC 3aXxapeH nuadeT Tum 2 u auadeTHa
HedpomnaTus.

Te3n mpoy4uBaHus HE IOKa3BaT 3HAUYNM OnaronpusTeH ehekT BrpXy ObOpedHuTe U/HITH ChPICTHO-
CHJIOBHTE MOCIEIUIM U CMBPTHOCT, KaTO CHIIIEBPEMEHHO ca HAOII0JaBaHU TIOBHUIIIEH PUCK OT
XUNEPKATUEMHS, OCTPO YBPEXKIaHE Ha ObOPELUTE W/UITH XUTIOTOHUS B CPaBHEHUE ¢ MOHOTepamnusaTa. Karo
Ce UMaT NMPEBUI CXOIHUTE UM (PapMaKOJMHAMUYHU CBOWCTBA, TE3H PE3YJITATH Ca MPUIIOKUMU U 32 IPYTH
ACE naxubutopu u APb.

ACE unxubutopu u APb cienoBarenno He TpsOBa Ja ce U3IM0J3BaT €AHOBPEMEHHO MPH MAIUSHTH C
nuabetHa HeponaTus (BXK. Touka 4.4).

ALTITUDE (KnuauuHO poy4BaHe MPOBEACHO ¢ aTMCKUPEH MPY MAalMeHTH ChC 3axapeH quadeT THII 2 ¢
W3IIOJI3BaHE HA CHPICYHO-CHIOBH H OBOpedYHH 3a00IIIBaHUS KATO KPailHU TOYKH) € TIPOydIBaHe,
NpeIHa3HAYeHO A2 U3CJIEABa MojI3aTa OT 100aBsSHETO Ha aJMCKUPEH KbM cTaHgapTHa Tepanus ¢ ACE
naxubuTop win APB npu nanmeHTH che 3aXapeH AuadeT TUN 2 U XpOHUYHO OBOpedHo 3a00sBaHe,
CBPJICUHO-CHI0BO 3a00JIsIBaHE WM U ABeTe. [IpoyuBaHeTo € MpeKkpaTeHo MpeKaeBPEMEHHO Opaan
MOBHUIIIEH PUCK OT HEOIAronpuaATHH nociaenuiy. Kakto cepaedHo-cbaoBaTa CMBPT, TaKa U HHCYITHT ca
H0-YECTH B IpyInaTa Ha aIUCKUPEH, OTKOJKOTO B IpyIaTa Ha I1ane0o, a IpecTaBIsBallUTe HHTEPEC
HEXKEJNaHU CHOUTHS U CEPHO3HH HEXKENaHU ChOUTHSI (XUTICpKAIUEMHsI, XUTIOTOHUS 1 ObOpeuHa
IuchYHKIHS) ce ChoOIIaBaT Mo-4ecTo B rpynaTa Ha alluCKAPEH, OTKOJIKOTO B rpymnara Ha mamneoo.

5.2 dapmakoKMHeTHYHH CBOWCTBA
JlunenHoCT
AMIIOIMTIVH, BaJICApTaH U XUIPOXIOPOTHA3H]] UMAT JIMHEHHA (hapMaKOKHHETHKA.

Amnounun/BasicapTal/XuIpOXJIOPOTHAH

Cunien nepopanuo npunoxenue va Exforge HCT mpu 31paBu Bb3pacTHU MUKOBH IUIA3MEHH KOHIIEHTPAIIHH
Ha aMJIOJIMITUH, BAJICAPTAH U XUIPOXIOPOTHA3H]] CE IOCTUTAT ChOTBETHO 3a 6-8 yaca, 3 yaca u 2 yaca.
CKkopocTTa ¥ CTereHTa Ha abcopOnmsaTa Ha aMIIOIUIINH, BaJicCapTaH M Xuapoxioporuasua mpu Exforge
HCT ca chiuTe, KakTO MPHU MPUIIAraHETO UM CaMOCTOSITEITHO.

AmMnogunua

Abcopoyus
Crien mepopaliHO MPHUIOKEHHE HA TepaNeBTHYHA 1032 aMJIOIMITHH, TIMKOBA IDTa3MeHa KOHIIEHTPALIUS Ce

noctura 3a 6-12 gaca. AGconroTHara OHOHATMYHOCT € Mex Iy 64% n 80%. broHanM4HOCTTa HAa AMITOTUTTNH
HE ce MOBJIMSBA OT PHEMa Ha XpaHa.

Pasnpedenenue
O06embT Ha pasnpezesnenue ¢ npudamusuteano 21 1/kg. In vitro npoyuBanus ¢ aMJIOIUIKH [TOKA3BaT, 4

npubIu3UTENHO 97,5% OT HUPKYIUPAILOTO JIEKAPCTBO CE CBHP3Ba C IUIA3MEHHUTE IPOTEHHH.

Buompancgopmayusa
AwmnouniH ce Metaboau3upa ocHOBHO (npudm3suteaHo 90%) B 4yepHUs Apo0 10 HEAKTUBHA METaOOHTH.

Enumunupane
EnmmuHMpaneTo Ha aMIIOAWIIMH OT TU1a3MaTa € 0ruda3Ho ¢ TEpMUHAICH TTOJTY>KHMBOT HA SITMMHUHUPAHE

npubmm3utenHo 30 1o 50 yaca. CranmoHapHY TIIA3MEHU HUBA CE IOCTUTAT CIIE PO IbDKUTEIICH IIPHEM 3a
7-8 mau. 10% oT opUrHHATHUS aMIIOUITHH ¥ 60% OT HEroBUTE META0OHMTH Ce EKCKPETHPAT C YpUHATA.
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Bancapran

Abcopoyus
Cren mepopaaHo MPIIOKEHNE HA BallCapTaH IIMKOBUTE MIa3MEHHN KOHIIETPAIlHK Ce JOCTHUraT 3a 2-4 Jaca.

Cpemunara abcosroTHa GnonanuauocT € 23%. XpanaTta HamajsBa ekcrosuiuara (onpeaeiena upes AUC)
Ha BajicapTaH ¢ okoi0 40% u nukoBara mazMena kKoHueHTpanus (Cmax) ¢ okoso 50%, BbIpeKH ToBa
oKoJ10 8 Yaca cieJ] mpreMa IIa3MeHUTe KOHIICHTPAIMK Ha BAJICAPTaH ca MOO0HH B TPYITUTE IPUEMAITH
JIEKapCTBOTO CIIe/T HaXpaHBaHe M Ha rnajaHo. Tasu penykmus Ha AUC, obade He ce ChITBTCTBA OT
KIMHAYHO 3HAYMMAa PeAYKIHS Ha TepareBTHYHMS €EeKT U MO Ta3u MPUYUHA BalcapTaH MOXKe Ja ce
npreMa Ha TJIaJHO WM CJIeJ HaXpaHBaHe.

Pasnpedenenue
CraroHapHHAT 00eM Ha pasnpe/Ie/icHIe Ha BajicapTaH cjiel MHTPABEHO3HO MPUI0KEHHUE €

okouto 17 nutpa, KOeTo MoKa3Ba, ue BajJIcapTaH He ce pasmpesielis IIMPOKOo B ThKaHuTe. Bancapran ce
CBBP3Ba BbB BUCOKA CTEIEH ChC cepyMHUTE poTeunu (94-97%), 0CHOBHO ChC cepyMHUS a0yMuUH.

buompancpopmayusa

Bancapran He ce MeTaboaM3upa BbB BUCOKA CTEINEH, Thil KaTo camo 0koiio 20% 0T Jo3aTta ce yCTaHOBsIBa
noj popmaTa Ha MeTabonuTH. B mrasMaTa € yCTaHOBEH XUAPOKCH META0OJIUT B HUCKH KOHIICHTpAIHH (T10-
Mmasko ot 10% ot AUC Ha Basicaptan). To3u MeTab0oIHT € apMakoJIOTHYHO HEAKTHBEH.

Enumunupane

Barncapran nokasBa MylITHEKCIIOHSHIIMAIHA KHHETHKA Ha pa3nan (1Y2 o <1 gac u t% P okono 9 gaca).
Bancapran ce enuMuHupa ocHOBHO ¢ derieca (okoio 83% ot go3ara) u ypunata (okono 13% ot go3ara)
OCHOBHO KaTO HEMPOMEHEHO chenuHenne. Clell IHTPaBEHO3HO MPUIIOKEHHUE TUIa3MeHHs KIMPHHC Ha
BasicaptaH e npubiusurento 2 I/h, a 6s6peunus knmupbHe € 0,62 1/h (oko10 30% OT 00IIHs KITHPBHC).
[MonyXMBOTHT Ha BaJicapTaH ¢ 6 Jaca.

XUIPOXJIOPOTHUASH]

Abcopoyus
Abcop0rmsTa Ha XUAPOXIOPOTHAZH]] CIIE TIepopasieH prueM ¢ 0bp3a (tmax 0K0JI0 2 yaca). YBeIn4aBaHETO

Ha cpeaHaTa AUC e muHeiHO 1 € IPpONMOpPHHUOHATIHO Ha 103aTa B TCPAIICBTUYHUA AUAIIA30H.

EdexTsT Ha XpaHaTa BbpXY a0COPOIHATA Ha XUAPOXIOPOTHAZH, AKO MMa TaKbB, UMa MaJKa KIMHHYHA
3HaYMMOCT. AGCOMIOTHATa OMOHATIMYHOCT Ha XUIPOXJIOPOTHA3K] CIIe]] IepopaiHo npuioxenue e 70%.

Pasnpedenenue
IpuBnaHuAT 06eM Ha pasnpenencHue ¢ 4-8 I/kg. Lupkyaupanusat XuapoxIopoTHa3UI € CBbP3aH ChC

cepymuuTte nporennu (40-70%), npeAUMHO ChC CEpyMHHUS alOyMHUH. XUAPOXJIOPOTHA3HU]L CHLIO TaKa
KyMYJIHpa B €pUTPOLIUTHTE MPUOIN3UTENHO 3 TBTH MOBEYE, OTKOJIKOTO B IJIa3Mara.

buompancpopmayusa
XUIpOXIOPOTHA3UA CE€ ETUMUHUPA IPEAUMHO KaTO HEIPOMEHEHO BEUIECTBO.

Enumunupane
XuapoxjaopoTHasuj ce eIMMUHUPA OT Mla3MaTa ¢ BpeMe Ha MOJYKMBOT CpeHo 6 1o 15 yaca B kpaiiHaTa

(1)&321 Ha CJIMMUHUPAHE. Hsama IIpoOMAHA B KWHETHUKATA Ha XUAPOXJIOPOTHUA3U ITPU MHOTOKPATHO
Mpujiarale, a KyMyJUpaHETO € MUHUMATHO TIpU IPWIOKeHHe BeAHbx qHeBHO. Hax 95% ot
abcopOupaHara J103a ce eKCKpeTHUpa KaTo HEMPOMEHEHO BEIIECTBO B ypuHaTa. bhOpEUHHUAT KITUPBHHC ce
CBhCTOM OT IMacHBHA (UIITPALIMSI U aKTHBHA CEKPEIUs B ObOpeuHUTE TyOYIIH.

CHGLII/IEIJ'IHI/I nomnyjganunu

Heouampuunu nayuenmu (na ev3zpacm noo 18 2oounu)
Hsama ¢hapMakOKHMHETUYHY JaHHU NIPU TIeAUATPUYHATA TIOITYJIAITHSI.
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THayuenmu 6 cmapuecka ev3pacm (ha eb3pacm 65 200unu u noseue)

BpemeTo 3a gocTurane Ha MUKOBA IJIa3MEHA KOHIICHTPAIUS Ha aMJIOAMITHH € CXOTHO MTPH MJIaJIy TTAIlUeHTH
Y TIpY TIAIIMCHTH B CTapuecka Bh3pacT. MiMa TeHIeHIUS MPpU MalMEHTUTE B CTapyecka Bb3pacT KIMPBHCA Ha
aMJTOJTUTIVH J1a HaMaJIsiBa, KOETO BOJIH JI0 TIOKa4YBaHe Ha rutonira noja kpusara (AUC) 1 nonyxnBoTta Ha
enmnmunnpane. Cpennata cucremaa AUC 3a Baicapral e 1o Bicoka che 70% TpH MaInpeHTH B cTapyecka
BB3pacT B CPABHCHUE C MMO-MJIA/IM MAIUCHTH, TIOPA/IU Ta3H MIPUYNHA € He0OXOAMMO BHUMAHUE TIPU
MOBHUIIIaBaHE HA J103aTa.

CucreMHara CKCIIO3UIIMA Ha BaJICApTaH € JICKO IMMOBUIICHA IMPU MAUCHTUTC B CTAPUYCCKa Bb3PpacCT B
CpaBHCHUC C MJIAAWUTC MAIUCHTU, HO TOBA HAMA HAKAKBO KIIMHUYHO 3HAYCHUC.

Ol"paHI/I‘IeHI/I JaHHU Ipearnojgarar, 4€ CMCTEMHUAT KIIMPBHC HA XUAPOXJIOPOTHUA3KUA € HaMaJICH IIPpU
ManreHTH B CTapUYCCKa Bb3PacCT, 3ApaBy UJIN C XUIICPTOHHA, B CPAaBHCHUC C MJIaZIA 3ApaBu IlO6pOBOJIHI/I.

Tl KaTO TPHUTE BELIECTBA CE OHACST €IHAKBO JOOPE KaKTO OT MO-MJIAJUTE MALUEHTH, TaKa U OT
NAlMCHTHUTE B CTapUYeCcKa Bb3paCT Ce MPEnopbhuBa HOPMaJIHA CXeMa Ha Tpuiarane (Bx. Touka 4.2).

bvbpeuno yspexcoane

®dapMakOKMHETHKATa Ha aMJIOJIUITMH HE Ce TIOBIUSABA 3HAYMMO NP HapyIlIeHHe Ha ObOpeuHaTa QPyHKIIUS.
KakTo ce ouakBa 3a BEIIECTBO, UNHTO ObOpEUCH KIMPBHC € caMo 0K0JIo 30% OT O0IIus TIa3MEH KIUPBHC,
He ce Ha0IIroJaBa Kopenanus Mexxy Ob0peuHaTa (yHKINS U CHCTEMHATa eKCIO3HINS KbM BaJICaAPTaH.

[Mopaau Ta3u NpUYKMHA MAIMEHTHTE C JIEKO JI0 yMEPEHO ObOPEUHO YBPEKIaHE MOTaT Jia MpUeMaT
obunuaiiHaTa HadajaHa 1o3a (Bxk. Touka 4.2 u 4.4).

[Tpu Hanruue Ha OBOPEYHO YBpEXkKIaHE CPEAHUTE MMKOBH Tu1azMeHn HUBa 1 AUC Ha XUIPOXIOpPOTHAZH]]
ca MOBUILICHH, & CKOPOCTTA HA €KCKPELVsl B ypHUHATa € HamajieHa. [Ipy manueHTH ¢ JeKo 10 yMEPEHO
0B0peuHo yBpexaaHe ce HabmoqaBa TpukparHo nosuiienrne Ha AUC Ha xuapoxioporuasu. [pu
HAIMCHTHUTE C TEKKO ObOPEUHO yBpekaaHe ce HaOmoaaBa 8-kparHo nouiienre Ha AUC. Exforge HCT e
NPOTUBOIIOKA3aH IPH MAIMEHTH C T&KKO ObOPEYHO yBpEkKIaHe, aHypHs HJIM Ha 1uaiu3a (BK. Touka 4.3).

YeproopobHo vepesrcoane

Hanu4Hu ca MHOTO OTpaHUYEHH JaHHU 32 MPHIOKEHUETO HA aMJIOAMITUH MTPH MAllMeHTH ¢ YePHOAPOOHO
yBpexaane. [lanuenTuTe ¢ 4epHOPOOHO YBpEXKIaHE NMAT HaMaJleH KIMPHHC Ha aMIIOIHIIHH C
nocnensamo nokaysane Ha AUC ¢ npubnusurenno 40-60%. [Ipu manuenTy ¢ 1eKo 10 yMEPEHO XPOHUYHO
YepHOAPOOHO 3a00JIsIBaHE SKCIIO3UIIMATA KbM BajicapTaH (onpexaeiieHa upes croinocture Ha AUC) e nBa
IIBTHU TI0-BUCOKA OT YCTaHOBEHATA MPHU 3IpaBU JOOPOBOJIIH (TPYIIUPaHH IO BB3PACT, O U Terio). [lopagn
BasicapTaHoBata komrnonenra Exforge HCT e npoTuBomokasaH rnpu manueHTuTe ¢ 4epHOIPOOHO
yBpexaane (Bx. Touku 4.2 u 4.3).

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

Amnogunmn/ BaﬂcaDTaH/ XHUAPOXJTIOPOTHAZH T

B peanna npenkiIMHUYHM TPOYYBAaHUS 3a 0€30MAaCHOCT ¢ AMJIOJIUIINH, BaJICApTaH, XUIPOXIOPOTHAZUI,
BaJICAPTaH/XUPOXIOPOTHA3H]I, AMIIOJUITHH/BaJICApTaH U aMJIOUITNH/BAJICAPTaH/XUIPOXIOPOTHAZHU
(Exforge HCT), npoBeieH# npu pa3inyHK )KHBOTHHCKH BUJIOBE, JIMIICBAT JI0KA3aTEJICTBA 32 CHCTEMHA HITH
OpraHHa TOKCUYHOCT, KOUTO J]a OKa)KaT HEraTHBHO BIIMSIHUE BbPXY KIMHUYHATa yrnorpeda Ha Exforge HCT
pH Xopa.

[IpenknuHUYHU POyYBaHMs 32 0€30MAaCHOCT € MPOIBIDKUTETHOCT A0 13 ceAMUIIM ca MpOBEACHH C
aMJIOIMIIHH/BaJICapTaH/XUAPOXJIOPOTHA3H] TIPH TUTbX0Be. KoMOMHALIMATA BOIU IO OYaKBaHO TTIOHIKEHHE
Ha MOKa3aTeJIUTe Ha YepBeHaTa KpbBHA peauiia (EpUTPOLUTH, XeMOTJIOOMH, XeMaTOKPUT U PETHUKYJIOUTH),
MOBHIIIABAaHE HA CEpyMHATa ypesi, TOBUIIIaBaHE Ha CEPYMHUS KPEaTHHIH, MOBHUIIABaHE HA CEPyMHHUS
KaJMi, JOKCTarjJoMepyJiapHa Xuneprasus B 0b0pexa 1 (POKaTHU €pO3UH B JKIIE3UCTHUS CTOMaX MpU
TUThXOBE. BCHYKM Te3u MpoMeHH ca 00paTuMu clie 4-ceIMIUYeH BH3CTAHOBUTENIEH TIEPHOT M CE CMSTa, Ue
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ca BCJICICTBHE arpaBupaHe Ha (HapMaKOJIOTHIHUTE e(PEeKTH.

KomOuHanusTa aMmIoiunuH/BajiCapTaH/XUIPOXJIOPOTHA3H]] HE € U3CIIE/IBaHa 32 TEHOTOKCUYHOCT U
KaHIIEPOT€HHOCT, Thii KaTO JIMIICBAT JI0KA3aTEJICTBA 34 HAKAKBO B3aUMOJICHCTBUE MEKY OTACITHUTE
BEIIECTBA, KOMUTO ca OT/IaBHA Ha Mazapa. AMJIOIUIINH, BAJICAPTAH M XUAPOXJIIOPOTHAZHL Ca U3CIICABAaHI
MOOT/IEITHO 32 TEHOTOKCUYHOCT M KaHIIEPOT€HHOCT C HETATHUBHH PE3yJITATH.

AMnogunmH

Penpodyxmuena moxcuunocm

PenpoaykTHBHY NpOyYBaHUS MPH IUTBXOBE U MUILIKHM MTOKA3BaT 3aKbCHSABAHE Ha JlaTaTa Ha paXkIaHe,
yIBJDKEHA TPOABIDKUTETHOCT Ha PKAAHETO U HAMaJIeHa KU3HECIIOCOOHOCT Ha MAJIKUTE TIPH 103U
npuOIM3NTeIHO 50 MBTH MO-BHCOKH OT MAaKCHMAITHUTE MIPEHOPBUUTEIHY JJO3U MIPU XOPa, H3YUCICHH Ha
6a3za mg/kg.

Hapywenus 6v6 pepmunumema

Hsma edexT Bbpxy GepTHUIUTETa Ha TIBX0BE, TPETUPAHH C aMIIOAUINH (MBXKH — 64 THU U )KEHCKU —

14 nuu npean gudrocsane) B go3u 10 10 mg/kg/nen (8 mbT* MakCUMaTHATa MPEMOPHUYUTETHA 1032 3
xopa ot 10 mg, nzuncnena Ha 6aza mg/m?). B 1pyro npoyuBaHe 1Py IIBXOBE, IPH KOETO MBKKH TLTHXOBE
ca TpeTHpaHH C aMJIOUIUHOB Oe3mnat 30 1HH, ¢ 103a CpaBHUMA C 03aTa IIPH X0pa, U3UUCIIeHa Ha 0a3a
mg/Kg, ca ycTaHOBEHH MOHIKCHH IIa3MEHU HUBA Ha (DOJIMKYJIOCTUMYIIMPAIIL XOPMOH U TECTOCTEPOH,
KaKTO M OHIKaBaHe Ha IUTBTHOCTTA Ha CIIepMaTa M Oposi Ha 3peiu CIIEPMATHIN U CEPTOINEBH KICTKH.

Kanyepocenesa, mymacenesa

Hsama nanHM 3a KaHIIEPOTEHHOCT NP TUTHXOBE M MHIIIKH, TPETHPAHU JBE TOAWHU C aMJIOJUIIH B XpaHaTa
B KOHIIEHTPAIIMH, H3YKCIICHH Ja OCUTYPAT JTHEBHHU 1030BU HuBa ot 0,5, 1,25 u 2,5 mg/kg/nen. Haii-
BHCOKaTa /103a (IIpU MUIIIKH - OJIU3Ka 0, a MPH ILTBXOBE — JIBa MBTH* MO-BUCOKA OT MAKCUMAJTHATa
NPENOPBHYNTENHA KIMHUYHA 1032 0T 10 Mg, nzunciena 3a mg/m?) e 6una 61am3Ka 10 MAKCUMAITHO
JTOITYCTHIMATAa JI03a 32 MUIIIKH, HO HE ¥ 32 ILTHXOBE.

[MpoyuBaHus 32 MyTareHHOCT HE TIOKA3BaT JIEKAPCTBEHO-00yCcIOBEHH e()eKTH HUTO Ha TEHHO, HUTO Ha
XPOMO30MHO HUBO.

* p34rcseHa 3a marentH ¢ termo 50 kg

Bancaprau

Hexknuanyaaute JaHHU HC IIOKa3BaT ocobOeH PHUCK 3a XOpa Ha Gazara Ha KOHBCHIIMOHAJITHUTC
(bapMaKOJ'IOFI/I‘lHI/I MpoOy4BaHUA 3a 6C3OHaCHOCT, Mpoy4BaHUAd 3@ TOKCUYHOCT IIPYU MHOT'OKPATHO IIpHUJIaraHe,
TCHOTOKCUYHOCT, KaHICPOI€CHCH NNOTCHIUAT, PEITPOAYKTUBHA TOKCUYHOCT U TOKCUYHOCT 3a Pa3BUTHUCTO.

[Ipu urbxoBe TokcH4HU 103M 3a Maiikara (600 mg/kg/neH) nmo BpeMe Ha MOCIIEAHUTE AHU OT OpeMEHHOCTTa
Y TIepHOo/ia Ha JIAKTALMs ca JOBEJH J0 IT0-HUCKA CTEeNEeH Ha NPEeKUBIEMOCT, 0-cllabo HajaBaHe Ha TErJo
1 320aBeHO pa3BUTHE (OTHIENSIHE HA YIITHATA MUJIa ¥ OTBapsIHE HA CIIyXOBHS KaHAJ) Ha MIOKOJICHUETO (BXK.
Touka 4.6). Te3u no3u npu mwrexose (600 mg/kg/neH) npeacrasisaBaT NprOIU3UTENHO 18 MbTH
MaKCHMaJIHaTa NPENOPhYMTEIHA J103a IPH XOpa Ha 6azata Ha MQ/M? (M3YMCIIEHUSATA CE OTHACAT 3a
mepopaiHa go03a 320 mg/nen u manuenT ¢ terao 60 Kg).

[Ipu npeaAKIMHIYHYE IPOYYBaHUs 3a 0e30MacCHOCT BUCOKH 103H BajcapTtad (200 xo 600 mg/kg TenecHo
TETJI0) MPEIM3BUKBAT IIPH TUIHXOBE HAMaJsIBAHE HA TApaMETPUTE Ha YePBEHUTE KPHBHU KIIETKH
(epuTpOIUTH, XEMOTJIIO0MH, XeMaTOKPHUT) U IPUIHHSBAT IIPOMEHHU B ObOpedHaTa XeMOJuHAMUKA (JIEKO
MIOBHUIIIABaHE Ha ypesTa B KPbBTa, ObOpeyHa TyOyJIHA XUIepIUia3us U 0a30QuIus mpu MBKKUTE). Te3n
no3u mpu mwrbxoBe (200 mo 600 mg/kg/nen) npencrasisiBat MpuOIU3UTETHO 6 U 18 THTH MaKcUMalTHATa
TIPENOPBYMTENHA 1032 IIPU X0pa Ha 6asara Ha MQY/M? (M3YMCIEHUSTA Ce OTHACAT 3a MEPOPATHA 71034
320 mg/nen u mamment ¢ termo 60 Kg).
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IIpu MapMO3eTKH B CpaBHUMH J03H MPOMEHUTE Ca IMOJ00HHU, HO MTO-TEKKH, 0C00CHO B ObOpenuTe, KbIETO
MPOMEHHUTE Ce Pa3BUBAT J0 HehponaTus, BKIFOYBAIIA MOBUIICHUE HA ypesTa U KPeaTHHUHA B KPHBTA.

HabmionaBa ce cpuio xuneprpodus Ha GbOPEUHUTE IOKCTATJIOMEPYIIHU KJIETKU U TIpH BaTa Buaa. Cunra
ce, 4e BCHYKH IIPOMEHH C€ IbJDKAT Ha (apMaKoJIOrMYHOTO JEHCTBHE Ha BaJICapTaH, KOETO BOJH 10
HPOABIDKUTENIHA XUIIOTOHUS 0COOEHO Ipu MapMo3eTute. M3rnexa, ye TepaneBTHYHaTa 103a Ha
BaJicapTaH MPH X0pa He € CBbp3aHa ¢ XUIIEPTPOoust Ha ObOPEUHNUTE FOKCTArJIOMEPYITHH KICTKH.

6. DAPMALEBTUYHU JAHHU

6.1 CnuchbK Ha IOMOIIHMTE BELIECTBA

Exforge HCT 5 mg/160 mg/12,5 mg dunMmupanu tabieTku

Hopo na mabaemkama

[enyno3a, MUKpOKpHUCTaIHA
KpocnioBuzgon (tum A)

CunuiueB TUOKCH]T, KOJIOUIEH O0€3BOICH
Maruesues creapar

Hoxpumue
Xunpomernosa, 3amectsani tun 2910 (3 mPa.s)

Turanos auokcun (E171)
Makporon 4000
Tank

Exforge HCT 10 mg/160 mg/12,5 mg ¢uiMmupanu TabieTku

Hopo na mabremxkama

[enyno3a, MUKpOKpHUCTaIHA
KpocnioBuzon (tum A)

CunuieB TUOKCHT, KOJIOUIEH 0e3B0JIeH
Maruesues creapar

Hoxpumue
Xwunpomerosa, 3amectsan tun 2910 (3 mPa.s)

Maxkporon 4000

Tanx

Turano auokcua (E171)
XKeneszen oxcun, kbt (E172)
XKenesen oxcun, yepseH (E172)

Exforge HCT 5 mg/160 mg/25 mg dbwimupanu TaOIeTKH

Hopo na mabremkama

Ilenyno3a, MUKpOKpHUCTaHa
KpocnoBugon (tum A)

CunuimeB TUOKCH/I, KOJIOUCH O0€3BOICH
MarunesueB cteapat

lokpumue
Xwurnpomenosa, 3amectant T 2910 (3 mPa.s)

Makporoa 4000

Tank

Turanos auokcuy (E171)
Kenesen oxcu, kbt (E172)
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Exforge HCT 10 mg/160 mg/25 mg dbuimupanu TaOIeTKH

Aopo na mabremxkama

Ilenmynoza, MUKpOKpHUCTAIIHA
Kpocmosumon (tum A)

CHTUIMEB TUOKCH]T, KOJIOUJCH O0€3BOICH
MarunesueB cTeapat

Loxkpumue
Xunpomernosa, 3amectsani tun 2910 (3 mPa.s)

Makporoa 4000
Tank
XKeneszen oxcup, xbat (E172)

Exforge HCT 10 mqg/320 mg/25 mg dbunmupanu TabiaeTKH

Hopo na mabaemkama

Henyno3a, MUKpOKpPHUCTAIIHA
KpocnoBuzon (tun A)

Cuunues TUOKCHU, KOIOUAEH Oe3BOIEH
Marne3sueB creapaT

Loxkpumue
Xwumnpomerosa, 3amectsant tan 2910 (3 mPa.s)

Makporon 4000

Tank

XKeneszen oxcup, xbat (E172)

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 TOIUHU

6.4 ChnenuaJHu ycJI0BUS HA ChbXpaHeHHe

[a He ce cvxpanssa Haj 30°C.

Ja ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKa, 32 J]a C€ Mpe/a3u OT Biara.

6.5 Bwuau chbabp:kaHHe HA OMAKOBKATA

PVC/PVDC 6aucrepu. Equn 6mucrep cpabspxa 7, 10 win 14 punmupanu taGieTkH.
Bunose onakosku: 14, 28, 30, 56, 90, 98 nau 280 punmupanu TabaeTKH.

CncraBHa onakoBka ot 280 tabneTku, BkimouBaiia 20 OmakoBKH, BCsKa ChAbpiKaliia 1mo 14 tabjaeTku.
PVC/PVDC nepdopupanu e1H01030BH OIUCTEpH 3a OOTHHUYHA yIIOTpeoda:

Bunogse onakoskute: 56, 98 miu 280 puiamupanu TabaeTKA

CncraBHa onakoBka ot 280 TabneTku, BKIOUBaIa 4 OMaKOBKH, BCSIKa ChIbpxaina o 70 TabneTku.

He Bcuuku BHIOBE OMAaKOBKY MOTaT J1a Ob/IaT IMyCHATH Ha Iazapa.
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6.6 ChnenuaJHu mpeana3Hu MEPKH NP U3XBBPJIsiHE U padoTa

Hsama CricuyaJiIHi U3UCKBAaHU .

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Exforge HCT 5 mg/160 mg/12,5 mg duiMmupanu tabueTku

EU/1/09/569/001-012

Exforge HCT 10 mg/160 mg/12,5 mg ¢uaMmupanu TabieTku

EU/1/09/569/013-024

Exforge HCT 5 mg/160 mqg/25 mg dbunmupanu TaOIeTKH

EU/1/09/569/025-036

Exforge HCT 10 mg/160 mg/25 mg dbuimupanu TaOJaeTKH

EU/1/09/569/037-048

Exforge HCT 10 mg/320 mg/25 mg dbuimupanu TabJaeTKH

EU/1/09/569/049-060

9. JATA HA IT'bPBO PAZPEINABAHE/IIOJJTHOBABAHE HA PASPELIEHUETO 3A
YIIOTPEBA

Jara Ha mepBo paszpemasane: 16 okromspu 2009 .
Jata Ha nociaenano nogHoBsBane: 30 roru 2014 1.

10. [ATA HA AKTYAJIMBUPAHE HA TEKCTA

ITompo6Ha wH(OpMaIKs 3a TO3H JEKapCTBEH TPOIYKT € MpeIoCTaBeHa Ha yebcaiiTa Ha
EBporneiickaTa areHius no Jiekapcreara http://www.ema.europa.eu
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INPUJIOXKEHHUE |1

MHNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIABAHE
HA ITAPTU N

YCJIOBUA NN OT'PAHUYEHNS 3A TIOCTABKA U YIIOTPEBA

APYI'N YCJIIOBUA N UBNCKBAHUA HA PASPEHHIEHUETO 3A
YIHOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A.  NIPOU3BOIUTEJIH, OTTOBOPHHU 3A OCBOBOXKJIABAHE HA ITAPTH/U

HMe u aipec Ha IPOU3BOAUTEINTE, OTTOBOPHU 34 OCBO60)KI[aBaHe Ha NIapTUuauTe

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
Hranus

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ucnanus

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nurnberg

I'epmanus

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nurnberg

I'epmanus

IlewaTnara nucTOBKA Ha JICKApCTBCHUSA TPOAYKT Tp516Ba Ja CbAbpiKa UMCTO U aIp€Ca Ha MPOU3BOAUTEIIA,
OTTOBOPCH 34 OCB060)KILaBaHeTO Ha CbOTBCTHATA NapTHUA.

b. YCJIOBUS WJIHN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT MMPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAIINCAHUC.

B. JAPYI'M YCJIOBUSA N U3BNCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oesonacuoct (ITAIB)
WznckBanusra 3a nonaBane Ha [IAJIb 3a To3u JlekapcTBeH MPOAYKT ca TIOCOYEHH B CITUCHKA C
pedepentauTe natu Ha EBpomeiickus cpro3 (EURD crucwk), npensuaes B wi. 1078, an. 7 oT

Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3aIMH, TTyOJIHUKYBaHH Ha €BPOTICHCKHS
yeOropTai 3a JeKapcTBa.

I'.  YCJI0BUA UJIN OTPAHUYEHUS 3A BE3OITACHA U E@EKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUSA TPOAYKT

Henpunoxumo
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢punMupasu tabaeTkn
aAMJIOIMITHH/ BaJIcapTaH/X UIPOXJIOPOTHA3HT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka cpabpKa 5 Mg aMiIo Uyl (KaTo aMiIoJumuHoB 0e3unar), 160 mg Bancaptan
u 12,5 mg xuapoxmnopoTuaszu.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 punmupanu TabneTku

28 punmupaHu TabIETKH

30 ¢unmupanu TabIETKH

56 dhunmupanu TabICTKH

90 ¢unmupanu TabIETKH

98 punmupanu TabIeTKH

280 dbunmupanu TadIeTKH

56 x 1 dunmupana tadneTka (eqMHUYHA 7103a)
98 x 1 punmupana TabneTka (eTMHUYHA 103a)
280 x 1 ¢punmupana tadieTka (€qMHUYHA 7103a)

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJIA U TOCEI'A HA JEITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

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

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cvxpanssa Hax 30°C.
Jla ce cpxpaHsiBa B OpUI'MHAJIHATa ONAKOBKA, 33 JIa Ce MpEe/a3y OT Biara.

10. CHEIWUWAJIHU INIPEAITASHU MEPKHU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BAHA YACT
OT JIJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/001 14 punmupanu TabIeTKH

EU/1/09/569/002 28 ¢mmupany TalbIeTKH

EU/1/09/569/003 30 dbunmupanu TabIeTKH

EU/1/09/569/004 56 dbuimupanu TabIeTKH

EU/1/09/569/005 90 ¢pmmupanu TabIeTKH

EU/1/09/569/006 98 dunmupanu TabIeTKH

EU/1/09/569/007 280 ¢unmupanu TabIeTKH

EU/1/09/569/008 56 x 1 punmupana TabneTka (eTMHUYHA 1032)
EU/1/09/569/009 98 x 1 punmupana Tabnerka (exuanuHa no03a)f
EU/1/09/569/010 280 x 1 ¢hunmupana tabaeTka (eJHHATHA 1034)

13. TAPTHUJAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHCaAHHE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Exforge HCT 5 mg/160 mg/12,5 mg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

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

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXJINHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢punMupasu tabaeTkn
AMJIOIMITHH/ BaJICApTaH/X UIPOXJIOPOTHAHT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Besika ¢punmupana tabneTka cbhabpixka 5 Mg amnoaunuH (Kato amnonunuHoB Oesmiar), 160 mg Baicapran
u 12,5 mg xuapoxnopoTuasu.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 ¢punmupanu tabnetku. Yact ot rpymnoBa onakoBka. /la He ce pojaBa OTAEITHO.
70x1 ¢punmupanu tabaetku. Yact oT rpymnoBa onakoBka. [la He ce mpogaBa OTAEIHO.

‘ 5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansBa Hag 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3NCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/012 280 dunmupanu Tabiaetku (ChcTaBHa onakoBka, 20 omakoBku 1o 14 TabaeTKN)
EU/1/09/569/011 280 dhunmupanu TabneTky (ChCTaBHA OMAaKOBKa, 4 omakoBku o 70 TabmeTkm)

(emuHMYHA 103a)

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Exforge HCT 5 mg/160 mg/12,5 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢punMupasu tabaeTkn
AMJIOIMITHH/BAJICAPTAH/X UIPOXJIOPOTHAH]T

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka cpabpKa 5 Mg aMiIo Uyl (KaTo aMiIoJumuHoB 0e3unar), 160 mg Bancaptan
u 12,5 mg xuapoxmnopoTuaszu.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) Gpuamupasu TabIeTKH.
I'pynoBa omakoBka: 280 (4 omakoBku o 70x1) punmupanu tabieTku.

5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHNPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISTHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/012 280 ¢punmupanu TabneTky (ChcTaBHa OmakoBKa, 20 omakooBKH 1m0 14 TabieTkm)
EU/1/09/569/011 280 ¢unmupanu TabaeTku (ChbCTaBHA ONMAKOBKa, 4 onakoBku 1o 70 TabIeTKH)
(emuHMYHA 103a)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Exforge HCT 5 mg/160 mg/12,5 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢punmupanu TabieTku
aMJIOMITHH/ BaJICApTaH/XUIPOXJIOPOTHAZUT

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg duamupanu TabaeTKu
aAMJIOIMITHH/ BaJIcapTaH/X UIPOXJIOPOTHA3HT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 160 mg
Basicaptad u 12,5 Mg XuapoxsiopoTHuasu.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 punmupanu TabneTku

28 punmupaHu TabIETKH

30 ¢punmupanu TabIETKH

56 dhunmupanu TabICTKH

90 ¢unmupanu TabIETKH

98 punmupanu TabIeTKH

280 dbunmupanu TadIeTKH

56 x 1 dunmupana tadneTka (eqMHUYHA 7103a)
98 x 1 punmupana TabneTka (eTMHUYHA 103a)
280 x 1 ¢punmupana tadieTka (€qMHUYHA 7103a)

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJIA U TOCEI'A HA JEITA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

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

T'onen mo:

44



‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cvxpansBa Hax 30°C.
Jla ce cpxpaHsiBa B OpUI'MHAJIHATA OMAKOBKA, 3a JIa Ce MPEeIa3y OT Biara.

10. CHEIWUWAJIHU INIPEAITASHU MEPKHU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BAHA YACT
OT JIJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME U AJJIPEC HA IPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/013 14 punmupanu TabIeTKH

EU/1/09/569/014 28 ¢mmupany TalbIeTKH

EU/1/09/569/015 30 dbunmupanu TabIeTKH

EU/1/09/569/016 56 dbuimupanu TabIeTKH

EU/1/09/569/017 90 ¢pmmupanu TabIeTKH

EU/1/09/569/018 98 dunmupanu TabIeTKH

EU/1/09/569/019 280 ¢unmupanu TabIeTKH

EU/1/09/569/020 56 x 1 punmupana TabneTka (eTMHUYHA 1032)
EU/1/09/569/021 98 x 1 punmupana Tabnerka (exuanuHa no3a)f
EU/1/09/569/022 280 x 1 ¢hunmupana tabaeTka (eJHHATHA 1034)

13. TAPTHUJAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHCaAHHE.

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Exforge HCT 10 mg/160 mg/12,5 mg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXJINHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg duamupanu TabaeTKu
AMJIOIMITHH/ BaJICApTaH/X UIPOXJIOPOTHAHT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 160 mg
BajicapTaH u 12,5 Mg XuapoXIopoTHUasus.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 ¢punmupanu tabnetku. Yact ot rpymnoBa onakoBka. /la He ce pojaBa OTAEITHO.
70x1 ¢punmupanu tabaetku. Yact oT rpymnoBa onakoBka. [la He ce mpogaBa OTAEIHO.

‘ 5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/024 280 ¢puimMupanu TaONeTKH (ChCTaBHA OMAKOBKA, 20 OMAKOBKH MO 14 TaOIETKH)
EU/1/09/569/023 280 ¢unmupanu TabneTky (ChCTaBHA OMAaKOBKa, 4 omakoBkH o 70 TabIeTKm)

(emuHMYHA 103a)

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Exforge HCT 10 mg/160 mg/12,5 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg duamupanu TabaeTKu
AMJIOIMITHH/BAJICAPTAH/X UIPOXJIOPOTHAH]T

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka ceabpika 10 mg amnoaunue (kato amnoaunuHoB Oesunat), 160 mg
BaJyicapTad u 12,5 Mg XuIpoxJIOpOTHAZHI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) GpuaMupanu TabIeTKH.
I'pynoBa omakoBka: 280 (4 omakoBku o 70x1) hunmupanu tabieTku.

5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHNPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

a ne ce cpxpansiBa Hag 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISTHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/024 280 ¢unmupany TabIeTKH (ChCTaBHA OIMAKOBKA, 20 OIAaKOOBKH 110 14 TabIeTKH)
EU/1/09/569/023 280 ¢hunmupanu TabneTky (ChCTaBHA OMAKOBKa, 4 0makoBKH Mo 70 TabIeTKm)
(emMHU4YHA 1032)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Exforge HCT 10 mg/160 mg/12,5 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu tabneTku
aMJIOMITHH/ BaJICApTaH/XUIPOXJIOPOTHAZUT

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢punmupanu TabiaeTKu
aAMJIOIMITHH/ BaJIcapTaH/X UIPOXJIOPOTHA3HT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Besika ¢punmupana tabieTka cbhabpika 5 Mg amnoaunuH (Kato amnoaunuHoB 6esmar), 160 mg Baicapran
1 25 MQ XUAPOXIOPOTHAZH.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 punmupanu TabneTku

28 punmupaHu TabIETKH

30 ¢punmupanu TabIETKH

56 dhunmupanu TabICTKH

90 ¢unmupanu TabIETKH

98 punmupanu TabIeTKH

280 dbunmupanu TadIeTKH

56 x 1 dunmupana tadneTka (eqMHUYHA 7103a)
98 x 1 punmupana TabneTka (eTMHUYHA 103a)
280 x 1 ¢punmupana tadieTka (€qMHUYHA 7103a)

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJIA U TOCEI'A HA JEITA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

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

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpanssa Hax 30°C.
Jla ce cpxpaHsiBa B OpUI'MHAJIHATA OMAKOBKA, 3a JIa Ce MPEeIa3y OT Biara.

10. CHEIWUWAJIHU INIPEAITASHU MEPKHU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BAHA YACT
OT JIJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME U AJJIPEC HA IPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/025 14 punmupanu TabIeTKH

EU/1/09/569/026 28 ¢mmupany TalbIeTKH

EU/1/09/569/027 30 dbunmupanu TabIeTKH

EU/1/09/569/028 56 dbuimupanu TabIeTKH

EU/1/09/569/029 90 ¢pmmupanu TabIeTKH

EU/1/09/569/030 98 dunmupanu TabIeTKH

EU/1/09/569/031 280 ¢unmupanu TabIeTKH

EU/1/09/569/032 56 x 1 punmupana TabneTka (eTMHUYHA 1032)
EU/1/09/569/033 98 x 1 punmupana Tabnerka (exuanuHa no3a)f
EU/1/09/569/034 280 x 1 ¢hunmupana tabaeTka (eJHHATHA 1034)

13. TAPTHUJAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHCaAHHE.

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Exforge HCT 5 mg/160 mg/25 mg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXJINHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢punmupanu TabiaeTKu
AMJIOIMITHH/ BaJICApTaH/X UIPOXJIOPOTHAHT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Besika ¢punmupana tabieTka cbhabpika 5 Mg amnoaunuH (Kato amnoaunuHoB 6esmar), 160 mg Baicapran
1 25 My XuApOXJIOpPOTHAZHUI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 ¢punmupanu tabnetku. Yact oT rpymnoBa onakoBka. [la He ce mpojiaBa OTIEIHO.
70x1 ¢punmupanu tabaetku. Yact oT rpymnosa onakoBka. [la He ce mpojaBa OTIAEIHO.

‘ 5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/036 280 ¢puimMupanu TaONeTKH (ChCTaBHA OMAKOBKA, 20 OMAKOBKH MO 14 TaOIETKH)
EU/1/09/569/035 280 ¢unmupanu TabneTky (ChCTaBHA OMAaKOBKa, 4 omakoBkH o 70 TabIeTKm)

(emuHMYHA 103a)

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Exforge HCT 5 mg/160 mg/25 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢punmupanu TabiaeTKu
AMJIOIMITHH/BAJICAPTAH/X UIPOXJIOPOTHAH]T

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka cpabpKa 5 Mg aMiIo Uyl (KaTo aMiIoJumuHoB 0e3unar), 160 mg Bancaptan
1 25 MQ XUAPOXIOPOTHAZH].

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) GpuaMupanu TabIeTKH.
I'pynoBa omakoBka: 280 (4 omakoBku o 70x1) hunmupanu tabieTku.

5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHNPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISTHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/036 280 ¢unmupany TabIeTKH (ChCTaBHA OIMAKOBKA, 20 OIAaKOOBKH 110 14 TabIeTKH)
EU/1/09/569/035 280 ¢hunmupanu TabneTky (ChCTaBHA OMAKOBKa, 4 0makoBKH Mo 70 TabIeTKm)
(emMHU4YHA 1032)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Exforge HCT 5 mg/160 mg/25 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢puamupanu TabneTku
aMJIOMITHH/ BaJICApTaH/XUIPOXJIOPOTHAZUT

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/25 mg dunMupanu TabaeTku
aAMJIOIMITHH/ BaJIcapTaH/X UIPOXJIOPOTHA3HT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 160 mg
BasicapTad u 25 MJ XUAPOXIOPOTHAZHIL.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 punmupanu TabneTku

28 punmupaHu TabIETKH

30 ¢punmupanu TabIETKH

56 dhunmupanu TabICTKH

90 ¢unmupanu TabIETKH

98 punmupanu TabIeTKH

280 dbunmupanu TadIeTKH

56 x 1 dunmupana tadneTka (eqMHUYHA 7103a)
98 x 1 punmupana TabneTka (eTMHUYHA 103a)
280 x 1 ¢punmupana tadieTka (€qMHUYHA 7103a)

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJIA U TOCEI'A HA JEITA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

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

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cvxpanssa Hax 30°C.
Jla ce cpxpaHsiBa B OpUI'MHAJIHATA OMAKOBKA, 3a JIa Ce MPEeIa3y OT Biara.

10. CHEIWUWAJIHU INIPEAITASHU MEPKHU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BAHA YACT
OT JIJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME U AJJIPEC HA IPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/037 14 punmupanu TabIeTKH

EU/1/09/569/038 28 ¢mmupany TalbIeTKH

EU/1/09/569/039 30 dbunmupanu TabIeTKH

EU/1/09/569/040 56 dbuimupanu TabIeTKH

EU/1/09/569/041 90 ¢pmmupanu TabIeTKH

EU/1/09/569/042 98 dunmupanu TabIeTKH

EU/1/09/569/043 280 ¢unmupanu TabIeTKH

EU/1/09/569/044 56 x 1 punmupana TabneTka (eTMHUYHA 1032)
EU/1/09/569/045 98 x 1 punmupana Tabnerka (exuanuHa no3a)f
EU/1/09/569/046 280 x 1 ¢hunmupana tabaeTka (eJHHATHA 1034)

13. TAPTHUJAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHCaAHHE.

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Exforge HCT 10 mg/160 mg/25 mg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXJINHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/25 mg dunMupanu TabaeTku
AMJIOIMITHH/ BaJICApTaH/X UIPOXJIOPOTHAHT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 160 mg
BaJIcapTaH M 25 MY XUAPOXJIOPOTUAZHI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 ¢punmupanu tabnetku. Yact oT rpymnoBa onakoBka. [la He ce mpojiaBa OTIEIHO.
70x1 ¢punmupanu tabaetku. Yact oT rpymnosa onakoBka. [la He ce mpojaBa OTIAEIHO.

‘ 5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/048 280 ¢puimMupanu TaONeTKH (ChCTaBHA OMAKOBKA, 20 OMAKOBKH MO 14 TaOIETKH)
EU/1/09/569/047 280 ¢unmupanu TabneTky (ChCTaBHA OMAaKOBKa, 4 omakoBkH o 70 TabIeTKm)

(emuHMYHA 103a)

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Exforge HCT 10 mg/160 mg/25 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/25 mg dunMupanu TabaeTku
AMJIOIMITHH/BAJICAPTAH/X UIPOXJIOPOTHAH]T

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka ceabpika 10 mg amnoaunue (kato amnoaunuHoB Oesunat), 160 mg
BaJIcapTaH M 25 MY XUAPOXJIOPOTUAZHI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) ¢punmupanu TabIeTKH.
I'pynoBa omnakoBka: 280 (4 omakoBku o 70x1) hunmupanu tabieTku.

5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansBa Hag 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISTHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/048 280 ¢unmupany TabIeTKH (ChCTaBHA OIMAKOBKA, 20 OIAaKOOBKH 110 14 TabIeTKH)
EU/1/09/569/047 280 ¢hunmupanu TabneTky (ChCTaBHA OMAKOBKa, 4 0makoBKH Mo 70 TabIeTKm)
(emMHU4YHA 1032)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Exforge HCT 10 mg/160 mg/25 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/160 mg/25 mg ¢unmupanu tabneTku
aMJIOMITHH/ BaJICApTaH/XUIPOXJIOPOTHAZUT

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO

67



JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/320 mg/25 mg dunMupanu TabaeTku
aAMJIOIMITHH/ BaJIcapTaH/X UIPOXJIOPOTHA3HT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHLIECTBA

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 320 mg
BasicapTad u 25 MJ XUAPOXIOPOTHAZHIL.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 punmupanu TabneTku

28 punmupaHu TabIETKH

30 ¢punmupanu TabIETKH

56 dhunmupanu TabICTKH

90 ¢unmupanu TabIETKH

98 punmupanu TabIeTKH

280 dbunmupanu TadIeTKH

56 x 1 dunmupana tadneTka (eqMHUYHA 7103a)
98 x 1 punmupana TabneTka (eTMHUYHA 103a)
280 x 1 ¢punmupana tadieTka (€qMHUYHA 7103a)

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJIA U TOCEI'A HA JEITA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

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

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cvxpanssa Hax 30°C.
Jla ce chXpaHsiBa B OpUTMHAJIHATA OMAKOBKA, 33 JIa Ce MPEeIa3y OT Biara.

10. CHEIWUWAJIHU INIPEAITASHU MEPKHU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BAHA YACT
OT JIJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/049 14 punmupanu TabIeTKH

EU/1/09/569/050 28 ¢mmupany TalbIeTKH

EU/1/09/569/051 30 dbunmupanu TabIeTKH

EU/1/09/569/052 56 dbuimupanu TabIeTKH

EU/1/09/569/053 90 ¢pmmupanu TabIeTKH

EU/1/09/569/054 98 dunmupanu TabIeTKH

EU/1/09/569/055 280 ¢unmupanu TabIeTKH

EU/1/09/569/056 56 x 1 punmupana TabneTka (eTMHUYHA 1032)
EU/1/09/569/057 98 x 1 punmupana Tabnerka (exuanuHa no3a)f
EU/1/09/569/058 280 x 1 ¢hunmupana tabaeTka (eJHHATHA 1034)

13. TAPTHUJAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHCaAHHE.

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Exforge HCT 10 mg/320 mg/25 mg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA
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SN
NN

70



JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXJINHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/320 mg/25 mg dunMupanu TabaeTku
AMJIOIMITHH/ BaJICApTaH/X UIPOXJIOPOTHAHT

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Besika ¢punmupana tabnerka cbabpxka 10 mg amnoaunus (kato amioannuHoB Oe3umar), 320 mg
BajicapTaH u 25 My XUAPOXJIOPOTHAZHI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

14 ¢punmupanu tabnetku. Yact oT rpymnoBa onakoBka. [la He ce mpojiaBa OTIEIHO.
70x1 ¢punmupanu tabaetku. Yact oT rpymnosa onakoBka. [la He ce mpojaBa OTIAEIHO.

‘ 5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/060 280 ¢puimMupanu TaONeTKH (ChCTaBHA OMAKOBKA, 20 OMAKOBKH MO 14 TaOIETKH)
EU/1/09/569/059 280 ¢unmupanu TabneTky (ChCTaBHA OMAaKOBKa, 4 omakoBkH o 70 TabIeTKm)

(emuHMYHA 103a)

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Exforge HCT 10 mg/320 mg/25 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/320 mg/25 mg dunMupanu TabaeTku
AMJIOIMITHH/BAJICAPTAH/X UIPOXJIOPOTHAH]T

‘ 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabnerka ceabpika 10 mg amnoaunuH (kato amnoaunuHoB Oesunat), 320 mg
BaJIcapTaH M 25 MY XUAPOXJIOPOTUAZHI.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmvupana TabiaeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) ¢punmupanu TabIeTKH.
I'pynoBa omnakoBka: 280 (4 omakoBku o 70x1) hunmupanu tabieTku.

5. HAYUH HA MPUJIOKEHUE U ITbT(MIIA) HA BBBEKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'VIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 30°C.
[a ce cpxpaHsBa B OpUrHHAIHATA OTAKOBKA, 32 Ja Ce MPEIa3y OT Biara.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISTHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHIAABYHU MATEPUAJIA OT TAX, AKO
CE U3NCKBAT TAKUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/569/060 280 ¢unmupany TabIeTKH (ChCTaBHA OIMAKOBKA, 20 OIAaKOOBKH 110 14 TabIeTKH)
EU/1/09/569/059 280 ¢hunmupanu TabneTky (ChCTaBHA OMAKOBKa, 4 0makoBKH Mo 70 TabIeTKm)
(emMHU4YHA 1032)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Exforge HCT 10 mg/320 mg/25 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Exforge HCT 10 mg/320 mg/25 mg ¢punmupanu tabneTku
aMJIOMITHH/ BaJICApTaH/XUIPOXJIOPOTHAZUT

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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b. INCTOBKA

76



JIncroBka: nngopmanusi 3a noTpeduTENS

Exforge HCT 5 mg/160 mg/12,5 mg ¢puamupanu TadieTkn
Exforge HCT 10 mg/160 mg/12,5 mg ¢puamupanu TadaeTkn
Exforge HCT 5 mg/160 mg/25 mg ¢puamupanu TadieTKu
Exforge HCT 10 mg/160 mg/25 mg ¢puimMupanu TadaeTku
Exforge HCT 10 mg/320 mg/25 mg ¢puamupanu TadaeTkn
aMJIOTUTTAH/ BaJICAPTaH/XHAPOXIOPOTHAZHT
(amlodipine/valsartan/hydrochlorothiazide)

IIpoyeTeTe BHUMAaTEIHO LAJIATA JHCTOBKA, IPEIN 1A 3all04YHeTe 1a MpUeMaTe TOBa JIEKapCTBO, Thil

KaTo T4 ChAbpPka BaxHa 3a Bac ungopmanus.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJIOXKHU J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus exap wiu gapmariieBt.

- ToBa nekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe aa
UM HaBpeIH, HE3aBHCUMO Y€ IIPU3HALUTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo Bamure.

- AKO TIOITyunTe HAKAKBU HEXKEJIaH! peakiny, yBeaomere Bamms nexap winn hapmanest. ToBa
BKJIIOYBA ¥ BCUYKH Bb3MOYKHH HEXKEJIAHU PEaKLMH, HEOIMCAHU B Ta3u JIUCTOBKA. Brxre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kaxkso npencrasmnsisa Exforge HCT u 3a kakBo ce u3moi3Ba
KakBo Tpsi6Ba 1a 3Haete, npeau aa npuemere Exforge HCT
Kak na npuemate Exforge HCT

BB3MOXKHU HEXENIaHN PEaKIuH

Kak na cexpansBate Exforge HCT

ChIbpikaHue Ha OTMIAKOBKATA U IOMIBJIHUTEIHA HHPOPMAIIUs

oukrwnE

1. Kakso npeacraBasiBa Exforge HCT u 3a xakBo ce u3noisBa

Exforge HCT TtaGmeTku ChabpKaT TPH BELIECTBA, HAPEUYECHH aMJIOAUIIMH, BAJICAPTaH U XUIPOXJIOPOTHAZHI.

U Tpute BemecTBa crioMarar 3a KOHTPOJIa Ha BUCOKOTO KPBBHO HAJIATaHE.

— AMITOIUNIH NPUHAJICKN KbM TPyIIa BEIIECTBA, HAPESUCHH “‘KAIIIMEBU aHTATOHUCTH . AMIIOIUITHH
CIUpa MPEMUHABAHETO Ha KaJIUs B CTeHaTa HA KPbBOHOCHUTE ChA0BE, KOETO MPEIOTBPATIBA
CBHBaHETO Ha KPhBOHOCHHUTE CHIOBE.

- Basncapran npuHaanexxu KM Tpylia BEIIeCTBa, HApeUeH! “‘aHruoTeH3uH-1| penenropan 6mokepn”.
Anrnotensut |l ce mpon3Bexaa OT TSUTOTO U IPEIU3BUKBA CBUBAHE HA KPHBOHOCHUTE CHIIOBE, KATO
10 TO3W HAYWH MMOBUIIIaBa KPHBHOTO HajsiraHe. Banicapran neiicTBa upe3 OJ0KHpaHe Ha eeKTa Ha
anruorensux 1.

— XuapoxjaopoTHasuj MPUHAIIEKU KbM IpyIia BEUIECTBA, HAPEUCHU “‘THAZUIHU TUYPETULIN .
XuapoxjaopoTHa3u yBeInIaBa o0eMa Ha OTIENICHATa yPHUHA, KOSTO CHITO MOHIKaBa KPHBHOTO
HaJIsTaHe.

B pesynTaT Ha neficTBUETO HA TPUTE MEXaHU3MA, KPbBOHOCHUTE ChJIOBE CE€ OTITYCKAT U KPbBHOTO HAJIATAHE

ce TTIOHWKaBa.

EXfOfge HCT ce u3mosnsBa 3a ieueHHe Ha BUCOKO KPBBHO HAJIATaHE P Bb3PAaCTHU MAITUCHTH, YUCTO

KPBBHO HAJIATAHE CE€ KOHTPOIMPA JOOpE OT IMprueMa Ha aMIIOIMITHH, BAJICApPTaH U XUAPOXJIOPOTHAZHUI U 32
KOUTO OM OMJIO OT IM0JI3a Jia MpUeMar eJHa TabjieTKa, ChAbprKalla U TPUTE BEIIECTRA.
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2.

KakBo Tps6Ba 1a 3Haete, npeau aa npuemere Exforge HCT

He npuemaiite Exforge HCT

ako cre 6pemenna cien 3-us mecen. (IIpemoppuBa ce ChINO Taka ja u3bsAreare ynorpebara Ha
Exforge HCT u B panHa OpeMeHHOCT — BIXKTE paszen “‘bpemeHHOCT”).

aKo CTe aJlepru4HU KbM aMJIOJUIKH WK APYTH KaJllMeBH aHTarOHUCTH, BaJIcapTaH,
XHUAPOXJIOPOTUA3H, CYI(HOHAMUIHN TPOU3BOIHH (JIEKAPCTBA, KOUTO CE U3IOI3BAT 3 JICUCHHE HA
IPBAHY WIH MHUKOYHU HH()EKINH) WIN KbM HIKOS OT OCTaHAINTE ChCTABKU HA TOBA JICKAPCTBO
(u36poenu B TOUKa 6).

Axo MuCIUTE, Y€ MOXKE J1a CTe anepruvnu, He npuemaiite Exforge HCT u ce koHcysTHpaiite ¢
Bamusa nekap.

aKo MMaTe YepHOAPOOHO 3a00IIsIBaHe, pa3pylIaBaHe HA MAIKUTE JKITbYHU ITBTUIA B YSPHUS P00
(6bununapHa nupo3a), BOJACIIO A0 HATPYIBAaHE Ha KITbYKa B YePHHS APoO (XoyecTasa).

aKo MMaTe TeKKH 0BO0pedHr poOIeMH HITH aKO CT€ Ha TUAIH3HO JICUCHHE.

aKo HE MOXKETE [1a OT/EISITe ypHHA (aHYpPHSL).

aKo MMaTe TBHp/Ie HUCKU HUBA Ha KaJIWil WM HATPUH B KPBBTA, BBIIPEKH JICUCHUETO 32 ITOBUIIIABaHE
Ha HUBAaTa Ha KaJui WIA HaTPUM B KPbBTA.

AaKO MMaT¢ TBHPJAC BUCOKH HUBA Ha KaJ'IHI/Iﬁ B KPBbBTA, BLIIPCKH JICUCHUETO 3a HAMAJIIBAHC Ha HUBATa
Ha KaJIUU{ B KPBBTA.

aKo uMmare nojarpa (KpUCTaIu MUKOYHA KHCEITMHA B CTABUTE).

aKo MMaTe MHOTO HHCKO KPBBHO HAJISITaHE (XUIIOTOHHSA).

aKo MMaTe CTeCHEHHE Ha a0OpTHATa KJana (a0pTHA CTEHO3a) WM KapIUOTE€HEH MoK (ChCTOSHHE TIPH
KOETO CBHPLETO HE € B ChCTOSIHUE J]a JOCTABH JOCTATHYHO KPBB Ha TSIIOTO).

aKo MMaTe ChpJeYHa HEAOCTAThYHOCT CIIe/T HHPAPKT.

aKo MMare AuadeT Wik HapylieHa Ob0pedHa (YyHKIUS U ce JISKYBaTe C JIEKapCTBO 3a MMOHIKABaHe Ha
KPBBHOTO HAJIATaHE, ChABPKAIIO ATUCKUPEH.

AKoO HsIKO€ OT H30poeHHTE MO-rope ce OTHAcs 3a Bac, He npuemaiite Exforge HCT u ce
KOHCcyJTHpaiTe ¢ Bamus jgexap.

IpenynpesxaeHus U Npeana3sHu MepPKH
I'oBopete ¢ Bamust iekap wiu apmarieBt, npeau aa npuemere Exforge HCT

aKo MMaTe HHCKY HUBA Ha KaJIMH WM MarHe3uil B KpbBTA (C WM 0€3 CHMITOMH, KaTO MyCKYyJIHA
c1aboCT, MYCKYJTHH CIIa3MH, HETIPABUJICH ChPJICUYEH PUTHM);

aKo MMaTe HUCKH HHBA Ha HATPHH B KpbBTA (C MM O€3 CUMIITOMH, KaTo yMOpa, 00bPKaHOCT,
HOTpenBaHe Ha MyCKYJIUTE, KOHBYJICHH);

aKo MaTe BUCOKM HHMBa Ha KaIIWI B KPBBTA (C WU 0€3 CHMIITOMH KaTo TaJicHe, MOBPbhIIaHe, 3arlekK,
cToMarlHa 0oJika, 4ecTO YpHHHUPAHE, KaXkK/1a, MyCKyJIHa ClIabOCT U TPENTeHe);

ako nmare ObOpedHH MpobiIeMu, MpeTbpIenu cte ObOpeyHa TpaHCIUTaHTauus WK ca Bu kazanu, ue
uMare CTeCHsIBaHE Ha ObOpEUHHUTE apTepUH;

aKo MMaTe YepHOIPOOHHU MpOobIeMH;

aKo MMaTe WM CTe MMM ChpJleYHa HEAOCTaThUYHOCT WIIM KOpPOHApHA apTepHuaiHa 00yectT, 0cOOEHO
axo Bu e npeanucana makcumainara go3a Exforge HCT (10 mg/320 mg/25 mg);

ako cre nmanu uHpapkt. CrieBaliTe BHUMATEIHO YKa3aHUsTA HA Bamus nekap 3a HavajHaTa J103a.
Bb3MorkHO € chino Taka Bammsr nekap na uzcnensa 0b0peunata Bu ¢ynkuus;

ako Bammsar nexap Bu e kazan, ye umare cTeCHeHUE Ha KJIAIUTE HA ChPLETO (HapedeHo “aopTHA
WJIM MUTpPaJIHa CTEHO3a”") WK, ue 1e0elIMHaTa Ha ChPACYHHS MYCKYJI € YBEIMYCHA Hajl HOpMaTa
(HapeueHo “00CTpyKTHBHA XUTIEPTPOPUIHA KapHOMHONIATHS);

aKo MMaTe XUTepaOCTepOHU3bM. TOBa € ChCTOSHKE, PH KOETO HaA0BOPEUHHTE JKITe3H
NPOM3BEKAAT MPEKAIEHO MHOTO OT XOPMOHA allIoCTepoH. AKO TOBa ce oTHacs 3a Bac, He ce
npenopbuBa ynorpedara Ha Exforge HCT,;

aKo nMmare 3a00JsIBaHe, HApeueHO CHCTEMEH JIyIyC epuTeMaToec (HapeueHo ole “BbIYaHKa’ WIn
“CJIE”);

ako nMmare anaber (BUCOKM HHMBA Ha KPBHBHA 3aXap);

aKo MMaTe BICOKH HHMBA Ha XOJIECTEPOJI MM TPUIIIUIEPUAN B KPHBTa;

aKo MMaTe KOXHHU PEaKLUH, KaTo OOPHUB CIIE U3JIaraHe Ha CIBHIIC;
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- aKO CTE UMAaJI AJIEPTUYHU PEAKIIMH KbM JIPYTH JISKapCTBa 3a JICUSHUE Ha BUCOKO KPBBHO HAJISITAHE
WA JUYPEeTHLH (BHI JIEKAPCTBA, U3BECTHH OIIle KaTo “‘00e3BOIHSABAIIM TaOJIETKH ), 0COOEHO aKo
uMare acTMa WJIH aJICPTHUH;

- aKo cte 00THY (TTOBPBINAHE WM THAPH);

- aKo CTe UMM OTOK, OCOOCHO B 00J1aCTTa Ha JIMIIETO WK I'BPIIOTO, JOKATO CTE MPHEMAIH APYTH
JeKapcTBa (BKIIOYUTEITHO HHXUOUTOPH HA aHTMOTEH3UH KOHBEPTHPAILHUS €H3UM). AKO TOIYy4HTE
TaKhBa CUMITOMH, cripete nmpuema Ha Exforge HCT u ce cBbppikete BenHara ¢ Bamms nekap. He
TpsibBa HHKOTA ToBeue na npuemare Exforge HCT;

- aKo MoNy4YnTe KopeMHa 0oJjika, TajieHe, MOoBphIlaHe Win auapus cien npueM Ha Exforge HCT.
Bammusr siekap 1ie B3eMe pelleHne 3a mo-HaTaThIIHO JieueHue. He cnmpaiite na npuemarte
nekapctBoTo Exforge HCT camocTosiTenHo;

- aKo nMare 3amaiiBane u/unu Bu npumanssa o Bpeme Ha neuenuero ¢ Exforge HCT,
nHopmupaiite Bamms nexap He3abaBHO;

- aKo nMmare oTciiabBaHe Ha 3peHUETO WK O0JIKa B OKOTO. ToBa MOXKe Ja ca CUMIITOMH Ha
HATPYIBaHE HA TEYHOCT B CHJIOBHS CIIOH HA OKOTO (XOPOUIATICH U3JIHMB) WK MTOBHUIIICHO HAJIATAHE B
OKOTO ¥ MOJKE JIa C€ CITyYd B PaMKHTE Ha YacoBe JI0 CeIMHUIIA CIIe]] 3a0UBaHe Ha IIpreMa Ha
Exforge HCT. ToBa mMoske /1a T0Be/Ie 10 TPAHO 3pUTEITHO YBPEKIaHe, aKO HE Ce JIEKYBA;

- aKo mpuemMare HJIKOe OT CICTHHUTE JIEKapCTBa, U3MO0I3BaHM 32 JICYeHUE Ha BUCOKO KPBBHO HaJlsITaHe:
- ACE uHXuOuTOp (HampuMmep eHaIarpwil, JU3UHOIIPHI, PAMUIIPHIT), 0COOEHO aKo UMAaTe

0B0peuHn mpodieMu, CBbpP3aHu ¢ quabera.
- ANMCKUPEH.

- aKo CTEe UMAaJTM PaK Ha KOXKaTa WK ako pa3BUeTe HeouaKBaHa KOXKHA JIS3Usl IO BpeMe Ha JICUYCHHUETO.
JleyeHnETO C XUAPOXJIOPOTHA3U/I, OCOOCHO MPOABIDKUTEIHATA YIOTpeOa Ha BUCOKH JT03H, MOXKE Ja
MOBHIIH PUCKA OT HAKOU BUJIOBE paK Ha KOKaTa U YCTHUTE (HEMEIaHOMEH paK Ha KoXKaTa).
3amuTere KojKaTa Ci OT U3JIaraHe Ha CII'BHIIE U YJITPABHOJICTOBHUTE JTbYH, JOKaTo nmpuemare Exforge
HCT.

- aKo CTe UMM MPOOJIEMH C JUIIAHETO WK OeuTe qpoOoBe (BKIFOYUTEIHO Bh3MAICHHE HITH
TEYHOCT B OenuTe ApoOoBe) ciell MpUeM Ha XHIPOXJIOPOTHA3U B MHHAIOTO. AKO MOJTYYHTE TEKbBK
3ajyX WM 3aTpyaHeHo quirane ciex npuem Ha Exforge HCT, He3abaBHO mOThpceTe MEAUIIMHCKA
MOMOTII.

Bammst nexap Moxke epHOAMYHO J1a TpoBepsiBa ObO0peuHara Bu QpyHKIMS, KppBHOTO HaJsITaHe U
KOJINYECTBOTO Ha €JIEKTPOJIMTUTE (HAMp. KaJikii) B KpbBTa BU.

Buxre cpiio nadopmanusta o3ariaseHa “He npuemaiite Exforge HCT”.
AKo HsIKOe 0T U30poeHuTe NMo-rope ce oTHacs 3a Bac, koHcynTupaiite ce ¢ Bammus jexap.

Jlena u roHOIIHN
He ce mpenopbusa ynorpedara na Exforge HCT npu nena u ronomm nox 18 ronunu.

IlanmeHnTH B cTapyecka Bb3pacT (Ha Bb3pacT 65 roanHu u noseve)

Exforge HCT mocxe 1a ce U3MOI3Ba MpU MAalUeHTH Ha Bh3PacT 65 TOJWHY U TIOBEUE B CHINUTE 03U, KAKTO
NIPY OCTAHAIMTE BH3PACTHH U 110 CHIIUS HAYKMH, KAKTO ca PUEMaJIi 0 MOMEHTa TPHUTE BEIeCTBa,
HapeveH! aMJIOJIMIINH, BaJICApTaH U XUIPOXJIOpoTHasul. [lanneHTuTe B cTapuecka Bbh3pacT, 0COOCHO Te3H,
npuemMainy Makcumannata go3a Exforge HCT (10 mg/320 mg/25 mg), TpsOBa aa ciaensT peioBHO
KPBBHOTO CH HaJIsITaHe.
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Hpyru gexapersa u Exforge HCT

TpsOBa na kaxere Ha Bamms nexap WM GapManesT, ako IpreMare, HaCKOpO CTe PUEMAaITH WITH €
BB3MOXKHO JIa IpUeMaTe JpyTu jekapcTBa. Moxe 1a ce Halloxu Bammar ekap na npomenu jqo3ara Bu
W/WIH Ja B3eMe JIPYTH MPeana3Hu MepKU. B HIKOM cilydan MOKe Jia Ce HAJIOXKH JIa CIIPETe MPUeMa Ha €THO
ot JiekapcTBaTa. ToBa e 0cOOCHO BaXKHO, aKO MPHEMATe HIKOE OT JIEKapCTBaTa, M30POSHH 0-/I0ITy:

He npuemalite eTHOBPEMEHHO C:

JTUTUH (JIEKapCcTBO, U3MOI3BAHO 32 JICUCHHE Ha HIKOW BHJIOBE JCTIPECHS);

JIEKapCTBa U BEIIECTBA, KOUTO ITOBHIIABAT HUBOTO HA KWK B KpbBTA. Te BKITIOUBAT KaJIHEBU
J00aBKH WM 3aMECTUTEIN Ha COJITA, ChIbPIKAIIN KA, Kalui-ChXpaHsBallly JIeKapcTBa U
XeTapHH,

ACE nHXHOUTOD Wi aTuCKUpEeH (BIDKTE ChIO HHpopManmaTa o3ariaBera “He npuemaiite Exforge
HCT” u “IlpenynpexxaeHus 1 NpeAna3Hd MEpKu’).

IIpnemaiiTe ¢ MOBUIIEHO BHUMAHUE C:

AITKOXO0JI, CbHOTBOPHH U aHECTETHUIIN (JIEKapCcTBa, KOMTO MO3BOJISIBAT NALMEHTUTE Ja Obaat
NOJIOKEHH Ha XUPYPTUYHH ONIEPAIIMU U IPYTH MAaHUITYJIAIHN);

amMaHTaI¥H (JIeKapcTBO 3a JieueHue Ha GonectTa Ha [TapKHHCOH, a ChIIO U 3a JICYCHHE Ha U
Hpe/a3BaHe OT ONPEACICHN OONIECTH, IPUINHEHU OT BUPYCH);

AQHTUXOJMHEPTUYHU CPE/ICTBA (JICKapCcTBa, KOUTO C€ M3MOJI3BAT 3a JICUCHHE Ha peluiia 3200 IsIBaHus
KaTO CTOMAIITHO-YPEBHH CIIa3MH, CIIa3bM Ha MUKOYHHS MEXYp, aCTMa, MOpcKa 0oJiecT, MyCKYJTHH
cra3mu, 6onect Ha [TapkUHCOH M KAaTO YacT OT JIeKapcTBaTa PU aHECTE3Hs);

AHTUKOHBYJICAHTH W CTAOMIM3aTOPH HA HACTPOCHUETO, JIGKAPCTBA, KOUTO CE M3MOI3BAT 32 JICUCHHUE
Ha eMUICTICHs ¥ OUTIONISIPHU pa3TpoiicTa (Hamp. kapbamasenuH, GeHUTOnH, (HOCHEHUTOHH,
NPUMHUJIOH);

XOJIECTHPAMHUH, XOJIECTHUIION WITH APYTH CMOJH (BEILECTBa, U3IOI3BAHH MPESIMMHO 32 JICUCHHE Ha
NOBUIIICHN HUBA HA JIMITHIUTE B KPHBTA);

CHUMBACTaTHH (JIEKapCTBO, U3MOI3BAHO 32 KOHTPOJI HA BUCOKHSA XOJIECTEPOIN);

LMKJIOCTIOPHUH (JIEKapCTBO, KOETO CE M3MOJI3Ba IIPH TPAHCIUIAHTALIUS 32 IPEI0TBPATIBaHE Ha
OTXBBPIISTHETO HA TPAHCIUIAHTUPAH OPTaH WIH NPU HAKOU IPYTH 3a00JIsIBaHMS, HAIIP. PEBMATOUIEH
apTPUT WK ATONIMYEH JICPMATHT);

[IUTOTOKCUYHH JIEKapCcTBa (M3I0J3BAT Ce 3a JICUCHHE Ha PaK), KATO METOTPEKCAT UITH
nukiaodochamun;

JIMTOKCHH WJIH APYTU TUTUTAIMCOBY TNTUKO3U/IU (JIEKapCTBa, U3IOJI3BAHU 32 JICUCHHUE HA ChPACYHU
npobiemMu);

Bepanamuil, JUITHA3eM (JIeKapcTBa 3a ChpLe);

HOJTHM KOHTPACTHH BEIIECTBA (CPEIICTBA, KOUTO CE M3IONI3BAT P 0OPa3HUTE U3CIIEIBAHHMS);
JIeKapcTBa 3a JieueHue Ha JuadeT (epopaliHu Cpe/icTBa KaTo MeT(HOPMHUH WITH HHCYJIHH);
JIeKapCTBa 3a JICYeHUE Ha M01arpa, KaTo ajJolypHHOIT;

JIeKapCTBa, KOUTO MOTAT Jia TIOBUINIAT HUBOTO Ha KpbhBHATA 3axap (Oera OJ0KepH, THa30KCH]);
JIeKapcTBa, KOUTO MOrar Jia uHaynupar “torsades de pointes” (HenpaBuiIeH Chp€UY€H PUTHM), KaTO
AHTHAPUTMHILN (JIEKapCTBa, KOUTO CE U3MOJI3BAT 3a JICYEHHE HA ChPJACYHH MPOOJIEMH) U HIKOU
AHTUIICUXOTHUILIN;

JIEKapCTBa, KOUTO MOTAT Jia HAMAJAT KOJMYECTBOTO HA HATPUN B KPBHBTA, KATO aHTHJICTIPECAHTH,
AQHTUIICUXOTHUIIH, aHTUETTIMIICTITHYHH JIEKapCTBa;

JIeKapCcTBa, KOUTO MOTaT J1a HAMAJAT KOJIMYECTBOTO Ha KaJIsl B KPbBTA, KATO JUYPETHLIN
(oTBOHsBAIIY TAaOJIETKN), KOPTHKOCTEPOUIH, JIAKCATHBH, aM(OTEPUITH WK TeHUIiInH G;
JIeKapCcTBa 3a TIOBUINIABaHEe HA KPHBHOTO HAJISITAHE, KATO aJIpeHaIH WIN HOPaApEHAJIVH,
nekapcTBa, u3non3sanu 3a XMB/CIIUH (nanp. putoHaBUp, MHAWHABUD, HEI(UHABUP);

JIeKapCTBa, U3MOJI3BaHN 32 JIeYeHHe Ha ThONYHN HHMEKIMU (HAMp. KETOKOHA30JI, HTPAKOHA30I);
JIeKapcTBa 3a JICYCHHE Ha yJILepaliy U Bb3aJeHHe Ha XPaHOIPOBOa (KapOSHOKCOJIOH);
JieKapcTBa 3a 00JieK4aBaHe Ha 00JIKa U Bh3NalleHHe, OCOOCHO HECTEPOUIHHU MPOTHBOBB3MAIUTEIHI
cpeactsa (HCIIBC), BKIIIOUUTENHO CENEKTUBHU LIUKJIOOKCUTeHas3a 2 naxubutopu (Cox-2
WHXUOHUTOPH);

MYCKYJIHU pellaKCaHTH (JIeKapcTBa, KOUTO CE U3I0JI3BAT 3a OTILyCKaHE Ha MYCKYJIMTE, KOUTO ce
M3I0JI3BaT M0 BpeMe Ha OIEpPaIin);

HUTPOIJIULIEPUH U IPYTU HUTPATH WIK APYTH BEIIECTBA, HAPEUEHH “Ba30MIaTaTopu”;
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° JAPYyru JICKapCTBa 3a JICUCHHE HA BUCOKO KPbBHO HAJISIraHE, BKIIOYUTCIIHO METHIIZIONA,

. pudamnuimH (M3M0JI3Ba ce HAIIPUMED 3a JICYCHUE Ha TYOEpKyI103a), epUTPOMHUIINH, KIAPUTPOMHUITHH
(anTHOMOTHIN);

. JKBJIT KAHTAPUOH;

. JTaHTpoleH (MH(Y3Us IPU TeKKHA OTKIIOHEHHUS B TelleCHAaTa TEMIIepaTypa);

. TaKpoJIUMYC (M3I0JI3Ba CE 32 KOHTPOJIMpaHe HA HIMYHHHUS OTTOBOP, KOETO TTO3BOJISIBA HA OpraHu3Ma
Bu na npueme TpaHCIIIIaHTUPAHUSI OpTaH);

. BuTamuH D u kanmueBn conu.

Exforge HCT ¢ xpana, HAIMTKH ¥ aJIKOXOJ

Xopara, Ha kouto e npeanucan Exforge HCT, e TpsiOBa ma KOHCYMHUpAT rpeiindpyT WK COK OT
rpevingpyT. [IpudnHaTa 32 ToBa €, 4e TpeHnPyTHT U COKBT OT TPeHIIppyT MoraT Ja T0BEAaT 0
MOBUINIABAaHE HA MJIa3MCHUTE HUBA HA aKTUBHOTO BEIIECCTBO aMJIOJIMITNH, KOETO OT CBOSI CTPaHa MOXKE Jia
JIOBEJIC JI0 HEMPEABUIUMO 3acuiiBaHe Ha aHTuxuneptTen3uBHus edekt Ha Exforge HCT. I'oBopere ¢ Bamus
JieKap MPeJu J1a MAETe ATKOXO0J. AJKOXOIBT MOXKE JIa TOBEJE 710 CHITHO CliajiaHe Ha BameTo kphBHO
HaJIATaHe /WM Ja TIOBUIIM Bh3MOXKHOCTTA 32 T0sBa HA 3aMastHOCT WITH MPUMAIsBaHe.

BpeMeHHOCT 1 KbpMeHe

BpemenHoct

Tpsa6Ba na kaxxere Ha Bamust jekap, ako MUCITHTE, Y€ cTe OpeMEHHA WK € Bb3MOXKHO Jia 3a0peMeHeeTe.
ITo npasuito Bamwsr siekap 1ie Bu mocsBeTBa fa cupete npuema Ha Exforge HCT nipeau ga 3abpemeneere
WM B MOMEHTA, B KOWTO pa3bepeTe, ue cTe OpeMeHHa u e Bu mochBeTBa Jia B3eMeTe IPyro JeKapcTBO
Bmecto Exforge HCT. Exforge HCT He ce mpemopbuBa mpu paHHa OpeMEHHOCT 1 He TpsiOBa Ja ce mpHeMa,
ako cte OpeMeHHa ciiell 3-Usi Mecell, Thil KaTo MOXe Jia IPUYMHK Cepro3Ha Bpeaa Ha Bamiero 0ebe, ako ce
W3M0J3BAa CIIe]l TPETUs Mecell OT OPEMEHHOCTTA.

Kvpmene
Nudopmupaiite Bamus sekap, ako KbpMUTE WIH Bb3HAMEpsBATE J1a KbpMmuTe. J[okaszaHo e, ue

aMJIOTUITMH IPEMHHABa B KbpMaTta B Maiku Konndectsa. Jleuennero ¢ Exforge HCT He ce mpenopbuBa Ha
MalKH, KOUTO KbpMAT U Bammsr nexap moxke fa Bu Ha3HauuM Ipyro JieyeHue, ako NMare KeJlaHue Ja
KbpMHTE, 0c00EHO aKo 0ebeTo Bu € HOBOPOAEHO WK € POJICHO MPEXIEBPEMEHHO.

ITocwBetBaiiTe ce ¢ Bamus nexap wiu gapmareBT nmpeau ynorpedaTa Ha KOETO U /1a € JIEKapCTBO.

Ilopupane u padora ¢ MAILIMHH
Toga nekapcTBO MOKe 1a By Hakapa ja ce uyBcTBaTe 3aMasiHU, CHHIIMBH, J1a Bu ce raan wim 1a umare
riaBo0oire. AKO IMOTydUTe TE3W CUMIITOMH, He modupaiite 1 He paboTeTe C MalInHH.

3. Kak na npuemare Exforge HCT

Bunaru HpHCMaﬁTC TOBa JICKAPCTBO TOYHO KAKTO Bu e xazan Bammsr JICKap. Axo He cTe CUT'YpHHU B HCILO,
nonuTante Bammms JICKap. Topa me Bu nomorse Ja IIOCTUTHETEC Hafl-,[[O6pHTe PE3YJITATU U 1€ IMOHUKHA
puUCKa OT HEXKCJIAaHU PCAKIINH.

Oo6wuyaiinara no3a va Exforge HCT e enna Tadnerka qHEBHO.

- Haii-no0Ope e na npuemare TabIeTKHUTE 1O €HO U CHIIO BPEME BCEKH JIeH, Hail-o0pe CyTpHH.

- [IpermpTHETE TabeTKaTa LsIa C yala BoAa.

- Mosxe na npuemate Exforge HCT cbe nimu 6e3 xpana. He npuemaiite Exforge HCT 3aenno ¢
rpedndpyT Wi COK OT rperndpyT.

B 3aBHCHUMOCT OT TOBa Kak Ce IIOBIMSIBATE OT JICYCHUCTO, Bammsar JICKAap MOKC Ja MNpCJI0KU MOBUIIIaABAHC
HJIK TIOHM)XaBaHC Ha J03aTa.

He Ha,[[BPIH.IaBafITC npearnunucanara a103a.
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AKO cTe nmpuen nmopeye oT Heodoxoxumara ao3a Exforge HCT

Axo ciy4aiiHo cte mpuenu npekaneno maoro tabnerku Exforge HCT, He3abaBHO ce cBbpikeTe ¢ Bamus
nekap. Moxe J1a ce Hy’KJaeTe 0T MEAUIIMHCKA TOMOIII. [[0BUIIIEHO KOJIMYECTBO TEYHOCT MOXKE 1A CE
HaTpyna B Oenute npoboBe (6e10apoOeH 0TOK), MPUUMHSIBANKY 3ayX, KOUTO MOXKE Jia ce pa3Bue Jio 24-
48 vaca cireq mpuema.

Axo cte npomycHaiu 1a npuemere Exforge HCT

AKO cTe IpOIyCHAJH JIa MPHEMETe eIHa J103a OT JISKAPCTBOTO, IPUEMETE s BEJHAra, KOraTo ce CETHTE,
clie]] KOETO MpUeMeTe Clie/[BallaTa 103a B 00M4aifHOTO 3a TOBa BpeMe. AKO € HaOIMKUIO BPEMETO 32
clieJBaIaTa 1032, IpOCTOo IIPUEMeTe cieaBaliara TabjaeTka B oonyaiiHoTo Bpeme. He B3emaiiTe nBoiina
703a (1B TaOJIETKH HABETHBIK), 3a 1a KOMIICHCHpATE MPOITyCHaTaTa TabJIeTKa.

Axo cte cnipesin npuema Ha Exforge HCT
Cnupaneto Ha nedenuero ¢ Exforge HCT mosxke na noBene 1o BioriaBane Ha Bamiero 3a0omsiBane. He
criupaiite na npuemate Baiiero nekapcTBoTo, 1oKaTo BamusT nekap He Bu kaxke ga ro HanpaBHTe.

Bunaru npuemaiite JeKapcTBOTO, IOPH A2 ce YyBCTBaTe 100pe

Xoparta, KOUTO UMaT BUCOKO KPbBHO HAJIATAHE, YECTO He 3a0eJ13BaT HUKAaKBH MIPU3HAIM Ha Ipobiema.
MHoO31Ha ce 4yBCTBAaT HOPMAJIHO. MHOr0 € BayKHO J1a MpUeMaTe TOBa JIEKAPCTBO TOYHO KakTo Bu e kazan
Bammsit nekap, 3a 1a nmony4ynrte Hai-1oOpH pe3yNTaTd v Ja HaMaJluTe PUCKA OT HEXKENaH! PEaKInH.
CnasBaiiTe onpeeneHuTe MOCEICHUS MIPHU JIeKapsl JOpH Jia ce dyBCcTBaTe A00pe.

AKO UMaTe HSKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ YIoTpebdara Ha TOBa JIEKApCTBO, TIOMHUTANTE
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

KakTo BcH4kM nexapcTBa, TOBa JIGKAPCTBO MOKE J1a TPEIU3BHKA HEXEIIaH! PEaKIiH, BhIIPEKH Ye He BCEKU
T'H TIOJTy4YaBa.

Kakro mpu Bcsika KOMOMHANHMs, ChABPKAILA TPH AKTUBHU BEILIECTBA, HEXKEJAHUTE PEAaKLNH, CBbP3aHH C
BCSIKA €/lHa OT OTJEJTHUTE ChCTaBKH HE MOTaT Jia ce M3Kio4ar. Hexenanure peakuuu, CbOOLIEHN IPU
npuema Ha Exforge HCT wiu Ha HSIKOSL OT TpUTE My aKTHBHHU ChCTaBKH (aMIJIOIUITNH, BaJiCapTaH I
XHPOXJIOPOTHA3KT) Ca H3OPOCHH MO-10JIy U MOTarT Jia Bb3HUKHAT NpH yrorpedara Ha Exforge HCT.

Hsikou He:KeJIaHU peaKIMU MOTAT 1a 0bIAT CEPHO3HM H 12 HAJIATAT He3a0aBHA JeKapcKa HaMmeca.
Koncynatupaiite ce He3a0aBHO ¢ JieKap, aK0 MOJYYHTE HAKOS OT CJIETHUTE CEPHO3HH He:KeJIaHu
peaknuu, cjie] MpHeMa Ha TOBA JeKapCTo:

Yecmu (moeam oa 3aceenam 0o 1 na 10 uosexa):

o 3aMastHOCT

o HHUCKO KPBBHO HaJsiraHe (ycelane 3a npuiioliaBaie, MpruMasisiBaHe, BHE3amHa 3ary0a Ha Ch3HAHHUE)

Heuecmu (mocam oa 3aceenam oo 1 na 100 uosexa):
. CHIJTHO HaMaJIsiBaHEe Ha KOJIMYECTBOTO OTJeNIeHa ypHuHa (HaMmaseHa 0b0peuHa pyHKIus)

Peoxu (mozam da 3aceenam oo 1 na 1 000 yosexa):

L] CIIOHTAaHHO KbPBCHE
. HETIPaBWIEH CHPAEYEH PUTHM
. YepHOIPOOHO HAPYIIICHHE
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Mnozo peoxu (moeam 0a 3aceenam oo 1 na 10 000 wosexa):

BHE3AITHO XPUIITEHE, 00JIKa B ThPAUTE, 3ayX WIH 3aTPYAHEHO JUIIaHE

MO{yBaHe Ha KJICMAuUTe, JIUIETO WA YCTHUTE

MOTyBaHe Ha €3MKa U T'BPJIOTO, KOETO MHOTO 3aTPyAHABA TUIAHETO

WHTECTHHAJICH aHTHOEIEM: TTOIyBaHEe Ha YepBaTa, IPOABSIBAII0 CE ChC CHMIITOMH KaTO KOPEeMHA

Ooiika, rajieHe, MOBPbIIAHE U THAPHS

o TEXKKU KOKHHU PEAKIMHU, BKIFOUHTEIHO CUJICH KOJKEH OOPHUB, YPTHKAPHsI, 3aUepPBsIBaHE HA KOXKaTa Ha
ISTOTO TSJIO0, CUIICH ChPOEK, MEXYPH, JIIOIIECHE U TIOAyBaHe Ha KO)KaTa, Bh3MAICHUE HA JINTABUITUTE
(cunapom Ha CtuBBHC-/[)KOHCHH, TOKCHYHA SMUACPMATHA HEKPOJIU3a) WK APYTH allepriHyHu

peaKknuu

o OCTBp PeCIMpaTOpeH JUCTPeC (MMPU3HALUTE BKIIOYBAT TEKBK 331yX, TOBUIICHA TEMIIEPATYPA,
c11a0boCT U 0OBPKAHOCT)

. nHpapKT

o BB3MAJIEH MMaHKpeac, KOMTO MOXKe J1a MPUYMHM CHIIHA KOpeMHa 0osKa 1 Oosika B rbpOa, IpUIpyKEHU
OT TEXKKO HEpa3IoJI0KECHHE

o crnaboct, 00pa3yBaHe Ha CHHUHH, TEMIIEpaTypa U 4ecTH HH(EKIUH

o CKOBaHOCT

Jlpyru HexKeJIaHU PeaKIUM MOTaT 2 BKJIIOYBAT:

Mmnoeo yecmu (moeam da 3aceenam nogewe om I na 10 wosexa):
. HHCKHY HHBA Ha KaJIUi B KPbBTa

o MOBUILIABAHE HA JIUIHIUTE B KPHBTA

Yecmu (moeam oa 3aceenam 0o I na 10 woseka):
CHHJIMBOCT

chpreOneHe

3a4epBsABAHE HA JIUIIECTO

MoTyBaHe Ha Tie3eHuTe (OTOK)

KOpeMHa 00JIKa

CTOMaIlIeH JUCKOM(OPT Clie/T XpaHeHe
yMopa

ri1aBoOome

YeCTO ypUHHPAHE

BHCOKH HHBA Ha MAKOYHA KUCEJINHA B KPBBTA
HUCKH HUBA Ha MarHe3ui B KPbBTA

HUCKH HUBA Ha HATPHUU B KPHBTA

3aMastHOCT, TIpUMAaJIsiBaHe MPY U3MPaBIHE
HaMaJICH alleTUT

raJicHe ¥ MOBPHIIaHe

cbpOAI1 00pHB U IPyTH BUIIOBE 00PUB
HECIIOCOOHOCT 32 MOCTUTaHE WM NOJIbPKAHE Ha ePEKIHS

Heuecmu (mocam oa 3aceenam oo I na 100 yosexa):
chpricOneHe

CBETOBBPTEK

3pUTEITHH HApyIICHUS

cToMalleH JUCKOMpopT

0oiKa B 00acTTa Ha THPIUTE

NOBHIIABAaHE HA ypesTa, KpeaTHHUHA U MMKOYHATa KUCEINHA B KPBHBTA
BHCOKH HUBA HA KaJIIMH, Ma3HUHH WX HATPHH B KPBBTA
HOHIKaBaHe Ha Kalus B KPbBTA

JIOII IBX

Irapus

CyxoTa B ycTrara

HaJIaBaHe Ha TErjo
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3ary0a Ha aneTuT

HapyIICHHS BbB BKYCOBUTE YCCIIAHUS

0onKH B TBpOa

OTHYAHE Ha CTABUTE

MYCKYJIHU KpaMIH/cinadocT/0omka

0O0JIKU B KpallHUIMTE

HapyIICHHs TIPH CTOCHE MPaB MM XOJICHE
cmabocT

HapyIICHHs B KOOPJHHAIMATA

3aMasiHOCT NP U3MPABSHE HIIH CIISN YIPaKHCHUSI
JIMTICA HA CHEPTHs

HapyIICHHS Ha CHHS

MpaBy4YKaHe WIU U3TPBIIBAHE

HEeBpOMATHUS

BHE3aITHA, KpAaTKOTpaiiHa 3ary0ba Ha Ch3HaHHE
TMMOHMXaBaHC Ha KPBbBHOTO HAJIATAHE IIPH U3IIPABAHEC
KalnIua

3a1yX

BB3MAIECHO T'BPIIO

NPEKOMEPHO MOTEHE

ChpOeK

NO/yBaHe, 3a4epBsBaHe M OOJIKa 10 X0/1a Ha HAKOSI BEHa
3auepBsBaHE Ha KoXKara

TpeMop

MPOMEHH B HACTPOCHUETO

TPEBOXKHOCT

Jerpecust

0e3chHHe

IIPOMCHU BBB BKYyCa

NIPUMAJISIBAHE

3ary0a Ha ycenrane 3a 0oyka

3PUTEIIHU HAPYILLICHUS

YBpEkKIaHe Ha 3pPCHUETO

3BBH B YIIUTE

KHXaHe/Xpema, IPUYMHEHU OT Bh3IMAJICHUE Ha JTUraBuilaTa Ha Hoca (PUHUT)
NIPOMSHA B PUTHbMa Ha U3XO0XKIaHE

HapYIIEHO XpaHOCMHUIIAHE

Kocomaj

KOXEH ChpOex

MpOMsiHA B IIBETa Ha KOXKara

HApPYLIECHO YPUHHUPAHE

YeCTH TIO3UBH 3a YPUHUPAHE TPe3 HOIITa
yBEJIMYCHA YECTOTa Ha yPUHHUPAHE

JMCKOM(OPT WIIM HapacTaBaHEe HA ThPJUTE NIPU MBKETE
6oiKa

001110 Hepa3moI0KEeHNE

HaMallsiBaHe Ha TEJIECHOTO TErJIo

Peoku (mozam 0a zaceznam 0o 1 na 1 000 voseka):

o HUCKH HUBA HA TPOMOOIMTHUTE (TIOHSIKOTa C KbPBEHE HIIH MOJyYaBaHe Ha CHHUHH MO KOXKATa)
TII0K03a B ypUHATa

BHCOKHU HHBA Ha KPbBHA 3aXap

BJIOIIABaHE Ha qrUabeTa

JUCKOM(OPT B KOpema
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3ameK
YEePHOPOOHN HAPYIICHHUS, KOUTO MOTAT Jia Ce MPOSBIT €THOBPEMEHHO C TIOKBJITIBAHE HAa KOXKarTa u
OYHTE WM MOTHMHSBAHE HA ypUHATa (XeMOJIUTHYHA AaHEMUSI)

NOBUILICHA YYBCTBUTEITHOCT HA KOXKATa MPU M3JIaraHe Ha CITbHIIE

JIMJIaBH MIETHA 110 KOXKaTa

OBOpevHN HApyIICHHS

00BpKaHOCT

Mmnozo peoxu (mocam da 3aceenam oo 1 na 10 000 uvogeka):

HaMajieH Opoi Oer KpbBHH KIIETKH

HamaJieH Opoii TPOMOOIINTH B KPHBTA, KOHTO MOXE J1a TOBEAE 0 HeoOnJaliHa MosBa Ha CHHUHH WITH
JIECHO KbpBEHE (YBPEXK/IaHE HA YSPBECHUTE KPHBHH KIICTKH)

MOJTyBaHE Ha BEHIIUTE

MoJlyBaHe Ha KopeMa (TacTpuT)

Bb3MaJICHHE Ha YepHHS APOO (XETaTHT)

MOXKBJITSBAHE Ha KOXaTa (KBJITCHHUIIA)

MOBUILIEHUE HA YSPHOPOOHUTE CH3UMH, KOSTO MOXKE Ja TIOBJIMSC HAKOHU JIA0OPATOPHHU U3CIICIBAHUS
MOBUILIEHO HAIIPEKEHUE B MYCKYJIUTE

BB3MAJICHUE HA KPhbBOHOCHUTE ChJIOBE, YECTO CHIIPOBOACHO C KOXKECH 00OpPHUB

YYBCTBUTEIIHOCT KbM CBETJIMHA

HaApPYIICHHUs, BKJIFOYBAIIH CKOBAHOCT, TPEIIEPECHE U/WIIK JIBUTATCIIHU HAPYIICHHS

BHCOKa TEMIIEPaTypa, Bh3MaJICHO I'bPJIO WK aTH B yCcTaTa, MO-4eCTH MHPEKINH (JIUTICA UM MHOTO
HUCKHY HUBA Ha OEITUTE KPBBHU KJICTKH)

Oyrena KoXxa, yMopa, 3ayX, IOTbMHSIBaHE Ha YpHHATA (XeMOJIUTHYHA aHEMHSI, HEECTECTBEH pa3mal
Ha YepBEHM KPHBHHU KIIETKH B KPHBOHOCHHUTE CHIAOBE WM HAKBJE APYTaze B TSIIOTO)

00BPKaHOCT, YMOpa, MOTPETNBAHE HA MYCKYJIMTE U CIIa3MHU, YCKOPEHO JTUIIaHe (XUIOXJIOpeMUIHA
ajKano3a)

cuiiHa 00JIKa B TOpPHATA YacT Ha cTOMaxa (Bb3MaJICHUE Ha TTaHKpeaca)

3aTpyAHEHO JMINAHE C BUCOKA TEMIIEPATypa, KalLIUIa, XPUTIOBE, 3a1yX (PECITUPATOPEH TUCTPEC,
0enonpoOeH 0TOK, THEBMOHUT)

JUIIEB 0OpHWB, OOJIKa B CTaBUTE, MyCKYJTHH HapYIIEHHS, BUCOKA TeMIiepaTypa (JIyIyc epuTeMaToIec)
BB3MAJICHHE HAa KPhbBOHOCHUTE CHIOBE ChC CUMIITOMH KaTo OOpUB, BUOJIETOBO-UEPBEHH TIE€THA,
BHCOKA TeMIlepaTypa (BacKyJyHT)

TEXKO KOXHO 3a00JIsIBaHe, MPUYUHABAIIO 00pUB, 3a4epBsSBaHE Ha KOXaTa, 00pa3yBaHe Ha MEXypPH
10 YCTHUTE, OYMTE WM yCcTaTa, OelieHe Ha KO)KaTa, MOBUIIICHA TeMIepaTrypa (TOKCUYHa
enuepMaliHa HeKpoJm3a)

C neussecmna uecmoma (om HAIUYHUmMe OAHHU He Modice 0a ce Hanpasu oyeHKa Ha uecmomama):

MPOMEHHU B KPbBHUTE M3CJICIBAHHS 32 OllEHKA Ha ObOpedyHa (yHKIIUS, TOBUIIABaHEe HA HUBATA HA
KaJHs B KpbBTa, NOHI)KABaHE Ha OpOs HA YEPBEHUTE KPBBHU KIIETKH

OTKJIOHEHHS B Pe3yJITATUTE TIPU M3CIEIBAHE Ha YEPBEHUTE KPHBHU KIETKU

MOHIKEH OpOi Ha HAKOW BUIOBE O€IM KPHBHU KJIETKH U TPOMOOIIUTHUTE

MOBHIIIABaHE HAa KPEaTHHHUHA B KPHBTA

OTKJIOHEHHS B YEPHOJPOOHUTE (DYHKIIMOHAIHH TTOKa3aTelH

CHIJTHO HaMaJIsiBaHEe Ha KOJIMYECTBOTO Ha OT/EJIeHATa YPHHA

BB3MAJICHNE HAa KPbBOHOCHHUTE CHIOBE

c1abocT, ToTy4YaBaHe HA CHHUHU M TEXKH HH(PpEKIHH (aracTHIHa aHEMU)

HaMaJIABaHEe Ha 3PEHUETO WK OOJIKa B OYMTE TIOPaIy MOBUIIIEHO HAJISTaHEe (Bb3MOXKHH CHMIITOMHU Ha
HaTpYIBaHE Ha TEYHOCT B CHAOBHSI CIIOI HA OKOTO (XOpOUIANICH U3JIMB) HIIM OCTPa 3aKPUTOBI'bIHA
rIayKomMa)

3a1yx

CHJIHO HaMaJIsIBaHE Ha KOJMYECTBOTO Ha OTACICHATA ypHHA (Bb3MOKHH MIPU3HAIM Ha OBOpeyHH
HapyIeHus Wik 0L0pedHa HeA0CTaTHhYHOCT)
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o CEPHUO3HO KOXHO 3a00JsBaHe, KOSTO NPEIU3BUKBa OOPUB, 3aUuepBsIBaHE HA KOXKATa, MOJIy4aBaHe Ha
MEXypH M0 YCTHUTE, OYHUTE WM ycTaTa, OeieHe Ha KoXKaTta, BUCOKA TeMIlepaTypa (epurema
MynTHhOpPME)

MYCKYJIHU CITa3MHU

BHCOKA TeMIieparypa (ITMpeKcus)

o0Opa3yBaHe Ha MEXYypH 110 KokaTa (IIPU3HAK Ha 3a00JIsIBaHe, HApeueHO OYJI03€H AepMaTHT)

pak Ha KoXaTa U yCTHUTE (HeMeIlaHOMEH paK Ha KOKaTa)

Cho01aBaHe HA He:KeJIAHU PeaKnu

AKXO moTyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHN PeaKluy, yBenoMeTe Bamms nexap nim dpapmanest. Tosa
BKJIIOYBa BCUUKU Bb3MOXKHU HEOIIMCAHHU B Ta3U JIMCTOBKA HEXEJAaHHU peakyu. MoxkeTe ChIo Aa ChbOOIIHTE
HE)KEJNaHU peakliy TUPEKTHO Ype3 HallMoHallHaTa CUCTeMa 3a choOIaBane, mocoueHa B [Ipunoxenue V.
Kato crobuiaBaTe HeXxeIaHu peakiiy, MOXKETe Ja aJeTe CBOS MPHHOC 3a MOTyJaBaHe Ha ITOBEYE
nH(pOpPMAIU OTHOCHO O€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Exforge HCT
Jla ce cpxpaHsBa Ha MSCTO, HEAOCTBITHO 32 Jela.

He u3non3saiite ToBa JIEKapcTBO CIIE CPOKA HA TOJHOCT, OTOEISI3aH BhPXY KAPTOHEHATA OMTAKOBKA U
omucrepa cien (I'omen 10:/EXP). CpokbT Ha TOMHOCT OTrOBapsi Ha MOCIEIHUS ICH OT IIOCOUCHHUS MECEIL.

Ja ne ce cpxpanssa Hax 30°C.
Jla ce cbxpaHsiBa B OpUI'MHAJIHATa ONAKOBKA, 3a JIa c€ MPEeINa3y OT Biara.

He usnonsBaiite omakoBku Ha Exforge HCT, kouTto ca moBpefeHn Wik UMAT MpU3HAIM Ha
dammpupane.

He u3xBbpIisiiTe 1ekapcTBaTa B KaHAIM3aLUUATa WM B KOHTEHHepa 3a JoMalHu otnaasiy. [lonuraiite
Bamms papmartieBT Kax J1a M3XBBPIIATE JIEKapCTBaTa, KOUTO Beue HE M3MON3Bare. Te3u MEepKH 1ie
CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATA Ccpela.

6. Cbabp:kaHHe HAa ONIAKOBKATA W JOMbJIHUTETHA HH(pOpMaLUs
Kakso cbabpaxa Exforge HCT

Exforge HCT 5 mg/160 mg/12,5 mg ¢puamupanu TadieTkn

AxTuBHY BemectBa Ha Exforge HCT: amnoannuH (kaTo amiioqunuHoB Oe3uiiar), BajcapTaH U
XUIpoxjopoTuasul. Beska punmupana TabieTka chabpxka S Mg aMmiIo Uy (KaTo aMIIoTUITHHOB
6e3mnar), 160 mg Bancaprad u 12,5 Mg XuaAPOXIOPOTHAH].

Jpyru chCTaBKU: 1IETyI103a, MUKPOKPHUCTATHA; KPOCTIOBHUIOH (THIT A); KOJIOUICH O€3BOICH CHIIUITUER
JIMOKCHJI, MarHe3uen creapart; xumpomernosa (3amectsai tun 2910 (3 mPa.s)); makporoa 4000; Tank;
tuTanoB auokcna (E171).

Exforge HCT 10 mg/160 mg/12,5 mg ¢puamupanu TadaeTkn

AxTuBHM BemectBa Ha Exforge HCT: amnoannuH (kaTo aMiioqunuHOB Oe3uiIaT), BajJcapTaH U
xunpoxjopoTnasui. Beska punmupana Tabnetka chabpxa 10 mg amnonunuH (Kato aMIOIUITHHOB
Oe3umart), 160 mg Bancapran u 12,5 My XUapOXJIOPOTHAHI.

Jpyru cbCTaBKU: 1eNMy103a, MUKPOKPHCTAIHA; KPOCTIOBUIOH (THI A); KOJOHIEH O€3BOJCH CUITUIINEB

JHOKCHJT, Marde3neB cTeapar; xumpomeiosa (3amectrani tun 2910 (3 mPa.s)); makporon 4000; Taik;
turanos auokcun (E171); sxemesen okcup, )bt (E172), sxenesen okcu, uepsen (E172).
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Exforge HCT 5 mg/160 mg/25 mg ¢puamupanu TadaeTKu

Axrtusnu Berecta Ha Exforge HCT: ammoaumua (KaTo aMIOAUITHHOB OE3MIIaT), BalcapTaH U
xunpoxjopoTuasui. Beska punmupana TabneTka chabpxka 5 My aMI0JUNKH (KaTO aMIIOTUIIHHOB
6e3mnar), 160 mg BancapTan 1 25 MY XUIPOXIOPOTHASHU.

JlpyTH ChCTaBKH: LENTy103a, MUKPOKPHCTAIHA; KPOCTIOBHIOH (THII A); KOJIOW/IeH O€3BO/ICH CHITHIINEB
JMOKCHJI, MarHe3uen creapaTt; xumpomenosa (3amectai tun 2910 (3 mPa.s)); makporon 4000; Tank;
turanoB guokcun (E171); sxemesen oxcu, ket (E172).

Exforge HCT 10 mg/160 mg/25 mg ¢puamupanu TadiaeTku

AxTuBHY BemectBa Ha Exforge HCT: amnoaunuH (kaTo aMiIoqunuHOB Oe3uiIaT), BajcapTaH U
XUAPOXIIOpOoTHA3HI. Beska ¢punmupana tadiretka cpappka 10 Mg aMaoauiH (KaTo aMIT0IHITHHOB
6e3mnar), 160 mg BancapTan 1 25 MY XUIPOXIOPOTHASHU.

JIpyru ChCTABKH: [ENyJ103a, MUKPOKPUCTAIHA; KPOCTIOBHIOH (THIT A); KOJIOUIECH O€3BO/ICH CHUITHIINCB
JMOKCHJT, MarHe3ues creapart; xumpomernosa (3amectsai tun 2910 (3 mPa.s)); makporoa 4000; Taik;
tutaHoB quokcun (E171); xenesen okcun, xbiat (E172).

Exforge HCT 10 mg/320 mg/25 mg ¢puamupanu TaéaeTku

Axrtusnu Berecta Ha Exforge HCT: ammoaunus (KaTo aMIOAUITHHOB OE3WIIaT), BaicapTaH U
Xuapoxioporuasui. Beska ¢unmupana tabnerka cbabppka 10 mg ammoaunuH (KaTo aMmiIoJUITHHOB
Oe3mnar), 320 mg BancapTad u 25 MJ XUAPOXIOPOTHAZUI.

JIpyru chCTaBKU: eTy103a, MUKPOKPHUCTAIHA; KPOCITOBUIOH (THII A); KOJIOHIEH OS3BOICH CHUITHIINEB
JMOKCHJI, MarHe3uen creapart; xumpomernosa (3amectsai tun 2910 (3 mPa.s)); makporoa 4000; Taik;
tutano guokcun (E171); sxenesen oxcun, sxwiat (E172).

Kaxk m3raexna Exforge HCT u kakBo chabp:ka onakoBKaTa
Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu Tabnetku ca 6enu, oBannu tabnerku ¢ Haamuc “NVR” or
ennara crpana u “VCL” ot npyrarta. [Ipubnusurenna rojgemuna: 15 mm (apipkunaa) X 5,9 mm (mupuHa).

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu tabiieTku ca 610K bJITH, OBATHA TaOJCTKU ¢ HAIINC
“NVR” ot exnara crpana u “VDL” ot apyrara. [Ipubnusurenna ronemuna: 15 mm (rbmkuHa) X 5,9 mm
(mmpuna).

Exforge HCT 5 mg/160 mg/25 mg dbuimupanu TabIeTKH ca KbITH, OBaTHN TabaeTku ¢ Haamuc “NVR” ot
ennara crpana u “VEL” ot apyrara. [Ipu0nausutenna rojemMuna: 15 mm (rbipkuHa) X 5,9 mm (mupurHa).

Exforge HCT 10 mg/160 mg/25 mg ¢punmupanu tabneTku ca KapsSBOXBITH, OBATHA TAOJIETKU C HAIIUC
“NVR” ot exnara crpana u “VHL” ot apyrara. [IpuGnusurenna ronemuna: 15 mm (apmkuHa) X 5,9 mm
(mmpuHa).

Exforge HCT 10 mg/320 mg/25 mg ¢punmupanu tabneTku ca KapsSBOXBITH, OBATHA TAOJIETKU C HAIINC
“NVR” ot ennara ctpana u “VFL” ot apyrara. [Ipubmusutenna ronemuna: 19 mm (qpipkuHa) X 7,5 mm
(mmpuHa).

Exforge HCT ce npemara B orakoBkH, chabprkarnu 14, 28, 30, 56, 90, 98 nmm 280 dpunmmupanu TabiIeTKy,
B ChcTaBHM OMakoBKH oT 280 TabieTky (BKIOUBAIM 4 OMMAKOBKH, BCAKA ChAbpikamma 70 TabaeTky min

20 omakoBKH, BCAKa Chbpikania 14 TabneTku) v B OOHUYHH OMAKOBKH, ChAbpxamy 56, 98 win

280 TabneTku B iephopupaHu eIHOI030BH OIIMCTEPH.

He Bcuuku onakoBku Morat Ja 6’I>,Z[aT ITyCHaTHu B npo;[a>i<6a BbB Bamara CTpaHa.
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IlpuTeskaTes HAa pa3pelIeHUETO 32 YIOTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnannus

IIpousBoauTe

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
Hranus

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ucnanus

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nirnberg
T'epmanus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nurnberg
I'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaIlI/IH OTHOCHO TOBaA JICKApCTBO, MOJIA, CBBPIKETE CC C JIOKAJTHUA NPEACTABUTEIT

Ha MpUTEXaTeNs Ha pa3pelieHneTo 3a yrnoTpeoa:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Buarapus
Novartis Bulgaria EOOD
Temn.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

Lietuva

SIA Novartis Baltics Lietuvos filialas

Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungéria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge

Novartis Norge AS
TIf: +47 23 05 20 00
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E)Mada Osterreich

Novartis (Hellas) A.E.B.E. Novartis Pharma GmbH

TnA: +30 210281 17 12 Tel: +43 1 86 6570

Espafia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z 0.0.
Tel: +34 93 306 42 00 Tel.: +48 22 375 4888

France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 1 55 47 66 00 Tel: +351 21 000 8600
Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: +421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +390296 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbztpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

JlaTa Ha moCJIeHO NpepasrjiexkaaHe Ha JUCTOBKATA
Apyru u3rouyHuuu Ha uHGopManus

ITonpoOHa uHpOpMaIKs 3a TOBa JIEKapCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus 1mo
nekapcTBara http://www.ema.europa.eu
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