KPATKA XAPAKTEPUCTHUKA HA HPO,I[YKTA

1. HMME HA JEKAPCTBEHHS MPOJIYKT . o

}02'735 15'07‘2925 |

Teszeo 80 mg TabneTku
Tezeo 80 mg tablets

2. KAYECTBEH U KOJIMMECTBEH ChCTAB
Bcesika Tabnerka chabpika 80 mg Tenmucapran (telmisartan).
[TomouHM BelecTBa ¢ u3BecTHO aeiicTBue: Beska tabnerka cvabpka 324,40 mg copouron (E420)

3a MbJIHUA CIIMCBK HA MOMOLIHUTE BELIEeCTBa BHXKTE TOuka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

[TouTn 6enmn 0o XK bATEHUKABH, NPOABIArOBATH, ABOHHO M3ITbKHAIU TabneTkH ¢ ..807, IaMMoBaHoO OT
e/lHaTa cTpaHa ¢ AbJDKMHA NpHOM3uTeHo 16 MM, uMpuHa npubausuTeHO 8§ MM M nebenuHa
4,2-4.8 MmM.

4. KJ/IMHHYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

BHCOKO KpbBHO HansiraHe
JleueHHne Ha eceHIManHa XUNEPTOHHS NPH BB3PACTHH.

CopaeuyHo-cb10Ba npoduiakTHka

Hamanssane Ha cbpie4HO-CBI0BaTA 3a00JIEBAEMOCT IMPH MALIMEHTH C:

- H3BeHa aTepoTPOMOOTHYHA ChPAEYHO-CH10Ba OoecT (aHaMHe3a 3a KOpOHapHa G0JIECT Ha ChPLETO,
MO3BYEH UHCYJIT WK NepUdepHO apTepHaTHO 3a00/1BaHE ) W

- 3aXapeH nabeT TMN 2 ¢ yCTAHOBEHO YBpeXK/laHe Ha KpaHHUTE NPHULIETIHH OPraHH.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

do3upoBka

JleueHHe Ha eCeHLIMAIHA XUIIEPTOHMS:

ObukHOBeHO edpekTHBHATa N03a € 40 mg BeqHbX JHEBHO. HAKOM MauMeHTH MOraT J1a ce MOBJIMAAT M

- OoT aHeBHa 032 oT 20 mg. [loza ot 20 mg Moske 21a ce npreme MpH paszensHe Ha TabaeTka ot 40 mg.
B ciyyauTe, B KOMTO HE C€ MOCTHIa JKEJAHOTO KPbBHO HalIIraHe, /103aTa Ha TEeJIMMCAPTaH MOXe Jia
Obae nosHieHa MakcMMaIHO 110 80 mg BenHbxk AHeBHO. [TpH pelneHHe 3a NoBMLIABaHe HA 1034aTa,
TpsiOBa 1a ce UMa NpEe/IBH/L, Y€ MAKCUMAJITHMAT AHTUXHUIIEPTEH3UBEH e(EKT ce JOCTHra B paMI{uIEH&4
- 8 CeIMMLIM CJle]l 3aro4BaHe Ha Jie4eHHeTo (Bxk. Touka 5.1). Karo anrepnaTtusa, Tenmucap'raﬂ Mmce
l1a ce npuiara B KOMOMHALMA ¢ IMYPETULIM OT THA3HIEH THIT KATO xmpnmepowamnﬁmma
AOIMBIHUTEIHO NMOHHKAaBa KPbBHOTO HAJIAraHe C TeJIMUCAPTAaH. QWA

! .
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Cvpoeuno-cvoosa npoduiakmuxa: R
[IpenopbuBanara no3a e 80 mg eaun bt AHEBHO. He € M3BecTHO nanu no3u, no-uucﬁn o1 SOmg
TeJIMHCApTaH ca ePUKACHH 3a HaMaJIsBaHe Ha CbPAEYHO-ChAOBATA 3a601€BaeMOoCT.




l'lpu 3ano4ypaHe Ha JICUCHHC C TOJIMUCAPTAH 328 HAMaJIIBaHC HA CHpACYHO-CBAOBA 3a00/1eBaEeMOCT ce
NnpernopprHBa BHHMaATCIHO NMPOC/ICAABAHE Ha KPBbBHOTO HA/ATAHC H 2K0 CC Ha/lara, KOpUIrupaHe Ha
JICKApPCTBAaTa, KOUTO ITOHWKXABAT KPbLBHOTO HAJIATAHEC.

Cneyuannu nonyagyuu:
Cmapuecka eb3pacm
He e HeoOXOHMO KOpHIHpaHe Ha A03aTa [PH HAllMEHTH B CTAPYECKa Bb3pacT.

bvbpeuno yepexcoane

Hannyen ¢ orpaHHucH ONUT NPH NALMEHTH C TEXKKH HapyuieHUA Ha 6n6peunara GyHKIHA UM Ha
xeMmoaHain3a. Ilpu Te3n naLMeHTd ce npenopbpyBa Mo-HUCKa HauaiHa 403a - 20 mg (Bx. Touka 4.4).
I1py naumMeHTH € NIeKO J0 CpeAHo Texko 6x0peuHo yBpexKaaHe He ce Hanara MpoMAHA B JO3HPOBKATA.
Tenmrcapran He ¢€ OTCTpaHABA OT KPBBTA 4pe3 XeMOPHITPALHA H HE CE AHAIH3HPA.

Heprodpobro yspeafcdaue

Te3eo e MPOTHBONOKA3aH NMPH NalHEHTH C TEXKKO yepHOAPOOHO yBpexaaHe (BX. Touka 4.3). [Tpu
MAaLHEHTH € JIEKO A0 CPEAHO TEXKKO YepHOApOoOHO yBpexkaaHe He TpaOra aa ce HAJIBULIABA 21032 OT
40 mg BeAHBXK JHEBHO (BXK. TO4Ka 4.4).

IHeduampuuna nonyrayus

besonacHocTTa B epHKACHOCTTA Ha Te3eo npH fena X IOHOLLH Ha Bu3pacT noa 18 roauHy He ca
ycTaHOBeHH. HanHuHHUTE MoRacTOAIEM JaHHH ca OTIMCAHH B TOYKH 5.1 K 5.2, HO IpenopbKH 3a
JNO3UPOBKA HEe MOXe Aa ObaaT HanpaBeHH.

HauuH Ha npuaoxkeHue
Tabnerkure Teseo ca npeaHa3Ha4YeHH 3a NEPOPaNHO NPUIOKEHHE BEAHBXK AHEBHO H TpAbGBa na ce

NMPHEMaT ¢ TEYHOCT, CbC WK He3 XpaHa.

IIpeonasnu mepxu, koumo mpabea 0a 6v0am 63emu npedu paboma Uiy NPUNOICEHUE HA
AeKAPCMBEHUR NPOOYKM.

TenmucapraH TpaOBa Ja ce ChbXpaHABa B 3aneyaTaHus Onucrep, Mopaan XHrpocKONMYHHUTE CBOHCTBA
Ha TabneTkuTe. TabneTkute TpaGBa Aa ce H3BaXKAAT OT G/IMCTEPA HEMOCPEACTBEHO NpeaH ynotpeba
(BK. TOUKA 6.6).

4.3 IIporHBonoxazanus

¢ (CBPBXYYBCTBHUTCIIHOCT KbM AKTHBHOTO BELLECTBO WIH KbM HAKOE OT NMOMOLIHMTE
BelnecTBa H30poeHH B Touka 6.1.

Bropo u TpeTo TpuMeceuHe Ha GpeMEHHOCTTa (BXK. TOUKH 4.4 U 4.6).
O6cTpyKTHBHH 3a00/19BaHHS HA ATBMHHTE MBTHILA.

Texxxo yepHOAPOOHO yBpexkaaHe.

EnHoBpeMeHHaTa ynoTpeda Ha Teseo ¢ anHCKHPEeH-ChAbPXKAHIM POAYKTH €
[MPOTHBONOKA3aHA MPH NALMEHTH, CbC 3axapeH aHaber win 6bOpeuHo yRpexxaHe

(GFR < 60 ml/min/1.73 m?) (ex. Touks 4.5 n 5.1).

4.4 Chnenuaasd npeaynpexienus H OPeANAIHA MEPKH NPH ynoTpeba

bpeMeHHOCT
He Tpa6Ba na ce 3anousa npueM Ha aHrHotexsuH 1l peuenrophn 6nokepu no speme HaGpEeMEHHOCT.
IlaiMeHTKHTE, KOKTO MIaHHpaT OpeMEHHOCT, TPAORA 1a MPEMHHAT KBM AITEPHATHBHO
AHTHXHNEPTEH3HBHO JICYEHHE ¢ YCTAaHOBEH NMpodun Ha 6e30nacHOCT nNpH ynoTpeba 1o BpeMe Ha
OpeMEHHOCT, OCBEH KO CE CUMTa, Y€ € OT 0co0eHa BAKHOCT Na C€ NMPOABL/DKH JICUEHHETO
aHrvorensuH Il peuenropHu OiokepH. AKo € ZAHarHOCTHUMpaHa OPEMEHHOCT, IEYEHH
aHrnoreHsuH 1l perienrropHu Onokepn Tpadea HezabaBHO 1a ObIe NpeycTaHOBEHO H ﬁ.
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YepHo HO aHe

Teseo He TpadBa na ce MpHnara NpH NALUMEHTH ¢ XOJIECTa3a, ¢ XKITbUYHH OOCTPYKTHBHH HapyLIEHHs WNH
TeXKO YepHOApoOHO yBpeKaaHe (BXkK. Touka 4.3), Tbil KATO NO-roNAMaTa YacT OT TEJIMHCAPTaH Ce
EMMMHHHIPA 4Ype3 )KTbUKaTa. IIpH Te3H nauMeHTH MOXe 1a C€ O4aKkBa HamaneH YepHOAPoOeH KIHPBHC.
Teseo TpaOBa a ce npunara BHUMATEIHO NPH NALMEHTH € JIEKH A0 YMEPEHH HAPYLIEHHA B

yepHoapoObHaTa QyHKIMA.

PeHoBackynapHa XUNepTOHUA

Koraro nauueHTH C1C cTeHO03a Ha Ob0peyHa apTepHa WIH CTEHO3a HA APTEPHATA KbM €MHCTBEH
¢yHxuHoHupant 6L6pek ca TpeTHpaHH ¢ JEKApPCTBA, NOBIMMABALIM CHCTEMATA PEHHH-AHTHOTEHIHH-
AIA0CTEPOH, CHIICCTBYBA MOBHLIEH PUCK OT TEXKa XHNOTOHUA ¥ H1OpetiHa HeIOCTATHUYHOCT.

brOpeuno yspexaate 4 6u0peyHa TpaHCIUIAHTAIWA
Korato ce m3nonssa Teszeo npu natueHTH ¢ HapymeHa 650peuna GpyHKuHA, ce Npenopbysa

NEePpHOAHYHO CIIE/ICHE Ha KAJIMA M CEPYMHOTO HHBO Ha KpeaTHHHHA. HaMa noctaThuHo JaHHK ho
OTHOLICHHE HA NPHIOKSHHUETO HA TEJIMUCAPTAH NMPH MALHEHTH ChC

ckopotiHa Ob0peyHa TpaHciiaHTauus. TexMHCapTaH HE Ce OTCTPaHABA OT KPbBTA 4pe3
XeMOQWITpalUa H HE C€ THATH3HPA.

INanneHTH ¢ HaTpPHEB WK obeMeH nedpuuMT CHMIITOMATHYHA XHIIOTOHUS, 0COOEHO cJiej] ITbpBaTa
no3a Tezeo moxke na ce HabMoaBa NpH NAaLHEHTH ¢ TEXbK HATPHEB i/ WM obeMeH nedHLMT,
HaNpUMeEp MpH MOLLHA THYPETHYHA TEPaNus, JHeTa ¢ OTPAHHYEHO MPUEMAaHE Ha COM, AHAPHS WM
noepbillaHe. TakuBa ChCTOAHUS TPAOBa Na 6bAAT KOPHIHPAHH NPeAH NMPWIOKEHHE HA TEIMUCAPTaH.
HarpueBusaT wnnu obemen nedpuumr Tpadpa qa 6bae KOpHrHpaH npeiy NPHIOKEHHE Ha
TEJIMMCApTaH.

JBoiiHo 6nokupaHe Ha cHcTeMaTa peHUH-aHIMOTEH3HH-anaocTepod (PAAC):

Hma nanHu, ye enHobpemeHHaTa ynorpeba Ha ACE-uHxubutopH, aHrdotensus Il peuentopHu
OnokepH WM ATHCKUPEH NMOBHLIABA PUCKA OT XMIOTOHMA, XHIEPKATTHEMHA, H HAMAJIABAHE HA
6B6peuHaTa GyHkuMa (BIIIOUMTENHO O0cTpa GbOpeuHa HeaocTarsuHocT). [Topaau ToBa He ce
npenops4Ba ABOHHO Onokupane Ha PAAC ype3 kom6uHHpaHaTa ynotpe6a Ha ACE-uHxu6uropw,
aHrnoTeHsuH Il peuenropHu 6nokepr unu anuckupeH (BHKTE TOYkH 4.5 U 5.1),

AKO ce MpeLieHH, 4e TepanusTa ¢ ABo#iHo Giokupane e abGcoaloTHO HeoOXoaMMa, ToBa TpsAGBA Aa ce
OCBLIECTBABA CAMO NOA HAOMOAEHHETO Ha CTIELMATHCT H MPH YECTO BHUMATETHO MOHHTOPHUPAHE Ha
O0n6peunaTa GpyHKLMSA, CNEKTPONUTHTE W KPBBHOTO HAAraHe.

ACE-uHxuburopu u anrnorexsun 11 peuenropiu 6;1okepu He TpaGBa na ce M3NON3BAT €AHOBPEMEHHO
IpH nailweHTy ¢ Anaberna HegponarTns,

EE!FH ChCTOAHHA CHC CTUMVYNALIUA HA CHCTEMATA PCHHH-GHTHOTCH3HH-ANIAOCTEPOH

[Ipn nauMeHTH, YniTO BACKyNapeH TOHYC H O6b0peuHa (GyHKIHA 3aBUCAT OCHOBHO OT AKTHEHOCTTA Ha
CHCTEMATa PCHHH-AHIMOTEH3UH-AJIAOCTEPOH (HAMPHMED NAUMEHTH C TeAKa 3aCTOHHA Chp/ieuHa
HEAOCTATEYHOCT WIH NoAnexao 6x6pedHo 3aboniBane, BIIIOYMTENHO H CTeHO3a Ha Gp6pedHaTa
apTepHs), JIEHEHHETO C JIEKAPCTBEHH MPOAYKTH, KOHTO MOB/IHABAT Ta3H CHCTEMA KATO TEJIMHCAPTAH,
ceé CBBP3Ba C OCTPa XHIIOTOHHS, XHIIEPa30TEMHA, OJIMTYPHS HITH pAaKo ocTpa Or0peuHa
 HEAOCTATHYHOCT (BX. TouKa 4.8).

[IbpBHUYEH aNJOCTEPOHHIBM
ITaiprenTH ¢ MBPBHYEH A7IOCTEPOHHIBM N0 NMPUHLIMI HAMA /18 PEArHPAT HA AHTHXHIICPTEH3UBHH

AICKapCTBEHH MPOIYKTH, AeHCTBAlH Ype3 HHXHOHpaHe Ha cHcTeMaTa peHUH-aHrHoTeH3HH. [Topaau
TOB&, YNoTpedaTa Ha TeJIMUCAPTAaH HE CE€ NPENopbYBA.

CTeHo3a Ha aOpTHATA K M Ha Ki1ana, ob KTHBHAa XHUIIE MYHA KADAHOMHONA

KakTo npu apyrure Ba30AWIaTATOPH, CHEeLMATHO BHHMaHHKe € HeOOXOIUMO pH nanMe

OT a0pTHA WJIH MHTpaliHa CTEHO3a WIH OOCTPpYKTHBHA XUnepTpodHuHa xapnnomnonm”ﬁ G
| r

[NaienTy ¢ auaGer, nexyBaHH ¢ HHCYJIHH WITH AaHTHAHAOETHH JIeKapCcTBa \l




[Ipy Te3n naLMeHTH MOXe 1a HACTBHITH XHIOTJIHKEMHA TIPH JICYEHHE C TEIMHCApTaH. 3aTOBa, PH Te3u
MauHeHTH TpAOBa Aa ce OOMHMCIH CHOTBETHO NMPOCTEATBAHE HA KPHBHATA 3aXap H MOXE J1a C€ HAJIOKH
KOpHrupaHe Ha 03aTa Ha HHCYJIMHA WIH aHTUAHA0CTHHTE JIEKAPCTRA, KOraTo € roKa3aHo.

XHunepkanueMus
Ynorpebara Ha 1IeKAPCTBEHH NPOAYKTH, KOHTO NOBIHABAT CHCTEMATA PEHHH-aHTHOTEH3HH-

anIoCTEPOH MOXE Na AOBEAC A0 XHIMEPKAIHEMHA.
XunepkanueMusTa Moxe aa 6b1e ¢ daranen H3IX0A NpH NALIMEHTH B HANPEAHANA BE3PACT, IIPH
naLHeHTH ¢ 6b0peuHa HeIOCTATLYHOCT, MPH NAlLMEHTH ¢ RHAGET, MPH MALMEHTH, JIEKYBaHH
C€AHOBPEMEHHO M C JPYTH JIEKAPCTBEHH NMPOIYKTH, KOHTO MOTAT Ja MOBHLIAT HHBATA HA KANHA WWIH
[MPH NALHEHTH C NPHIAPYKABALIH CHCTOSHHS.

Iipeau na ce B3eMe peleHHE 3a €NHOBPEMEHHO NPUIOKEHHE HA JIEKAPCTBEHU NMPOAYKTH, KOUTO
NOBIHABAT CHCTOMATa PeHHH-aHTHOTEH3HH-ANIOCTEPOH, TPA0Ba a ce NpelieH! ChOTHOLIEHHETO
noasa/ puck.

OcHOBHMTE PHCKOBH (PAKTOPH 32 PB3HHKBaHE HA XHIIEPKAIHEMHUS, KOMTO TpA6Ba Aa ce B3eMaT Mol
BHUMaHHe, ca:

e 3axapeH nnaﬁe'r 01bpeuHo yBpexaane, sn3pact (>70 roqunu)

o KomOHHALHS C eAMH WIH MOBEYE AEKAPCTBEHH MPOAYKTH, KOMTO MOBRTHABAT cHCTEMaTa
PEHHH-BHTHOTEH3UH-ANI0CTEPOH H/WITH KATHEBH 106aBKH. JIEKAPCTBEHH NPOAYKTH HWIH
TEPaneBTHYHH IPYNH JICKAPCTBA, KOUTO MOTAT Aa NPeAN3BHKAT XUIICPKATTHEMHA €A COJIEBH
3aMECTHTEIH, ChAbPXKALUKM KATHH, KaTHH-CbXpaHABal auypeTuiH, ACE uHxuburopw,
aHrnoTeHsHH |l peuenropxu 6nokepn, HecTepoHAHH NMPOTHBOBLIMATUTENHH JIEKAPCTBEHN
npoayxtd (HCIIBJIT], exmounrento cenektHBHH COX -2 HHXHOHTOPH), XENapHH,
UMYHOCYNPECOPH (LIMKJIOCIIOPHH WIH TAKPOIIUMYC) H TPHMETOTIPHM.

o HHTEpKYpeHTHM CbOHMTHA M NO-CeNHATHO NEXHAPATHPAHE, OCTPA ChpACYHA NEKOMIIEHCAIINA,
MeTabo/IMTHa auKa034, snomeHa 6u0peyna dyHKUMA, BHe3anHO BIOWIaBaHe Ha 6B6pEYHOTO
CBCTOAHHE (HanpuMep HHGpEKIHO3HN 3a60n1ABaHHA), KIETHYHO JIM3UpaHe (HANpPHMep ocTpa
HCXEeMHA Ha KpaHHHKa, pabaoMuonuia, o61HpHa TpaBMa).

[Ipu puckOBM NALMEHTH CE NMPENOpLYBA BHUMATENHO CNIE/ICHE HA CepYMHHS Kanuii (Bxk. Touka 4.5).

ETHuvyecku pasnuuus
KakTo e HabmonaBaHo Mpy MHXHOMTOPHTE HA AHTMOTEH3HH KOHBEPTHPALIMA CHIHUM, TEJIMHCAPTaH H

Apyrute aHrnoteHsuH 11 penenropru 6nokepu ca oueBHAHO NO-MaNKo ePEeKTUBHH B MOHHXKABAHETO
Ha KPBLBHOTO HajAraHe MpH Xopa OT YEPHAaTa Paca, OTKOJIKOTO ITPH APYTHTE PacH, BEPOATHO Mopank
NO-4€CTOTO CPElllaHe B YepHaTa MOMyNaliMsi H8 HHCKO PEHHHOBO HHBO C [IPOSBH Ha XMITEPTOHMA.

Hcxemuuna bonect Ha ChpLIETO |
KakTo npH Apyr# aHTHXHNEPTEH3UBHHW Ar€HTH, €KCLIECHBHATA peaYKLHR Ha KPbBHOTO HAMATaHE NpHU

MAalHEHTH C HCXEMHYHA KAPAHONATHA WIH HCXEMHYHO KApAHOBACKYIapHO 3ab0sigBaHe Moxe Aa
AOBeAe A0 MHOKAPAECH HHGAPKT WIH HHCYJIT.

HurecTHHANICH aHIHOEIEM
3a HHTECTHHAJICH AHTHOEAEM ce ChOOLIABA MPH NALMEHTH, IEKYBAHH C AHMHOTEH3HH 1] peELeNTOPHM

6nokepu (Bx. Touka 4.8). Tesu nauneHTH HMaT KopeMHa 6oJika, rafeHe, NOBPHILAHE H AMapHA.
CHMITTOMHTE OTILYMSABAT Clie/l PEYCTAHOBABAHE Ha aHTHOTEH3uH 11 peuenTopHuTe 610KepH. AKO ce
AHArHOCTHLIHPA HHTECTHHANCH AHTHOSEM, JIEYEHHETO C TEIMHCApTaH TPAOBa 1a ce NMPeyCTaHOBH M
Aia Ce 3aMno4He MNoaxoadino HabmoaeHnue A0 ITHJIHOTO OTIHYMABAHE HA CHMITTOMMTE.

[TomollHH BellecTBa

To3u nexapcTBen npoayxT chaspka 324,40 copburon BBB Beaka TabjeTKa.




IlaupenTH ¢ HaceACTBEHa HEMOHOCHMOCT KbM ¢pykTo3a (HH®D) He Tpabsa aa npremar To3u
JIEKapCTBEH NMPOAYKT.

4.5. BaanMoaelicTBHE ¢ APYrH JleKapCTBeHH NPOAYKTH H APYrR GOopMHA Ha BiaHMoAeHcTBHe

Llucoxcun

IIpu eanoBpeMeHHa ynoTpefa Ha TeIMHCApTaH ¢ JHTOKCHH ce HaG/oAaBa yMepeHo MOBHIIABAHE Ha
nuxoBata (49%) u Ha Haii-Huckara (20%) niasmeHa KoHLeHTauMa Ha qurokcuH. [pu 3anouBaxe,
KOPUrHpaHe Ha [03aTa HIH CTIHPaHe Ha JIEYEHHETO ¢ TeNIMHUCapTaH, TPSORa na ce HabNoAaBaT HUBATA
Ha JIUrOKCHH, 3a 4a c€ NOANBPXKAT B TEPANIEBTHYHHKA UHTEPBAJ.

KaKTo H ApyrHTe JIEKapCTBEHH MPOAYKTH, KOUTO NMOBIHABAT CHCTEMATA PEHHH-aHTHOTCH3KH-
aNXOCTEPOH, TEIMHCAPTaH MOXKe Ja NPEAH3BHKA XHNIEPKANHeMHs (BX. Touka 4.4). To3u pHuck MoXe aa
Ce YBeMUH B Cly4al Ha KOMOMHHPAHO JIeYeHHe ¢ APYTH JIEKAPCTBEHH MPOAYKTH, KOWTO MOTAT ChILIO
Aa NPSAM3BHKAT XHIIEPKATHEMHS: (COJIEBH 3aMECTHTEIH, ChABPKALIH KANHH, KaNui-CHXpaHaBAILy
avypeTHuH , ACE nHuxnburopu, anrnorensus Il peuenrophu 610kepH, HecTeponanu
nporusoBb3nanuTeniy cpeactea (HCIIBC, sxmounrenno cenekriusun COX-2 unxuburopn),

XeMnepHH, HMYHOCYTIPECOPH (LMKIIOCTIOPHMH HIIM TaKPOJMMYC), H TPHMETOMPHM).

BB3HMKBAHETO HAa XHIIEPKATMEMHS 3aBHCH OT CBBP32HHTE C TOBA PHCKOBH (haKTOpH. PHCKBT ce
MOBHILABA MIPH MO-TOPE NOCOUYEHMTE fieueOHH KoMOuHaLMU, PHCKBT € oco6eHo BHCOK Mpu
KOMOHHALIHA ¢ KaMHi-ChXpaHABaLlll AHYPETHLM H KOTaTO ¢& KOMOHHHMpA CbC COJIEBH 3aMECTHTEH,
cbabpkaiy kanui. Hanpumep npr kom6nnauus ¢ ACE naxuburopu unu HCIIBC puckst e no-
MaIThK, IPH YCIIOBHE He CTPHKTHO C€ Cra3BaT Npeana3sH|uTe MEPKH NpH yroTpeda.

EqHOBPEMEHHOTO NPUIOKEHHE HE C€ NPENOPhYBA C

Kanui-cvxpanasawu ouypemuyu unu xanuesu oobasxu

AHrrotensuH Il peuenrropau 6nokepy, kato TenMHcapTaH, HamanaBar 3ary6ara Ha xammii. Kanmit-
CbXpaHABALIMTE AHYPETHLUM KATO CIIMPHHOMAKTOH, €IUIEPEHOH, TPHAMTEPEH WIH aMHIJIOPHA,
KQIHEBHTE J00aBKH WM CONIEBHTE 3aMECTHTENH, ChALPKALIM KATUH MOraT Ja AOBeAaT 0 3HAUMMO
NOBHIIABAHE HA CCPYMHHA Kalui. AKO eAHOBPEMEHHOTO NPHIICKEHHE € 1I0KA3aHo MTOPaIH
YCTAHOBEHA XHUIIOKATHEMHA, TO TPpROBa Jia C¢ H3BLPIIBA C NOBHUICHO BHUMAaHHKE ¥ TPAOBaA 4ecTo Aa ce
CII€AH CEPYMHHS KaIHH.

Jumuii

[lo Bpeme Ha €HOBPEMEHHO MPHIOKEHHE HA JINTHHA ¢ MHXHOWUTOPH Ha AHTHOTEH3HH KOHBEPTHPAILLMS
€H3UM H ¢ aHrHOTeH3HH Il peuenTopHH 6510KepH, BKIMIOYHTENHO TeNMUCApTaH, ca HabmonaBaHm
00paTHMO FIOBHILICHHE HA CEPYMHUTE JINTHEBH KOHLIEHTPALIHH H MPOSBH HAa TOKCHYHOCT. AKO TA3M
KOMOHHa1LHMg € HeoOX0MMa, Ce NPEnopbYBa BHUMATE/THO CAEACHE Ha CEPYMHHTE HHBA Ha JIHTHA.

EQHDBEMCHHQTQ_ NPHIOKEHUC WIHNCKBA IMOBHLICHO BHUMaHHE NPH

Hecmepouonu npomueosvsnanumennu cpeocmea
HCIIBC (1.e. aueTiicaiuiMIoBa KHCE/THHA B NPOTOBOBB3NANHTENHH 103H, COX -2 HHXHOHTOpH H
HecenexkTHBHH HCTIBC) Morar na HaManaT aHTHXHIEpTeH3UBHUA eeKT Ha aHrHOTeH3HH 1
peuentoprute 6n0kepH. [Ipn HAKOH nauHeHTH ¢ HapyweHa 6u6peuta GyHKUHA (HampHMep
AEXHIpaTHPAHH NALMEeHTH WIN NALUMEHTH B HalpeHaIa BL3PacT ¢ HapyleHa 6u6peuna GyHkima)
CITHOBPEMEHHOTO NMPUIIOKEHHE HAa aHIHOTEH3HH 1] peuenropuu 6nokepn U iekapcTBEHH NPOAYKTH,
KOMTO HHXHOHpAT LMKIO-OKCHICHA3aTa MOXKE Ja AOBeAe N0 NO-HATATHUIHO BJIOIIABAHE HA
6Bb0peyHaTa QyHKLMA, BKMOYHUTENHO € BH3MOXKHA ocTpa 6h0peuna HeJOCTATHYHOCT, KOATO .
0OuKHOBEHO € obpatuma. Io Tasu npuymHa, koMGHHAUMsTa TpAOBa Aa 6b1e NpuiaraHa
BHUMaHue, 0COOEHO MPH NAlMEHTH B HanpeaHana pu3pact. [lauxenrure Tpsa6ea na 65

JICUCHHC H NEPHOAHUYHO Clie] TOBA. F: Nt _ ql_ . 3 By




B eaHo npoyuBaHe €/JHOBPEMEHHOTO NpHIaraHe Ha TEIMHCAPTaH H PAMMITPHII € JOBENIO 4O MOKauBaHe
Ha AUCO0-24 u Cmax Ha paMMNpHI B paMunpHaar 10 2,5 mbTd. KiiMHUYHATA 3HaUMMOCT Ha ToBa
HabMOACHHE He € N3IBECTHA.

Hwypemuyu (muasuonu wiu bpumxoeu ouypemuyu)

[IpenecTama Tepanus ¢ BUCOKH N03K QHYpPETHLMN KaTo Gyposemua (OpUMKOB AHYPETHK) H
XHpOXJIOPOTHA3HA (THA3HAEH IHYPETHK) MOXE Aa 10BeRe 10 0OemeH NePHLMT B PHCK OT
Bb3HHKBAHE HA XWITOTOHHA NPH 3aNI0YBAHE HA ICUYEHHE C TEIMHCAPTAH.

Tpabra ca ce B3eMe 1071 BHUMAHHE NPH €AHOBPEMEHHO MPHAGKEHHE

Hpyeu avmuxunepmensugnu rexapcmeenu npodyxmu

XHNOTEH3UBHHAT €(PeKT Ha TEIMHCAPTAH MOXKeE 2 CE NOBHILUH NPH ¢IHOBPEMEHHOTO MPUNOKEHHE C
APYTH AaHTUXHIIEPTEH3HBHHU JIEKAPCTBEHH MPOAYKTH.,

Jlausm ot KIMHHYHH NPOYYBaHHA MOKAa3BaT, Y€ ABOWHOTO ODNOKHpaHe HA pEeHUH-8HITMOTEH3HH-
anpocrepoHoBarta cucteMa (PAAC) upes kom6uHUpanaTa ynorpe6a Ha ACE uHxu6uropy,
aHrHoTeH3uH ll-perienTopHu GIOKEPH WK ANMHCKHMPEH CE CBBLP3BA C MTO-BHCOKA YECTOTA HA HEXENAHH
CHOUTHS, KATO HAIIPHMED XHTIOTOHHA, XHIIEPKATMEMHA H HaManaBaHe Ha 6BOpeyHaTa GyHKLHSA
(BKmouHTeNHO 0CTpa 6BbOpeuHa HenoCTaTHYHOCT), B CPABHERHE C yNoTpe6aTa caMo Ha eHO
CpeacTBO, AeitcTrawo 8upxXy PAAC (Bxk. Touku 4.3, 4.4 1 5.1).

B3 ocHoBa Ha (apMaKOIOTHYHUTE MM CBOMCTBA € BE3IMOXKHO A4 Ce OYAKBa, Ye ClIeHHTE
NEKapCTBEHH NPOJAYKTH MOraT /a MOBHILIAT XHNOTEH3HBHHA €(EeKT Ha BCHYKH AHTHXHIIEPTEH3IHBHA
CPEACTBA, BKIIOYHTENIHO TeNIMHCapTaH: dakutogeH, aMHPoCcTHH. ChIllo Taka, OPTOCTATHYHATA
XHIIOTOHHSA MOXKeE a Ob/ie 38CHWIEHa OT anKoxon, 6apOUTYpaTH, HAPKOTHYHH BELLECTBA HITH

AHTHIETIPECAHTH.

Kopmuxocmepoudu (cucmemuo npunoxcenve)
HamansBaHe Ha aHTUXHNEPTEH3HBHUA edekT.

4.6 PepruanTeT, GpeMEeHHOCT H KbLPMeHE

BpeMeHHOCT

He ce nperopruBa ynotpebara anrnorensu 11 peuentopiu 6a0kepH npes mupeHs TPUMECTDP Ha
OpemenHocTTa (BXK. TO4Ka 4.4). YnorpebGara Ha aHrHoTeH3uH 1 peuerrropnu 6nokepu e
NPOTHBOIOKA3AHA MPE3 BTOPHA M TPETHA TPHMECThp Ha OpeMeHHocTTa (BK. Touku 4.3 U 4.4).

Hsama noctaTrbyHO JaHHM 3a ynioTpebaTa Ha TeMHcapraH npy Gpemennu xeny. EkcnepumenTanuure
MPOY4YBAHHA MPH XKHBOTHH NOKA3BaT PENPOAYKTHBHA TOKCHYHOCT (BX. TOYKa 5.3).

EnuaeMuronornyHUTe NaHHY 3a PHCKA OT TEPATON€HHOCT ¢nel excnosuuma Ha ACE HHXHOHMTOpH npes
ITbpBHA TPUMECTBP Ha OpeMEHHOCTTA He ca yOeanTenHu. Bee nak, He MoXe Aa ce H3KIo4H c1abo
NMOBHIABAHE HA PHCKA. [lOKaTO HAMA KOHTPOAHPAHH ENHAEMHONOTHYHH NaHHH 38 PUCKA TIPH

ynoTpeba Ha aHrHOTeH3uH Il peuenropHn 6nokepH, CXOAHH PUCKOBE MOTAT [1a CHILECTBYBAT H NPH

TO3M KkJ1ac ekapcTBa. IlauneHTKMTE, KOMTO NNAHUpaT OpeMERHOCT, TpAGBa Aa NPEMHHAT KbM

ANTEPHATHBHO AHTHXHNEPTEHIUBHO JIEUEHHE ¢ YCTaHOBEH npod Ha 6ezonacHoCT npH ynotpeba no

BpeMe Ha OPEMEHHOCT, OCBEH aKO C€ CYHTa, Y€ € OT 0CO0EHA BAXKHOCT Aa CE NPOABIDKM JISUEHHETO ¢
aHruoreHsu# Il peuerrropam 6510xkepy. Ako € AMArHOCTHLIMpaHa GPEMEHHOCT, ICYEHHETO C

aHruoreHsuH ll peuenrropum 6nokepu Tpsbra He3abaBHO fa ObAe NPEYCTAHOBEHO H aKO € MOAXOARLO

Na Obae 3ano4HATO AITEPHATHBHO JIEYEHHE. -

YCTaHOBEHO €, Y€ eKCTIO3MUMATA Ha aHrHOTeH3HH 1 peLenTopHH GiOKepH Npe3 BTOpHS U TPETHS

TPHMECTLP Ha OPEeMEHHOCTTA NpeaAU3BUKBA PETOTOKCHYHOCT MPU XOpa (MOHHKEHA 6vOpeyHa. .. --
(byHKLIMA, ONHrOXHAPAMHHOH, 320aBeHa YepenHa OCHHKALMA) H HEOHATATHA TOKCHUYHOC yﬁp&u‘i{aﬁ ; - ‘:in
He0CTATBYHOCT, XHNOTOHHA K XHNepKalHeMHs ) (BIDK Touka 5.3). ' 4
[Ipenopwusa ce ynTpa3sykoB npernien Ha 6u0peunarta QyHKLMA H Yepena, KO HACTBI |
Ha aHruoteH3uH Il penenropuu 6siokepH npes BTOpHA TpUMECTBP Ha GpeMEHHOCTTa H
Hosopoaetinte, uniito Maiiki ca npHeManu anrHotensud I peuentopun 6nokepH, Tp
BHHMATEITHO HAOMOAABAHH 34 HAJIMYHE HA XHUIIOTOHMA (BXK. TOUkM 4.3 H 4.4).
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KbnpMmeHe
Toi# kaTo HAMa AaHHU OTHOCHO yrnoTpebara Ha Te3eo B nepHoaa Ha KbpMeHe, Te3zeo He ce

NpenopuL4Ba, a ce NPEANOYHTAT ATTEPHATHBHHU JicueHHUs ¢ No-A06pe ycTaHOBEH npodun Ha
6e30nacHOCT B NEpHOAA Ha KbpMeHe, 0CODEHO MPH KbpMEHE Ha HOBOPOAEHO WIIH NPEXAEBPEMEHHO
POACHO HeTe.

Qe UTET
B npeaxkauHHYHM NPOYYBAHHA He ca HabmoaaBaHK ePEeKTH Ha TENIMHCAPTaH BhpXY GepTHINTETA Ha
MBXKKH U XeHCKH HHIHBHIN.

4.7‘ EdexTn BBLpXy cnocobnocrTa 3a modupaHe u pabora ¢ MAamHAH

Koraro ce wo¢upa iwnu paboty ¢ MaluuHM TpAOBa Aa ce UMa NPEABH, Y€ NPH AHTHXHIIEPTEH3HBHA
Tepariui, Kato Teszeo, Makap W psaKo, MOTAT Aa Ce MPOABAT CHHKOI WIH BEPTHIO.

4.8 Hexenanu 1IeKAPCTBEHR PeAKIHA

Kpamxo uznoxcenue na npoguna na besonacnocm
CepHo3HKTE HeXeJTaHH JIEKAPCTBEHH PeakLMH BKITIOYBAT anacbmam*muu PEaKLIMH H aHTHOSHEM,
KOHTO MOXe Zia HAcThIAT pagko (>1/10 000 o <1/1 000) u octpa 616peyHa HeAOCTATHUHOCT.

YecToraTa Ha HEXKeJlaHH JICKAPCTBEHH peaKLMH, cbobLaBaHH npu ynorpefaTa Ha TEIMHCapTaH,
ODMKHOBEHO ¢ cpaBHHMa ¢ miauebo (41,4% cnpamo 43,9 %) npH wiauebo-KOHTPOIHpaHy
NpPOYYBAHHA NMPH NALMEHTH, JIeKYBaHH 3a XHnepToHus. CiiyqMauTe Ha NPOABCHH HeXKelaHH
NIEKapCTBEHH PEAKLUMH HE Ca CBbP3aHH ¢ A03aTa ¥ HE NMOKa3BaT 3aBUCHMOCT OT MOJI4, B3PACTTa KK
pacaTa Ha naumeHTHTe. [IpodwreT Ha He3onacHOCT Ha TeAMHCAPTAR NPH NALMEHTH, NEKYBaHH 3a
HaMaJI1BaHe Ha CbPACYHOCHAOBATA 3a00/1€BAEMOCT € CXOIEH € TO3H, HabMOAABAH PH NALHEHTH C
XHUIIEPTOHMA.

[IpencTaBeHHTE NO-0TY HEXEIAHH JIEKAPCTBEHH PEAKLIHK, OTPA3ABAT PE3Y/ITATHTE OT KOHTPONHPAHH
KNHHHYHH MTPOYYBaHH#A MPH NalHCHTH, JICKYBaHH 38 XHINEPTOHUA U OT NOCT-MAPKETHHIOBH JOKIAIM.
Chi10 ce uMaT NpeaABHI CEPRO3HHTE HEXKENIAHH peaKlMH, KAKTO H NMPEKHCBAHE HA ICYEHUETO,
AOKJIaJIBAHH MPH NPOALIDKUTEIHN KIMHHYHH NPOYyYBaHus, BKIIOYBaLIy 21642 rianuenTa, TeKyBaHH C
TeJIMHCApPTaH 38 HAMAABaHE Ha ChpAEYHOCHAOBaTa 3a60IEBaEMOCT 3a NEPHOA A0 6 rOAVHH.

Tabauuen cnucvk Ha Hedceaanume 1eXapCcmeeHu peaxyuu

HexenanHTe 1€KapCcTBEHH peaklMU ¢a KAaTErOPU3HPaHHK CIIOPE] YECTOTATa, KATO € H3MOA3BaHa
ciaeaHarta wiacudukauna: MHoro yectr (>1/10), uectu (=1/100 go <1/10), nveuectu (>1/1 000 no
<1/100), peaxu (=1/10 000 ao <1/1 000), mHoro peakn (<1/10 000), c Hen3zpecTHa YecTOTa (OT
HaJIMYHHUTE NaHHHU He MoXe aa Gbhe HampaBeHa OlleHKa).

[1py BCAKO FpynHpaHe B 3aBUCHMOCT OT YECTOTaTa , HEXKEIAHUTE JIEKAPCTBEHH PEakLMH ce H3bposBat
B HU3XOAALL peA MO OTHOILIIGHUE HA TEXKECTTA.

Hughexyuu u ungpecmayuu

Heuectn: Hugexuns va yppHapHHa TPakKT, LUCTHT,
| MHGEKUMA Ha TOPHUS PECTIMPATOpPEH 'rpam* BKJTIOYHTENIHO (PAPHHTHT H CHHYHT
Penku: Cencuc, BKIIOYHTENHO ¢ (aTajieH u3xon'.

Hapywenua na kxpvema u aumgpnama cucmema
Heuectu: AHeMus -
Peakwu: Eosunodunus, rpomboLTONeHHA AR S TN SN

Y " W, L

HHPWEH R HQ UMVHRQmMa cucmema { .!

Penku: AHapunakTH4HA peaKkLys, CBPbXYYBCTBUTETHOCT i \ !k IR B !
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Hapywenua na memabonuama u xpanenemo
HeuecTn: XunepkajneMus
Peakn: XHrnorjaukemMus (IpH NalUeHTH, 601K ot Auaber), XUNOHATPHEMHSA

Icuxuunu napywenus
Hevectn: be3sctHue, nenpecus
Penxu: be3noxkoiicTBo

Hapywenun na nepeswama cucmema
HeuecTn: Cunkon, 3aMaiiBaHe

Peaku: CbHIKBOCT

Hapywenus na oyume
Penxu: 3pHTEHO YBpEXKIaHe

Hapywenus na yxomo u nabupunma

Heuectn: Bepturo
Copoeunu napyuieHu
Heuecn: bpanukapaus
Penxu: Taxukapaus
Cvoosu napyutenun
. Heuectu: XHNMOTOHHA?, OPTOCTATHYHA XHIIOTOHHS

Pecnupamopnu, 2pOHu U MECUACMURATRU HAPYUIEHUSA
HeuecTn: JducnHes, kauLMna
MHoro peaku:  UHTepcTHiManHa Genoapobua 6onect?

Cmomawno-upesnu napyuienus

Heuecrn: AbaomuHaiHa Gonka, IHApHA, AUCNENICHA, QaTyICHLHSA, NOBPbIllAHE

Penkwu: Cyxota B ycraTa, abaoMHHaNeH AMcKoM(pOpPT, ANCTey3HS

Xenamo-6unuapru Hapyulenus

Penxu: AbHopMHa yepHOpOOHa GyHKLMA/YepHOAPOOHO HapyLieHue’

Hapywenua na xoscama u nooxosceama mvkau

Heuectn: [IpypHuTyc, Xxunepxnaposa, o0pus

Penxu: AHrHoenem (cbllo H ¢ daraneH H3XoA), eK3eMa, epHTEMA, YPTHKApHS, 1eKapCTBEH

OOpHB, TOKCHYEH KOX€eH OOpHB

Hapywenua na Myckyano-cxenemuama cucmema 1 CoeOUuHumenRama moxan

HegecTn: bonka B rop6a (Hanp. MuKac), MyCKYIHHM CMIa3MH MMAJTUS,
Penku: Aptpanrus, 6onka B KpaliHHK, GONKH B CYXOKHINATA (TCHAMHHTONOAOOHH
CHMITTOMM )

Hapywenun na 6vbpeyume u nuxounume nomuiya

HeuecTu: BrbpeuHo yspexnase (BKIMOUMTENHO ocTpo 6B6peuHo yBpekaate)

Obwu napywenua u ehexmu Ha MACMOMO HA RPURONCEHUE N

Heuecn: Bosnka B rppanus Ko, acteHus (cnaboct) ,I‘ﬁ##: S

Penku: 'punonono6Ho 3abonasane //‘\x; o N N

Hzcredearusd \:*- S R

Heyectn: [ToBxineH KpeaTHHHH B KPBBTA LT RE s
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Penxu: [lonmwxeH xeMornobMH, NOBUIICHA MUKOYHA KHCE/IMHA B KPBBTA, IOBHILEHH
YepHOAPOOHH €H3HMH, MOBHILCHA KPeaTHH (PoCchOKHHA3a B KPBBTA,
1234 33 NOTBJIHUTENHO ONHCAHHE, MOJA, BIKTE NOATONKA ,,Onucanue Ha u3bpanu Hexcesanu

peaxyuu ',
Onucanue na u30panu HeJdceranu 1eKapCmeeru PeaKyuu

Cencuc
B npoyusaneto PROFESS e Habmonasana nosuiieHa 4yecTora Ha Pb3HHKBAHE Ha CETCHC MPH

TeJIMHCapTaH B cpaBHeHHUe ¢ mnavedbo. CrOHTHETO MOXKeE 118 € OTKPHTO CITy4aiiHO WIH Aa € CBBP3aHO C
MEXaHH3bM, KOHTO HE € MO3HAT 3a MOMEHTA (BX. CBILO TO4Ka 5.1).

Xunomornun.
Ta3n HexenaHa JIeKAPCTBEHA PEAKLUA € CHOOLIEHa KaTO 4eCTa MPH NALMEHTH C KOHTPOIHPaHO
KPBHBHO HAJIATAHE, JIEKYBAHH C TEJIMHCAPTAH 3a HAMAJABAHE HA CHPIACYHOCHAOBATA 3800/1eBaEMOCT

- IMMpH NpOBCACHO CTARAAPTHO JICUCHHC.

Abnopmua ueprnoopobna yuxyus / ueprnodpobro napyuenie

[ToseueTo cimyqan Ha abHopMHa uepHOAPOOHA GyHKLMA/ YepHOAPOGHO HapyIlEHHE OT NOCT-
MapKECTHHIOBHA ONHUT C TEJIMHCAPTAH HACTBIIBAT ITPH MALMEHTH OT ANOHCKH rpousxoa. IIpu naipeHTH
OT AMOHCKH MPOH3XOJ CHINECTBYBA MO-TOMAMA BEPOATHOCT 34 Pa3BUTHE HA TE3H HEXKEJIAHH PEaKLIHH.

Humepcmuyuanua benodpobua borecm
Ciyuam Ha MHTepcTHLHANHA GenoapobHa 6onecT ca foKIaABaHH OT NOCT-MAPKETHUHTOBHA OTHT, BbB
Bpb3Ka ¢ MpHeMa Ha TeaMucapTaH. [IpuuHHHO-ClIeACTBEHHA BpBb3Ka 00aye fie € YCTAHOBEHA.

Humecmunanen anzuoeoem
Cpo0LUEHH ca CTy4wau Ha MHTECTHHAIEH aHTHOEEM Criell ynorpeba Ha aurnoreHsuH I penenropuu
Gnokepu (BX. TOuKa 4.4),

CrofumaBate Ha MOAO3HPAHH HEXKENAHH PEaKLHH
Cro611aBaHeTO HA NOJO3HPAHK HEXKENIAHH PeakiluH Cliefl paspellaBaHe 3a ynotpeba Ha JieKapCTBEHHS

MPOAYKT € BaXHO. TOoBa MO3BONABA Aa MPOXBLDKH HabMOAESHHETO Ha CHOTHOLUEHHETO TOM3a/PHCK 34
JieKapcTBEHHE NMPOAYKT. OT MEAMLIMHCKHTE CNIEUANIHCTH C€ H3HCKBA Aa ChOOLIaBaT BCAKA
NOAO3INpaHa HeXeslaHa peakuyd ype3: U3muiHuTenHa areHuus no nexapersara, yi. ,,Jlaman Fpyes”
Ne 8 1303 Codus, Ten.: +35 928903417, yebeaitr: www.bda.bg.

4.9 Ilpenoznpane
ColecTBYB2 OrpaHHuYeHa HHt]JdpMauua IO OTHOILIEHHUE Ha MPEAO3UPAHETO MPH XOoPa.

CUMITOMH:

Hali-u3gBeHHTE MMPOABH HA NPEA03UPaHE C TEMHCAPTAH Ca XHIIOTOHUA M TAXHKAPIHA, & ChLIO ¢
cboOLaBaT M Opaaukapaus, 3aMagHOCT, NOBUILIABAHE HA CEPYMHHA KPEaTHHHMH H ocTpa 616pedHa
HEAOCTATHLYHOCT.

OnansaBaHe

Tenmucapran He ce oTaeAs NpH XeMopUITpaUua U He ce auanusupa. [launeHTsT TpaGea na 6nae
BHHUMaTeNHO HabMoNaBaH H JeueHHeTo TpsaOBa Ja 6pae CHMIITOMATHYHO H NOATBPXKALIO.
OnangBaHeTo 3aBHCH OT BpEMETO Ha MPHEMaHe Ha MPOAYKTA H TEXECTTA HA CHMITTOMMTE.
[IpenopburTenHATE MEPKH BKIIOYBAT NPEAH3BUKBAHE Ha MOBPBILAHE W/WIH CTOMAHA NPOMHBKA.
[IpunaraHeTo Ha aKTHBEH BBIJIEH MOXKE J1a NOTIPHHECE MPH JICUCHHE Ha rrpenoanpauemﬁ ' ,J‘FP’W
€ YeCTO NpOoCIeasBaHe Ha CEPYMHHTE eJIEKTPONHTH M KpeaTunuH. [IpH nossa Ha 15, R

PATAN
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NatMeHTsT TpROBa Aa Ob1e NoCcTaBEH B IETHANO NONOXKEHHE Mo Ipb0 1 6Bp30 Aa e:jjprinoﬂ&:r mﬂem B
H 00EeMHH 3aMECTHTEIH, {r e

I-
ir . ". . -. -\_" L I‘ ----i' 1.
|

-

i
. ; - K : . e ]
4 - EE . . - 0 =
- : : ] |_
i




5. ©OAPMAKOJOTHUYHHU CBOMUCTBA

5.1 DapmakoNHHAMEYHH CBOHCTBA

dapmakoTepaneBTH4Ha rpyna: Auruorensun Il peuerrropHu 6noxepu (angiotensin II receptor

blockers, ARBs), caMmocToaTENHO
ATC xon: CO9CAQ7

MexaHu3LM Ha fefcTBHE

TenmucapraH e nepopaiHo akTHBEH H cnielnpuyen anruoteHsuH 11 peuentopen Gnokepu (*mn AT1).
Toit uaMecTBa ¢ MHOrO BHCOK adhHHHTET aHrHOTeR3MH 1l OT HEroBoTO MACTO HA cBBp3BaHe B AT
PeLICNITOPHHSA NMOATHII, KOATO € OTTOBOPEH 3a M3BECTHUTE AeiCTBHA Ha aHrHoTeH3MH II. Tenmucapran
HAMA IOPH K YaCTHYHA arOHHCTUYHA aKTHBHOCT cnpsAMO AT1 peuernrropa. TenmucapraH ce cBbp3Ba
cenektHBHO ¢ AT peuenropa. Cebp3BaHETO € NPOARDKHTENHO. TenMHCapTaH He MoKa3ea abMHUTET
KbM JpYTH peiienTopy, BRIOUMTENHO AT2 1 npyru no-cnabo xapakrepusupani AT-peuenropy.
DyHKUHOHAITHATA PO HA T€3W PELIENTOPH He € M3BECTHA, HE € U3BECTEH H eleKTa Ha TAXHATA
BB3MOXXHA CBPBXCTHMYJIALUA OT aHTHOTEH3HH II, uniTto HHBa ca NOBHINEHH OT TeMHcapTaH. Hupata
Ha TUIA3MEHMA aNJ0CTEePOH Ca MOHWKEHH OT TeaMHcapTaH. TenMucapTal He HHXMOHpa QOBEIIKHS
[U1a3MEH PEHHH H He 6Jiok#pa HoHHMTE KaHamH. TenmucapraH He MHXHOMpPa AaHTHOTEH3HH
KOHBEPTHpALLHA eH3WM (KHHHMHa3a 1I), eHsuMLT, KoiiTo Chilo pasrpaxaa Opanvkununa. [Topanu Toea
HE ce O4aKBa 1a NOTeHUMpa OpaTHKMHHH-MEAHHPAHHTE HeXeNaHH JICKAPCTBEHH PeaKLIHH.

Ilpu xopa po3ara ot 80 mg TeIMMCAPTaH MOYTH H3LKLIO HHXHOHPA NPeIH3IBHKAHOTO OT AHTHOTEH3HH
[I nopHiIaBaHe Ha KPLBHOTO HanAraHe. MHXUOHTOpHUAT edeKT ce moaIbpkKa Haj 24 yaca, KaTo Bee
oure MOXKe aa 6bae ycraHoBeH 1o 48 yaca.

Knnnnyna epukacHocT u 6ezonacHocT

Jeuenue na ecenyuanna xunepmonus
Cnen nmpuiaraHe Ha mbpBaTa A03a TEMMHCAPTaH ce HabmoaaBa NOCTENeHHO MoMBa Ha
aHTHXHIICPTEH3HBHA AKTUBHOCT B PAMKHTE Ha 3 yaca. MakcHManHaTa pefyKuus Ha KPbBHOTO |
HajiiraHe ce AOCTHra HaITJIHO B pAMKHTE Ha 4 10 8 ceaAMHIIM clied HA4YaloTO Ha JIEUEHHETO H ce
HOAABPAKA Ype3 NPOAB/DKHTETHA TEpanus.

Cnen npyemMaHe Ha R038Ta AHTHXMIICPTEHIHBHUAT eEKT MEPCHCTUPA NMoBeye oT 24 yaca, KaTo
BKJIIOYBA M NMOCNeHHTE 4 Yaca Mpe/iH CIEABAIIOTO NPHIIOKEHHE, KAKTO NOKA3BaT aMOy1aTOpPHHTE
HW3MEpBaHH1A Ha KPbBHOTO HanAraHe. ToBa ¢ NOTBbPAEHO H OT CHOTHOLICHHETO MUHHMAJTHH KhM
MaKCHMAaJIHM KOHLICHTpaL|H, KoeTo € nocrosHHo Haja 80 % cien mpueM Ha no3u ot 40 1 80 mg
TE/IMUCAPTAaH MNMPH I1auedo KOHTPOIUPAHH KITHHUYHHY npoy4uBaHKs. HanHue € oueBMaHA TeHaeHLMS 3a
BPB3KA MEXKY Z03aTa H BpEMETO Ha BL3CTAHOBABAHETO Ha 6a3a/IHOTO CHCTOMHO KPBBHO Ha/IAraHe
'(SBP). B ToBa OTHOLIEHHE JAHHHTE 38 IHACTONHO KPBbBHO Hansrane (DBP) ca HemoCTOSHHM.

IpH naLMeHTH C XHIIEPTOHHUA TEIMHCAPTAH PedyLMpa H CHCTOMHOTO H AHACTONHOTO KPbBHO
Hanaraxe, 6e3 Jja NORJIHABA YECTOTa Ha iTysica, HanuineTo Ha AMypeTHYEH 1 HATPHYPETHYEH edekT,
KOWTO Aa NOTIPHHECE 33 XKIIOTEH3HBHATA AKTHBHOCT Ha JIEKAPCTBEHHA MPOAYKT, BCE OLLE HE €
AOKa3aHO. AHTHXMIIEPTEH3UBHATA €(PHKACHOCT Ha TEIMUCAPTAH € CPABHUMA C TA3M Ha IMPORYKTH,
MPEACTABHTE/H Ha APYTH KJIaCOBE aHTHXMIEPTEH3UBHH JIEKAPCTBEHH NMPOLYKTH (YCTAHOBEHA MPH
KNHHHYHH W3MHTBAHUA, CDABHABAUIH TEIMUCAPTAH C AMJIOAHINIMH, aTEHONON, EHATANPHI,
XMAPOXNOPOTHA3ZHA H JIHZHHOMPWUI ).

Ilpy BHE3aMHO NPEKBCBAHE HA ICYEHHETO C TEIMHCAPTaH KPLBHOTO HANATAHE NOCTENECHHO Ce BpbLIA
AO CTOHHOCTHTE MpEH JICYEHHETO, 38 NEPHO/ OT HAKONKO OHH 6e3 naHHM 3a pebayHa XHneproHuyeH
edekT.CiiyyanTe Ha CyXa KalUTHLIA C4 3HAYMTEITHO MO-MANKO NPH MALIMERTH, TPETHPaHH C
TEJIMHCAPTAaH, OTKOJIKOTO NpH TaKHBA, Ha KOUTO ca AaBaHW MHXHOUTOPH Ha aHMMOTCH3MH
KOHBEPTHpAIIHA €H3HM B KIHHHYHU NTPOYYBaHUA, AMPEKTHO CPaBHABALLHU ABETE amnmnep'reﬂsunuu
NEYEHMA. | -

ChpaeyHo-ChA0BA NPODOHIAKTHKA;

W B KOMOHHAaLIMA ¢ paMHIIPHI ¢ KpaiiHa TouKa) cpaBHABA e(EKTHTE Ha wnuuca;ﬁ'aa pﬁumpmn |
KOMOMHALIMATA OT TEJIMHCAPTAH H PAMMIPUII BEPXY CHPACUHO-ChAOBHUTE pesyn‘fsamhpﬂ 25_6_20 ,

10 “w, i'"'i.-"rj,"""_ . C el ;.J___:_
) ' _|".‘



MailMEeHTH Ha Bb3PACT 55 rOAHHH WIH NMO-Bb3PacTHH ¢ aHAMHE3a 33 KOPOHApHA apTepHasHa Gonecr,
MO3BYCH HHCYJIT, MPEXOZEH HCXEMUUYEH NPHCTDI, NEpHEPHO apTepHanHo 3a60NsBaHe N 3aXapeH
nuabeT Tvn 2, CHITLTCTBAH ¢ JIaHHH 33 YBpeK/aHe Ha opraHnTe (KaTo peTHHONATHA, IEBOKAMEPHA
XMNepTpodus, Makpo- WM MUKpoanGyMHHYPHs), KOMTO Ca TOMYIALHA ¢ PUCK OT BE3HHKBAHE Ha
CHPACYHO-CHAOBH HHLIMAEHTH.

lNauxenTHTE Ca paHAOMH3HPaHH KbM €AHA OT ClEJHUTE TP IPYNHK Ha JICHEHHE: TEIMHcapTaH 80 mg
(n=8 542), pamunpun 10 mg (n=8 576) wiu xomOGuHaumaTa ot TeMUcapTan 80 mg

(pamunpun 10 mg (n=8 502), ¢ mocneapallo cpeiHO BpeMe Ha npocienssaHe 4,5 roauHum.
TenMucapTaH nokaspa cXoA€H eQEKT ¢ pAMHNIPHI NPH HaMaJIsBaHe Ha ITbPBHYHATA CHCTABHA KpaiiHa
TOYKA OT ChPJECYHO-CHAOBA CMEPT, He(haTaneH HHPapKT Ha MHOKapAa, HeaTaNeH MO3BbYEH MHCYIT
WIH XOCTIMTAJIU3ALIMA OPaaH 3aCTOHHA ChpJevHA HEAOCTATHLYHOCT. YecToTaTa HA IMbPBHYHATA
KpafiHa TOYKa € CXO/iHa B rpynHTe Ha tenmucapraH (16,7%) u pamunpun (16,5%). KoeduupeHTsT Ha
PHCK 3a TeaMMcapTaH cnpamo pamunpun e 1,01 (97,5% U 0,93 — 1,10; p (#e no-ronsama
edukacHocT) = 0,0019 npu rpannua 1,13).

[IpOLIEHTBT Ha CITy4aHTe Ha CMBPTHOCT MO BCAKA MPHYHHA € ChOTBeTHO 11,6% 1 11,8% cpen
MalHEHTHTE, JIEKYBAHH C TEIMMCAPTAH H PAMHIIPHII. .
YcTaHoBEHO €, Ye ePEKTHBHOCTTA HA TEJIMHCAPTAR € CXOJHA C TA3M HA PAMHMIIPHI NIPU MPEIBAPHTETHO
ornpejesieHaTa BTOPHYHA KpaHHa TOYKa OT ChbpACYHO-ChI0BA CMBPT, HedaTaned HHPapKT Ha
MHOKapaa H HeaTaneH Mo3bueH HHeynT [0,99 (97,5% U 0,90 — 1,08; p (e no-ronsma edpHKacHoOCT)
= 0,0004)], mepeuuHaTa Kkpafina Touka B pedepentHoro npoyusaie HOPE (TTpoyuBase 3a oneHka Ha
ChpAEHHHTE Pe3yNTATH NPH NMPOPHIAKTHKA), KOETO NpoyuBa edeKTa Ha paMHIIPHII CIPAMO TuiaLe6o.
[TpoyusaHero TRANSCEND pannomH3vpa nauueHTH ¢ HenoHOCHMOCT KbM ACE HHXHOHTODH, CBbC
CXOJIHH KpHUTEPHH 3a BKIIOYBaHe KaTo npoyusaneto ONTARGET, Ha renmucapran 80 mg, Ha
resmHcapTad 80 mg (n=2 954) unu nnauebo (n=2 972), kato
1 1BaTa CE MPUJIararT B JAOITbJIHEHHE KbM CTAHAAPTHHTE MPHXH.

Cpeanarta mpoABDKHUTENHOCT Ha npocneassaHe € 4 roqnHu u § Mecena. He ce orkpuea
CTaTUCTHYECKH 3HAYHMA Pa3jIMKa B YECTOTATA Ha ITbPBHYHATA ChCTABHA KpaifHa TOYKa (ChPACYHO-
ChAOBA CMLPT, HehaTaner HHGAPKT HA MHOKapAa, HepaTaneH MO3bUeH HHCYT Wi XOCTMTAIH3ALIHA
nopaay 3aCTOHHA ChpAeuHa HeAOCTaTHUHOCT) ) [15,7% B rpynata Ha Tenmucapran H 17,0% B rpynara

Ha manedo ¢ xoeduuMeHT Ha puck 0,92 (95 % A 0,81 — 1,05; p = 0,22)]. Uma 1aHHH 3a nOI3aTAa Ha
TEeJIMHCApPTaH B CPaBHEHHE ¢ NNauebo NpH NpeIBApUTENHO ONpeAeNeHaTa BTOPHUHA CHCTABHA Kpaiiha
TOYKa OT ChPACYHO-CHAOBA CMBPT, HedaTaneH HH(apKT Ha MHOKap/a H HeaTANeH MO3bYEH MHCYJIT
[0,87 (95% U 0,76 — 1,00; p = 0.048). Hama zaHHH 32 1ON3a NPH CHPAEYHO-CHAOBA CMBPTHOCT
(xoeduumeHT Ha puck 1,03, 95% U 0,85 — 1,24).

Kauinxua u anrsoeseM ce ¢hoSaBaT no-paaxko NpH NALHEHTH, NEKYBaHH ¢ TENMHCAPTaH, OTKOJIKOTO
NPH NALMEHTH, IEKYBAHU ¢ paMHNIPHN, JOKATO XHIIOTOHHA Ce CHLOOLIABA N10-YECTO MPH TEJIMHCAPTaH.,
KoMOWHHpaHeTO Ha TEAMHCAPTaR ¢ PAMHITPWI He YBE/IMUABA 110/13aTa CNPAMO PAMHITPHIT HIH
TEAMHCAPTAH CAMOCTOATENHO. ChpAEYHO-CHAOBATA CMBPTHOCT H CMBPTHOCTTA MO BCAKA NPHUHHA,
KaTO YHCJICHO H3paXeHHE, Ca NO-BUCOKH NpK koMOuHauMaTa. OcBeH TOBa HMa 3HAYHMO 0~ BHCOKA
YECTOTa Ha XKMEepKaIHeMu, O0pedna HeOCTATBYHOCT, XMITIOTOHHUA M CHHKOI B IPYNAaTa C
koMOHHauMaTa. [lopan Tasu NpHYHHA, €AHOBpEMEHHATa YNoTpe(a Ha TEAMHCAPTAH H PAMUIIDHI He
Ce€ MpenopbUBa MPH Ta3H NOMYJIalHA. .

B npoyusaneto “IIpopunakriyen pexum 3a eeKTHBHO NPEATa3BaHe OT MOBTOPEH MOIBUYEH KHCYNT”
("Prevention Regimen For Effectively avoiding Second Strokes” (PRoFESS)) npu naumenTn Ha 50
FOAMHH HIIH NO-BBLA3PACTHH, KOUTO HACKOPO €A NOJYUYWIH MO3bY€H HHCYIT ce 3a0e/143Ba NOBUIICHA
4€CTOTa Ha Bb3HHKBAHE HA CENMCHC NPH TEJIMUCAPTaH B CpaBHeHHe ¢ rauebo, 0,70% cnpamo 0,49%

[RR 1,43 (95 % nosepurenen unrepsan 1,00 — 2,06)]; yectoraTa Ha BB3IHMKBAHE HA CENCHC ¢ daTaneH
H3XO[l € MOBHIICHA MPH NAalMEHTHTE, NpHeMatilH TeaMucaptan (0,33 %) cnpsMo nalMeHTHTE Ha
nnauedo (0,16 %) [RR 2,07 (95 % nosepurenen untepnan 1,14 — 3,76)]. Habnionaranara noeuinexa
JECTOTa Ha Bb3HHKBAHE HA CETICHC, CBBP3aHa ¢ ynoTpedaTa Ha TeMHCApTaH MOXKe Aa € CITy4aifHo
OTKPHTA WiH a € CEBP3aHa ¢ MEXAHH3bM, KOHTO € HEeMo3HAT 3a MOMEHTA. | o
JBe ronemMu paHaoMH3HpaHH koHTponupanu npoy4eaHus — ONTARGET (ONgoing Tt.ﬂ.mts"m FETA "~ “
Alone and in combination with Ramipril Global Endpoint Trial - Texyio rnobanto u;u;rkmé/he'za . ;_;;
KpaiHH TOYKH Ha TEIMHCAPTAH, CAMOCTOATENIHO H B KOMOHHALIMA C paMHIIpHIT) K VA: NEPHR&IN,@ L ‘{3‘
(KSTHHHYHO Mpoy4BaHe CBBP3AHO ¢ pa3BUTHE Ha HedponaThs npH aAuaber, NpoBeaeHO errs SR 1.';,-'3- V
MHHHCTEPCTBO NO BLAPOCHTE HA BETEPARHTE) — NMpOYUBaT ynotpebara Ha Kouﬁnﬂaﬁnna OT ACE
MHXHOHTOP W aHruoTeHs3uH ll-peuenropen Gnokep. T
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ONTARGET e npoyusane, nposeaeHO NPH NaLHEHTH C AHAMHE34 3a ChPACYHO-CHAOBA HITH
MO3BYHOCBHAOBA 0oJeCT, WK 3axapeH aHabeT THN 2, NPHAPYXEHH ¢ AaHHH 33 YBPEXKAaHe Ha
eekTOpHM opraHH. 3a no-noapobHa HHopmaLms BIKTE ,,ChPACUYHO-CHAOBA NMPOPUIAKTHKA™ NO-
rope.

VA NEPHRON-D e npoyusaHe npn nauMeHTH cbe 3axapeH anabet THN 2 u auaberHa HedponaTus.
Te3n npoy4BaHus He Moka3saT 3Ha4yuM Gnaronpusren edekT BLpXy 6b0peUHHTE W/HIH CHPAEUHO-
CBAOBHTE NMOCNEAMLIH H CMBPTHOCT, KaTo ChLIIEBPEMEHHO ca HabnionaBaHu NOBHLIEH PHUCK OT
XHIEPKAIHEMHS, OCTPO YBpexaaHe Ha OnbpenHTe W/IWIH XHNOTOHNA B CPRBHEHHE C MOHOTEPAITHATA.
Kato ce uMaT npensua cxoaHHTe UM apMakoAHHAMUYHH CBOCTBA, TE€3H PE3YJITATH Ca NPWIOKHMH
H 3a Apyru ACE wHxHOHTOpH M anrnorensuH Il-peuenropuu 6nokepu.

ACE unxuburopy 1 aHrvorensuH Il-peuenropuu 61okepH cienopatenHo He TpAGRa Aa ce H3NOI3BAT
€AHOBPEMEHHO MPH NALHEHTH ¢ AvabeTHa HeponaTua. -

ALTITUDE (Kn#iHn4Ho npoy4YsaHe NPOBEAEHO ¢ ATUCKUPEH NPH MALUMEHTH ChC 3aXapeH aMabeT T
2 ¢ M3MON3BaHE HA CHPACHHO-CHAOBH M OBOpeyHH 3a60/19BaHHA KATO KPaiiHH TOUKH ) € Npoy4BaHe,
peaHa3HAYEHO Jia M3C/ICBa M0A3aTa OT J00aBAHETO Ha AMMCKUPEH KbM cTaHaapTHa Tepanus ¢ ACE
MHXHOMTOD WM aHrHoTeH3UH I1-peuenropen 6110kep NpH NaLMEHTH Cbe 3axapeH auaber Tun 2 |
XpoHyHo 61p6peuHo 3abonaBaxe, chpacHHO-CHAOBO 3a6onABane Wik U asete. [IpoyupaHeTto e
MIPEeKpaTeHO MPEKACBPEMEHHO NOPANU NOBHUILEH PHCK OT HebaaronpuaThy nocaeanuy. Kakro
CbpJie¥HO-CHJIOBATA CMBPT, TaKa H HHCYJITHT Ca N10-4Y€CTH B IPYNAaTa Ha AIMCKUPEH, OTKOJIKOTO B
rpynara Ha nnauebo, a nNpeAcTaRNgBaMTE HHTEPEC HEXENAHH CHOMTHS H CEPHO3HH HEXETaHH
CLOMTHA (XMNEPKAIHEMHA, XUNOTOHHA H 6bOpeuHa nuchyHKUMA) ce croBIUaBaT No-yecTo B rpynara
Ha aNTHCKHPEH, OTKONIKOTO B rpynara Ha ruauebo.

[leanaTpuuHa nonynaauus
be3onacHoCTTa H €PUKACHOCTTA HA Tenuucapmﬂ MpH acLa K IOHOIUK Ha Bb3pacT noa 18 roauuy He

ca YCTAHOBEHH.
EdexruTe Ha NOHWKABAHE HA KPBBHOTO HANSTaHE OT JBE A03M TEIMHCAPTAH ca OLICHABAHH npH 76

~ MaMEeHTH C XMNEPTOHUS, MPEJHMHO ¢ HAAHOPMEHO TerJIO, Ha Bb3pacT oT 6 #o < 18 roauHu (TenecHo
Terno > 20 kg K < 120 kg, cpeano 74,6 kg) cnen npuem Ha tenmucaprad | mg/kg (n = 29 nexyBaHu)
Win 2 mg/kg (n = 31 nexyBaHH) 3a NEPHOI Ha IEYEHHE OT Y€THPH ceaMHULH. [IpH BuTIOYBaKe B

- H3C/ICABAHETO HATMYHETO Ha BTOPHYHA XMNEPTOHUA He e NpoyuBaHo. [Ipy HAKOM OT M3C/IEABAHHTE
MALMEHTH, H3NON3BAHHTE Q03K ca OMIIK NMO-BHCOKH OT Te3H, NPENOPHLYBAHH 34 JIEUEHHE Ha

~ XHNEePTOHHA NPH BL3PaCTHATa NOITYJIALHA, KATO Ca AOCTHTA/IM AHEBHA 1033, CbH3MepHMa ¢he 160 mg,
KOATO € NpOy4BaHa Npk BB3pacTHU. ClieAl KOpUIrHpaHe 3a eeKTH Ha Bb3pacTOBAaTa Ipyna, CpeaHo
npoMeHuTe Ha CAH cnpamo u3xonHuTe cToiHOCTH (ITbpBHYHA LET) ca -14,5 (1,7) mm Hg B rpynara
Ha TenMucapTal 2 mg/kg, -9,7(1,7) mm Hg B rpynarta Ha Teamucapran 1 mg/kg u -6,0 (2,4) B
ruianedo rpynata. Kopurupanure npomesu B JAH ot u3xoanuTte HHBa ca choTseTHO -8,4 (1,5) mm
Hg, -4,5 (1,6) mm Hg u -3,5 (2,1) mm Hg. [IpoMeHnTe ca ao3zo3asucumu. lanHure 3a 6e30nacHoCT,
OT TOBA NPOYYBaHe MPH NMALHEHTH Ha BBIPAcT oT 6 10 < 18 rognHu Karo uano ca NoaoOHH Ha Te3u
IMPH BB3PACTHH. be30NacHOCTTa MPH ABJITOCPOUHO JIEYEHHE ¢ TEIMHCAPTAH ITPH JELla ¥ IOHOLIH He €
OlICHABAHA.

[TosniueHHe Ha Opoa Ha eozHHOPHIUTE, CHOOIIABARO HPH TA3K NOMYIAIMS MMALHEHTH, HE €
YCTAHOBEHO MpH BB3PACTHH. KIHHHYHOTO My 3HAYCHHE HE € H3BECTHO.

KNHHUYHHTE 1aHHH HE MO3BONABAT Na Ce HAMpaBH 3aKJIIOYEHHE MO OTHOLIEHHE Ha ePHKACHOCTTA M
0e30MacHOCTTa Ha TE/IMHCAPTaH, NPH NEAHATPKYHA NOMYIAlHS ¢ XHIIEPTOHHA.

5.2 PapMaKkOKHHETHYHH cBOlicTBa

Abcopbumus
AbcopOumsTa Ha TeMHcapTaH € Obp3a, HE3aBHCHMO, Ye abCOpOHPaHOTO KONHYECTBO Bapupa.
Cpeanara abcomoTHa GHOHAIHYHOCT Ha TesiMHcapTaH € okono 50 %. Koraro Tenmucapran wmnema

Ha TCJIMHUCAPTAH HA r1aaHO WK C XpaHa.

¢ XpaHa, peAyKUMaTa Ha 00n1acTTa NOA KpHBAaTa IU1a3MeHa KOHLEHTPAUHKA-BPEME (AUCMJ’ Ha i 3\

TeJIMHCAPTaH BapHpa OT okono 6 % (40 mg ao3a) Ao okomno 19 % (160 mg no3a). Tpu/» /flg@ m&q NETIRN \

TNIPHITOKEHHE TIa3MEHHTE KOHLEHTPALMH ca NoA0OHH NPH NpHeMaHe i, / o R -5
/ o, Mo 1’. . i
|
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JIn"eliHOCT/HENHHEHHOCT
He ce ouaksa cnabara ramanasane Ha AUC na noeene no HamanaBaHe Ha TeparneBTHYHATA

epHKaACHOCT.
- HaMa nuHeHHa 3aBUCHMOCT MEXIY AO3MTE H IUIa3MeHHTe HHBA. Cmax M B nno-Manka crened AUC ce

NOBHLUABAT HEMPONOPLHOHANTHO NPH J03M Han 40 mg.

Pasnpenenenue
TenMucapraH ce CBLp3Ba B ro/IsiMa CTENEH ¢ MIa3MEHHTE NPOTeHHH (> 99,5 %), rnaBHO ¢ anbyMHH H

anga-1 xkucen rmoxonporevs. CpeqHUAT NPHBHAEH 00€M Ha pasnpee/ieHHe NpY NOCTHraHE Ha
cTalMOHapHO cbeToAarue (Vdss) e okono 5001,

buorpancdopmaums
TenMucapran ce MeTaboNM3MpPa Ype3 CBbP3BAHE HA OCHOBHOTO BELIECTBO ¢ NMIOKYpoHK. He e
HabmonapaHa ¢papMaKkoJIOrHyHa aKTHBHOCT Ha KOHIOMaTHUTE.

EnuMuHHpaHe .
TenmucapraH ce xapaxrepH3Hpa ¢ OHeKCNoHeHIHANIHA oTchadbsaina PapMaKOKMHETHKA C TEpMHHAJICH
CJIMMHHALMOHEH NONYKUBOT > 20 yaca. MakcHManHata nna3MeHa koHueHTpaums (Cmax) H B no-
MaIKa CTerneH o0JiacTTa 1o KpHBaTa fasMeHa KoHleHTpauna-epeMe (AUC) ce nopuinara
HENPONOPLIHOHAIHO Ha fo3aTa. HaMma JaHHK 3a KIMHHYECKH 3HAYHMAa aKyMyJlallMg Ha T€/IMUCApTaH,
MPHET B MPENOPbYBAHUTE N03H. [LnazMeHHTE KOHLIEHTPALMH ¢a NMO-BHCOKH TPH XKEHH, OTKOJKOTO NpH
Mbxe, 6e3 TOBa [a € CBBP3aHO C BJIMAHHE BBPXY e(DHUKaCHOCTTA.

Cnen nepopanHo (M HHTPABEHO3HO) NPWIOKEHHE TEIMHCAPTAH C€ €KCKPETHPa NOYTH H3LAAO C
(pexanuuTe, riIaBHO KATO HENPOMEHEHO CheaHHEeHHe. KyMynaTHBHATA ypHHapHa ekcKkpetms € <1 % ot
no3ara. TotanHuat miasMeH KnupsHCE (Cltot) e Bucok (okono 1 000 ml/min), cpasHeH ¢
yepHOAPOOHHA KpbBeH NoTokK (okono 1 500 ml/min).

CnenMansy nofrynaumuy
[Teduampuyna nonynrayus

DapMakOKHHETHKATa Ha JBE AO3H TEIMHCAPTaH € OLiEHABAHA KATO BTOPHYHA L)1 MPH NALMEHTH C
XHIepToHHA (n = 57), Ha Bb3pacT oT 6 10 < 18 roauHw cnen npueM Ha TenMucaprad | mg/kg win
2 mg/kg 3a nepuos Ha JE€YEHUE OT YETHPH CeAMHLIH. DapMaKOKHHETHYHHTE LE€AH BIJIIOMBAT
OMpEAE/ISHE HA CTAL{HOHAPHOTO CHCTOSHHE HA TEIMHCAPTAH NpH Jella ¥ IOHOIIH, U MPOYYBaHE HA
pazNMYHATA, CBLP3aHH ¢ Bb3pacTTa. Bhnpeky, e npoyuBaHeTo € OMi10 MHOrO MaJIKo 3a 3HaUMMa
OLICHKA Ha apMaKOKHHETHKATA ITPH Aeua Mok 12 roauHK, pe3ynTaTHTe B MOBEYETO CTyYaH ¢a B
CHOTBETCTBHE C HAXOMAKHTE NPH BBL3PACTHH H MOTBLPKAABAT HEJIMHEHHOCTTa HA TEIMHCAPTaH,
ocobeHO Mo OTHOoLIeHHE Ha Cypx

Ionroea obycrogenocm
Ha6nionaBaHu ca NONOBH pa3iHung B MJ1a3MeHHTE KoHUEHTpauHH. Cmax 1 AUC ¢h0TBETHO 0KOMO 3

H 2 ITETH BIO-BHCOKH [MPpH XKCHHUTEC, CPABHEHH € TE3H ITPH MBXKETE.

Cmapuecka ev3pacm
®apMakOKMHETHKATA HA TEJIMHCAPTAH He C€ Pa3IH4YaBa MEXKAY NAUHEHTH B CTApPYECKa Bh3PacT H Te3H
Mo-MJaaH OT 63 roautH,

bvbpeuno yapeacoarne

[Tpy naiHeHTH ¢ IEKH 0 YMEPEHH M TCXKKH YBpEKIaHHA Ha 61p0peunara ¢pyHkuMs ce Habonasa
yYABOSIBaHE Ha IUIa3MEHKTE KOHICHTpaurHH. Habmopasar ce no-HHCKH 1a3MEHH KOHLCHTPaLMH NpK
nauHeHTH ¢ 6bOpeyHa HeJOCTATBLHHOCT, NOAIOKEHH Ha Auanu3a. [Ipu 6onHM ¢ 6B0peyHa
HEIOCTATEYHOCT TEJIMHUCAPTAH CE CBBP3BA B IOJIIMA CTEMeEH C IUIA3MEHHTE NPOTEHHH H HE MOMC [T~
6bae oraenen npy avannza. Ilpu naumeHTH ¢ 66peYHH YBpeXKAaHU eNUMUHALHOHHUES cm&kﬁ’ﬁ ..; N
HE € NPOMEHCH.

qepnac)poﬁnﬂ yapesicoanue | H o ‘:-T-;f A
DapMaKOKMHETHYHHUTE TIPOYYBAHHS MPH TIALMEHTH C YEPHOOPOOHH YBpEXKAAHHA no;&mt R
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noBHLIaBaHe Ha abcomoTHara GHoHanHYHOCT A0 okoio 100 %. [Ipu nauneHTH ¢ yepHOAPOGHH
YBpeXJaHus CTUMHHALIMOHHUAT MOJTY>KHBOT HE € IIPOMEHEH.

5.3. IlpeaxnunnuHu sanaH 33 Ge30MACHOCT

[Ipy npexiHHHYHK NpoyYBaHHA 3a 0€30NAaCHOCT, 03K, CPABHUMH C TE3M B KIIHHUUHUS
TCParnesTH4EH JHanasoH, ca MpeAH3BHKAIH HAMANIABAHE Ha NapaMeTPHUTE Ha YEPBEHHTE KPHBHH
KJIETKH (€PHTPOLMTH, XeMOTNIO0OHH, XEMATOKPHT), MPOMEHH B 6b0peuHaTa XeMOAHHAMHKA (TOBHILEHO
HHUBO Ha YPes B KPBBTA H KPEATHHHH ), KaKTO H MTOBHIICH KaiHii B CEpyMa Ha HOPMOTEH3HBHH
uBOTHH. [1pu Kyuera ca Habmonaeann 6u6peuHa TyGynapHa aunarauns u atpodus. [Ipu mrexose u
Ky4eTa € OTOE/NA33HO ChILO YBPEKIaHE Ha CTOMAILIHATA MYK03a (€pO3Hs, A3BY WIH Bb3naieHue). Teau
(hapMaKoNIOTMYHO MEIHHPAHH HEXKEIIAHH JIEKAPCTBEHH PEaKLMH, H3BECTHH OT NMPeNKTMHUYHHTE
NMPOY4BaHHs C HHXHOHTOPH HA AHMMOTEH3HH KOHBEPTHPALIMS €H3HM M aHrHoTeH3HH 1 Gnokepw, ca
NPEAOTBPATEHH Upe3 NepOpalHo N0GABIHE HA (HIHOIOTHYEH pa3tBop. [Ipu ABaTa BUAA XKHBOTHH ca
Habmogapay NOBMIIEHa AKTHBHOCT Ha TU123MEHMA PEHHH M XMNepTpodus/ Xunepruiasud Ha
FOKCTarIOMEpYyJIHUTE KIETKH. T€3H MPOMEHH, KOHTO ca ChILO M e(eKT Ha HHXHUOHTOPHTE Ha
4HIMOTCH3UH KOHBEPTHpAllHA €H3HWM H Ha IpYrH aHrHoTeH3uH 1l peuentopun 6nokepu, HaMmat
KIMHHYHE 3HAYHMOCT.

Hsama AcHH noxasaTencTsa 3a TepaToreHeH egekT, BLIIPEKH TOBA fPU TOKCHYHM JO30BH HUBA HA
Te/IMUCApTaH € HabnloniaBal edekT BbPXY MOCTHATAITHOTO PA3BHTHE Ha ROTOMCTBOTO KATO HO-HHUCKO
TEJIECHO TEIJIO, 3aKbCHABALLIO OTBAPAHE Ha OYHTE.

HaMa 1aHHH 3a MyTareHHa ¥ CbOTBETHA KJIACTON€HHA AKTHBHOCT MPH U3NUTBAHUS in Vitro U 3a
KapLUHHON€HHOCT NMPH IUTbXOBE H MUILIKH.

He ca HabnonasaHy edeKkTy Ha TENMHCAPTaH BBPXY (PepPTHIHTETA IPH MBIKKHTE MITH )KEHCKHTE
)KMBOTHH.

6. DGAPMAILEBTHYHH JAHHH

6.1 Chnachbk HA NOMOIHKTE BEIRECTBA
MerayMuH

Copburon (E420)

Hatpues xuapokcua

IToBuaoH 25

MaruxesneB creapar

6.2 HecnbBMecTHMOCTH

Henpuioxumo.

6.3 Cpox na rogaocr

2 rOAHUHM

6.4 Choenuanny yc/I0BHS HA CLXpAHERHE
Ha ce cvxpanasa noa 30°C. Jla ce cpxpaHsBa B OpHrHHANIHATA ONAKOBKA, 34 [ ce Mpe/Na3H OT Bhara.
6.5 Baa s ebaALpKARAE HA ONAKOBKATA

OPA/AI/PVC/Al 6aucTep, creBallia ce KApTOHEHa KYTHA.

Pa3Mep Ha onakoBkuTe: 28, 30, 56 win 90 Tabnerkn.
He BcHUKH BUAOBE ONAKOBKH MOraT Ja ObAaT mycHaTH B npoaax6a.
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6.6 Coeunaasm Dpeana3HR MepKH NPH A3XBbPJANHE H paboTa

TenmucapTtal TpabBa a ce chXpaHsABa B 3aleuaTaHHA 6nHCTep, NOpajH XHIrpOCKONHYHHTE CBOHCTBRA
Ha Tabnerkure. TabneTkure Tpa6Ba Aa ce U3BaXAAT OT GNIKUCTEPA HENOCPEACTBEHO NPEAH NPHEM.

7.  TIPHTEXATEJ HA PA3PEINEHMETO 3A YIIOTPEEA

Zentiva, k. s.,

U kabelovny 130

Prague 10,

Yewka PerryGnuka

8. HOMEP(A) HA PASPEIIEHHMETO 3A YIIOTPEBA

20100395

9. JATA HA ITBPBO PA3PEINIABAHE/MIONHOBABAHE HA PAZPEINIEHHETO 3
YIIOTPEBA -

21.06.2010/ 30.11.2016

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

03.04.2026 r.
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