KPATKA XAPAKTEPUCTHUKA HA INTPOAYKTA i
L0 /0039

1. WME HA JIEKAPCTBEHHS MPOAYKT 6 ¥ 747 3 0 -04- 2025

Te3zeo 80 mg Tabnerkm
Tezeo 80 mg tablets

2. KAYECTBEH U KOJIMYECTBEH Cb(CTAB
Bcska Tabnetka chabpka 80 mg renmucapran (telmisartan).
[ToMolLLHHM BelllecTBa ¢ U3BECTHO JeicTBUe: Beska Tabnetka cbabpxka 324,40 mg copouron (E420)

3a MbJIHUA CITUCHK HA NMOMOILLHUTE BELLECTBA BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

[Tourn 6esin 10 XKBIATEHHKABH, NMPOABLJITrOBaTH, ABOMHO M3NMbKHAJIM TabneTkH ¢ ..807, iaMnoBaHo ot
e/lHaTa CTpaHa ¢ AbJDKUHA npuOau3uTenHo 16 mm, mmpuHa npubausuTenHo 8 Mm u nebenunna 4,2-4,8
MM.

4. KJ/IMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHSA

BHCOKO KPpBBHO HajisiraHe
JleyeHHe Ha eCeHlMaIHA XHMNEPTOHHUSA MPH Bb3PACTHH.

Cbpe4HO-Ch0Ba NPpodHIaKTHKA
HamansBaHe Ha chbpae4yHO-CbhA0BaTa 3a001€Ba€MOCT MPH NALMEHTH C:

- U3sBeHa aTepoTpoMOOTHYHA CHPAEYHO-CHI0BA O0eCT (aHaMHe3a 3a KOpOHapHa 00JIeCT Ha ChPLIETO,
MO3bY€H MHCYJIT WK NnepudepHO apTepHaiHO 3a00/BaHE) WK
- 3axapeH auadeT Tin 2 ¢ yCTaHOBEHO YBpeK/1aHe Ha KpaiHUTE MPHLIEJTHH OPraHH.

4.2 Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

J1o3upoBKa

JleyeHHe Ha eCeHUMAIHA XUTIEPTOHHUA.
O6ukHOBeHO eexkTHBHaTa 103a € 40 mg BeAHbX AHEBHO. HAKOM MauUMEHTH MOrar Ja ce NOBJIUSAT H

ot aHeBHa n03a ot 20 mg. Jlo3a ot 20 mg moke 1a ce npueme npH pasaensHe Ha Tabnerka ot 40 mg.
B cinyuauTe, B KOUTO HE Ce€ MOCTHUra XKeJIaHOTO KPbBHO HajsiraHe, /103aTa Ha TeJIMUcapTaH MOXKe /1a
ObJe noBuuieHa MakcuMasHo 10 80 mg BeaHbxk AHEBHO. KaTo ajitTepHaTHBa, TeJIMHcCapTaH MOXe J1a
ce npuiiara B KOMOHHALIMS C IMYPETHLM OT THA3K/IEH THI KAaTO XHAPOXJIOPOTHA3H]L, KOHTO -~
JOIMbJIHUTETHO NMOHWXKAaBa KPbBHOTO HansraHe. [Ipu pelnenune 3a noBuilaBaHe Ha /103
HWMa NMpeaBH/l, Y€ MAKCHMAITHUAT aHTHXHNEPTEH3UBEH €(EKT Ce JI0CTHIa B pAMKHTE
CJIe]1 3aMno4yBaHe Ha JiIeyeHHeTO (BXK. ToOUKa 5.1).

Cvpoeuno-cvoosa npodhuiakmuxa:




[TpenopvuBaHara ao3a € 80 mg eauH nuT AHeBHO. He € H3BECTHO BanM 1034, NO-HUCKH oT 80mg
TenMucapTaH ca epUKacHU 3a HaMaSIBaHE Ha CBPACYHO-CBAOBATA 3a00/1€BaEMOCT.

[Ipu 3anmovBaHe Ha JeueHHe C TEJIMHCAPTAH 3a HAMAJIABaHE Ha ChPACUHO-CHAOBA 3a00JIEBAEMOCT ce
Mpenopb4Ba BHUMATENHO MPOCieJARaHE Ha KPBBHOTO HAJIATAHE H aKO €€ Hajlara, KOpurupaHe Ha
JIEKApCTBATA, KOMTO AIOHDKABAT KPBBHOTO HaJIAraHe.

Cneyuannu nonyaayuu.

Bvbpeuno yepesicoane

HanuueH € orpaHH4€H OMNHT fIPH NAIKUEHTH ¢ TEXKH HapYLIEHUA Ha ObOpevyHaTa QYHKLHA WIH Ha
xemoaHanu3a. [Ipy Te3u nauKeHTH ce NpenopbYBa NO-HUCKa HavYalHa no3a - 20 mg (BxK. Touka 4.4).
[1pH naumeHTH ¢ Neko Ao cpeaHo Texxko 6BOpEeYHO yBpekKJaHe He ce Hanara MpoMsHa B O3HpOBKAaTa.

Ueproopobro yspeocoane

Te3zeo e mpoTHBONMOKA3aH NMPH NAUMEHTH C TEXKKO YEPHOAPOOHO yBpexaane (Bx. Touka 4.3). [Ipu
NaLMEeHTH ¢ JIEKO B0 CPEeAHO TEXKKO uepHOAPOOHO yBpekaaHe He TpaOra Aa ce HAABHLIABA 1033 OT
40 mg BeaHbX AHEBHO (BXK. TOYKa 4.4).

Cmapuecka év3pacm
He e HeoOX0ANMO KOPHUTHpaHe Ha J03aTa NPH NALMEHTH B CTap4ECKa Bb3pacT.

Heouampuuna nonynrayus

be3zonacHocTTa M ehHKAaCHOCTTa Ha Te3eo NpH Aena W IOHOUIH Ha Bb3pacT noa 18 roguHu He ca
ycTaHOBeHH. HannuHUTe NOHACTOALNEM JaHHH ca OMTHCAHHU B TOYKH 5.1 U 5.2, HO NMpenopbKH 3a
NO3UPOBKA HEe MOXE 218 ObAaT HATNIPaBEHHM.

HauuH Ha npuwioxeHue
Tabnerkute Te3eo ca npeaHa3Ha4YeHHU 32 NEPOPaAHO NPHIOKEHHE BEAHBXK JHEBHO U TpaAOBa na ce

NpHEMAaT ¢ TEYHOCT, CbC WIH Oe3 xpaHa.

IIpeonasznu meprxu, xoumo mpabea oa 6voam e3emu npeou paboma uru NPUROX’CEHUE HA
NeKapcmeenus npooyxKm.

Tenmucapras TpaOBa na ce ChxpaHABa B 3ane4yaTaHusa ONUCTep, Nopanu XMrpoCKONKMUHUTE CBOHCTBA
Ha Tabnerkure. Tabnetxure TpadOBa 1a ce HaBaxaaT o1 OJHMCTEpa HEMOCPEACTBEHO Npean ynotpeda
(BXx. TOYKa 6.4 H 6.6).

4.3 IIporusonoxkazanus

o (CBpBXUYBCTBHTEHOCT KbM aKTHBHOTO BELECTBO WIH KBM HAKOE OT [TOMOILIHHTE
BelllecTBa H30poeHH B Touka 6.1.

Bropo u TpeTo TpHMeceuHe Ha HpeMeHHOCTTa (BXK. TOYKH 4.4 U 4.6).
ObcTpYXTUBHH 3a00NaBaHHE HA XIBYHUTE ITBTHUIA.

Texxo yepHOApOOHO YBpEKAaHE.

EnnoepemMerHara ynorpeba Ha Tezeo ¢ alHCKHPEH-ChIBbPXKALUH TPOAYKTH €

NPOTHBONOKAa3aHa NPH NalHEHTH, CbC 3axapeH quaber win 6B0pevHo yBpexaaHe
(GFR < 60 mlI/min/1.73 m2) (Bx. Toukn 4.2,4.4,4.5n 5.1).

4.4 CoenHajJHH npeaynpexaAenEd H IpeaNa3HH MEPKH NpH ynotpeba

bpemMeHHOCT ]
He TpabBa na ce 3anousa npuem Ha aHrnoreHs3ud 11 peuentopuu anraronucty (AlIPA) g8 ENE T
6pemennocT. ITalHEHTKHTE, KOMTO TUTAHHUpAT GpeMeHHOCT, TPAGBA Na MPEeMHHAT KbM/ATTWOHAT 4R %
aHTUXHNEPTEH3UBHO JIEUEHHE C YCTAaHOBEH Npoun Ha Oe30macHOCT npu ynotpeda/igiBpém Agi O
OpeMEHHOCT, OCBEH aKO C€ CUHTA, Y€ € OT 0CoDeHa BaXKHOCT Ja ¢e NPOABL/KH JieY L ST ..if;;'-_:f*f-{’f" '-'
AKO € gHarHocTuuMpaHa OpeMeHHOCT, ieuenuero ¢ AIIPA Tpabea He3abasHO na .‘ e !
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YeproapoOHO yepexaaHe

Teseo He TpaGBa 1a ce NMpuaara NpH NaLKHEHTH C X0JIECTa3a, ¢ XKIBbYHH OOCTPYKTHBHH HAPYLICHHS WIIH
TEXKKO YEPHOAPOOHO yBpexaaHe (BX. To4Ka 4.3), ThbH KaTO MO-rojiamMara 4acT OT TEJIMHCApTaH ce
eTMMUHKpPA Ype3 ¥urbtkaTa. [Ipy Te3n naleHTH MOXeE 1a ¢€ OHaKBa HAMAJICH YepHOAPOOEH KIMPBHC.

Tezeo TpaOBa Ja ce nmpujiara BHUMATENHO NPH NAUHEHTH C JIEKH A0 YMEPECHH HapYyLlieHHs B
yepHOApoOHaTa PYHKLIHA.

PeroBacKyaapHa XHNEPTOHUA
KoraTo nanjdeHTH ¢BbC CTEHO3a Ha OLOpeuHa apTepus WiH CTeHO3a Ha apTEPHATA KbM €IHHCTBCH

¢yHkuHoHHpall 6B0pek ca TpeTHpaHH ¢ JIEKapCTBa, NOBIMABALIH CHCTEMATa PEHHH-AHTHOTEH3HH-
aINOCTEPOH, CHIIECTBYBa MOBULICH PUCK OT TEXKKA XHAOTOHHA U Ob0peUHa HENOCTATBYHOCT.

brOpeuHo yepexaaHe H 6b0peyHa TpaHCILIAHTALNS

Korato ce n3nonspa Te3eo npu nanueHTy ¢ HapylueHa 0b0pedHa gyHKUMA, ¢€ NpenopbyBa
NepPHOJHUHO CJIEACHE HA KATUA M CEPYMHOTO HHBO Ha KpeaTHHHHA. HaMa 10CTaThyHO aHHM No
OTHOLUCHHE HA MPWIOKEHHETO HA TEJIMHCAPTAH NPH NaLHeHTH Che

CcKopollHa 6BEOpeyuHa TpaHCIUIaHTALIHA.

BiTpechaoBa XHNOBOIEMHAA

CHUMnITOMaTHYHa XUIIOTOHHUSA, 0CODEHO clien NbpBaTa Ao03a Teseo Moxe Ja ce Habnioaasa npu
MAalHEHTH ¢ T€XbK HATPUEB W/ WIH 00eMeH NePHULIAT NMPH MOLIHA AHYPETUYHA TEpanus, AMETa C
OTpaHH4YEeHO NMPHEMaAHE Ha coil, AHapus Wi noBpbiiaHe. TakuBa cbeTosHKA TpAOBa na Obaar
KOPHIHpPaHH TIpeaH NpHaokenne Ha TenMucaprad. Harpuesusat wunu obemex aeguuur Tpsadea na
Obae KOpUrHpaH Npeau MpWIoKeHHE Ha TEJIMHUCAPTAH.

JBoiiHo H10oKHpaHe Ha CHCTEMATa peHHH-aHTHOTeH3HH-anaocTepoH (PAAC):

KomGuHHpanara ynorpeda Ha TeIMHCApPTaH ¢ ATIUCKHPEH € MPOTHBOMOKA3aHa NPH NALHEHTH CBbC
3axapeH auabet unu 6u6peuno yepexaane (GFR < 60 ml/min/1.73 m?) (Bx. Touka 4.3).

HUma navnu, ue eqHoBpeMeHHaTa ynorpeba Ha ACE-nHxuburopu, asrnorensus 11 peuenropru
DJiokepH WIH ATUCKHPEH MOBHILABE PUCKA OT XHINOTOHHA, XHIICPKATHEMHUSA, H HAMAJIABAHE HA
ObOpeuHaTa dyHKUMA (BKTIOUMTENHO OCTpa Ob0peuHa HenoctaTbuHOCT). [lopaau ToBa He ce
npenopbisa ABOHHO On0kupane Ha PAAC upes koMOuHIpaHaTa ynoTpeba Ha ACE-nHxuburopn,
aHrHoTeH3uH |l peuenTopHu O10KEpH UM ATTHCKUPEH (BHOKTE TOUKH 4.5 M 5.1).

AKO ce NpelieHH, Y€ TepanuaTa ¢ 1BoitHo 6nokupaHe e abcomoTHo HeoOXxoauMa, ToBa TprOBa na ce
OCBLIECTBABA CaMO NoA HabMOACHUETO Ha CELHATHCT U NPH YeCTO BHUMATENTHO MOHHTOpYpaHe Ha
61OpeuHaTa QyHKUHA, €EKTPOJMTHTE H KPbBHOTO HAJNSNTAHE.

ACE-nuxuburopu n anruorersuH 1l peuentopHu 6nokepu He TpsOBa na ce H3NON3BAT €IHOBPEMEHHO
NpH nauueHTH ¢ 1nabeTHa HEPPONaTHA.

IApyry ¢hCTOsHMA CHC CTHMYNIALHA Ha CHCTEMATa PEHHH-aHTHOTEH3HH-aNI0CTEPOH

[Ipy naipieHTH, YHATO BaCKylapeH TOHYC H ObOpeyHa PpyHKUKA 3aBHCAT OCHOBHO OT aKTHBHOCTTA Ha
CUCTeMATa PEHUH-aHTHOTEH3HH-aNA0CTEPOH (HANPUMEP NALMEHTH C TEXKKa 3aCTOHHA ChpAcYHa
HEAOCTATBYHOCT WM Mojjiexalllo 6b0peuHo 3abongpane, BIIOUHTENHO H CTeHO3a Ha Ob0OpeyHaTa
apTepuA ), NEUEHHETO C JIEKAPCTBEHH MPOAYKTH, KOHTO MOBJIHABAT Ta3H CHCTEMA KaTO TEJIMHCApTaH,
CE CRBP3Ba C OCTPa XHMIIOTOHHA, XUITEPA3OTEMHUA, OJIUIYPHS WIH paako ocTpa 6n0peuHa
HeJOCTATBUYHOCT (BXK. TOUYKA 4.8).

[1pBHYEH ana0CTEPOHHIBM
[TaleHTH ¢ MBPBHYEH ANAOCTEPOHHIBM (10 NPHHUMKI HAMA Ja pearHpaT Ha aHTHXHNEPTEH3UBHH

JI€KapCTBEHHU NPOIYKTH, ACACTBALLM Ype3 HHXHOHpPaHE Ha CHCTeMaTa pEHHH-aHITHOTEH3HY Tr
TOB4, yroTpebarTa Ha TeJIMHCAPTAH HE CE NPenopbYBa.

CTeHo3a Ha A0PTHATA H MHTpaIHA Kjana, 06CTPYKTHBHA XHNepTPodHuHa KapAHOMUOGH YUY

.
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I[1pH Te3n NALMEHTH MOXKE N8 HACTHIIM XUIOTIMKEMHUSA NPH JICYECHHUE C TEIMUCAPTAH. 3aTOBA, MPH TE3H
nanHeHTH TpAOBa na ce 0OMHCNH CHOTBETHO NPOCAEAABAHE HA KPBBHATA 3aXap H MOXE Ja C€ HAIOKH
KOPUIHMpaHe Ha 103aTa Ha MHCYJIMHA WK aHTHAHA0ETHHTE IEKapCTBA, KOraTo € MOoKa3aHo.

HurecTHHaneH aHrHoeaeM

3a MHTECTHHAJICH 8HTHOEAeM ce ChoOLIaBa NPH NaLHEeHTH, JeKYBaHH ¢ aHrHOoTeH3HH I peuenropHu
aHTAroHKCTH (B, Touka 4.8). Te3u nalMeHTH UMaT KOpeMHa 60nKa, rajeHe, NOBpPbLIAHE H AHapUA.
CHMIOTOMHTE OTUIYMSABAT CJie] MPEYCTAHOBABAHE HAa AHI'HOTEH3UH Il peLieNnTOpHHTE aHTANOHUCTH.
AKo ce IMarHOCTHUMPAa MHHTECTHHAIEH aHTHOeAEM, JICUCHHETO ¢ TeIMUAcapTaH TpsbBa aa ce
MpeyCTAaHOBH H a ¢€ 3all04YHE NOAXOAALI0 HaOMoaeHHE A0 ITBJIHOTO OTLUYMSABAHE Ha CHMITTOMHTE.

XHNEPKATHEMHR

YnotpebaTa Ha N1EKapCTBEHH NPOAYKTH, KOUTO MMOBJAHABAT CHCTEMATA PEHUH-AHIHOTEH3HH-
aANAOCTEPOH MOXE J1a JOBEAE A0 XHIEPKATTHEMMUAL.

XHnepKanueMusaTa MoXe na Obe ¢ aTaneH U3Xon NpH NalHeHTH B HanpeaHana Bb3pacT, NpH
MaluHeHTH ¢ OBOpeUHa HeAOCTATHUHOCT, NPH NALHEHTH ¢ AHA0ET, NMPH NMaUUEHTH, JIEKYBaHH
eIHOBPEMEHHO H ¢ APYrH IEKAPCTBEHH MPOLYKTH, KOMTO MOraT Ja NOBHILAT HHBATa HA KaIug U/ HJIH
[PH NALHEHTH ¢ NPUAPYKABALEH CLCTOAHHA.

[Ipenu na ce B3eMe pellicHHUE 3a €HOBPEMEHHO NPWIOKEHHE Ha JIEKAPCTBEHH [TPOAYKTH, KOUTO
MOB/IUABAT CHCTEMATAa PEHHH-aHTHOTEH3HH-AJIIOCTEPOH, TpAOBa Ja ce nNpeLeHH CbOTHOLIEHHETO
noJ3a/ pucK.

OCHOBHHTE PUCKOBH (JAKTOPH 33 Bhb3HHKBAHE Ha XHNEPKANHEMUs, KOWTO TpsOBa f1a ce B3eMar noxa
BHUMAaHMHE, ca:

e 3axapeH guabert, ObOpeuHO yBpexaaHe, Bb3pacT (>70 roaHHH)

o KoMOuHaluusa ¢ €0HH WIH NOBEYE JICKAPCTBCHU NPOAYKTH, KOUTO NOBIUABAT CUCTEMATA
PEHUH-aHTHOTEH3NH-aIA0CTEPOH W/ HIM KaMeBU N00aBkH. JlekapcTBeHH NPOAYKTH WIH
TepaneBTHYHY PYNM JeKapcTBa, KOMTO MOrar [a NPEAM3BUKAT XHUIIEPKAJIMEMHUSA Ca. COJICBH
3aMECTHTENH, ChAbPXKAILN KaNui, Kanni-cbxpaHasay auypetuuy, ACE unxuduropn,
aHrHoTeH3uH 1l peuenTopHH aHTArOHUCTH, HECTEPOUIHK NMPOTHBOBB3NATIUTETHH JICKAPCTBEHH
npoxykty (HCIIBJII1, Bkmouurenno cenektnsHU COX -2 HHXHOHTOPH), XenapuH,
HMYHOCYNPeCOPH (LUMKJIOCMOPHH WIH TAKPOJIHMYC) H TPHMETOIIPHM.

» HHTepkypeHTHH CBOMTHS H NO-CNICLHANTHO AeXHAPATHPaHE, OCTpa ChPACYHA NEKOMIICHCALIMS,
MeTaOO0NMHTHA auMA03a, BlolleHa 6b0peyHa QPyHKIMS, BHE3aNHO BOLIaBaHEe Ha OBOpeYHOTO
ChCTOHHE (HanmpuMep HHPEKLIHO3HH 3a00NABaAHNS ), KIIETRYHO JIM3UPAaHE (HaNpUMep OCTpa
HCXEMHA Ha KpakHHKa, pabaoMuonu3a, oOLIMpHA TpaBMa).

[Ipy pHCKOBH MALUEHTH CE NMPENOPbUYBA BHUMATEIHO CJICACHE HA CEPYMHHSA KasHii (BXK. Touka 4.5).

ETHHYECKH pa3nHyuHs

KakTo € HabmoaaBaHO NpH HHXHOMTOPUTE HA AHTHOTEH3HH KOHBEPTHPALLHA €H3HM, TEJIMHCAPTaH U
APYTHTe aHrHOTeH3HH [ peLenTOpHU aHTarOHKCTH ca OUYEBHIHO NO-MANKO ¢(PEKTHBHH B
NOHH)XABAHETO HA KPBBHOTO HAJIAraHe MPH Xopa OT YEpHATa paca, OTKOJIKOTO NMPH APYIHTE PacCH,
BEPOATHO MOPaJH MO-YECTOTO CpeliiaHe B UepHaTa [TonyJalus Ha HHCKO PEHHHOBO HHBO C NPOABH Ha
XHIIEPTOHHA.

HQ!FH

KaxTo npu Apyru aHTUXHNEPTEH3UBHH areHTH, EKCUECHBHATa PEAYKLMUA Ha KPbBHOTO HAJIATAHE TIpH
NaUHEHTH ¢ HCXEMHYHA KApAUOMATHA WIH HCXeMUYHO KapaHOBAacKylapHO 3a0onsaBaHe
NOBEJE N0 MHOKapAeH HHDapKT WIH HHCYIIT.

[loMolLIlHK BellecTBa

To3u NlekapCTBEH NPOAYKT ChAbPXa No-Manko oT 1| mmol Hatpuii (23 mg) Ha
Ce KaKe, Ye NPaKTHYECCKH HE CHAbPIKA HATPHH.



To3u nexapcTBen npoaykT cbabpxka 324,40 copbuton LB Beska TabseTka.

[NanueHTH ¢ HacneacTBeHa HenoHocuMocT KM ¢pykToza (HH®) He Tpabea aa npuemar To3u
NEXapCTBEH NMPOIYKT.

4.5. BiaumogeiicTBHe ¢ APYIrA JIEKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha B3IaRMOJCHCTBHE
Ilpomusonokazanua (euxcme mouxka 4.3)

soiino 6roxupane na cucmemama perun-aseuomensun-argoocmepon (PAAC)

KombuHupaHata ynotpeba Ha TeIMHCAPTaH C ATHCKHPEH € MPOTHBONOKa3aHa NMpH NaLHEHTH CbC
3axapeH auabet wn 6B6peuno yepexnade (GFR < 60 mi/min/1.73 m?) u ve ce npenopbusa npu
APYTH MAaLMEHTH (BX. TOYKH 4.3, 4.4).

JlaHHH OT KIHHHYHHK NPOY4BaHHA NMOKA3BaT, ye ABOHHOTO OIOKHpaHe HA peHHH-AHTHOTEH3HH-
annocrepoHoBata cuctema (PAAC) upea kombunnpanara ynorpeba Ha ACE uHxuburopy,
aHrHoTeH3HH lI-peuenTopHu ONIOKEPH HNK ANTMCKUPEH CE€ CBBLP3Ba C NMO-BHCOKA YECTOTAa Ha HeXeJlaHH
cbOHTHS, KATO HAMIPUMEp XMIMOTOHHUA, XHIICPKATMEMHMA H HaMallsiBaHe Ha ObOpevyHaTa GyHKuus
(BrUTIOUHTENHO OcTpa 6B0peyHa HeaOCTaTBYHOCT), B CpaBHEHHE ¢ ynoTpedbara caMo Ha eaHO
cpencTro, aAciicTeailo Bbpxy PAAC (Bx. ToukH 4.3, 4.4 n 5.1).

KakTo ¥ apyrure nekapCTBEHH NPOAYKTH, KOUTO MOBIIMABAT CUCTEMATA PCHHUH-aHTMOTEH3HH-
ATIOCTEPOH, TEJIMHCAPTaH MOXKE J1a Npedn3BHKa XHnepkanueMus (Bk. Touka 4.4). To3u puck Moxe Aa
Ce YBEJIMYHM B CITyyai Ha KOMOHHHpAHO NEYCHHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH, KOUTO MOTaT ChLIO
Ia MPeaU3BUKAT XHUIEPKATHEMHA: (COJIEBH 3aMECTHTENH, ChABPIKALM KaNHH, KATHHA-CbXpaHABLLHN
auypeTulid , ACE nHUXHUOHTOPH, aHrHoTeH3HH [ peuenTopHH aHTarOHHCTH, HECTEPOHAHH
nporHBoBb3ananurenu cpeacresa (HCIIBC, sxmountenno cenextusHu COX-2 nHxuburopu),
XenepHH, HMYHOCYNPECOPH (LIMKJIOCTIOPHH WIH TAKPOJIUMYC), H TPUMETONPHM).

Bb3HHKBaHeTO HA XUNEPKATHEMHUS 3aBUCH OT CBBbP3aHHUTE C TOBA PHCKOBH ¢dakTopH. PUCKBT ce
MOBHMILABA NPH NO-TOPE NOCOMEHHUTE JIedeOHN KOMOHRALKHU. PHCKBT € 0CODEHO BHCOK NpH
KOMOHHAIIMA ¢ KaJTHH-ChXpaHABALLIM JHYPETHLIH H KOraTo c€ KOMOUHHpA CBhC CONEBU 3aMECTUTENH,
chabpKaliy kanud. Hanpumep npu komOnHauna ¢ ACE unxuduropn unu HCTIBC pucksr € no-
MaJTbK, [IPH YCJIOBHE Y€ CTPUKTHO C€ CNa3Bar NpeanasHHTe MEPKH NpH yroTpeoda.

Hueoxcun

[1pu enHoBpeMeHHa ynoTpeba Ha TeIMHUCApTaH ¢ AUTOKCHH ce Habmonasa yMepeHO NOBHUIaBaHEe Ha
nHkoBaTa (49%) 1 Ha Hal-HHcKaTa (20%) niazmMena KOHUEeHTaUMs Ha AUrokcuH. ITpHu 3anouysake,
KOpPHrMpaHe Ha 103aTa WIH CIIHPAHE Ha JICUCHHETO ¢ TeJIMUCApTaH, TpAOBa 1a ce HaboaaBaT HUBATA
Ha JIMTOKCHH, 33 Ja ce NOAABLPKAT B TEPAficBTHYHHSA HHTEPBa.

EnHOBpEeMEHHOTO NPWIOKEHHE HE CE NPENOpLYBa ¢

Kanuu-cvxpanseatyu ouypemuyu wiu kasuesu cobasxu

AHrvoren3uH Il peuenTopHH aHTarOHKCTH, KaTO TEIMMCAPTaH, HaManNaBaT 3ary0aTa Ha Kanui.
Kannit-cbxpaHaBaliiMTe AUYPETHLM KaTO CIIHPHHONAKTOH, €MNJIEPEHOH, TPHAMTEPEH WK aMHIOPH/,
KAJIHEBUTE J00aBKH HITH COJIEBUTE 3aMECTHTEIH, ChABPIKALIH KAJIMH MOTaT Aa JI0BEAAT [0 3HAYHMO
NOBULLABAHE HA CEPYMHHSA KalluH. AKO €JHOBPEMEHHOTO NPUIOKEHHE € NOKa3aHO NOpaau
YCTAHOBEHA XMNOKanHeMHus, 1o TpabBa Aa ce U3BLPUIRA C NOBHILECHO BHUMaHKE U TpabGBa yecTo aa ce
CNICAU CEPYMHHA KATTHH.

STumuii
[lo BpeMe Ha eIHOBPEMEHHO NPHJIOKEHHAE HA JIUTHII ¢ HHXMOMTOPH Ha AHTMOTEH3HH KO
€H3UM H ¢ aHrHOTEH3HH 1] pelenToOpHY aHTArOHUCTH, BKMIOYHUTENHO TEIMHCAPTAH, /
0OpaTHMO NMOBULICHHE HA CEPYMHHTE JIMTHEBH KOHLICHTPALMM U NTPOSBH HA TOKC -
xoMOuHalKg € HeobXoanMa, ce NpenopbLYBa BHHMATENHO CIIEACHE HA CEPYMH

EQHOBPGMEHHDT O NMPHUWJIOKCHHEC H3HCKBA NOBHUIICHO BHUMAHUC TIDH

Hecmepoudnu npomueosv3narumentu cpeocmsa



HCIIBC (1.e. aueTHICAIMLWIOBA KHCEIHHA B NPOTOBOBB3NANUTENHH 1034, COX -2 HHXHOHTOPH H
necenextueHn HCIIBC) morar 1a HamMansT aHTUXUTICPTEH3HBHUA €(QEeKT Ha AaHTHOTEH3UH I
peLENTOPHHTE AHTArOHUCTH. [lpH HAKOM nMauueHTH ¢ HapylteHa 6u6peuna Gyukima (HanpuMep
AEXHAPAaTHPAHH NaUMEeHTH WIN NalMeHTH B HaNpeAHana Bb3pacT ¢ HapyueHa 6p6peuna dyHkums)
eAHOBPEMEHHOTO NMPUAOKEHHE HA AaHTHOTEH3HH 1] pellenTOpHH aHTArOHHCTH H JIEKAPCTBEHH
NPOAYKTH, KOUTO HHXHOMpAT LMKNO-OKCUI€Ha3aTa MOXKE Ja JOBEAE A0 MO-HATATBUIHO BAOLIABAHE HA
O6BOpeuHaTa PyHKLMA, BKIIOYHTEIHO € Bb3MOXHA oCTpa O6b0peuHa HEAOCTATHYHOCT, KOATO
o0HKkHOBeHO € oOpaThMa. [1o Tasu npuudHa, koMOuHalluaTa TPAOBa Aa Obae NMpuiarasa ¢ MOBHILEHO
BHUMaHKE, 0COOEHO TIPH MalMeHTH B Hanpearana Bb3pacT. [laimenTuTe TpabBa na 6baar agexksaTHo
XHApATHPaHH 4 Aa 6bae npociesiBaHa 6p0peyHaTa UM PYHKLIMA B HAUATOTO HA KOMOHMHHPAHOTO
JICUCHHE B NIEPHOAHYHO ¢l TOBA.

B enxo npoyuBaHe €AHOBPEMEHHOTO MpUlaraHe Ha TEJIMHCAPTaH H PAMHUIIPHI € AOBENO A0 NOKa4BaHE
Ha AUCO0-24 y Cmax Ha paMMNIpyn H paMUNpwiaT AC 2,5 NbTH. KJIMHUYHATA 3HAUYHMOCT Ha TOBa
HaONIOAEHHE HE € U3BECTHA.

Luypemuyu (muazuonu uru OpumMkoeu ouypemuyu)

[IpenmecTsaiina Tepanka ¢ BUCOKH A03H ANYPETHLH KaTto $ypo3eMua (OpUMKOB AUYPETHK) H
XHIPOXNOPOoTHA3NA (THA3HAEH JUYPETHK) MOXKe Ja A0BeAE 10 obeMeH JeDULIHT K PHCK OT
BB3HUKBAaHE Ha XMITOTOHHA MPH 3ar10YBAHE Ha JIeUeHHE C TEJIMHCApTaH.

Tpabgra ca ce B3eMe 07 BHUMaHHE NPH €THOBPEMEHHO MPHUIOKEHHE
Hpyzau anmuxunepmen3usnu 1eKapcmeenu npooyxmu

XHUINOTEH3NBHHUAT GCI)EKT Ha TChMHUCapTaH MOXKE Ja C€ NNOBHIIH NPH €AHOBPCMCHHOTO IPDHJIOXKCHHE C
APYTrH aHTHXHIIEPTCH3IKBHHU JICKAPCTBCHH TPOAYKTH.

B13 ocHOBa Ha JapMaKOIOTHHYHHATE KM CBOHMCTBA € Bb3MOXKHO J1a C€ O4aKBa, Y€ CNCIAHHUTE
JIEKapCTBEHH NMPOOYKTH MOraT Aa MOBUIIAT XUINOTCH3UBHHA e(EKT Ha BCHYKH AHTHXHIIEPTEH3WBHH
CpeACTBa, BKIIIOYHTENIHO TeMuUcapTaH: 6akofpeH, aMHPoCTHH. CbIlo Taka, OPTOCTATHYHATA
XHIOTOHHA MOXe Aa Oble 3aCiIeHa OT aJIKOX0J, 6apOUTypaTH, HAPKOTHYHH BELLECTBA WIH

aHTHOCIIPCCAHTH,

Kopmuxocmepouou (cucmemno npunosicexue)
HamanssaHe Ha aHTHXUIMEPTEH3UBHHA €(EKT.

4.6 PepraanTteT, OpeMEHROCT H KBPMEHE

bpeMeHHOoCT
He ce npenopnuBa ynorpebara AIIPA npes mppBus TpuMecTsp Ha OpeMeHHOCTTA (BXK. TO4Ka 4.4).

YnorpeGata Ha AIIPA e npoTHBONOKa3aHa npe3 BTOPHS H TPETUA TPHMECTHP Ha OpeMEHHOCTTa (BK.
Touku 4.3 u 4.4).

HaMa J10cTaTh4HO JAaHHH 3a ynoTpedara Ha TenMucaprad npu OpeMeHHH keHU. ExcnepuMeHTanHure
MpOy4BaHHUA NPH >XHBOTHW NOKA3BAT PENPOLYKTHBHA TOKCHYHOCT (BXK. TOHKA 5.3).
EnuieMHONOrHYHUTE JAHHH 3@ PHCKA OT TEPATOT€HHOCT ciiea ekeno3vumnsa Ha ACE uHxuduropu npes
MEPBHA TPUMECTBP Ha OpeMEHHOCTTa He ca yOeanTenHH. Bee nak, HE MOXe Aa ce M3KIIOUuH ¢iado
MOBHLIABaHE Ha pHCKa. JIokaToO HAMA KOHTPOJIMpPaHH eMMASMHONOTHYHH JAHHH 3a PUCKa NpH
ynorpeba Ha AIIPA, CXOQHHM pUCKOBE MOTAT Ja CHLUIECTBYBAT H ITPH TO3H KJlac JIEKapCTBa.
[laumMeHTKHUTE, KOUTO ILTAHHpAT OpeMeHHOCT, TpAOBa 1a NPEMHHAT KbM allTEPHATHBHO
AHTHXHMNEPTEH3NBHO JICUeHHe C YCTaHOBEH npogdun Ha besonacHOCT np# ynoTpeda nasf
OpEMEHHOCT, OCBEH AKO C€ CUHTA, Y€ € OT 0CODEHA BAXKHOCT Ja Ce NMPOABIDKH Nevepens
AKO € qHarHoCTHLUHMpaHa 6peMeHHoCT, neueHHeTo ¢ AIIPA Tpabea nesabarno na f ’
NPEYCTAHOBEHO H aKO € NOAXOAAILO Aa Obae 3an04HaTO AITCPHATHBHO NICYCHHE. || T [ o ¥
YCcTaHOBEHO €, ue ekcno3uumaTa Ha AIIPA npe3 BTOpHSA H TPETHA TPHMECTBP Ha RpEMe g S
npeAH3BHKRA GETOTOKCHYHOCT NpH Xopa (noHwkeHa ObOpeuna ¢pyHKLMA, OJIHIo -.\ fRaMin .
3a0aBEHa YepenHa OCH(PHKALIMA) H HEOHATANTHA TOKCHYHOCT (0B0peyHa HeaoCcTaTLHIEGE, xﬂuﬂmﬂ S

H XHINEepKaiHeMus ) (BK Touka 35.3). \ ’ %




[IpenopnuBa ce ynTpa3sykoB npersiea Ha 6b0peunara GyHKLHA ¥ yepena, aKO HaCThIH €KCNO3HIIHA
Ha AlIPA npe3 BTopus TpuMeCThp Ha OpPEeMEHHOCTTA H CJIER TOBA.

HosoponexuTte, uniito maiikn ca npuemany AlIPA, Tpabsa na 6vaaT BHUMaTeHO HabmoAaBaHy 3a
HAJIHYHME HA XUITOTOHHUA (BX. TOYKH 4.3 1 4.4).

KbpMeHe

Tt kaTo HAMa JaHHH OTHOCHO ynotpebaTta Ha Teseo B nepuoaa Ha kbpMEHe, Teseo He ce
MpenopLUBa, a ce NPEANOYNTAT ANTEPHATUBHH JIeYeHHs ¢ NO-100pe YCTAaHOBEH Npodua Ha
0e30rnacHOCT B NEPUOIA Ha KbpMeHe, 0COOEHO NPH KbpMEHe Ha HOBOPOAEHO WIH NPEXIeBPEeMEHHO
pPOAEHO AETE.

DEePTHIHTET
B npeaknMHUYHY NPOYYBAHHUS He ca HabnioaaBaHU eEeKTH Ha TEJIMHCAPTaH BbPXy GepTUIMTETA Ha

MDBXKKH K )KEHCKH HHAWBHIM.
4.7 Ed¢exTn BbpXy cuocobrocTTa 32 modupade H pabora ¢ MAIARH

Koraro ce modnpa win pabot ¢ Maimnn Tpabea na ce UMa NpeBHA, Y€ NPH aHTHUXKIIEPTEH3HBHA
Tepanus, Kato Tezeo, MaKap 4 pAAKO, MOraT Ja € NpoABAT 3aMaiBaHe WIH CHHIMBOCT.

4.8 HekeaHH IEKAPCTBCHHE PeaKIHH

Kpamxo wznoocenue na npoguna na besonacnocm
CepHO3HHTE HEXeNlaHH IEKAPCTBEHH PeakLMM BKIMIOYBAT AaHAQWIAKTHUHM PeakliMM M aHTHOeAeM,
KOHTO MOKe na HacTenaT paako (>1/10 000 no <1/1 000) u ocTpa 6b6peyHa HEAOCTATHUYHOCT.

YecToTaTa Ha HEXKE/IAHM JICKAPCTBECHH peakLMu, ChoOLIaBaHH MpH ynoTpedara Ha TeIMHCapTaH,
0OMKHOBEHO e cpaBHHMa ¢ Tw1anebo (41,4% cnpsamo 43,9 %) npH nnauebo-koHTponUpaHu
NPOy4BaHUA NPH NMALKUEHTH, JEKYBaHH 38 XHNepToHUA. Cly4yanTe Ha NPOSBEHH HEXKENaHH
JEKAPCTBEHH PeaKLIHK HE Ca CBbLP3aHM C A03aTa M HE MOKA3BaT 3aBHCHMOCT OT NOJIa, BL3pacTra WiK
pacara Ha naumeHTuTe. [podunsT Ha 6e30MacHOCT HA TEAMHCAPTAH NPH NMALMEHTH, JICKYBaHH 24
HaMaJIABaHE Ha ChPAEYHOCHA0BaTa 3a00N€BaEMOCT € CXOAEH ¢ TO3H, HaOMOAaBaH NPH MALIUEHTH C
XHIIEPTOHHA.

[IpeacTaBeHHTE HO-A0MY HEXKESIAHH JICKAPCTBEHH PEAKLIMH, OTPa3ABAT Pe3yJITaTUTE OT KOHTPOIHPaHH
KIMHHYHH NPOYYBAaHMA IPH NALHEHTH, JIEKYBAHH 34 XUNMEPTOHHS H OT NOCT-MAPKETUHIOBH JOKIaaH.
Chl10 ce HMAT NPEABH CEPHO3HHTE HEXEIAHH PeaKLMH, KaKTO H [TPEKbCBAHE HA JICHEHHETO,
JTOKIATBAHH NPH NPOAB/LKMTENHH KIIMHUYHH MPOYYBaHHs, BKMOYBAIKH 21642 mauyeHTa, NeKyBaHH C
TeIMHCAPTaH 3a HAMAJIABAHE HA CHPACYHOCHAOBATa 3aD00/1€BaEMOCT 3a nepuod A0 6 rOAUHH.

Kpamxo uznooxcenue na nedxcenranume 1exapcmeeHu peakyuu 8 maoauuen popmam

Hexenanure ieKapCTBEHH peakl[MKU Ca KaTerOpH3HPaHH CIIOPEl YECTOTaTa, KaTO € U3NON3BaHa
ciaeaHaTa K1acHpHKaLus: MHOTO yecTH (=1/10), yectu (=1/100 o <1/10), Hewectu (=1/1 000 no
<1/100), peaxu (=1/10 000 go <1/1 000), mHoro peaku (<1/10 000}, ¢ Hen3BeCTHA yecTOTA (OT
HATMYHHTE JaHHH He MOXKe aa ObJe HanpaBeHa OLIeHKa).

[Ipu BCsiKO rpynHpaHe B 3aBUCHMOCT OT Y€CTOTaTa , HEXKEJIAaHUTE JIEKAPCTBEHH peaklluH ce H3bpoaBat

B HA3XO0A411 pCa N0 OTHOLICHHE HA TCXKCCTTA.

Hugpexyuu u ungpecmayuu

HeuecTtn: HMudexums Ha ypyHapHHA TPakKT, BKIKOYHTEIHO LIUCTHT,
HH(EKLHA HE FOPHHUA PECNHPATOPEH TPAKT, BKIIIOYHTETHO
Peaku: CencHc, BKIIIOYHTEHO ¢ daTanneH u3xon'.

Hapywenus na xppvema u aumgpnama cucmema




HeuecTH: AHeMHs
Penku: EosnHodunua, TpomMObouMTONEHUS

Hapywenua na umynnama cucmema
Penku: AHacdunakTH4YHa peakuys, CBPLXYYBCTBHTETHOCT

Hapywenun na memabonusma u xparnenemo
HeuecTH: XUnepKanueMus

Penkwu: XurnorankeMus (nNpy nauMeHTH, 6okEM oT auader)

IHcuxuunu vapyuenusn
Heuecru: beactHue, nenpecus
Peaxm: besnokoiicTBo

Hapywenus na nepenama cucmema
Heuectn: CHHKOR,

Penoxu: CBHHJIHBOCT

Hapywenua na ovume
Penku: 3pUTENHO HApYyLUEHHE

Hapywenus na yxomo u aabupunma

Heuectn: Bepturo

Covpoeunu Hapyuuenus

Heuectu: bpanukapaus

Penku: Taxukapaus

Cv0o6u Hapyuernus

Heuectw: XHIMOTOHHA?, OPTOCTATHYHA XHITOTOHHS

Pecnupamopnu, 2pbOHu 4 MEOUACMUHARKRU HAPYULIEHUA
HeuecTH: JlucnHes, Kauiuna
MHOro penkH: HurepcTunanya 6enoapobna Gonect?

Cmomaiuno-upeeru Hapyuienus
HeuecTtu: Ab6pomMuHanHa 6onka, nnapusd, nMcnencus, pnarynreHuMs, NOBPbLLAHE
Peaxu: Cyxota B ycTaTa, CTOMaleH AMcKoMGopT, aucreysus

Xenamo-bunuapru Hapyuienus
Penku: AGHOpMHa YepHOAPOOGHA QYHKLKA/UePHOAPOOHO HapyileHHe’

Hapywenua na xosxxcama u noOKoNCHama mvkKaM

HeuecTu: IIpyputyc, xunepxuapo3sa, obpue

Penku: AHruoesneM (Cobilo U ¢ GaTaleH U3XO0), €K3EMa, EPUTEMA, YPTHKApPHA, JICKapCTBEeH
OOpUB, TOKCHYEH KOXEH 0OpUB

HHP}M&EHM Ha MYCKVYARO-CKEAemHuama cucmemMa u CHeOUHUMEAHAMA MBbKAH

Heuecty: bonka B repba (Hanp. HUIKAC), MYCKYJIHH CMIAa3MH MHANTHA, —
Peaku: Aptpanrua, Oojika B KpaliHHK, GONKHM B CYXOXMNMATA (TEHAUHHUT
CHMIITOMH)

Hapywenua na 6vbpeyume u nuxoynume nomuwa
HeuecTH: bubpeuHo yBpexkaaHe, BKIIOUHTENHO ocTpa Op0OpeuHa Hen

Ob6wu napywuerus u ehexmu Ha MACMOMO KA NPUNONCEHUE
HeuecTu: bonka B rpbaHHA Koul, acTeHUs (cnabocT)




Peaxwu: I"'punonoaobHo 3abonspaHe

Hicnedsanun
Heuecth: [IopHllleH KPEATHHHH B KPBBTa
Penkmu: [TonmxeH xemornobuH, noBUilIeHAa MUKOYHA KHCE/IHHA B KPbBTa, NOBHILIEHH

yepHOJIpoOHU €H3HMH, NOBHIICHA KpeaTHH GocdOokHuHa3a B KPBLBTA,

1.2.3,4 33 TOMBAHMUTEHO ONIMCAHHME, MOJIA, BHXKTE NOATOUKA ,,Onucanue na uzbpanu Hexceranu
peaxyuu .

Onucanue Ha u3bpany HeXCeRanu AeKapCmMeery PeaKyuiu

Cencuc
B npoyusaneto PROFESS e HabmonaBana noByineHa 4ecToTa Ha Bb3HMKBAHE Ha CENCUC NPH

TeIMHCApPTaH B CpaBHEeHHe ¢ rnanedo. CHLOUTHETO MOXE [1a € OTKPHTO CIYUYaHHO HITH 1A € CBBP3AaHO C
MeXaHH3IbM, KOATO He € MO3HAT 3a MOMEHTA (BXK. ChLLIO TOYKA 3.1).

Xunomonus.
Taszu HexxenaHa JieKapCTBEHA peaklMs € ChOOLIEHA KATO YECTa NPH NALMEHTH ¢ KOHTPOJNHPAHO
KPBBHO HAIAraHe, JIEKYBAHH ¢ TEIMUCApTaH 3a HaMalldBaHE Ha ChPAEYHOCHAOBATa 3aD00IeBaeMOCT

ITpH NMpOBEACHO CTAHAAPTHO JICHCHHC.

Abnopmua yeprodpobna pyuxyus / 4eproOpobro Hapywenue

[ToBeyeTo ciryuan Ha abHopMHa YepHoApoOHa QyHKUMA/ HEPHOAPOOHO HapyLUCHHE OT NOCT-
MAPKETHHIOBHA OIMT C TEJIMHCAPTAH HACTBLIIBAT [IPH MALUWEHTH OT ANOHCKH npou3xod. [lpy nauneHTH
OT ATOHCKH NPOH3XOJ CHILECTBYBA NO-ro/ifMa BEPOSTHOCT 33 PA3BUTHE Ha TE3H HEXKEIAHH PEAKIIHH.

Humepcmuyuanna 6eaodpobna bonecm
Cnyuan Ha MHTepcTHUMaNHa SenoapobHa Honect ca AoKNaABaHHU OT NOCT-MAPKETHHIOBUA ONUT, BB
BPB3Ka ¢ MpHeMa Ha TenMucapraH. [IpHuHHHO-CeACTBEHHA Bpb3Ka 00a4e HE € YCTAHOBEHA.

Humecmunanen anzuoeoem
Cp0011EHH ca cTydad Ha MHTeCTMHANCH aHrHoeaeM ciel ynorpeda Ha aHruorensut Il peuentopuu
AHTAroHNCTH (BXK. TOYKa 4.4).

CrobmaBaHe HA NOAO3MPAHH HEXENAHW PEAKLIUH
CpobulaBaHeTO Ha NOAO3IHPAHH HEXENaHU peaklLHH ClIE] paspeluaBaHe 3a ynorpeda Ha ieKapCcTBEHUS

MPOAYKT € BaxXHO. ToBa No3BosifBa Aa NPOALILKH HabMI0AeHHeTO Ha CbOTHOLUEHHETO NOoJI3a/pUcK 3a
NneKapcTBeHHA NpoAYKT. OT MEIULIMHCKUTE CNELIMATTUCTH Ce U3MCKBA Aa chob11aBaT BCAKa
NOAO3HpAHA HeXKeNaHa peakuus upes3: U3mpnuurenHa areHIus no nekapcTeara, yiu. . Jlamsau ['pyes”
Ne 8 1303 Codmns, Ten.: +35 928903417, yebca#iT: www.bda.bg

4.9 Ilpenozupane
CuulecTByBa OrpaHH4YeHa HHGOpMaLs 10 OTHOLWIEHHE Ha NPEIO3IHPAHETO TIPH XOpa.
CHMIITOMH:

Haii-u3sBeHnTe NposBK Ha NpeaO3MPpaHe ¢ TEAMHCAPTaH ca XUIMOTOHUA M TAXHKapAMi, a ChlLo ce
cboOlaBaT u 6panuxkapami, 3aMasHOCT, NOBHILIABAHE HAa CEPYMHHA KpPEeaTHHHH H ocTpa 61bOpeyHa

HCAOCTAaTHYHOCT.

JleueHue:
TenMucapraH He ce oTaens npu xemoavanusa. [lanueHtsT TpaOBa Ja O6b1e BHH
1 JledeHueTo TpaOea na Oba€ CHMIITOMAaTHYHO H noagbpKaio. OBnagaBaHETO
NpHEeMaHe Ha NPOAYKTA M TEXEeCTTa Ha CHMITTOMHTE. [IpenopruHTesIHHTE MEPK
npeJH3BHKBAHE HA NOBPBILAHE W/HIIK cTOMAaWIHA npoMuBka. [Ipunaranero Ha a




Aa AoNpHHeCe NpH JiedeHHe Ha npeaosupadeto. Heobxoaumo € yecTo npociensapaHe Ha CEpyMHHTE
eJIEKTPONMTH K KpeaTHHHH. [1py nosBa Ha XUNOTOHMA, NALMEHTHT TpAGBa Na ObJe NOCTaBEH B
JIETHANO NONOKEHHE 1O IpB0 K OBP30 Aa ce NPUIOKAT CONECBH K OOEMHH 3aMECTHTENH.

5. GAPMAKOJIOI'HMYHH CBONCTBA

5.1 PapmMakoAHHAMHYHH CBOHCTBA

dapmakorepaneBTHYHA rpyna: CpeacTBa, AeHCTBALIK BbPXY CHCTEMATA PEHHH-AHTHOTEH3HH,

anrnorensut 11 peuenrropun 6nokepn (angiotensin II receptor blockers, ARBSs), camocTosTeNnHO
ATC kou: CO9CAOQ7

MexaHu3bM Ha 1eiCTBHE

TenmucapraH € nepopaHO aKTUBEH U CNELHPHYEH aHTHOTEH3UH 1] peuenTopeH aHTArOHKCT (THII
AT1). Toi H3MeCTBa ¢ MHOIO BHCOK aQHHUTET aHFHOTEH3HH |] OT HErOBOTO MACTO HA CBBPIBAHE B
AT peuenTopHHA MOATHI, KOWUTO € OTTOBOPEH 38 H3BECTHUTE NEHCTBHA HA aHTHOTEeH3HH 1.
TenmucapTaH HAMa AOPH H HACTHYHA arOHUCTHYHA aKTHBHOCT cnipaMo AT 1 peuenropa. Tenmucapran
ce cBbp3Ba cenieKTUBHO ¢ AT1 peuenropa. Cenp3BaHeTO € APOABDKHTENHO. TeNIMHCapTaH He MoKa3Ba
aUHHUTET KbM ApPYrH peuenTopy, BKIoUMTeNnHo AT2 u apyru no-cnabo xapakrepusnpanu AT-
perienTopy. (PyYHKLHAOHANHATA PO H3 TE3H PELIENITOPH HE € H3IBECTHA, HE € HIBECTEH M €(eKTa Ha
TAXHATA Bb3MOXHA CBPLXCTUMYJIALMA OT AHFHOTEH3HH I, YHHTO HHUBA Ca NOBHUICHH OT TEAMHUCAPTAH.
HuBaTta Ha nna3sMeHuna aANA0CTEPOH ¢a MOHHXKEHH OT TenMucapTaH. TenMHcapTan He uHxubupa
YOBEILUKHSA I1a3MEH PeHHH U He OnoKHpa HoHHWTE KaHanH. TenMHucapTaH He HHXUOHpa aHTHOTCH3HNH
KOHBEpTHpalliua eH3UM (KHHHHa3a I1), eH3nMET, KOHTO Chlllo pasrpaxaa dpaaukunuHa. [lopanu Tosa
HE ¢e OYaKBa J1a NMOoTeHUHpa OpafHKHHHH-MEIHHPAHHTE HEXKENaHH JIEKAPCTBEHH PEaKLIMH.

I[1pn xopa posata ot 80 mg TeaMHCApTaH NOYTH HU3LAIO HHXHOMPA NPEAH3BUKAHOTO OT AHTMOTEH3HH
11 noBuiIaBase Ha KPbBHOTO Hangrane. UHXUOHTOPHMAT edexT ce noaaspxa Han 24 yaca, KaTo BCe
ole Moxe Jaa 6bae yctaHoBeH 10 48 yaca.

KnnHuuHa eduKacHOCT U B6e30nacHOCT

Jewenue na ecenyuanrna xunepmonun

Cnen npunaraHe Ha ITLPBAaTa [103a TE/IMMCApPTaH ce HabMo01apa NOCTENEHHO NOABA Ha
aHTMXHUIEPTEH3MBHA AKTUBHOCT B paMKHTE Ha 3 yaca. MakcuMaliHaTa peAyKLHA Ha KPBBHOTO
HaJIATaHEe ce JOCTHIa HAITKIHO B pAMKHTE Ha 4 10 8 CEAMHLIM C/IE HAYAJIOTO Ha JICYEHHETO U Ce
NOAALPIKA Ype3 NPOABDKHTENHA TEparus.

Cnen npyeMaHe Ha 1038Ta aHTHXHUITEPTEH3WBHUAT €(eKT NepCHCTHPA NOBeUe OT 24 yaca, KaTo
BKJIIOYBA M MOCeAHUTE 4 yaca npeay CleABalioTO NPUIOKEHHE, KaKTO NOKa3saT aMOynaropHure
H3MEPBAHHA Ha KPBBHOTO HajisraHe. ToBa € MOTBBPACHO H OT ChOTHOIIEHHETO MUHHMANHH KbM
MaKCHMAaJIHW KOHLICHTPALIMH, KoeTo € NocTosHHO Hal 80 % cnen npueM Ha no3u ot 40 n 80 mg
TEIMHCAPTaH NMpH MWaLedo KOHTPOJAMPAHH KIHHHMHH Npoy4YBaHHA. Hanuue € oueBHaAHa TEHAEHLMA 34
Bpb3Ka MEXKIY J034Ta U BPEMETO Ha Bb3CTAHOBABAHETO HA 0a3alHOTO CHCTOHO KPBLBHO HanAraHe
(SBP). B ToBa oTHOIIIEHHE AaHHHUTE 332 ZHACTONHO KphBHO Hanarane (DBP) ca renmocTosHHH.

[Ipyv nauMeHTH ¢ XUNEPTOHKA TEJIMUCAPTAH PEAYLHpa U CHCTONHOTO M JHACTOITHOTO KPBBHO
HansraHe, 6e3 na NOBAMABA YeCTOTa Ha MyJica. HanuuneTo Ha 1HYypeTHYEH M HATPHYPETHYEH e(eKT,
KOWTO Aa NONIPHHECE 3a XHIIOTEH3YBHATA AKTHBHOCT Ha JICKAPCTBEHHA MPOAYKT, BCE OLUE HE €
AOKA3aHO. AHTUXUNMEPTEH3UBHATA €(PUKACHOCT HA TEJIMHCAPTaH € CPABHHUMA C Ta3K Ha NPOAYKTH,
NPECACTABHTEH HA APYTH KIAacOBe aHTUXHIEPTEH3UBRH JIEKAPCTBEHH MIPOXYKTH (YCTAHOBEHA NPH
KIHHHYHH W3NHTBAHUA, CPABHABALLM TEJIMHCAPTaH C AMJIOJHIIHH, aTEHONON, eHananpus:-
XHAPOXJIOPOTHAIHI M JIM3UHONPHI). W g

L ]

KOHBCPTHpPAUWIHA €H3IMM B KJIHHUYHH NNPpOYYBaHHA, JUPCKTHO CpaBHABALIH ABETEC ayt
JICYHEHHA.
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ChbpaeyHo-ChAOBA NPOPHIAKTHKA:
ONTARGET (Ilpoabmxapailic H B MOMEHTA r/100a1HO NPOYYBAHE HA TEIMHCAPTaH CAMOCTOATEIIHO

M B KOMOMHAUKA ¢ pAMMIIPHI ¢ KpaiiHa To4Ka) cpaBHABa eeKTHTE Ha TEJIMHCAPTAH, PAMHIIPHI H
KOMOMHALMATA OT TEJIMUCAPTAH H PAMHMIIPHI BbPXY ChpPACUHO-CBIOBUTE pe3yITaTy npu 25 620
NaliMeHTU Ha BB3PACT 35 roAMHU WIH NO-PB3PACTHU ¢ AHAMHE3a 33 KOPOHapHA apTepHalnHa doecT,
MO3bYE€H HHCYJIT, IPEXOIeH HCXeMHYEH MPHCTBN, NEPH(EPHO apTepUanHo 3abonaBraHe HiH 3aXapeH
auadeT THN 2, CHITETCTBAH C AAHHH 3a YBpeXXAaHe Ha OpraHMTe (KaTo peTHHOIATHA, JIEBOKaMepHa
XHNEPTPOG K, MAKPO- WIH MHKpOanOyMHHYpHUs ), KOHTO Ca NMOMy/IaLus C PUCK OT Bh3HUKBAHE Ha
CbpPAEYHO-ChOBH HHLMAECHTH.

[TaleHTHTE Ca paHAOMH3IHPaHH KbM €IHa OT CJICHHTE TPH I'PYIH Ha JieueHHe: Tenmucaprad 80 mg
(n=8 542), pamunpun 10 mg (n=8 576) unu xombunaumsaTa oT TenMucaptad 80 mg u

(pamunpun 10 mg (n=8 502), ¢ nocneapaiio cpeHO BpEME Ha NPOCNERABAHE 4,5 rOAHHH.
TenmucapTaH NMokKa3Ba CXOAEH €(QEeKT C paMHIIPHI NTPH HaMalsiBaHE Ha ITBPBHYHATA CbCTaBHA KpaiiHa
TOUKa OT ChPJAEYHO-CHOBA CMBPT, HeaTaneH HHPapKT HA MHOKapAa, HedaTaleH MO3bYECH UHCYIIT
WJIH XOCITHTAJIH3ALMA NOpaJy 3acTOHHA ChPACYHA HEIOCTATHYHOCT. YecToTaTa Ha MbpBUYHATA
KpaiiHa TOYKa € CXO/Ha B rpynure Ha TeaMucapraH (16,7%) u pamunpun (16,5%). KoeguuueHTsbT Ha
PHCK 3a TeJiMucapTaH cnpamo pamunpun € 1,01 (97,5% AN 0,93 — 1,10; p (ue no-ronama
eduxacHocT) = 0,0019 npu rpanuua 1,13).

[IpoLeHTHT Ha CTyYanTe Ha CMBPTHOCT MO BCAKA NMpHYMHA € choTBeTHO 11,6% 1 11,8% cpen
NaluMEHTHUTE, NEKYBAHHU C TEIMHUCAPTAH H PAMUITPUIL.

YcTaHOBEHO €, ue ePEeKTHBHOCTTA Ha TEJIMHCApPTaH € CXO/HA C Ta3d Ha paMHNIPWI IPH MPeABapHTETHO
onpeaeneHaTa BTOPU4YHA KpaiiHa TouKa OT ChpPAEYHO-CHA0BA CMbPT, HeaTaleH HHPAPKT Ha
MHOKapAaa ¥ HedataneH Mo3bueH racytT (0,99 (97,5% U 0,90 — 1,08; p (1e no-ronsma edprkacHoOCT)
= 0,0004)], nupBHuHaTa KpaiHa Todka B pedepenrHoTo npoyusaHe HOPE (IIpoyusase 3a oueHka Ha
ChpACUHHTE pe3y/ITaTH NpH NpoduIakTHKa), KOeTo Npoy4sa edeKra Ha pAMHIIPUI CHIPAMO TU1auebo.
[Ipoyusanero TRANSCEND panaomusupa nauueHTs ¢ HertoHOcHMOCT KbM ACE unxuburopu, cbe
CXOJIHM KpHTepHH 3a BKrouBaHe Karo npoy4uBaHeto ONTARGET, na renmucapran 80 mg, Ha
renmucaprad 80 mg (n=2 954) wnu mnauebo (n=2 972), kato

H 1BaTa C€ NPWIAraT B JOMBbJIHEHHE KbM CTAHAAPTHHUTE IPHXKH.

CpeaHara npoaBDKHTERHOCT Ha NpocieadaBane € 4 ronuHH M 8 Meceua. He ce otkpuea
CTATHCTHUYECKH 3HAYHMA PajiMKa B 4€CTOTATA HA ITbPBHYHATA CHCTaBHA KpakHa TOYKa (ChpASHHO-
ChAOBA CMBPT, HedaTaneH HHPAPKT HA MHOKapAa, HegaTaneH MO3bUYeH UHCYJIT WiH XOCIHTANH3alUA
nopay 3acToitHa cbpaeiHa ReqocTaTb4HOCT) ) [15,7% B rpynara Ha Tenmucaptad ¥ 17,0% B rpynara
na mauebo ¢ koedpuumesT Ha puck 0,92 (95 % U 0,81 - 1,05; p = 0,22)]. UMa nansu 3a nonsara Ha
TeJIMHCAPTAH B CPABHEHHE ¢ Tuialedo Npu npeaBapUTENHO ONpeIesieHaTa BTOPHYHA ChCTaBHa KpaiiHa
TOUYKa OT ChPAEYHO-CHAOBA CMBPT, HedaTaneH HHpapKT Ha MHOKapaa H HedaTaIeH MO3BbYEH HHCYIT
[0,87 (95% U 0,76 — 1,00; p = 0.048). Hama nasHH 3a non3a NnpH ChLpACYHO-CHAOBA CMBPTHOCT
(koedrumeHT Ha puck 1,03, 95% A 0,85 — 1,24).

Kaluvua n aHrHoeaem ce ¢bo0LaBaT No-paaKko NpH NauHeHTH, TeKyBaHH ¢ TEIMUCApPTaH, OTKOJIKOTO
NpH NALMEHTH, JIEKYBAHH ¢ pAMHUIIPU, JOKATO XHMOTOHHA Ce ChodIlaBa No-4ecTo NpH TEIMHUCAPTAH.
KoMOuHMpaHeTO Ha TEJIMHCAPTAH C PAMMITPHJI HE YBEIHYABA NOJ3ATA COPAMO PAMHUNPUA WK
TeJIMHCAPTAH ¢aMoCTOATENHO. ChLpAeUHO-CBAOBATA CMBPTHOCT H CMBPTHOCTTa IO BCAKa NpHYHHa,
KATO YHCJICHO U3Pa>KEeHHE, Ca NO-BUCOKH NpH KoMOnHaumata. (OCBEH TOBA HMa 3HAYHMO NO- BUCOKA
4YeCTOTA HAa XMIlepKalHeMus, 6b0peyHa HEAOCTaTEYHOCT, XUMOTOHKUS H CHHKON B Ipynara ¢
xkoMOHnHaimaTa. Ilopany Tasu npuuHHa, eqHOBpeMeHHaTa ynorpeba Ha TeIMUCAPTaH W PaMHNIPHI HE
ce MpenopbYBa NP Ta3H NOIMyIaLMA.

B npoyuraneto “IlpopunakruueH pexxuM 3a ePeKTUBHO NpeAna3BaHe OT MOBTOPEH MO3BUEH UHCYIT
("Prevention Regimen For Effectively avoiding Second Strokes” (PRoFESS)) npu nauuenTu Ha 50
rOAHHKW WKW NO-Bba3pacTHH, KOWTO HACKOPO ¢a NMOJYUWIH MO3bUYEH HHCYAT ce 3abenda3na nNQBMLICHa
YECTOTa Ha Bb3HUKBaHE Ha CEfICHC INMPH TEJIMHCApPTaH B CpaBHeHHE ¢ Mauedo, 0,70% crMafiiyo
[RR 1,43 (95 % nosepurenen unrepsan 1,00 — 2,06)]; uectoraTa Ha BE3HHKBAHE HA / Gﬁ
H3XO0J € MOBHUICHA NMPH NauHeHTHTE, NpHeMallid TenMucaprat (0,33 %) cnpsamo ne / " ¢ '_' 225
miauebo (0,16 %) [RR 2,07 (95 % noseputened uxteppan 1,14 — 3,76)]. Habmiong I’ m AT .,.4.;.' '
YeCTOTa Ha Bb3HHKBAHE Ha CENCHUC, CBbp3aHa ¢ ynorpedaTa Ha TeIMucapTaH MOXKE [ ﬁﬁ" L X
OTKPHUTA HIH 1a € CBbP3aHa C MEXaHHW3bM, KOHTO € HEMO3HAT 32 MOMEHTA. T '“?'-’ér‘g‘ﬁ“f-‘;-"{ﬁ-‘{f’f?‘

“r

~ .
in -----------
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JIBe roneMH pauaoMu3dpaHi KoHTposupany npoyusaHus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Tekymo rnofanHo nanureaHe 3a
KpaiiH¥ TOYKY Ha TeJIMHCApTaH, CAMOCTOSTENHO H B koMOMHaLusa ¢ pamunpui) H VA NEPHRON-D
(Knuuruso npoyyBaHe CBLP3aHO C pa3BHTHE Ha HEGPOMATHA NPU AHADET, NPOBEAECHO OT
MUHHCTEPCTBO 10 BBIPOCHTE Ha BETEpaHUTe) — NpoyysaT ynotpebara Ha koMOMHaLmsTa ot ACE
HHXHOHTOP M aHTHOTeH3HH ll-peuentopen Gnokep.

ONTARGET e npoyuBaHe, MpoBeXeHO NpK MALKEHTH C aHaMHe3a 3a CbpAeYHO-CHA0BaA HIIH
MO3bYHOCHAOBA BONecT, Wik 3axapeH Auaber THN 2, NPHAPYXKEHH C JaHHY 3a YBpeKJaHe Ha
edpexropuu oprasi. VA NEPHRON-D e npoyuBaHe npu nauueHTH ¢bC 3axapeH auader Tun 2 U
nuaberHa HedponaTus.

Te3n npoyuBaHus He NOKA3BaT 3HAUMM OraronpUaTeH ePexkT Bbpxy ObOpeuHHTEe WHITH ChpACYHO-
CBbAOBHUTE NMOCEANMLM H CMBPTHOCT, KATO ChLIEBPEMEHHO ¢a HabMoAaBaHH MOBUILEH PUCK OT
XHMEPKATHEMHSA, OCTPO YBpexkaaHe Ha ObOpeuHTe W/HWIH XHIOTOHHS B CPABHEHHE C MOHOTEpANusTa.,
KaTto ce uMaT npeaBra CXOAHHTE KM (papMakOAHHAMUYHHK CBOMCTBA, TE€3H PE3YJITATH Ca NMPHIMKHUMH
H 3a Apyru ACE uHxuburopu ¥ aHruoteHsuH Il-peuentopHu OnokepH.

ACE unxuburopy u aHruoteHsuH Il-pelienTopHu GJ10KEPH Cleg0BaTEIHO He TpAOBa Aa ¢e H3NOA3BAT
eIHOBPEMEHHO MpH NaLKeHTH ¢ AnabeTHa HedponaTus.

ALTITUDE (KnuuuuHo npoyuBaHe fIPOBEAEHO C ATUCKHPEH NPU MaUMEHTH ChC 3axapeH AWadeT Tin
2 ¢ H3MOA3BaHEe Ha CHPACYHO-CHAOBH U OBOpedHH 3a00/gBaHMA KATO KpaHHH TOYKH ) € NMPOYYBaHe,
npeaIHa3Ha4YeHOo JIa W3CJICABA N0J3aTa OT A00aBAHETO HA AJIMCKHPEH KbM cTaHAapTHa Teparnusg ¢ ACE
MHXUOHTOp MK aHrHoteH3uH ll-peuenropen 610Kkep npy NaLMEHTH ©bC 3axapeH AWaber TN 2 K
XpoHH4YHO O610peuHo 3abonspaHe, CbpACYHO-CBAOBO 3a00naBaHe WM U ABeTe. [IpoyuBaHero e
NMPEeKPATEHO NPEXKAEBPEMEHHO NOPAAH NOBHILICH PHUCK 0T HednaronpuaTHu nocaeanuu. Kakro
CbPACYHO-CBAOBATa CMBPT, TAKa U HHCYJATHT €A NO-YECTH B IpynaTa Ha aTHCKHPEH, OTKOJIKOTO B
rpynaTa Ha ruanefo, a NpeACTARIABALINTE HHTEPEC HEXKENAHH CbOHTHA H CEPHO3HU HEXKENaHH
CHOMTHSA (XHNEpKAJIMEMHA, XMITOTOHUA U OB0pedHa ancdyHkuns) ce cbobiuaBaT Mo-4eCTo B rpynara
Ha aNHCKHPEH, OTKONKOTO B rpynara Ha rninaue6o.

[lennaTpuyna nomynallys
Be3zonacHocTTa ¥ ePHKACHOCTTA HA TEJIMHCAPTAaH NPH AELia W IOHOLIH Ha Bb3pacT noa 18 roguHHu He

Ca YCTAHOBEHH.
EdexTime Ha fIOHMWKaBaHE HA KPBBHOTO HaNgraHe oT ABe A03H TeIMUCApTaH ca OLIEHABAHH NpH 76
MAUMCHTH ¢ XMIIEPTOHHA, NPEAMMHO C HAAHOPMEHO TETNIO, Ha BB3pacT o1 6 110 < 18 roanHu (TenecHo
terno > 20 kg u < 120 kg, cpeano 74,6 kg) cnen npuem Ha tenmucaptad | mg/kg (n = 29 nexypaHH)
wid 2 mg/kg (n = 31 neKyBaHyn) 3a NEpHOA HA JIeUEeHHE OT YETHPH ceaAMHLH. [Ipu BritOUBaHE B
H3CJIEABAHETO HAJIMYHETO HA BTOPHYHA XHIIEPTOHHUA HE € Mpoyu4BaHo. IIpK HAKOU OT H3cneABaHUTE
NalHeHTH, H3MOI3BaHHUTE AO03H ca 6K MO-BUCOKH OT Te3H, NPENopLYBARH 32 JICYCHHE Ha
XMMNEPTOHHA MPH Bb3pacTHATa NOMyJalys, KaTo ca AOCTUralny AHEBHA 1034, cbH3MepHuMa cbe 160 mg,
KOSITO € MPOY4BaHa NpH Bb3pacTHH. (el kopurupaHe 3a e(peKTH Ha Bb3pacToBaTa rpyna, CpeaHo
npoMennTe Ha CAH cnpsaMo uixoguute cTodHOCTH (ITbpBHYHa Len) ca -14,5 (1,7) mm Hg 8 rpynara
Ha TenMucaptaH 2 mg/kg, -9,7(1,7) mm Hg B rpynara Ha tenmucaprad | mg/kg u -6,0 (2,4) B
raunedo rpynara. Kopurupanuure npomesd B JAH o1 u3xoanure Huea ca cboTBeTHO -8,4 (1,5) mm
Hg, -4,5 (1,6) mm Hg u -3,5 (2,1) mm Hg. [1pomenuTe ca nozo3aBucumu. JlaHHaure 3a 6e3onacHocCT,
OT TOBa NPOYYBAHE NPH MALMEHTH HA Bb3pacT OT 6 Ao < 18 roqHHH KaTo Uano ca NoJoOHH Ha Te3u
NpH BL3PACTHH. be30nmacHOCTTa NpH ABATOCPOUHO JIEUEHHE C TEIMHCAPTaH MPH AeLia ¥ IOHOLLH HE €
OLICHABAHA.

[ToeuiueHue Ha Opos HA CO3ZUHOPHUANTE, CHOOLIABAHO NPH TA3H NONMYALMA NALMEHTH, HE €
YCTAHOBEHO NPH BB3pacTHU. KNHHHUYBOTO MYy 3Ha4YE€HHE HE € U3BECTHO.

KnuHHYHKTE DaHHM HE NO3BOJIABAT Aa C€ HanpasH 3aikIl0UEHHe NO OTHOLIEHHE Ha €HKacHOCTTa U
Oe3onacHOCTTa Ha TENMUCAPTAH, NPU NEAUaTPHUHA NOITYJIALHS C XHITEPTOHHA. —

5.2 @DapMAKOKHHETHYHH CBOHCTBA

Abcopbuus

A6copbumara Ha TenMHUcapTaH € Obp3a, He3aBUCUMO, Ye aDCOpONPAHOTO KOTHUE
CpenHara abcomotHa OHOHAIHYHOCT Ha TeIMHcapTaH € okono 30 %. Koraro ten
¢ XpaHa, peayKuMaTa Ha obsacTTa Noa KpHBaTa IUla3sMeHa KOHUeHTpaLua-BpemMe (A
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TeJIMHcapTaH Bapupa ot okono 6 % (40 mg ao3a) no okono 19 % (160 mg no3za). Tpu uaca cnen
NPUIOKEHHE MIa3MEHUTE KOHLICHTPAUMUH ¢a NoA0OHH NpPH NpHeMaHe
Ha TeJIMHCAPTaH Ha [JIaJHO WIH C XPaHa.

PasnpeneseHue

TenMucapTaH ce CBBP3Ba B I'OjisiMa CTeleH ¢ [U1a3MEHHTE NPOTeHHH (> 99,5 %), rnasHo ¢ anbyMmH u
anda-1 kucen rmoxkonporeud. CpeAHUST NpUBHAEH 00€M Ha pasnpeleiieHHE NPH JOCTHIaHE Ha
CTALHOHApHO cbeToAHME (Vdss) e okono S001.

buorpaHcopMa
TenmucapraH ce MeTabonu3rpa ypes CBbp3BaHE HA OCHOBHOTO BELIECTBO C MNIIOKYpoHUZ. He €
HabmonapaHa GapMaKkoOIOrH4YHa aKTHBHOCT Ha KOHIOTaTHTE.

EauMuHupaHe
TenmucapraH ce xapakrepusupa ¢ OMeKCNOHEHIHATHA oTcnabpaila papMaKOKHHETHKA ¢ TEPMHHAJIEH

eNMMHHALHOHEH MOMYXHBOT > 20 yaca. MakcumManHara ruia3MeHa koHueHTpauus (Cmax) U B no-
MaJIKa cTerneH 00NacTTa rnoJ KpHBaTa IuiasMeHa koHueHTpauusa-epeme (AUC) ce nopuiuapa
HENPONOPLUHOHAIHO Ha go3ara. HaMa naHHHM 3a KAMHUYECKH 3HAUMMa aKyMYJlallus Ha TeJIMHUCAPTAaH,
NpPHET B Npenopb4YBaHUTE A034. [11a3MeHHTE KOHLEHTPAUHH €8 NO-BHCOKH TPH XKE€HH, OTKOJIKOTO MpPH
MBXKe, 0e3 ToBa 1a e CBbP3aHO C BIHAHHE BbPXY €(PHKACHOCTTA.

Cnen nepopanHo (M HHTPABCHO3HO) NPUIIOKEHHE TEIIMHCApPTaH Ce €KCKPeTHpa NOYTH H3LAJIO ©
¢pekanuvTe, rIaBHO KaTo HEMPOMEHEHO cheAHHEeHHe. KyMynaTuBHaTa ypHHapHa eKcKkpelms € <1 % ot
nozata. ToTtalHuaT nhasMed kKiupbHe (Cltot) e Bucok (oxono 1 000 ml/min), cpaBHeH ¢
yepHOApoOKUs KpbaeH Notok (okono 1 500 mi/min).

JInHeAHOCT/ HENUHEHHOCT

He ce ouaksa cnabara HamanaBaHe Ha AUC na noeeae 10 HaMalsBaHe Ha TepaneBTHYHATA
eHUKACHOCT.

Hsama nuHelRa 3aBUCUMOCT MeXy JO3HTE M INasMeHHuTe HHBa. Cmax M B no-Manka cteneH AUC ce
NOBHLIABAT HENPOMOPLIMOHANHO NpU A034 HaA 40 mg.

Cneuransy nonyJjaluy
ITeduampuuna nonynayus

@apMakOKMHETHKATA HA ABE JO2H TE/IMHCAPTAH € OLCHABAHA KaTO BTOPHYHA Lie/ NPH NALKEHTH C
xaneprouus (n = 57), Ha Bb3pacT ot 6 A0 < 18 roauHu cnea npueM Ha tenmucaprad | mg/kg wiu
2 mg/kg 3a neprHoi Ha JeueHHe OT HEeTUPH CeAMHLIM. PapMaKOKWHETHUYHHTE Lie/IH BKIKOYBAT
Onpeac/gHE Ha CTALIHOHAPHOTO ChCTOSHUE HA TEIMHCAPTAH HPH ACLA H IOHOLLH, H NPOYy4BaHE HA
pa3IMYMATa, CBbP3aHH € BB3pacTTa. BunpekH, 4e npoyuBaHeTo € Ouno MHOTO MaJIKO 3a 3Ha4YHMMa
onieHKa Ha papMakOKHHETHKATa NMpH Aela Mol 12 roauHu, pe3yaTaTHTE B MOBEYETO CITyYaH ca B
CHLOTBETCTBHE C HAXOJKHTE MPH BLIPACTHH H NOTBBPXKAABAT HEJIMHEHHOCTTA HA TCAMHCAPTAH,
0CO0€HO Mo OTHOLIEHHE HA Cmax.

Ilonosa obycaogenocm
HabGnmiogaBaHu ca rioJIOBH pazjiMtus B TUlazMeHHTe KOHUesTpauds. Cmax u AUC cwoTBeTHO 0KOJIO 3
H 2 ITBTH NO-BHCOKH MPH KEHUTE, CPABHEHH C TE3H MPH MBIKETE.

Cmapuecxa ev3pacm
dapMakOKHHETUKATA HA TEJIMUCAPTAH HE CE pa3iiyaBa MEXAY NALHMEHTH B CTapyeCKa Bb3pacT H TE3H
NO-MAaaH OT 635 roJUHH.

bvbpeuno yepescoane

[Ipy nauMeHTH ¢ TEKH N0 YMEPEHH M TEXKKH YBpexxnaHug Ha ObOpeunaTa dyHxuua
yABOABaHE Ha TUIa3MEHHTE KOHUEHTpauuH. Habnronasar ce Mo-HHUCKH IUIa3MEHH K
NalMEeHTH ¢ ObOpeuHa HEAOCTATBYHOCT, MOLIOKEHH Ha aanu3a. [Ipu 6onnm ¢
HEAOCTATLYHOCT TEJIMHCAPTAH Ce CBbP3Ba B OJIAMA CTEMNEH ¢ MUIA3MEHHUTE NpPOTE )
Obae oTaeneH npy auanusa. [1py naumeHTH ¢ 6BOpEeUHH yBpeXI1aHH ETHMHHALIMO M:?* no
He € NPOMEHEH. )
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Yeproopobro yepexcoarnue

@dapMakOKHHETHYHHUTE NPOYYBAHHUA MPH MALMEHTH C YEPHOAPOOHH YBPEXKIAAHHA NOKA3BAT
NoBHILIABaHe Ha abcomoTHaTa OuoHanuyHocT Ao okono 100 %. Ilpu nauueHTH ¢ yepHOAPOOHM
YBPEXKAAHHS CTHMHHALHOHHHUAT MOIY)KUBOT HE € NPOMEHEH.

5.3. IlpeAKIRHHIHA NAHHH 38 H€30DACHOCT

[Ipn npeaxJIMHUYHH MpOy4BaHHA 3a 6€30MacHOCT, 1034, CPABHHMH C TE€3W B KIIHHHYHKA
TE€paneBTHUYEH JAHAMNAa3oH, ca NPEAH3BHKAIN HAMAIABAHE HA NapaMETPHTE Ha YEPBEHUTE KPBLBHU
KIETKH (epHTPOLMTH, XEMOrNO0OHH, XeMAaTOKPHUT), MPOMEHH B OBOpeuHaTa XxeMoaMHaAMMKAa (TTIOBULLIEHO
HHBO Ha ypes B KPbRTA U KPEATHHHH), KAKTO ¥ NOBULIEH KAJIHi B cepyMa HA HOPMOTEH3UBHH
x#BOTHH. IIpH KyueTa ca HabmoaaBanu 6nbpeuna TyOynapHa aunarauus v arpogus. [Ipu msxose U
KydeTa € oTOeNA3aHO ChIHO YBpEXkKAaHe Ha CTOMALIHATA MyKO03a (€po3Hi, 13BH WIH Bb3lajicHHe). Te3u
¢apMaKOJIOrH4HO MEAHUPAHH HEIKENAHH NIeKapCTBEHH PEAKLMH, H3BECTHH OT NPEAKIAKHHYHHTE
Npoy4YBaHUA ¢ HHXUOUTOPH HA aHI'MOTEH3UWH KOHBEPTHPALlMA €H3HM W aHTHOTEH3HH 1] aHTaroHucTy,
ca MpeAOTBPATEHH Ype3 nepopaiHo n100aBsHe Ha pu3nonornyex pasteop. [lpu Asara BHAA KUBOTHH
ca Ha0MOAaBaHH TOBHLIECHA AKTHBHOCT HA MJ1Ia3MEHHA PEHUH H XUnepTpodHa/ XHnepIuiazus Ha
IOKCTarJIOMEPYJIHHTE KJIETKH. Te3H NPpOMEHH, KOUTO ¢a ChUIO U e(eKT Ha HHXHOUTOpUTE Ha
AHIMMOTEH3UH KOHBEPTHPALUMA CH3WM K Ha JPYTH aHTHOTEH3HH 1] peuenTopHH aHTaroHUCTH, HAMAT

KITHHHYHA 3HAYHMOCT.
Hsama SCHH Z0Ka3aTelICTBa 32 TEPATOreHEH €(eKT, BhIIPEKH TOBA NPH TOKCHYHH A030BH HHBa Ha
TenMHcapTaH e Habmoaaead edexT PEPXY MOCTHATATHOTO Pa3BUTHE HA MOTOMCTBOTO KaTO MO-HUCKO
TEJIECHO TErN0, 3aKbCHABALIIO OTBApAHE HA OUMTE.

Hsama naHHHM 3a MyTareHHa 4 ChLOTBETHA KJIACTOreHHa aKTHBHOCT NPYU H3MHTBAHHA in Vifro H 3a
KAPLHHONEHHOCT NPH IUTBXOBE ¥ MHILKH.

6. DPAPMAHEBTUYHHA JAHHH
6.1 Chnachbk Ha NOMOIIHHTE BeIlecTBa
MeraymMuH

Copburon (E420)

Hatpuer xuapoxcui
[Tosuaon 25
MaruxeszueB creapar

6.2 HecbBMECTEMOCTH

HenpunoxumMo.

6.3 Cpox Ha roasoct

2 TOAYHU

6.4 ChneunajsH yC/IOBHA HA ChHXpPaHEeHHe
Ha ce cexpansasa noa 30°C. /la ce cxxpaHsBa B OpHIrMHa/IHATA ONAKOBKA, 3a 14 C€ IPEANas3y OT Bara.
6.5 Baan chALpXKaANAe HA ONAKOBKATS
OPA/AVPVC/Al bimcrep, criBalilla ¢ce KAPTOHEHA KYTHA.

Pa3Mep Ha onakopkuTe: 28, 30, 56 wnn 90 Tabaerxy.
He BCHUYKH BHAOBE ONAKOBKH MOraT Aa 0baaT mycHaTy B npoaaxoa.
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6.6 Cpenna/iHH NpeAna’3HH MEPKH NPH W3IXBLp/IgHE H paboTa

Tenmucapras TpaOBa Aa ce CbXpaHABa B 3anevaTaHus Onucrep, nopand XUrpoCKONUYHUTE CBONCTBA
Ha Tabnerkute. TabneTkute TpAOBa Aa ce H3BAXKIAAT OT GIHCTEpPa HEMOCPEACTBEHO NPEAH MPHEM.

7. TIPUTEXATEJI HA PASPELILEHHUETO 3A YIIOTPEBA

Zentiva, k. s.,

U kabelovny 130

Prague 10,

Yeuka Penybnnka

8. HOMEFPA)HA PAZPEILIEHHETO 3A YIIOTPEBA

20100395

9. JATA HA ITBPBO PAJPEINABAHEMOAHOBABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

21.06.2010/ 30.11.2016

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

13.12.2024 r.
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