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KPATKA XAPAKTEPHCTHKA HBIPOANICTA. .. 2 iniecsiinin s

1. HMME HA JEKAPCTBEHHSI IIPOAYKT Paspewesue Ne RE/f7h7 746 0ITp/
‘ 120 !
TAHATOH HCT 80 mg/12,5 mg Tabnerku LIgnRnerte Mo e fooeriirions 2 i m 2

TAHHUJOH HCT 80 mg/25 mg tabnetku

TANYDON HCT 80 mg/12.5 mg tablets
TANYDON HCT 80 mg/25 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Tanunon HCT 80 mg/12.5 mg Tabnerkn

Bceaxa tabnetka ceappka 80 mg Tenmucapras (felmisartan) u 12,5 mg XHAPOXIOPOTHAIUL
(hydrochlorothiazide),

Tanupon HCT 80 mg/25 mg TabneTkn

Besxa Tabnetka cnappka 80 mg TenvucapTan (telmisartan) u 25 mg XuOpoxsiopoTUaz|
(hydrochlorothiazide).

3a NLIHHA CTHCBK HAa MOMOLIHHTE BEUISCTBA, BHXKTE TouKa 6.1,

3. JEKAPCTBEHA ®0OPMA

TabaeTka.

Tanungod HCT 80 mg/12.5 mg TabneTkn
Tabnetkure ca Genu v mouts 6emy, ¢ pasmep 9,0 x 17,0 mm, ¢ dopma Ha kancyna u Hagnue “TH

12.5” ot aBeTE CTpaHu.

Tanvizon HCT 80 mg/25 mg Tabnetkn

Tabnerxure ca 6enu win noutu Genu, ¢ pazmep 9,0 x 17,0 mm, ¢ OBalHA H NBOHHO-M3TLKHANA
dbopma, ¢ nagmuc “TH ot enHata ctpaka u “25” oT Apyrara crpaHa.

4. KJIHUHWYHH JAHHU
4.1 TepaneBTHYRH NOKAIaHAYL
JleyenMe Ha eceHLMATHA XMOEPTOHUA.

Tanupon HCT 80 mg/12.5 mg Tabnetkn

Komovnupanuat nekapeteen npoaykT Tanuaon HCT e ¢ duxcapanu nozu (80 mg
Tenmucaptan/12,5 mg XxuapoxIopoTHaIHa) ¥ € NOKa3aH 32 NeueHHE Ha Bb3PACTHH, YHETO KPLBHO
HAJTAraHE He € KOHTPOIHPAHO 3JAEKBATHO CaMO € TEIMHCAPTAH.

Tanwnon HCT 80 mg/25 mg Tabnetkn

KomGunnpanuar nexaperser nponykr Tauuaon HCT e ¢ dukcupanu nozu (80 mg
TeNIMUEAPTaH/25 mg XUAPOXIOPOTHA3KA) H € MOKA3aH 3a NEUEHHE Ha BE3PACTHH, YHETO KPBBHO
HAJIAraHe He € KOHTpoKpaHo ageksatHo ¢ Tanugon HCT 80 mg/12,5 mg (80 mg

TenmMucapTad/12,5 mg xuapoxIopoTHA3MA) WK Ha NALKHEHTH, KOUTO ¢a CTabMIM3HPaHH [Ipe Toaa c

TEJIMHCAPTAH U XHAPOXJIOPOTHA3H/, PpHeMaHH OTIETHO.

4.2 lo3MpoBKA H HAYHH HA HPHIOKEHHE

O3HPOBKA




Tanupon HCT Tpabsa na ce npuema oT nauMeHTH, YHETO KPEBHO HAIATAHE He € aIeKBATHO
KOHTPOJIHPaHO IIPH NMPHEM ¢aMo Ha Teamucapran. IIpenH Aa ce npeMuHe KbM TO3H KOMOHHHpaH
JIEKAPCTBEH MPOAYKT ¢ GUKCHPAHU KO3H & HEOOXOUMO MOOTAENHO Aa C& THTPHPAT JO3HTE Ha BCEKH
OT ABaTa KoMIoHeHTa. [1py noaXONAIIM KTHHHYHH MOKA3aHHA MOXE JHPEKTHO 1Ia ¢€ IPEMHHE OT
MOHOTEpAI1ATa KbM NPHEM HA KOMOHHHpaHHA JICKAPCTBEH NPOAYKT ¢ (GUKCHPAHH J03H.

Tanwmon HCT 80 mg/12.5 mg TaGneTku

- Taunaon HCT 80 mg/12.5 mg moxe fa ce NPUIOHKH €IHH IIBT AHEBHO MPH MALMEHTH, YHETO
KPBBHO HAIITaHE HE € aAeKRaTHO KOHTPOJIHPAHO ¢ TenMucaptaH 80 mg

Taungon HCT 80 mg/25 mg Tabnerku

- Tanuaon HCT 80 mg/25 mg Moke aa ce IPHIOKH €IHH ITET JHEBHO TIPH NALMEHTH, YHETO
KPBBHO HajAraHe He e agekparHo koHTponuparo ¢ Tanumon HCT 80 mg/12,5 mg wnn npu
NALMEHTH, KOMTO ¢a cTabHIM3MpaHK Mpeau TOBA ¢ TEIMACAPTAH U XUAPOXTIOPOTHAIHS,
TIPHEMAHH OTIENHO,

CreuHaTHyY oy AUy

buvbpeuno yepexcoane :
[fpenopbusa ce nepuoaM4Ho pocneasBaHe Ha OrOpeunarta GpyHkuus (B, Touka 4.3 ¥ TovKa 4.4).

Heprodpobro yepescoane

IIpy MaLMeHTH ¢ JIeKO 10 CPeHO TEXKKO HePHOAPOOHO yBpexKAaHE JO3UPOBKATA HE TpIORA 1a
nanewuiapa Tankgon HCT 40 mg/12,5 mg penawx aHesHo. Jose Tanunon HCT 40 mg/12,5 mg ot
TO3H JIEKApCTBEH NPOAYKT He ca HANHYHH. 32 j1a ce nocTHrHe 40 mg/12,5 mg no3a TpaGea ga ce
H3M0/13Ba aTTePHATHBEH MPOAYKT ChC CHUIMTE aKTUBHY BEIICCTRA.

Tanupon HCT He e nokasaH 3a jieYeHHe Ha MAUHEHTH C TEXKH YepHOAPOOHH HapyiueHHs. THa3zMIHTe
Tpa6Ba Ja ce M3M0/I3BAT NPENA3NHEO TIPH NALMEHTH ¢ HAapYIIeHa YepHOApoGHa QyHKUKsA (BXK., TOHKA
4.4).

Cmapuecka ev3pacm
He e HeoOxoaumo Kopurupale Ha fo3aTa.

Heduampuyna nonyaayus
He e ycranoBena 6esonacroctra i edyukacHocTTa Ha Tauunon HCT npu netia 4 10HOWIM Ha BE3pacT
noa 18 roauHH. HAMa HaTHIHH JaHHH.

HayuH Ha npunoxeHue

3a nepopanHo NpHIMKeHHE.

Tabnerxure Tanupon HCT ca npenxasHaueHH 3a IEPOPATHO MPIIOKEHHE BEAHEK AHEBHO H TpaGsa
Ja ce MpUeMaT ¢ TEHHOCT, Cbe WIH {e3 XpaHa.

4.3 TlpoTHBOROKA3IAHHA

- CBPBXYYRCTBHTETHOCT KbM JIEKAPCTBEHHTE BELLECTBA WIH KBbM HAKOE OT TIOMOLUHHTE
BEILECTBa, H30pOeHH B TOUKa 6.1.

- CBpPBXUYBCTBHTETHOCT KBM TIPOH3BOJHUTE HA CyNOHaMHAHHTE CyBcTaHmu (T KaTo
XUAPOXNOPOTHA3H] € CYIPOHAMHIHO NPOHU3BOIHO).

- Bropo u Tpero TpuMeceyne Ha OpemeHHOCTTA (BXK. TOUKH 4.4 U 4.6).

- Xonectasza ¥ oOCTPYKTHBHH 3200/IIBaHUA HA AIIBYUHHTE IIBTHILA.

- Texko uepHOApoOOHO yBpeKIaHe.

- Texko 6b0peUHO yBpexkaaHe (KpeaTHHHHOB KIHpBHC < 30 ml/min).

- Pedpaktepya XHNOKATHEMEA, XMIEPKATUMEMHUS,

- EnnospeMenHaTta ynorpeba wa Tauuaor HCT ¢ anHcKMpeH-ChIBPKAIIH PO,

NPOTHBONOKa3aHa MPH NALMEHTH ChC 3aXapeH AHadeT uid OBOpevHo yBpemy qt:
ml/min/1,73 m?) (ex. Touxu 4.5 u 5.1). )
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4.4 CoenHajHu HpeRyHpexRAeHNs H NPEINAIHH MEPKH NpH YnoTpeGa NG
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bpemenHoOCT
He Tpsa6ea na ce sano4sa npHeM Ha aHrHoteHsus [l peuentopHy aHTArOHUCTH GO BPEMe Ha

OpemeHHOCT. ITanMeHTKNTE, KOMTO MTAaHAPAT GpeMEHHOCT, TpsiBa 1a NPEMUHAT KbM ITEPHATHBHO
AHTHXHITEPTEH3UBHO JIEYEHHE ¢ YCTaHOBEH Npodu Ha Ge3onacHOCT NpH ynotpeda no Bpeme Ha
HpeMeHHOCT, OCBEH aKO Ce CUMTA, 4€ € OT 0cO0eHa BAKHOCT 1a Ce MPOJBIDKH JIEYEHHETO C
anryotensyd Il peLleITopHI AHTAOHHCTH. AKO € JHArHOCTHUHpaHa OPeMeHHOCT, NeYEHHUETO ¢
anrvotenzuH Il peuenTopry aHTaronuctu TpAGka He3abaBHO na O'bAe NPeyCTaHOBEHO H KO €
MOAXOAAHIO Aa ObAe 3aN04HATO AJTCPHATHBHO NevueHue (Bxk. To4ku 4.3 u 4.6).

YepHoapoGHo yBpesxaaue

Tauunos HCT re TpafBa fa ce mpurara npy NallMeHTH ¢ XOMECTA3a, ¢ ¥UThYHUA 00CTPYKTHBHE
HApYUICHHA WIH TeXKa 4epHOApoOHa HeoCTaThuHOCT(BK. To4Ka 4.3), Thif KaTO MO-roAsIMAaTa yacT OT
TEJIMHCAPTaH Ce eMMMHHMpa Upes Xnbukata. [Ipy Tean NalMeHTH MOKe [a C€ OYAKBA HAMAeH
uepHOAPOOEH KIHPBHC Ha TEMMHCAPTAH.

Ocgex ToBa, Tanunon HCT Tpabea na ce mpuiiara BHUMATENHO TIPH NAUMEHTH ¢ HAPYLICHHS B
uepHoapoOHaTa hyHKLMA HITH NPOTPecHpaI0 YepHOoApoGHO 3abonaBaHe, Thil K&TO B Te3H Caydau
MAJIKH NPOMEHH BEB BOJHO-GMEKTPOJUTHHS DanaHc MOTAT Jja A0BeJAT a0 yepHoApoGHa koMa. Hama
KJIMHHYHHA JaHHH 32 M3no13BaHeTo Ha Tanuaod HCT npu nauueHTH ¢ wepHoApo6HO yBpeKaaHe.

PenoBackylapHa XHUNEPTOHHA
Koraro nanpenTts cbC¢ CTEHO3a Ha ABeTe ObOpevHH apTepHH HIIH CTEHO3a HA APTEPHATA KBM eIHHHUECH

byuxuronspain 6E6peKk ca TpEeTHpaHH ¢ IEKAPCTBEHN MPOAYKTH, OBIMABAIIY CHCTEMATA PEHMH-
AHTHOTEH3HH-ANA0CTEPOH CHIIECTBYBA MOBHIIEH PUCK OT TEXKA XMIOTOHHA W OB0peuta
HENOCTATHYHOCT.

b16peuno yBpexaaHe ¥ 6u0peyuHa TpaHCILIaHTAUMS

Tanupon HCT ue TpabBa Aa ce Mpunara NpH NaLMeHTH ¢ TexKO ObOpeYHO yEpexaaHe {KpeaTUHHHOB
KkaupbHC <30 mL/min) (Bx. Touka 4.3). Hama D0cTaThb4HO JaHHH [0 OTHOLIEHHE HA NPUIOKEHHETO
Ha TEIMHCAPTAaH /XKAPOXJIOPOTHAZH]L TPH MALMEHTH, MPETLPIIENH Hackopo GbGpeuna
TpaucniaadTalus. HanHile e orpanuueH onut oT ynotpefata Ha TENMHCapTan/ XMAPOXIOPOTHAZHA
MPH MALHEHTH ¢ JIEKO [0 CPeJIHO TEXKKO 6b0pevHo yBpexaaHe, NOpaju KOETO Ce NMPenopb4sa
NEePHONUYHO TNPOC/EAIBaHE HA HUBATA HA KK, KpEATHHHH H NHKOYHA KMCeIHHa B cepyMa. [Ipu
NALHEHTH ¢ HapyleHa 6L6peyHa QYHKIMA MOXKE g ce MOARH a30TEMHS, CBBP3aHA ¢ THAZHIHUTE
AHYPETHLH.

B rpechnoBa XHIOBOIASMuUS
CuMrToMaTHYHA XHIOTOHHA, 0cO0EHO C1e MBpBaTa 1033, MOXe 2 ¢e HabIoaaBsa npu MALMEHTH C
TEXBbK HATPHEB ASQHIMT HiH HamaneH obeM Ha UMPKYJIHPAIIaTa KPBB npy MOMIHA HYPETHIHA

- TEPanHMs, IHETa ¢ OrPaHHYeHO NPHEMaHe Ha COJ, IHAapHs MK NOBPBILaHe, TakyuBa CuCTOAHUA TpAGBA
Ja SuaaT KopHrapasy npens npuiokenue Ha Tapnaon HCT.

JBoiiHo 610KHpaHe HA PeHUH-aHTHOTEH3HH-A/A0CTepoHOBaTa cHeTeMa (PAAC)

H1ma nanuu, 4e eqroBpeMenHaTa ynorpe6a va ACE unxuburopu, anruorenzus [I-peLientopHu
6roxepH NN ATHCKHPEH NOBHLIABA PHCKA OT XHIIOTOHHA, XHIICPKATHEMHA H HAMAJIABAHE HA
616peunara Gynxuua (BKMOUHTENHO ocTpa 6B0peuna HenocTaTsyHOCT). [Topaau ToBa He ce
npenopbHBa AoifHO Gokupane Ha PAAC upes komGuHupanara yrnotpeba Ha ACE MHXHOHTOpH,
aHriHoTexsuH [l-peuenTopay 6Mokepu Wk anuckupeH (BxkK. Touku 4.5 n 5.1).

AKO ce TpelLeHy, Ye TepaltHATa ¢ JBOHHO GnokupaHe e abcomoTHO HeoOxoauMa, ToBa TPAGRA 1a
cTaBa camo o] HaG/IOACHHETO Ha CNeLIHATHCT U NIPH Y€CTO BHHMATETHO MOHHTOPHpAHe H
OBOpeHara GYHKINA, €NEKTPOIHTHTE M KPHBHOTO HAJIATAHE,
ACE unxubutopy u anruorensu lI-peuentopru GnokepH He Tpalbpa Ja ce H3MOM3B
NP NMALHEHTH ¢ quabeTHa HedpomaTus.

Jpyru cheToAHNA Che CTHMYJIAIIHA Ha CHCTEMATA peHHH-aHrHOTEH3WH~ANIJOCTEPOH \\\




Hpn naumeyTH, unitro Backyaapen Touyc u 0b0peyna (PyHKINA 32BHUCAT OCHOBHO OT aKTHBHOCTTA Ha
CHCTEMATA PeHUH-AHTMOTEH3HH-ATAOCTEPOH (Halp. NAUHEHTH C TEXKA 3aCTOHHA ChPASYHA
HEIOCTATBYHOCT WM NoATexKallo 656pedHo 3abonapane, BRHOYHTENHO H cTeHo3a Ha G16peuHaTa
apTepu), IEUSHHETO C JIEKAPCTBEHH NPOIYKTH, KOHTO MOBTHABAT TA3H CHCTEMA IIPEH3IBHKBA 0CTpa
XHIOTOHUA, XUTIEPA3OTEMHSA, OJIMTYPHS WIH pAaKo ocTpa 6u0peuHa HelocTaThIHOCT (BiK. Touka 4.8).

IILpBUtEH ANN0CTEPOHUIBM

IauuenTy ¢ TEPBHYEH ATNOCTEPOHHIBM [10 MPHHLMI HAME 113 PEArdpaT HA AHTHXMIICPTEH3HRHU
AeKapCTBCHH IPOXYKTH, ASHCTBAIIM Ype3 HHXNONpaHe Ha CHCTEMaTa peHrH-aHruoTensuH. [Mopaau
ToBa, yrmotpeGara Ha Tanugod HCT He ce npenopsysa.

CTeno3a Ha A0PTHATA ¥ MATPA/THA Kiana, 00cTPYKTHBHA XHIEPTPOQHIHE KAPIHOMHONATHA
KaKTo npy ApyruTe BasoAWIATATOPH, CIELHATTHO BHHMAHME ¢ HeoGX0AUMO NPH NALHEHTH, CTPaIALIH
OT 20PTHA WIH MHUTPAIHA CTEHO33 WK 06CTPYKTHBHE XHIEPTPOQHYHA KAPAHMOMHOIATHS.

Merabonutnn 1 enaokpHuHHN ehexTH

JleueHHeTO ¢ THa3HIH MOXE 13 HADYHIH [TIOKO3HMA TONEPAHC, IOPAIH TORA, MPH NAUHEHTH ¢ Adaber,
NEKYBaHH C MHCYJIMH HNM aHTHIHAOSTHY IEKAPCTBEHH MPOTYKTH H TEPallia ¢ TEIMHCAPTaH, MOXKe Ja
HACTBIIH XHIIOTIIMKEMHS, 3aTOBa, NPH Te3H MANHEHTH Tpabea ga ce oBMHCAH CBOTBETHO
MPOCNeAABaAHE Ha KPBBHATA 3aXap M MOXE Ja Ce HAJIOXKW KOPHTHPAHE Ha J03aTad Ha HHCYITHHA HITH
aHTUARAOETHUTE JIekapceTRa, KOraro € nokazato. [To BpeMe Ha TepanuaTa ¢ THA3HIH MOXE A ce
MpOABH JIATEHTEH 3axapeH axabert.

Jlederineto ¢ THA3HAHH AHYPETHIIM Ce CBBP3IBA C MOBUINABAHE HA HUBATA HA XONECTEPON |
TPHTITHUEPYAY. Bhiipeku ToBa, mpu f103a 12,5 mg, coabpsxama ce B Tanunon HCT, Teay edektr ca
MHHHMATHU WY JIANCBaT. [Ipy HAKOM MANKEHTH HA THAZKAHA TEPaItHa MOXE [Ia Ce pa3BHe
XHNEPYPHKEMHA KITH Pa3rbpHATa ojarpa.

Enexrponnren nucbanasnc

KakTo nps BCHYKH NALIUEHTH Ha AMYPETHYHA TEPanius € He0OXOMMMO Ha OfpeielieHH MHTEPBAIH Ja
ce NPoB&KA2 NEPHOAHYHO TIPOC/IeABaHe Ha HHBATA HA ENIEKTPOJIMTHTE B CEpyMa.

THaswmure, BKIIOYHTENHO XHAPOXJIOPOTHAIHA, MOTaT Aa JIOBEJAT 10 BOAHO-EIEKTPOITHTEH AuchalaHe
(BKTIOUHTENTHO XMIOKATHEMUA, XUITOHATPUSMUA H XHITOXJIOPEMHYH2 a1Kanosa). Hauannure
TIPH3HALM 33 BOAHO-ENEKTPONMTEH TUCOATAHC Ca: CyXOTd B YCTATA, XKaNKA], RCTEHHS, CBHIHBOCT,
3aMaiiBane, Oe3nokolcTBO, GoMKa B MYCKY/IHTE HIH MYCKYJIHH KDaMId, MycKy/Ha ¢1afocT,
XHNOTOHMSL, OJIMTYPHS, TAXHKAPA¥S H CTOMALIHO-YPEBHH CMYIUCHMA KATO FajIeHe HNH TOBPBINAHE (BX.
Touka 4.8).

- XHnoKanHeMus

Brapeku 4e, npu ynotpebata Ha THasHAHH THYPETHRY MOXKe [Ia Ce Pa3BHe XMIOKaIHeMH,
€HOBPEMEHHOTO JIeYEHHE C TEIMMCAPTAH MOXKE A8 PEAYLUpPa NPEIHIBHKaHATA OT NHYPETHLIMTE
XHNoKanueMus. PHCKBT OT pPa3sBUTYHE HA XHIIOKAIMEMHUS € NO~-TOIAM fPK MAUHeHTH ¢ YepHoapobHa
UHpO34, PH MALMEeHTH ChC 3aCHACHA IHYPesa, MPH NalUEHTH, KOHTO [IOEMAT HEealeKBaTHO
KOJIMYECTRO C/IEKTPONHTH TIP3 YCTATa W NMPH NALHEHTH, KOMTO €IHOBPEMEHHO C€ IEKYBaT ¢
KOPTHKOCTEPOMIM WIIH aipeHOKOpTHKOTponieH xopMoH (ACTH) (Bx. Touka 4.5).

- XunepkaiHeMus
B npoTHRONONOKHHSA Cllysait MOXeE 8 Ce CTHIHE A0 XHNEPKAAHEMUA, Tb/DKAILA C€ HAa AHTArOHU3MAa
Ha TenMUCapTaH, KOMNOHeHT Ha Tanunon HCT xem anrworensun I (AT1) peuenropure. Maxap e,
nocera He e oT6eNA3aH0 HATIMHUE HA KIMHMYHO 3HAYUMa XHNIEPKATUEMAS [10 BPEME Ha JICUEHHE ¢
TeNMHCAPTAH/XHAPOXA0POTHA3IA, PUCKOBHTE (PaKTOPY 32 PAasBHTHETO # BKIIOUBAT GHOpeun
HeOCTATLYHOCT W/HIH ChpPAeYHa HEOCTATBYHOCT U 3axapeH auaber. Kanuii-coXpanss.
AHYPETHLIH, KATHEBYTe R00aBKH HTH 33MECTHTEITMTE HA CONTA, ChILPKALLH KATHIA TP
BHHMATE/THO Mpunarany no speme Ha nedenve ¢ Tawngos HCT (sx. Touka 4.5).

- XHNOHATPUEMYA H XUMOXIIOPEMHYIHA ATKAN03a
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Hama fauen, ue Tanuaon HCT moxe na penyluipa Wik npeOTBPATH NPEIM3BHKAHATA OT AHYPETHLH
XHIIOHATpUeMHs. XITOPHHAT BedHuaT 0GRKHOBEHO € K H HE HAJIAra JONBTHATEIHO JeYeHHeE.

- Xunepranimemus

TrasuauTe MOraT 1a HAMATAT H3NTBYBAHETO HA KANLMH ¢ YPUHATA U 13 JOBEAAT A0 IPEXOIHH M JEKH
YBEJTHUEHHA HA CEPYMHMA KaJILMH TIpH JIHTICA HAa YCTAHOBEHN HAPYLLSHHA B KANLHEBHA META00IHIBM.
3HauMTEHATA XHIIEPKATUMEMHA MOXKE 14 € IOKA3ATENICTBO 38 CKPUT XMIIepnapaTupeouiussm. [peau
Iia ce TpoBENe MICIEABAHEe Ha NapaTHpoHaHuTe QyHKUMM TpsGBa Ja ce MpexpaTH MpHeMa Ha
THAZHAH.

- XunoMarHesHeMus
TuazuanTe ypenHuarar OTRCAAHETO Ha MarHe3ui ¢ ypHHaTa, KOETO MOKE Ja JoBeJe A0
XUNOMarue3HeMus (BK. Touka 4.5).

ETHyvecky pazniyus

Kaxro rpu BcH4KM aHrHoTeH3HH [l peLenTopHH aHTAMOHHCTH, TEIMHUCAPTAH € OYEBHIHO MO-MAJIKO
etheKTHBEH B MOHH/KABAHETO Ha KPHBHOTO HANLATAHE IPH XOpPa OT UEPHATA Paca, OTKOMKOTO MPH
JApYTHTE Pacy, BEPOSTHO MOPAIH NO-YECTOTO CPELaHe B YEPHATA MOMYNALHS Ha HUCKO PEHHHOBO
HHBO ¢ MPOABH HA XMOEPTOHUA.

EQ}'_FH

Kaxro npy Rpyr¥ aHTHXHUNEPTEH3HBHY ATCHTH, EKCLIECMBHATA PEAYKLWA HA KPBBHOTO HANATAHE TIPH
NAUMEHTH ¢ HCXEMHYHa KapaHoNiaTHA WM HCXeMHYHO ChPASUHO-CHAOBO 3a00NABaHe MOXKE 1a ToBe/e
A0 MHOKAap/IeH HHAAPKT HITH UHCYIIT.

Qb

[Ipu mauMenTH Che Win Ge3 aHaMHesa 3a afepris Wi GPOHXHATHA acTMa MOXKE Aa ce HabTonasat
peakiiy Ha CBPBXYYBCTBUTCTHOCT KBM XHAPOXTOPOTHAZH], HO ¢a NO-BEPOATHH IpH NMALHEHTH ©
TaKaBa aHamHe3a, MiMa chobiieHus 32 060CTpsHE WK AKTHBHPAHE Ha CUCTEMEH JIYTYC epHTEMATOAEC
TIpH NALKEHTH, JISKYBAHH ¢ THA3HIHM JHYPETHIH, BIJIIOUUTENHO XHAPOXIOPOTHASHA,

Hma cvobmenys 3a peakiii Ha (hOTOUYBCTBHTETHOCT MpH YTIOTpebaTa Ha THASHAHM AMYPETHLA (BX.
Touka 4.8). [Ipenopr4Ba ce NpPeKpaTABaHe Ha TEPANKATA, AKO ce TOABM PEAKLMA HA
§OTOHYBCTBHTENHOCT B IEPHONA HA JevYeHNe. AKO ce CYMTa 3a HeOBXOAHMO OTHOBO BKIIOYBAHE HA
ARYPETHK, CE TIPENIOPBUEA IPEANA3BaHe HA 30HHTE, KOWTO CE W3JIaraT Ha CITHHLE HIH HA W3KYCTBEHH
UVA npym.

OcTpa pecnupaTopHa TOKCHYHOCT

Crien npreM Ha XMIPOXIOPOTHAZHA c€ CHOGLIABAT MHOIO PEKH TEXKH CIIYyHAH Ha 0CTPa
PeCIUpPaTOPHA TOKCHYHOCT, BKIIOUMTENIHO OCTEP pecnupaToper auctpec chHapom (OPC). Crex
NIPHEM Ha XMAPOXJIOPOTHAZH OGHKHOBEHO ce pa3ByBa 6enoapobeH 0TOK B pAMKHTE Ha MUHYTH /10
4acoBe. B HaYanoTO CHMIITOMUTE BKIKOYBAT AMCIIHES, IOBHLIEHA TEMITEPATYPA, BAOLIARAHE Ha
6enonpobHata PyHxuus ¥ xunorohus. Ilpu ceMHenne 3a ARDS tpaGea na 6b1e cripsiH IpHEMBT Ha
Tarmaon HCT # fa ce Mpuioxu noaxoasmo aeyenne. XHAPoXNOpoTHasu He TpsbBa Aa ce npuiara
Npy MAUHENTH, KOMTO Npead Tosa ca nodyuasany OPJIC cnea nprem Ha XMIPOXIOPOTHAZNT.

XOJJOHILHJIGH H3JIWB. OCTPa MHOIMNUA ¥ BTOPHYHA 3AKPUTOBIENHA [avKoMa
Cyndonamuaure MK TEKAPCTBATA, TIPOM3BOIHHN Ha CynpOHAMUIMTE MOTAT Aa NPEAH3BHKAT
HIHOCHHKPATHYHA peaKuud, BOACA no XOpOoHIalleH H3HUB C ,.’leq)EKT Ha 3pHTEIHOTO NToJie, OCTpa
NpexoaHa MHOMATHS ¥ OCTPa 3aKPHTOBIBb/IHA MlaykoMa, CHMITOMHTE BKIIFOYMBAT B HAYAIIOTO OCTPO
NOHHKEHUE HA 3PHTESTHATA OCTPOTA WIIH O4HA Dosxa, H OOHKHOBEHO Ce NMOABABAT B PAMKHMTE Ha
YacoBE R0 CEAMHUM OT HAYaNOTO Ha eyeHnero. HenekyBanara, octpa, 3aKpUTOBTBIHA T/14)
MoxXe aa fosene A0 TpakHa 3aryba Ha spenne. ITbpBUunOTO NTeyeHN e €, Aa ce Crpe NpH
XMAPOXIOPOTUAZH/L, KOJIKOTO € BE3MOMKHO No-ckopo. HaBpeMeHHO NeveHRe MM XHDY,
HHTCPBEHLHA MOKE [a C¢ HAJIOXH A ¢ OGMHCJ‘UIT aK0 BBTPeOHOTO HAAAT&HE OCT:
HEKOHTPOJHPaHo. PUckoBUTe (PakTOpPH 32 pa3BHUBaHE HA OCTpPa 3aKPHTOLIBITHA Ay
BKJTIOUBAT aHAMHE3A 32 AIeprusd KbM CyNOHAMUAH KHITH TTEHUIIMIHHH.

5 \\Emmbv .



HemenanomeH pax Ha Kxoxkara
B z1Be enmmnemMuOIOTHYHE NPOYYBAHYA, OCHOBARAIUH CE HA AATCKUA HAITHOMAJIEH PAKOB PETHCTLD, €

#aG/oAaBad OBUIIEH PHCK OT HEMeIaHOMeH pak Ha koxkata (HMPK) [GazanHokneTsuen KapuuHOM
(BKK) 1 cxsamosHoxneThueH kapuutoM (CKK)] nipy HapacTsaia eKCro3dLHa Ha KyMyJaTHBHa 1032
xuipoxnopotnasun (XXT3). dotoceticubunushpammure edextu Ha XX T3 morar xa neiicTsar kato
BEPOATEH MEXaHH3EM 3a pazeutue va HMPK.

Mauvienryre, npueMainy XXT3, Tpabea 1a 66031 uHpopMHpaHH 3a pucka or HMPK 1 cpeetTRany
PelOBHO Na NNPOBEPABAT KOXKATA CH 33 HOBH JIe3HH H He3abaBHO Ja choOILAaBAT NPH NI0ABA HA
MOAO3PUTENHH KOKHH J1e3uH. Ha naupenTyTe Tpa6pa fa ce npenophyar PE3MOKHH TPeBAHTHBHA
MePKH, KATO OTPaHUYEHO W3/TaraHe Ha CTLHYCBA CBETIIHHA H YATPABHONETOBH JIBYH, 8 B CJIYyaii Ha
SKCTIO3ULINA, MOAXOAAINA 3a1HTA, 33 Ja Ce CBejie IO MUHUMYM PUCKET OT PaK HA KOKATa.
IMoaozpurennuTe KoXHH Ne3HH TpaOpa Na Obaar nonlokeHH Ha HezalasHO U3cTeaBaHe,
NOTCHUMATHO BKMIOYBAILO XHCTONOPHYHY H3CIeABaHHA Ha GHoncHuHH MaTepuany. [lpepasraexnase
Ha ynorpebata Ha XXT3 mMoke 12 ce HanoXKH W IPH NALKEHTH, KOUTO ca KMATH npeaxoaes HMPK
(BK. cBImO TOYKA 4.8).

IMomomHo ReecTso
Tosa nexapcTso chabpska nNo-Mamko ot | mmol natpuii (23 mg) Ha TabneTxa, T.6. MOXKe Ja ce Kaxe,
Y¢ MPAKTHYECKH He ChABPIKA HATPHIL.

4.5 BzammopaeiicTBue ¢ APYTH JIKAPCTBEHH NPOJYKTH W APYTH (JOPMA HA BIaEMOJEHCTEHE

Jlwtuii

[1o Bpeme Ha €HOBPEMEHHO NPHIOKEHHE HA JIMTHH C MHEXHOHTOPH Ha AHTMOTEH3MH KOHBEPTHPALIHA
SH3NM ca HabniopaBaHy obpaTHMK MOBUILIEHHS HA CePYMHUTE TUTHEBH KOHIEHTPAIIMH ¥ IPOABH Ha
TOKCHYHOCT. CHoGImaRanyl ¢a peKi CllyHaH 1 ¢ aHrHOTeH3UH 1] PelenTOPHH AHTATOHUCTH
(BKIIFOUMTENHO TENMHCAPTAH/ XHAPOXTOpOoTHa3u ). EnHOBpeMenHoTo ipuiiarane Ha autail 1 Tawugon
HCT ne ce npenopredpa (B, Touka 4.4). AKO Ta3u KOMOWHAUMA € OT CHUIECTBEHO 3HAYMEHUE, CE
pefiopbyBa BHUMATENHO NPOCIe IBane Ha CEPYMHMTE THTUERM HUBA 1O BPEME Ha IHOBPEMEHHO
[IPHIOKEHUE,

JIKapcTBEHH NPOYKTH, KOWTO Ca CBBP3aHM Che 3aryba Ha KANHIN W XUIIOKATHEMHS (HANp. JpyTy
KaTHYPETHYHE MY PeTHIIH, AakcaTiBy, kopTukocTeporan, ACTH, ambporepuuun, kapGerokconou,
NEHUUWIVH G HATPH, CaNUlIoBa KUCENHUHA | IIPOH3BOLHMTE if).

Axo Te3u emecTBa TPAGBA 1a ce NPHEMAT 6AHOBPEMEHHO C KOMOHHAUMATA
XMAPOXNOPOTHAMA-TEIMHCAPTAH, C& MPENOPBYEA NPOCEIIBAHE HA KAIMEBHTE HYBA B ILIA3MATa.
Teau nexapcTeeHy NPOAYKTH MOXKE [1a IOTCHUHPAT eEKTHUTE HA XHIPOXIOPOTHASHR BHPXY CEPyMHUA
Kanuii (K. Touka 4.4).

JlekapcTReHH NPOAYKTH, KOHTO MOTAT 13 MOBHILAT KAMHEEHTS HEBA WIEH MHIVUMPAT XHIepKAIHeMHs
(nanp. ACE unxubutopu, kanuii-coXpaHasaily Auyperuuy, Kamuesy 106aBky, CONCBH 3aMeCTHTEH,
CHIBKAIM KATMH, UHIUIOCYIOPHH WIH ADYTH JEKapCTBEHH NPONYKTH KATO XENapuH HaTpHit).

AKO Te3d IEKAPCTBEHH NPOYKTH Ca MPEANMCAHH 32 YNOTPeOa eTHOBPEMEHHO ¢ KOMOGHHALHST
XUAPOXIIOPOTHAIHA-TEAMUCAPTAH, IIPENOPLYBA C& MOHUTOPHPAHE HA KATHEBHTE IUIA3MEHH HUBA. Bh3
OCHOBA H& OMHTA C H3NOA3IBAHETO Ha JPYI'H JIEKAPCTREHU NMPOAYKTH, HAMANABAUIM JCHCTBHETO HA
CHCTEMATA PEHHH-AHIHOTEH3HH, ChIIETCTBAIOTO NPHAMKEHHE Ha FOPECNOMEHATHTE JIEKAPCTBEHH
TIPOIYKTH MOXE A4 AOBEAE 110 NMOBULIABAHE HA CEPyMHIS Kaluii U N0 Ta3d NPHYLHA He Ce
npenopuYBa (BXK. Touka 4.4).

JlekapcTBeHH NMPONYKTH, KOWTO Ce MOBIHABAT OT HAPYIUCHHAA B CCPYMHEHA KaﬂHﬁ




NPOAYKTH, NPEAW3BUKBaK torsades de pointes (BKTIOUBAN(H HAKOW AHTUAPUTMHYHH), KATO

XHUNOKATHEMHATA € TpeApastonaral daxrop 3a torsades de pointes.

- K1ac la anryapHTMHYHN (HANP, XVHAAUH, XATPOXHRUTHE, H3OMHPAMHST),

- xiac J1] aHTHapUTMUYHK (Hanp. aMHOJAAPOH, COTaNoN, AodeTIwTH, HOYTHIKA),

- HAKOH aHTHICHXOTHIM (Hanlp. THOPHIA3HH, XJIOPIIPOMA3HH, IEBOMEIIPOMA3HH,
TpHdyonepauy, (UaAMeMaIuH, CYINUPHA, CYITONPH, AMHCYANPHI, THATIPH, THMO3HL,
XANONIEPHAOIT, APOTICPHION),

- apytH (Harnp. Senpuaun, quanpua, audeMannn, epuTpoMuluH 1V, xanodautpum,
MU30JIACTHH, NIEHTAMHIMH, clapdnokcauuH, repPeHanus, suHkamuy V).

JWrHTaIHCORH TIWKO3H/IH
IIpenus3BuKaHaTa OT THAIHAN XHIIOKATMEMHA WM XMIOMArHe3ueMus GTaronpUaTeTBa BE3HHKBAHETO
Ha NpeH3BHKAHA OT JUFHTAINC apUTMIEA (BXK. TOuka 4.4).

ﬂHI‘ OKCHH

[Ipu eaHoBpeMerHa yroTpeda Ha TENMUCAPTAH ¢ ANFOKCHH ce HAbMi0aaBa YMEPEHO MORKHLIABAHE HA
nukorata (49%) u va Hali-Huckara (20%) nuasMeHa KOHUEHTALHA Ha AHTOKCHH. [py 3anousane,
KOpHIrMpaHe Ha 034aTa WIH CIIMPAHE Ha JeUeHHeTOo ¢ TEIMHCAPTAaH, TpAORa 1a ¢¢ HaG01aBaT HHBATA
Ha JUTOKCHH, 33 /I C& MOAABPIKAT B TEPaieBTMYHMY HHTEPBAI,

Jpyry agTHXHIIEPTER3WBHHY CHEACTRA
Tesnmucaprat MosxKe A3 MOBHLIH XHIOTEH3HBHMS e(DEKT Ha JIpyrH AHTHXUNEPTeH3MBHY CPEICTRA.

JaBnu OT KINHMYHM NPOYYBAHHUA [IOKA3BAT, Y€ ABOMHOTO GIOKUPAHE HA PEHUH-AHIHOTEHIUH-
anpocreponosara cucreMa {(PAAC) upes xombuHupahara ynotpeba na ACE uuxuOuTopH,
auruorensuH Il-peuenTopuu O10KepH MK ATHCKUPEH CE CBBP3BA C NO-BHCOKA YECTOTA HA HEKENAHH
CHOMTHA, KATO HANPUMEP XMITOTOHHA, XHIEPKATHEMHS 1 HaMaJIaBaHe Ha 610peunata QyHKIUHA
(BrUTEOUHTETHO OCTpa 6BGpeyHa HEJOCTATEHHOCT), B CPABHEHME ¢ YIIOTpefaTa caMO Ha €IHO CPeNcTBo,
deiictBailoe Bepxy PAAC (Bx. Touku 4.3, 4.4 u 5.1).

HpotusonuabeThu nekapcTeHy NPoAYRTY {Iepopanty CPeRCTRA W MHCYIHH)
Mosxe f1a ce HanoXu KOpUrdpane Ha JO3UTe HA POTHBOAHAGETHHTE JEKAPCTBEHH NIPOAYKTH (BXK.
TOuKa 4.4).

Merdopmun

Merdopmun Tpabpa 2 ce U3MON3BA NPEANALIHEO I0PaJH PUCK OT JAKTATHA AUMAO3A KHAYLHPAHE OT
BB3MOKHA QyHKIHOHATHA OEOpeyHa HEIOCTATEYHOCT, CRBP3AHA C XHAPOXIOPOTHAH,

KonecTHpaMiH 1 KOIECTUIIONOBH CMOJIK
Hpu Hamatme Ha annonHo-o0MedHH cMony, afcopOumaTa Ha XHOPOXIOPOTHAZWA CE HAPYLIAEA.

HecTeposany NMpoTHRORB3NANNTEIHE CPEICTRA
HCHBC (1.e. aueTHnCcanuiuiosa KHCEAHNHA B TPOTHBOBRANAMTENnHE 103H, COX-2 HEXUOHTOpY U
HecenexkTurHu HCIIBC) Morar ga HaManaT KHypeTHHHAA, HRTPUYPETHYHUS M AHTHXHIIEPTEHIUBHUS
eeKT Ha THASMAHMTE JHYPETHLIM M aHTHXUICPTEH3HBHYA eeKT Ha aurnoTensuH 1l pevenropHute
4HTarOHHCTH.

[Tpw naxown nanuenTy ¢ Hapyiena 6b0peuHa QyHKLEA (Hanp. JeXHAPATHPAHH NTALKEHTH Hid
MAUMEHTH B CTAPUECKA BB3pacT ¢ HapylueHa OpOpeura GpyHKUMA) e1HOBPEMEHHOTO PHIOKEHHE Ha
aHruoTensnd |1 peuenTopHH aHTArOHUCTH W NIEKapCTBEHH NPORYKTH, KOMTO HHXUOUpAT
LIMKJIOOKCHI€HA3ATA MOXKE g A0BeAe 10 MO-HATATBIUHO BAOIaBaHe Ha ObOpeynaTa GyHKkuMs,
BKITIOUUTEIHO € BB3MOKHA O0cTpa ObOpeyHa HeJOCTATLUHOCT, KOSTO OOUKHOBEHO & 0OpaTHimMe:
Ta3M fipHuiHa, KOMDHHALMATA TpsA6Ba Na OLI¢ NpUnaraka ¢ NOBHILIEHO BHUMAHKE, » 09 [@ﬂiﬁ“ :’? 3 2
NAUMEHTH B cTapyecka Be3pact. [aluentute Tpa6ba na GbaT aA€KBATHO XHIPATHD, ygﬁ ,aa’;@gc?\
npocneansata Os0peuHata uM QyHKINA B HAYANOTO HA KOMGUHHPAHOTO CHEHHE ‘
TOBA.




B eano npoyysane €aHOBPEMEHHOTO NpUiaraHe Ha TEIMMCAPTAH W PAMHIIPHIL € JIOBEJIO A0 NOKA4BaHEe
Ha AUCq.24 U Cnax HA paMHIPHI H PAMHIPHAAT A0 2,5 mbTH. KHHHYHATA 3HAYMMOCT Ha TOBA
HabmoneHne He e U3BECTHA.

Ipecopry aMBHY {HaNp. HOpagpeHaTHH)
Edekra Ha npecopHHTe aMHHH MOXE Ja C€ HaMATH,

Hegenionapuzupaiii MHOPEIakCanTy (Hanp. TVEOKYpapuH)
XHapOXIOPOTHASHA MOKE Jia IIOTEHIMPa eeKTa Ha HEAETIOAPHIHPAIIMTE MHOPE/TAKCAHTH.

JleKapcTREHH NPOAYKTH HU3TON3BAHH 34 TEHCHHE Ha HoAarpa (Hanp. npofenununa, cyipUHNTEPasoH 1
aloIy pHHOI)
Mooke na ce HaToAH KOPHTHpaHe HA J032Ta Ha YPHKO3YPHUHNTE JIEKAPCTBEHH TIPOAYKTH, THil KaTo

. XUAPOXJIOPOTHA3HI MOXKE [1a YBE/THYH CEPYMHHTE HHBA Ha MUKOYHATA KHCeNlHHa. Moje Ja ce HaToKH
NOBUINABANE Ha JO3HTE Ha NPOOGEHUIMA Wik cyaduHmpasod. EnHOBpeMEHHOTO NpHeMaHe Ha
THA3HIA MOXKE [a MOBULUIH YECTOTATA Ha PEAKLHHTE Ha CBPHXHYBCTBHTETHOCT KbM ATONYPHHOI.

Kanuuesu conu
TuasuauuTe QuypeTHUM MOXE Na MOBHILAT CEPYMHHTE HHBA HA KaslLMi, KOETO c€ AB/HKH Ha

MOHHKEHATA MY eKCKpewHa. Ako TpabBa Aa ce npeanMINaT KaniuHeRH No0aRKH WK KanMii-
CHXPAHABALIM JICKAPCTBEHH [IPOYKTH (HarpuMep jeueHne ¢ ButaMuH D), e HeoGxomnmo aa ce
MpOCNeAsBaT CEPYMHHTE HHBA HA KailHa H ChOTBETHO A ce KOPHTHpA A034aTA.

beta-0n0KepH M AHA30KCHT
TrazuanuTe MOJKE 13 MOBUINAT XMNEPTrIMKEMUTHUTS edekTh Ha GeTa-BaoKepHTe M AMA3OKCHI,

AHTHMXOITMHEPTUIHUWTE TEKAPCTBEHY NPOAYKTH (Hallp. ATPONHH, GUIepUAEH) MOXe I8 MOBHIIAT
OHOHATHYHOCTTA HA THA3WAHKTE JHYPETHIH YPe3 NOHIKABAHE HA CTOMAUIHO-YPEBHHA MOTHITATET H
YeCTOTATA Ha M3NPa3Bafe HA CTOMaX4.

AMaRTa ANy
TuazuauTe MOXKe 12 yBENAUAT PUCKA OT HEXKeNaH! eexTH, pUHHHEHH OT AMAHTA/IHH,

TOTOKCHYHY JIeKAPCTBEHM NPOAYKTH (HAMPHMED LHKIIQ aMUT, METOTPEKCAT
Trasuarre Moxe aa HaMansT Gp0peyHaTa eKcKpelns Ha LMTOTOKCHYHUTE IEKAPCTBEHH MPOIYKTH H
13 MOTeHLIMPAT MUENOCYTIPECHPALLAA UM eQEKT.

Bb3 ocHoBa Ha (apMaKONOrHHHHTE HM CBOHCTBA € BE3MOXHO JIA Ce 04YaKBa, Ye CAEIHHTE
JIEKAPCTBEHU NPOAYKTH MOTAT Na MOBHINAT XUIIOTEH3UBHYS €(EKT HA BCHUKH AHTHXHIICPTCHIHBHH
CPeACTBa, BKIOUHTESIHO TeMHCapTan: SaxnodeH, aMHpOCTHH.

Chlue Taka, OPTOCTATHYHATA XHIOTOHUA MOJKEe Ja OB/e 3aCuiieHa OT ankoxoi, Sapburypary,
HAapPKOTHHHH BELIECTBA WK AHTUICTIPECAHTH,

4.6 DeprHanTeT, DPEMEHHOCT M KbPMEHE

bpeMenHocT

He ce npenopr4pa ynotpebara Ha aHrHOTeH3HH [l penenTOpPHU aHTArOHKUCTH TIpE3 MBPBUA TPUMECTBD
Ha GpeMeHHOCTTa (BiK. Touka 4.4). Ynorpebara Ha anruoTensyus II peuenmOPHH aHTArOHKCTY €
NPOTHBOMOKA3aHA NP3 BTOPHA U TPETHS TPHMECTLP Ha GpemennoctTa (Bx. Touku 4.3 u 4.4).

Hama nocrars4uo JanHU 3a ynoTpe6arta Ha Tanunon HCT mpu 6peMernn siceun, [T
AKUBOTHHU MTOKA3BAT PeNPOTYKTHBHA TOKCHUHOCT (BXK. TOYKa 5.3).

EnuaeMuoaoTHYHMTE NaHHM 32 PHCKA OT TEPaTOreHHOCT Cllen ekcrnosuupd wa ACE!
MbPEHA TPHMECTEP Ha SpeMeHHOCTTa He ¢a yGenurenun. Bee maxk, He Moxe na ce ﬁmﬂ}r@'m &
NOBHINABAHE HA pHeKa. JIOKATO HAMA KOHTPONHpaHU SMIEMHUOTOTHYHY NAHHH 34 pﬂcrcg npu
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yiorpeba na anruoTenskH Il pelienTopHu aHTATOHHCTH, CXOAHM PUCKOBE MOT'AT 13 CBLIeCTBYBAT H
NPy TO3M KAac nexapeTsa, [auMenTKHTe, KOKTO MAaHHpaT GpeMeHHOCT, TpaBa Ja MPEMHMHAT KbM
a1TepPHAaTHBHO aHTHXMIEPTEHIHBHO eYeHHe C YCTaHOBEH npodun Ha GesomacHocT npu ynotpeba o
BpeMe Ha OPEeMEHHOCT, OCBEH aKO Ce CYMTa, Ye e OT ocobeHa BaKHOCT Aa C6 MPOTRIDKH HEYSHHETO ¢
aHruoreHsyH I peuenTopHH aHTAroHUCTH. AKO € JHATHOCTULMpaHa GPeMeHHOCT, IGHEHHETO C
aHruotensuH J1 peuentophy aHTaroHMcTH TpadBa HezalaBHO 1A Onae NpeyCTaHOBEHO H aKOo €
TONXOAAINO Na 6'pa¢ 3aM04HHATO AITEPHATHBHO JIEYEH e,

YCTaHOBCHO €, Ue eKCMNO3HLHATA HA aHMHOTEH2HH 1] peLenTOPHH auTaroHUCTH Mpe3 BTOpHS W TPeTHs
TPHUMECTLD Ha OpeMeHHOCTTa Npenk3BrKea $HEeTOTOKCHYHOCT NpH Xopa (roHmkeHa Ox0peuta
byHKuMA, oTUroxnapaMHmoH, 3a6aseHa yepenHa ocupHKaMa) H HEOHATAIHA TOKCHUHOCT (GpEpeuHa
HEIOCTATHYHOCT, XHIOTOHHS, XuliepkasineMus) (k. Touxa 5.3). [Ipenopwuea ce yrrpassykos
npernen Ha 6e0peusaTa QYHKUMA U Hepena, aKo HACTBITH eKCIO3HUKS Ha anruoTensyuH Il peuentophu
AHTarOHHCTH [1pe3 BTOPHA TPUMECTED Ha OpeMeHHOCTTa U ¢Jie/ ToBa.

HoBopoaenure, YNKMTO Maliky ca MpUeMalTH aHrHOTeH3:H [] peuerTophy aHTaroHucTH, Tpabea Aa
ObJaT BHUMATETHO HaGIoZaBaHH 32 HATHYHE HA XHNOTOHMS (BK. Touxw 4.3 n 4.4),

OnuTET ¢ XHAPOXNOPOTHASHA NO Bpeme Ha GpeMeHHOCT € orpanuyeH, 0coBeHo npes MhPBHa
TpUMECTHP. TIpoyuBannsaTa NpH IKUBOTHM €A HEAOCTATHUHH. XHAPOXIOPOTHASHA IPEMUHABA NIPE3
nnaneHrarta. baspaidku ce Ha GapMakoOrHYHHA MEXaHH3IBM Ha AeliCTBHE HA XMAPOXJIOPOTHA3HA,
ynorpedaTa My Tipe3 BTOPHS H TpeTHs TPUMECTBP MOXKE 43 KOMIPOMETHpa deTo ~ mnalleHrapHaTa
(POMYCKIMBOCT, H 12 NPUHMUAHH QETATHHA B HEOHATANHH eeKTH, KATO KBLITEHMIIA, HAPYLIIEHHE HA
€NEKTPONUTHHA DaslaHe H TPOMOOLIMTONEHHS.

XuapoxnopoTHasua He TPAGEA 42 ce U3NONI3BA NIPH TeCTALMOHEH OTOK, F€CTALIMOHHA XHTIEPTOHUA HITH
IpeekaMIICHs, TOPaal PHCK OT NOHIDKABAHE Ha IU1a3MeHHs 06eM  IaleHTapHa Xunonepdysus,
Ge3 nosteseH edeKT BBPXY Xoaa Ha 3a6onsBaHeTo.

XuIpoxnopoTuasua He TpAOBa Aa ce HINON3BA TPH €CeHUHATHA XUNEPTOHUS 1Py GPeMeHHH KEeHH,
OCBEH B PENIKH CIY9aH, KOTaTO He MOsKe Jia Ce NPHIIONH JIPYFo feUeHue,

Kepmene
Trii kaTo waMa ganuH oTHOCHO yriotpebara Ha Tansaod HCT » nepuona na kepMese, Tasmmon HCT

He C¢ TIPETIopLYBa, a ce NPeANOYHTAT ANTEPHATHRHH ICUCHYS ¢ M0-100pe yoTaHoBeH npodun Ha
OezonacHOCT B mepuosia Ha KEPMeEHe, 0CO0EHO pPH KbPMEHE Ha HOBOPOAEHO HIIHM NIPEKAEBPEMEHHO
POIEHO AeTe.

XHIpOXTOPOTHAZHA C& EKCKPETHPA B MAJIKY KOJIMYECTBA B MAUYHHOTO MIAKO. THA3HAH BHB BHCOKH
A034, NPeNy3BHKBAIA HHTEH3MBHA NHYPe3a MOXKE 13 WHXHOHPAT NPOTYKIHATS HA MAAKO.
¥norpebara ta Tannnon HCT no Bpeme Ha kppMeHe He ce npenopyusa. Ako Tanwnon HCT ce
M3N0/I3B2 B NIEPHOJA HA KbpPMeHe, TpAOBa J1a ce NOUKLPKAT HAl-HHCKHUTE BE3IMOKHH JO3H.

Deprunurer
B npenivununy npoy4BaHna He ca Habimoaasanu eexTH Ha TEAMBCATPAH H XMIPOXIOPOTHAZHA

BBPXY QEPTHAHTETA HA MEKKM M XKEHCKM HHIMBUIH,
4.7 Ediektn BBpxy ciocofHocTTa 32 modupane 1 pabora ¢ MAWIHKR

Tanunod HCT mosxke fa nossmuse BpXy cnocobHocTTa 3a modupare u pabota ¢ mawinuy. [Ipu nprem
Ha Tanunou HCT nongkora Morar oa ¢e NposeAT 3aMaiiBaHe WiH CHENWBOCT.

4.8 Hexeaann JekapcTBeBH PeakiHn

Kpamko uznoxcenue na npogpuna na Gesonacrocm /!
/
!

Haii-uecto cpobinasanata HexmeNaHa nekapCTBEHa peakiiua € amaiiBane. Cepyosen :
AHTHOHEBPOTHUEH OTOK MOXKE 1a HacThIM paako (=1/10 000 go <1/1 000). \

]




Tauwnon HCT 80 mg/12,5 mg rabnerkn

O6mata 4ecTOTa Ha HEMKENAHNTE NEKAPCTREHH PEAKLIMK, CHOGINEHH [TpH yTIoTpeba Ha
TE/IMUCAPTAH/XHAPOXTOPOTHA3H/ € CPABHHMa C TA3H HA HEKENAHHUTE JIEKAPCTBEHH PeaKUyy,
¢bo0LIeHH IpH ynioTpeba caMo Ha TeIMHCAPTaH B PAHAOMH3KPAHH KOHTPOIMPAHH POy YBAHHS,
BKAOYBALH | 471 naupenTH, pasnpeenely Ha ClyyYacH PUHLIMIT 33 JIEYEHHE C TEJIMHCAPTAH LNOC
xuapoxnoporrasun (835) wim camo ¢ Teamucapran (636). He e ycrasnoBena 3aBHCHMOCT MEXAY
RO32T2 W HEXXEJIAHUTE NEKAPCTBEHH PEaKLMH 1 JIMNCBA BPH3Ka C 10113, BL3pacTTa MM pacosara
NMPHHAANCHKHOCT Ha NALHCHTHTE.

Tanunouw HCT 80 mg/25 mg Tabaerkn

Obuiara yecToTa Ha HeXenaHuTe ChONTHA, CHOGLICHH Py ynoTpedara Ha

TeJMHCaPTAH/ XHAPOXIopoTHa3Ky 80 mg/25 mg e cpaBHUMA C Ta3u NP ynorpeda ua
TenMucapran/xuapoxnopotuasng 80 mg/12,5 mg. He e ycTaHOBEH2 3aBUCHMOCT MEXAY J03aTa H
HEKEIAHUTE NNeKApCTEEHH PEaKLIMH M JTMIICBA BPE3KA ¢ TIONa, Bb3PACcTTa KM pacosara
MPHUHAIENKHOCT HA TIALHEHTHTE.

Cnucsk na nexceranume 1eKapecmeeny peakyuy 6 matinuuen gopmam

Hexenanure nekapeTBeHH peakuHy, ChOOECHH B8 BCHUKY KIHHUYHY NPOYYRAHUSA M HACTHINIH 110-
YeCTO IPH M3MI0JI3BAHETO HA TEIMHCAPTAH TUTIOC XMJIPOXIOPOTHA3H, OTKOJIKOTO NipK auebo
(p=0,05), ca onucanu 1M0-J01y B CHOTBETCTBHE ChC CHCTEMO-OPraHHaTa Kiacudukauus. [1pu nevenue
¢ Tanunon HCT morat na ce moABAT M HeXe/Taku JICKAPCTBEHH PeakiiK, KOMTO Ca XapaKTepHH 32
CaMOCTOATEAHOTO NPHJIAraHe Ha OTACTHUTE MY CHCTABKH, HO KOHTO He ca Habnionasany B
KIMHHYHHUTE NPOYYBRAHNA,

Hexenanure nekapcTBeHU peakUldiH Ca KATETOPH3UPEHH CHOPE] YECTOTATa, KATO € HAMON3BaHa
crieanaTa Kiacuprkauma: Muoro wectn (1/10); weetu (21/100 no <1/10); vHeyectu (=1/1 000 no
<1/100); peaxy (=1/10 000 go <1/1 000); muoro peaxu (<1/10 000), ¢ Heu3BECTHA YecTOTa (OT
HalTHMYHATE JAHHH He MOXe Na ObIe HalpaBeHa OlEHKa).

Ilpy BCsAKO rpynMpaHe B 3aBHCHMOCT OT YECTOTATA, HEKETAHHTE TeKAPCTEEHH PEaKLIMH Ce u3BposBaT
B HU3XOIIL pe O OTHOWIEHME HA TEXECTTA,

Brsvoxknn nexenanu peakunn Ha Tandgon HCT (smxTe no-go1y RonbIRMTETHATA
HRpOpPMANKS 332 OTACTRHTE KOMIOHEHTH).

Hudexnun 1 ardectaunu
penxu: GpORXHUT, GapHHIHUT, CHHY3UT

Hapyuwesuns Ha uMyHHaTa cucTeMa
peaku: oBoCTpsHE WIIH AKTHBHPAHE HA CHCTEMEH JIYITYC epUTEMaTOReC!

Hapywenua Ha Metalond3Ma U XpaHeHeTo

HE4eCTH: XHIIOKaNHEeMHS

JUSENGN XHIePYPUKEMHA, XUIOHATPHEMHA
[TenxuuHn HapyIeRAR

HEYeCTH! GesnokoiicTBo

peaku. AerpecHsa

Hapyurenus Ha HepBHata cucTemMa

YEeCTH! saMaiisade
HeueCTH: CHHKOT, NapecTezHs
peOKH: 0e3ChbHHE, HADYWISHHA HA ChHA
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Hapyiuexus Ha oynte
penKH: HAPYLIEHHS Ha 3PEHHETO, 3AMLITIEHO BH)KIAHE

HapyuieHus Ha yXoTO 4 nabupunra
HEYECTH: CBETOBBPTEXK

CepaeqHu HapyleHHs
HEHEeCTH: TaXHKapAHs, ApUTMHUA

CHI0BY HapylIEHHA
HEYECTH: XHIIOTOHHKS, OPTOCTATHYHA XUIIOTOHHS

PecnupatopHy, rppAHH W MEOHACTHHATHH HAPYIIICHHA

HCYECTH. JHCIHEA
penKu: pecniHpaTopeH AUCTpec (BITIOYHTEITHO ITHEBMOHHTH H
6es10npobeH 0TOK)

CToMalnHO-4peBHH HAPYILEHHA
HEHECTH: JHApHs, CYXOTa B ycTaTta, GuaTyneHuus
PeiKH: abgomuHanHa B0Ka, 3aN€K, AUCTENCHS, OBPBIIAHE, FTACTPUT

Xenato-GHaHapHu HapyIueHHs
PEeKH: a6HOPMHa 4epHOAPOOHA (ByHKUHA/4epHOAPOOHO HapyweHHe?

HapytueHus Ha KOKaTa 1 TOJKOKHATA ThKaH
peaKH: aHroezeM (ChIIO U ¢ daTaneH H3XO0), epuTEMa, MPYpPUT, OGpHB,
XHIEPXUAPO3a, yPTHKApHS

Hapymenus Ha MyCKyIHO-CKE/IETHATA CHCTEMA H CHEIHHUTEIHATA ThKaH
HE4eCTH: 6osKka B repba, MyCKY/IHH CMAasMH, MHAITHA
PEIKH: apTpanTud, MyCKyJTHH KpaMmiu, 60JIKa 8 KpalHHK

Hapyutenus Ha Bb3npoM3BoAMTenHaTa CHCTEMa W I'bpaaTa
HEYEeCTH! €peKTHAHA AUCHYHKLHA

Obmu HapymeHus B edekTH HA MACTOTO HA MPHIIOKEHHE

HevecTH: 6onKa B rpbaHMA KO
peaxH: rpunionogotHo sabonaeaue, Gonka
H3cnensanus
HEUCCTH: TIORHINIEHA ITMKOYHA KHMCENHHA B KPEBTA
pEeaKH: MOBHINEH KPEATHHUH B KPBBTA, MOBHIIEHA KPEaTHH

tocoxkHHasa B KpBBTA, MOBHIUIEHH YePHOAPOOHH EHIHMH

!: Ha 6a3a Ha NOCTMAPKETUHIOBHS ONHT
2: 33 IOMBITHHTENHO OMHCANKHE, MOJA BUIKTE noaTouka "Ornucanue Ha M30patK Hewenanu peaxuun”

Honvanumenna unopMayus 30 6cexy 0m KOMROHEHMUME
Hexxenannte peakupy, chob1LaBasHy Npeqy TOBA [PH CaMOCTOATENHOTO M3NI0I3BAHE HA HAKOH OT
KOMIIOHEHTHTE, MOraT Ja Bb3HMKHAT H npH H3nonssadeto HAa Tanuaon HCT, nopH Aa He ca

HabmoaaBaHH NPH KIHHHYHHTE MPOYYBAHHA HA TO3H NPOAYKT.

TenMucapran
HecToTaTa HA HesKeNaHUTE TeKApCTREHU Peakiiiy TPH H3NoI3BAHETO Ha TENMHCA)
MIOYTH €THAKEA,
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Ofuiara vecToTa Ha HEMENAHUTE NEKAPCTBEHM PeAKUHH, ChOBIEHH TPY YIIOTPeBa Ha TEIMICAPTAH
(41,4%) e cpasrnma ¢ nnane®o (43,9%) npu mnane6o-koHTponUpanH npoyusanns. [Ipeacrasennte
NO-IONY HEKEIIAHH eKaPCTBEHH peakilii, OTPa3iBaT PE3YITATHTE OT BCHUKH KIMHHYHY NTPOyYBAHMS
NPH NALUMEHTH, JIEKYBAHH C TEJIMHCAPTAH 32 XMINEPTOHKA HIIM (IPH TELHEHTH Ha 50 roausHM, KM [o-
BB3PACTHH C MOBHILEH PHCK OT CHPAEYHO~CHI0OBH HHLMICHTH.

Hudextun n nupecrauuu

HEYECTH, HHEKIHS Ha FOPHUTE AMXATEITHY TBTHING, HHOEKLHA Ha MUKOYHHTE
NBTHLIA, BKIKYHTECIHO HHHCTUT
peaxu: CENCHC, BKMIOYHTENHO ¢ daTanen uaxon’

HapymeHnua wa kpbBTa i TuMbHATA CHCTEMA
HEUECTH: apeMus
Pexy; CO3HHODHIHA, TPOMOOLHTONEHHS

Hapylienus Ha UMYHHATA CHCTEMa
peaxu: CBPBXYYRCTBHTE/IHOCT, AHa(HIAKTHYHE PEAKLIHM

Hapywenus Ha metabonissMa H XpaHEHETO
HEYECTH: XHnepranHeMus
peaKn: XHNOrHKeMHs (MpK NaLMeHTH ¢ AuabeT)

Hapyumiennsa Ha HepBHATA CHCTEMA
penKH: COMHONEHTHOCT

Copaednu HapyiieHHs
HEYecTH: Opaguxapaus

Pecriupatopau, rpbaHH 1 MeIMACTHHAIHK HAPYIISHUS
HEYECTH: KalLTALA
MHOTO peKu: MHTepeTHIMaTHa Geaoapobua Gosect

CToMalnHo-upeBHH HAPYLIEHHA
pedKm: cTomatiled auckoMpopT

Hapyiienss Ha KoKaTa ¥ noAKOKHATA THKAH
penKi: €K3eMa, TeKapcTBeH 0OPHB, TOKCHYEH KoXeH o0pus

Hapymenns Ha MycKyaHO-CKENETHATA CHCTEMA M CHEAWHUTEIHATA ThKaH
PeIKH: aprpoza, G0IKH B CYXOKIHITHATA

Hapyinenus Ha Gp0peiiure 1 MUKOUHHTE NBTHINA
HEYECTH: OBOpeyuHo yBpeskaaHe (BKTIOUMTENRHO OcTpa OROpedHa
HEZOCTATHIHOCT)

O6iun Rapymennd # eexkTH Ha MACTOTO Ha TIPAIOKEHHE

HEYECTH: ACTEHHR
Hzcnepeanua
PEIKH: TIOHIDKEH XEMOTT00HH

%! 32 MONBIHUTEIHO ONHCAHHE, MOIIA BHTE NoATOuKa “Onucanue Ha W3GpaHu Hexe

XHApoxXIopoTHAZHA
XHIPOXIOPOTHAIU MOXKE 1A NPHUHHE WIH 0GOCTPH CHCTOSHUE Ha XHITOBOJIEM

CTpaHa MMKe 1a JOBeAe A0 eNeKTPOIMTeH Aucbananc (BxK. Touka 4.4).
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Hexenanure nexapcrsend peakiiii ¢ HEM3BECTHA YECTOTA, CHLOOIABAHM TIPH CAMOCTONTE/THATA
ynotpeba HA XHAPOXJIOPOTHAZHL, BKIFOUBAT:

Undexumu 1 nHdecTaUHH
¢ HEU3BECTHA YECTOTA! CHANOAACHHT

Heonnazmi — noGpokavecTBeHH, 310Ka4eCTBEHH H HEOTIPEAEIEHH (BKIL, KMCTH H IIOIHIH)
¢ HEM3BECTHA YECTOTA! HEMENAHOMEH pak Ha KOskaTa (fasanHOKIeThueH KapuHHOM H
CKBAMO3HOKACTHYCH KAPLHHOM)

Hapywenus Ha kpweTa M uiMdHaTE CHCTEMa
penKu: TpoMGOLMTONEHUA (NOHAKOra ¢ MypIypa)
C HEH3BECTHA 4ECTOTa; anjacTHYHA AHEMUA, XEMOHTHYHA AHEMMSA, TOTUCKAHE Ha
KOCTHHS MO3BK, JIEBKOTICHHUA, HEYTPOTIEHUA, arPaHyIOLHTO34,
Hapywenua na umyHHaTa cHcreMa
€ HEM3BECTHA YECTOTA: aHAQIWIaKTUYHH PeaKUMH, CBPBXIYBCTBHTETHOCT

Hapymienws Ha eHIOKpHHHATaE CHCTEMA
¢ HEH3BECTHA MECTOTA: HENOCTATHYHO KOHTPONUPAH 3axapeH AHadet

HapyuieHns Ha MeTab0/M3Ma M XpaHEHETO

QeCTH: XHNIOMarHesHeMuns

PEAKH. XANCpRaNIHCMHA

MHOTO PCOKH: XHUMOXJIOPEMUYIHA AITKANIO3a

¢ HEeHM3B2CTHA YeCTOTA. AHOPEKCHA, NOHWKCH aneTHT, SNEKTPONNTEH auchanane s

KHIIEPXONECTEPOTEMMA, XHMTEPTITHKEMHUA, XHNOBOIEMIA
TcHxHyHH HapyLueHHA
C HEH3IBECTHA YECTOTA, HesnokolcTBo

Hapyiuenus na sepeHaTa cuctema
PeRKH: rnaeoGonue
¢ HEM3BECTHA YECTOTA; 3amaiirane

HapywenHda ua ogute
C HEH3RECTHA 1ECTOTA: KCAHTOTICHA, OCTPa MHOIIHA, OCTPa 3aKPHTORIBIHA ITIAYKOMA,
XOPOUIAIEH HIAHUR

CraoBu napymenns
¢ HEM3RECTHA HECTOTa! HEKPOTH3IHPAIY BACKYJIMT

Pecnnpa"ropﬂn, IpeJIHH H MEAHACTHHAIRH HApYLIEHNA

MHOTO pefiKu: OcThp pecnupatopes guctpec CHEApoM (ARDS) (8. Touka
4.4)
CromalrHo-YpeRHY HApYIIeHHs
YECTH. raacHe
C HEH3BECTHA YECTOTA; MIAHKPEATUT, CTOMAILEH AUCKoMOopT

Xenaro-Ounyapun HapyuleHus

C HeH3BECTHA YECTOTA: XeflaToLeNy/TAPHA KCBITEHUIIA, XONeCTATHYHA KBITCHHLA
sy
o
Hapymenus Ha K0xaTa ¥ IOIXOKHATA ThKAH //;\Fu-ﬁ g ?\\
¢ HCH3BSCTHA YeCTOTa: AyTyc-oobeRr CHHAPOM, peakumy Ha PoToYyB Bybr ﬁ%ﬁ'"‘?{’i} ‘\ _
KO)XKEH BACKYJIUT, TOKCHYHA eTIMIePMaTHa HeKPANHIA, cprmehi: .\ ¢
myntudopme '

Hapyiiesus Ha MyCKyIHO-CKENETHATA CHCTEMA M ChEAHHUTENHATA THKaH
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¢ HEM3BECTHA deCTOTa: cnabocT

Hapywmenua sa 6s0pewnire 1 MHKOYHHUTE IBTHILA
¢ HEM2BECTHA YECTOTA: HHTEpeTHUHANCH HedpHT, G0peuna qucdyHKUHA, IHOKO3ypus

O61wp HapyIUeHnd U e)eKTH Ha MACTOTO Ha MPUIOKEHHe

¢ HEeH3BECTHA 4eCTOTA: aHpeKkcHs
Hacnenrauns
C MEM3BECTHA YECTOTA; NOBHILEHN HUBA HA TPHITULIC UK

OnucaHre Ha HI0DAHY HeKEAHH DeaKIIUK

AfnopMHa uepHonpobna Gyukuma/uepHonpobHo HapymeHde

[loBeueTo ciay4dan Ha abHopMHa yepHOAPOOHA DYHKINA/HepHONPOGHO HAPYIIEHUE OT
HNOCTMAPKETUHIOBHS OTKT C TEJAMHCAPTAH HACTBIBAT NPH NAHEHTH OT ANOHCKH Nponaxon. Ipu
NALMEHTH OT ANOHCKK NPOU3XOA CBHIECTBYBA NO-TOIIMA BEPOJTHOCT 32 PA3BHTHE HA TEIH HEXETaHH
peaxLun.

Cencuc

B npoyusanero PRoFESS e HabmopaBana nopuiligHa 4eCTOTA HA CENCHC MPU TENMHUCAPTAH B
cpaBHetive ¢ ianebo. CEOMTHETO MOXE Aa € Cly4aifHa HaxO/Ika WK A& € CBBP3aHO ¢ HefIOIHAT JI0
MOMEHTa MeXaHu3sM {(BK. Touka 5.1).

Hurepcruumanna Genoapotna Sonect
Ciryqan na unrepcTuinanya 6enonpobna Sonect ca FOKNANBAHA OT NOCTMAPKETHHIOBHSA OHT, BHE
BPL3Ka ¢ NpHeMa Ha TenMucaprad. IIpuunuHo-cnencTBena Bpe3ka ofade He e yeTaHOBEeHA.

Hemengnomen pax na xodcama
B®3 0CHORA Ha HANWYHKTE JAHHK OT EMNUASMHONOTHYHH IpOYuBaHMs € alnioIaBana 3aBUcUMa OT
KyMyJaTHBHaTa 2o3a Bpbika Mexxay X XT3 u HMPK (sxk. cuito Touks 4.4 1 5.1).

Crnobuiasane HA MONOUPAHK HEXKEITAHY PeaKiiiu
CrpobimasaHeTo Ha NOXO3MPaHH HEXEITAHH PeakUHU Clie/l paspeliasaHe 3a yrorpeta Ha JeKapcTBEHuHS

APORYKT e BakHo. Tosa no3sonisea 1a NpoabKH HAGMIOASHHETO Ha CHOTHOLIEHHETO TIONI3a/PUCK 24
JeKapCTBEHNA fpoAyKT. OF MEAMIMHCKHITE CHIEIMAMCTH Ce W3HCKBA 1a CroOImARaT BesaKa
NONO3HPaHa HeXKenana peakuys upes Manenuurenna areHuud no nekapereata yi. ,,Jamsn I'pyes” Ne
8, 1303 Codma, Ten,: +35 928903417, yebeaiir: www.bda.bg.

4.9 Iipegosmpane

Crinecteysa orpanuyeHa HHOPMALHA 1O OTHOWEHHE HA TIPEAO3UPAHES HA TEAMUCAPTAH NPH XOpa.
He e ycraHoBeHO 10 KakBa cTENeH XHAPOXIOPOTHAZMA C¢ OTACNS fIPH XeMORHATM3A.

CumIrTomy
Haii-w3aserure npogsy Aa Mpeo3upane ¢ TENMMCAPTAH €& XMITOTOHUS ¥ TAXHKAPAHS, A ChILO C&
cpobiasar 1 SpanuKapaus, 3aMasHOCT, MOBPHILAHE, IOBHIIABAHE HA CEPYMHUS KDEATHHHH M OCTPa
6n0peuta HepocTaTbuHOCT. [pesosupaneTo ¢ XHAPOXIOPOTHAIHN CE CRBD3BA C HAMANABAHE Ha
eJIEKTPONHTHTE (XHIIOKANHEMYS, XHUTIOXJIOPEMHES) M XUTIOBOIEMIS, THTAAINA CE HA EKCUECHBHATA
auypesa. Hail-qecTHTe CHMITOMH H2 NPEAO3HPAHE Ca rafieHe U COMHONEHTHOCT. XUIOKaine MusEa

Het{etme S ‘
TeaMucapraH He ce OTaens Nipu Xemonvanusa. [lauyentsT Tpabsa ga 6v1e Bﬂnma'rehﬁo Haﬁmo).xasan
u JieueAueTo Tpa6ea Aa 6bte CHMITOMATHIHO M NOMANbPAALIO. OBIAIBAHETO 3ABUCH. d'r BpEMETO Ha

‘\"J
-
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NpHEMage Ha MTPOAYKTA K TEXECTTa Ha CHMITOMHTE. [1penophyuTenHuTe MEPKU BISTHOUBAT
TNpeAM3BMKBAHE Ha MOBPBLIAHE HW/HNY CTOMALIHA NMPoMHBKE. [IpHAaraHeTo Ha aKTHBEH BBLINIEH MOXKe
Aa 6bze I0AE3HO Mpy eueHne Ha npegosipareTo. HeoGxoanmo e decto npocneassate Ha CepyMHKTE
ENEKTPONWTH W KpeaTHHUH. IIpK NosBa Ha XHIIOTOHHS, MAUHEHTHT TPpAbGBa 12 Onle nocTakes B
NeTHAA0 1o rpb6 nonoxenHe i GBP30 1a C& MPUIOKAT COMEBH H ODEMHHM 3aMECTHTEITH.

5.  ©APMAKOJOTHYHH CBOMCTBA
51 <DapmakoaguHAMHYHE CBOHCTRZ

®apmaxorepaneBTHYHa rpyia: Cpeactsa, feHcTBaiy BpXy PeHMH-aHMHOTEH3WHOBATA CHCTEMA,
Anrnorensut 11 anTaronucta w quyperiuy, ATC ox: CO9DAO7

Tannpon HCT e xomOuHaimma o1 aHrHoTeH3nH 11 peuentopeH aHTaroHNCT TeMMCADPTAH ¥ THA3HACH
AHYPETHK XHAPOXAOpoTHasHA. [lpu koMOuHHpaHETO HM T3l CHCTABKY MMAT AIHTHECH
AHTHXUINEPTEH3HBEH €(eKT, KOETO BOM A0 MO-TONAMO HAMA/IABAHE HA KPEBHOTO Ha/lAraHe OTKOIKOTO,
aKo ca nmpusioxkenu mooraenHo. Tanuaod HCT, npHeman BeAHBXK IHEBHO B TEPANEBTHYHH J034, BOJH
No e(peKTHBHO K [UTABHO MOHIDKaBAHE HA KPBBHOTO HAATAHE.

Mexaunsnm Ha aeicTere

Tenmucapras e nepopanto edexTvBes M cneurduyey aHruoreszvl IT peuertropen anTaronscr,
noarun 1 {AT). Toit u3MecTRa ¢ mHoro Bucok aguumTeT aurioTeHzdH 11 OT HETOBOTO MACTO Ha
ceppasane B AT, peuentopHua noATHI, KONTO € OTTOBOPEH 32 H3BECTHUTE ACHCTBIA Ha QHTHOTEH3HH
II. TeamMucaprad HAMa IOpH H HACTHYHA APOHHCTHYHA SKTHBHOCT cnpamo AT peuenropa.
TenMucapraH ce ¢Bpp3Ra cenekTHpHO ¢ AT) peuerntopa. CBbp3BaHETO € IPOIBIDKHTENHO,
Tenmucapran He nOKaIBa aHHHTET KBM APYTH peuenTopH, skmounreno ATs u apyru no-cna6o
xapakrepusupadn AT peuenropu. QyHKLUHOHATHATA PO HA T€3H PELUENITOPH HE € U3BECTHA, HE €
H3BECTEH M €PEKTHT HA TIXHATA BLIMOKHA CBPBXCTHMYNAUMSA OT aHTHOTeH3uH If, Yniito HuBa ca
MOBULIEHM OT TeamucapTad. HHBaTa Ha MiasMeHuA &110CTEPOH Ca NOHWKEHH OT TEJIMWCAPTAH.
Tenmucaptan He nHxubypa YOBSUIKMS [1a3MEH PeHUH U He Gnoxupa HouHuTe Kanani. TeaMucapran
He HHxYGHpPa aHTMOTEH3HH KOHBePTHPALIHA eH3HM (KHHHH232 1), eH3MMET, KOHTO chilo pasrpaxia
Gpaaukunyna. Tlopany ToBa He Ce Ouakea 12 MOTEHLMpa GpaaUKUHNH~-MEIHUPAHNTE HEKETAHH
TIEKAPCTBEHH PeaAKUH.

Hosara or 80 mg TesMucapTaH, IPUNOKEHA IPU 3UPABH JOOPOBONIM, IOYTH U3LATO HHXHOHPa
TIPeIH3BHKAHOTO OT AHrHoTeH3HH 1] nopHizapaHe Ha KpBBHOTO Harane. HuxuGuropaust edekr ce
noiaepKa HAA 24 yaca, KaTo Bee ome Moxke aa Gbe yeranosed no 48 waca.

XunpoxnopoTHasni € THasuaeH AHypeTHK, MexaHu3MBT, M0 KOHTO THASHAMMTE JHYyPETHIM NOCTUFAT
AHTUXHNCPTEHIUBHHA CH eEKT, 3aC6Ta HE € HaNbIiHO W2ACHeH. THazuaWTe OKAIBaT BL3ACHCTBIES
BEPXY GrOpeunHTe TYOynapHu MexaHu3MH Ha eNeKTpOTHTHA peabcopbLma, KaTo JUPEKTHO
TIOBUUIABAT CEKPELIMATA HA HATPHH M XI0PH] B TIPHONU3MTENHO eKBUBAIEHTHH KOIHUYECTEA,
HuypetrunoTo AeficTREE Ha XMAPOXIOPOTHAZUA HAMAIREA ITNa3MeHus 00EM, YBEIHYABa aKTHBHOCTTA
Ha MNa3MeHNs PCHUH, YBEIMYABA eKCKPEIIHATA Ha anfOCTePOH C NOC/EeABALIO YBEIHYCHWE HA KATHA B
ypuHata H 3ary6a Ha OukapGoHaTH, ¥ HaManABa HUBATa Ha Kamuuil B cepyMa. Cumra ce, ue
€IHOBPEMEHHOTO NPHIOKEHHE HA TEIMHCAPTaH Ype3 GNoKKpaHe HA CHCTEMATA PeHHH-aHTHOTEH3HEH-
ANAOCTEPOH BOMY 0 HEYTpAnu3upale 3arybara Ha Kanui, KOSTO ¢ JBJDKH Ha Te3u Juyperuuy, [Tpu
NIPYAAraHe Ha XHAPOXIOPOTHA3HL HAYANIOTO Ha AHYpe3aTa e cien 2-Us Yac, Karto BLpXOBHAT ehekT ce
HabnroaaBa ciie/l OKoMTo 4 Yaca, ZOKaTo AeiCTBUETO NPOILLKARA NPHONU3HTENHO 6-12 waca.

Knutinuna eduracHocT u GezonacHocT

Aevenue na ecenyuanma xunepmonus
Crnen npuiarane Ha MepsaTa 1032 TeIMUCAPTaH Ce HalMOAaBa NOCTENEHHO NOABA HY

HANIATaHe ¢€ JOCTUTA HAMTLITHO B PAMKHTE Ha 4-8 ceaMuuM ¢iell HAYAIOTO Ha .rIetIe.HHETMrI ce
.‘-\ 5
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NoATLPXKA Ypes NPOABDKUTENHA Tepanud. CIeH pHEMaHe Ha 03aTa, AHTHXUIICPTEHIHBHUAT edheKT
fepcHCTHPa noBede oT 24 Yaca, KaTo BKIIOYRA H IOCHEAHUTe 4 Yaca NpPey CNeABaLIOTO TPUIIoKEHHE,
KAKTO NOKa3BaT aMOynaTOpHATE WIMEPBAHUA Ha KPBBHOTO Hajisrate. Tosa e NOTBLPAEHO K OT
H3MEPBAHHATAE B MOMEHTA HA MAKCHMATHHS e(eKT M HENOCPeICTREHO NPeAU IPHEMA HA CJISIBAIATA
1032 (CHOTHOIEHHETO MUHHMAITHY KbM MAKCHMATHH KOHUCHTPALUHH, KOETO e IocToAHHO Hay 80%
ciaen nprem Ha 2osd ot 40 1 80 mg TenMucapTaH npH miaueo KOHTPONKUPaHN KIHHUYHH
MpOYYBAHMA).

[lpy nanxenTH ¢ XMNEPTOHHA TENMHCAPTAH PedyLAPa H CHCTONHOTO H AHACTONHOTO KPBBHO
HaArate Ge3 Aa MOBIMABA ITy/ICOBATA HECTOTA, AHTHXHIEPTEHINBHATA e(PUKACHOCT Ha TEMHCAPTAH
€ CpaBHMMAa C TA3M HA NPOJYKTH, NPENCTABHUTEM HA APYTM KIACOBE BHTHXHIEPTEH3HBHU
NeRAPCTBCHH NPOAYKTH (YCTAHOBEHA NIPH KTHHMYHA H3NHTBAKHSA, CPaBHABALLM TEIMHUCAPTAH ¢
AMIIOJIMIHH, aTEHOON, SHANANPHI, XUAPOXNOPOTHASH U THAUHOMPHN).

Tanunon HCT 80 mg/25 mg Tabnertku

B ABO#AHO-CNANO KOHTPOTMPAHO KITUHHHHO H3TATBaHE (=687 naunents, oleHeHH 32 eUKACHOCT)
NpH NAaLMEHTH, KOUTO HE ¢¢ NOBIUABAT OT JIEUeHUeTO ¢ KomOuHaimara 80 mg/12,5 mg e
HaG101aBaHO NOCTETICHHO YREIUYABAHE Ha eeKTa Ha NOHIKABaHE HA KPHBHOTO HAJIATAME C
2,7/1,6 mm Hg (CKH/JTKH) npy kombusauusaTa 80 mg/25 mg cnpamo NpoIe/DKUTEIHO TEYEHHE ¢
KomGunanuara 80 mg/12,5 mg (pa3nuka 8 cpeAHHTE IPOMEHH, KOPHTHPAHH CIIPIMO H3XOHOTO
H{BO). B nocaensamo KMHMYHO M3NMTBaHe ¢ KoMBUHauMaTa 80 mg/25 mg ce nabnrogasa
JOITBHMTENHO MOHWKABaHE HA KPBBHOTO HATATaHe (M3pasgBamio ce B 0510 NOHIKABAHE ©
11,5/9,9 mm Hg (CKH/JIKH),

B 060buwen anamus or gBe cx0AHM 8—CeIMUIHM NBOHHO-CIENH N1aleB0 KOHTPOTUPaHH KIHHHYHK
u3nTeaKA crpamo 160 mg/25 mg sancapraw/xuapoxsiopotuasua (n=2 121 nanueHTH, OLIEHEHH 33
edrkacHocT) e HabmoAaBaH 3RAYMMO NO-TOIAM edeKT Ha IOHMKABAHS HA KPBBHOTO HAIACAHE C
2,2/1,2 mm Hg (CKH/{KH) (painivka B cpeiHuTe NPOMEHH, KOPHIHPAHH CIIPAMO H3XOJHOTO HHBO) B
nosiza Ha komOuHauuata 80 mg/25 mg TenmMucapTaH/XHAPOXTOPOTHAZH.

ITpw BHe3amHo MpeKbCBaHe Ha IUEHHETO ¢ TENMHCAPTAH KPHBHOTO HATATAHE NOCTENCHHO Ce BpbiNa
B0 CTOHHOCTHTE NPEIH NEYCHHETO, 34 IIEPHON OT HAKOIKO K 63 JaHHH 3a pefayHR XMNEePTOHHYEH
edexr.

CnyuanTe Ha CyXa KallIUia ¢a 3HAUMTENHO NO-MAITKO I1PH MALNCSHTH, TPETHPAHH ¢ TeAMHCAPTaH,
OTKOJIKOTO MM TakuBa, Ha KOHTO ¢a AaBaHH HHXHOHTOPH HA AHMMOTEH3MH KOHBEPTHPAIIMSA SH3MM B
KJIHHHYHH NIPOYYBAHKUS, THPEKTHO CPABHABALIM JBETE AHTHXHIEPTOHIHBHY IE4CHHA.

Ipodrunaxmuxa na cvpoeuno-cvdosu unyudenmu

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
CpaBHAB2 eEKTHTE OT NIPUTOKEHUETO HA TelIMUCAPTAH, PAMATIPHA M KOMOUHAUMATA OT TEAMHCAPTEH
Y PaMHIPII BEPXY PE3YNTATHTE [10 OTHOWICHHE HA CEPACYHO-CHAOBATA CHCTeMA, nipu 25 620
NalHeHTH HA BB3PacT >55 roAMHY, ¢ aHAMHE3a 33 KOPOHAPHA apTepuania GoecT, MO3BYSH MHCYIT,
MPEXOIHO HAPYLIEHHS Ha MOIBYHOTO KphBoOOpailicHHe, YBPEKAaHe Ha NepHpepHM apTepUH WK
3axapeH AuabeT THR 2, CBIBTCTBAH C JaHHM 38 YBPEXKIAHE HA TIPHUENHUTE OpraHH (KaTo
PETHHOTIATHS, IEBOKAMEPHA XMNEPTPODHA, MAKPO- HTH MUKPOATOYMUHYPHSA), KOMTO Ca MONYIalMA ¢
PHCK OT HACTBIBAHE Ha CHPACYHO-CHOBH HHLMICHTH,

[lanwenture ca paHIOMH3MPAHH B JJHA OT CJIEAHNTE TPU TPYIiK 32 Nedenue: Tenmucaprtan 80 mg
(n=8 542}, pamunpun 10 mg (n=8 576) unu komGuHauus o TenMucapral 80 mg » pamunpua 10 mg
(n=8 502}, nociensano 0T NPOCNEAABAHE CbC CPEAHA MPONLILKHTEAHOCT OT 4,5 rofAMHH.

i
Tenmucaprar Moxassa CXolJeH eekT ¢ paMMIIPWIT IO OTHOINEHWE HAMANABAHE Ha THPB AT /‘:
CBCTABHA KpaliHa TOUKA OT ChpAEHHO-CBhAOBA CMBPT, HedaTaneH HHBAPKT HA MHOKAD, (@&a’@len - fy
MOSBHEH HHCY.TT I XOCIUTATH3ALHA NOpajH 3aCTOHHA CHPIEYHA HENOCTATHMHOCT, ‘Téxaﬂga* N \




manka eprxacuocT) = 0,0019 npy Mapk ot 1,13). [TpoueHTsT Ha ciTyvanTe Ha CMBPT N0 BCAKA
NIpHY¥HA ¢ ¢hoTBeTHO 1 1,6% # 11,8% nipn nanuenTHTe, NeKyBaHM ¢ TEAMHCAPTAH M PAMMIIPII,

YcTanoreHo ¢, 4¢ e)eKTHRHOCTT2 HA TEIMHACAPTAH € CXOHA C TA3K HA PAMMIIPII NPHU TpeBAPHTETHO
onpe/eNeHaTa BTOPHYHA KpafiHa el OT ChpACHHO-CBAOBA CMBPT, HediaTaneH HHQapKT Ha MHOKApPIA
u HedaTanen mMo3bHeH HHCYIT [0,99 (97,5% CI 0,90 —1,08; p (e no-Manxa ednxacroet) = 0,0004)],
IbpBUYHA Kpaiina en B pedeperTHoTo npoyusane HOPE (The Heart Outcomes Prevention
Evaluation Study), koeto u3cnensa edexra Ha paMMIIPWI cpaMo nnaueso.

B npoyusaseto TRANSCEND ca panaoMu3upanu audesTd ¢ Henorocumoct kbM ACE-I
WHXHOHTODH, HO HHAa4€ CBbC CXOJHH KPHTEPHH 33 BIJIIOYBAHE KaKTo B npoy4saneto ONTARGET B
rpyna, npueMama TeaMucaprad 80 mg (n=2 954) unm wraneGo (n=2 972), kato u AgaTa NPOAYKTa ce
NPUAAraT B JOMe/THEHHE KbM CTaHZapPTHOTO Jederne. CpefHaTa MPOABKHTETHOCT HA NPOCICIABAHE
e 4 romuHy u 8 mecena. He ce ycTaHOBsBA CTATHCTHYECKH 3HAYHMA PA3/THKA B YECTOTATA Ha
UBPBUYHATA CHLCTABHA KpakiHa TouKa (ChPAEUHO-CHA0BA CMBPT, HedaTaneH KHOAPKT HA MHOKapa,
HedaTaneH MO3LUEH MHCY/IT WIH XOCIIHTATH3ALHA T0Pa/IH 3aCTOHHA ChPAEYHA HENOCTATBYHOCT)
{15,7% B rpynata na Tenmucaptas 1 17,0% B rpynata Ha rwiauefo, ¢ koedHiUMenT Ha prck 0,92

{95 % C10,81 ~1,05; p = 0,22)}. Mma aanum 3a NOA3aTa OT TEAMUCAPTAH B CPaBHEHHE ¢ TUianebo 1o
OTHOLIeHHUE Ha NPEABAPUTEIIHO OfNPEAC/ICHATA BTOPUYHA ChCTABHA KpaHHA TOYKA OT CHPASHHO-ChAOBa
CMBPT, HedaTaner HHGAPKT Ha MHOKapaa M HetaraneH MoswryeH udcyar [0,87 (95% CI 0,76—1,00;
p=0,048). Hama nanHu 3a NoN3a MO OTHOIUEHME Ha HAMA/IABAHE HA CHPREYHO-CHAOBATA CMBPTHOCT
(koedupenT Ha puck 1,03, 95% nosepurenen uurepsan 0,85-1,24).

Kanimna v aursoenem ce cpo61aBaT no~paako NPH NALMEHTH, JTeKyBaHH ¢ TENMHCAPTAH, OTKOJIKOTO
NpH NaUKEHTH, TEKYBAHH ¢ PAMHIIPIL, ZOKATO IPH TEpanus ¢ TeJIMHCAPTAH HO-4eCTO ce chobinana 3a
CJIyYay Ha XULOTOHHMS,

KomOuHnpaHeTo Ha TeAMUCapTaH C paMUIIPUIT He J4Ba JOMBAHKTENHA [T0138 COPAMO
CEMOCTOATENHATA TEPANHA ¢ PAMHIIPIT MK TeaMucapTaH. ChpAedHO-ChAOBATA CMBPTHOCT U
CMBPTHOCTTA I10 BCAKA IPUUHHA, KATO YHUCACHO HU3PAKEHHE, €2 MTO-BHCOKM NP KOMOMHHPAHOTO
Jeqenne. OcBen TOBA, HMa 3HAYMMO HO-BUCOKA HECTOTA HA XHNEpKaTHeMus, Gr0pedna
HEOCTATLYHOCT, XUIOTOHMA H CHHKOIT B PAMOTO ¢ MAUHEHTH Ha KOMOHHHpaHO Jeuenue. [lopanu
Ta3H NPHYKHA, eJHOBpEMEHHATa yNoTpeOa Ha TeNMHCAPTaH K PAMHIIPHIT HE Ce NPEtOPBHBA IIPH TA3H
TTO MY TALA,

B npoyusaneto “TlpodmnaxTuien pexxiM 3a edeXTHBHO Npeana3sane OT IOBTOPEH MOYBUCH HHCYIT”
"Prevention Regimen For Effectively avoiding Second Strokes" (PRoFESS) fipu maidenTs Ha

50 roguHy WIH M0-BBL3PACTHH, KOHTO HACKOPO cA NOJYYHTH MO3BYEH HHCYAT ce 32011382 NOBHMINEHA
YECTOTa HA BH3HMKBAHE HA CEICHC NPH TeAMHKCAPTaH B CpaBHeHRE ¢ mwanebo, 0,70% cnpamo 0,49%
[RR 1,43 (95% nosepurenen untepsan 1,00-2,06)); uectorara Ha BE3HHKBaHE Ha cencuc ¢ dataiex
U3XO0[ € IOBHLIEHA IPH MaMeHTuTe, npHeMaiid Teamucaptad (0,33%) cnpamo nmaumenTute Ha
nnauebo (0,16%) [RR 2,07 (95% noeepurenen unrepean 1,14-3,76)]. HabmonaBauara nopuiiesa
HECTOTA Ha BE3HUKBAHE HA CCIICHC, CBbH3aHA ¢ ynorpeﬁm‘a Ha TeJMHCapTaH MOXKe Jia € CITy qalHO
OTKPHTA WIH Ja € CBBP3aHA ¢ MEXAHW3BM, KOHTO € Heno3Hat 3a MOMEHTa.

ZBe rojlemy paHnOMH3MpaHH KOHTpONHpaHu npoyyranns — ONTARGET (Ongoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texymo rnofanno u3nureaxe 3a
KpaHHM TOUKH HA TETMHUCAPTAH, CAMOCTOATENHO ¥ B KOMOMHaUMA ¢ pamurpuwt) U VA NEPHRON-D
(KotunuyHO NpoyvBaHe CBBP3AHO C PA3BUTHE Ha HeQponaTHd NpH JUaberT, NpoBeeHo OT
MunuCTEpPCTREO 1O BENPOCHTE HA BETEPAHKTE) — IPOYYBAT yrioTpedara Ha koMGuHauuATa or ACE
WHXHOHTOp ¥ anrHoTeH3HH [I-penentopen Grokep.

ONTARGET e npoyusane, MPOBENESHO MNPK MANMEHTH C AaHAMHE3A 33 ChPASHHO-CHAOBA
MO3BYHOCHI0BA GOMECT, HITH 3axXapeH AuabeT THI 2, NPUADPYKEHH C JaHHH 33 YBPE
e(eKTOPHH Opranu. 3a no-noJpoGHa HHPOPMALMA BUK TTO-rOpe MOJ 3arIasHeTo "
CBPACYHO-CHAOBU HHUHACHTH ", !
VA NEPHRON-D e npoyusaue nip1 NauneHTH che 3axapes adabet Tun 2 1 AnabeTH;
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Tesu npoyusaHHa HE MOKA3BAT 3HAUUM Oiaronpusred edext Bbpxy Gp6peuHuTe H/WIH ChpREeYHo-
CBAOBHTE NOCHENHLH ¥ CMBPTHOCT, KaTO ChILIEBPEMEHHO ¢a HabnionaBaHH GOBHIIIEH PHCK OT
XWIIEPKa/HeMNs, OCTPO YBpekIaHe Ha ObOpeLTe Wi XHIIOTOHHS B CPABHEHHE ¢ MOHOTEPAHATA.
Karo ce umar npeassa cxonHuTe UM (apMakOIHHAMEMHE CBOMCTBA, TE3W PE3YIITATH Ca MPMIOAKUMH
u 3a fpyri ACE uaxuburopu 1 anruotensus [I-petuentopru 610kepu cneosaTeAHo He TpaGBa xa ce
M3MIO/3BAT €AHOBPEMEHHO MpH NtalMeHTH ¢ quaberHa vedponatus,

ALTITUDE (KnstayuHo npoydsane NPOBEASHO ¢ aMHCKUPEH NPy NALMEHTH ChC 3aXapeH fuabeT THI
2 ¢ W3NON3BaHE HA CHPACHHO-CHAOBH K OBOpeyHn 3a00N4BAHMS KATO KPARHH TOUKH) € [POYUBaHe,
NPENHASHAMEHO 8 U3CIe/iBa No3ara OT J0OaBAHETO Ha ATTHCKHMPEH KbM crannaptHa Tepamus ¢ ACE
uuxuOHTOp MM aHrHOTeR3HH Il-petenTopen GIoKep NPH MALMEHTH ChC 3aXapeH AHaber THIT 2
XpoHHUHO GBOpeuHo 3abomiBaKe, ChPAECYHO-CBRORO 3a60/1BaNe Wiy 1 aBeTe. [IpoyusaneTo ¢
IPEKPATEHO NPEKAEBPEMEHHO TOPAAY NOBHIIEH PUCK OT HeONaronpHaATHH nocnenui. Kakro
CHPACUHO-CHA0OBATA CMBPT, TaKa H MHCYJITBT Ca [10-4ECTH B FpyriaTa Ha ATHCKHPEH, OTKOAKOTO B
rpymnara Ha nnanebo, a MpeacTapiIABAIMTE HHTEPEC HEXKENaHH CHOMTHA M CEPHO3HM HEXENaH!
cHOMTHA (XMDEpKATHEMIs, XHITOTOHKA 1 6B0peusa nucdyHKUMA) ce CHoBIaBAT I0-4ecTo B Irpynara
Ha aJTHCKHPEH, OTKOIKOTO B rpynara Ha mnauebo.

ENuAeMHOMOTHYHHATS POYHBAHHA OKA3BAT, He JRIrOCPOUHOTO JIeUeHHE C XUAPOXJIOPOTHAHI
HAMANABA pﬂcxa OT C"bpll&'—[HO-C'BJ].OBa 3a60neaaemoc"r H OT CM'I:pTHOCT B pesyn'ra'r Ha C’Bplle‘iHO-
ChaoBH GomecTH.

KM mMomenTa efertrTe Ha dukcHpaHaTa T030Ba KOMOMHALHA Ha TEIMHCAPTAH/XHAPOXNOPOTHAH
BBPXY CMBPTHOCTTA W CHPACUHO~CBAOBATA 3a001€BAEMOCT HE CA U3RECTHH.

Hemenaromen pax na xoxcama

Bt3 ocHOBa Ha HANMUHWTE AAHHH OT eMMAEMHOIOTHYHE HPOYIBAHNS ¢ HabMONaBaHA 3ABUCHMA OT
KyMylaTaBHarta 2o3a gpb3ka mexny XXT3 1 HMPK. Enno npoyusaHe siiousa nomynacus,
eberosia ce ot 71 533 cayqan na BKK u 8 629 cayuan va CKK, H nomyaaums or ceoteeTHo | 430
833 u 172 462 noaxoasuy koHTpoaK. Byicokata ynotpeba na XX T3 (xymynatusno >50 000 mg) e
cebpaana ¢ xopurapad OR 1,29 (95% JH: 1,23-1,35) 3a BKK u 3,98 (95% JIU: 3,68-4,31) 3a CKK.
HabmionasaHa € 2cHa BpL3Ka KyMyNaTHBHA 103a-0Troeop xakro 3a KK, taka u 3a CKK, [lpyro
NpoyYBaHe [MOKA3Ba BE3MOXKHA BPB3KA MeKAy paka Ha yeTHHTe (CKK) u excrioznnmara na XXT3: 3a
633 ciyuau Ha pax Ha ycTaaTe € nogbpaHa nomynanys o1 63 067 noaxonany KOHTPOIH, KaTo ce
H3MO13BA CTPATEr M 38 B3EMaHe Ha npody, onpesieneHa oT pucka. JleMOHCTpHpaua € Bphaka
KyMYNaTHBHA A03a-0TroBop ¢ kopurupas OR 2,1 (93% ITH: 1,7-2,6), napacreaw no OR 3,9 (3,0-4,9)
32 Bucoka ynotpeba (~25 000 mg) u OR 7,7 (5,7-10,5) 3a Haii-BucoKaTa KyMyJaTHBHA J032

(~100 000 mg) (Bx. chulo TOUKA 4.4).

HeauaTpuuna nomynanns
Esponeiickarta arenuys no nekapeTeaTa 0cBoOOXKAABA OT 3a5B/DKEHHETO 32 NIPEAOCTABAHE HA

PE3YATATUTE OT HPOYUBAHUATA NIPH XUITEPTOHHA C pedePEHTHUA JIEKAPCTBEH NPOAYKT, CHIBPIKALL
TENMHACAPTaH/ XHAPOXAOPOTHA3H/, BbB BCHUKH NOATPYNY HA NEAHATPHYHATA NOMyNaLMs (BK. TOYKA
4.2 3a undopMaLug OTHOCHO YIioTpeba B Tie{HaTpusTa).

5.2 DapMakoKHHETHYHH CBOHCTBA

EL[HOB[)@MEHHOTO NPHNIOYKEHHE Ha XHIIPOXITOPOTHASAI U TENMHCAPTAH NPH 3ApaBH HHIMBHIH HE
TMPOMEHA CbapMaKOKHHeT“KaTa Ha KOATO H 114 € OT ChCTABKUTE.

Abcopbunsg = ~

ilepopaneH npreM. AGcomoTHaTa SHOHANMIHOCT HA TeJIMUCapTaH B A03u 40 mg u 160
cBOTBETHO 42% 1 58%. XpaHara /eko CHiDKaBa OHOHATHYHOCTTA HA TEIMUCAPTAH Ka
Ha 00/1aCTTa oA KpHBaTa NnasMeHa KoHueHTpauus-epeme (AUC) Ha TenMucapTaH e 0o 6
npu 40 mg TabneTka u okono 19% cnex 160 mg xosa. 3 yaca ciaex npwiokeHHe nnaani‘en"‘iljcé

KOHUEHTPALMH ¢a NoJobHH, HE3aBUCHMO Nany TEIMUCAPTAH € MPHITOJKEH Ha riaaHo uﬁi{l\‘é"jquﬂa He
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ce o4aksa cnabara pexyxumns B AUC na npepu3euka peayKUMa B TEPANeBTHHHATA ePUKACHOCT.
TenMucaptad He KyMy/Hpa 3HAYKTENHO B MUTA3MaTa (IPX IOBTOPHO NPHAGKEHHE.

Xuapoxnopornazun: IUkoBHTE KOHIEHTPALMA HA XUIAPOXIIOPOTHAIK C€ HOCTHIAT B PAMKHTE Ha
npuGnusurenso 1,0-3,0 uaca ciaen Nepopaiel IpHeM Ha TeIMUCAPTAH/XHAPOXIOPOTHASHL.
AbcomoTHata 6roHamuHOCT, Gasipana Ha KYMYJIATHBHATA PEHANHA EKCKPELHS Ha
XHAPOXNOPOTHAZM, € OKono 60%.

Pasnpeneneune
Tenmucapran ce cpp3Ba B roNAMa CTENEH C TUIA3MEHMTE NPOTEUHH (>99,5%), rnasHo ¢ anCyMuH 1

anda -xucen rmokonpotenn. CpeHUAT NpHBHAEH 00eM Ha pasnpeAcNeHHe Ha TE/IMHCAPTAH € OKOJI0
500 uTpa , KOETO MOKA3BA TOUBIHHTENHO THKAHHO CBbP3BAHE,

XHAPOXNOpOTHA3HA ¢¢ CBHP3IBa B 68% ¢ [1a3MEHHTE IPOTEMHH H NPHBHIHUAT My ofleM Ha
pasznpenenenne e 0,83-1,14 L/kg.

buotpanchopmaning

Tenmucapran ce MetTabomu3unpa 4pe3 KORIOTaLMA KaTo 00paszysa (apMakoNOTHYHO HEAKTHBEH
AUHNTHOKOPYHMAL. THIOKOPYHBABT HA OCHOBHOTO BEIUECTBO € eAMHCTBEHUAT MeTabouT,
KAeRTHOUIMpPaH npy yoBeka. Cel eAHOKPATHA 032 HenAlan ¢ pafHoaKTHBeH Bernepon C
TEMMHCAPTAH [TUOKOPYHUIET NpEACTaRiRa pubnusuTenno 11% ot uaMepeHaTa pagMOakTHBHOCT B
nnasmara. M3cetzumure Ha uutoxpoM P450 Hamar yyactie 8 MeTaGonHama Ha Te/IMHCAPTaH.
XHAPOXNOPOTHAIKA HE ¢ MeTaGOaHIHpa IIPH X0pa.

EnvMunnpane
Tenamucapran: KaxTo cnen HHTpaBeHo3HO, Taka W cliefl NEPOPANTHO punokenne Ha C Genasan

TENMHCAPTaH, N0-To/iAMaTa 4acT OT NPUETaTa 103a (>27%) ce e/mMUHLEPa ¢ U3NPAKHEHUITA Upes
OunmapHa exckpenss. B ypusaTa ce OTKpUBAT CaMO HE3HAYMTENTHU KOJIMYECTRA. TOTATHYS ILTa3MeH
KNMPBHC Ha TEJIMUCAPTAH ClIE]l MIEPOpaHO NpiokeHue e >1500 ml/min. Tepmusanuuar nonykueor
Ha enuMHHKpaHe e >20 yaca.

XuApoxXTOPOTHA3M/L CE EKCKPETHPA HILAIO HEepoMeHreH ¢ yputara, Okono 60% oT nepopanuaTa 103a
¢ CNHMUHKHPa HelpoMeHeHa N0 48 vaca. brGpeunuat xnupuHC e okono 250-300 mi/min,
TepMUHATHUAT eTMMAHALMOHEH NONYXKUROT Ha XHAPOXIOpoTHasH & 10-15 yaca

Jlunefinocr/sequnelinocT

Tenmucapran: ©apMakOKWHETHKATA Ha TEIMHCADTAH TIPH [IEPOPAIHO IIPUIOKEHNE € HEMMHEHHA IpH
no3u ot 20-160 mg ¢ no-ronMMo OT NPONIOPUMOHATHOTO OBHIIEHHE Ha TLA3MEHHTE KOHLGHTPALHY
(Crax 1 AUC) nps nO-BUCOKHTE 03K,

(PapMakOKHHETHKATA HA XHAPOXTOPOTHRSH € THHEHHA.

Creyuannu nonylayuu

Crapuecka RB3pacT
DapMaKOKHHETUKATA Ha TEMHUCAPTAH HE C¢ PasiiaBa MEXAY NAlMeHTH B CTapUecKa Bh3PacT U Te3u

fo-MIaaH OT 65 ToIUHY.,

Ilon
TIp# xKeHK TIa3MEHHTE KOHLEHTPAUKM Ha TeIMHCAPTAH 00uYaitHo ca 2-3 [1TH N0-BHCOKM, OTKONKOTO
1IpH Mbxe. B KTHHUYHUTE Npoyusanud, obave, NPy skeHM He ce HAGMIONABAT 3HAYHMO YBETUYEH
OTI'OBOP HA KPBBHOTO HALATAHE HITH YECTOTATA HA OPTOCTATHYHA XHIIOTOHHA. He ce Hanara
Kopurupane Ha fno3arta. I1pi skesu uMa TeHAeHLHE KBM TIO-BUCOKH TIIa3MeHH HHUBA Ha
XHAPOXJIOPOTHAZNA, OTKOJIKOTO 1IpH Mbike. Tora 0fadye HAMA KINHHMYHA 3HAYHMOCT.

Brlpeuno yepexaane

HNAIMEHTH C /IEKO [0 CpeaHo TexKo OuDpeyno yspexnane (eraTHHHHOB KnMpeHE 30- &0 mLfmm,’
cpeato oxono S0 mL/min), He ce Hanara KOpUrHpaHe Ha AO3ATA NPH NAMHEHTH ¢ HAMATEHE 5‘55[36‘{!{3
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(yrxups. Teamucapran He Moxe Ia Gpie oTaesen npu xemoauanu3a. [Ipy NaUKeNTH ¢ HAPYIUEHH
GpOpeunH GyHKUMM CTENeHTa HA STHMUHMpPAHe Ha XHIPOX/IOPOTHAsHA € pedylHpana. B enro
THOMYHO NPOYUBaHe, BKIIOYBALID MALMEHTH ChC CPESH KPeaTHHHHOB KIHpLHC 90 mL/min,
NOTYKHBOTET HA €AMMHUHAPAHS HA XHAPOXIOPOTHA3HA ce yBenuyasa, [Ipu dyukimonanuo
aHe(ppUYHHM MAUMEHTH eNMMUHATIMOHHUAT NMOTYXKHBOT € OKONo 34 yaca,

YepHOapoGHO yBpekaaHe
DapMaKkOKHHETHHHITE NPOYIBAHNSA MIPH NALHEHTH ¢ 4ePHOIPOOHO YBpeKIaHe NMOoKa3BaT NOBMUIARAHE

Ha abconioTHaTa GHonanuuHoCT N0 okoo 100%. [Mpu naupeHTH ¢ YepHOapOGHO yBpEXKIaHe
EIHMUHALMOHHHMAT NOTYXHBOT HE € IPOMEHEM.

5.3 Hpeakansuusu JaHHH 32 Ge30MaCHOCT

Tanynon HCT 80 meg/12.5 mg Tabnerku

Ilpu npeaxTHHAYHE TPOyuBaHMA 32 $e30NMACHOCT ¢ EAHOBPEMEHHO MPUIOKEHHE HA TETMHCAPTAH U
XAAPOXIOPOTHAIMI NIPH HOPMOTEH3HBHH IUTBXOBE H Ky4eTa, JO3H, CPABHHMH C TEIH B KIHHHIHKA
TepaneBTHYECH AHATa30H HE NPEAH3BHUKBAT 6(PeKTH, PA3NTHYHH oT HAGMIOABAHKTE [PH
CaMOCTOATEJIHOTO NIPUIIOKEHUE Ha JBeTe BellecTra. HabmoaaraHiTe TOKCHKONOTHYHH IPOMEHK
HAMAT OTHOLIEHHE KBM H3NON3BAHETO 38 TEPANSBTHYHH LIENH NPH YOBEKA,

Tapngon HCT 80 mg/25 mg rabreTku

He ca npoBejieHn aonsanuTensy npoyyBaHps ¢ KomGHHAIA ¢ (ukcHpasn o34 80 mg/25 mg. [pu
NpeAKIHHUYHY MPOYYBaHHUA 33 HE30MaCHOCT ¢ eHOBPEMEHHO NMPHAMKCHHE Ha TEIMHCAPTaH H
XHAPOXAOPOTHASHJ NPH HOPMOTEH3HBHY JUTBX0BE H KY4eTa, JO3U, CPAaBHHMH C TE3M B KITMHWIHMA
TEPANeBTHYCH AMANA30H He PeAU3BHKBAT eeKTy, PasTHIHH OT HabMoAaBanHTe NIPH
CaMOCTOSTENHOTO MPIIOKEHUe Ha JIBeTe BewiecTa. Habnronapanure TOKCHKONOMHYHY POMSHH
HAMAT OTHOIUCHHE KBM H3{I0A3BAHETO 38 TePaneBTHYHH LIEJTH NPH HOBeKa,

TOKCHKOTOrHaHHTE RAXOKH, 106pe NO3HATH OT NPeIKIHHUYHUTE NPOYUBAHMA HA HHXUOMTOPK Ha
aHTUOTEH3UH KOHBEPTHPALIHA €H3WM H aHTarOHUCTH Ha aHrHoTeH3HH 11 peuenroprre ca:
HaManapaHe Ha (IAPaMETPUTE Ha YEPBEHNTE KPHBHM KJIETKH (EPUTPOLIATH, XEMOTIOOHH, XEMATOKPUT),
npomMeHH B Gp0peyHaTa XeMOHHAMHUKA ([IOBUMICHO HHBO HA 230T B KPLBTA M KPEaTHHHH), TOBHLICHA
AKTHBHOCT Ha MNA3SMEHNA PEHUH, XHNEPTPOPHA/XHIIEPILIA3UA HA IOKCTATOMEPYNAPHHUTE KIETKH U
YBPEK/IaHe HA CTOMAIIHATA AHraBHLa. CTOMAIIHHTE Ie3HMH MOraT Ja 6naaT
NpeJOTBPATEHH/OTPAHMMEHH Upes NIEPOPATHO No0aBSHE Ha QMIMONOIHYEH PA3TROP H FPYTIOBH
KUTHA 3 KUBOTHHTE. [1pH Ky4eTa ca Habmopasany Or0peuna TyGynapHa qunatauus v aTpodus,
Cuura ce, 4e Te3H HAXOMKH Ce IR/DKAT Ha (HapMAKONOTHIHATA AKTHRHOCT HA TEJIMHCAPTAH.

Hsma sicuu nanny 3a TepatoreHeH edekT, BHAPEKH TOB2 HPH TOKCHYHH JO30BM HHBA HA TETMHCAPTAH
e HabmonaBan eeKT BbpXy NOCTHATATHOTO Pa3BUTHE Ha NIOTOMCTBOTO, KATO TIO-HHCKO TENECHO TErNo
H 3a0aBeHO OTBApAHE HA OUKTE.

HsaMa noka3aTencTea 3a MyTareHHOCT U ChOTBETHA KIIACTOTEHHA AKTHBHOCT Ha TEIMHCAPTaH IpH
H3IUTRAHHASA i Vitro ¥ KAPUHHOTCHHOCT OPH IITEX0Be W MHIIKM. [Ipoyusanuara ¢ XMApOXIOpOTHASH,T
J1aBaT HECMIYPHH 1aHHH 33 TEHOTOKCHYHOCT WK KapLMHOreHHu eeKTi pH HAKOH EKCTIEPUMEHTATHH
MOfend. Benpexu TOBa, HATPYNaHMA ONUT OT M3MON3BAHETO HA XMAPOXIIOPOTHAIU/L NIPU YOBEKA HE
llaBa 10KA3aTENCTRA 33 BPB3Ka MEXAY yIoTpedara My d MOBHIUEHA YECTOTa HA HECILIA3MHTE,

3a deToToKcHUHMA NOTEHIMAN Ha KOMOHHALMATA TE/IMACAPTAH/XHAPOXNOPOTHAM]L B, Touka 4.6,

6. DAPMANEBTHURH TAHHR
6.1 Chnnchk HA NOMOMHHATE BElleCTBA

Marme3sues creapar (E470b)
Kaiues xuapokcua
Mermymunu

IMTosunox
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Hartpuep HuliecTeH ridkonar (tun A)
MuxpokprcTaiba Henynosa
Maunpron (E421)

6.2 HecnBMecTHMOCTH
Henpunoxumo.

6.3 Cpox Ha rogmoct

3a 6nucrepy ot AV/AL
3 ronuHu.

3a Gnucrepn o1 AV/PVDC/PVC u HDPE Tabneren koureiinep:
2 TOAHHY,

6.4 CuoenuajsHH yCJIOBHR Ba ChXpaHeuye

3a 6ancrepu ox AL/AlL u HDPE taGneten xoxreiitep:

Toau NCKAPCTBEH TIPOJYKT HE H3HCKBE CTICLHATHH TCMIICPATYPHU YCJIOBHA 33 CHhXPAaHEHNE.

3a Gimcrepy ot AV/PVDC/PVC:
Ja He ce cexpansaea nag 30°C.

6.5 Bua H chaABLpHKAHNE HA ONAKOBKATA

Onimupanure TabneTin ca omakosank 8 OPA/A1/PVC//A] 6ancrep uny B npo3spaden, GeslipeTeH
PVC/PVAC/Al 6ructep, win B 6an, xperea HDPE Tabneren koureituep ¢ HDPE cymmues,
ChABPHKAUL CHIRLMEB TNOKCH, 3aTBOPEH ¢ Osna, oThapsaema, LDPE kanauxa che 3almiTeH OpbeTEH.

Bructep: 28, 3¢ 1 90 Tabinetky,
Tabneren koxreitnep: 30 u 90 TabaeTxH.

He Bcuuky BHIORE OMAakoBKH Morar fa GBAAT MyCHATH B npogaxa.
6.6 Coeunajgnn npexnayy MepKH NPH KIXBLPAAHE B pabora

HamMa cneunansn M3HCKBAHAA,

7. HPUTEXATEJ HA PASPEINEHUETO 3A YIIOTPERA
(Gedeon Richter Plc.

Gydmrdi Gt 19-21

1103 Budapest

YHrapus

8. HOMEP(A) HA PAJPEIIEHHUETO 3A YIHOTPEBA

80 mg/12,5 mg: 20130339
80 mg/25 mg: 20130340

YHOTPEBA
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Hara Ha mbpso paspewapane:15.10.2013
Jlata na nocaenuo nonHosasande: 09.08.2018

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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