NIMPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu tabneTku
Exforge HCT 10 mg/160 mg/12,5 mg dunmupanu TabieTku
Exforge HCT 5 mg/160 mg/25 mg ¢punmupanu Tabnerku
Exforge HCT 10 mg/160 mg/25 mg ¢unmupanu TabneTKu
Exforge HCT 10 mg/320 mg/25 mg ¢punmupanu TabieTKu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

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

Bcesika punvupana tabnerka cbabpka 5 mg amnoaunud (amlodipine) (kaTo aMnoaunMHOB Oe3unar),
160 mg Bancapran (valsartan) u 12,5 mg xunpoxmnoporuasua (hydrochlorothiazide).

Exforge HCT 10 mg/160 mg/12.5 mg dunMupasu TabIETKH

Bcesika punmupana tabnerka cpaspka 10 mg amnoaunus (amlodipine) (kaTo amIoqunuHOB Oe3uiar),
160 mg Bancapran (valsartan) u 12,5 mg xunpoxnoporuasua (hydrochlorothiazide).

Exforge HCT 5 mg/160 mg/25 mg dbunMupady TabIeTKI

Bcesika punMupana tabnerka cbabpka S mg amnoaunud (amlodipine) (kaTo aMinoaunMHOB Oe3unar),
160 mg Bancapran (valsartan) u 25 mg xuapoxsoporuasun (hydrochlorothiazide).

Exforge HCT 10 mg/160 mg/25 mg dunmMupanu TabiIeTku

Bcesika punmupana tabnerka chabpka 10 mg ammoaumnua (amlodipine) (kaTo amJIOUITMHOB Oe3war),
160 mg Bancapran (valsartan) u 25 mg xuapoxsoporuasuzn (hydrochlorothiazide).

Exforge HCT 10 mg/320 mg/25 mg dunmMupanu TabiIeTku

Bcesika punmupana tabnerka chabpka 10 mg ammoaunus (amlodipine) (kaTo amIIOUITMHOB Oe3war),
320 mg Bancapran (valsartan) u 25 mg xunpoxsoporuasuzn (hydrochlorothiazide).

3a IIEIHUS CIIMCHK Ha IIOMOIIHUTE BCIHICCTBA BUXKTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana Tadnerka (Tabnerka)

Exforge HCT 5 mg/160 mg/12.5 mg dunMupanu TabIeTKu

benu, oBajiHM, IBOMHO U3IIBbKHAIN TAa0JETKH ChC CKOCEHH PhOOBE, ¢ BIUTLOHATO pelIeHO O3HAUCHHE
“NVR” or egnara ctpana u “VCL” ot gpyrara. [IpuGnusurenna ronemuna: 15 mm (apmxuna) X 5,9 mm
(mmpuHa).

Exforge HCT 10 mg/160 mg/12.5 mg ¢wiMupadu TaOIEeTKH

brenoxbnTH, OBaTHU, TBOWHO U3MIBKHAIH TAONETKU ChC CKOCEHU pBhOOBE, C BIUILOHATO penedHo
o3HaueHue “NVR” ot ennara crpana u “VDL” oT apyrara. [Ipubmmsurtenda rojgemMuHa: 15 mm (abixiHa)
x 5,9 mm (mmmpuHa).



Exforge HCT 5 mg/160 mg/25 mg dbunMupady TabIETKH

JXKbaTu, OBaHU, ABOMHO M3ITBKHAIH TaOJIETKN ChC CKOCEHH Ph0O0BE, C BIUIBOHATO penieHO 03HAUCHHE
“NVR” or egnara crpana u “VEL” ot npyrara. [Ipubnusurenna ronemusa: 15 mm (abmkuna) X 5,9 mm
(mmpuHa).

Exforge HCT 10 mg/160 mg/25 mg duiaMupasu TabIeTku

KahsBoxbJITH, OBAIHU, IBOHHO MU3ITbKHAIM TAOJIETKH ChC CKOCEHH PHOOBE, ¢ BIUIHOHATO penedHo
o3HaueHue “NVR” ot ennara crpana u “VHL” ot gpyrara. [IpuOnusurenna rozemMuHa: 15 mm (aeixuHa)
X 5,9 mm (mmpuna).

Exforge HCT 10 mg/320 mg/25 mg dunMupanu TabiIeTku

KadsiBoxxbsTH, OBaITHHU, TBOWHO U3IIBKHAIH TaOJETKH ChC CKOCEHU PHOOBE, C BIUILOHATO penedHO
o3HaueHue “NVR” ot emnara crpana u “VFL” ot npyrata. [Ipubnauszurenna ronemMuna: 19 mm (abixuHa)
x 7,5 mm (mmpuHa).

4. KJIMHWUYHU JAHHUA
4.1 TepaneBTHYHU NMOKAZAHUSA

JleueHne Ha eCCHITMATTHA XUTICPTOHUS KaTO 3aMECTHTEITHA TEPAITHS MPH Bh3PACTHU MAIUEHTH, IPU KOUTO €
MOCTHUTHAT 33/I0BOJIUTEIICH KOHTPOJI BBPXY apTEPUATHOTO HAIIATaHe ¢ KOMOMHAIIMATA aMJIOUTIHH,
Bayicaptan u xuapoxyoporuasuya (HCT), npuaranu Kato TpU OTACTHHU JICKApCTBEHH (OPMHU HITH KaTo
(uKcHupaHa NBOMHA KOMOMHAIIMS 1 OT/CIIHA JIEKapCTBeHa (hopMa.

4.2 Jlo3MpoBKa U HAYMH HA NMPUIIOKEHUE

EO3I/IQOBK3

IIpenopwuBanara no3a Exforge HCT e eqna TabneTka qHEBHO, 32 IPEIIOYNTAHE CYTPUH.

[Ipenu na npemunar Ha neuenue ¢ Exforge HCT manuentute TpsoBa na 6b1at Ha GUKCHPAHU JO3U OT
CHOTBETHUTE MOHOKOMIIOHEHTH, KOUTO MpHeMart 1o cbiioTo BpeMme. Jlozara Ha Exforge HCT ce onpenens
Ha 0a3a 103UTe Ha OTACTHUTE KOMIOHEHTH OT KOMOMHAIMATA B MOMEHTA Ha TPEMHUHABAHETO.

Maxkcumannara npenoppuBana jgo3a Exforge HCT e 10 mg/320 mg/25 mg.

Cneyuannu nonyiayuu

bvbpeuno yspesxcoane

[Mopamu xuapoxnoporuazuaaara komnonenra Exforge HCT e npoTuBonokasan npu maiueHTy ¢ aHypus
(Bk. TOuka 4.3) ¥ IpU MALMEHTH C TEXKO OBOPEUHO yBpexkaaHe (CKOPOCT Ha IIIOMEPYIHa QUITPALIHs
(GFR) <30 ml/min/1,73 m?) (Bx. Touku 4.3, 4.4 u 5.2).

He ce nanara xopekmus Ha Ha9aJTHATA J103a MPY MAIMEHTH C JICKO JI0 YMEPEHO OBOPETHO YBpeKIaHe (BK.
Toukd 4.4 1 5.2).

Yeprodpobno yepecoane

[Mopamu BancapranoBara komroneHta Exforge HCT e nmpoTrBoIokasaH mpu mayeHTH ¢ TEKKO
4epHOAPOOHO yBpexkaaHe (Bxk. Touka 4.3). [Ipu maruenTs ¢ 1eko 0 yMEpeHO YepHOIpOOHO YBpexKIaHe
6e3 xoJiecTasa, MaKCHMaJlHaTa IIpenopbuBaHa go3a BajicapTad € 80 mg u nopaau ta3u npuunna Exforge
HCT ne e moaxomsu mpu Ta3u rpymna nanueHTt (Bx. Touku 4.3, 4.4 u 5.2). [Ipenopbku 3a go3ara Ha
aMJIOJIUITHH MPH NALMEHTH C JIEKO JI0 YMEPEHO YepHOAPOOHO yBpekIaHe He ca ycTaHoBeHu. [Ipu
NpeMHHaBaHe Ha MOIXOSIIN MTAMEHTH C XUTIEPTOHUS (BK. Touka 4.1) 1 4epHOAPOOHO YBpeKIaHEe KbM
neuenue ¢ Exforge HCT, TpsiOBa na ce nsnon3Ba Hali-HUCKaTa HATUYHA J]03a aMIIOJIHUITHH.



Cvpoeuna HedocmamvyHOCH U KOPOHAPHA OONleCm HA CbPYemo

CwinecTBYBa orpanudeH onur ¢ ynotpebara Ha Exforge HCT, ocobeHo B MakCHMalTHU JJO3H, TIPH
NAUeHTH ChC ChpPJICYHA HEAOCTATHUYHOCT M KOpOHapHa 0oJiecT Ha chpiiero. [IpenopruBa ce MoBUIIEHO
BHUMaHUE MPH MAIMEHTH ChC CHPJIeYHa HEJOCTATHUYHOCT U KOpOHApHa 00JIeCT Ha ChPIIETO, 0COOCHO MpH
npuiarane Ha MakcuManaara go03a Exforge HCT 10 mg/320 mg/25 mg.

Tayuenmu 6 cmapuecka évspacm (Ha 6v3pacm 65 200unu u nogeue)

ITpenopbuBa ce NOBUILIEHO BHUMAaHKE, BKIFOYUTENIHO I10-4€CTO MOHUTOPUPAHE HA apTEPUATTHOTO
HaJIsITaHe, MPY MallMeHTH B CTapyecka Bb3pacT, 0COOEHO MpH NMpuiiaraHe Ha MakcuManHara Jjo3a Exforge
HCT 10 mg/320 mg/25 mg, T KaTO AaHHHUTE 3a YIoTpeda NpH Ta3u MaUEHTCKA MOMyJIaus ca
orpanndenu. [Ipu npeMuHaBaHe Ha NOAXOASIIHN MAIMEHTH C XUMEPTOHUS (BK. ToUKa 4.1) KbM JIeUeHue ¢
Exforge HCT, tps6Ba na ce u3non3Ba Hail-HUCKAaTa HAJTMYHA 1033 aMJIOJUIIHH.

Heouampuuna nonynayus
Hsma crotBerHo mpunoxenue Ha Exforge HCT B nemuarpuynara momynamnus (MalMeHTy Ha Bb3PacT MO

18 ronyuHM) 3a MOKa3aHUETO JICUCHUE Ha €CEHIIMATHA XUIIEPTOHMS.

Hauny Ha nprioxkeHue

IlepopanHo npuioxeHue

Exforge HCT mosxe na ce npuema ¢ wim 6e3 XpaHa.

TaGnerxute TpsAOBa J1a ce MOITBIIAT LEIU C MATKO KOJIMYECTBO BOJIA, TI0 €HO M CHIIIO BpeMe BCEKH JIeH, 32
NPEINOYUTaHE CYTPHUH.

4.3 IIpoTruBomoka3zaHus

- CBpBXUYyBCTBUTEIHOCT KbM aKTHBHHUTE BELIECTBA, APYTH CyJI()OHAMUIHH TPOU3BOTHH,
JUXUAPONUPUINHOBY MPOU3BOIHU WIM KbM HAKOE OT IOMOIIHHATE BEIECTBA, N30pOEHH B ToUKa 6.1.

- Bropu u Tpetn TpumMecThp Ha OpemMeHHOCTTa (BK. TOUKHU 4.4 1 4.6).

- UepHoapoOHO yBpeKIaHe, OnnuapHa HUpo3a Wik X0JIecTasa.

- Texko 6L6peuno ypesxaane (GFR <30 ml/min/1,73 m?), aHypusi u Opy TIAIMEHTH HA JUATH3A.

- Ennospemennata ynorpe6a Ha Exforge HCT ¢ anmuckupeH-cbabprkaiy IpoIyKTH €
MPOTUBOTIOKA3aHa MPU MAIUEHTH ChC 3axapeH uabdeT mwim 6b0peuHo yBpekIaHe
(GFR <60 ml/min/1,73 m*) (8. Touku 4.5 u 5.1).

- PedpakropHa XunokanueMusi, XUIOHATPUEMU S, XUTIEPKATIUEMHUS 1 CHMITOMATHYHA
XHIEPYPHUKEMHSL.

- Texxa XunoToHus.

- ok (BKIIOYUTETHO KApAUOTEHEH LIOK).

- OO6cTpyKIus Ha U3X0JIa Ha JIsiBa KaMmepa (Hamp. XuneprpoduiHa o0CTpYKTHBHA KapIHOMHOIATHS 1
BUCOKOCTENICHHA a0pPTHA CTEHO3a).

- XeMOIMHaMUYHO HeCTabMIHA ChpIeYHA HEJJOCTATHYHOCT CJIe]] OCThP MHOKapIeH HH(PAPKT.

44 ChneuuaJHM mpexynpe:xieHUus U NMpeIna3Hl MepKHU NpH ynorpeda

besonacHocTTa M epuKacHOCTTa HA aMJIOAMIIMH TPU XUIMIEPTOHNYHA KpU3a HE Ca YCTaHOBEHHU.

IManmenTy ¢ HaTpUEB- W/uaK 0OeMeH eduimT

ExcuecrBHa XHIIOTOHHMSI, BKITIOYUTEITHO OPTOCTAaTUYHA XUIIOTOHHMS, ce HaOironasa rpu 1,7% ot
HalMeHTHTE, JeKyBaHu ¢ MakcuManHara J1o3a Exforge HCT (10 mg/320 mg/25 mg) cnpsimo 1,8% npu
NalMeHTUTE Ha BaJicapTaH/xuapoxioporuasus (320 mg/25 mg), 0,4% npu nanueHTuTe Ha
amnoaunua/BancapTad (10 mg/320 mg) u 0,2% npu nanmeHTUTe Ha XUAPOXIOPOTHAZH I/ aMIIOTUTTIH
(25 mg/10 mg) B X012 Ha KOHTPOJIMPAHO MU3MUTBAHE MTPHU MAIMEHTH C YMEPEHaA JI0 TeXKa, HEYCIIOKHEHA
XHUIEPTOHHS.



[Ipu manmeHTy ¢ HaTpUEB U/UIKM 00EMEH AeHLUT, TPUEMAIU BUCOKH 103 ANYPETHLH € BB3MOXKHO Ja
BB3HUKHE CUMIITOMATHYHA XUIIOTOHHUS clie/l 3anouBane Ha edenuero ¢ Exforge HCT. Exforge HCT
Tps0Ba J1a ce mpuJiara caMmo cjie KOpurupaHe Ha MpeIiecTBall HaTpHeB U/UiIi 00eMeH JeQULIUT.

Axo nipu neuenne ¢ Exforge HCT HacThnm ekcliecHBHA XUIIOTOHHMS, TIAIMEHTHT TPsiOBa fa Ob1e ToCcTaBeH
B JIETHAJIO TIOJI0KEHHUE U TIPU HEOOXOJMMOCT J1a C€ TIPUIIOKU MHTPaBeHO3HA MHPY3HsI ¢ PU3HOIOTHICH

Pas3TBop. Jleaenuero Moxe Ja 6’5,[[6 MMPOABIIZKCHO CJICH KAaTO CC CTaGI/I.TH/ISI/Ipa APTCPHUAITHOTO HAJIATAHC.

[IpomMeHy B CEpYMHUTE €JIEKTPOIUTH

Amnodunun/eancapman/xuopoxiopomuasuo

B xozna Ha koHTponupanoTo kimHUYHO u3nuTBade Ha Exforge HCT npu MHOTO OT mauueHTuTe
MPOTHBOTIONIOKHUTE eeKTH Ha BaicapTad 320 mg v XUIpOXJIOpOTHA3W 25 mg BBpXY HUBaTa Ha
CEpYMHUS KT MOYTH C€ HEYTpaIU3upar B3auMHo. [Ipu Apyru nanyeHTn, eqMHAAT UK APYTUST eEKT
MoKe /1a ToMuHupa. [leproandHo, Ha MOAXOISIM HHTEPBAIM OT BpeMe, TpsAOBa /1a ce u3cieBaT HuBaTa
Ha CepYMHHUTE EJIEKTPOJIMUTH C L[eJ1 OTKPUBAHE Ha Bb3MOXKHH €JIEKTPOJIUTHU HAPYILCHHUS.

[TepronyHO U3CiIeBaHE HA HUBATA HA CCPYMHHTE CIICKTPOJIUTH, TIO-CIICIMATHO Ha Kalus, TPsOBa a ce
MPOBEXK/IA HA OTNPENCICHH HHTEPBAITH OT BPEME C IIE)T OTKPUBAHE HA BH3MOXKHHU CJICKTPOJIUTHH
HapyIIeHNs, OCOOCHO MPH MAIMEHTH C JPYTH PUCKOBH (PaKTOPH KaTo HapyleHa ObOpeuHa GpyHKIus,
JICUCHHE C JIPYTH JICKAPCTBEHH MPOTYKTH HITH MPEAXO0KIAIa aHAMHE3a 32 eINCKTPOJIUTHH HAPYIICHUS.

Bancapman
EnnoBpemennara ynorpeda ¢ KaneBr 100aBKHU, KATUH-ChXPaHBAIM JUYPETUIIN, 3aMECTUTENN Ha COJITA,

ChIbPIKAIM KAJIMH, WM APYTH JIEKAPCTBEHH MPOIYKTH, KOUTO OMXa MOIJIH Jia TIOBUILIAT HUBATA HA Kaaui
(xenapuH u T.H.), He ce npenopbuBa. CTOWHOCTHTE HA Kaus TPsiOBa CHOTBETHO /14 C€ MOHUTOPHUPAT.

Xuopoxnopomuasuo

Jleuennero ¢ Exforge HCT Tps0Ba na ce 3amodne caMo cliel KOpUrupaHe Ha XUTIIOKaIueMHsITa 1
CBITBTCTBAIIIATA XUIIOMAarHe3ueMusl. THasuIHUTE JIypPETUIM MOTAT Jia YCKOPSIT HOBA TOsBa Ha
XHUIMOKATNEMUS WM J1a 000CTPAT MPEAIeCTBAIIa XUITOKaTHeMusl. THa3uIHUTe TUYPETHLH TPOBa /1a ce
MpuiIarar ¢ MOBHINEHO BHUMAaHKE TIPH MAIEHTH, YHETO CHCTOSHIE € CBBP3aHO ChC MOBHUIIIEHA 3ary0a Ha
KaJInii, KaTo HalpuMep COJI TyOery He()poraTHH WK TIPEepPEeHATHO (KapAHOTEHHO) YBpEXKIaHe Ha
O0bOpeuHaTa GyHKIHA. AKO IO BpeMe Ha Tepanusl ¢ XHUAPOXIOPOTHA3U]] CE pa3BUe XUMOKATHEMUS,
npuemsT Ha Exforge HCT Tps0Ba 1a ce mpeycTaHOBH 0 CTaOMITHO BH3CTAHOBSIBAaHE Ha OajaHca Ha Kausl.

TurasuaHuTe AUYPETULM MOTAT 14 YCKOPSIT HOBA MOSIBA HA XUTIOHATPUEMHUS U XUIIOXJIOPEMUYHA aJIKajl03a
WJIH J1a 00OCTPAT TpeIIecTBalla xunoHarpuemus. HabmoaBana € XAImoHaTpUEMHsI, CHIIPOBOJICHA OT
HEBPOJIOTHYHA CUMIITOMATHKA (TaJicHe, MPOrpeCcUBHA JIe30pUeHTaIus, anarusi). JleueHueTo ¢
XUAPOXJIOPOTHA3UIN TPsIOBa Ja Ce 3arovBa Clie]] KOpUTHpaHe Ha MpeaIiecTBalla XunonarpueMus. B
ciIydail Ha Te)Ka Wik Obp30 pa3BUBallla ce XUIIOHATpUEMHUS 110 BpeMme Ha neuennero ¢ Exforge HCT,
JIEYEHUETO TpsIOBa fa ObJie CTIPSHO O HOPMATM3UpaHe Ha HUBATa HA HATPHSL.

Bcnukn NMaoueHTH, ITpYuEMaIl THA3UIHU TUYPETULIA Tpi[6Ba MEPUOINYIHO [1a 6’L,E[aT IIpocCiiCasiBaHu 3a
CJICKTPOJIUTHU HAPYILICHU A, 0co0eHo Ha KaJlusd, HaTpUd 1 MarHe3usl.

Be0Opeuno yBpexmane

TuazuaHuTe TUypeTUIM MOTAaT J]a YCKOPST a30TEeMUSTA IIPH MAIlHEHTH C XPOHHYHO OBOPEYHO 3a00IIBaHE.
Koraro Exforge HCT ce npunara npu naipeHTH ¢ 650peuHo yYBpeKaaHe, ce mpernopbhuBa MepruoInIHO
npocJie/sIBaHe Ha HUBATa HA CEPYMHUTE EJICKTPOJINTH (BKIIOUMTEITHO HA KaJHs), KpEaTHHUHA Y TUKOYHATA
kucenmHa. Exforge HCT e mpoTuBomnokasan mpu NayeHTy ¢ TeXKO OBOpeUHO yBpekKaaHe, aHypus I
MPOBEKIAIIM Tuain3a (BxK. Touka 4.3).

He ce u3nckBa kopurnpane Ha pozara Ha Exforge HCT npu marnmenTu c jieko 10 yMepeHo 0b0pedHo
yspesxaane (GFR >30 ml/min/1,73 m?).



CreHo3a Ha ObOpeYHa apTepus

Exforge HCT TpsiOBa na ce mpuiara ¢ IoBHIIEHO BHUMAHUE 32 JICYCHUE HA XUIICPTOHUS IIPH TALEHTH C
€IHOCTpaHHA WM IBYCTpaHHa CTEHO3a HAa ObOpeUHHUTEe apTepHH WM IIPU CTEHO3a Ha apTepus Ha
€IMHCTBEH OBOPEK, Thil KAaTO MPU TaKMBa MALMEHTH MOKE JIa C TOTy4YH IMOBUIIABAHE HA ypesiTa B KPBBTA
U CepyMHUS KPEaTHHHH.

brOpeuHa TpaHcIIaHTaHs

J1o To31 MOMEHT HsIMa HaTpyIaH OIUT T10 OTHOIIeHHE Ha Oe3onacHara ynotpeda Ha Exforge HCT npu
MAIMEHTH ChC CKOPOITHA OLOpeYHa TpaHCTIaHTaIHSL.

YepHO1poOHO YBpEXKIaHE

Basncapran ocHOBHO ce elTMMIHHAPa HEMPOMEHEH upe3 KIIbukata. [1omyKUBOTHT Ha aMJIOUITHH €
yABIDKeH, a croiHocTuTe Ha AUC ca 1mo-BUCOKY MU MAIMEHTH ¢ HapylleHa YepHoApoOHa QyHKIHS, HE ca
YCTaHOBEHU MPENOPBKH 3a fo03ara. [Ipy manueHTy ¢ Jexo 10 yMepeHo YepHOApOOHO YBpekIaHe 0e3
xoJlecTaza MakCUMaliHaTa npernopbhuBana 103a Bancaptan ¢ 80 mg, cnegoBarento Exforge HCT ne e

TTOIX OJISITIT TIPY Ta3H TPpyIia marueHT (Bxk. Touku 4.2, 4.3 u 5.2).

Anruoenem

Cpo0miaBa ce 3a ciiy4an Ha aHTHOE/IEM, BKIIFOYUTEIHO OTOK HA JIAPUHKCA U TII0THCA, IPUYUHSIBAIL
0OCTpYKUHMS Ha JUXATEITHUTE IBTULIA H/WIN OTOK Ha JIUIETO, yCTHUTE, (papHHKCa H/WIN €31UKa TIPH
HALMEeHTH, JIEKYBaHH C BaJicapTHaH. HAKOM OT Te3u MalueHTH ca NMaIM U IPeau TOBa aHTHOEIEM, IIPU
JIeUeHHE C OPYTH JieKapcTBeHN NpoaykTH, BkmtountenHo ACE nnxuburopu. Exforge HCT tpsidBa na ce
crpe He3a0aBHO NPH MAaIMEHTUTE, KOMTO MOJTyyaT aHTHOEIeM U He TpsiOBa Jja ce Impuilara OTHOBO.

HMHTecTHHANECH aHTHOEIEM

3a MHTECTHHAJICH aHTHOENIEM Ce ChoOIIaBa Mpy MaIMeHTH, JIEKyBaHU ¢ aHrnoTeH3uH I perentopHu
aHTarOHMCTH, BKITFOYUTEIHO BaJicapTaH (Bk. Touka 4.8). Te3u nmareHT ©MaT KopeMHa 0oJika,
rajicHe, OBpbIlane U auapus. CAMITOMUTE OTIIyMSBAT CJIE] MPEyCTAHOBABAHE HA aHTUOTEH3HUH 11
PELIENTOPHUTE AaHTATOHUCTH. AKO C€ TUArHOCTUIINPA HHTECTUHAJICH aHTHOE/IEM, JICYCHHETO C
BajyicapTaH Tps0Ba Jia ce MPEYCTAHOBH U JIa CE 3all0YHE TOAXO/ A0 HAONFOCHHE IO TIBIHOTO
OTIIIyMSIBaHE Ha CUMITTOMUTE.

C’BDI[C‘IH& HCIOCTATHhYHOCT U KOPOHAapHa OollecT Ha C’BDLICTO/HOCTMI/IOK&DI[CH HHd)aDKT

Karo nocnenuua ot ”HXMOMpPaHETO HA PEHUH-aHIMOTEH3UH-ATJOCTEPOHOBATA CUCTEMA IPU
TpepasnooKEeHH MAIMEHTH MOTaT J]a ce OYaKBaT MPoMeHr B ObOpeunara GyHkims. [Ipu naruenTa ¢
TEXKa Chbp/ACYHA HEJOCTAaThUHOCT, YHATO ObOpeuHa (yHKIMs Ou MOryia 1a 3aBIUCH OT aKTUBHOCTTA Ha
PEHUH-aHI'MOTEH3HH-AJI0OCTEPOHOBATa cucTeMa, jJedennero ¢ ACE MHXuOUTOpH M aHTMOTEH3UH
peuenTopHu OJIOKEpH ce CBBP3Ba C OJINTYPUS H/WIH MIPOTPECUBHA a30TeMUs U (PSAAKO) ¢ ocTpa ObOpeuna
HEeO0CTaThYHOCT U/uiu cMBpT. [lo106H pe3ynTaTy ca choOiieHn 3a Bancaprad. OleHKaTa Ha MaleHTUTe
ChC ChPJIEYHA HEAOCTATHYHOCT M WIIM TOCTMUOKAP/IEH MH(APKT TPsIOBa /1a BKIIOUBA BUHArM OLIEHKA Ha
O0bOpeuHaTa QyHKUIHS.

B mparocpouno, mianedo-korTponupano npoyusane (PRAISE-2) ¢ amoaunH npH MaueHTH Che
cohpaeuna HepocrarbuHOCT Kitac I u IV mo NYHA (New York Heart Association Classification), ¢
HEHCXEMUYHA €THOJIOTHSI, aMJIOAHIIMH CE CBBP3Ba C MOBHUIIEH Opoii chOOLIeHN 3a 0e0IpoOeH OTOK,
BBIIPEKU JIUIICAaTa HA 3HAUMMa pa3jIMKa B 4eCTOTaTa Ha BIIOIIABAILA CE ChP/I€YHa HEAOCTaThbUHOCT B
CpaBHEHHE C ILIanedo.

brokepure Ha KaIIMeBUTE KaHAIM, BKIFOYUTEIIHO aMIIOUITHH, TPIOBa Ja Ce M3IO3BaT C MOBHUIIICHO
BHUMAaHUE NMPH MAIMECHTH ChC 3aCTOMHA CHhPJ/ICYHA HEJJOCTATBYHOCT, Thi KATO MOTAT Jia MOBHIIAT PUCKA OT
OBJCIIN ChPACUHO-CHIOBU CHOUTHS U CMBPTHOCT.



Heo0x0mMo € MOBUIIIEHO BHUMAHHUE TIPH HAIMEHTH ChC ChpJeYHa HEJOCTAThYHOCT U KOpOHapHa Ooject
Ha CHPILIETO, 0coOeHo pu BUcokara jo3a Exforge HCT 10 mg/320 mg/25 mg, Thi KaTo ChIIECTBYBAIIUTE
JAHHHUTE MIPH Ta3W MAIMEHTCKA MOITYJIAIUs ca OTPAaHUYCHH.

AO[ZTHa 1 MUTpPAJIHA KJIAITHd CTCHO3a

Kaxro IIpr BCUYKHU JPYTA BA30AUIATATOPU € HCO6XO,I[I/IMO CI1a3BaHC Ha CIICTIMAJIHUA ITPCATIa3HU MCPKHU ITPpU
MMaqUCHTU C MUTPAJIHA KJlallHAa CTCHO3a WKW 3Ha4YMMa a0OpTHA CTCHO3a, KOATO HE € BUCOKOCTCIICHHA.

Bpemennocr

AmnruorensuH Il peuentopuure 6mokepu (AIIPB) He TpsiOBa na ce 3amouBar mo BpeMe Ha OPEMEHHOCT.
OcseH ako nmpoabkaBaneTo Ha TepanusiTa ¢ AIIPB ce cunTa 3a )xu3HEeHO BayKHO, Ha MAITUEHTKUTE, KOUTO
TUTaHUPAT Ja 3a0peMeHesT, TpsiOBa Ja ObJe Ha3HAUYEHO aJITePHATUBHO AaHTUXUIIEPTCH3UBHO JICUEHUE C
ycTaHoBeH npoduin Ha Ge3omacHoCT 3a ynorpeba o BpeMe Ha 6peMeHHocT. [Ipu ycTaHOBsIBaHe Ha
opemenHoct nedennero ¢ AIIPB tps6OBa na ce npeycTtaHoBU He3a0aBHO U, aKO € YMECTHO, J1a CE 3alloqHe
ajTepHaTHBHA Tepanus (BXK. TOUkH 4.3 u 4.6).

IIspBUYCH XUIIEPAIOCTEPOHUIBM

[lameHTH ¢ TBPBUYECH XHUIIEPAIIOCTEPOHU3BM He TpsiOBa 1a ObaT JeKyBaHH C aHTHOTEH3UH 1
pelienTopHus OJIOKep BajicapTaH, Thil KaTO TSIXHATA PEHUH-aHTMOTEH3WH-AJIJOCTEPOHOBA CUCTEMA HE €
aktuBupana. [lopagu taszu npuunna Exforge HCT He ce mpenopbuBa npu Ta3u NOMyJIausl.

CHCTeMeH JIYITyC epUTEMAaTOIeC

Cro0miaBa ce, ue THA3HIHUTE JUYPETHIIN, BKITIOYUTEITHO XUAPOXJIOPOTHUASHI, MOTAT JIa 000CTPST WITH J1a
AKTUBUPAT CUCTEMEH JIYITyC €pUTEMATO/IEC.

Jpyru MeT A0OJIUTHH HApYICHUA

TuazuaHuTe IMYPETHIH, BKITIOYUTEITHO XUIPOXIOPOTHA3H]I, MOTAT Ja HapyIlaT TIIIOKO3HUS TOJIEpaHC U Ja
MIOBHINIAT CEPYMHHUTE HHUBA Ha XOJIECTEPOJI, TPUTIUIIEPUIN U TMKOYHA KucenuHa. [Ipu mammenTy ¢ nuader
MOJe J]a € He00X0JMMO KOpPUTHPaHe Ha J103aTa Ha WHCYJIMHA WJIHM Ha MEPOPATHOTO XHUITOTIIMKEMHYHO
CpEACTBO.

Hopa/:u/l XUApOXJIOpOTHAa3ngHaTa KOMIIOHCHTA Exforge HCT e IMPOTHUBOIIOKA3aH IIpHU CUMIITOMATHUYHA
XUIICPYPHUKCMUSL. XPI,Z[pOXJ'IOpOTI/IaBI/I,Z[ MOJXKE a INOBUIIN CCPYMHUTEC HMBA HA ITIMKOYHATA KUCECIIWHA, ITOpaand
HaMaJICHUA KIIMPBHC Ha IMMKOYHATa KUCEJIMHA U MOJKE 1a IIPUYKMHU WK da 06OCTpI/I XUIICPYPUKEMHUATA,
KaKTO 1 Ja YCKOPH II0sIBaTa Ha Ioaarpa nmpu npeapasnojoKEHU IMalucCHTH.

TuasuauTe HAMAISIBAT CKCKPEIMTA HA KAIIHI ¢ YpUHATA U MOTAT Jia MPEU3BUKAT IPEXOIHO U JICKO
NIOKauBaHe Ha CEPYMHUS KaJIUI MPH JIMIICaTa Ha W3BECTHHU HAPYIICHHS B KATIMEBUS META0OIN3bM.
Exforge HCT e npoTHBOIOKA3eH MPH MAIMEHTH ¢ XUTICPKATITUEMHUS U TPsIOBa J1a ce TpHiiara caMmo Cies
KOpUTHpaHe Ha npeamecTsama xunepkaniuemust. [Ipuemst Ha Exforge HCT Tpsa6Ba na 0b/1e npekpaTteH
IIPY Pa3BUTHE HA XUTICPKATIMEMHS 10 BpeMe Ha jiedeHreTo. CepyMHUTE HUBA Ha KaJIus TpOBa
TIEPUOTUYHO J1a CE TIPOBEPSBAT MO BPeMe Ha JICUSHUETO ¢ THa3uau. [loguepTaHaTa XUIepKaTIMEMHUS MOXKE
Ja O'bJIe TOKA3aTesICTBO 3a CKPUT XHUIIEpIapaTupeonin3bM. [IpueMbT Ha THA3UIHH AUYPETHUIIN TPsOBa 1a
0bJIc TPEeKpaTeH NMpeIu NMPOBEXKIAHE HAa N3CIICBAHNS Ha (DYHKIMATA HA MTApaTUPCOUTHHUTE JKJITC3H.

DOTOUYBCTBUTEIIHOCT

Cro0miaBa ce 3a ciiy4ad Ha peakiui Ha (POTOUYBCTBUTEITHOCT MPU TIPUEM Ha THA3WIHU JTIUYPETUIH (BXK.
Touka 4.8). Ako o Bpeme Ha seuenuero ¢ Exforge HCT Bb3HMKHE peakiys Ha (OTOTYyBCTBUTEIHOCT, CE
IpernopbyBa CIUpaHe Ha JIEUSHHETO. AKO ce CUMTa 32 HEOOXOAMMO MOBTOPHO NpUIIaraHe Ha TUYPETHKA, ce
MpernopbyBa 3alMTa Ha 00JIACTUTE, M3T0KEHH Ha CIIbHIE WK n3KycTBeHa UV A cBeTiuHa.



XopouaaaeH U3IUB, OCTPa MUOIIHS ¥ BTOPUYIHA OCTPA 3aKPUTOBI'BIHA IIayKoMa

XUAPOXJIOPOTHAZUABT € CYI(POHAMHI U € CBBP3aH C peaKiys Ha HIMOCHHKPA3Hs, BOJICIIA 10 XOPOHIAJICH
U3/UB C Ae(EKT Ha 3pUTEITHOTO MOJIe, OCTPA TPAH3UTOPHA MUOIUS U OCTPA 3aKPUTOBI'BIIHA INIAyKOMA.
CumrToMuTe BKITIOYBAT BHE3AITHO HAMAJISIBAHE HA 3pUTEITHATA OCTPOTA WM OOJIKA B OUYUTE M OOMYAITHO
BBH3HHUKBAT B paMKHUTE Ha YacOBE JI0 CEMMIIA CIIe]T 3alloYBaHe Ha JiedeHuero. HenekyBanara octpa
3aKPHTOBI'BIIHA TIIAYKOMa MOXKE J1a JIOBEJIe /10 IEPMaHEHTHA 3ary0a Ha 3peHUETO.

[TbpBOHAYATHOTO JIEUEHHE € JIa ce MPEKPaTH MpreMa Ha XUAPOXIOPOTHA3H], KOJIKOTO Ce MOKE Mo-0bP30.
AKO HE ce TIOCTUTHE KOHTPOJI BPXY BHTPEOYHOTO HAJISTaHE TPSOBA J1a C€ MMAT TPEIBH] CBOCBPEMEHHO
MEIUIHCKO UM XUPYPTUYHO JiedeHue. PuckoBute pakTtopu 3a pa3BUTHE HA OCTPa 3aKPUTOBI'BITHA
rJ1aykoMa MOTaT J1a BKIII0YBAT aHaMHe3a 3a CyJI(oHaMUIHA WM TICHUIMIIMHOBA AJIEPT UL

O0mm

HeO6XOI[I/IMO € NOBHUIIICHO BHUMAHMUC ITPH MaIUCHTHU C MPCAIICCTBAId CBPBXUYBCTBUTCIIHOCT KbM APYyTrd
aAaruotTeH3uH 11 PCUCIITOPHU 6J'IOKepI/I. Peakiunre Ha CBPBXYYBCTBUTCIHOCT KbM XHAPOXJIOPOTHUA3U] Ca
IMO-BCPOATHHU NIPU MAIUCHTH, CTpaJallln OT aJICPTUA UJIN aCTMa.

[TanyeHTy B cTapyecka Bh3pacT (Ha Bb3pacT 65 TOMMHY U IMOBEYe)

ITpenopbuBa ce MOBUILIEHO BHUMAHUE, BKIIFOYUTEIHO I10-4€CTO MOHUTOPUPAHE HA apTEPUATTHOTO
HaJIATaHe, [IPY MalUeHTH B cTapyecka Bb3pacT, 0cOOEHO MpH Mpujlarane Ha MakcuManHaTa jo3a Exforge
HCT 10 mg/320 mg/25 mg, T KaTO JaHHHUTE 3a YIoTpeda Npu Ta3u MaMEHTCKA MOMyJIaus ca
OTPaHUYEHHU.

JIBoliHO OJOKHMpPaHe Ha PEHMH aHTHOTEH3MH -ajytocrepoHoBara cucrema (PAAC)

Nwma nannm, ye eqaoBpemMenHara ynorpeba Ha ACE uaxubutopu, APB nnm anmuckupeH nmopuiaba pucka
OT XUIIOTOHUS, XUIIEPKaJINeMus 1 HamaslsiBaHe Ha ObOpeuHara GyHKUus (BKIIOYMTETHO OocTpa ObOpeuHa
HenoctaTbyHOCT). [lopanu ToBa He ce mpenopbuBa ABOIHO Onokupane Ha PAAC upe3 komOuHupaHaTa
ynotpe6a Ha ACE nuxuburopu, APb nmm anuckupeH (Bx. Touku 4.5 u 5.1).

AKO ce mpelieHH, e TepanusiTa ¢ ABOWHO OJIOKUpaHe ¢ adCOII0THO He00X0[MMa, TOBA TPsIOBa J1a CTaBa
caMmo 1o/ HaOTIOICHUETO Ha CTICIIUANTMCT U MPHU YECTO BHUMATEITHO MOHUTOPUpPaHE Ha ObOpeyHaTa
(byHKIHA, eTeKTpoauTUTe U KpbBHOTO Hamsirane. ACE uaxuburopu u APB He TpsiOBa na ce u3mon3sar
€/THOBPEMCHHO TMPH MAIUCHTH ¢ JruadeTHa HepomaTHs.

HeMmenanoMeH pak Ha Ko)kata

B nBe enuieMHoIOTMYHY IPOYYBaHUsl, OCHOBABAILM CE HA AATCKUs HALIMOHAIEH PAKOB PETUCTHP, €
Ha0JII01aBaH MOBUILECH PUCK OT HeMellaHOMeH pak Ha koxara (HMPK) [6azanHokieThueH KapuHOM
(BKK) u ckBamoznokiersuer kapuuHoM (CKK)] mpu HapacTBaina eKcro3ulivs Ha KyMyJiIaTHBHA 1032
XuIpoxiaoporuazug. PoToceHCHOMIM3UpaIuTe ePeKTH Ha XUAPOXJIOPOTHA3UI MOTaT A IeHCTBAT Karo
BEpOSTEH MEXaHU3BM 3a pa3putue Ha HMPK.

[lammenTuTe, MpreMaly XUAPOXIOPOTHA3H, TPAOBa na ObaaT HHGopMupanu 3a pucka or HMPK u
CHBETBAHH PEOBHO Jla POBEPSIBAT KOXKaTa CH 3a HOBU JIE3HU U He3a0aBHO Ja chOOIIaBaT Py M0siBa Ha
MOJO3PUTETHN KOXKHH Jie3ud. Ha manmentuTe TpsiOBa 1a ce nmpenopbyuaT Bb3MOKHH NPEBAaHTUBHU MEPKH,
KaTo OrpaHUUYEHO M3JIaraHe Ha CIIbHYEBA CBETJIMHA U YJITPAaBUOJIETOBU JIBUY, a B CIIy4Yal Ha €KCIO3UIIMS,
MOXOJAIIA 3aIIUTa, 32 Ja CE CBEJIE 10 MUHUMYM PHUCKBT OT pak Ha Koxkara. [1o103puTeHiTe KOXKHH
Je3un TpsioBa 1a ObaT NOATI0KEHN Ha He3a0aBHO M3CIIeBaHe, HOTEHIMAIHO BKIIFOUBAIIO XUCTOJIOT NIHU
u3cineBaHus Ha OnornicnuHyu Marepuainu. [pepasmiexaane Ha yrorpedaTa Ha XUAPOXIOPOTHAZU MOXKE J1a
C€ HAIOXKHU M IIPU MalUeHTH, KOUTo ca uMmanu npeaxogen HMPK (Bx. cpiio Touka 4.8).



OcTpa pecnupaTopHa TOKCHIHOCT

Crnen npyieM Ha XHIPOXJIOPOTHA3U] Ce ChOOILABAT MHOTO PEIKU TEKKH CIIy4au Ha OCTpa pecrupaTropHa
TOKCHYHOCT, BKITFOUUTEITHO OCTHp pecnuparopeH aucrpec cuaapom (OPJIC). Caen npuem Ha

XUIIPOXJIOPOTHA3H OOMKHOBEHO C€ pa3BUBa 0eoapo0eH OTOK B paMKHUTE Ha MHHYTH 10 yacose. B
HAYyaJI0TO CUMIITOMUTE BKJIIOUBAT AMCIHES, IIOBHUILEHA TEMIIEpaTypa, BlIolIaBaHe Ha OenoapoOHaTa

¢ynkaus n xunoronus. [pu cemuenue 3a OPZIC tpsioBa na 6pae cipsin npuemsT Ha Exforge HCT u na ce

MIPUIIOKHU TIOJIXOIAIIOTO JIedeHre. XUAPOXIOPOTHA3H/] He TPsIOBa Ja ce puiiara Mpy NaiueHTH, KOUTO
nipenu ToBa ca nomydasaau OPJIC crnen npuem Ha XUIPOXIOPOTHA3U.

4.5

He ca mpoBesxaanu oduiinanyu npoy4yBanus 3a 3anmosieiicteusta Ha Exforge HCT ¢ apyru iekapcTBeHn

B3aumoneiicTBue ¢ Ipyru JekapcTBeHU NPOAYKTH U APyru ¢GopMu Ha B3auMo/elicTBHE

npoaykru. CiemoBaTeHo, B Ta3u TOYKA € Tpe/cTaBeHa HH(POPMAIHS €JMHCTBEHO 32 U3BECTHUTE MPHU
OTZIEITHUTE aKTHBHU BEILECTBA B3aUMOEHCTBUS C IPYTH JIEKAPCTBEHU MPOIAYKTH.

Baxw#o e na ce uma nipensu, e Exforge HCT moxe 1a 3acuiny XUMOTEH3UBHUTE e(DeKTH HA IPYTH
AHTUXUIICPTCH3UBHU CPEJICTBA.

He ce npenopbyuBa €THOBPEMEHHO ITPUIIOKEHHUE

Exforge HCT
OT/IeJIHH
KOMIIOHEHTH

H3BecTHH
B3aHMOJIeHCTBHA CHC
CJIeJHUTE CPe/ICTBa

E¢exT Ha B3auMoaelicTBHETO ¢ APYTH JIEKAPCTBEHU
NMPOAYKTH

Bancapran u
HCT

JIutnit

CpobmaBa ce 3a 00paTUMO MOBUIIIABaHE HA
KOHIIEHTpAIUsTa Ha JINTUHA B cepyMa U TOKCUYHOCT IIPH
eaHOoBpeMeHHO npwiiarane Ha uThii ¢ ACE unxuburopw,
AaHruoTeH3uH Il penenTopHu aHTarOHUCTH, BKIIFOUATEIHO
BaJICapTaH WK THA3UIHU AuypeTnuun. Thil KaTo
OBOpEUHUAT KIUPHHC Ha JIUTHUS € HAMaJIeH OT THA3UJIUTE,
PHUCKBT OT JINTHEBA TOKCHYHOCT € BB3MOKHO
JOI'BITHUTENHO Ja Ce MOBUIIHM NpH npreM Ha Exforge
HCT. Ilopanu Ta3u npuyunHa ce mpernopbyBa BHUMATEIHO
IpociieIsIBaHe HAa CEPYMHHTE HUBATa Ha JIUTUH MU
€JIHOBpEMEHHA yroTpeba.

Bancapran Kanuii-cexpanssamu Axo ce cMeTHe 3a He0OX0AMMO €JTHOBPEMEHHO C
JUypEeTULY, KaJIueBU BajIcapTaH Jla ce MpeANUILe JEKapCTBEH IPOYKT, KOUTO
N00aBKH, 3aMECTUTENM  TOBJIMSBA HUBATa Ha KaJMi, € IPENopbhUBa YECTO
Ha COJITA ChIbPHKALIY MOHUTOPHpPAHE HA IUIa3MEHUTE HUBA Ha KaJluil.
KaJui U Jpyru
BellECTBa, KOUTO MOraT
J1a IOBUIIAT HUBATa Ha
KaJIUi
AmitonunuH I'peitndpyT wm cox ot He ce npenoppuBa eaHOBpeMeHHaTa yrnorpeba Ha

rpedndpyT

aMIIOJIUTIFH C TPEUTIPPYT WU COK OT TPEUTIPpyT, THI
KaTO MPH HAKOM NAMEHTH OMOHATMYHOCTTA Ha
aMJIOJIMITMH MOJKE J1a C€ MOBHIIN H Jia JJOBEAE JI0
3aCUJIBAHE HA AaHTUXUIICPTCH3MBHUTE (PEKTH.




H3KcKBa ce NOBUIIIEHO BHUMAHME IPY €THOBPEMEHHO MPUI0KEHHIE

Exforge HCT MH3BecTHHn

EdexT Ha B3auMOeliCTBHETO C APYTH JIeKAPCTBEHH

OT/EJHH B3aUMO/ el CTBHS ChC NPOAYKTH
KOMIIOHEHTH  CJIEJJHUTE CpeJcTBa
AmitonunuH CYP3A4 unxubumopu EnHOBpEeMEHHOTO NPUIIOKEHUE HA AMJIOTUITHH ChC
(Hamp. KETOKOHA30I, cunan win ymepenu CYP3 A4 uaxubutopu (poTea3Hu
UTPaKOHA30I1, WHXUOUTOPH, a30JHU IPOTUBOT'BOMYHU CPECTBA,
PHUTOHABHD) MaKpOJIUAH, KaTO EPUTPOMULIMH WM KIAPUTPOMULIMH,
BeparamMuI Win JUITHA3EM ), MOXKeE J1a I0BEIE 10
3HAYMMO YBEJIMUBaHE Ha €KCIIO3UIMATA HA aMIIOAMITUH.
Knuanynata 3HauMMOCT Ha Te3H (papMaKOKUHETUYHU
BapHaLl1 MOXKe JIa € M0-U3pa3eHa Py MalUeHTUTE B
cTapuecka Bb3pacT. ToBa MOe J1a HAIOKU KIMHUYHO
npociieAsiBaHe U KOPEKIHs Ha J103ara.
CYP3A4 unoyxmopu [Ipu eqHOBpEMEHHO MPUIIOKEHNE HA N3BECTHU
(aHTUKOHBYJICAHTH nnayktopu Ha CYP3 A4 nna3menara KOHUEHTpaUus Ha
[Hamp. kapbamasemnuH, aMJIOIMIIMH MO>Ke Aa Bapupa. [lopaau ToBa KpbBHOTO
(henobapOuTa, HaysIraHe TPsOBa Jja ce MpOCIeIsBa U J]a ¢€ OOMUCITH
(eHnTOouH, aJlalITUpaHe Ha Jj03aTa KaKTo 10 BpeMe, Taka U Cle]
tdhochenurons, €JIHOBPEMEHEH npueM, ocobeHo chve crtan CYP3 A4
MPUMUIOH ], WHAYKTOPH (Hamp. pupaMITULMH, )XbIT KAaHTAPHOH ).
pubaMIMIIKH,
Hypericum perforatum
[*BaT KaHTapHOH])
Cumeacmamum MHOTrOKpaTHOTO MpHJIOKEeHUE Ha amioaunuH 10 mg

€JITHOBPEMEHHO ChC CUMBAcTaTHH 80 mg MoBUIIaBa ChC
77% excrno3ulusaTa Ha CHMBacCTaTUH CIPSMO
CaMOCTOSITEITHOTO MPIJIOKEHUE Ha CUMBACTATHH.
[IpenoppuBa ce HamalnABaHe Ha 03aTa HA CUMBACTaTHH
1o 20 mg AHEBHO NpH MAllUEHTHTE Ha JIeYeHHE C

AMJTO JTUTIVH.

Jlaumponen (unghysus)

[pw >xMBOTHU ca HaOJIrOJaBaHM JICTATHA KaMepHa
(bubpuIIanyst U ChpICUHO-CHAO0B KOJIAIC, CBHP3aHU C
XHIEPKATUEMUS CIIE] IPHIJIOKESHHE Ha BeparamMui U
MHTPaBEHO3eH JaHTposieH. [lopaam puck ot
XHIEPKATUEMHUSI, CE TIPETIOPBUBA JIa ce U305TBa
€THOBPEMEHHOTO NPWJIOKEHNE C QHTAarOHUCTU Ha
KaJIMEBUTE KaHAIN KaTO aMJIOAMIIHH TIPH TAIlUCHTH,
IpeApasnoIokKeHH KbM MaJHTHEHA XUIIEPTEPMHUS U TIPU
OBJIa/IsIBAHE HA MAIUTHEHA XUIIEPTSPMHSL.

Taxponumyc

IIpu eqHOBpEMEHHO NPUIIOKEHUE C AMIIOJUITHH
CBHIIECTBYBA PUCK OT NOBHUILIABAHE HA HMBATa HA
TaKpOJMMYC B KpBBTa. 3a J1a ce n30eryHe mpossa Ha
TOKCHYHOCT OT CTpaHa Ha TaKPOJIUMYC, IPHIIOKESHHETO
Ha aMJIOJMIIUH TPH NAIUEHTH, JIEKYBAaHU C TAKPOJIUMYC,
M3UCKBA KOHTPOJI Ha HUBATa Ha TAKPOJIMMYC B KPBBTA H
KOPEKIHS Ha 103aTa Ha TAKPOJIMMYC, aKO € He0OXO0IMMO.
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Bancapran u
HCT

Hecmepouonu
NPOMUBOBLINATUMETHU
cpeocmsa (HCIIBC),
BKIIOUBAUU CCNEKNUBH
YUKIOOKCU2eHasa-2
unxubumopu (COX-2
uHxXubUmMopu),
AyemuICanuyuIO8a
Kucenuna (>3 g/0en) u
necenexmuenu HCBIIC

HCIIBC morar ga oTcnadsT aHTUXUIEPTEH3UBHUS
edexkT, kakTo Ha anTnoTeH3uH Il penentopanTe
OJI0KepH, TaKa ¥ Ha XUJPOXIIOPOTHA3H, KOTaTo Ce
npuiarar eiHoBpeMeHHo. OcBeH TOBa €HOBpEMEHHATa
ynotpeba Ha Exforge HCT u HCIIBC moxe na noseze
JI0 BIIOIIaBaHe Ha ObOpevHaTa (PyHKIMs, U IOBUIIIABaHE
Ha HUBaTa Ha cepyMHus Kanui. I[lopagu Ta3u npuuuHa
ce IpernopbruYBa MOHUTOpPHpaHe Ha ObOpeuHara QyHKIus
IIPY 3aII0YBAHE HA JICYEHUETO, KAKTO U aJIeKBaTHA
XHUJpaTalysi Ha MaleHTa.

Bancapran Hnxubumopu na Pesynrarure ot in vitro npoy4BaHe ¢ ThKaH OT YOBEIIKH
vnmelik mpancnopmepa  4epeH Ipo0d IMoKa3Ba, 4e BaIcapTaH € CyOcTpaT Ha
(pughamnuyun, yepHoApoOHUs brTelik Tpancnoprep OATP1B1 u Ha
YUKIIOCHOPUH) UL yepHOoApoOHUS eduiykceH TpancopTep MRP2.
erykcrus EnHOBpEeMEHHOTO NMpHII0KeHNE ¢ MHXUOUTOPHU Ha
mpancnopmep BITEHK TpaHcropTepa (prudaMIuLIuH, HUKIOCTIOPHH )
(pumonasup) WK Ha eIy KCHUS TPAHCIIOPTEp (PUTOHABUP) MOXKE J1a

TOBHIIIM CUCTEMHATA CKCIO3UIIMS Ha BaJICAPTaH.
HCT Anxoxon, bapoumypamu  EIHOBpEeMEHHOTO NpWiaraHe Ha THA3WAHUTE JUYpPETHIN

uiu HapKomuyu

C BEIIECTBA, KOMTO CHIIIO UMAT TIOHUKABAIL KPBBHOTO
Haysrane edexr (Harp. ype3 HaMajlsiBaHe Ha
AKTUBHOCTTA Ha [ICHTPAITHATA HEPBHA CUCTEMA WK
JMPEKTHA Ba30/IMJIaTallMs) MOYKE J1a MOTSHIIMpa MosBaTa
HA OPTOCTATUYHA XUTIOTOHHSI.

Amanmaoun Tuazunure, BKIIOYUTEIHO XUIPOXIOPOTHAZUA, MOTaT J1a
MOBUIIAT PUCKA OT HEXKENAHU PEAKLINH, IPUUUHEHH OT
aMaHTaJIMH.

Anmuxonunepeuunu bronanmuHOCTTa HA THA3UAHUTE Iy PETHUIN MOXKeE J1a Ce

cpeocmea u opyau MOBUIIN OT AHTUXOJIMHEPTUIHUTE CPEICTBA (HATP.

JleKapcmeeHu aTpOIWH, OMIIEPUICH ), BEPOSTHO MOPAIX HaMalIIBaHE Ha

NPOOYKMU, NOGIUABAWU  MOTWINTETA HA CTOMAIIIHO-YPEBHUS TPAKT U 3a0aBsHE Ha

CMOMAUIHUL BpPEMETO 3a H3Mpa3BaHe Ha croMaxa. OOpaTHO, OUaKBa ce

Momunumem NPOKMHETUYHHTE BEIIECTBA KaTO IIM3apIu] 1a Morar Jia
HAMaJISIT OMOHAJTMYHOCTTA Ha THA3UIHHUTE TNy PETHUIIH.

Anmuouabemnu Tuasuante Morar Ja HapyIaT IITIOKO3HHS TOJIEPaHC.

cpeocmesa (Hatp.
WHCYJIVH U TIEpOPAITHH
aHTUINAa0EeTHU
CpenCcTBa)

- Memopmun

Moske fa ce HalloKu KOPUTHpAaHE Ha JO3HUTE HA
aHTUIna0eTHUTE JICKAPCTBEHU MPOTYKTH.

Metdopmun TpsiOBa Jia ce mpreMa ¢ MOBUIICHO
BHHMAaHHE [TOPaI PUCK OT JIAKTaTHA allu03a,
WHIYIMPaHa OT BE3MOKHa (QyHKIMOHATHA OBLOpeyHa
HEJIOCTATHYHOCT, CBBP3aHa C XUIPOXIOPOTHA3H/I.

bema-6aoxepu u
oua3oxcud

EHOBpEMEHHOTO NPUIIOKECHUE HA THABUIAHU
JYPETHIH, BKITIOYUTEITHO XUAPOXIOPOTHAZH], U
Ocra-0JI0KepY MOJKE J1a TIOBHIIN PUCKA OT
XUMEPrivKeMus. THa3UTHUTE TUYPETHUIIH, BKITFOUUTEITHO
XHUIPOXJIOPOTHA3HI, MOTAT JIa TIOBHUIIIAT
XUMEPrIMKEMUYHUS e(DEKT Ha MAa30KCH/I.

Luxnocnopun

EnHOBpeMEHHOTO TpriIarane ¢ MUKIOCTIOPHH MOKE Ja
MOBUILIM PHCKA OT XUIIEPYPUKEMUS U YCIIOKHEHHS Ha
nojarpara.

Humomoxcuyunu
cpeocmaa

TuasuaauTe JUypETHLH, BKIIOYHTEITHO
XHUIPOXIIOPOTHA3HUI, MOTAT JIa HAaMaIT ObOpeuHara
eKCKpeIMs Ha IMTOTOKCHYHUTE CPe/ICTBA (HAIP.
nukinodochamu, METOTPEKCAT) U Jia IOTESHIIUPAT
TEXHHUTE MUEJIOCYIIPECUBHU €(PEKTH.

1"



JHueumanucosu
2NIUKO3UOU

Tuasua-uHAyMupaHa XUMoKaTueMUs TN
XMIIOMarHe3ueMHUs MOraT J1a ¢ H3SIBT KaTO HEXKESIIaH!
peakiuuy, yIecHIBalK/d HAualoTO Ha IUTUTaIHC-
WHAYIIMPAHU CHPACYHH apUTMUH.

Hoonu konmpacmuu
sewecmea

B cirydaii Ha quypeTUK-uHylMpaHa JeXuaparalnns nMa
MOBHUIIECH PUCK OT OCTpa ObOpevHa HEJOCTATBUHOCT,
0c00EHO MPH BUCOKHU 1031 HA HOTHHUTE MPOJYKTH.
[amenTure TpsiOBa Aa ce pexXuapaTupaT Mpeau
IIpUIaraHeTo Ha HOJIHM KOHTPACTHU BELIECTBA.

Honoobmennu cmonu

AOGcopOIMsITa HA THA3UIHUTE UYPETHIIH, BKITFOUNTEITHO
XUJIPOXJIOPOTHA3H], CE HAMAJISIBA OT XOJIECTPHPAMHH
WK XOoJiecTHIo. ToBa MOke [a NOBEAE 10
cyOTeparneBTHYHY e(DEeKTH Ha THASUIHUTE JJHYPETHIIH.
[IpunaraHeTo Ha XUIPOXJIOPOTHAZU U HA
MOHOOOMEHHHUTE CMOJIU ITOOTAEIIHO, TaKa e
XUAPOXJIOPOTHA3HU Ja Ce IpuJiara IMoHe 4 Jaca npeau
unm 4-6 Jaca ciej| priioKeHUETo Ha HOHOOOMeHHaTa
CcMoJj1a, O HaMaJIiiIo B3aUMOICHCTBHETO.

Jlexapcmeenu
nPOOYKMU, NOBIUABAUIU
CEPYMHOMO HUBO HA
Kanus

XUMNOKaJIMEeMUYHUTE €PeKTH Ha XUAPOXIOPOTHASH]L
Morar fa 0baT MOBUIIICHN IPH CHbBMECTHO MTPUIIOKEHNE
C KUIMU-TYOeIH JUyPEeTHLH, KOPTUKOCTEPOUIH,
JIaKCaTHBH, apeHoKopTUKoTporieH xopmoH (ACTH),
am(oTepuIMH, KapOCHOKCOIOH, MeHUIMINH G 1
IIPOM3BOIHY Ha CAJTMIIIIOBATA KHCEINHA WITH
AHTHAPUTMHLU. AKO € HEOOXOJMMO MPEITHCBAHETO HA
TE3H JICKapCTBEHH MPOIYKTH €IHOBPEMEHHO C
KOMOMHaNUATA
aMJIOTUIMH/BaJICAp TaH/X UAPOXIIOPOTHAZH L, C€
IpenopbYBa MOHUTOPUPAHE HA IUIa3MEHUTE HUBA Ha
KaJIusl.

Jlexapcmeenu
NPOOYKMU, NOBIUABAUYU
CEPYMHOMO HUBO HA
Hampusi

XUMOHATPUEMHUYHUAT e(PeKT Ha ANYPETHIIUTE MOXKE J1a
C€ YCHJIU MIPU CHbBMECTHO MPHUIIOKEHHE C OIPEIeTICHN
JIEKapCTBEHU IIPOJYKTH KaToO aHTHIEIPECAHTH,
AHTHUIICUXOTHUIIH, aHTUETTIWIICITHYHH CPEACTBA U Jp.
Heo0xoanumo € moBHIIIEHO BHUMaHUE IIPH ChBMECTHO
MPWIOKEHUE Ha TE3U JICKAPCTBEHU POIYKTH.

Jlexapcmeenu
npooyKmu, KOumo
Mozam da uHoyyupam

[Topaau puCKa OT XUITOKATUEMHUS XUAPOXJIOPOTHAZUL
TpsIOBa J1a ce mpuJjiara C MOBUIIICHO BHUMAaHUE C
MPOIYKTH, KOUTO MOTaT Ja MHIyLUpaT torsades de

torsades de pointes pointes, o-criermanuo antraputmuim Kiac la u Kitac
III, kaKTO ¥ HIKOM AaHTUIICUXOTHIIH.
Jlexapcmeenu BBb3MO0XKHO € J1a ce HaJIOkK KOPUTHUpaHE Ha J03aTa Ha

NPOOYKMU, NPUIAeaHu
3a neveHue Ha nooazpa

YPUKO3YPUUYHUTE JIEKAPCTBEHU IIPOLYKTHU, ThH KaTO
XUIPOXJIOPOTHA3H MOKE J1a IOKAYX HUBATa Ha

(npoGeneru, cepyMHaTa MIKOYHa Kucenuaa. Moxe J1a € Heo0X0IMMO

CYI(UHINPA30H U Jla ce yBEJIMYH J103aTa Ha MPpOoOCHEIHI 1

aJIOIyPUHON) CYI(UHITIPA3OH.
EnHOBpeMEeHHOTO NpHiiarane Ha THa3UIHU TUYPETHIIH,
BKJIFOUHMTEITHO XUIPOXJIOPOTHA3UI, MOXKE Ja TIOBHILH
4ecToTara Ha PEaKIUHUTE Ha CBPBXIyBCTBUTEIHOCT
CHPSIMO JIOIYPHHOJL.

Memunoona Mma otjenHu choOLIeHHs 3a CIlydyad Ha XeMOJIMTHYHA

aHeMUsl, Bb3HUKHAJIA MPHU STHOBPEMEHHO NpUyiaraHe Ha
METHJIJIONA U XUAPOXJIOPOTHASHUI.
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Heoenonspusupawu
CKeNemHo-MyCKYIHU
penaxcanmu (Harp.

Tuazugure, BKIIOUUTEIHO XUIPOXIOPOTHASU,
MOTEHIUPAT JECHCTBUETO HA MIPOU3BOJHUTE HA Kypape.

TyOOKYypapHH)
Hpyeu Tuasuante NOTEHIMPAT aHTUXUIIEPTEH3UBHOTO
AHMUXUnepmeH3UGHU JEMCTBUE HA IPYTUTE aHTUXHUIIEPTEH3UBHH JIEKAPCTBA

JleKkapcmeeHu npooyKmu

(Hamp. TyaHeTHIUH, METHIJIONA, OeTa OJIoKepH,
Ba30/IHIIATATOPH, OTOKepH Ha KanueBuTe kaHaim, ACE
unaxuouropu, ARB u [lupexran Pennnosu Maxuburopu

[APA]).

Ilpecopnu amunu (Hamp.

HOpaJpeHAINH,
ajZIpeHAaJIMH)

XUAPOXJIOPOTHA3KA MOXKE J1a HAMAJIX OTTOBOpa KbM
NPECOpHH aMHUHU KaTo HopaapeHannH. Kiimanynara
3HAUYUMOCT Ha TO3H e(eKT € HeolpeIe/ieHa U He €

JIOCTaThYHA 3a PEKpaTsBaHe Ha TSIXHATA YIOTpeoa.

Bumamun D u xanyuesu
conu

[Ipunaranero Ha THA3UAHU IUYPETHUIIH, BKIIOUUTETHO
XUJPOXJIOPOTUA3H]L, C BUTAMUH D WK ¢ KaJuueBy Colu

MOJKe J]a MOTEHIMPa MOKAYBAHETO HA CEPYyMHUS KU,
EHOBpEMEHHOTO NPHIIOKEHHUE C THA3UIHH Y PETULN
MOJKE J1a IOBEJIE 10 XUTIEPKATIUEMUs IIPH TTallHEeHTH
MpePasnooKeHN KbM XUTIepKaNIueMHst (Hamp. TpH
XHIEepIapaTHPEONIN3bM, 37T0KaUECTBEHH 3200 IIBaHUS
WM BUTaMUH D-Meupanu ChCTOSHUS) Upe3
NOBHUIIIABAHE HA TyOyJIHaTa KaJlueBa peadbcopOmms.

Hesotino onoxupane na PAAC ¢ APB, ACE unxubumopu uiu aiuckupeH

JlaHHM OT KJIMHUYHY [IPOYYBAHUS [TOKA3BaT, 4e ABOWHOTO Ookupane Ha PAAC 4pe3 koMOMHMpaHaTa
ynorpe6a Ha ACE nnxuburopu, APb uim anuckupeH ce cBbp3Ba ¢ I0-BUCOKA YECTOTA Ha HEXKEIIaHH
CHOUTHSI, KATO HAlIPUMEP XUTIOTOHUS, XUTIEPKATMEMUs 1 HaMalsiBaHe Ha ObOpedHara QyHKITUs
(BKITIOUMTEIHO OCTpa OBOpEeUHa HEJOCTATHYHOCT), B CPAaBHEHHUE € yHOTpebara caMo Ha €THO CPE/ICTBO,
neiicraio Bepxy PAAC (Bx. Touku 4.3,4.4 u 5.1).

4.6 @epTHINTET, OPEMEHHOCT U KbPMeEHe

BbpemeHnHoct

Amnodunun

be3omnacHocTTa Ha aMJIOIUITHH 110 BpeMe Ha OPEMEHHOCT ITPU X0pa He € ycTaHOBeHa. B npoyuBaHus npu
JKUBOTHH, TIPH BUCOKH JIO3M ¢ HAOII01aBaHa PEIPOIyKTHBHA TOKCHYHOCT (BXk. Touka 5.3). [pritoxxenue no
BpeMe Ha OPEMEHHOCT Ce MPErnopbyuBa caMo KOraTo HsMma Mo-0e30macHa ajlTepHaTHBa U Korarto 0ojiectra
cama 1o ceOe CHM HOCH TMO-TOJISIM PUCK 3a MaiiKara U IIoJia.

Bancapmau

Ynortpebara na aurunorensut Il penentopau 61oxepu (AIIPB) He ce npenoppuBa 1o BpeMe Ha TbPBUs
TpUMECTBp Ha OpeMeHHOCTTA (BK. Touka 4.4). Ynorpebara Ha AIIPb e nmpoTtnBomnokasaHa rmo BpeMme Ha
BTOPUSI U TPETUSI TPUMECTBP OT OpeMeHHOoCTTa (BK. Touku 4.3 u 4.4).

EnunemuonornuHuTe JaHHU 3a PUCKa OT TepaToreHHocT ciell excro3unusa Ha ACE naxuburopu mo Bpeme
Ha ITbPBUS TPUMECTHP OT OPEMEHHOCTTA HE BOST 10 OKOHYATENHH 3aKitoueHus. Bee mak, neko
IIOBUIIEHUE HA PUCKA HE MOJKE J1a C€ U3KJII0Ud. BhIpeku ue HsMa NaHHU OT KOHTPOJMPaHU
€MHIEMHUOJIOTUYHY MPOYYBaHMsI 3a pucKa rpu anruotensud Il penenropaure onokepu (AIIPB) momoben
PHUCK MOJKE J1a CBIIECTBYBa 3a TO3U KJIac JieKapcTBeHU NpoaykTu. OcBeH ako npojbixkaBanero Ha AIIPb
TepamnusTa ce CMETHE 32 XKM3HEHO BaXKHO, TTALIMEHTH C IUIaHUpaHa OpeMEeHHOCT Tps0Ba 1a MpeMHUHAT Ha
QJITEePHATUBHO AaHTUXHUIEPTEH3UBHO JICUCHHE, KOETO MMa yCTaHOBEH NMpOQHI Ha 6e30IaCHOCT MPH
OpemeHHOCT. AKO ce ycTaHOBH OpeMeHHocT, tedenneto ¢ AIIPB Tps6Ba na ce npeycraHoBu He3a0aBHO H,
aKO € YMECTHO, [1a C€ 3all0YHE AITepHATUBHA TEPAIHSL.
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Excnosunusira Ha AIIPB 1o Bpeme Ha BTOpUS B TPpETHS TPUMECTBP Ha OPEMEHHOCTTa MOXKeE J1a J0BEJIE JI0
(heToTokcMYHOCT (HamalieHne Ha ObOpedHara (QyHKIIUsI, OTUTOXUAPAMHHUOH, 3a0aBeHa OcUUKaIIHsI Ha
yeperia) ¥ HEOHATalHa TOKCHYHOCT (OBOpedHa HeJOCTaThYHOCT, XUITOTOHH S, XUITepKaTHeMust) (BIX.
To4Ka 5.3).

B ciyuaii ye ce ycranoBu excriozunyist Ha AIIPB ot BTOpus TpuMecTsp Ha OpEMEHHOCTTA, ce MPEnophyiBa
poBepka Ha OhOpeuHaTa QPyHKIMS 1 Yepera Ha TUIofa 9pe3 YITPa3ByK.

Horoponenu, uniito matiku ca npuemanu AIIPB, TpsiOBa BHUMaTeIHO na ObJaT HAOMIOIaBaHU 3a
XUNOTOHUS (BXK. Touku 4.3 1 4.4).

Xuopoxnopomuazuo
MMa orpaHHYeH OIMUT OTHOCHO yIoTpebara Ha XUAPOXJIOPOTHA3HUI IT0 BpeMe Ha OPEeMEHHOCT, 0COOEHO
Hp63 H’BpBI/IH TpI/IMGC’I"Bp. Hpoy‘lBaHI/IﬂT a HpI/I JKMBOTHH Ca HEAOCTATbYHU.

XuapoxJIOpOTHa3K/I TIPEMUHAaBa Mpe3 TialeHTaTa. Bb3 ocHOBa Ha (hapMaKOIOTHYHUS MEXaHU3bM Ha
JICHCTBUE HA XUAPOXIOPOTHA3H], yTOTpedaTa My Npe3 BTOPUS M TPETHUSA TPUMECTHP MOXKE Ja HAPY K
(etornanentapHaTa epdy3us 1 1a 1oBeze 10 (GeTaTHu U HEOHATATHN ¢)eKTH KaTo KBIATCHUIIA,
HapyIICHUS Ha EICKTPOJIMTHUS OATaHC M TPOMOOITUTOTICHUSI.

Amnoounun/eancapman/xuopoxnopomuasuo

Jluricea onur ¢ ynotpebdara Ha Exforge HCT npu 6pemennu. B3 ocHOBa Ha ChHIIECTBYBAIIUTE TAHHU OT
NPOYYBaHUs C OTACIHUTE KOMIIOHEHTH, yriotpedara Ha Exforge HCT He ce mpenopbuBa mpe3 mbpBus
TPUMECTBpP OT OPEMEHHOCTTA U € TIPOTHBOIIOKA3aHa IIPe3 BTOPUS U TPETHS TPHMECTBP OT OPEMEHHOCTTa
(Bk. Touku 4.3 u 4.4).

Knpmene

AMJITOTUIIUH ce eKCKpPEeTHpa B KbpMara Ipu xopa. YacTra oT qo3aTa Ha Maiikara, mojiy4yeHa oT

KbPMaveTo, € N3YHCIICHA C MHTEPKBapTHIeH auanason 3 — 7%, ¢ makcumyM 15%. Edekrst HA
aMJIOJIMTIMH BBPXY KbpMadeTaTa € HeM3BecTeH. JIumncBaT naHHu OTHOCHO ynoTpebara Ha BajicapTaH 1o
BpeMe Ha KbpMeHe. XHUIPOXJIOPOTHA3H]] CE EKCKPETHpa B KbpMaTa B MaJIKU KOJW4ecTBa. BbB BUCOKU 03U
THUA3UANTE TPEIU3BUKBAT HHTEH3MBHA My pe3a U MOraT Ja MOTHUCHAT oOpa3yBaHeTo Ha KbpMmara. Exforge
HCT He ce npenopbuBa o BpeMe Ha kbpMeHe. Ako Exforge HCT ce npunara no Bpeme Ha KbpMEHe,
no3ute TpsiOBa 1a ObIaT KOIKOTO ce MOKe Mmo-HUCKH. [Ipenmoynra ce antepHaTnBHA TEpaIus ¢ yCTaHOBEH
npodu Ha 6€30I1acHOCT 10 BpeMe Ha KbpMEHE, 0COOCHO MPU KbpMEHE Ha HOBOPOJCHH U
MPEXKAEBPEMEHHO POJICHH JIeLa.

®deprunurer

Hsma knmuamaan npoy4uBanust oTHocHO BiustaneTo Ha Exforge HCT Bupxy deprinmrera.

Bancapman
Basncapran Hsama Hexenanu epeKTy BhpPXy penpoIyKTHBHATA CIOCOOHOCT Ha MBIKKHU U JKEHCKH TUTHXOBE

pu TipueM Ha repopaitau 1031 Jo 200 mg/kg/nen. Taszu no3a € 6 MbTH MaKCUMaTHATa MPETIOPBUNTETHA
7103a pU X0pa, onpejieneHa Ha 6aza mg/m’ (M3UMCIIEHHETO € 3a HepopaiiHa 103a oT 320 mg/nen u 60-
KWJIOTPAMOB IAIMEHT).

Amnoounun

[Tpu HsKOW MAlMEHTH, IEKYBaHU ¢ OJOKEpH Ha KaJlMEeBUTE KaHAH, Ca ChOOIEHH 00paTHMU OMOXUMUYHU
IIPOMEHH B INIaBUYKaTa Ha criepMaro3onure. KIIMHUYHUTE TaHHU ca HEIOCTAaThUHHM 110 OTHOLICHHE Ha
HOTCHIUATHUS eeKT Ha aMJIOUITHH BBpXY (depriurera. [Ipu eaHo npoyuBaHe Npu IUIBXOBE ca
YCTaHOBEHU HeXellaH! eeKTH BBPXY (DEepTHUIIUTETa MPU MBKKUTE (BXK.TOUKA 5.3).
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4.7 EdexTn BbpXy CIOCOOHOCTTA 32 mIOo(pUpPaHe U padoTa ¢ MAIIMHU

[NammenTture, kouto npuemat Exforge HCT u modupar win paboTaT ¢ MammHu TpsiOBa 1a UMaT MPeIBUI,
Ye MOHSKOI'a € Bb3MOJKHO J1a CE MOSBST YMOpa U 3aMaliBaHe.

AMJIOIUITUH MOKE J1a TTOBJHUsiE B cllaba 0 yMepeHa CTeTeH ClOcOOHOCTTa 3a modupaHe U padboTa ¢
MmamuHu. Axo nauuenrure, npuemanm Exforge HCT, monmyuar 3amaiiBane, rmaBo6osme, yMmopa Hin
rajicHe, CllocOOHOCTTa UM Jla pearrpaT Moke Jia ObJic HapyIleHa.

4.8 He:xejaHu JJeKapcTBeHU peaKUMH

[Ipodunsr Ha Ge3onacHocT Ha Exforge HCT, npencraBen no-noiy ce ocCHOBaBa Ha KITIMHUYIHU
npoyuBanus, mpoBeaenu ¢ Exforge HCT u no3nature npoduny Ha 6€30MacHOCT Ha OTACTHHTE

KOMIIOHCHTH aMJIOIUITHH, BaJICApTaH U XUAPOXJIOPOTHA3UI.

O06001IeHre Ha npodria Ha 0e30IaCHOCT

bezonacnocrTa Ha Exforge HCT e onenena mpu HeroBata Makcumaina go3a 10 mg/320 mg/25 mg B xoa
Ha €JIHO0 KOHTPOJIMPAHO KPaTKOCPOUHO (8 CeIMUINM ) KIMHIUYHO TTpoyuBaHe ¢ 2 271 manueHTtH, 582 ot
KOWTO TMpHeMaT BaJicapTaH B KOMOMHAIMS C aMJIOJIUITUH U XUPOXJIopoTHasul. Hexxenanute peakuuu Kato
510 ca OWJIM JIEKM U IPEXO/IHU 110 XapaKTep U camMo B PEIIKU Cllydau ca HaJlarajiy IpeyCTaHOBsBaHE Ha
neudenuero. Ilo Bpeme Ha TOBa aKTUBHO KOHTPOJIMPAHO KIMHUYHO U3IUTBAaHE Hall-4eCTUTE IPUUMHHU 32
npeycranoBsaBaHe Ha jgeuenuero ¢ Exforge HCT ca Ounu 3amasHocT 1 xunotonus (0,7%).

I[To Bpeme Ha 8-CEMMUYHOTO KOHTPOJIMPAHO KIMHUYHO MMPOYYBaHEe HE ca HaOI01aBaH 3HAYMMHU HOBH WJIH
HEOYAKBAHU HEXKEIIAHU JICKAPCTBECHU PEAKIIMU B CPABHEHUE C U3BECTHUTE MPU MOHOTEpAUs WIH
KOMOWHHpaHa Tepanus ¢ OTJCITHATE KOMIIOHEHTH.

[To Bpeme Ha 8-CeIMUYHOTO KOHTPOJIMPAHO KIIMHUYHO MPOYyYBaHe HAOII0aBaHUTE TIPU KOMOMHAIIMATA
Exforge HCT npomenu B 1ab0opaTopHHUTE TIOKA3aTEIU ca OWIIM MUHUMAITHHA U B ChOTBETCTBUE C
(hapMaKoJIOTHYHKS MEXaHU3bM Ha JICHCTBUE Ha OTJICITHUTE KOMIIOHEHTH. Hannurero Ha BajicapTaH B
TpoliHaTa KOMOMHAIIMS 0TCIa0Ba XMITOKATHEMUIHHS e(DEKT Ha XUAPOXIOPOTHABHI.
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TabnuueH COUChK HA HEKETAHNUTE pPCaKIIun

CrieiBaIliuTe HEXENaHU PEaKIMU, H30POCHHU CIIOPE CUCTEMO-opranuu kinacose 1o MedDRA u yectora, ce
otHacst 3a Exforge HCT (amnogunun/Bancapran/HCT) n nootaenHo 3a amoaunus, Baicaprad u HCT.
Mpauoro uectu: >1/10; wectu: >1/100 mo <1/10; Hewectn: >1/1 000 mo <1/100; penxu: >1/10 000 mo

<1/1 000; mHOTO peaxu: <1/10 000, c Hen3BecTHA YecToTa (OT HATMYHHUTE IAHHU HE MOXKe Jia ObJie
HampaBeHa OICHKA).

MedDRA Hexenann peakuumn YecToTa
CHCTEeMO- Exforge Amaonunun | Bajgcapran HCT
OPraHHHU KJIACOBE HCT
Heomnasmu - no6p | Hemenanomen pak Ha -- -- -- C
OKaueCTBEHH, KO’kaTa (0a3aIHOKIEThYCH HEU3BECTHA
37I0KAQYECTBEHU U | KapLUUHOM U yecTora
HEOTpEeACTICHN CKBaMO3HOKJIETHUYCH
(BKJI. KCTH U KapIMHOM )
TIOJIUIIN)
Hapymwenus na ArpaHynonuTo3a, KOCTHO- -- -- -- MHoro
KpPBBTa U MO3bYHA HEIOCTATHYHOCT penKu
nuMmpHaTa [onnxeH xeMorioOMH U -- -- C --
cucrema XEMAaTOKPUT HEU3BECTHA
4yecTora
XeMOJIUTUYHA aHEMHUSL -- -- -- MHoro
peaKu
JleBkonenus -- MHoro -- MHoro
peaKu peaku
Heytponenus - - C -
HEU3BECTHA
YyecToTa
TpombonuTonenus, -- MHoro C Penxu
MOHSIKOTa C MypIypa penku HEH3BECTHA
YyecTora
AnacTiyHa aHeMHUs -- -- -- C
HEU3BECTHA
4yecTora
Hapymenus na CBpBXUYBCTBUTEIHOCT -- MHuoro C MHoro
WMYHHAaTa penku HEH3BECTHA penku
cucreMa YyecTora
Hapymenus na AHoOpeKcus Heuectu - -- --
MeTaboIn3Ma 1 XunepKkalnuueMus Heugectu - - Penxu
XPaHEHETO XunepriomxkemMus -- MHoro -- Penxn
peaKu
XUnepImnuaeMust Heuectn -- -- --
Xunepypukemus Heuectu -- -- Yectu
XHANOXJIOPEMUYHA -- -- -- MHoro
aJIKano3a penKu
XuIoxkanueMus Yecrn -- -- MHoro
4ecTH
Xunomarse3neMust -- -- -- Yectn
XUNOHATPUEMHUS Heuectu -- -- Yectu
Bromasane Ha trabera - - - Penxu
[cnxnunn Jenpecus -- Heuectn -- Penku
HAapyIIEHUS WNucomuwmsi/HapyieHus Ha Heuectu Heuectn -- Penxn
ChHSA
[IpomMeHn B HACTPOEHUETO -- Heuectu --
O6BpraHocT -- Penxu -- --
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Hapymenus na Koopannannonau Heuectu -- -- --
HEpBHATA CUCTEMa | HapyLICHUs
3aMasiHOCT Yectu Yectu -- Penxu
[Tocrypanna 3amasiHOCT, Heuectu -- -- --
3aMasHOCT MPH YCUJINE
Hucreysus Heuectu Heuectun -- --
Excrpamupamuna -- C -- --
CHUMIITOMAaTHKA HEH3BECTHA
4yecTora
I'maBoOosue Yectu Yectu - Penxu
XUNepToHUs -- Manoro -- --
peaKu
Jletaprus Heuectn -- -- --
[Tapecresun Heuectu Heuectun -- Penxu
[epudepna meBponarus, Heuectu Manoro -- --
HEBPOMAaTHsI penKu
COMHOJIEGHTHOCT Heuectu Yectu -- --
Cunkon Heuectu Heuecru -- --
Tpemop -- Heuectn -- --
Xumnoecresus -- Heuectn -- --
Hapymenus na OcTtpa 3aKpUTOBI'bIIHA -- -- -- C
ouuTe rJlaykoma HEH3BECTHA
YyecTora
3puTenHu HApYLICHUS - Heuecrn -- --
3pUTEITHO YBpEXKIIaHE Heuectu Heuectu -- Penxu
XopouaaneH U3InB -- -- -- C
HEH3BECTHA
YyecTora
Hapymenus Ha [Iym B ymmTe -- Heuectn -- --
YXOTO U CBeToBBpTEK Heuectu -- Heuecrn --
nabupuHTa
Cepaeunu [Nanmuranun -- Yectu -- -~
HapyIICHUS Taxukapaust Heuectu -- -- --
AputmMun (BKIIOUUTETHO -- MHoro -- Penxn
Opamukapaus, KamMepHa penku
TaxHKapaAus U NPeACHPIHO
MBXKJICHE)
MuokapieH nHpapKT -- MHoro -- --
penku
CpaoBu [TouepBensiBane -- UYectu -- --
HapyLICHUS XunoroHus Yectu Heuectu -- --
OprocraTryHa XUOOTOHUS Heuectn -- -- UYectn
®nebut, TpomO0daeOUT Heuectn -- -- --
Backynut -- MHuoro C --
penku HEH3BECTHA
4yecTora
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Pecniuparophu, Kamnmma Heuectu Manoro Heuectn --
IPBAHU U penKu
MEINACTHAIHU Hucrnaes Heuectu Heuectn -- --
HapylIeHus OcTsp peciupatopex -- -- -- MHoro
muctpec curpom (OP/IC) peaku
(Bk. Touka 4.4)
Pecniuparopen auctpec, -- -- -- MHoro
0e107po0eH OTOK, penku
MTHEBMOHUT
Punnr -- Heuectn -- --
Bb3naneso repio Heuectu -- -- --
CromarHo- Cromariex nuckoMopT, Heuectn Yectu Heuectn Penxn
YpEeBHU 0o0JIKa B TOpHATa YacT Ha
HapyIICHNS Kopema
Jlom apx Heugectn -- -- --
[Ipomenu B upeBHaTa -- Heuectn -- --
MEPUCTAITHKA
3anex -- -- -- Penxu
IToHnkeH aneTur -- -- -- Yectn
Huapus Heuectn Heuectn - Penxu
Cyxorta B ycrara Heuectn Heuectn -- --
Jucnencust Yectu Heuectn -- --
l'actpur -- Mauoro -- --
peaxku
Xumnepruiazus Ha BEHIUTE -- Manoro -- --
peaxku
I'anene Heugectn Yectn -- Yectn
[Tankpeatur -- Manoro -- MHoro
peaKu peaku
[ToBpblane Heuectu Heuectun -- Yectu
HHTecTrHANEH aHTHOENEM -- -- MHoro --
peaKu
Xenaroounuapuu | OTKIOHEHHS B -- MHuoro C --
HapylLIeHus 4epHOAPOOHHUTE peaku** HEU3BECTHA
(YHKIIMOHATHA 4yecTora
MOKa3aTein, BKITIOYUTEIHO
MOBUILIABAHE HA CEPYMHHUS
ovnpyOuH
Xemnarut -- MHoro -- --
peaxku
HNHuTtpaxenaranHa -- Manoro -- Penxu
X0JIecTa3a, KbITCHUA penKu
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Hapymenus na Anonenus -- Heuectun --
KOJXKaTa u Aurnoenem - MHoro C -
[IOJIKO’KHATa peaxku HEU3BECTHA
ThKaH 4ecToTa
Bynosen nepmaTur -- -- C --
HEU3BECTHA
YecToTa
Peakuuu, HamomoOsBaIm -- -- -- Mmnoro
KOJKEH JIYITyC peaxku
epuTeMaroec,
peaKTUBHUpaHE Ha KOKEH
JIYIIyC EpUTEMATOIEC
Eputema mynrtugopme -- MHoro -- C
penku HEU3BECTHA
4ecToTa
Ex3anTeM -- Heuectn -- --
Xunepxuaposa Heuectu Heuectn -- --
Peaknum Ha - MHuoro - Penxu
CBPBXUYBCTBUTEITHOCT* penku
IIpyputyc Heuectn Heuectn C --
HEU3BECTHA
4ecToTa
Ilyprypa -- Heuectn -- Rare
Oo6pus -- Heuecrn C UYectn
HEU3BECTHA
YyecTora
Ob6e3uBeTsiBaHE HAa KOXKaTa -- Heuecrn -- --
VYprukapus u 1pyru -- MHoro -- Yectn
BHJIOBE OOpUB pelKH
Hekporusupaii BacKyIuT u -- C -- MHoro
TOKCHYHA eNuJiepMaliHa HEU3BECTHA penku
HEKpOJIN3a YecToTa
Excthonmaruen nepmatut -- Mauoro -- --
peaKu
Cunapom Ha Stevens- -- MHoro -- --
Johnson penKu
Enem na Quincke -- Mauoro -~ --
penku
Hapymenus Ha ApTtpanrus -- Heuectn -- --
MYCKYJIHO- Bonku B repba Heuectu Heuectu -- --
CKeJIeTHaTa OtoK Ha cTaBuTe Heuectu -- -- --
crucTeMa 1 MyckynHu ciazmMu Heuectu Heuectn -- C
CbCAMHUTCIIHATA HEU3BECTHA
ThKaH 4eCcTOTa
MyckyinHa c1abocT Heuectn -- -- --
Muanrus Heuectu Heuecru C --
HEU3BECTHA
YyecTora
bosnku B kpaiHMLIATE Heuectu -- -- --
OTOK Ha r71e3eHuTe -- Yectu -- --
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Hapymenus na [ToBHIiIEH KpEeaTUHUH B Heuectu -- C --
OBOpenuTe u KpBBTa HEHU3BECTHA
[IUKOYHUTE YyecTora
MI'BTHIIA MUKIMOHHU HapyLICHUS Heuectn
Hukrypus -- Heuectn -- --
[Tonakuypust Yectu Heuectun
brOpeuna qucyHkms -- -- -- C
HEU3BECTHA
4ecToTa
Octpa 6B0peyna Heuectn -- -- C
HEI0CTaTbYHOCT HEU3BECTHA
4ecToTa
brOpedna HegocTaTpuHOCT -- -- C Penxu
U YBpPEKIaHE HEU3BECTHA
yecTora
Hapymenus Ha NMmnoTeHTHOCT Heuectn Heuectn -- Yectn
BB3IpousBoauTen | I'mHekoMacTus Heuectn -- --
HaTa cucTeMa u
rbpjara
OOum Hapymenus: | AGa3usi, HApyLICHUS B Heuectn -- -- --
U eeKTH Ha MOXO0JIKaTa
MSICTOTO Ha AcreHus Heuectu Heuectn -- C
[IPUIIOKEHUE HEU3BECTHA
YecToTa
Huckomdopr, Heuectn Heuectn -- --
HEpasIoJIoKEHUE
Ymopa Yectu Yectu Heuectu --
Bbonka B repauTe, KosTO HE Heuectn Heuectn -- --
€ CBBbp3aHa ChC ChPLETO
Otok Yectu Uectu -- --
bonka -- Heuectn -- --
[Mupexcus -- -- -- C
HEU3BECTHA
YyecTora
Nscnenpanus [loBumiaBane Ha TUIUIUTE -- MHoro
4eCTU
[ToBuiiaBane Ha ypesra B Heuectu -- -- --
KpbBTa
IloBumaBane Ha Heuectn -- --
MUKOYHATa KUCEIHHA B
KpbBTa
['roko3ypust Penku
IloHM>KeH Kanui B KpBBTA Heuectn -- -- --
[ToBuien kanuii B KpbBTa -- -- C --
HEU3BECTHA
YyecTora
HanpnaBane Ha TeTIio Heuectn Heuectn - -
CrniaziaHe Ha TerJo -- Heuectn -- --
* Bwxre Touka 4.4 “PoTO4yBCTBUTENHOCT

**  Haii-gecto cBBp3aHO C XoJecTasa
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Onucanune Ha N30paHU HEKEIAHU PEAKLINU
Hemenanomen pak Ha kokaTa: Bb3 0CHOBa Ha HATMYHUTE JaHHU OT ENUAECMUOIIOTUYHH TPOYYBAHUS €
HaOIo/1aBaHa 3aBUCHMa OT KyMyJIaTHBHATa 7032 Bph3ka MexIy xupoxioporuazua 1 HMPK (Bx. chiio

Touku 4.4 u 5.1).

C’BO6IIIaBaHe Ha IMoA03upadH HCXKCTAHW PCaKIINn

Cpo011aBaHeTo Ha I0I03UPAaHH HEXXEJIAaHN PEAKIMH CIIe]] pa3pelaBaHe 3a ynorpe0da Ha JeKapCTBEHUS
IPOIYKT € BaKHO. ToBa M03BOJIsBA Ja TIPOABIKA HAOIIOIEHUETO HAa CHOTHOIIICHHETO T0JI33/PUCK 32
JeKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEUAINCTH Ce U3UCKBA J]a ChOOIIABaT BCsIKA TO103UpaHa
He)KeJlaHa peaklys Ype3 HalloHaIHa CUCTeMa 3a ChoOlaBaHe, mocoyeHa B [puiioxenue V.

4.9 IIpeno3upane
CuMnroMu

Hsma ot cbe ciyvan Ha npenosupane ¢ Exforge HCT. ['maBHusIT cMMIITOM Ha TIpelo3UpaHe ¢ BajicapTaH
BEPOSITHO € U3pa3eHa XUIIOTOHUSA U 3amMasHOCT. [Ipeno3upaHeTo ¢ aMyIoIMIIMH MOXeE J1a TOBENE A0
eKCTpeMHa nepudepHa Ba3ouiIaTalus U BepoaTHO peduiekcHa Taxukapans. Mima cro0IeHns 3a ciydan Ha
M3pa3eHa 1 MOTEHIMATHO IPOJIOHTMPaHa CUCTEMHA XUIIOTOHUS, BKITFOUUTENTHO IIOK C (haTajeH U3XoA Ipu
IIPEJO3UPAHE C aAMJIOIUIIHH.

Hexkapamorenen 6emo1poOeH OTOK ce choOIaBa PSAKO KaTo MOCIEANIIA OT MPEI03UPAHE ¢ AMIIOIUIIHH,
KOHTO MOJKE JIa Ce MPOsIBY ChC 3a0aBeHO Havajio Ha edekra (24-48 yaca cie| MOrIbLIaHe) U 1a U3UCKBa
W3KYCTBEHA BEHTHJIAIMS. PAaHHUTE peaHMMAIMOHHA MEPKHU (BKITIOUHMTEITHO HATOBAPBAHE C TCUHOCTH ) 32
NoJiIbpKaHe Ha niepy3usiTa U ChpACYHHS JSOUT MOTaT J1a OBAaT yCKopsiBalw (pakTopH.

JleueHnue

Amnoodunun/eancapman/xuopoxnopomuasuo

KnuHn4HO 3HaurMaTa XMIoToHus nopaam npeaosupane Ha Exforge HCT n3nuckBa akTHBHA ChPJIEUHO-
CHJIOBA PeaHUMAIMs], BKIIOYBAIIA YeCTO MOHUTOPUPAHE Ha ChpJeYHATa U JUXaTenHa (QYHKIUS, TIOBAUraHe
Ha KpaliHULIMTE 1 BHUMAHHUE 10 OTHOLICHNE Ha UPKYIaTOpHUSA 00eM 1 uypesara. [Ipuioxkenuero Ha
BAa30KOHCTPUKTOP MOJKE J1a € OT 110J13a 33 Bb3CTaHOBSIBAHE HA CBHIOBHS TOHYC U ApTEPHATHOTO HAIATAHE, B
Cilydail ye HAMa IPOTUBOIIOKA3aHUS 33 IPWIOKEHUETO My. VIHTpaBeHO3HOTO NPUIIOKEHHE HA KAILUEB
TJIFOKOHAT MOXeE Jia € OT I10J132 3a [IPEeoIoJIABaHe Ha epekra OT OJoKagaTa Ha KaJlMeBUTE KaHAIH.

Amnoounun

AKO MPOJYKTHT € MOTBIHAT HACKOPO MOTAT Jia c€ 00CHKIAT CTUMYJTUpPAHe Ha MOBPBIIAHETO HITH
CTOMaIIIHA MPOMHUBKA. [IpUII0KEHHETO Ha aKTUBECH BBIVICH NPH 3paBU J0OPOBOJIIHM HEITOCPEACTBEHO WU JI0
JIBA Yaca CJie]| MONTBINAHETO Ha aMJIOIUIIMH 3HAYMMO HaMalsiBa abcopOIMaTa Ha POy KTA.

AMIIOJIUITUH HE MOXe J1a ObJIC OTCTPAHEH Ype3 XeMOAnaTH3a.

Bancapman
Bancapran He Moxe 1a ObJie OTCTpaHEH upe3 XeMOualn3a.

Xuopoxnopomuaszuo

[Ipeno3upaneTo ¢ XUAPOXIOPOTHA3U] € CBBP3AHO ChC 3ary0a Ha eINCKTPOIUTH (XHUITOKATHEMUS,
XHUIIOXJIOPEMHUS) M XUITOBOJIEMHSI B pE3yJITaT Ha eKClieCHBHATa quype3a. Haii-uecture npusHaiy u
CUMIITOMH Ha TPEJI03UPAHE Ca raJIcHE U CHHIMBOCT. XUMOKATHEMHUATA MOXKE JIa TIPEAN3BUKA MYCKYJTHU
CIa3MH W/WIU U3pa3eHa ChpJICUHa apUTMHSI, CBbp3aHa C eIHOBPEMEHHATA yIIOTpeOa Ha JUTMTATHCOBH
TJIMKO3UIN MM OTIPEICIICHN aHTHApUTMUYHH JICKAPCTBEHH POy KTH.

He e ycTaHOBeHa cTeleHTa Ha OUMCTBAHE HA XUAPOXIIOPOTHAZH TPH XEMOANATN3A.
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5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 ®dapmakoaMHAMHUYHHU CBOMCTBA

dapmaxkoTepaneBTuuHa rpyna:; Cpeacrara, JeWCTBAIM BbPXY PEHUH-aHTHOTCH3MHOBATA CHCTEMA,
anruorensuH Il penenropuu Gnokxepu, npyru kombuHarmu, ATC ko C09DX01.

MexaHu3bM Ha JIeliCTBUE

Exforge HCT e koMOWHAIUS OT TPU aHTUXUIIEPTEH3UBHU CHCTABKH C JIOMBIBAIL CE MEXaHU3BM Ha
KOHTPOJI HA apTEPUANHOTO HaJIATaHe MPY MAIMEeHTH C €CEHIIMAIHA XUTIEPTOHUS: aMIOJUIINH TTPUHAUICHKHI
KBbM KJIaca Ha KaIIMEeBUTE aHTarOHUCTH, BaJcCapTaH KbM Kjlaca Ha aHrnoTeH3uH Il perenropauTte 610KepH,
a XUAPOXIIOPOTHA3K] KbM KJlaca Ha THAa3UJHHUTE MUy peTui. KoMOuHanmsITa Ha Te3u ChCTaBKU NMa
aJIMTUBEH aHTUXUIICPTEH3UBEH €(EKT.

AMJTIOTUNIYH/BAJICAPTAH/XUIPOXIOPOTHAZHT

Knunuuna egpuxacrnocm u bezonacnocm

Exforge HCT e usnurBaH B ABOHHO-CIIANO, AKTUBHO KOHTPOJIUPAHO NPOYUBAHE IIPU MALUEHTH C
xuneprorus. O6mio 2 271 nanueHT ¢ yMepeHa 70 TeKKa XUIEePTOHUS (CPETHOTO H3XO0THO

CHCTOJTHO/ IMACTONHO apTepuaitHo Haisarane e 6uino 170/107 mmHg) ca nexyBanu ¢
amItoIMnuH/Bacaptan/xuapoxiaopotrasun 10 mg/320 mg/25 mg, BancapTan/XuapoXIopoOTHA3N ]

320 mg/25 mg, amnoaunus/Bancaprad 10 mg/320 mg wim xuapoxsioporuasus/amnounud 25 mg/10 mg.
B HauanoTo Ha Mpoy4BaHETO HAa MALMEHTUTE ca Ha3HAUYE€HH MO-HUCKU JJO3U OT MPEANHCAHUTE UM
TeparneBTHYHN KOMOMHAIIMY ¥ BIOCIEICTBUE Ha 2 CEIMHIIA CAa TATPUPAHU [0 IIBJIHUTE UM TepareBTUYHH
J034.

Ha 8 ceqmuiia cpeqHOTO MTOHMKAaBaHE Ha CUCTOTHOTO/ TUACTOIHOTO apTEPUATHO HAJISTAaHE €

39,7/24,7 mmHg ¢ Exforge HCT, 32,0/19,7 mmHg ¢ Bancapran/xuapoxiopotuaszua 33,5/21,5 mmHg ¢
amtounuH/Bancaptad u 31,5/19,5 mmHg ¢ amnogumuH/xuapoxinoporuasun. TpoiiHata koMOWHAITHS
MPEBH3X0XK/IA CTATUCTHYECKU 3HAYMMO BCSKA €/THA OT TPUTE IBOMHNA KOMOWHAIIMY B IIOHMKABAaHETO Ha
JIUACTOJIHOTO M CHCTOJIHOTO apTepHAIIHO HajsraHe. [loHmkaBaHeTo Ha CHCTOJIHOTO/ IMaCTOITHOTO
aprepuanno Haysrane ¢ Exforge HCT e ¢ 7,6/5,0 mmHg no-ronsiMo, OTKOJIKOTO €
BajyicapTaH/XuApoXJIopoTHa3u, ¢ 6,2/3,3 mmHg no-ronsmo, OTKOIKOTO ¢ aMJIOIUITIH/BalIcapTaH U C
8,2/5,3 mmHg mo-roisiMo, OTKOIKOTO C aMIIOAUITHH/XUAPOXIOpOoTHA3H . ONMTUMATHHST
AHTHXHIIEPTEH3UBEH eEeKT ce MOCTUTa cliesl 2 ceIMUUEeH ITpreM Ha MakcuManHata jgo3a Exforge HCT.
CTaTuCTHYECKU TIO-TOJISIM TIPOIIEHT MAIUEHTH MTOCTUTAT KOHTPOJ BBPXY apTEPHATHOTO CH HAJISATaHE
(<140/90 mmHg) ¢ Exforge HCT (71%) B cpaBHeHHE C BCsIKa e€1HA OT TPUTE ABOWHU KOMOWHAIINN
(45-54%) (p<0,0001).

B nmoarpyna ot 283 nanyenTtH, ananu3 GoKycHpaH BbpXy aMOy1aTOpHOTO MOHUTOPHUpPAHE Ha
apTEPUAIIHOTO HANIATAHE, T0Ka3Ba KIIMHUYHO U CTATUCTUYECKHU IO-TOJISIMO TTIOHMKEHHE Ha 24-4acoBOTO
CHCTOITHO U JTMACTOITHO apTepHaHO HasIraHe, MPH JICYCHHUE ¢ TPOMHATA KOMOUHAIUS CIIPSIMO
BaJICapTaH/XUAPOXJIOPOTHA3H I, BaJICAPTAH/aMIOAUIIMH U XUAPOXJIOPOTHAZH I/ AMIIOAHIIHH.

Amtogunug

Mexanuzvm Ha deticmaue

Awmionunus, koiTto Bin3a B cberaBa Ha Exforge HCT nnxubupa tpancMeMOpaHHOTO HaBIM3aHE Ha
KaJILMEBU MOHU B CHPJICUHUTE U ChAOBUTE INIaJKU MYCKYJIH. AHTUXUIIEPTEH3UBHOTO JEHCTBYUE HA
aMJIOJIMTIMH C€ IB/DKU Ha AUPEKTHUS peslakchpalll e(peKT BPXY ChAOBUTE TIIaJKU MYCKYJIH, KOETO BOJIH JIO
HaMaJIsiBaHE Ha ChJIOBOTO CHIPOTUBJIEHUE U OTTaM Ha apTEpUaIHOTO HaJISTaHe.

Dapmarodunamuunu edhexmu
EKCHepI/IMeHTaJIHI/I JaHHU ITOKa3BaT, 4€ aMJIOAUIIMH CC€ CBBP3Ba U C JUXUAPOIMPUANHOBHUTE U C
HCAUXUAPONUPUINHOBUTC MECTA 3a CBBP3BAHC. HpOI_IeCI/ITe Ha CBKPAIICHUC HA CbpACYHUA MYCKYJ U Ha
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CBJIOBUTE MIAJKU MYCKYJIU Ca 3aBUCUMU OT IPUJBUKBAHETO HA U3BBHKIICTHYHUTE KAJILIMEBU HOHU B
KJIETKUTE Ha MyCKYJIUTE Npe3 CHeupUIHN HOHHN KaHAI4eTa.

[Tpurnoxenuero Ha TepareBTHYHA 7032 aMJIOUITAH MIPH MAIMEHTH C XUIIEPTOHHS Ce TOCIe/[Ba OT
Ba30IWJTIATAIIMSI, KOSTO BOJH JI0 HAMATSIBAHE HA apTEPUATHOTO HAISTAHE B JICTHAJIO M B U3IMPAaBEHO
nonoxenue. [Ipy xpoHnyuHa ynorpeda ToBa MOHMWKAaBaHE HA apTEPUATHOTO HAISTaHE HE CE ChITHTCTBA OT
3HAYUMH MPOMEHH B CHPJICYHATA YECTOTA HIIH TJIA3MEHUTE HUBA HAa KaTEXOJAMUHHTE.

[Tna3mMeHuTe KOHIIEHTPALIMU KOpEIupar ¢ eekra, KakTo MpH MIIaJIW, TaKa ¥ MPH NallMeHTH B cTapuyecKa
BB3pacT.

[Ipu xunepronum ¢ HopMaHa 0bOpeyHa QYHKLHS, TEPAICBTUYHUTE 03U aMJIOJUIIUH BOAST 0
HaMaJIsiBaHe Ha OBOPEYHOTO CHAOBO CHIIPOTHBIEHUE U YBEIUYaBaHE HA TIIOMEpyJIHaTa (GuiTpanus, 1
edexTrBHUSI OBOpPEUEH KPBBOTOK, 0€3 Ja MPOMEHST (puirTpauronHara Gppakus Wik IPOTEHHYPUSTA.

Kakto 1 npu apyrure 6;10kepu Ha KaILUEBUTE KaHATIH, XeMOIMHAMUYHUTE U3MEPBaHUS Ha ChpeUHATA
(hyHKIMA B TOKOW M IIPY HaTOBapBaHe (MJIM XOAEHE) NPH MaMeHTH C HOpManHa (PYHKLHS HA KaMEPHTE,
JIEKyBaHU C aMJIOJIUIINH, KaTO LU0 MOKA3BaT JIEKO IIOKAauBaHe Ha ChPJICUHUs UHAEKC 0e3 3HaUuMO
nopnusiBane Ha dP/dt, win Ha TeBOKaMEPHOTO M AMACTOIHOTO HAJsIraHe win ooeM. B mpoyuBanus 3a
XEeMOIMHAMUKa, aMJIOJMITHUH HE ce CBBP3Ba C HEraTUBEH MHOTPOTICH e(eKT, KoraTo ce npujara B
TrPaHULINTE HA TEPAIIEBTUYHUTE I03H IIPU 3APaBH KUBOTHH U XOpa, AOPHU KOraTo MpHU Xopa ce mpuiiara
€ZIHOBPEMEHHO ¢ OeTa-0JIoKepH.

[Ipu 3npaBu xopa 1 )KUBOTHH aMJIOJIMIIMH HE MIPOMEHS CHHOATpUAJIHATa HOJaHa QyHKIUS 1
ATPHUOBCHTPUKYJIAPHOTO IMMPOBCIKIAHE. B xmuHnyHN MMpOoy4YBaHUs, B KOUTO aMJIOJWIIMH € IpuJjiarad B
KoMOMHauus ¢ 6era-0I0Kepy Ha MALMEHTH C XUIIEPTOHMS WIIN CTEHOKapAusl, He ca HabJIoAaBaH
HEeXeNTaHu e(heKTH CIIpsIMO apaMeTPUTE Ha eIeKTPOKaprorpamara.

AMJIOUIIVH € IPOYYBaH MPH NAIMEHTH C XPOHWYHA CTa0MIHA CTEHOKAPAWsI, Ba30CIIaCTHYHA CTEHOKAPIHSI
Y aHrMorpadCcKu JOKyMEHTHPaHO 3a00J1sIBaHE HAa KOPOHAPHUTE ChIOBE.

Knunuuna egpuxacrocm u bezonacnocm

Ynompeba npu nayuenmu ¢ xunepmonus

Pannomusupano JBOWHOCISIO MpoyYBaHe 3a 3aboneBaeMoct u cMbpTHOCT ALLHAT
(AHTHXHMIIEPTEH3UBHO U JIMITHIOTIOHMKABAIIO JICYCHUE 32 MPO(DIIIAKTUKA HA CHPICUYEH MPUCTBIT)
(Antihypertensive and Lipid-Lowering treatment to prevent Heart Attack Trial) e mpoBeneHo ¢ nen
CpaBHsBaHE Ha HOBUTE TEpaIiy: aMJIOMUIUH 2,5-10 mg/neH (KallueB aHTarOHUCT) WITH JIN3HHOI PUJT
10-40 mg/nen (ACE unxuburop) ¢ THa3uaHUS AUYPETUK XIJIOPTAIUAOH 12,5-25 mg/neH KaTo JiedeHue oT
I'bPBA JINHUSA NIPH HALMEHTH C JIeKa 10 yMEpeHa XUIEePTOHUSL

061110 33 357 mauuMeHTH ¢ XUIIEPTOHHUS Ha Bh3pacT 55 TOJMHU U ITOBEYE ca OMIIM PaHIOMH3UPAHHU U
MPOCIICACHH 3a cpeHO 4,9 roaunu. [TalMeHTUTe ca UMaTU MOHE ¢/TUH JIOMIBJIHUTENICH PUCKOB (hakTop 3a
KOpOHapHa OOJIECT Ha ChPIETO, BKIFOYHUTEITHO MpeALIeCcTBAIl MUOKapIeH HHPAPKT UK UHCYIT (>6 Mecela
Mpev BKIIOYBAHE B MPOYYBAHETO) WITH JIOKA3aHO JAPYTO aTepOCKICPOTHYHO CHPICYHO-CHIOBO 3a00IsIBAHE
(aan 51,5%), 3axapen auabet tu 2 (36,1%), AMMONPOTEHHHN ¢ BUCOKA IUTBTHOCT - XoJiecTepon <35 mg/dl
i <0,906 mmol/1 (11,6%), 1eBokamepHa xurepTpodus, AMarHOCTUIIMPaHA Ype3 eNeKTPOKapIHorpama
nim exokapauorpadceku (20,9%), nacrosiuy mymadu (21,9%).

[IppBHYHaTa KpaliHa TOUKa € OMJIa ChCTaBeH IoKa3aTel OT (haTaneH KOpOHApEeH MHIIUICHT Wi He-(aTajieH
MHOKapzeH nHdapkr. He ca HabnroaBaHy 3HaUMMHU pa3Inyus 110 OTHOIICHUE Ha TbPBUYHATA KpaiiHa
TOUYKa MEXAY TEPAIUATa C aMIIOJAUIINH U TEPAIHTA C XJIOPTATUIOH: KoeupeHT Ha puck 0,98 95% CI
(0,90-1,07) p=0,65. Ilpu BTOpUUHUTE KPpalHU TOYKH, YECTOTATa Ha ChPJICYHA HEAOCTATHYHOCT (KOMIIOHEHT
Ha chCTaBHATa KOMOMHHpaHa ChpPJIEYHO-CH0BA KpaiiHa TouKa) € Ouiia CHrHU(DMKaHTHO TIO-BUCOKA B
rpymara Ha aMmJIOJMIIMH, OTKOJIKOTO B rpynara Ha xiopranuaos (10,2% copsivo 7,7%, RR 1,38, 95% CI
[1,25-1,52] P <0,001). Benpeku ToBa, He ce HAOMIOAAaBaT 3HAYMMH Pa3THYHsI IO OTHOILIIEHHE Ha 001ara
CMBPTHOCT MEXKAY Ipylara Ha Teparus ¢ aMJIOJUIKH U Ta3u Ha Tepanus ¢ xjaopTtamugoH RR 0,96 95% CI
[0,89-1,02] p=0,20.
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Basicapran

Mexanusvm Ha delicmeue

Bancapran e nepopaitHO akTHBEH, MOIIEH U crierpduyeH anruoTens3uH Il perienropen 6mokep. Toi
BB3JICHCTBA CEJIEKTUBHO BBpXY AT penenTopHus MOATHUII, KOWTO € OTTOBOPEH 3a MO3HATUTE BB3AECHCTBUS
Ha aHruoreHsud II.

Knunuuna egpuxacrocm u bezonacnocm
ITpunoxeHuero Ha BajcapTaH IpU NALIUEHTH C XUIIEPTOHUSI BOJIU JI0 IOHU)KaBaHE Ha apTE€PUaIHOTO
HayArane 0e3 MOBJIMABaHE Ha IyJICOBATa YECTOTa.

IIpu noBeveTo ManueHTH, Cliel €MHOKPATEH MEpOpalIeH NPUEM, HA9aJIOTO Ha aHTUXUIIEPTEH3UBHOTO
JieiicTBUE € B paMKHUTE Ha 2 yaca, a IMKa B IOHMKaBaHETO HAa apTEPUAIIHOTO HAJIATAHE CE JOCTUIa B
pamkuTe Ha 4-6 yaca. AHTUXUIIEPTEH3UBHUAT eeKT NpoabxkaBa Hall 24 yaca cien npuema. [Ipu peroen
IIPUEM MAaKCUMYMa B pellyKLHsATa Ha apTepUAIIHOTO HAJISITaHE C BCsIKa /1033, KaTo 110, CE [IOCTUTa B
paMKuTe Ha 2-4 CeaMHUIIN.

XUIPOXJIOPOTHAZUL

Mexanuzvm Ha deticmeue

OCHOBHOTO MSICTO Ha JICHCTBHE HAa THA3UTHUTE JHMYPETUIIM Ca JUCTATHUTE H3BUTH KaHadeTa B ObOpeKa.
JlokazaHo e, ye B 0bOpeuHara Kopa ChIIECTBYBa PELENTOP C BUCOK aUHHUTET, KOUTO MPEACTaBIsIBA
OCHOBHOTO MSICTO Ha CBbP3BaHE 3a JCWCTBUETO HA THA3HIAHUTE JUYPETHIU U 32 UHXHOMPaHe Ha
tpancnopra Ha NaCl B UcTaHUTE U3BUTH KaHATYeTa. THA3UIHUTE Iy PETHIH JeHCTBAT 4pe3
unxubupane Ha Na'Cl” cuMrioprep, BEpOSTHO upe3 KOHKYPHpPAHE 3a MsCTOTO 3a cBbp3Bane Ha Cl', u 1o
TO3W HAYMH MMOBJIHMSBAT MEXaHU3MHTE HA €ICKTPOJIMTHA peabcopOuus: MUPEKTHO TOBHUITABAHKH
eKCKpeIHMATa Ha HATPUIl U XJIOp B MPHOIN3UTEIHO €THAKBA CTENEH U MHANPEKTHO Ype3 TUyPEeTHIHOTO CH
JieliCTBHE, HAMAIISBAKH TUIa3MEHHsI 00EeM C TIOCIIeIBAIO0 TIOKaYBaHe Ha IUIa3MeHaTa peHHHOBA aKTHBHOCT,
CEeKpenus Ha aJJIOCTEPOH U 3ary0a Ha KaJMii C ypuHaTa, KakTo 1 HaMaJIIBaHE HAa HUBAaTa HA CEPyMHHUS
KaJIni.

Hemenanomen pak na kooicama

BB3 ocHOBa Ha HANWYHUTE JJAHHU OT CMUIEMHUOJIOTHYHH [IPOYUYBAHMA € HAOI01aBaHa 3aBUCHUMa OT
KyMyJaTUBHaTa J103a Bpb3Kka Mexay xuapoxiyoporuasus 1 HMPK. EnHo npoyusane BkitouBa nomysanus,
cperosima ce oT 71 533 cinyuan Ha BKK u 8 629 cnyyan na CKK, n nomynamus ot ceorBetHO 1 430 833 1
172 462 noaxonsum koHTponu. Bucokara ynotpeda Ha xuapoxioporuasua (kymynarusHo >50 000 mg) e
CBBp3aHa ¢ KOpurupaHo otHoleHue Ha mancosete (OR) 1,29 (95% HAU: 1,23-1,35) 3a BKK u 3,98 (95%
JU: 3,68-4,31) 3a CKK. HabnmiogaBana e sicHa Bpb3Ka KyMyJlaTHBHA 103a-0TroBOp KakTo 3a BKK, Taka u 3a
CKK. JIpyro mpoyuBaHe Moka3Ba Bb3MOXHa Bph3ka Mex 1y paka Ha ycrHuTe (CKK) u ekcriozumusara Ha
XUIPOXJIOPOTHA3K: 3a 633 cilyuan Ha pak Ha YCTHUTE € noAOpaHa nomynanus ot 63 067 moaxoasiu
KOHTPOJIH, KaTo Ce U3M0JI3Ba CTpAaTerts 3a B3eMaHe Ha pobu, onpezeneHa oT pucka. /leMoHcTpupaHa e
Bpb3Ka KyMyJaTUBHa 103a-0TroBop ¢ kopurupan OR 2,1 (95% [U: 1,7-2,6), napactsaw 1o OR 3,9 (3,0-
4.9) 3a Bucoka ymorpeba (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-BUCOKaTa KyMyJIaTHBHA 7032

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

IlenuarpuyHa momyaaus

EBpomneiickara areHIms 1o JeKapcTBaTa 0CBOOOKAaBa OT 3a/IbJIXKEHHUETO 3a IPEIOCTaBSIHE Ha PE3yATaTUTE
ot npoyuBanusiTa ¢ Exforge HCT BbB Bcuuky moArpynu Ha neguaTpuyHaTa Moy Jialys Ipy eCeHIMaIHa
XUnepToHus (Bx. Touka 4.2 3a uHGOpMaIusS OTHOCHO YNoTpeOa B e IHaTpHsITa).

Jpyru: n1BoiiHO OIOKHpaHe Ha PEHUH aHTMOTEH3MH -ajytocreponoBara cucreMma (PAAC)

JBe ronemu pannomusupanu KoHTpoiaupanu npoyusanusi — ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial - Tekymio rmo6aiHo W3NUTBaHE 3a KpaHU TOYKH
Ha TeJIMUCApPTaH, cCaMOCTOATENHO U B KomMOuHauus ¢ pamunpwi) 1 VA NEPHRON-D (Kiuanuno
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NPOy4YBaHEe CBBP3aHO C pa3BUTHE Ha HedpomnaTus mpu auader, MpoBeeHO OT MUHHCTEPCTBO 0
BBIIPOCUTE HA BETEpaHUTE) — MpoyuBar yrnorpedbara Ha komOuHarumsara ot ACE naxuburop u APb.

ONTARGET e npoyuBane, npoBe/JIeHO TIpH MaIlMEHTH C aHaMHe3a 3a ChP/IEYHO-CHI0BA WU
MO3BYHOCHI0BA OOJIECT, WIIM 3aXapeH MuadeT TUM 2, MPUAPYKeHH C JaHHU 3a YBPEXK/aHe Ha e(heKTOpHU
opranu. VA NEPHRON-D e npoy4BaHe rpu ardeHTH Che 3axapeH auader Tun 2 U auabeTHa
He(pomaTHsi.

Te3u npoyuyBaHusI HE IOKA3BaT 3HAUYMM OJIaronpusTeH eQekT BbpXy ObOpEUHUTE W/HIIN ChpPJIEYHO-
CHJIOBHTE MOCIECUIM U CMBPTHOCT, KATO CHIIIEBPEMEHHO ca HAOII0IaBaHH TIOBHUIIICH PHUCK OT
XHIEPKATUEMHSI, OCTPO YBPEKIaHe Ha OBOpPEIUTE 1/ WM XUIIOTOHHUS B CPaBHEHHE ¢ MOHOTeparusTa. Karo
ce UMaT MPEJBUJI CXOHUTE UM (hapMaKOJMHAMUYHHU CBOWCTBA, TE3U PE3YJITATH ca MPHJIOKHUMH U 3a JIPYTH
ACE unxuburopu u APB.

ACE unxubutopu u APb cieoBatenHo He TpsAOBa Jia ce U3M0JI3BaT SAHOBPEMEHHO IIPH MAIUCHTH C
nuabeTHa Hedpomarus (BxK. Touka 4.4).

ALTITUDE (KnvHu4HO mpoy4BaHe MPOBECHO € aTUCKUPEH MU MAIMEHTH ChC 3aXapeH JuadeT THII 2 C
M3II0JI3BaHE HA CHPJICUHO-CHAOBU U OBOpEeUHM 3a00JIsIBaHUS KaTO KPailHU TOUKK) € MPOYYBAaHE,
IpeHa3HAYEHO J1a U3CNIeBa 10J13aTa OT J0OABSIHETO Ha allCKUPEH KbM cTaHaapTHa Tepamnusi ¢ ACE
nHxubuTop nwnu APb npu nanueHTH cbe 3axapeH AuadeT Tl 2 1 XpOHUYHO OBOpeuHo 3a00iisBaHe,
CBPJIEUHO-CHI0BO 3a00iIsiBaHe WK U JBeTe. [IpoyduBaHeTo e npekpaTteHo mpexaeBpeMeHHO opaIn
MOBHUIIEH PUCK OT HEONIAronpusTHYU nocieaunn. Kakro cepaeuHo-cbjoBaTa CMBPT, TaKa U MHCYJITHT ca
MO-4YECTH B TpyIara Ha aIMCKUPEH, OTKOJIKOTO B rpynara Ha 1ane0o, a mpeAcTaB/IsiBaluTe HHTEpeC
HEXXeJaH! CHOUTHS U CEPHO3HH HEXeJTaH! CHOUTHS (XUTIEpKATNEMHs], XUTIOTOHUS U ObOpedHa
JUCYHKIMS) ce ChOOIIaBaT MO-4eCTO B Tpylara Ha alMCKUPEH, OTKOJIKOTO B rpyIaTa Ha mianeoo.

5.2 @®apmakoKMHeTHYHM CBOWCTBA
JInneWHoCT

AMIIOUITNH, BaJICApTaH M XUIAPOXJIOPOTHA3U UMAT JIMHEHHA (papMaKOKUHETHKA.

AMJI0IMIWH/BaJIcapTaH/XUAPOXJIOPOTHAZHT

Crnen nepopanno npunoxenne Ha Exforge HCT npu 31paBu Bb3pacTHU MMKOBH TUIA3MEHH KOHIICHTPAIUN
Ha aMJIOIWIIVH, BAJICApTaH U XUIPOXJIOPOTHA3U/]] CE JOCTUTaT ChOTBETHO 3a 6-8 "aca, 3 yaca u 2 Jaca.
CkopocrTa 1 cTenenTa Ha abcopOLusiTa Ha aMIIOIUMTINH, BaJIcapTaH B XUApoxiopoTtuasua npu Exforge
HCT ca cpiute, KakTo MpHU IpHIaraHeTo UM CaMOCTOSTEITHO.

AMJtounuH

Abcopbuyus
Crient epopaIHO MPUIOKCHUE HA TepareBTHYHA JI03a aMJIOJIUITHH, MMKOBA ITa3MeHa KOHIICHTPALIUS Ce

nocrtura 3a 6-12 gaca. AGcomoTHaTa GMOHAIMYHOCT € MexIy 64% u 80%. bruonamMyHOCTTa HA AMIIOUIIMH
HE ce MOBJIUsIBA OT IIpHeMa Ha XpaHa.

Pasnpedenenue
O0eMbT Ha pasnpenenenue e npubm3utesHo 21 1/kg. In vitro npoy4BaHus ¢ aMIIOUITHH TOKA3BaT, 4e

npubam3uTeaHo 97,5% oT nMpKyIUpaIoTo JISKApCTBO CE CBBP3BA C IUIa3MEHUTE IPOTEHHHU.

Buompancpopmauus
AmtoumuH ce MeTaboan3upa ocHOBHO (rpubmusurernHo 90%) B uepHus ApoO 10 HEAKTUBHU METAO0JIUTH.
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Enuvunupane
EnmuMuHMpaHeTO Ha aMJIOJUIKH OT IUTa3Mara € OudasHo ¢ TepMUHATICH IOJTYKHUBOT Ha CITMMUHHUPaHE

npubmuzutenHo 30 no 50 yaca. CranuoHapHU MJIa3MEHH HUBA CE JOCTHUIAT CJIE POIBIDKUTENICH TIPHEM 32
7-8 muu. 10% ot opuruHamHus amiaouniH 1 60% OT HEroBUTe META0OIUTH CE eKCKPETHUPAT C ypUHATA.

Basicapran

Abcopbuyus
Cre nepopaiHO NPUIOKEHHE Ha BaJICapTaH MMKOBHUTE IUIa3MEHH KOHIIETPAIIMH Ce JOCTUTraT 3a 2-4 4aca.

Cpennara abcontoTHa bnonannaaoct € 23%. Xpanara HamassiBa ekcriosuuusra (onpenenena upez AUC)
Ha BasicapTaH ¢ okojio 40% u nukoBata ru1a3MeHa KoHIEeHTpauus (Cmax) ¢ 0ko10 50%, BEIpEeKH ToBa
OKOJI0 8 "aca cieq mpreMa Iia3MeHUTe KOHLEHTPALUK Ha BaJICApTaH ca MoJ00HH B TPYIUTE IpHEMaIn
JIEKapCTBOTO cje]] HaxpaHBaHe U Ha m1aaHo. Ta3u penykuus Ha AUC, oGaue He ce ChITBTCTBA OT
KJIMHAYHO 3HAYMMa PEAYKLHS Ha TepareBTUYHNS eeKT U 10 Ta3u NPUYMHA BaICapTaH MOXKE J1a Ce
IpueMa Ha IJIaJIHO WJIH ClIeJl HaXpaHBaHe.

Pasnpedenenue
CranmoHapHUAT 00eM Ha pasnpejiesieHHe Ha BajicapTaH CJie]l THTPaBEHO3HO TPHIIOKEHHE €

oxoJio 17 auTpa, KOETo MOKa3Ba, ye BaJicapTaH He ce pa3mnpeness MPoKo B ThKaHuTe. Bacapran ce
CBBP3Ba BbB BUCOKA CTETICH ChC cepyMHHTE NMPOoTenHHU (94-97%), OCHOBHO ChC cepyMHHUS aJI0yMHH.

buompancpopmayus

Bascapran He ce meTabosm3upa BEB BUCOKA CTEIIEH, Thil KaTo camMo 0koio 20% OT /103aTa ce ycTaHOBSIBa
nox (opmara Ha MmeTabomuTH. B m1a3maTa € ycTaHOBEH XHUIPOKCH METa0O0JUT B HUCKH KOHIICHTparuu (T10-
maniko oT 10% ot AUC Ha BasicaptaHn). To3u MeTabomuT € papMaKkoIOTHIHO HEAKTHBEH.

Enumunupane

Basicapran noka3sa My/nTHEKCIIOHEHIMAIHA KHHETHKA Ha pasnaf (t/2 o <1 yac u t/2 § okoso 9 yaca).
Bancapran ce enumuHIpa 0cHOBHO ¢ ¢ereca (oxoso 83% ot mpo3ara) u ypunata (okono 13% ot no3ara)
OCHOBHO KaTO HEIPOMEHEHO chenuHeHue. Ciiel MHTPaBeHO3HO IIPUIIOKEHUE IJ1a3MEHUS KIIUPBHC Ha
BasicapTad e npubnusutento 2 I/h, a 6s0peunns kmpbHe e 0,62 /h (oxon0 30% oT 001mus KIUpHHC).
ITonmy>kMBOTHT Ha BasicapTaH € 6 Jaca.

XUIPOXJIOPOTHAZU]

Abcopbyusa
AbcopOrmsita Ha XUAPOXIOPOTHA3H]] CIIE] IEpOpalIeH MpueM € 0bp3a (tmax OKOJIO 2 yaca). YBEINYaBaHETO

Ha ¢cpcaHarta AUC e IMHEHHO U € MMPpOMOpHHOHAIHO HA A03aTa B TCPAIICBTUYHUSA AUAIIA30H.

EdexrbT Ha XpaHata BbpXy abcopOupsTa Ha XUAPOXJIOPOTHAZH I, AKO MMa TaKbB, IMa MaJKa KIMHUYHA
3HAYUMOCT. AGCOJIIOTHaTa OMOHATMYHOCT Ha XUIPOXJIOPOTHA3H Cie]] TepopaiiHo npuioxenue e 70%.

Pasnpedenenue
[TpuBugausaT obem Ha pasnpenenenue e 4-8 Vkg. Lupkyaupanmsar XuapoxaopoTHasu € CBbp3aH ChC

cepymuure rporerau (40-70%), TpeMHO ChC cepyMHHS anOyMuH. XUAPOXJIOPOTHA3H] CHIIIO TaKa
KyMYJIMpa B €pUTPOLIUTHTE MPUOITU3UTEIHO 3 IHTH TIOBEUE, OTKOJIKOTO B IJIa3Mara.

Buompchd)opmauuﬂ
XPI):[pOXJ'IOpOTI/IaSI/I)I CC CJIIMMUHUPA NPCAUMHO KAaTO HCIIPOMCHCHO BCIICCTBO.

Enumunupane
XuapoxjaopoTHasuj ce eTUMMUHUPA OT IJ1a3Mara ¢ BpeMe Ha MOMY>KMBOT CpelHo 6 10 15 yaca B kpaitHaTa

¢a3za Ha enmumuHUpane. Hsama npomsHa B KWHETHKATa HA XUIPOXJIOPOTHA3HL IPU MHOTOKPATHO
npuiiarane, a KyMyJIIpaHeTO € MUHUMAITHO PY NPHJIOKeHHE BeIHBK THeBHO. Hax 95% ot
abcopOmpanarta 103a ce eKCKpeTHpa KaTo HeIIPOMEHEHO BEIIECTBO B ypHUHATa. bbOpeuHHAT KIMPBHC ce
CBHCTOM OT MacuBHA (PUITpaLus U aKTUBHA CEKpeLysi B ObOpeuHuTe TyOyIu.

26



CrenyaaHy DomyJIaliu

Teouampuyunu nayuenmu (ha evb3pacm nod 18 200unu)
Hsima (papMakoKMHETHYHM JJAHHHU [PH TIeAMaTpHIHaTa MoMmyJIals.

Hayuenmu 6 cmapuecka ev3pacm (na 6b3pacm 65 200unu u nogeue)

Bpemero 3a focTurane Ha MAKOBA IIa3MeHa KOHIIEHTPAIMsI Ha aMJIOJMITAH € CXOJIHO TP MJIa/IV TAIlUEHTH
Y TIPH MAIMEHTH B CTapyUecka Bh3pacT. MiMa TeHIeH M IPU TAlMeHTUTE B CTapuecka Bh3pacT KIUphHca Ha
aMIIOJIUTIVH J]a HaMalsiBa, KOETO BOJIH JI0 TIOKauBaHe Ha Tutonrra moj kpusara (AUC) u nmomykuBoTa Ha
emmvuHupane. Cpennata cuctemaa AUC 3a BancapTaH € 1o Bucoka ch¢ 70% mpu manueHTH B cTapuecka
BB3PACT B CPABHEHHUE C MTO-MJIaJH TTAIIMEHTH, TIOPaJi Ta3u MPUIHHA € HE00X0IMMO BHUMaHHE TPH
MTOBHINIABAHE HA JI034aTa.

CucrtemHarta CKCIIO3UI M Ha BaJICapTaH € JICKO IOBUIIICHA IIPU MAIIMEHTUTE B CTapUYCCKa Bb3PacT B
CpaBHCHUEC C MJIIAJIUTC IMMAMCHTH, HO TOBA HjAMA HAKAKBO KIMHUYHO 3HAYCHHC.

OrpaHudeH” JaHHU TPEIonaraT, 4e CUCTEMHUST KITUPHHC Ha XUAIPOXIOPOTHA3U]] € HAMAIECH TIPH
MAIVEeHTH B CTapuecka Bb3pacT, 3PaBU WK C XUIIEPTOHHS, B CPAaBHEHUE C MITQJIH 3IPaBH JJOOPOBOJIIIH.

Tbit KaTo TpHUTE BEIIECTBA CE TOHACST €THAKBO JOOpE KAaKTO OT MO-MJIAANTE MAlMEHTH, TaKa U OT
NAIMEHTUTE B CTApUYecKa Bb3PacCT Ce MPENopbyBa HOPMaJIHA CXxeMa Ha Mpuiiarate (Bx. Touka 4.2).

bvbpeuno yspesicoane

®dapmMaKOKWHETHKATa Ha aMJIOAMIINH HE ce TIOBJIMABA 3HAYMMO MPH HapyleHne Ha ObOpeuHara pyHKIusI.
Kakto ce ouaksa 3a BelecTBo, YNHTO ObOpeueH KIUpBHC € caMo okoo 30% oT o0uMs IIa3MeH KIMPbHHC,
He ce HaOJroaBa Kopenanus Mexay OpopeuHara GyHKIUS U CHCTEMHATa EKCIIO3ULUS KbM BaJICApTaH.

IMopaau Ta3u npuYMHA MAIUEHTUTE C JICKO JI0 YMEPEHO OBOPEUHO YBPEkKAAHE MOTAT Ja MPUEMAT
oOnuaiiHaTa HavanHa 103a (Bxk. Touka 4.2 u 4.4).

[pu HanMume Ha OBOPEYHO YBPEKIAHE CPETHUTE MUKOBU Mmia3MeHd HuBa 1 AUC Ha XUAPOXIOPOTHAZH T
ca MOBHIIICHH, a CKOPOCTTa Ha €KCKPELUs B ypHUHaTa € HamasieHa. [Ipy maimeHTH ¢ JIeKO 10 YMEPEHO
0BOpeuHO yBpeXkIaHe ce HabIonara TpukpaTHo nopumenrne Ha AUC Ha xuapoxinopotuasu. [pu
MAIMEeHTHTE C TEXKO 0bOpedHo yBpexnane ce Habmonasa 8-kpatao nosumienrne Ha AUC. Exforge HCT e
MPOTHBOTIOKA3aH MPH MAIMEHTH C TEKKO OBOPEUHO YBPEKIaHE, aHYpHUs WITH Ha auanu3a (BxK. Touka 4.3).

YepnoOopobHo yspedcoane

Hannynau ca MHOTO OrpaHWYeHH 1aHHHU 32 MPWIOKEHUETO Ha aMJIOJUIIMH MPH MalMEeHTH C YepHOAPOOHO
yBpexaane. IlarmenTute ¢ 4epHOIPOOHO yBpEKIaHEe UMAT HaMaJIeH KJIMPBHC Ha aMJIOJMIIHH C
nocnenpaio nokausane Ha AUC ¢ npubnuzurenno 40-60%. [Ipu manuenTu ¢ 1eko 10 yMEepPEeHO XPOHUYHO
4epHOIpoOHO 3a00IsBaHe eKCIIO3UIMATA KbM BaicapTaH (onpezeneHa upes croitnocture Ha AUC) e na
II'BTH TI0-BUCOKA OT yCTAaHOBEHATA MPH 31paBU J0OPOBOIIM (TPYyIIHPAaHU 110 Bb3pacT, o 1 Terio). [lopanu
BaicapraHoBata komrnoHeHnTa Exforge HCT e npoTrBonokaszan npu nanueHTUTE ¢ 4ePHOAPOOHO
yBpexnane (Bx. Touku 4.2 u 4.3).

5.3 IlpeakJuHNYHU JAHHH 32 0€30MACHOCT

AMJIOTUNIYH/BAJICAPTAH/XUIPOXIOPOTHUAZHT

B penuna npeikimHUYHN IPOYYBaHHS 3a 0€301aCHOCT ¢ aMJIOAMITHH, BaJICApTaH, XUIPOXIOPOTHA3H ],
BaJICapTaH/XUAPOXJIOPOTHA3H L, AMJIOTUIIMH/BAICAPTAH U aMJIOAUIIMH/BaJICAPTaH/ XU IPOXIOPOTHAZU]
(Exforge HCT), npoBe/ieHun npH pa3InyHu )KABOTUHCKH BUIOBE, JIUIICBAT JI0KA3aTeIICTBA 38 CHCTEMHA HITH
OpraHHa TOKCUYHOCT, KOUTO J]a OKa)aT HEraTUBHO BIIMSHUE BbPXY KIMHMYHATa yrnoTrpeda Ha Exforge HCT
IIpH XOpa.

[IpenxnmanaHA TPOYUYBaHUS 32 0€30IaCHOCT C POIBIKUATEIHOCT 70 13 CeMMUITN ca IPOBENECHHU C
aMJIO IWIIMH/BajIcap TaH/X UAPOXJIOPOTHA3U/ ITPH ILThX0Be. KoMOMHaIMATa BOAM JI0 0YaKBaHO IIOHUKCHUE
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Ha [IOKa3aTeINUTe Ha YepBeHaTa KpbBHA peauIia (EpUTPOLIUTH, XeMOTJIOONH, XeMaTOKPUT M PETHKYJIOLUTH),
IIOBUIIIABAHE HA CEpPyMHATa ypesl, IOBUILIABAHE HA CEpYMHUS KPEATHHUH, IIOBUIIIABAHE HA CEPYMHHUS
KaJIMi, FOKCTarJioMepyJiapHa XunepIuiasus B 0b0peka u (poKaaTHu epo3uH B JKIIE3UCTHUS CTOMAaX MpU
IuTbXoBe. BcHuky Te3u npoMeHn ca o0paTtuMu cieq 4-ceIMUYeH Bb3CTAHOBUTENEH IEPUOJ U Ce CMSTa, Ue
ca BCJIEICTBHE arpaBupane Ha ()apMaKOJIOTHYHHUTE €(PEKTH.

KOM6I/IH3.LII/I$IT3 aM)'IOI[I/IHI/IH/ BancapTaH/ XUAPOXJIOPOTHA3KU A HE € U3CJI€ABaHa 3a TCHOTOKCUYHOCT U
KaHICPOIr€HHOCT, TBU KaTo JIMIICBAT JOKA3aTEJICTBA 3a HIKAKBO B3aUMOICHCTBHUE MCXKAY OTACITHUTC
BCIICCTBA, KOUTO Ca OTAABHA Ha I1a3apa. AMJIO,Z[I/IHI/IH, BaJICapTaH U XUAPOXJIOPOTHA3KU/[ Ca U3CIICIBaHU
IMOOTACITHO 3a TCHOTOKCUYHOCT U KAHHEPOI'€HHOCT C HEraTHUBHU PE3YJITATHU.

Amitonunux

Penpooykmuena moxcuunocm

PenpotykTHBHM NpOyYBaHUS NPH ILTHXOBE U MUILIKH TIOKa3BaT 3aKbCHSBAHE HA J]aTaTa Ha pakKIaHe,
yIUbJDKEHA TIPOABIDKUTETHOCT Ha PAXKIAHETO U HaMalICHa KM3HECIIOCOOHOCT Ha MAIIKUTE IPU 1031
npuO3uTeaHo S0 MBTH MO-BUCOKH OT MaKCUMAITHUTE MPENOPBUUTEIHH JIO3U MIPU XOpa, H3UUCICHH Ha
6aza mg/kg.

Hapywenus éve pepmunumema

Hsma edekr BbpXy (epTHiiMTeTa Ha IIbX0BE, TPETUPAHU C aMIIOAUIHMH (MBKKH — 64 THU U KEHCKH —

14 naum npenyn yndrocsane) B 103u 10 10 mg/kg/nen (8 mpTr* MakcumanHara npernopbhbUMuTeNHa 1032 32
xopa oT 10 mg, u3unciena Ha 6aza mg/m?). B apyro npoydpaHe npy MmWIBGXOBE, P KOETO MBKKH ILTHXOBE
ca TpeTHpaHH ¢ aMJIOUIMHOB Oe3mnat 30 1HH, ¢ 1032 CpaBHUMA C J103aTa PH X0pa, U34YKCIIeHa Ha 0a3a
mg/kg, ca ycTaHOBEHH ITOHM)XEHH IJIa3MEHU HUBA Ha (DOIMKYIIOCTUMYIIMPAI XOPMOH H TECTOCTEPOH,
KaKTO ¥ IOHIKaBaHE Ha IUTBTHOCTTA HA CIIepMaTa M OpOs Ha 3peii CIIEPMATH/IN U CEPTOIUEBH KIICTKH.

Kanyepoeenesa, mymazcenesa

Hsima manHUM 3a KaHIIEpOT€HHOCT MPH IIHXOBE U MUIIKH, TPETUPAHU JBE TOUHHU C aMJIOJUIIMH B XpaHara
B KOHIICHTPAIINH, U3YHCIICHH J1a OCUTYPSIT JHEBHH J030BU HUBA OT 0,5, 1,25 u 2,5 mg/kg/nen. Haii-
BHCOKaTa J103a (P MUIIKH - OJIM3Ka JI0, a IIPH ITHXOBE — J[Ba BT MTO-BHCOKA OT MaKCUMaJTHATa
TpenopbuuTeNHa KIMHIYHA 7032 0T 10 mg, u3uncieHa 3a mg/m?”) e 6uia 61M3Ka 10 MaKCHMAJIHO
JTOITyCTUMaTa 71032 32 MUIIIKY, HO HE U 32 ILTHXOBE.

HpOY‘lBaHI/ISI 3a MYTAar¢HHOCT HC IMMOKa3BaT HeKapCTBeHO—OGYCIIOBGHI/I G(I)CKTI/I HHUTO HAa TCHHO, HUTO Ha
XPOMO30MHO HHUBO.

* y3umcneHa 3a marueHTy ¢ Tenio 50 kg

Bancapran

HexnuHuuHuTE JaHHU HE MOKA3BaT 0COOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHIIUOHAJTHUTE
(apMaKoJIOTHYHU NPOYYBAHMS 32 0€30MaCHOCT, MPOYYBAHMS 32 TOKCHYHOCT IPY MHOTOKPATHO IPUJIaraHe,
TF€HOTOKCHUYHOCT, KaHIIEPOTE€HEH MOTEHIH AN, PENPOTyKTUBHA TOKCUYHOCT M TOKCUYHOCT 33 Pa3BUTHETO.

[Tpu nirpxoBe TOKCHYHU /1031 3a Maiikara (600 mg/kg/nen) mo BpeMe Ha MOCIETHUTE JHU OT OPEeMEHHOCTTa
¥ [IepUO/Ia Ha JIAKTALHS ca JOBEJH JI0 IMO-HHUCKA CTEIeH Ha MPEKUBIIEMOCT, TT0-Cl1a00 HaIaBaHe Ha TETJIo
1 3a0aBeHO pa3BuTHE (OT/ICISIHE HA YIITHATA MU/Ia M OTBapsIHE Ha CITYXOBHSI KaHall) Ha MMOKOJICHUETO (BK.
touka 4.6). Te3u no3u npu mwrexose (600 mg/kg/nen) npeacrapnsaBaT npuOIU3NTENHO 18 MBTH
MakcUMaJlHaTa NpenophbaUTEIHa 103 P Xopa Ha 6a3aTa Ha mg/m” (M3YUCIIEHUSTA CE OTHACST 3a
nepopanHa 103a 320 mg/neH u nauuent ¢ terio 60 kg).

[Tpu npeAKTMHUYHY TPOYUYBaHUs 3a Oe30macHOCT BUCOKH /1031 BascapTad (200 1o 600 mg/kg tenecHo
TErJI0) IPETM3BUKBAT IIPH ITHX0BE HAMAJISBaHE HA MTapaMETPUTE HAa YSPBEHUTE KPBBHU KIICTKH
(epUTPOIIUTH, XEMOTJIO0MH, XEMaTOKPHT) M MIPUUYMHABAT IPOMEHHU B ObOpEYHATa XeMOIUHAMHKA (JICKO
MOBHUIIIABAaHE Ha ypesiTta B KPbBTa, 0b0pedHa TyOyJiHa XunepIuiasus u 0a30puius npu MbxKuTe). Tezn
no3u tipu wpxoBe (200 1o 600 mg/kg/nen) npencrapisBat NpuOIU3UTENHO 6 1 18 MbTH MaKCUManHaTa
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TIpeNopBYUTENHA 1034 P X0pa Ha 6a3aTa Ha mg/m’ (M3YMCIIEHUSATA Ce OTHACAT 3a [epopaHa 7103a
320 mg/nen u nanuext ¢ terao 60 kg).

ITpu MapMO3€TKH B CPaBHUMHU 03U IPOMEHHTE Ca IMOA00HHU, HO TIO-TeKKH, 0COOCHO B OBOpeIHTe, KhACTO
MPOMEHUTE Ce Pa3BUBAT JI0 He(pomaTrs, BKIIIOYBAIIA TOBUIIICHUE HA ypesiTa U KpeaTHHUHA B KPHBTA.

HabmronaBa ce cpmio xunepTpodus Ha OBOPEUHUTE IOKCTATIIOMEPYJIHH KIETKU U IIpu ABaTa Buaa. Cunra
ce, 4e BCHUKHU MPOMEHH ce IbKAaT Ha (hapMaKOJIOTHYHOTO JIeHCTBHE HA BaJicapTaH, KOETO BOJIH JI0
IPOIBKUTENIHA XUIIOTOHHUS 0COOEHO TpU MapMo3eTure. M3rnexna, 4ye TepaneBTuyHaTa 103a Ha
BaJicapTaH MpU XOpa HE € CBhp3aHa ¢ XunepTpodust Ha OBOPEUHNUTE FOKCTATTIOMEPYITHH KIETKH.

6. GAPMAINIEBTUYHU JAHHU

6.1 ChnucbK HA IOMOIHUTE BeIleCTBA

Exforge HCT 5 mg/160 mg/12.5 mg dunmMupanu TabaeTKu

Aopo na mabaemxama

enyno3a, MUKpOKpHUCTAIHA
Kpocmnounon (tum A)

CumiyeB TMOKCH, KOJIONIEH O€3B0ICH
Marse3ueB creapar

Loxpumue
Xwumpomeno3a, 3amectani tar 2910 (3 mPa.s)

Turanos auokcun (E171)
Maxkporon 4000
Tanx

Exforge HCT 10 mg/160 mg/12.5 mg dunMupanu TabIETKH

Aopo na mabaemkama

enmyno3a, MUKpOKpHUCTAIHA
KpocmnoBunon (tum A)

CuniyeB TMOKCH, KOJIONIEH O€3B0ICH
MarsesueB creapar

Loxpumue
Xwumpomeno3sa, 3amectpani tar 2910 (3 mPa.s)

Makporon 4000

Tank

Turanos auokcun (E171)
Kenesen oxcun, xoat (E172)
XKenesen oxcun, uepsen (E172)

Exforge HCT 5 mg/160 mg/25 mg ¢punmupanu Tabnerku

AOopo na mabremrxama

enyno3a, MUKpOKpHUCTAIHA
Kpocmounon (tum A)

CumiyeB TMOKCH, KOJIONIEH O€3B0ICH
Marsne3ueB creapar
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Loxpumue
Xunpomeno3a, 3amectBai tun 2910 (3 mPa.s)

Maxkporon 4000

Tanx

Turanos auokcun (E171)
XKenesen oxeun, xuat (E172)

Exforge HCT 10 mg/160 mg/25 mg dunmMmupanu tabierku

Aopo na mabaemkama

Henmyno3a, MUKpOKpHCTAIHA
Kpocmnounon (tum A)

CumiyeB TMOKCH, KOJIONIEH O€3B0ICH
MarsesueB creapar

Loxpumue
Xwumnpomeno3sa, 3amectani tar 2910 (3 mPa.s)

Makporo:n 4000
Tank
XKenesen oxeun, xbat (E172)

Exforge HCT 10 mg/320 mg/25 mg dunmMupanu tabiIeTku

A0opo nHa mabaemxama

enmyno3a, MUKpOKpHUCTAIHA
Kpocmnounon (tum A)

CumiyeB TMOKCH, KOJIONIEH O€3B0ICH
MarsesueB creapar

Hoxpumue
Xwumpomeno3sa, 3amectpani tar 2910 (3 mPa.s)

Makporon 4000

Tank

Kenesen oxeun, xbat (E172)
6.2 HecbBMecTHMOCTH
Henpunoxxumo

6.3 Cpox Ha rogHOCT

2 TOIWHU

6.4 Cpoeuua/jHu yCcJIOBMS Ha CbXpaHeHHe

a ne ce cexpanssa Hax 30°C.

IIa CC CbXpaHsiBa B OpUIrHHAaIHATa OIIAKOBKaA, 3a Aa CC IMPEArasyu OT BJiara.

6.5 Bua u chabpi:kaHNe HA OMAKOBKATA

PVC/PVDC 6mucrepu. Equn 6muctep cbabpika 7, 10 unu 14 punMupanu TabaeTKH.
Bunogre onakoeku: 14, 28, 30, 56, 90, 98 nnu 280 ¢puamMupaHu Ta0IETKH.
CsocraBHa onakoBka ot 280 TabneTku, BirrouBaria 20 OImakoBKH, BCAKA ChAbpikaiia mo 14 Tabmerku.

PVC/PVDC nepdopupanu enHo030BH OnucTepu 3a 00JHMYHA yrnioTpeoda:

Bunore onakopkute: 56, 98 uim 280 dunmupanu TabaeTKu
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CnocraBHa onakoBka ot 280 TaOeTKH, BKITIOUBaIa 4 OMaKOBKH, BCAKA ChAbpikaiia mo 70 TabneTK.
He Bcruku BumoBe OMmakoBKY MOTaT Jia ObJaT IyCHATH Ha Ta3apa.
6.6 ChneuuajHu NpelNna3Hu MepKHU NPU U3XBbLPJIsiHe U padoTa

Hama crienmaiiHy n3ucKBaHus.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanausa

8. HOMEP(A) HA PA3PEIHIEHUETO 3A YIIOTPEBA

Exforge HCT 5 mg/160 mg/12.5 mg dunmupadnu TaOIeTKu

EU/1/09/569/001-012

Exforge HCT 10 mg/160 mg/12.5 mg duamMupasu TabIeTKU

EU/1/09/569/013-024

Exforge HCT 5 mg/160 mg/25 mg dbunMupady TabIeTKI

EU/1/09/569/025-036

Exforge HCT 10 mg/160 mg/25 mg dunMupany TabIeTKku

EU/1/09/569/037-048

Exforge HCT 10 mg/320 mg/25 mg duiMupany TabIeTKu

EU/1/09/569/049-060

9. JATA HA I'bPBO PA3PELIABAHE/IIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemanane: 16 okromBpu 2009 r.
Jlara Ha nocneaHo nogHoBsBade: 30 roau 2014 1.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha uHbopMalus 3a TO3M JIEKapCTBEH MPOIYKT € IPeoCTaBeHa Ha yebcaiiTa Ha
EBporetickara areHmus 1o jgekapcraara http://www.ema.europa.eu
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HPUJIOXKEHMUE 11

NNPOU3BOJAUTEJIU, OTTOBOPHHU 3A OCBOBOXK/IABAHE
HA ITAPTHUIHN

YCJIOBUSA NN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U UBUCKBAHUS HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJI0OBUSA NN OT'PAHUYEHUA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A. NPOM3BOJUTEJIU, OTT'OBOPHMU 3A OCBOBOKJABAHE HA TAPTHU/U

Hme m agpec HA IPOU3BOIUTEINTE, OTTOBOPHU 32 0CBOOOKIABAHE HA MAPTHJINATE

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

HUcnanus

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Niirnberg

I'epmanus

[TeyaTHara JIMCTOBKA HA JICKAPCTBEHUS MPOIYKT TPSOBA J]a ChIIbPKA UMETO U aJpeca Ha MPOU3BOTUTENS,
OTTOBOpEH 32 0CBOO0KIaBaHETO HAa CHOTBETHATA MAPTUA.

b. YCJI0OBUA WIN OI'PAHUYEHMUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOJIYKT C€ OTITyCKA IO JIEKAPCKO MPEAUCAHHE.

B. JPYI'M YCJOBUSA U UBUCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA

] IMepuoauunn akTyam3upanu 1okjiaaau 3a oezonacHoct (ITAB)
NzuckBanusra 3a nonasane Ha [IAJIb 3a To3u JlekapcTBeH MPOAYKT ca MOCOYEHH B CITUCHKA C
pedepentaute natu Ha EBponeiickus cbio3 (EURD crnmcwk), mpeasuseH B wi. 1078, an. 7 ot

Hupexrusa 2001/83/EO, 1 BbB BCHUKH CIIEBAIIN aKTyaTM3aI[UH, TyOJINKYBaHU HA €BPOIICHCKUS
yeOrmopTai 3a 1eKapcTBa.

I. YCJOBMS WINA OTPAHUYEHMS 3A BE3OIACHA Yl EGEKTUBHA YIIOTPEBA HA
JEKAPCTBEHMS IPOIYKT

Henpunoxxumo
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NIMPUJIOKEHMUE 111

JAHHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHU BbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA HA EJJUHNYHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpika S mg amoIunuH (Kato aMmiIoUnuHOB Oesunar), 160 mg BancapTan
u 12,5 mg xuapoxiaopoTrasu,.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu TabneTku

28 dpunMupaHu TaOIETKH

30 dunmupanu TabIEeTKH

56 ¢unMupaHu TabIETKH

90 dbunmupanu TabIEeTKH

98 dunmupaHu TAOIETKH

280 dhunmMupann TabIeTKu

56 x 1 punmupana Tadnerka (eAMHIUYHA J103a)
98 x 1 dhunmmupana Tabnerka (eIMHIYHA J103a)
280 x 1 ¢unmupana Tabnaerka (eIMHMYHA 1032)

‘ 5. HAYMH HA NTPUJIOKEHUE U ITbT(MIIIA) HA BBBEXKIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
IlepopanHo mpuioxeHue

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA IELIA

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTHITHO 3a JACIa.

‘ 7. APYI'N CHEHUAJIHU IIPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a e ce cpxpanssa Hax 30°C.
Jla ce cbXxpaHsBa B OpUTHHATHATA OMAKOBKA, 32 JIa ce MPEe/Ia3u OT BJiara.

10. CHENUAJIHUA NPEANIA3HUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

EU/1/09/569/002 28 ¢unmupanu TabIEeTKH

EU/1/09/569/003 30 ¢unmupanu TabaeTKu

EU/1/09/569/004 56 ¢punmMupaHu TabIeTKH

EU/1/09/569/005 90 ¢punmupanu TabneTKu

EU/1/09/569/006 98 ¢punmupanu TabneTKu

EU/1/09/569/007 280 dunvupanu TabneTku

EU/1/09/569/008 56 x 1 ¢punmupana Tadnerka (eITMHUYHA J03)
EU/1/09/569/009 98 x 1 ¢punmupana Tabnerka (eauHIYHA 103a)f
EU/1/09/569/010 280 x 1 ¢unmmpana TabneTka (eIMHUYHA 1032)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

HeKapCTBeHI/ISIT MPOAYKT CC OTILYCKa 110 JICKAPCKO NPCANNCaHUC.

15. YKA3AHHA 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAIMJIOBA A3BYKA

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

‘ 17. YHHUKAJIEH UWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepen 6apko/1 ¢ BKIIIOYEH YHUKAICH UICHTU(DHUKATOD

‘ 18. VYHUKAJIEH UWIEHTUD®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

MEX/INUHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHAZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpika S mg amoIunuH (Karo aMmiIoAUnuHOB Oesunar), 160 mg BancapTan
n 12,5 mg xuapoxiaopoTrasng.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu Tabnerkd. YacT ot rpymnosa onakoBka. la He ce mpogaBa OTAETHO.
70x1 ¢uimupanu TadbneTKH. Yact oT rpynoBa onakoBka. Jla He ce mpoiaBa OTIIEINHO.

‘ 5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrMHAJIHATA OMIAKOBKA, 32 1a CE IIPEIas3u OT BJara.
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10.

CIIEIlMAJIHU TPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11.

UME U AIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/012 280 dunvupanu TabneTku (ChCTaBHA ONAKOBKa, 20 OMaKOBKH 1O 14 TabIeTKu)
EU/1/09/569/011 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 omakoBkH 1m0 70 TabmeTku)

(emmHMYHA 103a)

13. TNAPTUJIEH HOMEP
[Maptunen No
14. HAYMH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIUS HA BPAJIOBA A3BBYKA

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

17

YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu TabneTKu
aMJIOJIUTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpika S mg amoIunuH (Kato aMmiIoUnuHOB Oesunar), 160 mg BancapTan
u 12,5 mg xuapoxiaopoTrasng,.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

I'pynoBa onakoBka: 280 (20 onakoBku 1o 14) dunmupanu TabieTku.
I'pynoBa omakoBka: 280 (4 omakoBku mo 70x1) ¢puiMupanu TabIeTKH.

5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hanx 30°C.
[a ce cpxpansiBa B OpUrHMHAJIHATa OMIAKOBKA, 32 1 CE IIPEIas3u OT BJiara.
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10. CHENUAJIHUA NPEAINIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/012 280 dunmupanu TabieTku (ChCTaBHA ONMaKoBKa, 20 ormakooBkH 1O 14 TabneTkn)
EU/1/09/569/011 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 0makoBKH 1m0 70 TabieTkun)
(emmHMYHA 103a)

13. TIAPTUJAEH HOMEP

[Maptunen No

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

‘ 15. VYKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAILJIOBA A3BYKA

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

‘ 17. YHHUKAJIEH UWIEHTUDPUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

‘ 18. VYHUKAJIEH UWAEHTUD®UKATOP — JAHHMU 3A YETEHE OT XOPA

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

BJIMCTEPU

| 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/12,5 mg ¢unmupanu tabneTku
aMJIOTUTIMH/BaICAp TaH/X UIPOXITIOPOTHAZH T

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHUJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA HA EJJUHNYHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu TabieTku
aMJIOJIMTTHH/BaJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabierka cpabpka 10 mg amnoaunuH (kaTo aMioaunuHoB Oe3unar), 160 mg
BaJIcapTaH H 12,5 mg XUapOXIOpOTHA3H]T.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu TabneTku

28 dpunMupaHu TaOIETKH

30 dunmupanu TabIEeTKH

56 ¢unMupaHu TabIETKH

90 dbunmupanu TabIEeTKH

98 dunmupaHu TAOIETKH

280 dhunmMupann TabIeTKu

56 x 1 punmupana Tadnerka (eAMHIUYHA J103a)
98 x 1 dhunmmupana Tabnerka (eIMHIYHA J103a)
280 x 1 ¢unmupana Tabnaerka (eIMHMYHA 1032)

‘ 5. HAYMH HA NTPUJIOKEHUE U ITbT(MIIIA) HA BBBEXKIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
IlepopanHo mpuioxeHue

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA IELIA

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTHITHO 3a JACIa.

‘ 7. APYI'N CHEHUAJIHU IIPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a e ce cpxpanssa Hax 30°C.
Jla ce cbxpaHsiBa B OpUTHHATHATA ONAKOBKA, 3a JIa Ce MPE/Ias3u OT Biara.

10. CHENUAJIHUA NPEANIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

EU/1/09/569/014 28 ¢unmupanu TabIEeTKH

EU/1/09/569/015 30 ¢unmupanu TabaeTKu

EU/1/09/569/016 56 ¢punmMupaHu TabIeTKH

EU/1/09/569/017 90 ¢punmupanu TabneTKu

EU/1/09/569/018 98 ¢punmupanu TabneTKu

EU/1/09/569/019 280 dunvupanu TabneTku

EU/1/09/569/020 56 x 1 ¢punmupana Tadnerka (eIMHUYHA J032)
EU/1/09/569/021 98 x 1 ¢punmupana Tabnerka (eauHIYHA 103a)f
EU/1/09/569/022 280 x 1 ¢unmmpana TabneTka (eIMHUYHA 1032)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

HeKapCTBeHI/ISIT MPOAYKT CC OTILYCKa 110 JICKAPCKO NPCANNCaHUC.

15. YKA3AHHA 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAIMJIOBA A3BYKA

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

‘ 17. YHHUKAJIEH UWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepen 6apko/1 ¢ BKIIIOYEH YHUKAICH UICHTU(DHUKATOD

‘ 18. VYHUKAJIEH UWIEHTUD®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

MEX/INUHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu TabieTku
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3ZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMioaunuHoB Oe3unar), 160 mg
BaJIcapTaH H 12,5 mg XUapoXJIOpOTHA3H]I.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu Tabnerkd. YacT ot rpymnosa onakoBka. la He ce mpogaBa OTAETHO.
70x1 ¢uimupanu TadbneTKH. Yact oT rpynoBa onakoBka. Jla He ce mpoiaBa OTIIEINHO.

‘ 5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrHHAJIHATa OMIAKOBKA, 32 1a CE IIPErasu OT BJiara.
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10.

CIIEIlMAJIHU TPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11.

UME U AIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/024 280 dunMupanu TabneTku (ChCTaBHA OMAKOBKa, 20 OMaKOBKH MO 14 TabIeTKm)
EU/1/09/569/023 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 0makoBKH 1m0 70 TabieTku)

(emmHMYHA 103a)

13. TNAPTUJIEH HOMEP
[Maptunen No
14. HAYMH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIUS HA BPAJIOBA A3BBYKA

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

17

YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu TabieTku
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHAZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMmioadnuHoB Oe3unar), 160 mg
BaJIcapTaH " 12,5 mg XUapoXJIOpOTHA3H]T.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

I'pynoBa onakoBka: 280 (20 onakoBku o 14) dunmupanu TabieTku.
I'pynoBa omakoBka: 280 (4 omakoBku mo 70x1) ¢puiMupanu TabIeTKH.

5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrHHAJIHATa OIIAKOBKA, 32 a CE IIPEIas3u OT BJiara.
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10. CHENUAJIHUA NPEAINIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/024 280 dbunvupanu TabieTku (ChCcTaBHA ONMakoBKa, 20 omakooBku 1o 14 TabneTkn)
EU/1/09/569/023 280 ¢pummupann TabneTKu (ChCTaBHA OMAKOBKA, 4 omakoBkH 1Mo 70 TabimeTku)
(emmHMYHA 103a)

13. TIAPTUJAEH HOMEP

[Maptunen No

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

‘ 15. VYKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAILJIOBA A3BYKA

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

‘ 17. YHHUKAJIEH UWIEHTUDPUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

‘ 18. VYHUKAJIEH UWAEHTUD®UKATOP — JAHHMU 3A YETEHE OT XOPA

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

BJIMCTEPU

| 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/12,5 mg ¢punmupanu tabierku
aMJIOTUTIMH/BaICAp TaH/X UIPOXIIOPOTHAZH T

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHUJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA HA EJJUHNYHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu Tabnerku
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpka S mg amnoIunuH (Karo amiIogUnuHOB Oesunar), 160 mg BancapTan
1 25 mg XuApOXJIOpPOTHA3UA.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu TabneTku

28 dpunMupaHu TaOIETKH

30 dunmupanu TabIEeTKH

56 ¢unMupaHu TabIETKH

90 dbunmupanu TabIEeTKH

98 dunmupaHu TAOIETKH

280 dhunmMupann TabIeTKu

56 x 1 punmupana Tadnerka (eAMHIUYHA J103a)
98 x 1 dhunmmupana Tabnerka (eIMHIYHA J103a)
280 x 1 ¢unmupana Tabnaerka (eIMHMYHA 1032)

‘ 5. HAYMH HA NTPUJIOKEHUE U ITbT(MIIIA) HA BBBEXIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
IlepopanHo mpuioxeHue

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA IELIA

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTHITHO 3a JACIa.

‘ 7. APYI'N CHEHUAJIHU IIPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a e ce cpxpanssa Hax 30°C.
Jla ce cbxpaHsiBa B OpUTHHATHATA ONAKOBKA, 3a JIa Ce MPE/Ias3u OT Biara.

10. CHENUAJIHUA NPEANIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

EU/1/09/569/026 28 ¢unmupanu TabIEeTKH

EU/1/09/569/027 30 ¢unmupanu TabaeTKu

EU/1/09/569/028 56 ¢punmMupaHu TabIeTKH

EU/1/09/569/029 90 ¢punmupanu TabneTKu

EU/1/09/569/030 98 ¢punmupanu TabneTKu

EU/1/09/569/031 280 dunvupanu TabneTku

EU/1/09/569/032 56 x 1 ¢punmupana Tadbnerka (eITMHUYHA J103)
EU/1/09/569/033 98 x 1 ¢punmupana Tabnerka (eauHIUYHA 103a)f
EU/1/09/569/034 280 x 1 ¢unmmpana TabneTka (eIMHUYHA 1032)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

HeKapCTBeHI/ISIT MPOAYKT CC OTILYCKa 110 JICKAPCKO NPCANNCaHUC.

15. YKA3AHHA 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAIMJIOBA A3BYKA

Exforge HCT 5 mg/160 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepen 6apko/1 ¢ BKIIIOYEH YHUKAICH UICHTU(DHUKATOD

‘ 18. VYHUKAJIEH UWIEHTUD®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

MEX/INUHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu Tabnerku
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHAZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpika S mg amoIunuH (Karo aMmiIoAUnuHOB Oesunar), 160 mg BancapTan
1 25 mg XuApOXJIOpPOTHA3UA.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu Tabnerku. YacT ot rpynosa onakoBka. la He ce mpogaBa OTIAETHO.
70x1 ¢umupanu TabseTKH. Yact oT TpynoBa onakoBka. Jla He ce MmpoiaBa OTAEIHO.

‘ 5. HAYMH HA IPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrHHAJIHATa OMIAKOBKA, 32 1a CE IIPErasu OT BJiara.

55



10.

CIIEIlMAJIHU TPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11.

UME U AIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/036 280 dunMupanu TabneTku (ChCTaBHA OMAKOBKa, 20 OMaKOBKH MO 14 TabIeTKm)
EU/1/09/569/035 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 0makoBKH 1m0 70 TabieTku)

(emmHMYHA 103a)

13. TNAPTUJIEH HOMEP
[Maptunen No
14. HAYMH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIUS HA BPAJIOBA A3BBYKA

Exforge HCT 5 mg/160 mg/25 mg

17

YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu Tabnerku
aMJIOJIUTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnerka chabpika S mg amoIunuH (Kato aMmiIoUnuHOB Oesunar), 160 mg BancapTan
U 25 mg XUApOXJIOPOTHA3UA.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

I'pynoBa onakoBka: 280 (20 onakoBku o 14) dunmupanu TabieTku.
I'pynoBa omakoBka: 280 (4 omakoBku mo 70x1) ¢puiMupanu TabIeTKH.

5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hanx 30°C.
[a ce cpxpansiBa B OpUrHMHAJIHATa OMIAKOBKA, 32 1 CE IIPEIas3u OT BJiara.
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10. CHENUAJIHUA NPEAINIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/036 280 dbunvupanu TabieTku (ChCcTaBHA ONMakoBKa, 20 omakooBku 1o 14 TabneTkn)
EU/1/09/569/035 280 ¢pummupann TabneTKu (ChCTaBHA OMAKOBKA, 4 omakoBkH 1Mo 70 TabimeTku)
(emmHMYHA 103a)

13. TIAPTUJAEH HOMEP

[Maptunen No

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

‘ 15. VYKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAILJIOBA A3BYKA

Exforge HCT 5 mg/160 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDPUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

‘ 18. VYHUKAJIEH UWAEHTUD®UKATOP — JAHHMU 3A YETEHE OT XOPA

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

BJIMCTEPU

| 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu tabieTku
aMJIOTUTIMH/BaICAp TaH/X UIPOXITIOPOTHAZH T

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHUJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA HA EJJUHNYHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/25 mg ¢unmupanu TabneTKu
aMJIOJIMTTHH/BaJICAP TAaH/XUIPOXIOPOTHA3UT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabierka cpabpka 10 mg amnoaunuH (kaTo aMioaunuHoB Oe3unar), 160 mg
BajicapTad U 25 mg XuAPOXJIOPOTHASH .

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu TabneTku

28 dpunMupaHu TaOIETKH

30 dunmupanu TabIEeTKH

56 ¢unMupaHu TabIETKH

90 dbunmupanu TabIEeTKH

98 dunmupaHu TAOIETKH

280 dhunmMupann TabIeTKu

56 x 1 punmupana Tadnerka (eAMHIUYHA J103a)
98 x 1 dhunmmupana Tabnerka (eIMHIYHA J103a)
280 x 1 ¢unmupana Tabnaerka (eIMHMYHA 1032)

‘ 5. HAYMH HA NTPUJIOKEHUE U ITbT(MIIIA) HA BBBEXKIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
IlepopanHo mpuioxeHue

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA IELIA

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTHITHO 3a JACIa.

‘ 7. APYI'N CHEHUAJIHU IIPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a e ce cpxpanssa Hax 30°C.
Jla ce cbXxpaHsiBa B OpUTHHATHATA OMAKOBKA, 3a JIa CE MPE/Ias3u OT Biara.

10. CHENUAJIHU NPEANIAZHUA MEPKMU ITPU N3XBBPJISTHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

EU/1/09/569/038 28 ¢unmupanu TabIEeTKH

EU/1/09/569/039 30 ¢unmupanu TabaeTKu

EU/1/09/569/040 56 ¢punmMupaHu TabIeTKH

EU/1/09/569/041 90 ¢punmupanu TabneTKu

EU/1/09/569/042 98 ¢punmupanu TabneTKu

EU/1/09/569/043 280 dunvupanu TabneTku

EU/1/09/569/044 56 x 1 ¢punmupana Tadnerka (eITMHUYHA J03)
EU/1/09/569/045 98 x 1 ¢punmupana Tabnerka (eauHIYHA 103a)f
EU/1/09/569/046 280 x 1 ¢unmmpana TabneTka (eIMHUYHA 1032)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

HeKapCTBeHI/ISIT MPOAYKT CC OTILYCKa 110 JICKAPCKO NPCANNCaHUC.

15. YKA3AHHA 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAIMJIOBA A3BYKA

Exforge HCT 10 mg/160 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepen 6apko/1 ¢ BKIIIOYEH YHUKAICH UICHTU(DHUKATOD

‘ 18. VYHUKAJIEH UWIEHTUD®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

MEX/INUHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/25 mg ¢unmupanu TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3ZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMioaunuHoB Oe3unar), 160 mg
BajicapTad U 25 mg XuApOXJIOPOTHASHI.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu Tabnerku. YacT ot rpynosa onakoBka. la He ce mpogaBa OTIAETHO.
70x1 ¢umupanu TabseTKH. Yact oT TpynoBa onakoBka. Jla He ce MmpoiaBa OTAEIHO.

‘ 5. HAYMH HA IPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrHHAJIHATa OMIAKOBKA, 32 1a CE IIPErasu OT BJiara.
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10.

CIIEIlMAJIHU TPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11.

UME U AIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/048 280 dunMupanu TabneTku (ChCTaBHA OMAKOBKa, 20 OMaKOBKH MO 14 TabIeTKm)
EU/1/09/569/047 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 0makoBKH 1m0 70 TabieTku)

(emmHMYHA 103a)

13. TNAPTUJIEH HOMEP
[Maptunen No
14. HAYMH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIUS HA BPAJIOBA A3BBYKA

Exforge HCT 10 mg/160 mg/25 mg

17

YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/25 mg ¢unmupanu TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHAZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMmioadnuHoB Oe3unar), 160 mg
BajicapTad U 25 mg XuApOXJIOPOTHASHI.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

I'pynoBa omakoBka: 280 (20 onakoBku 1o 14) dunmupanu TabieTku.
I'pynoBa omakoBka: 280 (4 omakoBku mo 70x1) ¢puiMupanu TabIeTKH.

5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cbxpaHsiBa B OpUrHHAJIHATA OMAKOBKA, 32 1a CE IIPEIas3u OT BJiara.
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10. CHENUAJIHUA NPEAINIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/048 280 dbunvupanu TabieTku (ChCcTaBHA ONMakoBKa, 20 omakooBku 1o 14 TabneTkn)
EU/1/09/569/047 280 ¢pummupann TabneTKu (ChCTaBHA OMAKOBKA, 4 omakoBkH 1Mo 70 TabimeTku)
(emmHMYHA 103a)

13. TIAPTUJAEH HOMEP

[Maptunen No

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

‘ 15. VYKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAILJIOBA A3BYKA

Exforge HCT 10 mg/160 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDPUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

‘ 18. VYHUKAJIEH UWAEHTUD®UKATOP — JAHHMU 3A YETEHE OT XOPA

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

BJIMCTEPU

| 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/160 mg/25 mg ¢puimupanu tabneTku
aMJIOTUTIMH/BaICAp TaH/X UIPOXIIOPOTHAZH T

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHUJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA HA EJJUHNYHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/320 mg/25 mg ¢punmupany TabieTKu
aMJIOJIMTTHH/BaJICAP TAaH/XUIPOXIOPOTHA3UT

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBA

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMioaunuHoB Oe3unar), 320 mg
BajicapTad U 25 mg XuAPOXJIOPOTHASH .

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu TabneTku

28 dpunMupaHu TaOIETKH

30 dunmupanu TabIEeTKH

56 ¢unMupaHu TabIETKH

90 dbunmupanu TabIEeTKH

98 dunmupaHu TAOIETKH

280 dhunmMupann TabIeTKu

56 x 1 punmupana Tadnerka (eAMHIUYHA J103a)
98 x 1 dhunmmupana Tabnerka (eIMHIYHA J103a)
280 x 1 ¢unmupana Tabnaerka (eIMHMYHA 1032)

‘ 5. HAYMH HA NTPUJIOKEHUE U ITbT(MIIIA) HA BBBEXKIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
IlepopanHo mpuioxeHue

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA
CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA IELIA

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTHITHO 3a JACIa.

‘ 7. APYI'N CHEHUAJIHU IIPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a e ce cpxpanssa Hax 30°C.
Jla ce cbXxpaHsiBa B OpUTHHATHATA OMAKOBKA, 3a JIa CE MPE/Ias3u OT Biara.

10. CHENUAJIHU NPEANIAZHUA MEPKMU ITPU N3XBBPJISTHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU WJIN OTHAABYHU MATEPHUAJIAN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/049 14 dbunvupann TabneTKu

EU/1/09/569/050 28 ¢unmupanu TabIEeTKH

EU/1/09/569/051 30 ¢unmupanu TabaeTKu

EU/1/09/569/052 56 ¢punmMupaHu TabIeTKH

EU/1/09/569/053 90 ¢punmupanu TabneTKu

EU/1/09/569/054 98 ¢punmupanu TabneTKu

EU/1/09/569/055 280 dunvupanu TabneTku

EU/1/09/569/056 56 x 1 ¢punmupana Tadnerka (eITMHUYHA J03)
EU/1/09/569/057 98 x 1 ¢punmupana Tabnerka (eauHIYHA 103a)f
EU/1/09/569/058 280 x 1 ¢unmmpana TabneTka (eIMHUYHA 1032)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

HeKapCTBeHI/ISIT MPOAYKT CC OTILYCKa 110 JICKAPCKO NPCANNCaHUC.

15. YKA3AHHA 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAIMJIOBA A3BYKA

Exforge HCT 10 mg/320 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepen 6apko/1 ¢ BKIIIOYEH YHUKAICH UICHTU(DHUKATOD

‘ 18. VYHUKAJIEH UWIEHTUD®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

MEX/INUHHA OITAKOBKA HA CbCTABHATA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/320 mg/25 mg ¢punmupany TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHA3ZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunuH (kaTo aMioaunuHoB Oe3unar), 320 mg
BajicapTad U 25 mg XuApOXJIOPOTHASH .

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

14 punmupanu Tabnerku. YacT ot rpynosa onakoBka. la He ce mpogaBa OTIAETHO.
70x1 ¢umupanu TabseTKH. Yact oT TpynoBa onakoBka. Jla He ce MmpoiaBa OTAEIHO.

‘ 5. HAYMH HA IPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hax 30°C.
[a ce cpxpansiBa B OpUrHHAJIHATa OMIAKOBKA, 32 1a CE IIPErasu OT BJiara.
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10.

CIIEIlMAJIHU TPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11.

UME U AIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/060 280 dunMupanu TabneTku (ChCTaBHA OMAKOBKa, 20 OMaKOBKH MO 14 TabIeTKm)
EU/1/09/569/059 280 ¢pummupann TabneTK (ChCTaBHA OMAKOBKA, 4 0makoBKH 1m0 70 TabieTku)

(emmHMYHA 103a)

13. TNAPTUJIEH HOMEP
[Maptunen No
14. HAYMH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIUS HA BPAJIOBA A3BBYKA

Exforge HCT 10 mg/320 mg/25 mg

17

YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS HA CbCTABHATA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/320 mg/25 mg ¢punmupany TabneTKu
aMJIOJIMTTHH/BAJICAP TAaH/XUIPOXIOPOTHAZUT

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punmupana tabierka cbabpka 10 mg amnoaunud (kaTo aMmioadnuHoB Oe3unar), 320 mg
BajicapTad U 25 mg XuApOXJIOPOTHASHI.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

Ounmupana TadeTka

I'pynoBa omakoBka: 280 (20 onakoBku 1o 14) dunmupanu TabieTku.
I'pynoBa omakoBka: 280 (4 omakoBku mo 70x1) ¢puiMupanu TabIeTKH.

5. HAYMH HA NIPUJIOKEHUE U ITbT(MIIA) HA BBBE/KJAHE

IIpenun ynotpeba mpoyerere JIMCTOBKATA.
[lepopanno npuioxeHue

6. CHELUAJHO NPEJXYNPEXJIEHUE, YE JJEKAPCTBEHUSAT IPOJAYKT TPSBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT TIOTJIEJA U JOCETA HA JELIA

IIa CC CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a JIC1A.

| 7. JPYTW CIEUMAJIHU MPEJYMPEKJIEHMSI, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen mo:

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ne ce cpxpanssa Hanx 30°C.
[a ce cpxpansiBa B OpUrHMHAJIHATa OMIAKOBKA, 32 1 CE IIPEIas3u OT BJiara.
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10. CHENUAJIHUA NPEAINIAZHUA MEPKU ITPU N3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE INIPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT TAX, AKO
CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/569/060 280 dbunvupanu TabieTku (ChCcTaBHA ONMakoBKa, 20 omakooBku 1o 14 TabneTkn)
EU/1/09/569/059 280 ¢pummupann TabneTKu (ChCTaBHA OMAKOBKA, 4 omakoBkH 1Mo 70 TabimeTku)
(emmHMYHA 103a)

13. TIAPTUJAEH HOMEP

[Maptunen No

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT Ce OTIyCKa IO JIEKAPCKO MPe I CaHue.

‘ 15. VYKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAILJIOBA A3BYKA

Exforge HCT 10 mg/320 mg/25 mg

‘ 17. YHHUKAJIEH UWIEHTUDPUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

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

BJIMCTEPU

| 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Exforge HCT 10 mg/320 mg/25 mg ¢puimupanu TabneTku
aMJIOTUTIMH/BaICAp TaH/X UIPOXIIOPOTHAZH T

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

| 4. TIAPTHUJEH HOMEP

Lot

|5.  JPYIO
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b. JUCTOBKA
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JlucroBka: nundopmanus 3a noTpeduTeIst

Exforge HCT 5 mg/160 mg/12,5 mg ¢puamupanu TadJieTku
Exforge HCT 10 mg/160 mg/12,5 mg ¢puavmupann tadjieTKI
Exforge HCT 5 mg/160 mg/25 mg ¢puamupanu tadaeTku
Exforge HCT 10 mg/160 mg/25 mg ¢punmupanu tadJieTKI
Exforge HCT 10 mg/320 mg/25 mg ¢puaMupanu TadJIeTKH
aMJIO JIMITHH/BajIcapTaH/X UAPOXIOPOTHAUT
(amlodipine/valsartan/hydrochlorothiazide)

IIpoyereTe BHUMATEIHO LSIJIATa JIMCTOBKA, IIPeIH Aa 3all0YHETe Ja IPHeMaTe TOBA JeKapCTBO, Thil
KaTo T ChABP:Ka Ba)kHa 32 Bac nndgopmanus.

3amaszeTe Tazu JIUCTOBKA. Moke /1a ce HaJIO0XKH J1a 5 POYETETEe OTHOBO.

AKO MaTe HSKAaKBU JOIBIHUTEIHN BBIPOCH, onuTaiTe Bammst nexap nim ¢apmManesr.

Toa nekapcTBO € npennucado JngHo Ha Bac. He ro mpeorcrenBaiite Ha npyru xopa. To moxe na
UM HaBpe/¥, HE3aBHCUMO Y€ TIPU3HAIMTE Ha TSIXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bammre.

AKO MoJTyyuTe HAKaKBU HEXETaHU peakiuu, yBenomere Bammis nekap nnu dapmanent. Toa
BKJIFOYBA 1 BCUYKH Bb3MOKHU HEKECJIIaHU PCAKI[MU, HCOIMMCAHN B Ta3W JIMCTOBKA. Buxre Touka 4.

Kakso CbAbPiKa Ta3u JIMCTOBKA

Sk L=

1.

Kaxkgso npeacrasnsasa Exforge HCT u 3a xakBo ce u3nomn3sa

Kaxgo Tps6Ba na 3naere, npenu na npuemete Exforge HCT

Kak na npuemare Exforge HCT

Bb3M0XHU HEXenaHu peakyn

Kak na cexpansBare Exforge HCT

CpapprxaHre Ha OTIAKOBKATa M JOMIBJIHUTENHA HH(opMaLus

Kaxkgo npencraBasiba Exforge HCT u 3a kakBo ce u3noJi3Ba

Exforge HCT Tabnerku CHABPIKAT TpU BCIICCTBA, HAPCUCHU aMJIOJUIINH, BaJICAPTAH U XUAPOXJIIOPOTHUAZUI.
n TpHUTE BEIICCTBA CIioMarar 3a KOHTPOJia Ha BUCOKOTO KPBBHO HAJISATaHE.

AMJIOUIUH MIPUHAJJICKH KbM IPyTa BEIECTBA, HAPEUCHHU “‘KaJIIIMEeBH aHTarOHUCTH . AMIIOJUITHH
cIMpa IIPEMUHABAHETO Ha KalllUs B CTEHATa HA KPbBOHOCHUTE ChJIOBE, KOETO IIPEI0TBpATsiBa
CBUBAHETO Ha KPBBOHOCHUTE ChJOBE.

Bancapran npuHa ey KbM IpyIia BelllecTBa, HapedYeHu “anruoreH3uH-11 penentopuu Giokepu”.
AnruotensuH Il ce mpoussex/a oT TSIIOTO U IPEAU3BUKBA CBUBAHE HA KPbBOHOCHUTE ChIOBE, KATO
10 TO3W HAYMH MOBHIIaBa KPBBHOTO HanArane. Bancapran neiictea upes Ookupane Ha eexra Ha
aHrnoreHsud 1L

XuapoxXJIOpOTHA3U] IPUHAUIEKH KBM IpyIia BEIIECTBA, HAPEUSHH “THA3UIHU AUYPETUIN .
XuapoxJIopoTrasu yBenudasa o0emMa Ha OTJIeJIeHaTa ypruHa, KOETO ChILO MOHUKaBa KPBBHOTO
HaJIAraHe.

B PE3yJITaT Ha HeﬁCTBHeTO Ha TPUTC MCXAaHN3Ma, KPbBOHOCHUTC CBAOBC CC OTIIYCKAT U KPBbBHOTO HAJISATAHE
CC IIOHM>KaBa.

Exforge HCT ce u3non3sa 3a JeueHne Ha BUCOKO KPHBHO HAISITaHE TIPU BH3PACTHH MAIlHEHTH, YAETO
KPBBHO HAISITaHE c€ KOHTPOJMpa A00pe OT preMa Ha aMJIOIUINH, BJICAPTaH U XUIPOXJIOPOTHA3H H 32
KOHMTO OM OMJIO OT HOJI3a Ja pueMar eHa TabJeTKa, ChbprKallla i TPUTE BEIIECTBA.
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2. KakBo TpsidoBa 1a 3naete, mpeau Aa npuemete Exforge HCT

He npuemaiite Exforge HCT

- ako cre OpemenHa cien 3-ust mecell. (I[IpenopbuBa ce chiIo Taka ga u30sArBaTe ynorpedara Ha
Exforge HCT u B panna OpemeHHOCT — BuxTe paszaen “bpemennocr”).

— aKo CTe alepTUYHU KbM aMJIOAUIMH WA APYTH KAILHUEBH aHTarOHUCTH, BAJICAPTaH,
XUIPOXIIOPOTHA3H, CYI()OHAMUIHN TPOU3BOAHH (JIEKAPCTBA, KOUTO CE M3I0JI3BAT 32 JICUCHUE Ha
IPBAHU WM TUKOYHHU UH(EKLINHN ) WIN KbM HSKOS OT OCTAHAJINTE ChCTaBKM Ha TOBA JIEKAPCTBO
(u30poeHu B TOUKa 6).

AKO MHCIIHTE, Ue MOXKe Ja cTe anepruuny, He npuemaiite Exforge HCT u ce koncynTupaiite ¢
Bammus nexap.

- aKo MMaTe YepHOJIPOOHO 3a00sBaHe, pa3pylllaBaHe Ha MAIKUTE JXIThYHH ITBTHIIA B YEPHUS P00
(Ounmapna uupo3a), BOAEIIO A0 HATPYIBAHE HA )KITbYKA B YEPHHSI APOO (XosecTasa).

— aKO MMaTe TeKKU ObOpedHH MpoOIeMy WK aKo CTe Ha AUAIM3HO JCUCHHUE.

- aKo He MOJKEeTe J1a OT/IeNIATe ypuHa (aHypusi).

- aKo MMaTe TBBP/IC HUCKU HUMBA Ha KaIUH WM HATPUM B KPBBTA, BBIIPEKH JICUEHUETO 32 IIOBUILIABAHE
Ha HUBAaTa Ha KaJIU{ WIA HaTPUil B KPBBTA.

- aKo MMaTe TBBPJIE BUCOKU HUBA HA KaJILUI B KPbBTA, BBIIPEKHU JICUEHUETO 3a HaMaJIsIBaHE HA HUBaTa
Ha KaJILIM{ B KPBBTA.

- aKo uMare nojarpa (Kpucrajiu MMKOYHA KHCEITHHA B CTABUTE).

- aK0 UMaTe MHOTO HUCKO KPBBHO HalIsITaHe (XUITOTOHUSA).

- aKo MMaTe CTECHEHHE Ha a0pTHaTa Kiarna (A0pTHa CTEHO3a) M KapIHOreHEeH IIOK (ChCTOSHUE TIPU
KOETO CHPLETO HE € B ChCTOSIHUE JIa JOCTABH AOCTATHYHO KPBB Ha TSIIOTO).

- aKo UMaTe ChpJeYHa HEAOCTAThUHOCT Clie] MH(APKT.

- aKo uMmare AuadeT Wiu HapylieHa Ob0peuHa QyHKIMS U ce JIEKyBaTe C JICKapCTBO 3a MOHUKaBaHE Ha
KPBBHOTO HAISITAHE, ChABPIKAILO ATMCKUPEH.

AKO HSIKOe 0T U30poeHNTe NMo-rope ce 0THAcH 3a Bac, He npuemaiite Exforge HCT u ce

KOHCyJaTHpaiiTe ¢ Bamms gexkap.

IIpeaynpe:xaeHust ¥ Npeana3Hu MepKH

I'oBopete ¢ Bamms niekap winu dapmarieBT, npeau aa npuemere Exforge HCT

— aKO MMAaTe HUCKH HHMBA Ha KaJMi MJIM MarHe3ui B KpbBTa (¢ win 0e3 CUMIITOMH, KaTO MYCKYyJTHa
c11aboCT, MyCKYJTHH CHa3MHU, HEIIPABUIICH CHPJICUEH PUTHM);

— aKO MMAaTe HUCKH HHMBA Ha HATPUH B KPBBTA (C WK O€3 CUMIITOMH, KaTO yMOPa, 0OBbPKaHOCT,
HOTpENBaHe Ha MYCKYJIUTE, KOHBYJICUH);

- aKo MMaTe BUCOKH HHMBA Ha KaJIIMi B KPBBTA (C MM 6€3 CHMITOMH KaTo TajieHe, MOBPHIIaHe, 3arlek,
cToMaIiHa 00JIKa, YeCTO YpUHHPAHE, )KaXkK/a, MyCKyJIHa c1a00CT U TpenTeHe);

- aKo uMare ObOpeuHH MPoOIeMH, IPETHPIENHU cTe OBOPEeYHA TpaHCIUTAHTAIWS HITH ca Bu kazanu, de
uMate CTeCHsIBaHE Ha OBOPEUHUTE apTepuH;

— aKO MMaTe YepPHOJIPOOHHU MPOOIIEMH;

- aKo MMaTe WM CTe€ MU Chp/IedHa HEIOCTATHYHOCT WIM KOPOHAPHA apTepuaiHa 0oect, 0cO0eHO
ako Bu e mpenmucana makcumanaara no3a Exforge HCT (10 mg/320 mg/25 mg);

- ako cre umany nHgapkr. CnenpaiiTe BHUMATEIHO yKa3aHUATa Ha Bamms jgekap 3a HauanHaTa 703a.
Bb3MorkHO e chio Taka Bammsr nekap na uzcneasa 0b0peunara Bu ¢yHkus;

- ako Bammsr nexap Bu e ka3an, ye umate cTeCHEHHE Ha KJIAKWTE Ha ChPLETO (HapeueHo “aopTHa
WJIM MUTpaJiHa CTeHO03a”") WK, Y€ AeOeTMHAaTa Ha ChPASYHUS MyCKYJI € YBEJTIMUeHa HaJl HopMara
(HapeyeHo “O0CTPyKTHBHA XUMEPTPO(PUIHA KApAUOMHOTIATHUS);

- aKo MMaTe XUIepaOCTepOHU3bM. TOBa € ChCTOSHHE, MPH KOETO HAAOBOPEUHNTE KITE3U
MPOM3BEXKIAT IPEKAIEHO MHOTO OT XOPMOHa aJZIoCTepOH. AKO TOBa ce OTHacs 3a Bac, He ce
npenopbuBa yrnorpedara Ha Exforge HCT;

- aKo nMmare 3abolsiBaHe, HApeueHO CUCTEMEH JyITyC epuTeMaro/iec (HapeueHo olle “BhIYaHKa’ WIu
“CIIE”);

- ako nMmare auabeT (BUCOKH HHMBA Ha KPBbBHA 3aXap);

- aKO MMaTe BUCOKH HHMBA HA XOJIECTEPOJI HIH TPHUIIIUIIEPUAN B KPHBTA;

- aKo MMaTe KO>KHH PEaKLH, KaTo OOpUB Cliell U3J1araHe Ha CI'bHIIE;
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- aKo CTe UMaJH aJICpTUYHU PEaKMU KbM JPYTH JICKapCTBa 3a JICYCHUE HAa BUCOKO KPBBHO HAJISTaHE
WJIM AWYPETULH (BUJI JIEKapCTBa, M3BECTHH OIIIE KAaTO “00e3BOHSBAIM TAaOJIETKN ), 0COOCHO aKO
UMaTe acTMa WM JIEPTHUH;

- ako cre 0oHU (MOBpPBILAHE WIN THAPHS);

- aKo CT€ UMAJIM OTOK, 0COOEHO B 00J1aCTTa Ha JIMIETO WU I'BPIIO0TO, JOKATO CTE MPHEMAIH APYTH
JieKapcTBa (BKIIOUUTETHO HHXUOUTOPH Ha aHTHOTEH3WH KOHBEPTHPAIIMS €H3UM). AKO TIOJTy4HTe
TaknBa cuMnTomHu, cripere npuema Ha Exforge HCT u ce cBbpikere BenHara ¢ Bamms nekap. He
TpsiOBa HUKOra noBeue aa npuemare Exforge HCT;

- aKo IMoJy4ynuTe KopeMHa 0oJiKa, rajieHe, MoBpbilaHe win auapus cien npueM Ha Exforge HCT.
Bamusir nekap 1ie B3eMe pelieHre 3a no-HaraThIIHo JedeHue. He cupaiite na npuemare
nekapctBoTo Exforge HCT camocTositento;

- aKo nMmare 3amaiiBane n/unu Bu npumansisa o Bpeme Ha neuenuero ¢ Exforge HCT,
uHpopmupaiite Bammst nexap He3abaBHO;

- aKo “Mare oTciadBaHe Ha 3pEHUETO WK O0JIKa B OKOTO. TOBa MOXe Ja ca CHMIITOMH Ha
HaTpyNBaHe Ha TEYHOCT B CHJIOBHUS CJIOH HAa OKOTO (XOPOMIaJIeH U3ITHB) MM TIOBHUIIEHO HaJsraHe B
OKOTO M MO’KE /Ia CE CIIyYd B PAMKHTE Ha YacOBE JI0 CEAMHIIA CJIE]] 3all0YBaHe Ha NpreMa Ha
Exforge HCT. ToBa Mo3e J1a TOBEJIE IO TPAIHO 3pUTEITHO YBPEKAAHE, aKO HE Ce JICKYBa;

- aKo IpueMare HsKOe OT CIeJHUTE JICKApCTBa, U3I0JI3BaHHU 3a JIEUEHUE Ha BUCOKO KPBBHO HAJISITaHE:
- ACE naxubutop (HarmpuMmep eHanarpul, JU3UHOIPHI, PAMUTIPHUIT), 0COOEHO aKo uMmare

O0B0Opednu npobiemMu, CBbp3aHu ¢ quabeTa.
- AJIMCKUPEH.

- aKo CTe UMaJIM paK Ha KOKaTa MJIM aKo pa3BUETe HEOUaKBaHa KOXHA JIE3Us 110 BpEME Ha JICYCHHUETO.
JleueHneTo ¢ XUIAPOXIOPOTUA3H], OCOOCHO IPOABIKUTEIHATA YIOTPeOa Ha BUCOKU J03H, MOXKE Jja
MOBHIIHN PHUCKA OT HIKOM BHJOBE PaK Ha KOXKaTa U YCTHUTE (HEMEIaHOMEH paK Ha KOKara).
3amuTere Ko)kaTra Cu OT U3JaraHe Ha CIIBHIIE U YJITPABHOJIETOBUTE JIbUH, JOKaTo nmpuemare Exforge
HCT.

- aKo CTe UMaJH MPOOJIeMH C TUILIAHETO WK OenuTe ApoOoBe (BKIIOUMTEIHO Bh3MAICHUE W
TEYHOCT B OenuTe ApoOOBE) CIIEI MPUEM Ha XHMIPOXIIOPOTHAZH]] B MUHAJIOTO. AKO IOIYYHTE TEKBK
3a]lyX WM 3aTpyIHeHo nuiaHe ciey npueM Ha Exforge HCT, HezabaBHO OTBpceTe MEUIIMHCKA
IIOMOIIL.

Bammsr siekap Moske epruoIuaHo Ja ipoBepsiBa ObOpeunaTa Bu ¢yHKINs, KPBBHOTO HAJSTaHE U
KOJIMYECTBOTO Ha €JICKTPOIUTUTE (HAIP. KaJMii) B KpbBTa Bu.

Bmxre cpio uadopmanmsita ozariasena ‘‘He mpuemaiite Exforge HCT”.
AKo0 HfIKOe OT U30poeHnTe Mo-rope ce oTHacs 3a Bac, koHcyaTupaiite ce ¢ Bammus jexap.

Jlena u 10HOIIH
He ce npenoppuBa ynorpedara Ha Exforge HCT npu nena u roHomy nox 18 romHu.

ITanueHnTH B cTapyecka Bb3pacT (Ha Bb3pacT 65 roquHu u nmoseye)

Exforge HCT moxe fa ce u3momn3Ba npH MarreHTH Ha Bb3pacT 65 TOAWHU U TIOBEYE B CHIIUTE JI03H, KAKTO
MIPY OCTAHAJIMTE BB3PACTHU U [0 CHIIMS HAYMH, KaKTO ca MPUEMANIN JJO MOMEHTA TPUTE BEIIECTBA,
Hape4YeH! aMJIOAUIINH, BaJICapTaH U XuapoxiopoTrasui. [lanyenTure B cTapuecka Bb3pacT, 0COOCHO TE3H,
npueman Makcumannara jo3a Exforge HCT (10 mg/320 mg/25 mg), TpsiOBa 1a cnensr peioBHO
KPBBHOTO CH HaJIATaHE.
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Hdpyru aexapcrBa n Exforge HCT

Tps6Ba na kaxere Ha Bamms nexap win hapmareBT, ako IpuemMaTe, HaCKOpO CTe IpUEeMalTy WK €
BB3MOJKHO JIa IpHeMaTe IpyTH JieKapcTBa. Mosxke Ja ce Hayoku Bammsr nexap qa npoMeHu no3ara Bu
W/WIM Ja B3eMe JIpyTH NIpeAna3Hu MepkH. B HsKou ciiydan MOXe /1a ce HAJIOKH Ja CIIpeTe IpreMa Ha eHO
oT JeKkapcTBata. ToBa € 0co0eHO Ba)KHO, aKO IpHEMaTe HAKOE OT JIEKapcTBaTa, H30pOeHH MO-A0IY:

He npuemaiite e THOBpEMEHHO C:

TUTHH (JIeKapcTBO, U3MOI3BAHO 32 JICUCHNE Ha HAKOU BUOBE JICTIPECHS);

JIeKapCcTBa U BEIECTBA, KOUTO MOBHUILIABAT HUBOTO HA KaJIMH B KPBBTA. Te BKIIIOYBAT KaJIHEBH
N00aBKH WIN 3aMECTUTEIIH Ha COJITA, ChABPIKAIIM KalWi, KN -ChXpaHsBaIlIN JIEKApCTBA U
XeMapyH;

ACE nHX1OUTOp WK aJTUCKUPEH (BIDKTE ChIO MHpOopManusTa o3ariaseHa “He npuemaiite Exforge
HCT” u “IlpenynpesxaeHus u npeanasHd MEPKH”).

IIpuemaiiTe ¢ NOBUIIIEHO BHUMAHHE C:

aJIKOXO0JI, CbHOTBOPHH M QHECTETHIIN (JIEKapCTBa, KOMTO MO3BOJISABAT MAlMEHTUTE J1a Obaar
MOJIO’KSHH Ha XUPYPIUYHU ONEPAIMH U APYTH MaHUITYJIALHN );

aMaHTaJMH (JIEKapCTBO 32 JieueHne Ha OoectTa Ha [lapKUHCOH, a CBILO U 3a JIeYCHNE Ha U
nperna3Bane oT OnpeeneHr 00JIecTH, IPUYMHEHH OT BUPYCH);

AHTUXOJIMHEPTUYHH CPE/ICTBA (JIeKapcTBa, KOUTO CE M3IOJI3BAT 3a JICUEHHE Ha pefuiia 3200 1IBaHus
KaTo CTOMAILIHO-YPEBHH CIIa3MH, Ca3bM Ha MUKOYHUS MEXYP, aCTMa, MOPCKa 00JIecT, MyCKYJIHU
cra3mu, 6osiect Ha [TapKUHCOH M KaTo 4acT OT JIeKapCTBaTa pU aHeCTe3Hs);

AHTHKOHBYJICAHTH M CTAOMIIM3aTOPHU HA HACTPOEHHUETO, JIEKAPCTBA, KOUTO CE U3IOJ3BaT 3a JICUCHNE
Ha enwierncus 1 OUTIOJISIPHU pa3TpoiicTBa (Hamp. KapbamazenuH, GeHUTonH, GoCchEHUTONH,
MPUMUJIOH );

XOJIECTUPaMHH, XOJIECTUIION WU IPYTH CMOJH (BEIIECTBA, M3MOI3BAHM NPEIMMHO 3a JICYCHHE Ha
MOBHUILICHN HYBA Ha JIMITUIUTE B KPHBTA);

CHUMBACTaTUH (JIEKapCTBO, M3MO3BAHO 332 KOHTPOJ Ha BUCOKHUS XOJIECTEpo);

IUKJIOCHOPUH (JIEKApCTBO, KOETO C€ M3IO0NI3BA MPH TPAHCIUIAHTAIMA 38 IPEA0TBPaTsIBaHE HA
OTXBBPJISHETO Ha TPAHCIUIAHTHPAH OPTaH WM NPU HIKOU IpYyru 3a00JsBaHMs], HAIp. pEBMATOUICH
apTPUT WM aTONUYEH JICPMATHT);

IIUTOTOKCHYHU JIEKapCTBa (M3MOI3BAT C€ 3a JISUEHHE Ha pak), KaTo METOTpeKcaT WK
nukodochamu,

JUTOKCHH WM JPYTU TUTHTAINCOBY INIMKO3UIM (JIEKApCTBA, M3MOJI3BAHU 32 JICUCHUE Ha ChPJICUHH
npobnemn);

BeparamuiI, AWITHA3eM (JIEKapcTBa 3a ChpIIe);

HOIHN KOHTPACTHH BELIECTBa (CPEACTBa, KOUTO C€ M3IOJI3BAT MPH 00pa3HUTE U3CIICABAHMNS);
JIEKapCTBa 3a JIeUeHUe Ha uader (epopajHu CpeACTBa KaTo MET(QOPMUH WK MHCYJIUH);
JIEKapCTBa 3a JICYEHUE Ha MM0Iarpa, KaTo ajolypHHOIT;

JIEKapCTBa, KOUTO MOTAT Ja MOBUIIAT HUBOTO HAa KpbBHATA 3axap (Oera OnokepH, TMa30KCU);
JIEKapCTBa, KOMTO MOTaT Jia MHAyUUpar ‘‘torsades de pointes” (HeTIpaBHIIEH CHPJICUCH PUTHM ), KaTo
AHTHAPUTMHLH (JIEKApCTBA, KOUTO CE U3IMOJI3BAT 3a JICUCHUE Ha ChPJCYHH MPOOIEMH) U HIKOU
AHTUIICUXOTHIIH,

JIEKapCTBa, KOUTO MOTAT Ja HAMAJIST KOJMYECTBOTO HAa HATPHUI B KPBBTA, KATO aHTHJICTIPECAHTH,
AHTUIICUXOTHUI W, aHTUCTIMIICTITUIHHA JICKAPCTBA,

JIEKapCTBa, KOUTO MOTAT J]a HAMAJIST KOJTUYECTBOTO Ha KaJIUs B KPBBTA, KaTO TUYPETHIIH
(oTBOmHsBaIM TAOJIETKN), KOPTUKOCTEPOUIH, IAKCATUBU, aM(DOTEPULIMH WK NeHUIInH G;
JIEKapCTBa 3a TIOBHUINIABaHE HA KPBBHOTO HASITaHe, KaTo aJpeHaIUH WM HOPaAPEHAIINH;
nekapcrBa, n3nomn3sanu 3a XMB/CIIMH (nanp. putoHaBup, MHIMHABUD, HEI(PUHABUD);

JIEKapCTBa, U30JI3BaHHU 32 JICYCHHE Ha I’bONYHH MH(EKIWHU (HAITp. KETOKOHA30J1, HTPaKOHA30J1);
JIEKapCTBa 3a JICUEHUE Ha YILEPaly U Bb3NaICHUE HAa XPaHONPOBOAa (KapOEHOKCOJIOH);
JIeKapcTBa 3a o0JieKyaBaHe Ha 00JIKa M Bh3NalleHHe, 0COOCHO HECTEPOUIHH MTPOTHBOBH3MAIUTEIIHA
cpenctea (HCIIBC), BKIFOUUTEIIHO CEICKTHBHU ITUKIOOKCUTeHa3a 2 naxuoutopu (Cox-2
WHXUOUTOPH);

MYCKYJIHU pellakCaHTH (JIEKapCTBa, KOUTO CE U3MOJ3BAT 32 OTIYCKaHe Ha MyCKYJIUTE, KOUTO Ce
M3II0JI3BAT 110 BpEME Ha OIEPALUH );

HUTPOTTIUIIEPUH U JIPYyTH HUTPATH WUITH IPYTH BEIECTBA, HAPEUCHHU “Ba30AUIIATaTOPU ]
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° APYyTHU JICKApCTBa 3a JICUCHUE Ha BUCOKO KPbBHO HAJISITAHE, BKIIFOYUTCIIHO METUJIA0IIA;

. pudamMnuimH (M3M0J13Ba ce HAPUMED 3a JICYCHUE Ha TyOepKyIi03a), epUTPOMUIIMH, KITApUTPOMHIIMH
(aTHOMOTHIM);

. XKBIT KaHTapHOH;

. JAHTPOJICH (MH(Y3HS TIPH TEKKH OTKJIOHCHHUS B TEIECHATA TEMIIEPATypa);

. TakpoJuMyc (M3M0JI3Ba Ce 32 KOHTPOJIMPaHEe Ha IMYHHHUS OTTOBOP, KOETO TI03BOJIsIBA HA OPTaHU3Ma
Bu 1a npueMe TpaHCIIIAHTHPAHKS OpPTaH);

. BUTaMUH D U KaJIMeBy COMML.

Exforge HCT c xpana, HANUTKH M aJIKOXO0JI

Xopara, Ha kouto e npeanucan Exforge HCT, e TpsiOBa 1a KOHCyMHUpAaT IpedndpyT Wi COK OT
rpeindpyT. [lpuannaTa 3a ToBa €, 4e TpeUnpyThT U COKET OT TPEUIIPPYT MOTAT J1a TOBEAAT 10
MOBHUIIIaBaHE Ha TUIa3MEHUTE HUBA HAa aKTUBHOTO BEIIECTBO aMJIOJAUITHH, KOETO OT CBOSI CTpaHa MOXKeE Jia
JTIOBEJE JI0 HEeTPEABUINMO 3aciiiBaHe Ha anTuxunepTen3uBHus eexr Ha Exforge HCT. I'oBopere ¢ Bammis
JIeKap Ipeau Ja MUeTe aTkoXod. AJKOXOIBT MOXKE JIa IOBE/IE IO CUIHO cliajgaHe Ha BareTo KpbBHO
HaJIsIraHe W/WIH JIa IIOBUIIHM Bh3MOYKHOCTTA 3a 0SB HA 3aMasHOCT WX IpUMaJIsBaHe.

BpemennocT u KbpMene

bpemenHOCT

TpsadBa na xaxxere Ha Bamms iexap, ako MUciuTe, 4e cTe OpeMeHHa UK € Bb3MOXKHO J1a 3a0peMeHeeTe.
[o mpasuiio Bammsit nexap me Bu nocseerBa na crpere npuema va Exforge HCT npenu na 3abpemeneere
WJIM B MOMEHTa, B KOMTO pazbepere, ue cte OpeMeHHa 1 1ie Bu moceBeTBa 1a B3eMeTe Jpyro JIEKapCTBO
Bmecto Exforge HCT. Exforge HCT ne ce npenopbuBa mpu paHHa OpeMEHHOCT U He TpsiOBa Jia ce mprema,
aKo cre OpeMeHHa cie 3-1s Mecell, Thil KaTo MOJKe Jla MPUYMHHU cepro3Ha Bpena Ha BameTo 6ebe, ako ce
U3M0JI3BA CIIe]] TPETHUs Mecell OT OpeMEeHHOCTTA.

Kepmene
HNudopmupaiite Bamms iekap, ako KbpMUATE WM Bb3HaMepsBaTe 1a KbpMuTe. JlokazaHo e, 4e

aMJIOJIMTIVH TIPEMIHABa B KbpMaTa B Masiku konudectsa. Jleuenuero ¢ Exforge HCT He ce npenopbuBa Ha
MalKi, KOUTO KbpMAT U Bammsar nexap Moxe aa Bu Ha3HauM qpyro JIedeHne, ako UMaTe JKeJIaHue J1a
KbPMHTE, 0COOEHO ako 0e0eTo By € HOBOPOAEHO WM € POAEHO MIPEKIEBPEMEHHO.

[locwBerBaiite ce ¢ Bammst nekap nnm ¢apmaneBT npeay ynorpedara Ha KOETO U Ja € JIEKapCTBO.

lo¢upane u padoTa ¢ MALLIMHU
Tosa nekapcTBo MOXke J1a B Hakapa Jja ce 4yBCTBaTe 3aMasiHi, ChbHIIMBHY, J1a Bu ce ragu win na umare
raBoOonme. AKO MOy9InUTe Te3W CHMIITOMH, He Modupaiite 1 He paboTeTe ¢ MaIlliHY.

3. Kak na npuemate Exforge HCT

Bunaru npuemaiiTe ToBa IEKapCTBO TOYHO KakTo Bu e kazan Bamudr nekap. AKO HE CT€ CUTYpHHU B HENIO,
nonuTaiite Bammis nekap. Tosa me Bu moMorHe na mocturHere Haii-100puTe pe3yiaTaTH U 1€ TIOHKH
PHCKa OT HEXEJTaHU PEaKLUU.

Oobwnuaiinara no3a Ha Exforge HCT e enna TadaeTka qHEBHO.

- Hatii-n00pe ¢ ma npuemare TabJISTKUTE MO €JHO M ChIIIO BpeMe BCEKH JICH, Hal-100pe CyTpHH.
— [pernbTHETE TabIETKATA IsUTA C Yalla BOJaA.

- Mosxe na npuemare Exforge HCT cbe nnm 6e3 xpana. He npuemaiite Exforge HCT 3aeano ¢

rpedndpyT Wik CoK OT rperndpyT.

B 3aBrcuMOCT OT TOBa Kak Ce IIOBIHSIBATE OT JICYCHHUCTO, Bammsar JICKap MOXKC Oa MPCJIOXKHU MOBUIITABAHEC
WJIM TIOHWKaBaHC Ha J03arta.

He naaBuiagaiite npennucaHara go3a.
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AKo cTe npueau noseye ot Heodxonumata n03a Exforge HCT

AKko cnydaiiHo cre npuenu npekaneno Mmaoro tabnerku Exforge HCT, He3zabaBHO ce cBBpkeTe ¢ Baris
nekap. Moxe fa ce HykaeTe OT MeAUIUHCKa ToMoll. [IoBUIIeHO KOMYECTBO TEUHOCT MOXKE Ja Ce
HaTpyma B Oenure ApoboBe (0enoipodeH 0TOK), MPUINHIBANKY 3a{yX, KOWTO MOXKe Jia ce pa3Bue 1o 24-
48 gaca cnen npueMa.

Ako cte nponycHam 1a npuemere Exforge HCT

AKoO cTe IpOoIyCHAIN J1a TpUeMeTe e/lHa J03a OT JIEKapCTBOTO, IPUEMETe s Be[HAra, KOraTo ce CeTHTe,
CJIe/1 KOeTO MpUEeMETe Clle/iBaIaTa 103a B 00M4aifHOTO 3a TOBa BpeMe. AKO € HaOIHMKUIO BPEMETO 3a
cieqBalara 03a, IpocTo MpUeMeTe clieABaliara Tabjaerka B oonyaitnoto speme. He B3emaiiTe nsoiina
71032 (1Be TaOJETKU HaBeIHbBXK), 3a 1a KOMIIEHCHpAaTe MpOIycHaTaTa TabieTka.

Axo cte cnipesin mpuema Ha Exforge HCT
Cmupanero Ha neuenunero ¢ Exforge HCT mosxe na nosene o Biomasane Ha Bamero 3a0omsBane. He
crMpaiTe Aa npuemare Baiiero ekapcTBOTO, JoKaTo BammsT jiekap He Bu kaxke n1a ro HampaBuTe.

Bunaru npuemaiite JieKapcTBOTO, I0PH /1a ce YyBCTBaTe 100pe

Xoparta, KOUTO MMaT BUCOKO KPBBHO HAIISATaHE, YECTO He 3a0elsI3BaT HUKaKBH NPU3HALIM Ha TIpodJiema.
MHo31Ha ce 4yBCTBaT HOpMaJHO. MHOTO € BayKHO Jja TpHeMaTe TOBA JIEKAPCTBO TOYHO KakTo By € kazan
Bammusr nekap, 3a 1a noixyuuTe Haif-100pH pe3yaTaTH U Ja HAMAJIUTE PUCKA OT HEKEJIaHU PeaKLUH.
CrnazBaiiTe onpe/eneHuTe MOCEIeHus PH JIeKaps TOpH Ja ce YyBCcTBaTe A00pe.

AKO MMaTe HSKAaKBU JOITBIHUTENHN BBIPOCH, CBBP3aHH € yroTpedara Ha TOBa JIEKapCTBO, ONHUTANTE
Bamms nexap win papmaresr.

4. Bb3MO:KHH HeKeJIaHU P€aKIInu

Kaxro Bcuuku JICKapCTBA, TOBA JICKAPCTBO MOKE J1a IMMPCAU3BHUKAa HCXKCIIaHU PCAKINH, BBIIPEKU Y€ HC BCCKH
TH MoJIy4yaBa.

Kakro mpu Bcsika KOMOWHAIIMSI, ChABPIKAIA TPU aKTHBHHU BEIECTBA, HEXKETIAHUTE PEAKIIMHU, CBbP3aHH C
BCSKa €/IHAa OT OTJEITHUTE ChbCTABKHM HE MOTaT Ja ce n3Kimovat. Hexxenanure peakuuu, CbOOIEHU IPU
npuema Ha Exforge HCT nnu Ha HSIKOSI OT TPUTE My aKTHBHU ChCTaBKH (aMJIOJUITHH, BaICAPTaH WIH
XUIPOXJIOPOTHA3H) ca N30pOEHH MO-0JTy M MOraT Aa Bb3HUKHAT npH ynoTtpedara Ha Exforge HCT.

Hsikou Heske1aHM peaKUUU MOTaT 1a 0bAT CEPHO3HU U 2 HAJaraT He3a0aBHA JieKapcKa Hameca.
Koncyarupaiite ce He3a0aBHO ¢ Jiekap, aK0 NOJYYUTe HAKOS OT CJIeAHUTE CEPUO3HH HeKeJaHH
peakIuu, cjiel NpueMa Ha TOBa JIEKapcTo:

Yecmu (moeam da 3aceenam do 1 na 10 wosexa):

. 3aMastHOCT

. HHMCKO KPBBHO HajsiraHe (ycelllaHe 3a NpHiolllaBaHe, NpUMaisBaHe, BHE3alHa 3ary0a Ha Ch3HaHHE)

Heuecmu (moeam oa 3aceenam 0o 1 na 100 uosexa):
. CUJTHO HaMaIsIBaHE Ha KOJMYECTBOTO OT/IENeHa ypuHa (HamManeHa Ob0pedHa hyHKITHs)

Peoxu (mozam oa 3aceenam oo 1 na 1 000 uwogexa):

o CTIOHTAHHO KBPBEHE
. HEMPABUIICH ChPJICUCH PUTHM
° 4epHOAPOOHO HapyIIeHUE

MHnoeo peoxu (moeam da 3aceznam 0o 1 na 10 000 woeeka):

° BHE3aITHO XpUTITeHE, 00JIKa B TbPIUTE, 3a/IyX UIH 3aTPyAHEHO JWIIaHe
° MOJyBaHE HA KJIECTAYUTE, TULIETO UIN YCTHUTE
) MOIyBaHe Ha €3MKa U I'bPJIOTO, KOETO MHOTO 3aTpyAHSIBA TUIIAHETO
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. WHTECTUHAJICH aHTHOEAEM: 10Ty BaHE Ha YePBAaTa, [IPOSBSBALIO CE ChC CUMIITOMH KaTO KOpeMHa
Oonka, rajieHe, MOBPBIIAHE U THAPHS

. TEXKU KOXHU PEaKIMH, BKIIOUUTEIHO CUJIEH KOKeH 0OpUB, yPTUKApHsl, 3aUuepBsABaHE HA KOXKaTa Ha
ISUIOTO TSUIO0, CHIICH ChPOEIK, MEXypH, JIOLIEHE U TT0lyBaHe Ha KOKaTa, Bh3MAICHUE HA JIMTAaBULIUTE
(cunapom Ha CTuBBHC-/[)KOHCHH, TOKCHYHA eUACPMaIHa HEKPOJIN3a) WK IPYTH alepriuyHu

peakuuu

J OCTBp pecnupaTopeH aucTpec (MpU3HAIMTE BKITFOYBAT TEXKBK 3a1yX, [IOBUIICHA TEMIIEPATYpa,
c1abocT U 0OBPKAHOCT)

. uH(DapKT

. BB3MAJICH MaHKpeac, KOMTO MOJKe Jia MPUYMHN CHIIHA KOpeMHA 00JTKa U 0oJiKa B I'bp0a, MpHAPYKeHN
OT TEXKO HEpa3IOJIOKEHHUE

. ciaboct, oOpazyBaHe Ha CHHUHH, TEMIIEpaTypa U 4eCTH HHPEKIUH

J CKOBaHOCT

JIpyru He:keJIaHU peaKky MOTaT Jia BKJIIOYBAT:

MHnoeo wecmu (moeam da 3aceenam nosewe om 1 na 10 wosexa):
. HUCKM HUBA Ha KaJIWi B KPBBTA

o MOBHINIABAHE HA JIMITHUIUTE B KPbBTA

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

. CHHIIMBOCT
. ChpLeOneHe

o 3auepBsBaHe Ha JUIIETO

. MoIyBaHe Ha TJIe3eHUTe (OTOK)

. KopeMHa 0oika

. CTOMaIlIeH TUCKOMQOPT Clie XpaHeHe

. yMopa

. riaBoOonme

o YEeCTO YPUHUPAHE

o BHCOKH HHBA HA MMKOYHA KUCEJIMHA B KPHBTA

o HUCKU HHMBA Ha MarHe3ui B KPBBTA

) HUCKU HHMBA Ha HATPHU B KPHBTA

o 3aMasiHOCT, IPUMAaJISIBAHEe TIPU H3MPABSIHE

o HaMaJIeH areTuT

o raJicHe U MOBPBIIaHE

o ChpOsiI 0OpHB U IPYTH BUAOBE 0OpHB

o HECTIOCOOHOCT 32 MOCTUTaHE WK NMOIbPKaHe Ha epeKIus

Heuecmu (moeam oa 3aceenam oo 1 na 100 uosexa):
chplieOreHe

CBETOBBPTEX

3pHUTEITHHN HAPYILICHHUS

CTOMAIIICH JUCKOM(OPT

0oxKka B 00J1acTTa Ha T'HPIUTE

MOBHIIIABAHE HA ypesiTa, KpeaTHHUHA W TUKOYHATA KUCEIHHA B KPHBTA
BUCOKH HMBA Ha KaJILUI, MA3HUHU WIM HATPUHA B KPBBTA
MOHMYKABAHE HA KAJIUS B KPBBTA

JIOMI JTBX

TUapust

CyXOTa B ycrara

Ha/IJIaBaHEe Ha TETJI0

3ary0a Ha aneTuT

HapyUICHHUS BbB BKYCOBUTE yCCIAHMUS

0onku B THpOa
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OTHYAHE HA CTABUTE
MYCKYJIHU KpamITy/ciaboct/0oka

OOJIKH B KpallHUIINTE

HapYUICHHS TIPH CTOCHE MPaB HJIH XOJICHE

cmaboct

HapyLIEHHUs B KOOPIUHAIUATA

3aMasHOCT MPU M3MPABSHE WU CIIET YIIPaXKHCHUS
JIUIca Ha EHEepTus

HapyLICHHUs Ha CHHS

MpaBy4YKaHE W U3TPBIIBaHE

HEBpOIATUS

BHE3aIHa, KpaTKOTpaiiHa 3ary0a Ha Ch3HaHHE
TIOHMIKaBaHE Ha KPBbBHOTO HAJISTAHE P U3IPaBsHE
KalnTHIa

3ayX

BB3MAICHO T'BPJIO

IPEKOMEPHO MOTCHE

CBpOex

Oy BaHe, 3a4epBsBaHe M 00JIKA 10 X0Jia Ha HAKOS BEHa
3adepBsiBaHE Ha KOXKaTa

Tpemop

IIPOMEHU B HACTPOCHUETO

TPEBOIKHOCT

JIeTIPECHSI

Oe3chHIHE

IIPOMEHHU BbB BKycCa

npUMassiBaHe

3ary0a Ha ycelane 3a 0oika

3pUTETHHU HAPYILICHUS

yBpEXKIaHEe Ha 3pCHHETO

3BBH B YIIUTE

KHXaHe/XpeMa, IPUYMHEHH OT Bb3NaJICHNE Ha JIMI'aBUIlaTa Ha Hoca (PUHUT)
MPOMSIHA B pUTHMA Ha U3XOXKIaHEe

HapyIIEHO XpaHOCMUJIaHe

KOCOIIaj

KOEH ChpOexK

IpOMsHA B IIBETa Ha KOXKara

HapyLIEHO YpUHUPAHe

YECTH TIO3UBH 32 YPUHUPAHE NPe3 HOIITa
yBEIIMYEeHA YeCTOTa Ha ypUHHUPaHe

auckoM(opT WK HapacTaBaHe Ha ThPANTE MPH MBKETE
Oonka

001110 HEPA3IOI0KEHNE

HaMaJsIBaHE Ha TEIECHOTO TETJIO

Peoku (mocam oa 3acecnam do 1 na 1 000 yoeexa):

HHUCKU HUBA Ha TPOMOOIMTHTE (TIOHSKOTA C KbPBEHE WIIM TI0Jy4aBaHEe Ha CHHUHU 110 KOXKaTa)
TJII0K03a B ypUHATA

BHCOKHM HHBA Ha KPbBHA 3aXap

BJIOIIIABAaHE HA HadeTa

JUCcKOM(OPT B Kopema

3areK

4EepPHOPOOHN HAPYILICHHUS, KOUTO MOTAT Jia Ce TPOSBSAT THOBPEMEHHO C TIOXKBITSIBAHE HAa KOXKaTa
OYUTE WU MOTHMHSBAHE Ha ypUHATA (XEMOJIMTHYIHA AaHEMHS )
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MOBHUIIICHA YyBCTBUTEITHOCT HA KOYKAaTa MIPU U3JIaraHe Ha CITBHIIE
JIWJIaBH TIETHA TI0 KOXKaTa

OBOpeYHN HAPYIIIEHUS

00BpPKaHOCT

Mmnoeo pedxu (mocam oa 3aceenam 0o 1 na 10 000 uosexa):

HamaJsieH Opoii 6elM KPBbBHU KIETKU

HamalieH Opoii TpPOMOOITUTH B KPBBTA, KOMTO MOKe Jia IOBEZE 0 HeoOnUaiiHa NosIBa Ha CHHUHH WJIN
JIECHO KbpBeHE (YBpeXkKIaHe Ha YePBEHUTE KPbBHH KIETKHU)

MOJlyBaHE Ha BEHLIUTE

Mo/IyBaHe Ha KopeMa (TacTpuT)

BB3MaJICHUE HA YePHUS IPO0 (XETaTT)

MOXXBITSIBAHE Ha KoKaTa (KBITCHULIA)

MOBHUIIICHNE HA YEePHOIPOOHHUTE EH3MMHU, KOETO MOJKE J1a MOBJINsE HAKOU JTa00PaTOPHHU N3CIICIBAHUS
MIOBHUIIICHO HAIPEKEHNE B MYyCKYJIHTE

BB3MaJIEHHE Ha KPHbBOHOCHHUTE CHAOBE, YECTO CHITPOBOJICHO C KOKEH 00OpUB

YYBCTBUTEIHOCT KbM CBETIMHA

HapyLIEHHs, BKITIOYBAIIN CKOBAHOCT, TPETICPEHE W/WIIH IBUTATEIIHI HapyIICHHUS

BHCOKa TEMIIEpaTypa, BB3MAJICHO I'bPII0 WK aTh B yCTaTa, O-4e€CTH MH(PEKIMHU (JIUIICa WIH MHOTO
HUCKH HUBA Ha OENUTE KPHBHU KIETKH)

OJiea Koa, yMopa, 3ayX, HOTbMHSBaHE Ha yprUHaTa (XeMOJIUTHYHA aHEMHs1, HEECTECTBEH pasajl
Ha YePBEHHU KPBHBHU KJIETKU B KPBBOHOCHUTE CHJIOBE MM HAKBJIE JPYTraie B TSUIOTO)

00BPKAHOCT, YMOPA, MTOTPENBAHE HA MYCKYJIMTE U CTIa3MH, YCKOPEHO JIHUIIaHe (XUIOXIOpEMHUIHA
aJKano3a)

crTHa 0OJTKa B TOpHATA YacT Ha cToMaxa (Bb3MaJieHHe Ha TTaHKpeaca)

3aTpyIHEHO JUIIaHe ¢ BUCOKA TeMIeparypa, Kallliia, XpHIIoBe, 3a1yX (pecnupaTopeH AUCTpeC,
OemonpoOeH OTOK, THEBMOHHT)

TuIEeB 00pWB, OOJIKa B CTAaBUTE, MyCKYJTHH HAapYIISHUS, BUCOKA TeMIepaTypa (JIyIlyC epUTeMaTOIeC)
BB3MaJIeHNe Ha KPbBOHOCHHUTE CHIOBE ChC CUMIITOMU KaTO OOPUB, BUOJIETOBO-UEPBEHH M1E€THA,
BHCOKa TeMIlepaTypa (BacKyJIuT)

TEXKO KOKHO 3a00JIsBaHe, IPUUMHSBAILO OOpUB, 3aUepBsaBaHe Ha KOXara, 00pa3yBaHe HA MEXypHU
110 YCTHHUTE, OUYMTE WIIM yCTaTa, OeJieHe Ha KOKaTa, MOBUIIIEHA TeMIlepaTrypa (TOKCHYHA
enuepMaliHa HeKpOJIn3a)

C neuszsecmna wecmoma (om HATUYHUMe OAHHU He MoXce 0d ce Hanpaeu oyeHKa Ha qecmomama):

IIPOMEHU B KPBBHHUTE M3CIEABAHIS 32 OIIEHKA Ha ObOpeYHa (yHKINS, MOBUIIABaHE HA HUBATA HA
KaJus B KPBBTA, IIOHMKAaBaHE Ha Opost Ha YePBEHUTE KPBHBHH KICTKH

OTKJIOHEHHSI B PE3YJITATUTE MIPU U3CIICABAHE HA YEPBEHUTE KPbBHU KIIETKH

TIOHMKEH Opoil Ha HIKOM BHJ0BE OEIHM KPBBHU KIETKH U TPOMOOITUTHUTE

MOBHUIIIABAHE HA KPeaTUHWHA B KPHBTA

OTKJIOHEHHSI B YEPHOAPOOHNTE (DYHKIIMOHAIHYU MTOKA3aTeIH

CHJIHO HaMaJIsIBaHE Ha KOJIMUYECTBOTO Ha OT/IeJICHaTa ypHHa

Bb3aTIEHNE Ha KPbBOHOCHUTE CHIOBE

cabocT, MoTyJaBaHe HAa CHHUHH U TEKKU HH(PEKINH (arutacCTHaHa aHEMHST)

HaMaJIsBaHE Ha 3pEHHETO WIK OO0JIKa B OYMTE OPAaN MOBUIIEHO HAISTaHe (BB3MOXKHU CUMIITOMH Ha
HaTpyIBaHe Ha TEYHOCT B CHIOBUS CIIOH HA OKOTO (XOPOMIAJICH U3JIHB) WM OCTPa 3aKPUTOBI'BIHA
TJIayKOMa)

3aIyx

CWJIHO HAMaJIsIBaHE HA KOJIMYECTBOTO HA OTJeJIeHaTa ypruHa (Bb3MOKHH MPU3HALU Ha ObOpedHH
HapyIeHnus WM ObOpeYHa HeI0CTATHYHOCT)

CEpHO3HO KOXKHO 3a00J1sBaHe, KOETO MPEIN3BUKBA 0OPHB, 3aUepBsBaHe Ha KOXKaTa, MOJy4yaBaHe Ha
MEXYpH 110 YCTHHUTE, OUUTE WIIN yCTarTa, OeleHe Ha KOo)KaTa, BUCOKa TeMIlepaTypa (epuremMa
MynTudopme)

MYCKYJIHU CTIa3MHU

BHCOKa TemIieparypa (ITUPEeKCHs)
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. oOpasyBaHe Ha MeXypH IO Koxkara (Ipr3HaK Ha 3a00J1ABaHe, HApe4eHO OyJI03¢H AePMaTHT)
. pak Ha Ko>KaTa 1 yCTHUTE (HEMEIAaHOMEH paK Ha KOKara)

Cho0uaBaHe Ha HeKeJAHW PeaKIu

AKO MOJTyYuTe HAKAKBY HEXETaHU JICKAPCTBCHU Peakiuu, yBeaomere Bamus nexap v papmarert. Tora
BKJTIOYBA BCUUKU BH3MOXHU HEOMHCAHH B Ta3W JINCTOBKA HEXEIIAHHU PEaKi. MoKeTe ChINo Jia ChOOIIUTE
HeKeJTaH! PeaKiny TUPEKTHO Ype3 HaloHAITHATA CHCTeMa 32 ChoOIaBane, mocoveHa B [Ipunoxenue V.
Karo cho0iaBate HexKeNnaHu peakiiuy, MOXETE Jia aJIeTe CBOSI PUHOC 3a MOJyYaBaHe Ha TIOBEYC
uHpOpMAIUsl OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na chxpansiBate Exforge HCT
Jla ce cbXxpaHsBa Ha MACTO, HEZOCTBITHO 3a JIela.

He u3mosn3BaiiTe ToBa JIekapcTBO Clie/l CPOKa Ha TOIHOCT, OTOENsA3aH BEPXY KapTOHEHATa OMaKOBKa U
ommcrepa cien (I'ogen no:/EXP). CpokbT Ha TOMHOCT OTTOBApS Ha IMOCIEHUS JICH OT TIOCOYCHUS MECEII.

a ve ce cpxpanssa Hax 30°C.
Jla ce cpxpaHsBa B OpUTHHAIIHATA OMTAKOBKa, 3a Ja Ce IPEIIa3y OT BJlara.

He u3nonzaiite omakoBku Ha Exforge HCT, konTto ca moBpeieH! Wik UMaT NpU3HAIK Ha
damumduimpane.

He u3xBbpIsiiTe TekapcTBaTa B KaHATU3ALMATA WM B KOHTEHHEpa 3a foMalHu oTnaabiu. [lonuTaiite
Bamus apmarieBT Kak Ja U3XBBPIIATE JICKapCTBaTa, KOUTO Bede HE M3M0JI3BaTe. Te3n MEepKH I
CIIOMOTHAT 32 OIa3BaHE Ha OKOJIHATA Cpea.

6. ChbabpixaHue Ha ONAKOBKATA U JONbJHUTETHA HHPOpMALHS
Kaxkso cbabp:xa Exforge HCT

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

AxrtuHU BeulecTBa Ha Exforge HCT: amnoaunuH (kato aMinoAMnUHOB Oe3uiiaT), BajJcapTaH U
XUIPOXIOpoTHasua. Besika puiiMupana TabneTka chabpka S mg aMIOAUIUH (KaTo aMJI0UITHHOB
Oe3unar), 160 mg Bancapran u 12,5 mg XuapoxiaopoTuasus.

Jpyru cbCTaBKU: 1enys103a, MUKPOKPHCTAIHA; KPOCIIOBUIOH (THII A); KOJIOUIEH O€3BOJCH CHIINLINEB
JUOKCHUJT, MarHe3ueB cTeapar; Xxumpomesosa (3amectBam tun 2910 (3 mPa.s)); makporos 4000; Tank;
tutaHoB quokcun (E171).

Exforge HCT 10 mg/160 mg/12,5 mg ¢puamupann tadJieTKA

AxrtuBHU BenlecTBa Ha Exforge HCT: amnoaunu (kato aMminoAMnuHOB Oe3uiiaT), BajcapTaH U
xunpoxioporuasul. Beska punmupana Tabnetka chabpka 10 mg ammoaunuH (KaTo amIio TMIHHOB
Oe3unar), 160 mg Bancapran u 12,5 mg XuapoxiaopoTuasu.

Jpyru cbcTaBKU: 1enys103a, MUKPOKPUCTAIHA; KPOCIIOBUIOH (THII A); KOJIOUJIeH 0€3BOJICH CHITHLINEB
JUOKCHUJI; MarHe3neB creapar; xunpomesnosa (3amectBam tun 2910 (3 mPa.s)); makporos 4000; Tank;
turaHoB quokcun (E171); xkenezen okeu, sxbit (E172), xenesen okeun, yepseH (E172).

Exforge HCT 5 mg/160 mg/25 mg ¢puamupanu TtadaeTKku

AxrtuBHU BemecTBa Ha Exforge HCT: amnoaunus (kato aMmiIoAunUHOB Oe3uiiar), BaJicapTaH U
XUIPOXJIOpoTHa3ua. Besika GuiiMmupana TabneTka chabpka 5 mg aMIoUIMUH (KaTo aMJI0JUITHHOB
6e3unat), 160 mg BancapTan ¥ 25 mg XUAPOXIOPOTHAZU.
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JlpyTy chCTaBKU: NeNys103a, MUKPOKPHCTAIHA; KPOCTIOBUIOH (THUIT A); KOJIOHJIEH OE3BOJICH CHITUIINEB
JIMOKCHJT; MarHe3ueB creapar; xumpomeltosa (3amecrsary tun 2910 (3 mPa.s)); makporosa 4000; tak;
tutanoB nuokeua (E171); sxenesen okcun, xwat (E172).

Exforge HCT 10 mg/160 mg/25 mg ¢guaMupanu TadJIeTKH

AxrtusHU BenlecTBa Ha Exforge HCT: ammoaunuH (kato aMiIoAMITUHOB Oe3uIiaT), BaJicapTaH |
xuapoxiopoTrasu. Beska dpunmupana Tadnetka chabpka 10 mg ammounuH (KaTo aMIIo TUTTHHOB
Oe3unat), 160 mg BancapTal ¥ 25 mg XUAPOXIOPOTHAZU]I.

Jpyru chCTaBKH: MEMyI03a, MUKPOKPUCTAITHA; KPOCHIOBHUIOH (THIT A); KOJIOUJIEH OE3BOJICH CHIIAIEB
JIMOKCH]T; MarHe3ueB cTeapart; xumpomelosa (3amecrsany tun 2910 (3 mPa.s)); makporosa 4000; Tajik;
tutaHoB quokcun (E171); xeneszen okeu, xbat (E172).

Exforge HCT 10 mg/320 mg/25 mg ¢puaMupanu TadJIeTKH

AxrtusHu BenecTBa Ha Exforge HCT: amnoaunua (kato aMioAUnUHOB Oe3niiaT), BaJicapTaH |
XUIpoxyiopoTuasua. Besika uimupana tTabneTka chabpxka 10 mg amnounuH (KaTo amMIiloIUIHHOB
Oe3unat), 320 mg BascapTaH ¥ 25 mg XUAPOXIOPOTHAZU].

JlpyTH ChCTaBKU: [IENTy1032, MUKPOKPHCTAIHA; KPOCIOBHIOH (THIT A); KOJOUIEeH Oe3BOCH CHITUIINEB
JIMOKCH]T; MarHe3UeB cTeapart; xunpomelnosa (3amecrsany tun 2910 (3 mPa.s)); makporosn 4000; Tajk;
tutanoB nuokeun (E171); sxxenesen okeua, xbat (E172).

Kaxk u3raexna Exforge HCT u kakBo chAbp:ika ONIAKOBKATA
Exforge HCT 5 mg/160 mg/12,5 mg ¢punmupanu tabneTku ca Oenu, oaiHu Tabnerku ¢ Haanuc “NVR” ot
ennara ctpana u “VCL” ot npyrata. [Ipubnusurenna ronemuna: 15 mm (apipkuaa) X 5,9 mm (mmmpuHa).

Exforge HCT 10 mg/160 mg/12,5 mg dunmupanu TabieTku ca 01e105KbITH, OBATHU TAOIETKH C HAJIIIHC
“NVR” or egnara ctpana u “VDL” ot apyrara. [Ipubnusurenna ronemuna: 15 mm (apmxuHa) X 5,9 mm
(mmpuHa).

Exforge HCT 5 mg/160 mg/25 mg ¢unmupanu TabaeTku ca XbITH, OBATHU TabneTku ¢ Hagmuc “NVR” ot
ennara ctpana u “VEL” ot apyrarta. [lpubnusurenna ronemuHa: 15 mm (qpmkuHa) X 5,9 mm (imupuHa).

Exforge HCT 10 mg/160 mg/25 mg dunmupanu TabIeTKH ca KadsBOKBITH, OBATHH TaOJIETKU C HAIITUC
“NVR” ot egnara ctpana u “VHL” ot apyrara. [Ipubnusurenna ronemuna: 15 mm (apmxuHa) X 5,9 mm
(mmpuHa).

Exforge HCT 10 mg/320 mg/25 mg ¢punmupanu TadieTk ca KapsBOKbIATH, OBATHH TaOJIETKU C HAAIUC
“NVR” ot egnara ctpana u “VFL” ot apyrara. [Ipubmuzutenna ronemuna: 19 mm (qpmkunHa) X 7,5 mm
(mmpuna).

Exforge HCT ce npemara B ormakoBkH, chabpxamm 14, 28, 30, 56, 90, 98 nimm 280 ¢rmmupanu TabneTK,
B ChCTaBHH OMAaKOBKH OT 280 TabieTkn (BKIIOUBAIM 4 OMTAKOBKH, BCSKa Chbpkaiia 70 TabneTku uimm

20 omakoBKH, BCsSIKa ChAbpikaiia 14 TabneTku) 1 B OOJTHUYHY OTIAKOBKH, CHABpKaIm 56, 98 win

280 Tabnerku B iepQopupaHu eHOTO030BH OJIHCTEPH.

He Bcuukm omakoBKU Morar Ja 6’B,I[aT ITyCHAaTU B npo;[a>i<63 BBHB Barmara CTpaHa.

IpuTekaTen HA pa3penIeHUETO 32 yHoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus
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IIpoussoauTe.

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

HUcnaansg

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

3a nombaHUTENHA HHGOPMAIUs OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS TTPEICTABUTE
Ha TIPUTEKATEIsI Ha pa3pelIeHneTo 3a yroTpeda:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +32 2246 16 11 Tel: +370 5 269 16 50
Bouarapus Luxembourg/Luxemburg
Novartis Bulgaria EOOD Novartis Pharma N.V.

Ten.: +359 2 489 98 28 Tél/Tel: +322 246 16 11
Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungéria Kft.

Tel: +420 225 775 111 Tel.: +36 1 457 65 00
Danmark Malta

Novartis Healthcare A/S Novartis Pharma Services Inc.
TIf: +45 39 16 84 00 Tel: +356 2122 2872
Deutschland Nederland

Novartis Pharma GmbH Novartis Pharma B.V.

Tel: +49 911 273 0 Tel: +31 88 04 52 111

Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

Tel: +372 66 30 810 TIf: +47 23 05 20 00

EX\Goa Osterreich

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

TnA: +30210281 17 12 Tel: +43 1 86 6570

Espaiia 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
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Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: 4353 1 260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvnpog
Novartis Pharma Services Inc.
TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Romania

Novartis Pharma Services Romania SRL

Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

I[aTa Ha MOCJIECAHO Mpepasrie:KaaHe Ha JUCTOBKaTa

Jpyru u3royHuny Ha nHGOpManus
[Monpo6Ha uHbopManus 3a TOBa JIeKapcTBO € TpeiocTaBeHa Ha yeOcaiita Ha EBporieiickara areHius mo
nekapcrBara http://www.ema.europa.eu
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