KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. WME HA JEKAPCTBEHMS IPOJYKT

Tencapt 80 mg Tabnetkn
Telsart 80 mg tablets

2. KAYECTBEH H KOJTHYECTBEH ChCTAB

Bedaxa rabnerka ¢baspxa 80 mg Tenmucapran (telmisartan).

3Aa TBJIHMA CIIMCHK HA MOMOIIHHTE BCLUECTBA BHIKTE TOYKA 6.1,

3. JEKAPCTBEHA ®OPMA

TabaeTka.

W3NLAHUTENHA ATEHUMSA NO NEKAPGTBATA

KpamKa Xapakmepucmuxa He npagykma - Tlpuaoxserie ¥

KBM P2, N? cessrann Beli el 5; ........

26 //7/'//7} -G.76

PaapeiweHue Ne ...

FYTTICr T LA areasnasnaer

LT am

T wdadsn

Ogobpenue Ne ...

Tencapt 80 mg ca 6enn, npoasnroeati TabneTku ¢ Mmapkuposka LC oT ennara cTpana.

4. KJIMHAYHH JAHHU

4.1 TepaneBTHYHHH NOKAIAHHA
Xuneprouus

JleyeHwe Ha eceHIMATHA XHINEPTOHHS TIPH Bb3PacTHH.

CepaeyHo-cb10Ba I HAAKTHKa

HamanseaHe Ha cbpAeuHo-CLACBaTa 3a00A€BaEMOCT NPH BL3PACTHH C:
*  H3YBEHA 4TepOTPOMOOTHYHA CHPAEUHO-CBACBA OosiecT (AHAMHE3a 33 KOpOHapHa
60O1ECT Ha CBPLIETO, MOZBUEH HHCYAT WITH NeprbepHO apTepHanHO 3a00/1BaHE) WK
e 3axapeH AuabeT THR 2 ¢ YCTAHOBEHO YBPEXKaHe Ha KPalHHTE PHUEIHH OPraHH.

4.2 Jl03HpPOEKA H HAYMHH HA NPHJIOKEHHE

gosupoaxa

JleyeHHe HA €CeHLIHATIHA XWOEPTOHMUA FAIPH BL3PACTHH.

ObukHoBeHo edexTBRATa 1034 ¢ 40 mg BeAHWK NHEBHO, HAKOH MALMEHTH MOTAT Za Ce [OBIMAAT K
OT AHEBHA K034 ot 20 mg. B cayuyanrte, B KOHTO He € MOCTUIra KEJaHOTO KPBBHO HANAraHe, J103aTa Ha
TenMucapTai Moxe jAa Obje moBHineHa Makcumano a0 80 mg Beaubxk AHeBHo. KaTo antepHaruea
TEMMHCAPTAH MOKE [Ja ce€ Mnpuiara B KOMOWHAUMA C© JAYpeTHUH OT THa3MIeH THN KaTo
XHOPOXJIOPOTHA3H, KOHTO AONBLAHMTENHO MOHMXKaBa KpPbBHOTO Hamirane. [lpm peinenue 3a
[OBULIABAHE Ha 03aTa TpAGBA fa ce MMa NpeaBull, Y€ MAKCHMATHHAT aHTHXHIEPTEH3UBEH edeKT ce
AOCTHra B paMkuTe Ha 4 10 8 ceIMHLIM cneq 3ano4BaHe Ha NeYeHHeTo (BK. Touka 5.1).

CbpaeuHo-CbI0BA NPOPHIAKTHKA

Ilpenopruranara Aeza ¢ 80 mg regHbxk AHerHo. He € M3BecTHO JanM No-HHCKH 110311
TEIMHCAPTAaH ca epeKTHBHH 33 HAMANABAHE HA CHPAEYHO-CHAOBA 3a00N€BAEMOCT.

JICKaApCTBarTd, KOUTO NMOHHAKABAT KPLBHOTO HAJIATAHE.

Cneuuazmu norRyaayuu’




Hauuentu ¢ 6u0peyHo Yepekaane
[lpu mauMeHTH ¢ NeKo AC cpeaHo Texko 61OpeyHo yBpekaane HE C& Halara TIpOMAHa B NOSHPORKATA.

OnUTHT NPH NAUHEHTH © TEXKH HapylleHHA Ha 61b0peunaTa QyHKUHS HIH XEMOJHAIIH3a € OrPAHUYEH.
[1pn Te3u NaiMeHTH Ce IpenopbYBa NMO-HACKA HayanHa 1o3a — 20 mg (Bx. Touka 4.4).

[TauneHTH ¢ YepHOAPOBHO VBpekaaHe

TencapT e NpOTHBONOKA3aH TIPH NALMEHTH ¢ TEXKKO YepHOPOOHO yBpexaane (Bx.Touka 4.3).

IMpy nanMeHTH ¢ JIEKO A0 CpefHo TEXKO HepHoapoOHO yBpeskaaHe He TpaOBa na ce HafBHINABA 1034
oT 40 mg BeaAHDbK AHEBHO (BXK. Touka 4.4).

INauuedTy B cTapyecka BL3IPacT
He e HeoOX0AUMO KOPUIHpaHe Ha [03aTa NPy NAaLMeHTH B CTApueCcKa BL3pacT.

IMeauaTpHyHa MomyIanus
BesonacHocTTa M epUKacHOCTTa HA TEJIMUCAPTaH NpH Aela H IHOIIH oA 18-roaxiiHa Bb3pacT He ca

ycranopeHH. HalM4HHTE nosacToslmeM AaHHW ca ONHCaHK B TOYKH 5.1 M 5.2, HO NpenopbKH 3a
AO3MPOBKATA HE MOFaT 1a Ce HAIpPAaBAT.

HauuH HA NpHIoKEeHHE
TabnerkuTe TeAMHCAPTAH Ca NPEIHA3HAYCHH 3a NICPOPAIHO NPHIOKEHHE BEAHDBXK JHEBHO H TpabBa Ja
¢ [IPHEMAT ¢ TeYHOCT, ¢hC WIH Oe3 XpaHa.

4.3 IIpoTBONOKa3aHNA

¢ CEpPBXUYBCTBHTENHOCT KbM JNEKAPCTBEHOTO BEWIECTBO WIH KbM HAKOE OT TIOMOIHHTE
BEIECTRA (BXK. Touka 0.1).
Bropo 1 Tpeto Tpumecenne Ha GpeMeHHocTTa (BaK. TOUKY 4.4 1 4.6).
O6cTpykTHBHY 3360N98aHHY HA AUTLYHHTE ITBTHILA.
Texxo uepHOnPOGHO yBpeKAaHE.

ExHoBpemennata ymoTpeba Ha TencapT ¢ aIMCKHPEH - ChABPKAIUM NPOJYKTH € MPOTHBOMNOKAa3aHa
NpH NaLMeHTH Cbe 3axapeH anaber Mnn 6BOpeuno yepexxkaane (GFR < 60 ml/min/1,73 m2) {(Bx.
Touku 4.5 w 5.1).

4.4 CnensanHa npeaynpexaeHHs H NpeANa3HE MEPKH NpH ynorpebda

Bpemendoct
He TpsafBa na ce 3anousa npueM Ha aHrHOTeH3MH Il peuenTOpHH AHTArOHHCTH MO BpPEME Ha

OpemennocT, TlauMeHTKHUTE, KOHTO MJAHHPAT OpeMeHHOCT, Tp2OBa Aa NMPEeMHHAT KbM ANTEPHATHBHO
AHTHXHUIMEPTEH3UBHO JIEUEHHWE ¢ YCTAHOBeH npodmn Ha Ge3omacHOCT NpH ynoTpeba no BpeMe Ha
OpeMeHHOCT, OCBEH aKo ¢e€ CYyHTa, 4e € OT ocobeHa BaKHOCT Oa Ce MNPONBLILKH JEUEHHETO ¢
anruoTensun 1l peuenTopHK aHTaroHMCTH. Ako e AMAarHOCTHLMpaHa OPEMEHHOCT, JIEYCHHMETO ¢
aHrnoTeAsuH I peLentopHH aHTaroORHCTH TpaAGBa He3aGaBHo na Obae NpeycTaHOBEHO H AKO €
NOAXOIALIO, 12 C& 3aNOYHE AITEPHATHBHO JleucHue (8. ToukH 4.3 1 4.6).

YepHoapoOHo yEpeXaaHe
Tencapt He TpaGBa na ce npuiara NPy NALMEHTH C XOIECTA3a, ¢ ¥ Tb4YHH OOCTPYKTHBHH HapyUICHHA

HITH TEXKO YEpHOAPOOHO YBpesk/iaHe (BxK. Touka 4.3), Thil KaTO NO-TONAMATA YACT OT TEAMHC
€TMMHHUPA HPe3 JKTbukata. [Ipy Te3u NaLMEHTH MOKe J1a Ce 04AKBA HAMATICH YEPHO/PO
Tencapr TpaGBa Ja ce npdiara BHHMATEAHO NP NAUMEHTH C JICKH 0 YMCPEHM;
yepHoApoOHaTa GyHKLMAL /

PeHoBacKynapHa XuOepTOHHA




Koraro nauueHTH ¢be cTeHo3a Ha O6bOpeyHa apTepus MM CTEHO33 Ha apTepUATA KbM €IHHCTBEH
¢dyHKIMOHHpaw 6BOpeK ca TperHpaHd ¢ NEKapcTBa, OBNMABALIH CHCTEMATa PEHHH-aHMHOTEH3HH-
aNI0OCTEPOH, ChIIECTBYBa MOBHILEH PHCK OT TEXKKa XHNOTOHus H ObOpeuHa HeaOCTATBUHOCT.

b1Opeuno yepexaaHe 1 6s0pevHa TpaHCILIAHTALIHS
Koraro ce wsnomea Tencapr npu nauweHTH ¢ HapyweHa ObbpeuHa dyHkuma, ce Tmpenopbusa

NEPUOAHMHO CiefieHE Ha KATMA M CepyMHOTO HHBO HA KpEaTHHHMHA, HaMa JOCTAaThYHO JaHHH MO
OTHOLIEHHE Ha TNPWIKKEHHETO Ha TencapT NpH MalMeHTH, NpeTbpnend Hackopo OwOpedHa
TPaHCTIIAHTALMA.

BuTpechaoBa XMIOBOAEMHA

CuMnTomMaTHYHA XHMNOTOHMA, 0cobeHo cned mbpearta aoza Tescapr, Moxe Aa ce Habjonasa npu
NMALMEHTH C TEXHK HATPHER W/HIHM HauaneH o0eM Ha LMPKYJIMPAlaTa KPLB IIPH MOLIHA JHYPETHYHA
Teparnus, JdeTa ¢ OrpaHHYeHO NpHeMade Ha coJjl, AHapHs WM NnospbllaHe. TakuBa ChCTOAHHA TpsaOBa
na Obaar KOpUrHpaHH mpegd npuTokeHHe Ha Tencapr. Harpuesmar w/wim Hamalenust obeM Ha
LUHpKy/HpalaTa Kpbs Tpabea ga 6b1e kopurupas npeau npunoxenHe Ha Tencapr.

JBoitHo 6okupaHe Ha peHUH-aHrHOTEH3UH-anaocTepoHoBaTa cHeTeMa (PAAC)

Hma pannm, ye eanospemenHata ynorpeba Ha ACE umuaxuOuTopn, aHrmoteHszuH ll-penentophu
Onokepy HAM aNMCKMPEH TOBHLIABA PHCKA OT XHMIOTOHMA, XHMEPKATHEMHA H HAMATABAHE HA
6bOpeuHara ¢yHKUHS (BKTIOUMTEIHO ocTpa OnOpeuHa HeaocTarburocT). llopaam ToBa He ce
npenopbusa ABoiHO OnoxknpaHe Ha PAAC upe3 komOuHMpaHata ynorpeba Ha ACE wHxHOHTOpH,
aHrHoTeH3uH [I-penenrophu Gokepu WK aTHCKUPEH (BX. ToUkH 4.5 1 5.1).

AKO ce mpelieHd, e TepanuaTa ¢ asoiiHo Gnoxupane ¢ abconoTHO HeoOxonuma, ToBa Tpabea Aa
cTaBa ¢aMO Moj HaOMOAEHHETO HAa CHELMANMCT M MpH YECTO BHHMATE/NHO MOHHTOPHpPAHE Ha
O0nOpevHaTa QYHKLHA, ETEKTPONMTHTE H KPBBHOTO HANATAHE.

ACE unxubutopu U anruotensns ll-peuentophn 61okepy He TpabBa Aa ce H3MOM3BRAT €HOBPEMEHHO
NpH NalyeHTH ¢ AHabeTHa HedponaTus.

Ipyru cecToSHHSA ChC CTHMYIALUA HA CHCTEMATA PEHHH-aHTHOTEH3UH-ANA0CTEPOH

Tpu naumeHTH, yMiTO BackynapeH ToHyc H 6b0peuna ¢yHKUMA 3aBHCAT OCHOBHO OT AKTHBHOCTT2 HA
CHMCTEMATA PEHHMH-AaHTHOTEH3IWH-ANOCTEPOH (HApHMep NalHEHTH C TEKKa 3acTORHa ChpaedHa
HEZOCTATHYHOCT HAH Nojjexao Ou0peuHo 3afonssane, BKIIOYMTENHO H cTeHO3a Ha OnOpeuHara
apTepHa), JIEHYEHHETO C JIEKapCTBEHH NMPOIYKTH, KOMTO TMOBJMABAT Ta3H CHCTEMA, Ce CBBP3Ba ¢ OCTpa
XHIMOTOHHS, XHMEPa30TEMHS, ONUTYPHA WIH PAIKO OCTpa OBOpeIHa HEIOCTATEYHOCT (BXK. TOUKa 4.8).

[TLpBHYEH anfoCTEPOHHIEM

[laumMeHTH ¢ WBpBHYEH aNAOCTEPOHM3bM [0 TIPHHLMIT HAMA Aad PearHpaT Ha aHTHXHIIEPTEH3HBHH
JEKapCTBEHH TPOAYKTH, HeifcTBal ype3 HHxHOWpaHe Ha cHCTeMaTa peHHH-aHrsorenzue. [lopanu
TOBa, ynotpebaTa Ha TENIMHCAPTAH He ¢€ NPEMOPBBA.

CreHo3a Ha aopTHA M MHTpaaHa kiana, o0CTPYKTHBHA X\NepTPOQHIHA KapIHOMHONIATHA
Kaxro npu apyrure BazoaunaraTopH, CrieLIHATHO BHUMaHHe e Heo0X0AWMO TIpH NaLMEHTH, CTpaaalliy
OT a0pTHA M/TH MHTPAHA CTEHO3a WK 0OCTPYKTHRHA XUNIEPTPOQUYHA KapIHOMHOTIATHAL.

HaupeHTH ¢ quabeT. NeKyBaHW ¢ HHCYAHH WIH aHTHAHaleTHU cpeacTRa

o BPECME HAa NEUCHHAC ¢ TEIMUMCAPTAH IPH TEIW NANHSHTH € BLIMONHA MOfBaTa Ha XUITOTIIHKCMMA.
l'Iopa,au TOBA NpH TAX € HCOGXO,HHM NOoAXOAAN, KOHTPOJ Ha KPbhBHATA 3axap #, KOraTto € [okKa3aHo,

MO3KE [a ce HaJIOXKH KOPHIHpaHe Ha A03aTa Ha HHCYJIHHA WITH AHTUAHA0ETHHTE JIeKapeTBa.
/""'_"‘“ .,

XHIepKarTueMus rﬂi A T)/)’o
Ynorpebata Ha J€KApCTBEHM TNPOAYKTH, KOMTO MOBIMABAT CHCTEMATa peHm{ ﬁ‘@ﬂmdremm_{‘-‘”"

anaocTepPoH MoKe Aa T0BCOC A0 XHUIICPKATTHEMHA. FJ' X :"

XunepkanuemusTa Moxe 1a 6ble ¢ (daTaneH H3XOA NPH [AUMEHTH B HANpe/ \B’l:ﬁ-PaCT ‘n
nauedTH ¢ 6n6pedHa HeJoCTATBYHOCT, NPH MauuMeHTH ¢ auaber, npu nauhemh neKyBaHH_u\ /-‘
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€/THOBPEMEHHO M C JPYTH JeKapCTBEHH NPOAYKTH, KOHTO MOTaT 4a NOBHILAT HHBATa HA KAaMHA H/HIH
NpH NALHEHTH ¢ HHTEPKYPEHTHH CHOKTHA.

[Mpean pa ce B3eMe pellCHME 3a €QHOBPEMEHHO MPHIOXKEHHE HA JICKADCTBEHH NMPOMYKTH, KOMTO
MOB/THABAT CHCTEMATA PEHMH-3HTHOTEH3HH-a1A0CTepoH, TpAOBA Ha ce MPELICHH CHOTHOLIEHMETO
non3a/pUck.

OcHoBHHTE pUCKOBH (aKTOpH 3a BBH3HUKBAHE HA XHMEPKAITHEMHS, KOMTO TpaOBa 1ia ce B3eMaT noj,

BHHMaHHe, ¢a;

. 3axapen auabet, 6L6peuno yepexaaHe, Bb3pact (> 70 roanHm);

. KomGHHaL#us ¢ eqHH WITH MOBEYE JTEKAPCTBEHH NPOXYKTH, KOHTO NOBAHABAT CHCTEMATA PEHHH-
AHTHOTEH3IHH-aNJ0CTEPOH W/WIH KaHeBH ,E[OGaBKIfI. HBKEPCTBBHH NpoAYKTH HITH TEPANEBTHYHH
TPYMH JIeKApPCTBA, KOMTO MOraT [a MpeIU3BHKAT XHNEPKANHEMHS. COJIEBH 3aMECTHTEINH,
CbAbPXKAUIA Kalui, Kanuii-chbxpausBamm auypetaiun, ACE nHxuburopn, anruotenzuu Il
PELENTOPHH  AHTAMOHWCTH, HECTEPOMAHM npoTHBORB3NManuTennu cpeactea (HCIIBC,
BKJIFOUMTENHO ceNeKTHBHH COX-2 MHXHOHMTODH), XENApHH, HMYHOCYTIPECOpH (LHKTOCNIOPHH
HIT TAKPOIMMYC) M TPUMETOIIPHM,

. HHTepKYpEeHTHH CHLOMTHA W MO-CNELMANHO ASXHAPATHPAHE, 0CTpa ChpACUHA ACKOMIEHCALINA,
MeTabonHTHA auMaosa, Bromeda OnOpeuHa ¢yHKUMA, BHE3anHO BiowasaHe Ha ObOpedHOTO
cheToaHue (Hanpumep HHGEKUNO3HH 3alonABaHUA), KJAETBUHC NH3MpaHe (HampHMeEp OCTpa
HCXeMHA Ha KpaHHMKa, pabaoMHONN3d, OOLUHPHA TPaBMa).

[TpH pHCKOBH MAIHEHTH C€ MPENOPbuBA BHEMATENHO cllefeHe Ha CEpYMHHUA kanni (BK. TouKa 4.5).

ETHHYeCKH pa3nH4us
Kakro e HaGmoZaBaHO fIpH MHXUOUTOPHUTE HA aHTHOTEH3HH KOHBEPTHPAUINA €H3HM, TEJIMHCAPTAH H

ApyruTe aHruoTeH3WH 11 pellenNTOpHM AHTArOHMCTH Ca OYEBHAHO MO-Maiuko e(eKTHBHH B
NOHWKABAHETO Ha KPBLBHOTO HanfraHe IPH XOpa OT YepHATa paca, OTKOJKOTO TpPH APYTHTE PacH,
BEPOATHO NMOPaH II0-4E€CTOTO CpellaHe B YePHaTa NONynallHa Ha HHCKO PEHHHOBO HHBO ¢ MIPOABH Ha
XHINEPTOHHUSA.

Opyru

Kakto npu apyrd aHTHXMIEPTEH3WBHM AreHTH, eKCLIECHBHATA PEAYKLHS HA KPLBHOTO HANATaHe MpH
MALMEHTH ¢ WCXEMMYHA KApOMONATHS WIH MCXEMHYHO KapAHOBacKylapHo 3abonsaBaHe Moxe gaa
AOBene 0 MHOKapAeH HHAPKT HIM HHCYNT.

4.5 B3anmo/1elicTBHE ¢ IPYTH JleKapcTBeHH NPOAYKTH H APYTH GopMH Ha B3aHMoOelCTERHE

QHI‘OI{CHH

[Tpu ennoBpeMetina ynorpeGa Ha TenMHCAPTaH ¢ JHPOKCHH ce Habmonasa ymepeHo TIOBHIABAHE Ha
nukoBaTa (49%) W Ha Haii-uuckarta (20%) niasMeHa KoHUeHTalWs Ha gurokcuH. [lpu 3anoupane,
KOPHIHpPaHe Ha 4034Ta WM CIHPAHE Ha JICYEHHETO ¢ TeIMHcapTaH, Tpadsa Aa ce HabMoaBaT HHBATA
Ha JHIOKCHH, 3a 44 Ce NMOAAbPHAT B TePaneBTHYHNUS MHTEPBAIL.

Kakto ¥ JpyruTe neKapcTBeHH TMPOAYKTH, KOWTO MOBITHABAT CHCTEMATA PEHHH-aHTHOTEH3WH-
aNIOCTEPOH, TEJIMHCAPTAH MOKE J1a NMpeH3BHKA XHUNepkanueMus (BX. Touka 4.4). To3H pHCK MOXKE 1a
Ce YBEJIHYH B ciiyvall Ha KOMOHHHpPaHO JIEMEHHE C JPYTH JIEKapCTBEHH NPOAYKTH, KOMTO CHINO MOTAT
Ia MpefM3BMKAT XHMIIEPKATHEeMUs (COJIEBH 3aMECTHTENH, ChABPKALIM KANHH, KaTHH-CLXPAHABALIH
maypetuii, ACE uuxuOuropn, auruorersun Il penentopHd  aHTArCHMCTH, HECTEPOWANM
npotHeoBb3nanuTenHd cpenctea (HCIIBC, sxatouutenHo cenekTHBHH COX-2 Huxuﬁu‘_f@ n\),
XeNnapHH, HMyROCYTIpecOpH {IHKJIOCTIOPHH HNH TaKpOIMMYC) W TPHMETOTIPHUM. ;

Bb3HMKBAHETO Ha XMMEPKAJHEMHS 3aBHCH OT CBBP3aHHMTE ¢ TOBA PHCKOBH d)a,m’opﬁ Pﬂg‘m.'r c\:
NOBMIIABA TPH TIO-TOPE itocOueHMTe JeueOHH KoMmOWHaumu. PuckbT e 0c¢pGEHO BHCOK: nppq
KOMOHHALMA ¢ KATHA-CHXPAHABAIN TUYPETHIH M KOTaTo ce KOMOMHHMpa Cbe €O enu 3amecTuTens, = |
chabpxamy kanui. Hanpumep npu komOunauus ¢ ACE unxuburopu wmm HC ‘PUCKBT € nof- * /
MATBK, NPH YCIOBKE Y€ CTPUKTHO C& CA3BaT Ipe/NazHuTe Mepki npy ynorpeba. b
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Ednoepemennomo npiioxcenue He ce NPenopuuad c.

Kanui-cexpaHaBaiild AMYPETHIM KK KATHEBH T0DaBKH:

AHnruotensuH Il pelenTopHITE AaHTATOHKCTH, KAKBBTO € TeIMKMCAPTaH, HaManABaT 3arybara Ha KalHi,
KOATO C¢ IIPEJH3BHUKBA OT AMYpeTHUMTE., Kaiunii-chxpansBalure AMYpPETHUH KATO CIHPHHOIAKTOH,
elulepeHoH, TpHaMTCpEH WIH aMHIOPHA, KanHeBRMTE J00aBKH HIH CONEBHTE 3aMECTHTETH,
CBEABPIKAILLN KaJ'lPIﬁ, Morat jga pgoBenart a0 3HaYHMMO TNOBHIEGBAHC HAa CEepyMHHSA ](aJlHﬁ. AKO
CIHOBPECMCHHOTO l'[pHI[O)KEHHe € NOKa3aHO nopa,un yCTaHOBCHa XHITOKAJIHEMHAA, TO 'rpﬂﬁsa Aa ce
M3BBPLUBA C [IOBHILIEHO BHUMaHHe H TPAOBA 4eCTO J1a ce CeH CePYMHHA KallHid.

JIuTHiA

o BpeMe Ha eIHOBPEMEHHO TIPUNCIKEHHE HA JIMTHH ¢ HHXHOUTOPH HA AHTMOTEH3WH KOHBEPTHPAIIWS
€H3UM H pAAKo ¢ aHruoreHsuH |l peuenTopH¥ &HTarOHMCTH, BKJIIOYHMTENIHO TEIMHCapTaH, ca
Haﬁmouanaﬂu 06paTHMO MNOBHIIIEHHE Ha CCPYMHHTE JINTHEBH KOHUCHTPALUHH H HpOSIBH Ha
TOKCHYHOCT. AKO Ta3H KoMOHWHauMd ¢ HeoOxoaMma, ce MNpenopvysBa BHHMATEHO CIEACHC Ha
CepyMHHMTE HHBA Ha JIMTHA.

Eonospemennomo nputoncentie U3UCKEA NOGUMEHO GHUMANHUE NPU.

HecTepouiHY NpOTHEORb3NANKMTEIHH CPECTBRA:
HCIIBC (T.e. aleTHICAIHUWIOBA KHCEIWHA B MIPOTHRORB3NATUTENHH A03H, COX-2 naxuburopu H

necenexrusin  HCUIBC) morar aa namanat adTHxuneprensMBHUs edeKkT Ha aHruorenswn Il
peuenTopHUTe autaronuerTd. IlpH HAKOH NaLMeHTH ¢ HapyineHa OnOpeuna (ynxuus (Hanpumep
AEXHAPAaTUPaHH MALMEHTH WM MALMEHTH B HaNpeaHana eb3pacT ¢ HapyuieHa 6bOpeuHa GyHKUMA)
€/IHOBPEMEHHOTO TNPWIOMKEHHE Ha aHrMoTeH3uH Il peuenTopHH AHTarOHMCTH M JIEKapCTBEHH
NponyKTH, KOHTO HHXMOHpAT HUKI0-OKCUI'€HA3aTa, MOXKE [1a J0B8e/€ A0 N0-HATaThUIHO BlOLIaBaHe Ha
OnbpeuHata QYHKUMA, BKIOUMTENHO € BB3MOKHA ocTpa Obbpeyna HENOCTATBYHOCT, KOSTO
o0ukHOBeHO € obpaTuma. [lo Tasu npuunHa, koMGHHauMATa Tpabea fa ObAe NpHIaraHa ¢ NOBHIISHO
BHUMaHHe, 0COOCHO NPH NALUMEHTH B HANMpeHana Bh3pact. [lauuenTure Tpa6pa na ObaaT ageKBaTHO
XUIpaTHpaHH H Aa Obae nmpochesBaHa 6bOpeyHaTa MM QYHKIMA B HAuanoTO Ha KOMOMHHPAHOTO
Jle4eHHE H MEPHOUUHO CNe TOBA.

B eHO NpoyYBaHe ¢AHOBPEMEHHOTO NPHIAraHe Ha TEIMHUCAPTAH H PAMHUIIPHI € JIOBEJIO 10 OKaYBaHe
Ha AUCO0..4 ¥ Cpox HA paMHNPUT KW PaMHMPHAAT A0 2,5 nmbTH. KJIIMHM4HATA 3HAYMMMOCT HA TOBA
HabIoNeHHEe He € H3BECTHa.

JAypeTHLH (THA3IWAHN HIA OPHMKOBH JHYPETHLIM)

[peaurecTBamia Tepanus ¢ BHCOKH O3M AMYPETHUH Kato (ypocemus (OpHMKOB IMYpeTHK) H
XUAPOXTOPOTHAZHA (THA3MACH AMYPETHK) MOXe fAa JoBege A0 00eMEH AepMUMT M PHCK OT
BE3HHKBAHE Ha XHIIOTOHHA IIPH 3alQ4BaHe Ha JIEUCHHE C TEIMHCAPTaH.

Ipabea 0a ce e3eme nOO GHUMAHUE NPU EOHOBPEMENHO NPUAOICEHUE.!
Hpyru aHTHXMNEPTEH3WBHH JEKAPCTBEHH NPOAYKTH

XHNOTEH3UBHUAT CC])GKT Ha TEJIMHCAPTAH MOXKE ga CC NOBULIH OPH CIHOBPEMEHHOTO NPHICKCHHE C
JAPYTH AHTHXHIICPTCH2ZHBHH JICKAPCTECHH NPOAYKTH.

JaHud OT KIMHWYHA TPOYYBAHWA [IOKa3BaT, 4ye ABOHHOTO OJIOKHpaHE HAa PEeHHH-aHTHOTEH3HH-

angoctepoHoBaTta cucrema (PAAC) upes komOHHMpanata ynotpeba Ha ACE W\
3, HeX Hip

anruoreHsuH [l-penenTopHH GNOKEpH HAH ATHCKHPEH Ce CRBP3BA C 110-BHCOKA YECTOTS .
CBHOUTHS, KATO HAaNpHMEP XWMOTOHMS, XHIIEPKAJIHEMHA H HAMANABAHE Ha Gbﬁpewﬁmfd)yimum\ . AN
(BkmoynTENHO ocTpa OROpeYHA HESOCTATBYHOCT), B CPABHEHHE ¢ yn0Tpe6aTaNcaMb H& eimo\ g

cpencrso, Aeticreamio Bupxy PAAC (Bx. Touxn 4.3, 4.4 n 5.1). - '

Bu3 ocHOBa Ha (JPMaKONOTHYUHWTE MM CBOHCTBA € BBLIMOXKHO fla Ce OYaKBa, e’ CIEHHTE-
NEKapCTBCHH MPOAYKTH MOrar ga noBHLIAT XHUNOTCHIWEHHA quEKT Ha BCHYKH aHTHKl{gePIEH;}pH;HH :



CPEeICTBa, BKIIOYMTENHO TenMKcapTaH: Oawioden, amHpocTHH. CbINO Taka, OpTOCTATHYHATA
XUNIOTOHHA MOXE na Obje 3acHieHa OT ainkoxond, 0apOHMTypaTH, HapKOTHYHM BEIIECTBA WJIH
aHTUAENPECAHTH.

KopTHKOCTEPOHH (CHCTEMHO NPHIIOKEHHE
Hamanapane Ha anTHXMNepTeH3UBHUA edeKT.

4.6 PepTHaHTET, GPEMEHHOCT H KbPMeHe

bpemeHHocT

He ce npenopsuBa ynorpeba Ha aHrHoTeH3HH Il penenTopHy aHTarOHHWCTH IIPE3 ITBPBUS TPHMECTHP
Ha OpeMeHHOCTTa (Bk. Touka 4.4). Vnorpebara Ha aHrworenzuH Il peuenTopHM aHTaroHMCTH €
NPOTHBOIIOKA3aHA Mpe3 BTOPHS M TPETHs TPHMeCThP Ha OpeMeHHOCTTa (BXK. ToukH 4.3 W 4.4).

Hama poctaTsyHO AaHHM 3a ynoTpedaTa Ha TENMHCAPTaH NPH OpeMEeHHH KEHH.
ExcnepuMeHTaHUTE NpOy4YBaHHA MpPH XKHBOTHU NOKA3BaT PEMpPOJYKTHBHA TOKCHUYHOCT {BX. TOYKa
5.3).

EnuaeMHONOrHuHNUTe AaHHH 33 PUCKa OT TePaTOreHHoCT ciell exeno3uima Ha ACE nuxuburopH npes
MBPBUS TPUMECTHP Ha GpemeHHoCTTa He ca ybOenutennu. Bee mak, He Moxe fa ce w3kmouH cnabo
NOBHIIABAHE Ha pHcKa. J[OKaTto HAMA KOHTPOSMPAHH €NHAEMHONOTHYHH JAHHH 33 PHCKa MPH
ynotpeba Ha aHrHOTeH3HH | penenTopHM aHTArOHMCTH, CXOJHH PHCKOBE MOTAT 4 CBUICCTBYBAT H
NpH TO3M KJIAC NeKapcTBa. I1aLMeHTKHTE, KOMTO MuaHupar OpeMEeHHOCT, TpAbBa Ja MPeMHUHAT KbM
ANTEPHATHBHO AHTHXHAEPTEH3HBHO JIEYEHKME ¢ YCTAHOBEH npodun Ha GezonacnocT npu ynorpeba no
BpeMe Ha OpeMEHHOCT, OCBCH 4KO C€ CUMTA, 4e € OT ocobeHa BAKHOCT [1a ¢ MPOABIDKH JIEYEHHETO ¢
aHrHoTeH3HH 11 peuenTOpHH AHTArOHMCTH. AKO € JHArHOCTHOMpaHa OPeMEHHOCT, AEYEHHETO ¢
anrnoteH3ud 1l peuentopHM aHTaroHHcTH TpaGBa HeszabaBHO Aa Oble TMPEYCTAHOBEHO H aKO €
noaxoaaio, Aa Guae 3aNovHaTO ANTEPHATHBHO NIEUEHME.

YCTaHOBEHO €, ue eKCMO3UIIUATA Ha aHTHoTeH3WH Il peuenTopHH aHTaroOHHUCTH Mpe3 BTOpHs U TPETHA
TPHUMECTbp Ha OGpeMeHHOCTTa NPEIM3BHKBA (ETOTOKCHMHOCT NpH Xxopa (MoHMkKeHa OnOpevHa
(hyHKUHA, OJIHIOXMAPAMHHOH, 3a0aBeHa YepenHa ocuMKaLUMa) H HEOHATaNHa TOKCHUHoCT (6bDpeyHa
HEJ0CTaTLUHOCT, XHIOTOHUS, XHIIepKaIueMus ) (Bik. Touka 5.3).

IlpenopbuyBa ce yaTpa3rykoB npersien Ha OLOpevHaTa GyHKUMA W YEPEma, aKO HACTBIM EKCMO3HIMSA
HA aHrHOTeH3HH 1] peuenToOpHH aHTArOHHUCTH [IPe3 BTOPUs TPUMECTBDP Ha GPEMEHHOCTTA M CTejl ToBa.
HoBopoaeHHTe, YMHTO MAHKH ¢a MPUEMald aHrHOTeH3WH Il peLlenTOpHH aHTaroHWUcTH, Tpabsa na
6baaT BHHMATEIHO HABMOAABAHH 32 HAJIMYME HA XHIIOTOHHA (BXK. TOUKH 4.3 1 4.4).

Knpmene
TwHi KaTo HAMA NaHHH OTHOCHO ynoTpebarta Ha Tencapt 8 nepuona Ha KbpMeHe, Tencapr He ce

NpenopbuYBa, a ce IPEANOYMTAT AITEPHATHBHH JledeHus ¢ M0-400pe ycTaHOBeH mNpodun Ha
0e30MacHOCT B NepUoja Ha KbpMEHE, 0COOEHO NPH KBPMEHE Ha HOBOPOJCHO WITH NpEskAEBPEMEHHO
poaeHo aere.

QdepTunuTeT
B npeAKNMHMUHKM npoyuBaHHA He ca HabmopaeaHu edekTH Ha TencapT BBpXY deprunurera Ha

MBXKKH H )KCHCKH WHAHWBHIHA,

4.7 Edekrn Bopxy cnocoGHOCTTA 3a modHpane H patoTa ¢ MAWIKHH

4.8 Hexxenann 1eKapcTBeHH PEAKIHH




Kpatko uznokeHre Ha npoduna Ha He3onacHoCT

CepHO3HHTE HeeNaHH JIeKAPCTBEHN PeaKiH BITIOYBAT aHAPHTAKTHYHH PEaKUHH H aHTHOEHEM,
KOMTO MOXE Ja HaCTBIAT paako (>1/10 000 go <1/1 000), u octpa 6b6peuHa HENOCTATEYHOCT.

YecroTara Ha HEXeTAHHTE ICKAPCTBEHH PeaKLH, CLOOGILEHH MpH yroTpeda Ha TeTMUCAPTAH €
cpasHuMa ¢ TnaueGo (41,4 % copamo 43,9 %) npu nnanebo-KOHTPONKPaHH NPOYYBaHUA [IPH
MALMEeHTH, JIEKYBAHH 3a XUNepToHHA. ClyuanTe Ha MPOsBEHH HEKC/TAHH JIEKAPCTBEHH PEAKIIMH HE Ca
CBbP3aHH C 03aTa W He MOKAa3BaT 3aBHCHMOCT OT NoN1a, Bb3pacTTa WK Pacara Ha MalHeHTHTE.
HpOd)PIJI'BT Ha GESOI'IHCHOCT Ha TEIMHCApTaH NpH NAUHEeHTH, NCKYBAHH 3a HaMaJIiBaHeE Ha ChpACHHO-
cbaoBaTa 33001€BAEMOCT, € CXOJEH ¢ TO3H, HaOFO/IaBaH NPH NALMEHTH ¢ XMIEPTOHHA.

[TpencraseHnTe N0-101y HEXKENAHH PEaKLMK, OTPA3ABAT PE3Y/ITATHTE OT KOHTPOIHPAHH KIMHHYHH
TIPOYYBAHHA NPH TIALMEHTH, JIEKYBAHH 32 XHIIEPTOHHSA W OT NOCTMAPKETHHIOBY ChOOLIEHHS.
CrnHCBKBT, ChLIO TAKA, OTPa3sBa CEPHO3HH HEXENAHH PEAKUHH H HEXKEIAHH PeaKUHH, BOACILUH 10
npeKkpaTaBaHe Ha NEYEHHETO, ChoOLIeH B TPH TBANOCPOUYHH KIHHHYHH NPOYYBaHHA, BKMIOYBAIIH 21
642 nanueHTH, TEKYBAHH ¢ TEIMHCAPTAH 33 HAMANABAHE HA ChPJEYHO-CHA0BATA 3a00/1€BAEMOCT 3a
MEPHOA A0 HISCT rORHHH.

KpaTko H3NokeHHe Ha HeKeNaHHTE JIEKapCTBCHH PCAKLIHH B TabauyeH dopMar

Hexxenanure nexapcTBeHH peakUMH Ca KaTErOPHINPAHH CIIOPe]] YECTOTATA, KATO € H3MOI3BaHA
creHaTa xiacH$pukanua: MHoro dectd (>1/10), vectu (>1/100 no <1/10), neuecrn (=1/1 000 po
<1/100), peaxu (=1/10 000 no <1/1 000}, muoro peaku (<1/10 000)

[Tpu BeAKko rpynupaHe B 3aBHCHMOCT OT YECTOTATA , HEXETAHHTE JICKAPCTBEHH PeakLiK ce H3bpossat
B HH3XOJSII pell MO OTHOWEHHE Ha TeKeCTTa.

Cucmemo-opeauna Hecmoma Heowenana peakyun
riacugpurayun
HNudrexuun 1 nudecramn HeuecTn Hudekuns va ypHHapHHa
TPAKT, BKIIOUUTEAHO LINCTHT,
HH(EKUHA HA rOpHUA
peCIHPATOPEH TPAaKT,
BKJIKOYMTENHO GapHHTHT H
CHHYHT
Penkn CencHc BEKNIOUHTENHO ©
dparanen nixon'
Hapywenns Ha KpbBTa M Heuectn AHeMns
nuMdbHaTa cHCTeMa Peaxn Eozunodpunusa,
TPOMOOLIUTOTIEHHA
Hapyumienns Ha HMyHHaTa Penkn AHadHIaKTHIHA peakLus,
cHCTEMA CBPBXYYECTBHUTETHOCT
Hapywienus Ha merabonuzma v | Heuectn XHnepKamueMus
XpaHeHeTo
Penxu XunornvkeMus (Npy NaLKEHTH,
Gonnw ot anaber)
TTenxuyny Hapylenus Heuecrn beicrHuUE, AenpecHa
Penku be3nokoiicTeO
Hapywmenus Ha HepeHaTa Heuectn CuHKOn L/
CHCTEMA Penxu CbHIMBOCT ;;’;/ ¢,>."‘
HapyieHus Ha ouHTe Peaxu HapviueHo 3peHi:lf¢LS\\/
Hapyinenus Ha yxoTo H HeuecTnt Bepruro : i" 3
TabMpHHTA : e
CbpaeyHy HapyWeHHA Heuectu Bpanukapgua '\
Peaxu Taxuxapaus




CbOoBH HapylieHns Heuectn XHNOTOHHA®, OPTOCTATHYHA

XHIIOTOHHSA
PecriupatopH, rpeaHu H Heuectn JucnHesn, Kauuvinna
MEIMaCTHHAIHY HapyLeHHs MHoro peaku HurepcTrnuanya GenonpobHa
Gonect
CromainHo-upeBHH HapywenHa | Hedectn AdOpomunania Sonxa, anapus,
AMcrencus, pnaTyneHnys,
NOBPBILAHE
Penku CyxoTa B ycTata, CTOMAlIeH
JUCKOMOPT, JHCrey3us
Xenaro-6unuapHu Hapywenus | Peaku AOHopMHa uyepHOApOGHa
byHKUMA/9epHOAPOBHO
Hapylenue’
Hapylenus Ha Koxara 1 Hevectn [TpypuTtyc, Xunepxuaposa,
TIOJIKOXKHATA ThKaH oOpHE
Penku AHrvoeaem (cbiuo 4 ¢ araneH

H3XO0R), eKIeMa, ePHTEMA,
ypTHKapHA, NeKapcTBeH o0pHB,
TOKCHYEH KOXKEH 00pHB

Hapymiennsa Ha MyCKyJTHO- Heuectn Bonka B repba (Hanp. vmmac),
CKEJIETHATA CHCTEMA U MYCKYJIHH CITa3MH, MHAITHA
CBEAWHUTENHATA THKaH Penxu Aptpanrug, 6onka B KpaWHHK,
OOTKH B CyXOXKHINATA
(TeHAMHHATOMIONOOHH
CHMITTOMH)
Hapymenus na 6n6perure u Heueern BubpeuHo yBpexaHe,
MTHKOYHHUTE MBTHLIA BKJTIOYHMTENHO ocTpa O1Opeuna
HEAOCTATBYHOCT
O61u Hapyuenus W edextd Ha | Heuectn Bonka B rpbAHMA KOLL, ACTEHHA
MACTOTO Ha NIPHIIOIKEHHE {(cnabocT)
Peaku I'punononoGHo zabonsBane
H3cneneanus Hevectn ITopuiien kpeaTdHHH B KPbBTA
Penku IMoHken xemornoOuH,

MOBHIEHA MUKOYHA KHCEAHHA B
KPBETA, MOBUILIEHH
4epHOAPOGHUTE EH3HMH,
NOBUILIEHA KpeaTHH
tocdoKHHAA B KPBBTA.

234 34 JONMBbJHHTENHO ONMUCAHUE, MOJIA BHIKTS NMOATOYKA Onucariie na wépanu HeNCENAHU PEAKYUL.

Onucande Ha H30paHH HEXENAHH PeakKLMH

Cencuc
B npoyueaneTro PROFESS e nHabnionasana noBHiIICHa 9ECTOTA HA CENCHC NPW TENMMUCapTaH B
cpaeHeHue ¢ nnauebo. CLOMTHETO MOKE [1a € ciyuaifHa HaXo/Ka HiH A4 € CBBP3aHO ¢ He
MOMEHTa MEXaHM3IBM (BK. To4Ka 5.1).

Xunoroxus

JOMBJIHCHHC KbM CTAHAAPTHHTC I'PHAXH.



AGHopMHa yepHoApoOHa dyHKUMA/ MepHOAPOGHO HapyLIeHHe

[MoBeueto cnyyaH Ha abHOpMHA YepHoNpoOHA GYHKUHA/YEpHOIPOOHO HapYIIEHHE OT TIOCT-
MapKeTHHTOBHS OIHT ¢ TEIMHCAPTAH HACTHNBAT NPH MALKMEHTH OT ANOHCKH npousxoA. [1pu
MAaLHEHTH OT ANOHCKH NPOH3X0] CHUIECTBYBA NO-TOMEMa BEPOSTHOCT 3a PA3BHUTHE HA TE3H HEXKENAHH
PEeaKHMH.

HurepcTiupanta 6enoapobua Sonect
Cny4an Ha MHTEpCTHUMATHA OenoapobHa Gonect ca JOKNaABaHH OT NOCT-MAPKETHHTOBHA OIHT, BHB
Bpb3Ka ¢ IPHEMa HA TeIMHcapTaH. [IpHYHHHO-ClIENICTBEHHA Bpbaka ofaye He € yCTaHOBEHA.

Cro0masane Ha TOJO3HPAHH HEKETAHNA PEAKIIHH
CpobuiaBaHeTo Ha MOJO3MPAHH HEXENaHH IEKApCTBEHH peakLMH clej paspeliaBaHe 3a ynorpeba Ha

NeKapCTBEHHA TIPOAYKT € BaxHo. TOBa MO3ROAABA Aa MPOABIKH HAOMIONEHHETO HA CHOTHOLIEHHETO
noJ3a/pUCK 3a JTeKapcTBEHUA NpoaykT. OT MEIHLIHHCKHTE CMELHANNCTH ce M3MCKBA fa cbobllasar
BCAKA MOJ03HPaHA HEKENaHa peaklHd Ype3 HauKoHanHa cHcTeMa 3a chodmaeane, Ha HambnnurenHa
areHLIMA 0 IeKapcTRaTa.

Konrakru:

HSI’I'I)J'IHHT‘C.H HA arcHuMA 1o HeKapCTBaTa.
ya. ,Hamsan Ipyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg
4.9 Mpeno3upane
CrlnecTByBa orpaHu4eHa HHPOPMAaIMA MO OTHOIISHHE Ha TIpeJO3HPaHEeTo [IPH Xopa.

CHMNTOMH

Hali-u3saseHuTe nNposBM Ha TIpedo3HpaHe ¢ TEIMMCAPTaH CA XWNOTOHHA W TaXHKapIHd, a ChINO Ce
cbhoblagaT W GpagvkapaMs, 3aMASHOCT, MOBHINABAHE HA CEPYMHHS KpeaTHHHWH W ocTpa O6b0peuHa
HEeIOCTATBYHOCT.

JleueHue

TenmucapTan He ce OTAeNd Npu Xemoauanusa. [lauuentsT Tpadea na 6bae BHMMaTeHO HabmoaaraH
H JiedenueTo TpaOBa aa OLle CHMITOMaTHYHO W NOLAbLPHKalno. OBNaAsBaHETO 3aBHCH OT BPEMETO Ha
OpHEMaHE Ha MPOAYKTa W TeXecTra Ha cuMnToMuTe. [lpenopbuMrenHuTe MEpKHM BKJIIOYBAT
NIPeaH3BHKBAHE HA MOBPBIIAHEe H/MIM CTOMAalIHa npoMuBKa. [Ipunaranero Ha aKTHBEH BBIUIEH MOXKe
Ja [OMpHHECE MpH JiedyeHHe Ha npeaozMpaneto. HeobxonuMo e decTo mpocneasBaHe Ha CEPYMHHTE
eJIEKTPOJIMTH W KpeaTHHHH. [IpW nmosBa Ha XHIIOTOHHA MAUMEHTHLT TpAGBA Ja ObAe MOCTABEH B
JIECHAJIO TIONIOMKEHHE NO TPb0 H OBP30 44 Ce NPKUIMKAT COJIeBH U 00eMHH 3aMEeCTHTeJIH.

5. OAPMAKOJIOTHYHH CBOHCTBA
51 PapMakoaHHAMHYHH CBOHCTEA

(DapMaxkoTepaneBTHYHa rpyna: AHrHoTeH3HuH Il aHTaroHKMCTH, CAMOCTOATEIIHO
ATC xon: CO9CAQ7.

MexaHHIBEM Ha JelicTBHE:

Tenmucapran € nepopalHe akTHBEH M cneundmued anrvoreniun I peuentopeH
ATI). Toit nimecTBa ¢ MHOrO BHCOK apMHHTET aHMHOTCH3HH 1] OT HEroBOTO MACTO!
ATl peuentopHus MOATHIL, KOHTO € OTrOBOpEeH 3a M3BECTHWTE MCHCTBHA Ha
TenMucapTaH HAMA OPH H HaCTHYHA AarOHHCTHYHA aKTHRHOCT cnpamo AT peuemop&. g T / Ia
Tenmucapran ce cewp3ea cenextuBHo ¢ ATl peuenrtopa. Cerp3panero e np% enﬂo ’A‘;}{?"
Tenmucaprad He MoKa3Ba aMHUTET KBM JIPYTH PELENTOpH, BMouHTenHo AT2 w ap ’




xapaxtepusupadd AT-peuentopH. @yHKUMOHANHATA POJA Ha TE3H PELEITOPH HE € W3BECTHA, HE €
H3BECTEH M eeKTHT HA THXHATA BBL3MOKHA CBPBXCTHMYJIALHA OT aHrHOTEH3HH ll, 4uiiTOo HMBA ca
MOBRHLLIEHH OT TE/IMHCApPTaH.

HuBaTa Ha IUIA3MEHMA alNJOCTEpPOH ca TOHMXKEHH oT TenMmucaprad. TenMucapTaH He HHXWOHpa
YOBEIIKKS T1a3MEH PpeHHH M He OloKupa HOHHMTE KaHanH. Tenmucapran He HHXWOHPA AaHTHOTEH3HH
KOHBEPTHpAILNA €H3MM (KHHHHA3a [), eH3UMbT, KOHTO CcBINo pasrpaxia OpaavkapanHa. [Topann Tosa
HE C¢ OUaKBa Aa NOTCHLUHPpA GPMHKHHHH-MCHHHpaHHTe HEMKENAHH JICKAPCTBCHH PCAKIIHH.

ITp1 xopa mozata ot 80 mg TenMUcapTaH NOYTH H3LATC UHXHOHPa NPearU3BUKAHOTO OT aHTHOTEH3HH
Il noBHuIaBaHe HA KPBBHOTO Hansirane. HuxuburopuusT edekr ce Nnoaabpika HaaA 24 yaca, Karo Bee
owe MoxKe aa Obae yeraHoeeH Io 48 vaca.

KnuHuyHa ediikacHOCT 1 Ge3onacHoCT

Hevenue na eceHyuarna XunepmoHus

Cnen npunaraHe Ha nbpBaTa [03a TelnMHcapTaH ce€ HabniojaBa IOCTENMEHHO TMNOSBA Ha
AHTUXMOSPTEH3IWEHA AKTHMBHOCT B paMKMTe Ha 3 uaca. MakcHManHaTa pegyKlHA Ha KPBBHOTO
HANACaHe Ce JOCTHra HamBJIHO B PaMKMTE Ha 4 10 8 ceaMHMIIA cle HAYAIOTO HA JIEMEHHETO H CE
MOAXLPXA Ype3 NPOALLKHTENHA Teparnus.

Cnen npuemane Ha 1033Ta aHTHXHNEPTEH3HBHHAT edekT mepcucTvpa noeede oT 24 4yaca, KaTo
BKJIKOUBA W TMOCAEAHWTE 4 4aca mpenM CIEABAINOTO NPHIOKEHHE, KAKTO OKA3BaT aMOynaTopHuTe
M3MEPBaHMA HAa KPLBHOTO Hansrave. Tosa € NOTBEPAEHO M OT CHLOTHOLIEHHETO MHHHMAJIHH KbM
MAKCHMAJIHH KOHUEHTPaLUKMH, KOETO ¢ noctosHHo Han 80 % cnen npuem Ha nosu or 40 v 80 mg
TEJIMMCAPTaH NpH Nnauebo KOHTPONHPaHH KIHHHYHH TIPOYUYBAHUKA.

Hanuue € ouesunna TEHIESHLINA 32 BPB3Ka MEXY 103aTa H BPEMETO Ha Bb3CTaHOBABAHE Ha Ha3anHoTO
cucronHo aprepuasHo Hanarawe (CAH). B Topa oTHoleHMe JaHHMTE 3a QHACTONHO apTEpHAIHO
Hasarade (JIAH) ca HEMOCTOAHHM.

an NAUHEHTH C XHMEPTOHUA TEAMHCapTaH pelylHpa H CHCTOIHYHOTO H AHACTOJIHYHOTO KPBBHO
Hansrade Ge3 Aa NOBIMsBA 4eCTOTA Ha nyJica. Hannuuero Ha AMypeTHUYeH M HAaTPHYpeTHUeH edekT,
KOHTO A4 AONPHHECE 3@ XHMOTCH3HBHATA AKTHBHOCT Ha JICKapCTBEHHA MPOAYKE, 8Ce oOlle HE €
JOKa3aHO. AHTHXMMEPTEH3WBHATA e(HKACHOCT HA TeNMHCAPTaH € CpaBHHMa ¢ TasH Ha MPOAYKTH,
Mpe/ICTABMTENH HA APYrH K1acOBe aHTHXMIMCPTEH3WBHH JEKapCTBEHH CpeacTsa (YCTaHOBEHa NpH
KIHHHYHH  H3NMTBAHMA, CpaBHABALLH TEAMHCAPTAH ¢ aMJIOJMNHH, AaTeHOJON, €HaJlanpHi,
XHPOXJIOPOTHAZHA, H JTH3HHOIIPHA).

[Ipn BHE3anHO NPeKLCBAHE HA NIEHYEHWETO C TEAMUCAPTAH KPbBHOTO HANATAHE MOCTENEHHO CE BphIuA
10 CTOHHOCTHTE NPEAM JIEYEHHETO 32 MEPUO OT HAKONKO JHH, Be3 AaHHH 3a peGayH] XMIIEPTOHHYEH
edeKT.

Cnyqame HA CyXa KALUIMHA Ca 3HAYHUTEJIHO MO-MANKO IIPH NAUHCHTH, TPETHPAHH C TEeAMHACAPTaH,
OTKOJIKOTO IIpH TAaKWBd, HA KOMTO Ca JaBaHH HHXHﬁHTOpH Ha aHI'HOTCH3HH KOHBCPTHpPAaLLlHA C¢H3HM B
KJIIMHHHYHH MPOYYRAHHA, JHPECKTHO CPaBHABALLHM ABCTC AHTHXHIICPTCH3UBHH JICHCHHA.

Cepaeyno-cpoBa npodHNakTUKa
ONTARGET (TTpoabmkaBaluo 1 B MOMEHTa r106ATHO NPOYYBaHE HAa TEJIMHCAPTaH CAMOCTOATENHO U
B KOMOMHALMA ¢ paMHTIDHIT ¢ KpaliHa TOYKa) CpaBHABa eEKTHTe Ha TENIMHMCapTaH, PaMHMpPAT W
KOMOWHALMATA OT TEJIMHCAPTAH M PAMHIPHI BBPXY CHPACYHO-CHRAOBHTE DPE3YNITATH npu_li 620
MalHEHTH HA Bb3IpacT 35 FOAHHH WM M0-BbL3PacTHH ¢ @HAMHE3a 34 KOpOHapHa ap 2 8
MO3BYEH HHCYIIT, PEXOAEH HCXEMHYEH MPHCTHI, NepH(EPHO apTePHAITHO 'e.aﬁo.mng‘l mﬂn 3&5{?@%
auader THN 2, CBIBTCTBAH C JAHHH 33 YBpEKAaHe Ha opraHure (Karo pe’muonaﬂiﬂ‘ HeBQKa,Mep a&:
XHNEPTPOHA, MAKpO-HIH MHKPOATOYMHHYPHA), KOHTO €A MOHYJAUHA ¢ PHCK! erHHKBaHe' Ha
CbLPAEYHO-CBhIOBH HHIIHJICHTH. F




ITaLMeHTHTE ca paHIOMH3HPaHH KbM €ZlHa OT CJIEAHMTE TPH IPYNH Ha JIeYeHHue: Teamucaprad 80 mg
(n=8 542}, pamunpun 10 mg (n=8 576) unu xoMOuHaumaTa o1 Tenmucapran &) mg v pamunpin 10
mg (n=8 502), c nocnaenpamo cpeHO BpeMe Ha pocneaseane 4,5 roaHHH.

Tenmucapran nokazea cxoaeH ePeKT ¢ paMHIIPHII [IPH HAMA/IABaHE HA THPBHYHATA CHCTABHA KpaiHa
TOYKA OT CBP/ICYHO-CHIOBA CMBPT, HedaTaneH WH}papKT Ha MHOKapAa, HEaTaleH MOIBYEH HHCYJIT
MM XOCTIMTANM3aUMA MOpagH 3acToiHa CbhpAEYHa HEAOCTATHYHOCT. YecroTara Ha IbpBHUYHATA
KpaifHa TOMKa e CXOAHA B IPyNHTE Ha TenMucapTad (16.7%) u pamunpun (16,5 %). KoedmuunenTeT Ha
PHCK 3a TenMucapTad copsmo pamuipun e 1,01 (97,5% JIH 0,93-1,10; p (ve no-ronsma edukacHocT)
= 0,0019 npu rpannua 1,13). [IpotenTeT Ha CIy4YanTe Ha CMBPTHOCT 10 BCAKA [IPHYMHA € CHOTBETHO
11,6% u 11,8% cpea malHEHTHTE, IEKYBAHH ¢ TEIMUCAPTAH H PaMUIIPUI.

YCTaHOBEHO €, 4e ePEeKTHBHOCTTA HA TEJIMHCAPTAH € CXO0/1HA ¢ Ta3H HA PAMHNPHI NIPH [PeIBAPHTEIHO
OnpejieneHaTa BTOPMYHA KpailHa TOYKAa OT CbPAEYHO-CHAOBA CMBPT, HedatareH HHpapkT Ha
MHOKap/ia W HedaTaned mospueH uHeynT [0,99 (97,.5% JIU 0,90-1,08; p (ue no-ronsama eduracHocT)
= 0,0004) ], nepBuuHaTa KpaiiHa Touka B pedepentnoTro npoyueade HOPE (I1poyurane 3a olieHKa Ha
ChPASYHMTE Pe3yaTaTH ip npodunakTrka), koeTo npoyyea edexTa Ha paMHIPHA cIpaMo niauedo.

[Tpoyusanero TRANSCEND panaoMu3ipa mauMeHTH ¢ HenoHocuMocT KeM ACE MHXHOMTOpH, cbe
CXOJHH KpHTepHH 3a BKIOuBaHe Kato npoyuysaHeto ONTARGET, na tenmucapran 80 mg (n=2 954}
win miauebo (n=2 972), kato M ABaTa ce NPWIAraT B AONBJIHEHHE KbM CTaHAAPTHUTE TPHNKM.
CpenHaTa TNPOALKMTENHOCT HAa mpocnensBaHe € 4 roamHn ¥ 8 meceua. He ce orxpuBa
CTATHCTHMHMECKH 3Ha4YMMa pavIHKa B YeCTOTaTa Ha [IbPBUYHATA CbCTaBHa KpakHa ToYKa
(ChpACHHOCHAOBA CMBPT, HedaTaleH WHpApKT Ha MHOKApAa, HedaTalen MO3IbYEH HHCYNT KM
XOCTIMTaNM3aLMs NOpPaH 3acToHA chpaeuHa HenocTaTbuHocT) [15,7% B rpynara Ha TenMucapTa U
17,0% B rpynara Ha mnauebo ¢ koeduument na puck 0,92 (95% A 0,81-1,05; p=0,22)]. Uma nannn
3a MOJ3aTa Ha TEJIMHCAPTaH B CPaBHEHME ¢ muiauedo MpH MpefBapHUTEIHO OLPEIE/ICHATA BTOPHYHA
CBCTABHA KPaiiHa TOYKA OT ChPAEYHO-CHA0BA CMBPT, Hedaraied HHPAPKT HA MHOKapaa U HedaTaneH
Me3bueH HHeyaTt [0,87 (95% M 0,76-1,00; p=0.048)]. Hama naHHHM 3a N0n3a Npy ChpAEYHO-CHAOBA
cMBpTHOCT (koedmumenT Ha puck 1,03, 95% 1M 0,85-1,24).

Kamnnua u anrnoeaem ce cpo0LIaRAT NO-PAAKO NPH NALMEHTH, JEKYBaHH ¢ TCIMHCAPTAH, OTKOIKOTO
NPH NaLKeHTH, JeKYBaHH ¢ PAMHIPH, JOKaTO XMIIOTOHHA ce choblIaBa [10-4eCTO NPH TEIMHCAPTaH.
KomOuHHpaneTo Ha TenMHcapTaH ¢ pPaMHIPHI HE YBEJMUaBa TION3aTd COPAMO PaMHUIIPW KITH
TeIMHCAPTaH CaMOCTOATENHO. ChpAEYHO-CBAOBATA CMBPTHOCT H CMBPTHOCTTA MO BCAKA MPHUHHA,
KaTo 4MC/EHO H3PAXKEHHE, Ca NO-BUCOKH IIPH KOMOHHALHATA. OCBEH TOBZ MMa 3HAYHMMO MO-BHCOKA
YecToTa Ha Xunepkan#emus, ObOpeyHa HeQOCTATBHUHOCT, XWMOTOHHA H CHHKON B rpyrnara c
komOHHauusTa. [Topaau Tazu mpHYMHA, HOBECPEMEHHATA YIOTpeda Ha TEIMHCAPTAH H PAMMITPHI He
ce Npenopbysa Opy TasH NMOMyNallHs.

B npoyusaketo ,,[IpodmnakruueH peskiM 3a eeKTHBHO Npeana3saHe OT NOBTOPEH MO3bYEH HHCYIT”
(Prevention Regimen For Effectively avoiding Second Strokers /PRoFESS/) npu nauweHtd Ha 50
FOAMHH WM NO-BB3PACTHH, KOMTO HAaCKOPO €a NOMYHWIH MO3bYEH MHCYIT, ce 3a0end3pa MoBuLIEHa
YECTOTA Ha Bh3HMKBAHE HA CEMCHC MPH TEJIMHCAPTaH B cpaBHenue ¢ miauebo, 0,70 % copamo 0,49 %
{RR 1,43 (95 % noseputenen nutepean 1,00-2,06)}; uectoTaTa Ha Bb3HHKBAHE HA CEIICHC ¢ (aTanen
M3XOJ € TOBMIIEHA MpPH MauuMeHTHTE, Npuemaiud Tenmucaprad (0,33 %) cnpamo nauueHTHTE Ha
nnauebo (0,16 %) {RR 2,07 (95 % aoeeputened untepsan 1,14 — 3,76)}. Habntonasanara nosuiuena
YeCTOTA Ha BB3HHKBAHE HA CENCHC, CBBP3aHa ¢ ynoTpebata Ha TeIMHCAPTaH, MOXeE Ja ¢ CTyualiHo
OTKpHMTa HIIM 1A € CBEP3ana ¢ MEXaHH3bM, KOHTO € Hero3HaT 3a MOMEHTA.
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Tlpe rofeMH paHIOMHIMpaHH KOHTposMpanu npoyusanus —ONTARGET (ONgoms/Tei.H.‘s‘w’” N
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Alone and in combination with Ramipril Global Endpoint Trial-Tekymo rnofanug’ t@nmnaﬂve 3a™ <<:fl;-
KpaifHH TOYKH Ha TENMHCAPTAaH, CAMOCTOATENHO M B KOMOMHAIINS ¢ PAMMIIPHI) U VA N PHRON-‘ ; ?J\JJ
{KnuHuubo mnpoydsaHe CBBpP3aHO ¢ pa3euTHe Ha Hedpormatus npu auaber, Inponeneﬂo oT
MHHHCTEPCTBO MO BBLOPOCHTE HA BETEpPaHHMTE)- Npoyusar ynorpefara Ha Komﬁuﬂéuma* QT ACE
MHXUOHUTOD K aHrHoTeH3MH [[-pelieniropen Gnokep.




ONTARGET e npoyuBaHe, RpOBEeAcHC TPpH MAUMEHTH ¢ AHAMHE3A 33 CHP/CUHO-CHAOBA HIH
MOIBYHOCHAOBA GonecT, WiH 3axapen auaber Tun 2, OpuApyXKeHH ¢ JaHHH 33 YBpeXIaHe Ha
edexropun oprann. VA NEPHRON-D e npoyuBase nph naueHTd ¢be 3axapes Avaber tan 2
auaberHa nedponarus.

Tean npoyuBaHHS He MOKA3BAT 3HA4YHM OnarompuaTeH edext BbpXy OBLOpevHHTE W/HMH ChpAEHHO-
CBJOBHTE TOCIEAMIH H CMBPTHOCT, KATO CBHIIEBPEMEHHO ca HabmoaaBaHM MOBHLIEH PHCK OT
XUMNepKaJHeMHA, OCTPO yBpexJaHe Ha OGbOpelMTe #/HNYM XUIMOTOHHA B CPABHEHHE C MOHOTEPAIAATA.
Kato ce uMar npeasua cxo/HuTe MM GapMakoaMHAMHUHHU CRONMCTBA, TE3H PE3yTaTH Ca [IPHICKHMH
u 3a 1pyrd ACE uaxuOHTOpH.

ACE uHxuOHTOpH M aHrHOTeH3HH II-penienTopHH G10KepH cneoBaTeNHo He TpADBa 1a Ce H3MO3BaT
€HOBPEMEHHO NIPH MaLHEHTH ¢ AHabeTHa HedponaTHA.

ALTITUDE (KnuuuuHO npoy4BaHe NpoBeAeHO ¢ aTMCKHPEH NPH MALMEHTH Che 3aXapeH anaber Thn
2 ¢ W3noN3BaHe HA CHLPAEYHO-CBAOBH M OBLOpeunn 3abonABaHHA KaToO KpaifHH TOYKH) € Mpoy4BaHe,
NIPeAHa3HAYEHO 1a M3C/IeABa NON3ara OT J00aBsHETO Ha ATHCKHPEH KBbM CTaHAApTHH TepaniH ¢ ACE
HHXUOHTOp Wwin anrvorensuH Il-peuenropen Gnokep pH MAUMEHTH CbC 3axapeH auaber Tun 2 H
XpPOHHYHO OBOpeuHo 3abonaBade, ChLpaeYHO-CLACBO 3alonsBaHe wi¥ M asete. [lpoyusanero e
OpeKpaTeHO MNPpEXKAEBPEMEHHO MOpaad MOBMIUEH PUCK OT HeONAroNpHATHH nocaeaHuM. Kakro
CbPACYHO-CHAOBATA CMbPT, TAKA W MHCYITHT €A [O0-4ECTH B IpyNarta Ha anMcKMpeH, OTKOJIKOTO B
rpynara Ha nnanebo, a NpeACTABNABAILLNTE HHTEpEC HEXKENaHH CBOWTHA W CEPHO3HH HEXenaHH
chOUTHS (XHMepkanHeMHs, XMNOTOHH W GbOpeuHa AucdyHkuMa) ce cbobLIaBaT NO-YECTO B IPyiIaTa
Ha aNHMCKHUPEH, OTKOJIKOTO B pyHnaTa Ha nnaueﬁo.

IleauaTpHyHa NOMyIALUA
Besonachocrra n edukacnocrra Ha TencapT npu Aeua W IOHOLOH Ha Bb3pacT nod 18 roauHu He ca

YCTAaHOBCHH.

Edexrrre Ha MOHIDKaBaHE HA KPLBHOTO HATATaHE OT BE J03H TEJIMHCApTaH Ca OLCHABAHM NpH 76
MAUHEHTH ¢ XUMEPTOHHA, IPEIUMHO ¢ HAJHOPMEHO TErI0, Ha BB3pacT oT 6 1o < 18 roamuu (TenecHo
terno 220 kg n <120 kg, cpeano 74,6 kg) cnen npuem Ha tenmucaptad 1 mg/kg (n=29 nexysanm)
uad 2 mg/kg (n=31 nexkyBaHu) 3a NepUOA HA JIEeYEHHWE OT YETHPH ceIMHUH. [IpH BKIOuBaHE B
W3CIe/IBAHETO HATHYMETO HA BTOPUYHA XMIEPTOHHA He e npoy4ysano. 11py HiaKoH or

WICIEABAHKMTE NALMEHTH, H3NON3BAHUTE JO3H €a OMITH NO-BHCOKH OT TE3H, NPENOPLUBAHY 32 JIEYEHHE
Ha XMIIEPTOHHS TIPH Bh3pacTHATA NIOMYTAIHSA, KaTo ¢a JOCTHIalld JHEBHA 033, CEH3MEPHMA CbC

160 mg, KoATO e Npoy4yBaHa NpH Bb3pacTHH. Ciea KOpUrHpaHe 3a €pEKTH Ha BH3pacTOoBaTa rpyna,
cpenHo npoMeHnTe Ha CAH cnipaMo W3XOQHUTE CTOMHOCTH (MbpRHYHA Hen) ca -14,5 (1,7) mm Hg B
rpynata Ha Tenmucaprad 2 mg/kg, -9,7(1,7) mm Hg B rpynara Ha tenmucaprad 1 mgkg n-6,0 (2,4) B
mnauebo rpynara. Kopurupaunure npomenn B JIAH or uzxoaHuTe HuBa ca cboTeeTHO -8,4

(1,5) mm Hg, -4,5 (1,6) mm Hg u -3,5 (2,1) mm Hg. IlpomMenuTe ca 10303aBUCHMH. JlaHHHTE 32
fe30MacHOCT, OT TOBA MPOYYBAHE IIPH NALUKMCHTH Ha BB3pacT oT 6 10 < 18 roanHu KaTo nano ca

Mo 00HH Ha TE3H NMpH BE3pacTHH. Be3omacHocTTa npH ABArOCPOYHO JIEHEHHE ¢ TEAMHCAPTaH NPH
Jlela H FOHOUIH He e oueniBaHa. [ToBuwenne Ha 6pos Ha eosHHodMNNTe, choOLABAHO IPH Ta3H
MONYJIalMs NaUHEHTH, HE € YCTAHOBEHO NPH BL3pacTHU. KIIHHUYHOTO MY 3HAUEHHE HE € H3BECTHO.
KAHHHYHHTE JaHHH HE MO3BOAABAT Ja ¢¢ HANPAaBH 3aKNI0YEHHE 0 OTHOLUEHHE Ha e(PHKACHOCTTA U
fe30MacHOCTTA Ha TEIMHCAPTaH, TIPH NMeJHaTpHYHA NOMNYJIalUs ¢ XUIIEPTOHHA.

5.2 DapMaKkoKNHETHYHH cBOHCTBA

AbGcopbaiig .

H N
AbcopbauuaTa Ha TenMHcapTaH € Obp3a, HezaBHCUMO de abCopOMpaHOTO Koauwes bﬁ _&f’o PN
Cpennara abconroria OHOBANHYHOCT HA TEIMUCAPTaH ¢ oko:o 50 %o, / ) / m,

Koraro TenMucapraH ce mpuemMa ¢ XpaHa, peIyKudsaTa Ha oOnacria 1o Kpm;(aﬁ mraBMeHa S
xoHuexHrpaus-ppeme (AUCp-0) Ha TenmMucapTaH BapHpa ot okono 6 % (40 mg nosa)| l,u'é éxonop 19 %:.
(160 mg no3za). Tpu yaca e MPWIOKEHHE TUIA3MEHHTE KOHLEHTPALMH ¢a NOJO0OHH rfpﬂ\ﬂpuemaﬂe
Ha Te/IMHCAPTAH HA [1aAHO MK ¢ XpaHa.

JIuneiiHocT/HenHAIHOCT e e 2



He ce ouaksa cnabara pexykuns Ha AUC 1a npu4nHM peayKUHs B TEpaneBTHYHATa eHKACHOCT,
Hima nueeiina 3aBUCHMOCT MeXKIY A03WTEe W nnasMeHuTe Huba. Cuax ¥ 8 No-manka crenen AUC ce
NOBHLLIARAT HEMPONOPLIMOHAITHO NMPH A03M Haza 40 mg.

Paznpesenenne
TenmucapTaH ce cBbp3Ba B TONAMA CTENEH ¢ TUIA3MEHHTE MPOTeHHH (> 99,5 %, rnasho ¢ anbyMuH H

anda-1 kucen rmokonpotewH. CpeaHMAT npuBMaeH o0eM Ha paznpejeneHHe NP JOCTUraHE Ha
CTAlHOHAPHO CheTosaHMe (V 4es) € okono 500 1.

buorpancdopmarys
Tenmucapran ce Merabonn3upa upe3 CBBpP3BaHE Ha OCHOBHOTO BELECTBO ¢ LMOKypoHua. He e
HaGaoaasana papMaKOROrHYHA AKTHBHOCT Ha KOHIOTATHTE.,

Enumunupane
TenMucapTaH ce xapakTepHsHpa ¢ GHeKCTIOHEHIMANHA oTcnabpaliia hapMakOKMHETHKA ¢ TEPMHHANIEH

ENHMHHALIMOHEH [IOIYKHEOT > 20 uaca. MakcuManHarta miasMeHa koduentpainys (Cmax) u B no-
Masika cTeneH ofnacTra NOX kpuBaTa TUlasMeHa KoHueHTpauus-speme (AUC) ce nopumaba
HETPONOPLUHOHANTHO Ha Ao3aTa. Hama naHHM 33 WIHHMUYECKH 3HAYHMMA aKyMyJalHs Ha TeJIMHCApTaH,
MIPHET B TIPENOPLYBAHATE A03U. [LiasmeHNTe KOHIEHTPALMH €2 NO-BUCOKH MPH XKEHH, OTKONKOTO NPH
MBXe, Oe3 TOBa [a € CBbP3aHO ¢ BIIHAHHE BBPXY eHKacHOCTTa.

Cnen nepopaiHo (M MHTPABEHO3HO) MPWIOKEHHE TENIMUCAPTaH CE€ EKCKPETHpa MOYTH H3UAN0 ¢
(heKkaIHKTE, TIABHO KATO HENPOMEHEHO CheiuHenre. KymynaTHBHaTa ypHHapHa ekckpelnus € < 1 %
or posara. Torannuar nnasmen kaupbHe (Cltot) ¢ Bucok (okono 1000 ml/min), cpasuen c
4epHoApoOHHA KpbBEH NoTok (okono 1 500 ml/min).

Cneuua.rmu nRonyiaiuu

INeanaTpuyHa omyanus
(hapmakokHHeTHKATa Ha ABE JO3H TEIMHCAPTAH € CLEHABAHA KATO BTOPHYHA LEl MpH [NaLMeHTH

xuneproHus (n = 57), Ha Bb3pact ot 6 a0 < 18 roauuu cnea npuem Ha Tenmucaprad 1 mg/kg wmm 2
mg/kg 3a nepHoa HAa NevYeHHe OT YETHPH ceAMHLM. DapMakOKHHETHUHHTE HLIEJIW BRIFOYBAT
OTIpeNIeNAHE Ha CTALHOHAPHOTO CHCTOAHAE HA TENMHCAPTAH NPY A€la H IOHOLIH, W NMPOYYBAHE Ha
pasavuKaTa, CBBP3aHK C BBIPAcTTa. BBIPEKH, Ye MpoyuBaHeTo € OMA0 MHOIO MANKO 33 3Ha4HMa
OLEHKa Ha $apMaKOKHHETHKATA NPH deuia moA 12 roauHu, pezyaTaTHTE B IOBEYETO CNYHaH ¢a B
CBLOTBETCTBHE C HAXOAKUTE NMPH Bb3PacTHH M NOTBLPKAABAT HETMHEHHOCTTA Ha TE/IMHCapTaH,
ocaOeHo Mo oTHoWEHHE HA Cpax

[Tonopa 00ycnoBeHOCT
HabGmonapanu ca no10oBH pa3nuuus B masMeHuTe koHueHTpaui. Cmax n AUC, ¢hoTBeTHO 0KONIO 3
H 2 MbTH N0-BHCOKH MPH eHUTe, CPABHEHH C TE3H NIPH MbHKETE.

IlauneHTH B cTapyecka BL3pacT
(dapMakOKHHETHKATa Ha TEIMHCAPTaH HE C€ Pa3M4aBa MEXIY NALHUCHTH B CTapuecKa B3PacT H TE3H,

[10-MJI3JH OT 65 roguHu.

[NauneHTy ¢ 61LOpeunH yepexaaHus
Mpy mamyeHTy ¢ neku 10 YMEPESHH M TEXKH YBpeXaaHHs Ha ObOpetHata ¢yHkuMa ce nabmonasa

YABOABAHE Ha IJIa3MEHHTC KOHLUICHTPAaLHH. HaﬁmonaBaT ce MNMOe-HHCKH TNasMEHH KOHLICH

HEOCTATBYHOCT TEIMHCAPTaH CE CBBP3BA B roJIAMa CTENEH ¢ MJIASMEHHTE NPOTEH
6bne otaenen npu auanuza. [lpu naunentn ¢ 6b0peyHH YBPEKIAHHA €IMMHHALMOMN
HE € TIPOMEHEH.
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@apMakOKHHETHYHWTE TIPOYYBAHWA [PH MAUMEHTH ¢ 4YCPHOAPOOHH yBpekKaaHMs TMOKa3BaT
nmoeuwasaHe Ha alcomoTHata GUoHANHYHOCT a0 okono 100 %. Ilpu mauueHTH c uepHOApPOOHM
YBpeKIaHHA eTHMHHALIMOHHUAT I10/1YKHBOT HE € [IPOMEHEH.

5.3 IpeaxnuHHYEY JaHHH 34 GezonmacHocT

[lpd npeAKNTMHWYHH Mpoy4Bands 32 O€30MacHOCT, [03H, CPaBHHMH € Te3M B KJIHHHYHHA
TepaneBTHYEH [HAMa3zoH, ca NpeIH3BHKANM HaMaJlfiBaHe Ha [apaMETPHTE HA 4YepBEHHWTE KPBBHM
KIETKM (epHTPOLIMTH, XeMOTN00HH, XeMaTOKpuT), npoMeHH B OnOpeuHara xemogHHaMuKa (
NOBHIIEHO HHBO HA ypes B KpbBTa M KpeaTHHMH), KAKTO M NOBHIIEH KanWii B CepyMa Ha
HOPMOTEH3UBHHM JKUBOTHH, [TpH KyueTa ca Habmonasanu 6x0OpeyHa TyOynapHa qunartauys M aTpodus.
Tpy wrbxoBe U KyHeTa e OTOENI3aHO CHUIO YBpeX/JaHe HA CTOMallHaTa MyKo3a (cpo3ud, A3BH WIH
Bb3nanenHe). Te3n GapMakonorsduHO MEAHHPAHH HEXKEIAHH JIEKAPCTBEHM pPeaKkUMH, H3BECTHH OT
NpeTKIHHAYHHTE NPOYYBAHHA ¢ HHXHOUTOPH HA AHPMOTEH3HH KOHBEPTHPALLHA €H3HM H AHTATOHHCTH
Ha aHrdoTeHsuH Il peuenTopa, ca NPeOTBpaTeHH ype3 nepopanHo AobaBiHe HAa (HM3MONOTHYEH
pasTBop.

[Mpu neara BuUAa UBOTHH ca Ha0NIOOABAHM MOBHIIEHA AKTHBHOCT HAa IUIA3MCHHA PEHHH H
XHNEPTPOPHA/XUNEPILIAZHA HA IOKCTATTIOMEPYIHUTE Ki1eTKH, Te3n NpoMeHH, KOUTO ca CBhILO H edekT
HA MHXHOUTOPMTE HA AHIHOTEH3MH KOHBEPTHUPALIKWA €H3MM M HA APYrH aHrrorensHH Il peuentopHu
AHTArOHHCTH, HAMAT KJIHHHYHA 3HAYMMOCT.

HsimMa nokasatencrsa 3a TeparoreHeH eexT, HO MINUTRAHUA NPH HUBOTHH NOKA3ZBAT WIBECTEH PHCKOB
NOTEHIMAN HE TEJIMHUCAPTAH 3a TIOCTHATANHO DPA3BMTHE HA MOTOMCTBOTO KaTO T0-HUCKO TEJIECHO
TErno, 3JaKbLCHARALIO OTBAPSHE HA OYMTE H NO-BHCOKE CMBLPTHOCT.

Hsma naHHW 33 MyTareHHa W CLOTBETHA KJIACTONCHHA AaKTHBHOCT IPH H3MWTBAHWA im Vilro W 3a
KapIHHOTEHHOCT MPH TTEXORE H MHILUKH.

6. PAPMAINEBTHYHHA JAHHH

0.1 CnHeLK Ha TOMOIHATE BeleCcTBA

Hartpures xuapokcua

[MToeugon (K 25)

Meraymun

Mauuton (E 421)

Marnesues cTeapat

Kpocnoennon

6.2 HechLBMeCTHMOCTH

Henpunoxumo.

6.3 CpoK Ha roaAHOCT

3 roaMHH

6.4 CrneunaHn yCeJIOBHA Ha ChXPAHCHNE

}1?1 C€ ChXpaHaABa HA MACTO, HEAOCTHIIHO 34 Jela.
To3m ACKAPCTEEH IPOAYKT HEC U3IHCKERA CTIEIHATTHH YCIIOBHA Ha CbXPAaHCHHE.

6.5 BHO H chALPKAHNHE HA ONAKOBKATA

A
A

W T
Stmaave

Tencapr 80 mg Tabnerky ca onakorand B A1/A1 6aucTepHa onakoBka. pe



Beska kyTua coabpaa 28 win 30 Tabnetku.
He BcHuxH BHIOBE OMAKOBKH Morat aa 6kaar mycHaTH B pogax6a.
6.6 CrnennajHH Npeana3sHA MepPKH NPH H3XBLPJSHE B paboTa

HeusnosrzpauuaT JACKAPCTBEH NMPOAYKT HITH OTHAALYHHATE MATCPHAJIH OT HETO Tpf[ﬁBa Ja CC HIXBbpNAT
B CbOTBETCTBHC ¢ MECTHHTC H3HCKBAHHA.

7. NPHTEXKATEJ HA PASPELIEHUETO 3A YIIOTPEBA

»Haiikadapma Bucokokauecteennte Jlekapcrea™ AJ§
6yn.” I' .M. IumutpoB”Nel

rp. Codua 1172, brarapua

Ten.: +359 2 962 54 54

daxc: +359 2 9603 703

e-mail: infol@tchaikapharma.com

8.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per.nomep: 20140189

9. JATA HA IIBPBO PA3PEHIABAHETIOAHOBSIBAHE HA PAZPEHNIEHHETO 3A
YHOTPEBA

Jlara Ha nepBo paspelwaeane 3a ynorpeba : 20.06.2014

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

Asrycr, 2018 r.




