KPATKA XAPAKTEPUCTHKA HA TIPOYKTA

[ W3NBERHUTENHA ATEHLINA N0 NEKAPCTBATA

L HUME HA JTIEKAPCTBEHWH TIPOAYKT Kpamua XapaKmepucimuKa Ha npogyxma - Mpuoxenus 1
Teacon Ilmoc 80 mg/25 mg Tabetich Ko P65, Mo oy SO D G5 i
Telsol Plus 80 mg/25 mg tablets - J2
¢ ® PaspeweHue N 86‘//7{7 /] / 12
10. 02. 201
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2. KAYECTBEH H KOJIHUECTBEH CHhCTAB

Beska Tabnetka ceaepxa 80 mg Tenmucapran  (telmisartan) v 25 mg  XuAPOXNOpOTHA3HA
(hydrochlorothiazide).

TMomolIHH BEIECTBA ¢ HIBECTHO AelcTore: BeAKa TabneTka chIBpKa 99,67 mg 1aKT0o3a MOHOXHAPAT.

3a FeNHHS CIHCHK Ha NOMOILIHHTE BEIlleCTBA, BHKTE ToUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerxa.
Huamersp npudnuzutenyo 12 mm.

Kprran neycnoiinn Tabnerks, OUBeTeHH B OAI0 H KBATO.

4. KJIMHUYHYN JAHHH
4.1 TepaneBTHYHA IOKAIAHHS
Jledenre Ha eCEHUHATHA XHIIEPTOHHAL.

KomOuHHpanusat nekapctseH npouykr Tencon Ilmoc 80 mg/25 mg e ¢ duxcupanu gosu (80 mg
TENMHCAPTAH /25 Mg XHAPOXNOPOTHAINE) H € HOKA3AH 34 NEYEHHE HA BB3PACTHH, YHETO KPLEHO HATATRHE
HE € KOHTponUpaHo agekpaTHo ¢ 80 mg TenMucapran /12,5 mg XHAPOXIOPOTHASHA MK Ha BB3PACTHH,
KOHTO ca CTaGHITH3HPaHH NPEAH TOBA ¢ TEMHCAPTAH H XHAPOXIOPOTHA3HA, IPHEMAHH OTIENHO.

4.2 Jlo3npoBKa H HAYHH HA DPHICKEeHHE

Ho3uposka
Buapacmnu:

Teacon Ilntoc 80 mg/25 mg ce npuema OT NalLMEHTH, YAETO KPBBHO HaNRraHe HE € aICKBATHO

KOHTPOJHPAHO NPH NpHEM Camo Ha TenMucaptad. [lpenu Ja ce MpeMHHE KbM TO3H--ROMOHHHPAH

JNEKApCTBEH NPOAYKT ¢ PHKCHPAHH H03H € HeoGXOIMMO NOOTAENHO Aa Ce THTPHPAT z@mm&jg\
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npara KoMnoHenta. IIpH NOOXOAAWM KNHHAMHH TIOKA3aHHSA MOXKE JHPEKTHO Ja C€ NpPEeMHHe OT
MOHOTEPANAATA KbM NPHEM Ha KOMGHHHPaHHA JIEKaPCTBEH TIPOAYKT.

—~  Tencon Iimoc 80 mg/25 mg Moxe Oa ce MPHIOKH eHH BT JHEBHO NPH NAUHEHTH, YHETO KPbBHO
HAJISraHe He € KOHTPOJNHpaHo agekpaTHo ¢ 80 mg Tenmucapral /12,5 mg XUIPOXIOPOTHASH MITH
Ha [MAalMEeHTH, KOUTO ¢a CTa0MIM3HpaHHW TPEAH TOBA C TEIMHMCApTaH H XHAPOXIOPOTHA3MA,
NPHEMaHH OTAENHO

Cneyuannu nonyrayuu:

Ilayuenmu ¢ Gvbpeuno ygpeacoane: IlpenopbyBa ce NepHONHYHO NpociensBaHe Ha GpOpeunnTe hyHKIMY
(Bx. TOUKA 4.4).

HTayuenmu ¢ wepnodpobuo yepexcoane: TIpH NAlHEHTH C JIEKO A0 CpefHO YepHOApoOHO yBpexnaHe
JA03HpOBKaTa He TpaGBa na HaaeHara 40 mg TenMucapran/12,5 mg X#ApoXnopoTHA3HA BEAHBX AHEBHO.
Tencon ITmoc He e mokazaH 3a JEYEHHE HA MAUHEHTH ¢ TEXKKH YepHOApOOHM HapymieHuA. ThasnOouTe
TpAOBA N2 Ce U3NOM3BAT NPEeANazHBO [IPH MALHEHTH ¢ HapYmeHH YepHoApoOHH dyHKIHH (BK. TOUKa 4.4).

Ilayuenmu ¢ cmapuecka ev3pacm: He e Heo0X0ZHMO KOpPHTHpaHe Ha 103aTa.

Heduampuuna nonyaayus: He e ycranoBeHa OesonacHocTTa H edrkacHoctTa Ha Tencon Ilmoc npy zeua
H IOHOIUH Ha pB3pacT nox 18 roxunn. HaMa Hanu4AK AaHHM.

Haunn Ha npuioxente

Tabnetkute Tencon [Lnoc ca npegHasHA4YeHy 338 NEPOPANHO [IPHIIOKEHHE BeINLX AHEBHO H TpsabBa Ja ce
MpAEMAT € TEYHOCT, CbC HIH Bez XpaHa.

IipeanasHy Mepkd, kKouTo TpAOBa Aa GbaaT B3eTH mnpeay paloTa HIM NPHIOKEHHE HA JEKAPCTBEHUS
IpOAVKT.

Tencon [Imoc Tpabea 1a ce cbxpaHsBa B 3anevaTaHds ONHCTED, NOPaAH XHIPOCKOMHMYHHTE CBOMCTBa Ha
tabnerxure. TabneTkHTe TpAGBA Ja ce H3BAKAAT OT OAHCTEpA HEMOCPEACTBEHO TIPEAH ynoTpeba.

43 IIporuBonokazanus

— CppBXUYBCTBHTENHOCT KbM JIEKAPCTBEHOTO BEIECTBO HIIH KM HAKOE OT MOMOLIHHATE BellecTsa,
H30poeHH B TOUKa 6.1.

— CBpBbXUYBCTBHTENHOCT KbM MPOH3BONHHTE Ha CynoHaMHAHWTEe cyOcTaHumu (TBH KaToO
XHIPOXJIOPOTHASHA € CYNhOHAMHAHO IPOH3BOAHO).

— Bropo u TpeTo TpuMeceuHe Ha GpeMennocTTa (BXK. TOUKH 4.4 1 4.6).

— Xonecrasa ¥ oOCTPYKTUBHH HAPYLUEHHS HA ¥ILYHHTE THTHIIA.

— Texxo uepHOAPOOHO YBpEeKAAHE.

~  Texxo 6u0peuno yBpexnane (KpeaTHHHHOB KAMPEHC < 30 ml/min).

— Pedpaxropra XunoKaTHEMHS, XHNEPKATLHEMHUAL.




EnnorpemenHara ynotpefa Ha TeIMHCAPTaH € ATHCKHPEH-ChOBPKAIMIK IPOAYKTH € NPOTHBONOKA3AHA [IPH
NAaLHeHTH ChC 3axaped Anaber wnu 6nOpeuno yppexxaane (GFR < 60 ml/min/1,73 m2) (Bx. Todku 4.5 0
5.1).

4.4 CrienHaIny npegynpexacHHs H NPeIna3Hi MEPKH npy ynorpeba

¢ Bpemennocr

He TpsalBa na ce 3anoysa npHeM Ha anruotensHH I penenTopHH aHTArOHHCTH MO BpeMe HA GPeMEHHOCT.
IMaumentkute, KoHTO mnNamHpaT OpeMeHHOCT, TpsfBa nma [pPEMHHAT KXbM  ANTEPHATHBHO
AHTHXUIIEPTEH3UBHO JledeHMe C YCTaHOBeH npodun Ha Oe3omacHOCT mpH ymorpefa no BpeMe Ha
OpeMEeHHOCT, OCBEH AKO CE CHHTA, He € OT 0co0eHa BRKHOCT Ja ¢ TIPOABLIDKH JISHEHHETO ¢ AHTHOTEHSHH 11
PELENTOPHH AHTATOHHCTH. AKO € JHATHOCTHUHpaHa OpeMeHHOCT, JICYSHHETO ¢ aHTHOTEH3HH II
PELIENTOPHH aHTAaroHWCTH TpsAGBa We3abaBHO xa OBIe NpeycTaHOBEHO H aKo e nogxoasmno Aa Opae
3aM0YHATO AJITEPHATHRHO JeUeHHE (BXK. TOYKN 4.3 1 4.6).

¢  UYepHoapoGuo yBpexaaHe

Tencon ILkoc ne TpAdBa Aa ce MpHIara NpH MalHEeHTH ¢ XONecTasa, ¢ KITbYHH 00CTPYKTHBHH HapyIHEHHS
HIY Texkka yepHoapobHa nHCydHUMeHUHS (BXK. Touka 4.3), Thi KAaTO MO-TONSIMAaTa YacT OT TeAMHCApTaH
ce eAMMMHMpA Ypes Kmbykara. [Ipu Te3H ManHeHTH MOXE Jia ce OYaKBa HAMAaNeH YepHOAPOGEH KIHPBHC
HAa TEAMHCApTaH.

Oceen ToBa, Tencon Ilmoc TpaGBa na ce mpHnara SHHMATENHO NPKX NALUMEHTH C HApyIIeHHA B
yepHOApoOHATA QYHKLMA HIH NPOTPECHpaLIO YepHONPOGHO 3af0NMBaHe, Thii KATO B TE3H CIIydaH MAJIKH
MPOMEHH BBB BOXHO-CNEKTPONMTHAA GanaHc Morar Ja fosejar fo 9epHOApoGHa Koma. HaMa KIHHAYHH
JaHHH 32 H3nonzsaHeTo Ha Tencon [IMOC NPy DalHEHTH ¢ 9epHOSpOGHH HapylleHHs.

» PeHoBackynapHa XHNEPTOHHSA

Korarto naudenTs cbe cTeHO3a Ha ApeTe OROpPEUHH apTepuH MM CTEHO3a HAa ApPTEPHATA KbM eJHHHYCH
dyrxuHoHupam GBOpex ca TpeTHpaHM ¢ JeKapcTBa, MOBJHABALIM CHCTEMATA PEHHH-AHIMOTEH3HH-
ALAOCTEPOH CHINECTBYBA NOBHILEH PHCK OT TEXK2 XHIIOTOHHA M Op0peyHa HENOCTATEYHOCT.

e Bxlipeuno yBpexaane H 6n0pevsa TpancoaanTanus

Tencon Ilmoc He TpaAbBa fna ce mpunara NpH MauMeHTH ¢ TeXKo ObOpeuHO yBpexnaHe (KpeaTHHHHOB
kaHpbHe < 30 ml/min) (Bx. Touka 4.3). HAMa Z0OCTATEYHO NaHHKM MO OTHOIIEHHE HA MPHIOKEHHETO HA
Tencon Ilmoc 80 mg/25 mg npu nauyeHTH, NpeThprey Hackopo GbOpeuHa TpaHcanTawus. Hamue e
OrpaHH4YeH OMHT OoT ynorpebara Ha Tencon Ilmoc MpH NANHEHTH © J€KH A0 CPEOHO TeXXKH OBOpevHH
HapyHISHHA, HOPAJH KOETO Ce NPENopbYBa NePHOIHYHO NPOCNeAssaHe Ha HHBATA HA Kaluii, kpeaTHHHH U
MHKOYHA KHCeNHHA B cepyMa. [IpH mMauuenTH ¢ HapyweHH OpOpednHM (yHKUHH MOXe Aa ce NOSBH
430TeMHA, CBbP3aHA C THA3HIHHUTE JHYPETHLH.

¢ BrTpechAoBa XHROBOJAEMHA
CumnToMaTHYHA XHIOTOHKSA, 0OCOOEHO CIEH TbpBaTa 4038, MOXe Aa ce HabJIoaBa IPH alHeHTH C-TeXbK
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C OrpaHH4CHO IPHEMAHE HA COJT, JHAPHA HIIH NOBpblIaHe. Taxupa cHCTOAHHA TpA6EA 12 OBAAT KOPUTHPaHH
npeny npanoxeHue Ha Temncon [Tmoc.

¢ /[Isoiino 610xHpane Ba PEHHH AHIHOTEH3HH -a/0ocTepoHoBaTa cacTema (PAAC)

Hma nannu, ue emHoBpeMenHata yrotpeba Ha ACE unxuburopw, anrnotensuH I[-penentopau GnokepH
HJIH ATIMCKHPER [TOBHIIABA PHCKA OT XHOOTOHHSA, XHNEpKalHeMHis H HamallaBaHe Ha Ox0Opeunara dpyHKuuA
(exmounTenHo ocTpa Gp0peyuna HeaocTaTEYHOCT). Ilopany ToBa He ¢e MpenopbYBa ABoHHO OlIOKHpaHe HA
PAAC 4pes xombunupanara ynorpeda na ACE unxuburopn, anrnoTessut [I-penentopun Giokepn HIH
aMICKHPEH (BX. TOYKH 4.5 K 5.1).

AKO ce NpeLeHn, Ye Tepanuarta ¢ ABoiiHo GnokupaHe e afcomoTHo HeoOXoauma, ToBa TpsGBsa Aa cTaBa
caMO noj HabMOAEHHETO Ha CNELHANHCT H MPH Y4eCTO BHHMATEJHO MOHUTOpHpaHe Ha OBOpeunaTa
(GYHKLHS, TEKTPOIHTHTE H KPbBHOTO HAJIATAHE.

- ACE unxubutopu W aHruorensun Il-peuentopum GnokepH He Tpa0Ba Aa ce H3MON3BAT
€HOBPEMEHHO NPH MAUHEHTH ¢ AHabeTHa HedponaTHa.

. I[pyrn CBCTOAHHA CHC CTHMYJIANHA HA CHCTEMATA PeHHH-2HTHOTEH3HH-AJR0CTEPOH

Ipu mamuveHTH, YHiTO BacKynapeH TOHYC H OBb0peuHa QyHKIHS 3aBHCAT OCHOBHO OT aKTHBHOCTTA Hd
CHCTeMATa pEHMH-aHTHOTCH3WH-QJJIOCTEPOH (HanpHMep MNALUMEHTH C© TeXKA 3acTOHHA ChphevHa
HEJOCTATBYHOCT HAH nognexawo ObOpeuno 3alonsBaHe, BKMOMHTENHO M creHosa Ha OwOpednara
apTepHs), NEYEHHETO C JNEKAPCTBEHH NMPOAYKTH, KOMTO MOBIMABAT Ta3H CHCTEMA MpEeIH3BHKBA OCTpa
XHIIOTOHHS, XHITEPA3OTEMHSA, OJUIYPHS HIHM PAAKO ocTpa 61OpeyHa HeaOCTaTsYHOCT (BX. To4Ka 4.8).

¢ IIupBHYEH ANZOCTEPOHHIBM

ITanpenTs ¢ MBPBHYEH AJJOCTCPOHM3IEM IO TIPHHIMN HAMA Ja PSATHPAT Ha aHTHXHNEPTCH3WBHU
JEKApCTREHH NPOAYKTH, JelcTBamiH Ype3 MHXAOHLAA HA CHCTEMAaTa pPeHHH-aHrHoTeH3HH. [Topany ToBa,
ynorpebata Ha Tencon [Timoc He ce mpenophyBa.

e CreHoza HA SROpPTHATR U MHUTpAadHA Kaana, o0CTpYKTHBHA xmneprpodEvHa
KApAHOMHONATHS

KakTto npu ApYrHTe Ba3oqMAATaTOPH, CELHAAHO BHHMaHHE € HeOOX0JHMO NPH NALHEHTH, CTPASAIM OT
a0PTHA HJIH MHTPaHa CTEHO3a HIIH ODCTPYKTHBHA XHITEPTPodHIHA KapAHOMHOIIATHS.

¢ MeraboauTHa B eHIOKPHHHH eheKTH

JledeHRETO ¢ THAIMOH MOXE [a HAPYIIH TIIIOKO3HHA TOJEPAaHC, NOpaAH TOBa NMPH MAUHEHTH ¢ AHaber,
NEKYBAHA ¢ HHCYJIMH HAH aHTHAHAOETHH JekapcTBEHH TIPOAYKTH W TEpalHs ¢ TEIMMCApTaH, MOXe Ja
HACTBIIH XMNOrTAKEMHS. 3aT0B4, NPH Te3H NauMeHTH TpAtBa Aa ce OOMHCIH CLOTBETHO [IPOCICANBAHE Ha
KPBBHATA 38Xap H MOXE Ja ce HAJIONKH KOPHIHpaHe Ha J03aTa HAa HHCYAMHA WIn antHiHaberumnre
NIEKapCTBa, KOTraTo € nokazaHo. [1o BpeMe Ha TepanuaTa ¢ THA3HAH MOXKe Aa ce MPOSBH aTeHTEeH 3axapeH
nuader.

Jle4eHHETO ¢ THAHAHH AUYPETHIM C€ CBBP3BA ¢ MOBHIIABAHE HA HMBATA HA XONECTEPOI H TPUTTHUEPHH.,
Bee nax, mpu fo3a 12,5 mg TuasuaeH NHYPETHK, Te3n eekTH ca MUHUMAIHY MM Iuncear. [Ipn Hakou
NAUMCHTH Ha THA3UAHA TEPAITHS MOKE A4 ¢ PA3BHe XHIePYPUKEMUs HIH PasTbPHATA MOfArpa, ===,
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* Enexrponnren anchananc

KakTo npu BCHYKH NMALHEHTH Ha AHYPETHYHA Teparmus e HEoOXOAHMO HA ONpeeleHd HHTCPBANH A8 ce
NPOBEKIA NEPUOAHYHO MPOCAEIBAHE HA HHBATA Ha €NEKTPOIHTHTE B cepyMa. THa3HAMTE, BKIFOUHTENHO
XHAPOXAOPOTHA3HA, MOratr Ja [OBeJaT /0 BOJHO-eNeKTponuTeH nHcbanaHc (BKIOYHTEIHO
XANMOKANMEMHA, XHIOHATPHEMHA H XHNOXIOpEMHYHa aikanc3a). HavamHure npu3HamH 3a BOAHO-
eJIeKTPONIMTEH AHcOananc ca; CyXoTa B yCTaTa, XKaxk/aa, acTeHHd, CbHIHBOCT, 3aMaliBaHe, 6e3moKoHCcTBO,
Gonka B MYCKYJINTE HJTH MyCKY/JHH KpamiH, MYCKYJHa c/laloCT, XHIOTOHHS, ONUTYPHSA, TaXHKapaHA H
CTOMALIHO-YPeBHH CMYLIEHHA KATO TaficHe WM MOBpBILaHe (Bx. Touka 4.8).

- XHunokaluemus

Bbopeku ue, NpH ynorpefara Ha THasHIHK AMYPETHIH MOXe A3 €€ pasBUC XHIMOKATHEMHA,
€JHOBPEMEHHOTO NEMEHHE C TENMHCApTaH MOXE Ja peiynupa npeAH3BHKaHATa OT AHYPETHUHTE
XANOKAIIHeMHs, PHCKBT OT pA3BHTHE HA XHITOKATHEMHSA € NO-TOJIAM [IPH NALHEHTH ¢ 4epHOIpo0Ha UHpO3a,
NPH MalHeHTH CbC 3acHNeHa Auype3a, NPH NalHeHTH, KOUTO MOSMAaT HEaJeKBATHO KOIMYECTBO
€JIEKTPOMHTH MPE3 YCTaTa W MPH MALUEHTH, KOMTO SAHOBPEMEHHO €€ JICKYBAT C KOPTHKOCTEPOHAH HIH
anpeHokopTHKoTponeH xopMoH (ACTH) (Bx. Touka 4.5).

- XunepxaniueMHus

B NpOoTHBONONOXKHHS Clyuail MOKE Aa ce CTHTHE A0 XMIEepKalHeMmud, AB/DKAIA ¢ HA aHTAMOHH3MA HA
Tenmucapran (KomrnoHent Ha Tencon Imoc) keM arruoren3nH II (AT1) peuenropate. Makap ye, aocera
He € oT0ens3ano HafWKe Ha KITAHHYHO 3HAaYMMa XUNepKaIMeMus TIc BpeMe na Jeyenne ¢ Teacon Ilnioc,
DHCKOBMTe (DaKTOpM 33 DA3sBHTHETO i BKIIOYBAT OBOpewHa HENOCTATBYHOCT H/HIH ChphedHa
HEAOCTATBMHOCT M 3axaped Auaber, Kanuii-chbxpaHssamiiTe AHYpeTHLH, KalHeBHTE [00aBkH HIH
3aMECTUTENATE HA COJTA, ChABPXKALIM kanui TpgOBa Za OBLAAT BHHMATENHO NPHIAraHH O BpeMe Ha
nedgenue ¢ Tencon Ilmoc (B, Touka 4.5).

- XHHOHanHBMHSI H XHITOXJIOPEMHYHA aJIKano3a

Hsama panum, ge Tencon [laroc Moke aa peAyuupa unu NpeJoTBPaTH NpeIH3BHKaHATZ OT AKYPETHINH
XHNIOHaTpHeMus. XNOpHAAT feGHIUT OGUKHOBEHO € NeK H He Halara JOIbIHHTEIHO JIeYeHHe.

- XHIIepKAIUHeMHS

THasHAMTE MOraT J2 HAMANAT M3NbUBAHETO Ha KaiOuil c YpHHATA H Jia J0OBEJAT A0 NMPEXOAHH M NEKH
YBEIHYEHHS HA CEPYMHHA KaJLHil [IPH JIMNCA HA YCTAHOBEHH HAPYILICHHS B KaJIHEBHA METaboNHILM.
3HauHTeNHaTa XHIEPKANUHEMHA MOXE Jia € OKA3aTeNCTBO 3a CKPHT Xuneprnapatupeonaussm. Ilpeau na
ce TpoBene H3cneiBaHe Ha napaTHponIHKTe QYHKIHA TpsOGBa Aa ce NpekpaTH NPHEMa HA THa3HAH.

- XHmoMarHesueMus

THasHAATE yBENHYABAT OTASNAHETO Ha MarHe3Hii ¢ ypHHATa, KOETO MOXKe Aa AOBEE 0 XHIIOMATHE3HEMHSA
(3. Touka 4.5),

» JlaKkTo03a MOHOXHApPAT

To3H NekapcTBeH NPOAYKT ChABPIKA NAKTO3a MOHOXHIpPAT. [lanHesTHTE C pAAKO CPELIaHHTE HACTCACTBEHA
HETTOHOCHMOCT KBM (PYKTO3a W/HIH C HACICICTBEHA HEMOHOCHMOCT KBM ranakrosa, Lapp-naxraseH

IDeduuAT UM rIOKo30-Tranakro3Ha Manadcopbuns He TpAGBa Ja IpHeMaTt ToBa ﬂeKapCTBO:/ [
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¢  ETHRYECKH pa3saMaust

Kakto e HaGnroaBaHO NpH APYTHTE AHTHOTEH3HH [ pellenTOpHA aHTarOHUCTH, TEAMHCAPTAH € OYEBHIHO
I0-ManKko edeKTHBHEH B MOHIKABAHETO Ha KPLBHOTO HAJLAraRe [IPH X0pa OT YepHATA paca, OTKOJIKOTO NP
JPYTHTE PacH, BEPOATHO NOPajH [10-4ECTOTO CPEelllaHe B YEPHATA NONyNauus HA HACKO PEHHHOBO HHEBO C
MpOABH Ha XHMEPTOHHS.

¢ Jpyrn

Kakro npd Apyrn aHTHXWUNEPTEH3HBHH AreHTH, SKCLECHBHATA PEOYKUHS HA KPBBHOTC HANATdHE INpH
TNAUHEHTH ¢ HCXeMHYHA KapIHONATHS HIIH HCXEMHYHO KapAHOBACKYIApHO 3260mBaHe MOXeE a J0Bee JO
MHOKapAeH HHGAPKT AIK HHCYTIT.

o O0mu

[pu naupenTr ¢be WM Oe3 aHaMHe3a 3a aNepris AITH OPOHXHAJIHA ACTMAa MOJKE [1a Ce HAO/I0AaBaT peaKkiHy
Ha CRPEXYYBCTBHTENHOCT KbM XHAPOXIOPOTHAZA, HO €4 NO-BEPOATHH NIPH NAUHECHTH ¢ TakaBa aHAMHE3a.
Hma cvobuenus 3a obocTpdHe MMM aKTHBHpaHe Ha CHCTEMEH JYMyC EPHTEMAro3yc NpH TAalHEHTH,
JCKYBaHH ¢ THA3MAHH AHYPETHLMW, BKIIOUHTENHO XMAPOXIoporHasua Mma choblieHns 3a peakunH Ha
($OTOUYECTBUTENHOCT TNPH ymotpe0ara Ha THasuaHH AMypeTHU® (Bxk. Touka 4.8). Ilpenopbusa ce
MpeKpaTABaHE HA TEPaNMATA, 2KO CE NIOABH peakuys Ha POTOYYBCTBHTEIHOCT B IIEPHOAA HA JIEYeHHE. AKO
e CYHTa 33 HeOOXOAMMO OTHOBO BIJIFOYBAHE HA AHYPETHK, C€ NPENOPLYBA NIpeAnaibaHe Ha 30HHTE, KOHTO
€€ H3MaraT Ha CITBHLE WIH Ha H3KYCTBEHH UVA nbun.

+ Kwncorneacrso B JAKPHTORIBL/IHA INIAYKOMA

XuppoxnopoThasua e cyndoHaMHa, KOHTO MOXe Ja NMPHYHHH HOWOCHHKPATHYHA PEaKiHs, BOMeEIa J0
OCTpO IIPEXOJHO KBCOrNEACTBO H OCTPa 3aKPHTOBIBIHA riaykoMa. CHMITOMHTE BKIIOYBAT B HAYAIOTO
OCTpO MOHIDKEHHE Ha 3PHTEIHATA OCTPOTA MK OvHA Gonka, ¥ OOMKHOBEHO ce MOABABAT B PAMKHTE Ha
HacoBse 10 CEAMHIH OT HAYAJIOTO Ha NEeYEHHETO. HCJICKYBaHaTa, OCTPa, 3aKpHTOBI'BJIHA I'IAYKOMA MOXKE a
IoBejle N0 Tpaiina 3ary6a Ha 3penue. [IbpBu4HOTO NleueHue €, Aa ce cnpe NpHeMa Ha XHAPOX/IOPOTHA3ML,
KOJIKOTO € Bb3MOKHO [o-ckopo. HappemenHo neveHne uny XUpYpruvsa HHTEPBEHIHA MOXE 18 ¢ HAJIOKH
7a ce OOMHCIAT, aKO BETPEOYHOTO HAJIAraHe 0CTaBa HEKOHTPOIMpano. PuckosuTe dakTopH 3a pasBuBane
HAa OCTpa 3aKPHTOBIBJHA TNIAYKOMAa MOXKE Ja BKIIOYBAT AHAMHE3a 3a aleprud KbM CyIPOHAMHIM HIH
TEHALHTAHHE.

¢ HeMenanomen PAK Ha KOXaTa

B ABe enWIeMHOMOrHYHM MPOYYBAHHMSA, OCHOBAaBalllM Ce HA JATCKHSA HANHOHAMCH DAKOB PErHCYhp, €
HaONIoAaBaH NOBUIINEH PHCK OT HeMenaHoMeH pak Ha koxara (HMPK) [GazanHomieTbueH KaplIHHOM
(BKK) u ckBamosnoxnerbued xapuuHoM (CKK)] nmpu Hapacrpalia ekcro3ulus Ha KyMYJIaTHBHZ 1033
xuapoxnopotuasuy (XXT3). dorocencubummznpamure edekty Ha XXT3 moraT ja neidcrBar KaTo
BEpOATEH MEXaHHIBM 3a passuTHe Ha HMPK.

HaumenTure, npueMaiti XXT3, TpsGsa ga 6brat undopmupany 3a pucka ot HMPK H cbBeTBaHH peaoBHO
Jla pOBEPABAT KOXAaTa CH 33 HOBH JIe3HH U He3a0aBHO Ja ch0o61IABAT [IPH NOSBA HA MOAO3PHTENHH KOXHH
nesun. Ha naupuenture TpaAGBa na ce npenopnuar BRIMOXHH NMPEBAHTHEHYW MEPKH, KATO OIPaHHYEHO
H3]araHe Ha CITbHYEBa CBETIHHA H YNTPaBHOJIETOBH JIbYH, a B CTy4ail Ha eKCMO3HITHA, NOAXOAAIIA 3all[HTa,
33 21a Ce CBefle 10 MHHHMYM PHCKBT OT paK Ha koxara. [Iofo3puTenHuTe KOXKHHU JIE3HH muﬁnam—ﬁ BIAT




Buoncuynn MaTepuann, [Ipepasraexnane Ha ynorpeGara Ha X XT3 Moxe Ja ce HAIOXKH H IIPH MALMEHTH,
koHTO ca uMaiH npeaxoned HMPK (Bx. ¢cbmio Touka 4.8).

4.5 Baaumoneficraue ¢ ApyTH JIeKapCTBeHH NPOAYKTH # Apyrd (OpMH Ha B3aHMoAcHcTBHe
JluTuit

I[lo BpeMe Ha COHOBPEMCHHO NMPHIOKECHHE Ha NUTHE ¢ MHXAOHTOPH HA AHFHOTEH3MH KOHBEPTHpALIHS
€H3MM ca HabmonaBaHH OOPATHMH NOBHINEHHS HA CEPYMHHTE JIATHEBH KOHUEHTPAUHA ¥ TPOSBH Ha
TokcuuHocT. ChobliaBany ca peAikH ClyuaH H ¢ aHrHoTen3HH 11 peuentopHl aHTaroHRCTH (BKIIOYATENHO
Tencon Ilmoc). EnnoBpemennoro npunarane Ha nutuit ¥ Teacon [Imoc we ce npenoppusa (BK. TOYKa
4.4). AKo Tazu KOMOHHALH € OT CBILECTBEHO 3HAYCHHE, C& MPENoPbUBA BHUMATENHO NMPOCNCAABaHE HA
CEPYMHHTE JIHTHEBH HHBA 110 BPEMe Ha €HOBPEMEHHO TIPHACKEHHE,

JlekapCTBEHH OPOJYKTH, KOMTO BoAadr no zary0a Ha Kanuif H XWnokanuemns (HampuMmep IpYTH

KQTHYPSTHYHH AHYPCTHIHM, JaKCaTHBH, koprHrocrepouid, ACTH, amdorepauun, kapGeHOKCONOH,
neHHUHIME G HatpHif, CAHLIHI0BA KUCENUHA W NPOH3BOAHHTE H).

AKO Tead BeulecTBAa TpaAOBa Ja ce NpHEMAT ENHOBPEMEHHO ¢ KOMOHMHANMATA TelIMHCApPTaH —
XHAPOXJIOpPOTHA3HA, C& NPenOpEYBa NMPOCNEAABaHE HA KATHEBHTE HHBA B Ia3Mara. Tesd IeKapCTBEHH
MPOIYKTH MOXE 12 NOTEHUHPAT e(peKTHTE HA XHAPOXIOPOTHA3HA BEPXY CEPYMHHES Kauii (BX. TouKa 4.4).

JlekapcTBEHH NPOAYKTH, KOHTO NOBHIIABAT KANHEBHTS HHBA HAH HHAYIHPAT XHNEPKATUeMHS (HaIpHMED
ACE rHXHOMTOPH, KaTHH-ChXpaHABAIY AHYPETHIIH, KATHEBH TOBABKH, CONEBH 3aMECTHTETH, ChIbPKAILH
KaJIHH, UHKTOCTIOPHH UIH APYTH NEKAPCTBEHH NMPOAYKTH KAaTO XeNapHH HaTpHii)

AKO Te3H NeKAPCTBEHH MPOAYKTH ca NpPEANHCAHH 3a ynorpefa egHOBpeMEHHO ¢ KOMOWHALMATA
TENIMUCAPTAH — XMAPOXNOPOTHA3HA, TIPENOPhYBA C& MOHHTOPHpAHE Ha KAAHEBUTE NJ1a3MeHN HHBA. Be3
OCHOBA HA ONHMTa C W3MON3BAHETO Ha APYTH JISKAPCTBEHH NPOAYKTH, HaManssaluM AelicTBueTo Ha
CHCTEMATa PEHWH-AHTHOTEH3WH, CBLOBTCTBAINOTO MPHIOKEHHE HA TrOPECIOMEHATHTE JIEKAPCTBEHH
NPOAYKTH MOJE Aa AOBEAE AC NOBHMINABAHE HA CEPYMHHA KATHH H IO Ta3H MPHUYKMHA HE Cé NMPEnopb4Ba
(k. TouKa 4.4).

JlekapeTpeny NPOAYKTH, KOHTO CE MOBIHABAT OT HAPYIICHHA B CEPYMHHA Kt

IpenopruBa ce NEPHOAHYHO NpocneaABaHe Ha HUBATA HA cepymuna kanuii B EKT korato Tencon ITmoc
Ce npuiara ¢AHOBPEMEHHO C JIEKAPCTBEHH IPOXYKTH, KOWTO CE IOBIHABAT OT NPOMEHN B CepyMHHASA Kaiai
(HampHMep AMTHTAIMCOBH T[AHKO3WAM, AHTHADHTMHYHH) M CHCSAHHTE JEKapcTBEHH MNPOAYKTH,
npeanssukBaiiy torsades de pointes (BK/UOYBRWIM MAKOM AHTHAPUTMHYHE), KATO XMITOKATHEMHATA €
npenpasnonarai ¢axrop 3a torsades de pointes:

- Knac [a aHTHapHTMHYHY (HaNpHMEp XHHHAWH, XUAPOXHHHANH, AH30MHPAMHA);
- knac 11l anTHapHTMHYIHA (HANPHMEp aMHOJAPOH, COTAJION, AODETHIH, HEYTHIHL)

- HAKOM  AHTHNCHXOTHUM  (HanpuMep THOPHAA3HH, X/AOPNPOMa3HH, JIEBOMENPOMAa3HH,
TpuyonepasiH, HaMeMa3HH, CYINHPH, CYATONPH, AMHCYINPH, THATIPHA, THMO3HI, XaJIONEpHAON,
ApOTIEPHAON)

- Apyrn: (Hanmpumep OENpHAWN, LH3anpui, AW(GEMaHH], EPHTPOMHLHMH IV
MH30NaCTHH, IEHTaMHIUH, crapduiokcauH, TepheHanut, suukamun IV)




EEFHTaJﬂlCOBP[ FHKO3HOR

IMpenu3pHKaHaTa OT THASHAH XMNOKAIHEMH HIH XWIOMArHe3HeMis HIaronpHATCTBa FhIHHKBAHETO HA
HpPeAR3BHKANA OT JHTHTANHC APHTMHSA (BK. TOUKA 4.4).

ﬂl‘[l'OKCP[H

Ilpu eanoBpeMeHHa ynoTpe6a Ha TenMucapTaH ¢ IUFOKCHH ce HabmoIaBa yMEpeHO NMOBHIIABAHE HA
nuxosara (49%) M Ha Haili-Huckara (20%) muasMeHa KOHUEHTAUHs Ha JurokcuH. [IpH samousane,
KOPHI'HpaHE Ha [03aTa WM CIIHPAHE Ha JIGYCHHETO C TENMUcapTaH, Tpabsa aa ce Habmonasar HUBATa Ha
RHTOKCHH, 33 Ja C€ [OANbPXKAT B TePaNeBTUYHH HHTEPBAIL.

LApyru aHTHXHNIEPTEHINBHY JEKAPCTEEHH NPOIYKTH

Tenmucapras MoXe 1a MOBUIIH XHIIOTEH3HBHHA edeKT HA IPYTH AHTHXHIIEPTEH3HBHH CPEACTBA.

JaHHH OT KIMHMYHH Mpoy4BaHHs [OKa3Bar, 4e ApoiiHoTe 6GNOKHMpaHe Ha pEHHH AHTHOTECH3HH
anpocTeporHoBarta cucteMa (PAAC) upes xomOuanpanata ynotpeba Ha ACE HHXHOHTOPH, aHTHOTEH3HH
II-penenTopHH 6JOKEPH MM AMCKMPEH C€ CBBP3BA ¢ MO-BHCOKA HECTOTA HA HekenaHHW chOHTHA, KaTo
HaNpHMEp XHIOTOHHSA, XHMEPKaJHEMHS W HaManABaHe Ha ObOpevnata QyHKUMA (BKIIOMHTEIHO OCTpa
OpOpeuHa HeNOCTaTEYHOCT), B CpaBHEH e ¢ ynoTpebaTa caMo Ha eIHO CPeAcTBo, AelicTraio BopXy PAAC
(Bx. Touru 4.3, 4.4 u 5.1).

IpoTHBOMMAaOETHY AEKAPCTBEHH MPONYKTH {(NePOPATHM M HHCYJIHH)

Moxe ia ce HalOXH KODHTHPAaHe Ha JO3HTE Ha NPOTHBOAHAGETHHTE NEKAPCTBEHH IPOAYKTH (BXK. TOYKa
4.4).

Metdopmun

Tpabsa ma ce H3MO/I3BA MPeANA3NMBO TOpPajy PHCK OT JAKTAaTHZ al#03a, HHAYUHpPaHa OT Bb3MOXHA
(byHkuroHanHa 6E0peyHa HeIOCTaThYHOCT, CEBP3aHA C XHAPOXJIOPOTHAZMA.

KOJICCTHQ&MHH H KOJCCTHIIONOBH CMOJIH

ITpu nanuuue Ha aHHOHHO-OOMEHHH cMONTH, abcopOLUYMATA Ha XHAPOXIOPOTHA3H] Ce HapyllaBa.

HCOTEQOHQ HH TTPOTHBOBBINANHTEIHN NEKAPCTBEHH CPECTEA

HCIIBC (1.e. aleTHACAIMUMIOBA KUCEAHHA B TPOTHBOBB3NANHTENHH A03H, COX-2 HHXHOHTOpH H
necenektubiy HCTIBC) Morar na HaMamAT AWypeTHYHHS, HATPHYPETHYHHA M aHTHXHICPTCH3MBHHA
eeKT Ha THAIMAHHTE IHYPETHIH, H aHTHXHIEPTeH3IMBHHA edexT HA aHruoTen3uH Il pelenTopHHATE
AHTATOHHUCTH.

IIpn HskoM maUHeHTH ¢ HapyweHa ObOpeunia (GYHKUHA (HAOpUMEp AEXMAPATHpPAHM NALHEHTH HIH
MALMEHTH B CTapyiecka BL3pacT ¢ HapylueHa ObOpeuHa (PyHKUMA) eNHOBpPEMEHHOTO NPHIOKEHHE Ha
aHrHoTensuH Il pelenTopHH AHTATOHWCTH M NIEKAPCTBEHH INpPOAYKTH, KOMTO HHXHOHWpAT
IHKIOOKCHI€HA34Ta MOXe Ja JOBeAe [0 NO-HATATBUIHO BJoLIaBaHe Ha OnOpeunara QyHKURA,
BKIIIOYHTEHO € BB3MOXKHA OCTpa 6b0pevHa HenoCTaTEYHOCT, KOATO OGHKHOBEHO ¢ oGpatuma. Ilo Tasm
npHyuna, koMOHHaluaTa TpAOBa Aa GbAE NPHIAraHa ¢ NOBHILEHO BHHMAHHKE, OCOGEHO ITPH MALHEHTH B
crapyecka Be3pacT. IlaunenTHTe TpaGea na OBAaT anexsaTHO XHApPATHpaHH H jJa Oble mpocieaABaHa
Op0peuHara nM QYHKIMA B HAYAIOTO HA KOMBHHHEPAHOTO JIeYeHHe H epHOIHYHO Clef 082, S




B enno npoyypane eAHOBPEMEHHOTO NPHJAraHe Ha TEMHCAPTaH U PAMHIPHIL € A0BEIIO A0 I0KaYBaHE Ha
AUCp.24 ¥ Cinex Ha paMHITPHI ¥ paMHNpHAAT A0 2,5 mbru. KnMHuyuHATA 3HAUMMOCT HA TOBA HAGMOACHHE
HE € H3IBECTHA.

[pecopnu aMuHH {HaNpHMep HOPAAPEHATHH)

EdexTbT Ha NpecOpHHTE AMHHH MOXKE Ja C& HAMAJH,

Henenmonsapusnpaniy MEopenakcanTy (HanpuMep TYGOKYpapHH)

XHZpoxnopoTHa3na MOXE 1a MOTSHIUHPa edeKTa Ha HeleNnoNApH3HPALINTe MUOPETAKCAHTH.

JlexapcTReHH NPOAYKTH H3MON3BAHM 3a JIeYeHHe Ha oJarpa (HanpuMep npobesuLu, cyapHHIHPa3oH 1
aNoMypHHON)

Moxe Ja Ce HanoKM KOPUIHpAHE Ha 103aTa HA YPHKO3YPHUHMTE JEKapcTBeHH NPOXYKTH, TBH KaTo
XMAPOXJIOPOTHA3H], MOXE N4 YBENHYH CEpYMHMTE HMBA Ha MHKOYHATA KHcenuHa. Moxe fa ce Hanoxu
NOBHINABAHE HA JO3HTE HA NpoGeHHUMA HH cynHANHUpa3oH. ENHOBpeMEeHHOTO NPHEMAHE HAa THAIMAM
MO’KE 1a MOBHIIH YECTOTATa HA PEAKLHHTE HA CBPBXMYBCTBHTEIHOCT KBM aJIOMyPHHOIL.

Kannuesd comm

TuasuanuTe AHYPETHLH MOXKE Ja MOBHILAT CEPYMHHTE HUBA HA KAIIHI, KOETO ce OBb/DKH Ha TOHWXKeHaTa
My eKcKpelHs. AKo Tpa0Ba Aa ce NpeAMMINAT KamuHeBH A00aBKM, € HEOOXOAUMO Ja ce MpocTeAdBaT
CEPYMHHTE HHBA Ha KaNIHS H CbOTBETHO Aa C€ KOPHIHpa A03aTa.

Beta-6nokepH ¥ AMa3oKCHA

TruasnauTe Moxke Aa NOBHIIAT XHIIEPrIHKEMHYHHTE edekTH Ha GeTa-GnokepHTe H AHAIOKCHAA.

AHTHXOTHHEPIHYHHTE JEKADCTBEHH NPOAYKTH (HanmpuMep ATPONHH, GHIEpHACH) MOXKE A2 NMOBHILAT

GHOHAAHYHOCTTA HA THAAZHIHHTE HHYPETHLH 4pe3 NMOHHAKABaAHEe Ha CTOMAHUIHO-YPEBHHA MOTHIIHTET H
YeCTOTaTa Ha H3Npa3BaHEe Ha CTOMaxa.

AMAHTHIHH

TuasuuTe MOXE Aa YBENNYAT PHCKA OT HEXeNaHH ¢eKTH, NPUYHHEHH OT aMAHTHAHH.

LiuToTOKCHYRY NieKapcTBEHH NPOAYKTH (HanpuMep nuKIodochaMu, METOTpeKcar)

Trasunute MOxe ja HaManaT Ob0pevHaTa eKCKpenns Ha UNTOTOKCHYHATE NIEKAPCTBEHH IPONYKTH H Aa
NOTeHHPAT MHENOCYMTPECHPALLA HM edekT,

B®3 ocnoBa na (apMakoNOTHYHHTE HM CBOHCTBA € BE3MOXHO 44 C& 04aKBa, 4Ye CIEAHHTE NeKapCTBeHH
NPOIYKTH MOrar [a NOBHIUAT XHMOTEH3HBHHA e€(eKT Ha BCHYKH AHTHXHIEPTCH3MBHHM CpEJCTBa,
BKJIOUHTENIHO TenMucapTaH: 6aknoden, aMudoctan, Chmo Taka, OpTOCTATHYHATA XHIIOTOHHA MOXe Ja
0w 3acHneHa OT ankoxod, 6apOUTypaTH, HAPKOTHYHH BEIECTBA HIIH AHTHAETIPECAHTH.

4.6 Deprannrer, GPEMEHHOCT H KbpMeHe
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He ce npencpsusa yrorpedara Ha anruoreH3uH 1l peuenTopHEE aHTACOHUCTH NPe3 TLPRUS TPUMECTED
Ha OpeMeHHOCTTa (BkK. TO4YKa 4.4). Ynorpebara na aHruorensus [l pelienTopHH AHTArOHHCTH e
MPOTHBONOKA3aHA Ape3 BTOPHA ¥ TPETHS TPHMECTHD Ha GpeMeHHOCTTa (BX. Touky 4.3 H 4.4).

Hsama mocTaTb4yHO ZaHuH 3a ymotpebara na Tencon [Tmoc npu OpemeHHH xenu. ExcnepuMeHTanHuTe
TPOYYBAHHA TIPH KUBOTHA IIOKA3BAT PENPOAYKTHBHE TOKCHYHOCT {BXK. Touka 5.3).

EnnaeMHONOrdYHHTe AaHHH 32 PHCKA OT TepaToreHHocT cnej ekcnosunud Ha ACE HHXHOMTOpH mpes
MbPBHA TPHMECTEP Ha OpeMEHHOCTTa He c¢a yOemutenHu. Bcee mak, He Moxe Ja ce H3KMOYH ci1abo
TIOBHILIABAHE HA PHCKA. JlOKATO HAMa KOHTPOIHPAHH EITHAEMHUOIOTHYHH RaHHH 33 pHCKa NpH ynoTpeba Ha
atruorensHd Il peuenTOpHM AHTATOHACTH, CXOMHHM PHCKOBE MOTAT [ia CHIIECTBYBAT H NPH TU3H KIAC
nexkapcrsa. IlaunentkuTe, KOMTO MiaHHpat OpeMeHHOCT, TpAdBa Aa NPEMHHAT KbM ANTEPHATHBHO
AHTHXHIEPTEHIHBHO JAeYeHHE ¢ ycraHoBeH npodun Ha OesomacHocT npu ynorpeba 1O BpeMe Ha
6peMEeHHOCT, OCBEH AKO Ce CHHTA, U¢ € OT 0cODEHA BAKHOCT Ja Ce NPOABIIKA JICIEHHETO ¢ AHrHOTeH3KH 1
PeLENTOPHH AHTArOHHCTH. AKC € JUarHOCTHUHpaHa OpPEeMEHHOCT, NeYeHHero ¢ aHrdoTeHsuH Il
PEHENTOPHM AHTArOHHCTH TPAOBa HezabaBHO na Gbae NMpeyCTAHOBEHO H aKO € MOAXOAAMIO Aa Gnae
3am04HAaTO aNITCPHATHBHO JIEHEHHE,

VeTanoBeHo €, 4€ eKCIIO3HUHATA HA AHTHOTeH3HH 1l peLenTOPHW AHTArOHHCTH Mpe3 BTOPHA H TPETHA
TPUMECTED Ha OpeMeHHOCTTa MpeAu3BHKBa (PeTOTOKCHYHOCT NMpH Xopa (MoHHxeHa GpOpeyna dyHKLMs,
ONHrOXMApaMHHOH, 3aaBeHa 4epenHa ocHbuKanua) M HeOHaranHa TOKCHuHoCT (OBOpedna
HEZOCTATEYHOCT, XHIOTOHUS, XunepkanneMus) (8. Touka 5.3). [Ipenopbupa ¢e yATPaIBYKOB Nperies Ha
OpOpeynara GYHKUMA H Yepena, ako HaCTBITH €KCTIO3MINA HA AaHTHOTeH3HH 1] pelenTOpHHE aHTArOHHCTH
npe3 BTOPHA TPEMECTbp Ha OpeMeHHocTTa M cnen ToBa. HoBoponeHuTe, yniTO Malikiu ca npHemajmn
anruoTensqH Il peuentopHH aHTaroHHcTH, TpAGBa Aa 6BAAT BHMMarTenHo HabMOAABaHM 33 HANHYHE HA
XHINOTCHHA (BX, TOUKH 4.3 1 4.4).

OnMTET ¢ XMAPOXIOPOTHA3ZHI MO BpeMe Ha OpeMeHHOCT e orpaHHYeH, 0cOGEHO NMpe3 MbPBHA TPHMECTHP.
IIpoyyBanusATa Npy XHBOTHH €A HENOCTATHUHH. XHAPOXNOPOTHA3HZL MpPEMHHaBAa Npe3 MIaleHTara.
basupalixu ce Ha papMaKoNOTHIHHS MeXaHH3bM Ha JeHCTBHE Ha XHAPOXIOPOTHAZNA, YIoTpeGaTa My npes
BTOPHA H TPETHA TPHMECTBP MOXKE Ja KOMIPOMETHPa (eTo-TIaLEHTAPHATE MPONYCKIMBOCT, H A3 NPHYHHH
(eranam W BeoHaTanHH edekTH, KaTo KBATEHMUA, HAPYIIEHHe Ha CNEKTPONMTHHA OamaHc H
TpoMGOUHTONEHHA. XHAPOXIOPOTHA3KHA He TPAGBA [a ce H3NON3BA IIPH reCTALMOHEH OTOK, PECTAIHOHHA
XUNEPTOHHA MM MPEEKJaMACHS, NOpaju PHCK OT MOHMXKABAHE HA MnazMeHus obem u [IAlleHTapHA
xunonepdysss, 6e3 noneseH edext BEpXy XoAa Ha 3a60N4BaHETO,

XuppoxnopoTuasnz He TpaGBa Aa ce H3MOI3Ba IPU eCeHLHANHA XHNEePTOHUSA NPH OpeMeHHH KEHH, OCBEH
B PEAIKH CITyyaH, KOTaTo He MOYKE [1a Ce IIPHIIOXKH APYro ISYeHHe.

KppMeHe

Tbii kaTo HAMA JaHHH OTHOCHO ynoTpebara Aa Tencon [Tnoc B nepuoaa Ha KepMere, Tencon Ilmoc He ce
NPENophYBa, 4 C& MPEANOYHTAT ANTEPHATHBHH JEYEHHS ¢ To-fo0pe ycTaHOBEH Npodus Ha 6e301acHOCT B
[EPHOAA HA KbPMEHE, 0COOEHO NTPH KbPMEHe Ha HOBOPOJSHO HITH MPEXACBPEMEHHO POACHO ASTe.

XHAPOXIOPOTHA3H C€ EKCKPETHPA B MAJIKH KOJMYECTBA B MAUHHOTO MJIsAKk0. THAa3HAH BLB BHCOKH JI03H,
NpeAH3BHKBAIH HHTEH3HBHA AHMYPE3a MOXE A2 HAXHOMpAT NPOAYKLUHATA Ha MIAKo. Yrnorpefata Ha
Tencon [Imoc no BpeMe Ha KbpMeHe He ce npenopbusa. Axo Tencon ITmoc ce H3NoM3Ba B _CpHOAa. HA
KbpMeHe, TpsiGBa 1a ce OTbPAT Hali-HHCKHTE Bh3MOKHH JI03H. A WERLY 9 ~
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Deprunuter

B npeaxnuuuYHn npoy4uBaHus He ca HabmonapaHi edekTH HA TEAMHCATPAH M XHAPOXIOPOTHA3HA BBPXY
(epTHIHTET2 HA MBKKH M IKEHCKH HHIMBHIM.

4.7 E¢exTn BLpXy cnocofHOCTTa 33 Iodupaue H paboTa ¢ MAIIAHA

Koraro ce wodupa niu paboTi ¢ MalHHA Tps0Ba 1a ce B3eMe N0/ BHHMAHHE, Y€ NIPH aHTHXHIIEPTEH3HBHA
Tepanns, kato Tencon [Inioc Makap M psaaKo, MOTAT 4a ce HPOABAT 3aMaifBaHe HIIH CEHIHMBOCT.

48 HexxenaHu NeKapCTBEHA PEAKUHHA
Kpamwo usnoacenue na npoguna ua 6ezonacnocm

Haii-yecTo chbobllaBaHaTa HexelNaHa nexapcTBeHa peaklys € 3aMaiipane. CepHO3eH aHTHOEAEM MOXE Ja
HacTeIM paaxo (>1/10 000 oo <1/1 000)

Ofwara 4ecToTa Ha HEXenanuTe CHOMTHS, chobumenn npu ynotpeba na Tencon Timoc 80 mg/25 mg e
CpaBHHMA C TasH npH ynortpeba Ha 80 mg TenmMucapran /12,5 mg xuapoxnopotuasui. He e ycranoBena
3aBHCHMOCT MEXAy JI034Ta H HEXKCIAHNTE JIeKapCTBEHH peaklii M JIMICBA BPB3Ka C NIONa, Bb3pAcTTa Wik
pacoBara NPUHAMIEKHOCT HA TIAUMEHTUTE.

Kpamwo usnoxcenue Ha Hexcenanume IeKapcmeenu peaxyuu & mabawien gopmam

Hexenanure nekapcTBeHH peakiHM, ChOGIIEHH BLB BCHYKH KNHHHYHH [POYYBAHMA M HACTBIHIH [O-
YeCTO NPH H3MOM3BAHETO Ha TENMHCAPTAH IUTHC XHAPOXNOPOTHA3ZM], OTKOIKOTO npH mianebo (p<0,05),
ca OMHCAHM TO-ACNY B CHOTBETCTBHE ChC CHCTEMO-OpranHaTta knacugMkaums. Ilpu neuenue ¢ Tencon
ILnroc MOrart fia ce NOABAT Y HEKEeNAHH JIEKAPCTBEHH PEaKIHH, KOHTO ¢4 XapaKTepHH 38 CAMOCTOATENHOTO
MPHAAraHe Ha OTICNHHTE MY CBCTABKH, HO KOMTO He ¢a HaOMONaBatK B KAHHHYHKTE MPOYYBaHHA.

HexenaHuTe JekapcTBeHH PEAKIIHH CA KATErOPH3KRPAHH CHOPE] YECTOTATA, KATO € M3II0JI3BaHA ClIeIHaTa
KiacHguKalua: MHoro yectu (>1/10), yectu (>1/100 o <1/10), Hewectn (=1/1 000 o <1/100), peaxn
(=1/10 000 go <1/1 000), MHoro peaku (<1/10 000), ¢ HeH3BECTHA YeCTOTA (OT HAJIMMHHTE JJAHHH HE MOXE
Aa ObJe AANpaBeHa OLSHKA).

TIpH BeAKO rpynupaHe B 3aBHCHMOCT OT YeCTOTATA, HEXKEIAHHTE NeKAPCTBEHH! Peakuuu ce u3GpossaT B
HH3XOAI PEJi O OTHOLIEHHE Ha TEXECTTa.

Hndexunu u nndecramun

peaKH: OpOHXHT, PAPHHTHT, CHHYHT

HapyliieHus Ha HMyHHATA CHCTEMA

penKH: 05oCTpAHE MM AKTHBHPaHEe HA CUCTEMEH JIYIYC epHTeMaTozec!

Hapyiienus Ha MeTafoNH3Ma H XPAHEHETO

HEUCSCTH: XHNOKATHEMH S o A EHg /?\.\_
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peaKu: XHNIEPYPHKEMHH, XHNOHATPHEMHA

TcHXWMYHE HApYIIEHHS

HEYECTH! De3nokolicTEO

PEAKH: aenpecus

Hapyuierns Ha HepBHATA CHCTEMA

YECTH: 3aMafipane

HEYeCTH: CHHKOTI, MapecTe3Ha

pemKH: Ge3CcsHHe, HapyIUeHUA Ha ChHA

Hapywenus Ha ounre

PEIOKH: HapYLICHHAA Ha 3PEHHETO, 3aMBIIIEHO BHXKAAHE

Hapyiienns Ha yxoTo ¥ nabHpuETA

HEYECTH: BEPTHIO

Cupaeynu Hapyinenus

HEYECTH: TaxHKapIus, ApHTMAS
Coaopu Hapyiienus
HEMEeCTH: XMITOTOHHA, OPTOCTATHYHA XHITOTOHHSA

PecnupaTopHH, rpbIHH H MEAHACTHHAIHH HapynmeHHA

HEYECTH: JAHUCITHEA
penKu: pecnupaTopeH AHCTpeC (BRIOYHTETHO NTHEBMOHMTH 1 GenoapobeH OTOK)

CToMaIHO-UpeBHY HADYIIEHHS

HEYECTH; DHAPHA, CyXO0Ta B ycTara, QraTyneRIHs

PEIKH: abpomuHanHa GolKka, 3aNeK, AWCIENCHS, TOBPLILIAHE, TACTPHT
XenaTo-OHNMApHH HAPYIIEHHS

penKu: abHOPMHA YepHOAPOGHA DYHKIHA/uepHOAPOOHO HapyIeHHE"

Hapvmemm Ha KOXaTa H NOJKO0KHATA ThKaH

PEAKH: anrvoeneM (CBWO M C daraneH M3XOR), €PHTEMA, MPYPHTYC, OOPHB, XHIEpXHAPO3a,
YPTHKApHUS

Hapyiienus Ha MYCKYJTHO-CKENETHATA CHCTEMA, Che/IMHATEHATA ThKAH H KOCTHTE
HEYECTH: Gonkn B repba, MyCKyNHH CMIa3MH, MHAIIHA

penKu; apTpairus, MyCKyJHH KPaMIlH, 60nka B KpaHHHAK




Hapynrenns va BBE3NPOHSBOAHTCITHATA CHCTEMA H THEpAATA

HEYeCTH: epexTUNHa aucdyRKNMA

O6wy Hapynenus 1 eheKTH HA MACTOTO HA NPUAOKEHHE
HEYECTH: fonka B rpBAHHA KOLL

pPEeNKH: rpunonoaocfHo 3afonaeane, Honka
Hacneapanus

HEYeCTH: TIOBHINEHA MHKOYHA KHCENTHHA B KPbBTa

PenKH: NOBHIIEH KPEATHHHH B KPBLBT4, MOBHIUEHA KpeaTH (oC(OKHHA3AE B KPBBTA, NOBHILICHH
YepHOAPOCHUTE EH3UMH

1: Ha 6a3a HAa MOCTMAPKETHHIOBHS OIIHT

2: 33 JOTIBIHHTENHO OMHCAHME, MOJIS BHKTE NOATOUKA 4.8 Onucanue Ha H3GpaHy HeXKENAHH PEaKUHH

Honvanumenna ungpopmayus 3a ecexu om xomnonenmume

Hexenanute peakiuy, choOlaBaHM HPeAH TOBA MPH CAMOCTOSTENIHOTO H3MON3BaHE HA HAKOH OT
KOMTIOHEHTHTe, MOTaT Jia BE3HHKHAT H NPH H3nonssaHeTo Ha Tencon Intoc, nopk Aa He ca HaGonaBanH
IPH KNUHUMHHTE IPOYYBAHUSA HA TO3M TIPOIAYKT.

Teamucapran

YecToTara HA HEKETAHHTE JICKapCTBCHH PEAKLHH MPH HINOI3BAHCTO Ha TEIMHCAPTAH H Inaueto € novTH
€nHaKBa.

HectoTaTa Ha HeeNaHUTE JIEKapCTBEHH PeakuuH, CkoblLleHH npH ynoTpeba Ha Tenmucapran (41,4%), e
cpaBHEMa ¢ nuauebo (43,9%) npu naaueGo-koHTponHpaHu npoyysanus. [IpeicTaBeHHTE MO-TOMY
HENKETIaHH PeaklAH, OTpa3sBaT PE3yATATHTE OT BCHYKH KJIHHUYHH NMPOYYBaHHS NPH [TaLMEHTH, JeKyBaHH
¢ TENMUCAPTAH 32 XUNEPTOHHA WK TIPH NANUCHTH Ha SO TOAMHY, WM NO-Bb3PacTHY ¢ TIOBHINEH PHCK OT
ChPASYHO-CBAOBH HHIIHAEHTH.

Undexupn u pudecraunn

HEYECTH: uHeKnua Ha TOPHMTE J[MXaTelHd NBTHUIA, HHDEKLUHS HA NHKOYHMTE KBTHINA
BKNIOYHTENHO LUCTHT

penxu; CETICHC BKIIKOUHTENHO ¢ (PaTanes H3xom

HapyilleHHs Ha KPBBTa H THMAHATA CHeTEMa

HEYECTH: aHCeMHA

peakH: CO3SHHO(HITHS, TPOMOOUHATONEHHS

HapyiieHuS Ha WMYHHATA CHCTEMA




penKu: CBPBXYYBCTBHTENHOCT, aHaHMIAKTHYHA PEAKLHS

Hapyiuenns na MeTabonn3Ma U XpaHeHeTo

HEYECTH: XHMEPKATHEMHS
penxn: XHnornukeMus (MpH NauHenTH, GONHH 0T AHaber)

Crpaeund HapylieHus

HEYeCTH: Opanukapnus

HapyuieHus Ha HEPBHATA CHCTEMA

PEeaKH: CBHIHBOCT
PBCHHQ&TO[.]HH, I'DBAHH ¥ MEAHACTHHAIHW HAPYIUICHNRA
HEYECTH: Kallinia

MHOTO pelki: HMHTepcTHUManHa Genonpobua Gonect®
CroManiHo-ypeBHH HApPYIEHHA
peaKu: CTOMALUEH AHCKOM{pOPT

HapynieRud Ha kokaTa v DOAKOXKHATA ThKAH

pexKu: €K3eMa, TeKapcTBeH 00pUB, TOKCHYEH KoXeH 0OpHB
Hapyienns na 6u0peninTe 4 OMKOUHUTE OLTHIIA
HE4ECTH: 610peuno yBpexnane (BKIIIOUHTENHO ocTpa H56pedHa HEAOCTATHYHOCT)

HapymeHHsI Ha MYCKYTHO-CKEIIETHATA CHCTEMA, ChEAHHHTEIHATA TEKAH H KOCTHTE

peaxu: aprpo3a, GONKH B CYXOKHIIHATA

OO0 Hapyienns ¥ eekTH HA MACTOTO Ha MPHADKEHHE

HEYECTH: acTeHHs
Hacneppanug
PeAKH: NOHKXKEH XeMOTJIOOHH

3: 33 OITH/INHTENIHO ONHCAHHE, MOJIA BIKTE NOATOUKA Onucanue HA uSOPaNU HEXCERANY PEaKYUY

XHAPOXJI0POTHAZMA
XHAPOXNOPOTHASH/ MOKE 43 NPHYHHA WK 00OCTPH CHCTOAHME HA XMITOBOJNIEMHS, KOETO OT CBOf CTpaHa

MOXe Na ZoBene A0 ENEKTPoNHTEH AuchanaHc (Bx. Touka 4.4).

Hexenannre JIEKAPCTBEHH PEAKIIHH ¢ HEH3BECTHA YECTOTA, CHOOIIARAHH MpH CAMOCTOATCIIHATR )’T[OTp&GB.
Ha XHAPOXNOPOTHAZHA, ca: e

i EHL”A
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HCH3BECTHA YeCTOTA! CHaJICanCHHT
Ha €HHA Ha KPBEBOHOCHATA H THM(PHA CHCTEMH

HEH3BECTHA 4eCTOoTa. alNacTHYHa AHCMHA, XCMOMNTHYHA aHCMHSH, TIOTHCKAaHE Ha KOCTHHA MO3BK,
JICBKOIMEHHA, HEYTPOIIEHHA, arpanyY/I01tiTO34, TpOMﬁOLlHTOHCHHSI

Hapymien#s Ha HMYHHATE CHCTEMA
HEM3BECTHA YECTOTA:  GHA(MNAKTHUHH PEAKIMH, CBPBXYYBCTBHTCIHHOCT

Hapyuienyd Ha eHJJOKpHHHATA CHCTEMA

HEH3BECTHA 4YeCTOoTa: HEAOCTATHLYHO KOHTPONHPAH 3axapeH guaber

Hapyinenig Ha MeTabomH3Ma H XpaHEHETo

HCH3BCCTHa& YCCTOTA. AHOPCKCHA, MOHHKEH AlIETHT, CACKTPONHTEH ,E[PICG&II&HC, XHMIEPXONECTepOIIEMEA,
XHICPraHUOHMHA, XHIIOBOJICMHA

HcHxHyHH HAPYMEHHS

HEH3BECTHA YecToTa:  Oe3noKoicTBO

Hagygeﬂml Ha HepBHATa CHCTCMA

HEH3BeCTHA YecToTa: 3aMalipaHe

Hapymensd Ha oUHTe

HEHIBECTHA YECTOTA: KCaHTOIICHA, OCTPAa MHOIHA, OCTPA 3aKpHTOBIBJIHA TTIAYKOMA

ChIOBH HAPYIIEHHSA

HEH3BCCTHA YeCTOTA: HEKPOTH3Hpalll BaCKYNMHT

CTOMB.[IJHO—‘-IEBBHH HapymcHHA

HEHU3IBCCTHA YECTOTA! TNAHKPEATHT, CTOMALLUCH JIHCKOMCDOPT

Xenaro-GHIHapHH HApYINEHHA

HCH3BECTHA QECTOTAL XenaTOUSNYMapHR WHATCHHNA, XONSCTATHUHA XKBATCHHIA

Hapyinenns Ha kO:XKaTa M NOAKOXKHATA TEKAH

HEH3BECTHA HECTOTA:  JAynyc-nojoGen CHHAPOM, peakuHh Ha (HOTOYYBCTBHTENROCT, KOXEH BACKYIIHT,
TOKCHYHA EIHSPMAIHA HEeKPOIH3a

Hapyiuerns Ha MyCKYJIHO-CKEIETHATA CHCTEMA, CheAHHATENHATA THKAH B KOCTHTE
HEH3BECTHA YecToTa:  clIabocT

Hapynienyd Ha OnOpelinTe H MHKOYHHTE NETHIIA

HEH3BECTHA YECTOTa:  HMHTEPCTHUHANeH HedpHT, 60peyHa IHCHYHKIHA, TTIHOKO3YPHA

i : | ;:““\ "~
Oﬁmu HAPVIUCHUA H e(bam Ha MACTOTO HA NPpUACKEHNHuS /(} FE{M ’?C) ™,
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HEMIBECTHA HECTOTA:  NTHPEKCHH
Hacpenpanus
HEH3BECTHA YECTOTA:  MOBHIINCHM HHUBA Ha TPUTIHLEPHIH

Heonnasmu, Ao6poKkauecTBeHH, 310KAYECTBEHH H HeonpeaeneHH (BKIL. KHCTH H TTOJHITH)

HCW3BECTHA YECTOTA: HEMENMAHOMEH Ppak Ha  Koxkara  (fasanHOKIETbYEH  KapUHHOM o
CKBaMO3HOKIETEYSH KAPLHHOM)

Onvicanue na usbpanu Hedcenanu 1EKAPCMEeHy Peakyuu

Abuopmua uepHoapobHa dyHKIHA/9epHOAPOGHO HApYILIEHHE

[loseyeTo caydan Ha abGHOpMHA uepHOAPOOHA GYHKUMA/UEPHOAPOOHO HapyUIEeHHE OT NOCT-
MAPKETHHIOBHA OMHT C TeNMHCapTaH HACTBIIBAT IMPH MALIHEHTH OT ANOHCKH IpOoH3X0d. HpH MalHEHTH OT
SIMOHCKH IPOM3XOJ ChIKECTBYBA MO-TOMAMA BEPOATHOCT 3a PA3BHTHE HA TE3H HEXKENAHH PeaKIHH.

Cencuc

B npoyusaseto PRoFESS e nabniofabana nosuieHa 4eCT0Ta Ha CENCHC MPH TEJIMHCAPTAH B CPAaBHEHHE C
nnane6o. CoGuTuere Moxe Aa e ciyyalina HAXOAKA MK 1A € CEHP3IAHO C HEMOIHAT A0 MOMEHTa MEXAHHIBM
(Bx. TOuKa 5.1),

HnrepcTanpanta Genonpofing Gomect

Cnyqan ma uwtepcTnuuansa Genonpobua GosecT ca AOKAAABAHH OT MOCT-MAPKCTHHIOBHA OMHT, BbB
BpB3ka ¢ ipueMa Ha TeamucapTa. [IpHyHHO-CceAcTBeHHa Bpb3Ka 00ade He € YCTAHOBEHA.

HemenanoMmed pak HA KOXKaTA:

Bb3 0CHOBa HA HaNMYHHTE JaHHH OT ENMAEMHOJOrMYHH NMPOYUBAHMA € HAGmoJaBaHAa 3aBHCHMA OT
KyMyNaTHBHATA %032 BPb3ka Mexkny X XT3 u HMPK (ex. chuio Touxu 4.4 u 5.1),

Cpofuiapane Ha MOAO3ZHPAHH HEXENAHH DEAKLHA

CrobuiaBaneTo Ha MOAO3MPAHH HEXENaHH PEaKUMK CEA paspeliaBaHe 3a ynorTpeba Ha JeKapcTBEHHS
NponyKT ¢ BaxHO, ToBa MO3BONABA J1a NPOABIDKH HAGMIONEHHETO H& CHOTHOLICHHETO MON3a/PUCK HA
NeKAPCTBeHUSA NPORYKT. OT MEAMIMHCKUTE CTIENUATHCTH Ce H3HCKBA Ja ChOOLIABAT BCSKA MOAO3KPaHa
HEKEJIaHA peakiis upes HaHOHANAATA CHCTEMA 3a ChoblnaBane:

H3meaHuTenHa areHusa oo AekapcTeara
yn. ,Jaman I'pyes’ Ne 8

1303 Codua

TelL: + 3592 890 34 17

yebcait: www.bda.bg




4.9 Iipenoszupane

ChlulecTBYBa OrpaHMYeHa HH(OPMaUHA N0 OTHOLICHHE HA NpeJO3HpaHe HA TEIMHCApTaH NMpH Xopa.
Temvucaprad He c& OTAeNs OpH XeMOAHanu3a. He ¢ ycTAHOBEHO N0 KAKBA CTEMEH XHUAPOXNOPOTHAIMN CE
OTAENA [IPH XEMOAHAH3A,

CumnroMy: Hali-n3sBeHHTE NPOABH HA PEAO3MPAHE C TEIMECApPTAH Ca XMIOTOHHA H TRXHKAPAHMS, 4 CINO
ce crobuwianat u OpanMkapAus, 3aMAfHOCT, NOBHIIABAHE HA CEPYMHHSI KpPeaTHHMH H ocTpa Gn0peuna
HenocraTsuHoCT. [Ipego3npaneTo ¢ XMOpPOXTOPOTHA3HE C€ CBBP3BA ¢ HAMANABaHe HA €NEKTPONHTHTE
(XumokanveMHs, XHNOXIOPEMHSA) H XHITOBOJIHEMH, ABMXKALIA CE Ha eKCLiecHBHaTa auypesa. Haii-uecture
CHMIOTOMH Ha IPEAIO3NPAHE CA FACHE ¥ COMHONEHTHOCT. XANOKANMEMHATA MOXKE N3 AOBeNE A0 MYCKYNHR
CHa3MH M/AIHM AKUEHTYHDAHA APHTMHS, CEbP3AHM C €JHOBDEMEHHaTa YIoTpeba Ha JUIHTANHCOBH
TMKO3HIH HIIH OIPENSNICHY aHTHAPHTMHYHH JIEKRPCTBEHH MPOLYKTH.,

Jleuenne: TenmucapTaH we ce oTAeNs NpH xemomuanmsa. IlanmeHTsT TpAGBa aa GBI BHHMATENHO
HabIronaBaH M JeueHHeTo TpAGRa fa Gble CHMNTOMATHYHO H MOAALPkamo. OBNaIIBAHETO 3aBHCH OT
BPEMETO HA NPHEMAHE HA NPONYKTa H TEXKeCTTa Ha cHMNTOMHTe. [IpenoppuATenHHTe MEPKH BKIIOYBAT
TIpeAN3BHKBaHE HA NOBPBIUAHE H/MIM CTOMAaUIHa npoMuBka. [TpanaraHeTo Ha aKTHBEH BEITIEH MOXeE Ja
ObAe monesno mpu nNeucHue Ha npenosupaHero. HeofXOAHMO € YeCTO MpPOCAEAABAHE HA CEPYMHHTE
ENEKTPOHTH H KpeaTHHHH. I1PH MosBa Ha XMNOTOHUS, TALHEHTHT TPAOBA 1a Oble MOCTaBEH B IETHAJO MO
rpe0 nofokeHue 1 O1P30 fa Ce IPUIIOKAT CONECBH U 0BEMMH 3aMECTHTENH.

5. CAPMAKOJOT HYHYU CBOMCTBA
5.1 dapMakoAHHAMHYHA CBOHCTBA

(apmaxoTepanesTHha Tpyna: AHIHOTeH3uH 11 pELenTOPHH aHTATOHWUCTH H AHYPETHIH,
ATC xon: CO9DAO7

Mexanun3eM Ha neiicTBHe

Tencon Imoc e koMOuHANMA OT aHrHOTEH3MH Il PeLENTOPEH AHTArOHUCT, TENMHCAPTAH H THA3HIEH
AAYPETHK, XHAPOXNOpoTHa3HA. [IpH kxoMOHHHpaHeTO WM Te3H CBCTABKH HMMaT AOHTHBEH
AHTHXUNEPTEH3MBEH ePEeKT, KOCTO BOMM A0 NMO-TOJISIMO HAMAJIABAHE HA KPBHOTO HAJIATAHE OTKONKOTO, KO
Ca TNPHIQXKEHH TOOTHENHO. Tencon HJ]I'OC, INpACMan BCIHBK OHCBHO B TCPaneBTHYHH O03H, BOIH A0
¢(eKTHBHA H ITABHA PeIyKIMHA Ha KPLBHOTO HAJIAraTe.

DapmakoAMHAMHYHHA edexTH

Tenmucapran e nepopanHo edexTiBen U cneuuduuen anruotensuH [ perenropen anTaronuct {Tan AT)).
Toit usmectsa ¢ MHOrO PMCOK adupuTeT anrnoTensuH II OT HETOBOTO MACTO Ha CBBp3BaHE B AT
PELENTOPHUSA NOATHIL, KOHTO € OTTOBOPEH 3a H3BECTHHTE JelicTBHA Ha aHTHOTeH2HH I1. TenMucapTan HaMa
AOPH H 4ACTHYHA arOHHCTHYHA aKTHBHOCT cripsaMo AT, peuentopa. TenmucapraH ce CBbp3Ba CENEKTHBHO
¢ AT, peuentopa. CBLP3BaHETO € MPONBILKUTENHO. TenMHCAPTaH HE MOKA2Ba APMHWTET KuM APYTH
peuenTtopH, BruounTenHo AT, u gpyru no-ciabo xapakrepuznpann AT-peuentopu. OYHKUHOHANHATA
POJIL Ha TE3H PELIENITOPH HE € H3BECTHA, HE € H3BECTEH H eJEKTHT HA TAXHATA BE3MOXKHA CBPBLXCTHMYNALHS
OT aHrHoTeH3HH II, YHATO HHBA ca MOBHMIIEHH OT TenMHCAPTAH. HuBara Ha MnasMeHus anfOCTEPOH ca
NMOHHXEHH OT Te/MAcapTan. TenMucapran He HXUOHPA YOBELIKHA IA3MeH PEHUH H He Gnompa,




Chll0 pasrpaxkna OpaaukuauHa. Ilopanu TOBa He Ce OYAKBA ja MOTEHIHpPa GpaHKHMHHH-MEAHHPAMHTE
HeXenaHH JiexapCTBenu peakiud. IIpH xopa Aosata ot 80 mg TeaMHcapTaH MOYTH M3LANO HHXHOMpa
NPeIH3BHKAHOTO OT amruoreH3nH Il moBHINaBane Ha kpeBHOTO HaysiraHe. MuxubGuropHusr edekT ce
nonaspka Haa 24 qaca, KaTo Bee olLe MoXe Aa 6bae ycranosen a0 48 vaca.

Cnen npinarane Ha MLpBaTa 032 TEMMHACAPTaH ce Habl0/1aBa IOCTENEHHO I10ABA HA AHTHXHIIEPTEH3HBHA
AKTUBHOCT B pAMKHTE Ha 3 9aca. MakcHManHata peaykuns Ha KppBHOTO HANACAHE Ce JOCTHIa HAbJIHO B
paMKHTE Ha 4-8 CeIMMUM CIIEN HAa4asioTO HA JIEYEHHETO H Ce MOLABPKA Upe3 NPOXb/KHTENHA Tepanus.
Cnex npueMaHe Ha 03aTa aHTHXUNIEPTEH3HBHHAT e(eKT NEpPCHCTHPA TToBeYe OT 24 vaca, KaTo BKI0YBa H
NoCHAeAHHTE 4 yaca Npeiy CleNBAIOTO NPHIOKEHHAe, KAKTO NI0KA3BaT aMGyNaTOPHHUTE M3MEPBAHHA HA
KPBBHOTO HajdraHe. ToBa e MOTBBLPAEHO H OT H3MEPBAHHATA B MOMEHTA HA MakcHMmanHus edekr H
HEMOCPeACTBEHO NPEAN NpHeMa Ha CIEABallaTa Jo3a (ChbOTHOLIEHHETO MHHHMATHH KbM MAaKCHMATHH
KOHLEHTPALHH, KOETO € NnocToAnHo Han 80% cnex mpueM Ha o3 oT 40 H 80 mg renMucaptad npH
mwiaue6o KOHTPOJHPaHH KNHHHYHH TPOYYBAHHA).

IIpH NAuHEHTH ¢ XMIIEPTOHHA TEMMHCAPTAH PEAyIHpPa H CHCTONHOTO H AHACTONHOTO KPHBHO Hansraue 6e3
/12 IOBJTHABA [Y/ICOBATA YECTOTA. AHTHXHNIEPTCHINBHATA epUKACHOCT Ha TEJIMHCAPTAH € CPaBHEMA C Ta3H
HA2 TIPOAYKTH, TNPEACTABHTENH HA JAPYTH KIACOBE AHTHXWIEPTEH3HBHH JIEKAPCTBEHH MPOHYKTH
(ycranoBeHa MpH KNTHHHYHY H3NHTBAHAA, CPABHSBALIM TEIMUCAPTAH ¢ AMIOAHIIH, ATCHOIO]I, eHANAIPI,
XUAPOXNOPOTHA3HA M JTH3HHONPHII).

Kinunnuna edukacHocT H 6e30nacHOCT

B ABOHHO-CAANG KOHTPONHPAHO KIHHHYHO W3NHTBaHe (n=687 MalMeHTH, OUEHEHH 32 eHKACHOCT) NIpH
NAUHEHTH, KOHTO He C€ MOBNHABAT OT JeveHHero ¢ komOuuanuata 80 mg/l12,5 mg e HaGmonaBaHo
NoCTeneHHO yBenHyaBake Ha ediexTa HA MOHKXKABAHE HA KPBBHOTO HanATaHe ¢ 2,7/1,6 mm Hg (CKH/IKH)
npy koMOuHaimaTa 80 mg/25 mg cnpAMO MPOXBIKMTENHO nedee ¢ KoMGuranmaTa 80 mg/12,5 mg
(pasivka B CcpenHHTE NMPOMEHH, KOPHIMpPAHH COpAMO H3XOAHOTO HMBO). B mocneapamo KAHHMYHO
H3MHTBaHe ¢ KoMOmHaumara 80 mg/25 mg ce mabmonasa JONBJIHHTENHO MOHHKABAHE HA KPBHBHOTO
HanAraxe (W3pasaBanio ce B 0bulo noHwxkasane ¢ 11,5/9,9 mm Hg (CKH/IKH)).

B o0obwieH aHanus oT ABe CXOAHH 8-CeAMMYHM NBOMHO-cNemM mM1auefo KOHTPONHPAHH KIRHHYHH
u3nMTBaNuA cnpamo 160 mg/25 mg eancapran/xmapoxnoporuasHy (n=2 121 nauMeHTH, OUEHEHH 3a
edukacnocT) ¢ HabmoaBaH 3HAMHMO NO-TONSM edeKT Ha NOHMkABaHe HA KPHBHOTO HajArane ¢ 2,2/1,2
mm Hg (CKH/IKH) (pasnuka B CpeHHTE MPOMEHH, KOPUTHPAHH CIIPAMO H3XOAHOTO HHBO) B MOJ3a HA
xoMOHHauuaTa 80 mg/25 mg TenMucapTaH/XHIPOXNOPOTHAZH,

Tlp# BHe3aNMHO MPEKBLCBAHE HA JIEUSHHETO C TENIMHCAPTAH KPHBHOTO HANATAHE MOCTENEHHO ce BPBINA 4O
CTOHHOCTHTE NPeaN JIEUEHHETO, 3a NIEPHO] OT HAKOAKO AHH Ge3 ZaHHH 3a pebayH) XMunepToHHueH edekT.
Cryyaure Ha Cyxa Kalnuna ca 3Ha9MTE/IHO MO-MAKO NPH NAUMEHTH, TPETHPAHH C TEJIMMCADPTAH,
OTKONIKOTO TIPH TAKWER, Ha KOWTO Ca AaBaHKR MHXMOMTOPM HA GHFHOTEH3MH KOHBEPTHpAILMA SH3MM B
KNHHHYHH [POYYBAHHA, JHPEKTHO CPaBHABALIM JBETE AHTHXHUIIEPTEH3UBHH JEYeHH .

TIpopunaxTHKa HA CHPASYHO-CHAOBH HHUMICHTH

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint Trial)
CpaBHABa e(EKTHTE OT MPHIOKEHNETO HA TEIMHCAPTAH, PAMHIPHI H KOMOHHALIMATA OT TEIMHCAPTaH H
PaMHIPHA BBPXY PE3YNTATHTE N0 OTHOLIEHHE HA ChPACYHO-CHIOBATA CHCTEMA, IpH 25 620 nauneHTH Ha




2, CBNBTCTBAH € NAHHH 3a YBPEKJaHe HA [PHUEIHHTE OpraHM (KaTO pPEeTHHONATHA, JeBOKaMepHa
xuneprpodus, Makpo- WIH MHEPOANOYMHHYDHA), KOMTO €& NMONyJlanda ¢ PHCK OT HACTHOBAHE Ha
CHPASHHO-CHIOBY WHITHACHTH.

TlauneHTHTE ca paHAOMH3HpaHU B €Ha OT CJEKHHTE TPH rPYIH 3a JeueHHe: Tenmucaprad 80 mg (n=8
542); pamunpui 10 mg (n=8 576) wu koMGuHALMA OT TenMHucapTaH 80 mg v pamunpuan 10 mg (n=8 502),
TIOCAEABAHO OT NPOCIeAABaHE ChC CPEfHA NMPOABIKHTENHOCT OT 4,5 rOAHAH.

TenMucapTal nokassa cXofneH eheKT ¢ pAMHIPHI MO OTHOLICHHE HAMANABAHE Ha MBPBHYHATA CHLCTABHA
kpaliHa T0YKa 0T CbPAEUHO-CHI0BA CMBPT, HelhaTasieH HH(APKT Ha MHOKApAd, RedaTaneH MOIBYEH HHCYJIT
HIIH XOCITHTAIM3alMs MOpaiH 3acTOMHA chpledHa HeJOCTATHUYHOCT. YecToTara HA WHPBHYHATA KpailiHa
TOYKA € CXOZIHA B TPYNMTE Ha TeJAMHcapTaH (16,7%) u pamunpun (16,5%). KoeHUHEHTET Ha PHCK NpH
TEeNIMHUCAPTAH CripaMo pamunpui e 1,01 (97,5% CI 0,93 —1,10; p (He no-manka eduxacuoct) = 0,0019 npu
Mapx ot 1,13). IlpoueHThT Ha clydauTe Ha CMBPT MO BeAKA OpHUKHA € choTBeTHO 11,6% M 11,8% nmpu
NAUHEHTHTE, IEKYBaHH C TEIMACAPTAH H PAMHTIPHI,

YcTaHoBeHO e, Ye e(heKTHBHOCTTA Ha TEJIMHCAPTAaH € CXOAHA ¢ TasH Ha PAMKIPHI NPH NPEABAPHTETHO
onpeacneHaTa BTOPHYHA KpaliHa LEeN OT ChpOeyHO-ChaoBa CMBPT, HedaraneH HHQapKT HA MHOKapaa A
Hedaranen MosbueHn HHcynr [0,99 (97,5% CI 0,90 —1,08; p (e mo-mayka edukacnoct) = 0,0004)],
mbpBHYHA Kpaiina uen B pedepenThoTo npoy4saie HOPE (The Heart Outcomes Prevention Evaluation
Study), koeto uscneasa edexra Ha paMHIIPHI CIPAMO naneso.

B npoyusanero TRANSCEND ca pangoMH3ApaHH NauMeHTH ¢ HenoHocHMocT KbM ACE-I naxa6urops,
HO HHA4€¢ ChC CXOJHH KPHTEDHH 3a BKIIOYBaHEe Kakro B npoyusanero ONTARGET B rpyna, npremara
tenmucaptad 80 mg (n=2 954) unu niaue6o (n=2 972), karo U ABaTa MPOAYKTA CE MPHIIATAT B AOMBIHEHHE
KbM CTaHAApTHOTO Aeyenne. CpenHara MpoABLIDKHTENHOCT Ha IPocieAasaHe € 4 ronnus H 8 Meceua. He
C¢ YCTAHOBABA CTATHCTHYECKH 3HAYHMa Da3jiMKa B YECTOTATA HA MLPBHYUHATA CHCTABHA KpaiiHa TouKa
(cBpmedHO-CBAOBA CMBPT, HedaTaneH HHBApKT Ha MHOKApAA, HedaTaleH MO3IBYEH WHCYAT HIM
XOCTIMTATH3AIAA TOpaAH 3acTOHHA Chpae4Ha HemocTaThbuHocT) [15,7% B rpynmaTa Ha TeNMHCApTaH d
17,0% B rpynara Ha naauebo, ¢ koeduunent Ha puck 0,92 (95 % CI 0,81 —1,05; p = 0,22)]. HMa pannu 3a
noj3ata OT TENMHCEPTaH B CPABHEHHE ¢ Mlauebo Mo OTHOLIeHHE Ha [pe/BAPHTENHO ONpeleneHaTa
BTOpHYHA CECTABHA KpailiHa TOYKA OT ChPAEYHO-CBAOBA CMBPT, HedaraneH WHGAPKT HA MHOKApAa H
Hedaranen Mozsuen uucynt (0,87 (95% CI 0,76 —1,00; p = 0,048). Hama Aammy 32 NOA3A TIO OTHOMICHHAE
HA HaMansABaHe HA ChPACYHO-CBAOBATA CMBEPTHOCT (KoepuLHeHT Ha puck 1,03, 95% CI 0,85 —1,24).

Kammna u anruoeaeM ce c»0611aBaT no-pAAKO MPH NAUKEHTH, IEKYBAHH ¢ TENIMHCAPTAH, OTKOJIKOTO MpH
NAIHEHTH, IEKYBAHH ¢ PAMUIIPHI, JOKATO TIPH TEPANHA ¢ TEJIMHCAPTAH [0-YECTO ¢ ChoBILaBa 32 ClydaH
Ha XHTIOTOHHA.

KoM0unHpaHeTo Ha TeNMHCApTaH ¢ paMMITPHI HE AaBa AOMBJIHHTE/HA [10J3a CIPAMO CAMOCTOSATENHATA
TEpallid C paMHOPHI HAH TenMHcapraH. CBEPAEMHO-CHAOBATA CMBPTHOCT H CMBLPTHOCTTA N0 BCAKA
OpHYHHA, KaTO YHCIEHO H3paKEeHME, ca MO-BHCOKH NPH KOMOMHMpAHOTO Nevenue. OCBEH TOBA, MMA
3HAYHMO MO-BHCOKA YECTOTa Ha XHMIepKanueMus, GbipeyHa HeJOCTATBUHOCT, XHMOTOHHA H CHHKOM B
paMOTO ¢ manHeHTH HA KOMOMHUpaHO nedeHue. Ilopamd Ta3M NPAYHHA, eNHOBPEMEHHATA ymoTpeba Ha
TEMHCApTaH X PAMMIIDHI He CE NIPENOPbYBa NPH TA3H [OMYJIALHS.

B npoyusanero “TIpodHnaxTater pexum 3a eQeKTHBHO NpelNaisaHe oT MOBTOPEH MO3bYEH HHCYIT”
("Prevention Regimen For Effectively avoiding Second Strokes" (PRoFESS)) npH namuesTys Ha 50 rogHHH
HJIM NIO-Bb3P&CTHH, KOHTO HACKOPO €A MONYYHIIH MO3BUEH HHCYAT ce 3a6ela3Ba NOBHINEHA YecToTa-Ha,
BE3HUKBAHE Ha CEMCHC [IPH TENMUC2PTaN B cpaBHeHKe ¢ nuane6o, 0,70% cnpamo 0,49% [RE 1';,‘43}‘@_5_’_’?’@
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noBepHTeneH HHTepBan 1,00 — 2,06)]; yecToTara Ha BE3HHKBAHE Ha CEIICHC ¢ (haTANeH H3X0M € MOBHILIeHa
[pH MauHeHTHTe, mpHeMaty Tenmucaprad (0,33 %) cnpamo nauuentuTe Ha naanebo (0,16 %) [RR 2,07
(95 % nosepurencH untepsan 1,14 — 3,76)]. HaGmopnasanata noBHILIEHAa YECTOTA Ha Bh3HHKBaHe Ha
Cencuc, CBhp3aHa ¢ ynoTpebaTa Ha TEIMHCAPTAH MOXe [ia € ClyvaiiHO OTKPUTa H/H Jia € CBBp3aHa ¢
MEXaHHIBM, KOHTO € HeMmo3HaT 3a MOMEHTa.,

HBe roneMu paHaOMH3MpaHH KOHTPONHpaHu npoy4BaHus — ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial - Texymo rnoGanto u3nuTeane 3a kpaliHy TOUKH
Ha TeNMHCapTaH, CAMOCTOATENHO H B koMOHHaums ¢ pamunpun) # VA NEPHRON-D (Knuanyuo
[pOy4BaHe CBBP3aHO C pa3BHTHE Ha HedponarHa npH auaber, MpoeefeHo oT MuHHCTEpCTBO MO
BBIIPOCHTE HA BETEPAHHTE) — npoyyBaT ynorpebara Ha komGuuanmnata 0T ACE HHXHOHTOD K aHTHOTEHIHH
HI-peuenTtopen Grokep.

ONTARGET e npoyusaHe, NpoBeACHO PH NAUMEHTH ¢ aHAMHE3a 38 CHPAEYHO-CHAOBA MM MOIBLYHO-
cbIoBa Gonect, UM 3axapeH auabeT THN 2, IPHAPYKEHH C JaHHH 33 YBpexKAaHe Ha edeKTOpPHH OpraHH.
VA NEPHRON-D ¢ npoyuBaHe NIpH NalMEeHTH CbC 3aXapeH auaber THI 2 U HabeTHa HedponaTHa.

Tesn npoyysaHua He TOKasBaT 3Ha4HM OnarompusteH edexT BupXy OnOpevHHTE W/MNH CbpACHHO-
CHAOBUTE MOCIENHIM H CMBPTHOCT, KaTO CBUIEBpEMEHHO ca HalMoJaBaHH IOBHIUEH PHCK OT
KHMEPKATHEMHS, OCTPO YBpekfane Ha OLOpenmTe W/UNKM XANOTOHUA B CPABHEHHE ¢ MOHOTEpanuATa. Kato
€€ HMarT NpeaBUL CXOAHHTE HM (GapMaKOIHHAMHYEH CBOHCTBA, Te3H PE3YNTATH ca NPHIOKHMH K 33 APYTH
ACE mnxubnTopH u anruorensus 1l-penentopuu 6okeps.

ACE unxuGutopH H aHruorensun II-penentopu GokepH CleAoBaTENHO He TpAOBa Ja c€ H3MONIBAT
€HOBPEMEHHO NIPH maluenTy ¢ quabeTHa Hedponarus,

ALTITUDE (Knuuu4Ho npoyyBaHe MPOBEAEHO ¢ ANKHCKHPEH NPH MAllHEHTH CbC 3aXapeH aualer Tum 2 ¢
H3MON3BaHE HA CHPAECYHO-CHAOBH H  ObOpeuHn 3alonsBaHus KaTo KpaiiHM TOYKH) € [pOYyYBaHE,
OpelHAZHAYCHO Ja H3CNeJBa MO3aTa OT JoOaBAHeTO Ha anuCKMpeH KbM cTaHpaprHa Tepanus ¢ ACE
HHXHOHTOP HIH aHruoTensun [I-penentopen GIOKep NPH NANMEHTH CbC 3aXapeH AHAGET TUn 2 ¥ XPOHHYHO
680peuno 3abonsABaHe, CbpPAEYHO-CHAOBO 3abonmsaBane WA W gpeTe. [IpoyuBaHeTo € NpeKpaTeHo
NPEKACBPEMEHHO TIOPAXH NOBHILNEH PHCK OT HeGRarompWATHH NMocneAMuH. KakTo cppaedHo-ChAOBaTa
CMBPT, TaKa K HHCYNTBT Ca MO-Y€CTH B IPylaTa Ha afHCKAPEH, OTKOJIKOTO B rpynara Ha miane6o, a
NPeACTABIIABALIINTE HHTCPEC HEXENaHH CHOHTHA W CEPHO3HH HEXENaHH CHOWTHA (XMICPKAMHEMHA,
XHIOTOHMS B 6bOpedna AHChYHKUHA) ce chODIIABAT NO-YECTO B IPYIaTa HA ANHCKHPEH, OTKOJKOTO B
rpynara Ha mnane6o.

IleAHATPHYHA HONYIALHA

HsMa HaNin4HH 1aHHK NPH Jela U I0HOLIH Ha Bb3pacT nok 18 roaHHH.

XHAPOXOPOTHA3ZH), € THA3HJCH AKYPETHK. MexaHW3MbT, MO0 KOMTO THA3HOHHTE OHYPETHLH NOCTHrAT
AHTHXHNEPTCH3HBHHA CH edleKT, 3acera He € HATBIHO u3sicHeH. THazHIHTe OKAa3BaT Bb3NEHCTBHE BBPXY
6v0peunuTe TYGYNapHH MexXaHH3MH Ha ENEeKTpPOAWTHA peaGcopOuMs, KATO AWDEKTHO MNOBHNIABAT
€KCKDELUATa Ha HATPHH H XJIOPHAH B NPHOMH3UTEAHO EKBHBANCHTHH KOMHYecTBa. JIHYpETHUHOTO
AeHCTBAE HA XHAPOXIIOPOTHA3HI HAaMansdBa [Na3sMeHHS 00eM, YBEWYaBa aKTHBHOCTTA Ha MIa3MEHHA
PEHHH, YBENIHYaBa €KCKPELMATA Ha aJZIOCTEPOH ¢ [IOCASABALIO YBEIHYECHHE HA Kallus B yPHHATA M 3ary0a
Ha GukapGoraTH, ¥ HaMaNgBa HUBATA Ha KaauHii B cepyma. CuHTa ce, Ye €HOBPEMEHHOTO nppmoxcemle
Ha TEIMHCAPTAH, Ype3 OIIOKHPaHE HA CHCTEMATA PEHHH-aHTHOTEH3HH-AJIIOCTEPOH, BOAH A0 00 )
3ary0ara Ha Kamui, KOATO ce AB/IKH Ha Te3u Auypetruy. [Ipu nprunarane Ha xxmpoxnopaf}l \gﬁmﬁ%ﬂﬂﬂdﬁ? >




Ha AMYype3aTa € clieq 2-ua 4ac, KaTo BEPXOBHA epekT ce HabmoZaBa cnel okoao 4 4aca H NepCucTHpa B
MpOAbIDKEHHE Ha npuOmMsHTenHo 6-12 vaca. EnMASMHONOTHYHHTE NpOYYBAHMS [OKAa3BaT, e
ABNTOCPOYHOTO JIGYESHHE ¢ XHAPOXIOPOTHA3HA HaMANABA PUCKA OT ChpASUHO-CB0BA 3a00/IEBAEMOCT H OT
CMBPTHOCT B PE3YATAT Ha CHPAEYHO- CHAOBH BONECTH.

HewmenanoMet pak Ha koxara: Bb3 ocHOBa Ha HANMYHHTE JAHHH OT EMHASMHONOTHYHH NPOYYBaHHA €
Ha0/IF0JaBAHA 3aBHCHMA OT KyMY/IaTHBHATa [03a Bpb3ka Mexy XXT3 w HMPK. Eano npoyusasde
BKIIIOYBa MOMyAauus, ChCTosama ce or 71 533 cayuan wa BKK u 8 629 cinyvan na CKK, u nomynauus ot
cpoTBeTHO 1 430 833 u 172 462 nopxopamy xoHTponu, Bucokara ynorpe6a na XXT3 (kyMynaTHERO
>50 000 mg) e cebp3ana ¢ kopurupan OR 1,29 (95% JH: 1,23-1,35) 3a BKK u 3,98 (95% JIH: 3,68-4,31)
3a CKK. Habmoparana ¢ sicHa BPb3Ka KyMyNaTHBHA 103a-0TroBop kakto 3a BKK, Taka u 3a CKK. Jipyro
NpoyUBaHe MMOKA3BA Bh3MMKHA BPR3Ka Mexay paka ua yeruute {CKK) u excnosuumsara na XXT3: 3a 633
CJIy4aH Ha paK Ha ycTHHTE e noAbpana momynanus oT 63 067 nogxoIiy KOHTPONH, KaTo Ce H3No/i3Ba
CTpaTeTHA 3a B3eMaHe Ha MpoOH, OTpelelieHa oT pucka. JIeMOHCTpHPaHa € Bpb3Ka KyMyJIaTHBHA 11034~
orroeop ¢ kopurupan OR 2,1 (95% H: 1,7-2,6), napacteam no OR 3,9 (3,0-4,9) 3a Bucoka ynorpeba (~
25 000 mg) u OR 7,7 (5,7-10,5) 3a Hali-BHCOKaTa KyMy/aTHBHA 103a (~ 100 000 mg) (BX. chILO TOUKA
4.4).

Kbm MoMenTa eexTHTe Ha hHKCHpaHaTa 103082 KOMGHHALMS Ha TEIMUCAPTAH/XHAPOXIOPOTHASHA BEPXY
CMBPTHOCTTA H ChpAEYHO-ChAOBATA 3a00NEBAEMOCT HE CA& H3BECTHH.

5.2 @apMaKOKHHETHYHH CBOIicTBa

ENHOBPEMEHHOTO NPHIIOXKEHHE HA XHAPOXJIOPOTHA3HS M TENMHCAPTAH TIPH 3APaBH CyGeKTH He mpoMeHs
(hapMAKOKHHETHKATA HA HUTO €IIHO OT BELECTBATA.

AGcopOumsa:

Tenvucapran:

ITkoBHTe KOHUEHTpalUKMH HAa TEAMHCAPTaH ce MOCTHraT B pamkute Ha 0,5 — 1,5 waca cnen nepopanen
npueM. AGcomoTraTa CHOHATHYHOCT HA TeAMHCAPTaH B A03H 40 mg u 160 mg e choTBeTHO 42% K 58%.
XpaHata Jieko CHHXaBa OHOHANMMYHOCTTA HAa TE/AMHCAPTAH KATO PEAYKUMATA Ha 00acTTa MOA KpHBATa
nnasMeHa konlieHtpauus-speMe (AUC) ra renmucaptan e ot okono 6% npu 40 mg x03a  oxono 19% npu
160 mg mosa. Tpu uaca cnex NpuiokeHHe NAA3MEHHTE KOHUEHTPALMH €A MOAOCOHH, He3aBHCHMO JaH
TENIMHCAPTAH € MPUIOKEH Ha MIaJHO I ¢ Xpana. He ce ovaksa crrabara penykuus B AUC na npeusBuka
PeRyKuHd B TepaleBTHYHATA epHKacHOCT. DapMaKOKHHETHKATA IPH NEPOPAHO NPUAGKEHHE Ha 03K 20
— 160 mg e He-nuHeapHa, KaTo ce HabmioJaBa HEMPOMOPUMOHANIHO YBEIWYABAHE HA TUIASMEHHTE
koHeHTpauuy (Cmax # AUC) ¢ mosumaBane Ha joszata. TenmHcapTaH He KyMyNHpa 3HAYMTENHO B
THIa3MaTa MPH MOBTOPHO NPHIIOAKCHHE.

XnapoxnopoTuasui:

[TukoBHTE KOHIEHTPAUHH Ha XHAPOXIOPOTHA3HA CE TOCTHTAT B pAMKHTE Ha IpHGnanTenHo 1,0 — 3,0 uaca
Cnex nepopaneH npHeM Ha Tescon Imoc. AGconmornara GHoHamM4HOCT, 6a3HpaHa HA KyMYyJIaTHBHATA
PeHamHa EKCKpeMs Ha XMAPOXAOPOTHASHL, € 0k0J0 60%.




Pasnpenencnne

Tenmucapran ce cBBP3Ba B rOJIAMA CTEIIEH ¢ N1asMeHuTe NpoTeuHH (>99,5 %), rnagHo ¢ anbyMuH H andal -
kucen raoxkonporenH. CpenuusT npueHacH obem Ha pasnpenencane ¢ okono 500 1. Xuapoxnoporhazun
ce cBep3Ba B 68% c Na3MeHHTe NPOTEUHH H NPUBHAHMAT MY 06eM Ha pasnpesenenne ¢ 0,83 — 1,14 kg,

BuoTtpaHc Manug

Tenmucapran ce MeTaCoMM3Hpa 4Ype3s KOHIOTauMs, Karo obpasyBa ¢apMakoNOTHYHO HeaKTHBEH
AUMITIIOKOPYHUA. [IIOKOPYHHABT HA OCHOBHOTO BEIIECTBO € SANHCTBEHHAT MeTab0NKT, HISHTH(HIHPaH
npu yopeka, Cnex efHoKpaTHa no3a Oensasan ¢ paguoakTpes sernepon 14C TenMucapran MOKOPYHUABT
npencrasiasa npuGmasuTenHo 11% oT W3MepeHaTa pagHOAKTHBHOCT B Iuazmara. HM3oeH3uMHuTE Ha
maToxpoM P450 Hamar ywactHe B MeralonM3Ma Ha TeNMHCApTaH,  XHAPOXJIOPOTHAsHA HE ce
MeTaboaH3pa MPpH XOpa.

EnnMunupane

Tenmucapran: Kaxto cnen HMHTPaBeHO3HO, Taka H Cliefl TepopalHo NpuicxkeHne Ha 14C Oengsanm
TeNIMHECAPTAl, MO-rofiAMaTa 4acT OT IpueTata Ac3a (>97%) ce eMUMWHHpa ¢ H3NPAKHCHHATA 4Ype3
OunnapHa ekckpenns. B ypuHara ce OTKPHBAT CaMO HeRHAUMTENHH KOMUYecTBd. TOTAMHUN WNa3MeH
KIHPBLHC Ha TENMHCAPTAH clie]] NEPOPAIHO npuroxerue e >1 500 ml/min. TepMHHANHUAT NONYKABOT HA
SIHMHHHpaHe e noseye ot 20 yaca.

XHApoxIOpOTHA3H] C& EKCKPEeTHPa HALLI0 HENpOMeHeH ¢ ypHHaTa. Oxono 60% oT nepopanHara Jo3a ce
€NMMHHKPA HenmpoMeHeHa o 48 9aca. br6pedHuar xmpbHe € okono 250 — 300 ml/min. TepmMuHantiusT
endMUHAIHOHeH moyxuBoT € 10 — 15 vaca.

Cnenuaanq nonyaanun

Crapuecka BL3pacT

d)apmalcoxnnermca'ra Ha TCJIMHCAPTaH HE Ce pa3nyyaBa MEeXIY NO-MJIanH H NallHeHTH Ha BBE3pacT Haj 65
FOOHHH.

Tlon

Ilpu sxeHH NnasMeHHTE KOHUEHTPAlHK Ha TeJaMHcapTaH obH4aiiHo ca 2 —3 METH MO-BHCOKH, OTKOJKOTO
npu MbKe. B knHanuHKTE mpoyuBanKs, obave, NpH XkeHH He ce HabMIOAABAT 3HAYHMO YBEHYEH OTrOBOP
Ha KPBBHOTO HAJIAMAHE MJIH YECTOTATA Ha OPTOCTATHYHA XMNOTOHHA. He ce Hanara npenu3upane Ha 103aTa.
TIpH *eHH MMa TEHNEHUKS KBM TO-BHCOKH NNA3MEHH HUBA Ha XHAPOXAOPOTHAZHA, OTKONKOTO NPH MBXKE.
Tosa obaye HIMa KNHHHYHE 3HAYHMOCT.

Brbpeuro yepexaane

brbpeunara exckpeuHs He NONPHHACS 3a KIMPBHCA Ha TenMHcapTaH. Cropes OrpaHHYeHHs ONHT NpH
NALHEHTH C JIEKO J0 CPeAHO H TexKo OB0pevHO yBpexaaHe (KpeaTHHHHOB kmupbHC 30 — 60 ml/min,
cpeano okonio 50 ml/min), He ce Hanara KOpHrHpaHe Ha J03aTa NpH MAUHEHTH ¢ Hamaneda Ge0pedHa
dbynkuma. Tenmucaprad He moxe na Gbie oTmeneH npu xeMmoAauamwsa. ITpy mauMeHTH ¢ HAPYIIEHH
6b0peyry GyHKUMH CTENEHTa Ha EMHMHHHPAHE HA XHAPOXIOPOTHAZHA € PefyuHpaHa. B e1no THIHYHO
npoy4BaHe, BKMIOYBALIO MALHEHTH CBC CpeJeH KPeaTHHHHOB knupbHc 90 ml/min, nonyxmacrra Ha
CIHMHHApPAHE Ha XHAPOXNOpOTHa3HI ce yBerw4yasa. I[IpH (yHKUMOHATHO anedpHu

CITHMHHALHOHHHA TIOMYKUBOT € OKOJ0 34 vaca. /\U




HepHonpobHo yepesxnane

(DapMaKkOKHHETHYHHTE [IPOYYBaHHA NPH NAUAEHTH ¢ 4epHOAPOGHO YBpekJaHe NMOKa3BaT MOBHMILABAHE HA
abcomorHata OHOHanH4YHOCT A0 okono 100%. Tlpy mnauueHTH ¢ YepHoAPOGHO YBpeXaaHe
CTMMHUHAUHOHHUAT MOMYKHBOT HE € MPOMEHEH.

53 IpeaxnnuAYHN JaHHH 32 GeonacHocT

He ca npoBeneHH NONBLAHKTENHW NPOyuBanus ¢ komOwHauws ¢ Quicupans jo3n 80 mgf25 mg B
NpeAKTHHHYHY NPOYYBAaHHA 33 OE30MaCHOCT ¢ EeQHOBPEMEHHO NpHICKEHHME HA TEIMHCAPTaH
XUAPOXJIOPOTHA3HA MPH HOPMOTEH3HBHH TUIBXOBE W Ky4YeTa, IO3H, CPaBHHMH C T€3H B KIMHHYHHA
TEpPaNeBTHYEH AHANA30H He NIPeAN3BUKBAT epEKTH, pasnuiHH OT HabnogaBaHHTe PR CAMOCTOSTEMHOTO
NPHICKEHHC HA ABETC BCUICCTBA. HaﬁJ'IIOHaBaHHTC TOKCHKOJIOTHYHH NMPOMEHH HAMAT OTHOUWICHHE KbM
H3IION3BAHETO 3a TEPANeBTUYHH LENH NPH YOBEKA.

TokcukonoruynuTe Haxonk, A00pe MO3HATH OT NpeAKIHHAYHHTE MPOYYBAHMS HA HHXHOUTODH HA
aHTHOTEH3HH KOHBEPTHPAIHA €H3HM H AaHTArOHHCTH Ha aHTHOTeH3HH I peLenTopuTe ca: HaMauABaHe Ha
NapaMeTpHTe HA YCPBEHMTE KPbBHM KNCTKM (SPWUTPOLUTH, XeMornofHH, XeMaToKpHT), TIDOMEHH B
Op6peuHaTa xeMOAHHAMHKA (ITOBHILIEHO HHBO Ha 30T B KPbBTAa H KPEATHHHH), [IOBULIEHA AKTHBHOCT Ha
MIa3MEHHA PEHMH, XMMEPTPO(QMA/XHTIEPNIasHA HA FOKCTarTIOMEPYNapHHTE KISTKH H YBpEkKAaHe Ha
cToMaluHara iurasuua. CTOMAHUTE Je3un Morar Aa GbAar NpenoTBpaTeHH/OrpaHHYeHH upes MepopaHo
RobaBaHe Ha GU3HONOrHYEH PasTBOD H IPYMOBH JKHAKLIA 38 KHBOTHHTE. [Ipu kyyera ca HabmozaBaHA
6uOpeuna TyOynapHa aunaTauus 1 aTpodus. CHHTA Ce, Ye Te3H HAXOAKH CE IbJIKAT Ha (apMakonoruyHaTa
aKTHBHOCT Ha TeJIMHCAPTaH.

HsMa SCHM JaHHH 34 TepaTOreHEH edeKT, BRIPEKH TOBA MPH TOKCHYHM HO30BH HHBA HA TEJMHCAPTAH €
HaBmoasan eQekT BLPXY NOCTHATANHOTO PA3BUTHE Ha TIOTOMCTBOTO, KATO NO-HHCKO TENECHO TETNO H
3abaBeHo oTBapsHe Ha ounTe Hama NokaszaTencTsa 3a MyTareHHOCT M ChOTBETHA KJIACTOrEHHA aKTHBHOCT
Ha TeAMHCAPTAH NIPH H3NKTBAHHA in Vitro M KAPUMHOrEHHOCT NMpPH [TBXOBE M MHWIKH. [IpoyusanusTa ¢
XHAPOXJIOPOTHA3HA AABAT HECHTYPHH JaHHH 33 FeHOTOKCHYHOCT WIIH KaPIHHOTEHHH €(PEKTH MMPH HAKOH
EKCIIePHMEHTANHN MOAETH. BENpekH TOBa, HATPYNMAHHAT ONHT OT M3MOJ3BAHETO HA XUAPOXNOPOTHASHS
NpH 40BEKA HE [aBa JOKA3aTeNCTBA 3a Bph3Ka Mexay ynoTpebaTa My M IOBHLIEHA 4YecToTa Ha
HeomasMuTe. 3a PETOTOKCHYHBA MOTEHIHAN HA KOMOWHALHSATA TENMHCAPTaH/XMIPOXIOPOTHASHA BX.
Touka 4.6.

6. GOAPMATIEBTHYHHA JTAHHMA
6.1 CIOMCLK HA MIOMOIOMATE BeiecTBa
Manmton (E421)

TToeunon K 25 (E1201)

Kpocnosunon (E1202)

Marne3ues creapar (E572)

Mermymux




HarpreB XxaapoKcHg

JlakT03a MOHOXHOpAT

Mukpokpucranua nenynoza (E460)

Xunpomenosa (XHapoKcHNponuiaMerynuemynosa) (E464)
Harpues sumected raakonat (TEI A)

Xnnt xenesex okcug (E172)

6.2 HecsBMeCTHMOCTH

He e mpunoxkumo.

6.3 Cpok Ha rogHocy

3 rognHE

6.4 Cnennaanu ycJIOBHS HA ChXpAHEHHE

Toau JIEKapCTBeH NPOAYKT HE H3IHCKBA CHNENHAIHH TEMNEpATYPHH YCIOBHA 34 ChXpaHCHHE. ,IIa ce
ChXPaHABA B OPHIHHaANHATa OIIAKOBKA, 34 Ja Ce Npelna3pa OT CBETJIHHA | Bliara,

6.5 BHI # CHObPIKAHME HA ONAKOBKATA
Brrcrepn ot PA/ALU/PVC//Al neotaenamo ce donuo. Enun Gniictep chappxka 7 i 14 tabnerwu.
Bupnose omakoskd: 14 u 28 Tabnetxn.

He BcHuKH BUIOBE OMAKOBKH MOTAT Aa OBAAT IIYCHATH B mponaxoa.

6.6 Crenuanuu npedna3sHy MepKH NPH #3XBLUIAHE H paloTa

Tencon ILmoc TpsaGea qa ce CbXpaHsBa B 3aneuaTandTe GaHCTEpH, NOPaAH XMrpOCKOIMHYHHTE CBOHCTBA Ha
tabnetkute. Tabnerkute TpaGBa Aa ce H3BaxXAaT oT GAHCTepa, HEMOCPENCTBEHO mpenu ymotpeba
IMonskora BRHIIHAA CJI0H Ha OIHCTepa MOXE Ja Ce OTACHH OT BETpelHus cioll. B Te3n cinyyau He €
HeoOX0AHMO Aa Ce npeanpHEMAT HAKAKBH JeHCTBHS.

7. IIPHTEXATEJI HA PASPEHIEHHMETO 3A YIIOTPEBA
HHBHOTEX OO, yn. ,,Tpuagaua“ Ne 5A, 1000 Codus, Boarapus




8. HOMEP HA PA3ZPEHIEHHUETO 34 YIIOTPEBA
Peructpaunones Ne 20150366
9, JATA HA ITBPBO PA3PEINABAHE 3A YIIOTPEBA

Jata Ha mepeo paspewasane: 02.11.2015
JlaTa Ha mOCIeAHO MONHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

M. HoeMBpH 2020




