IHPNJTOXKEHHUE 1
KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA



A VIEITA
292y L5-09- 0%

1. UME HA JIEKAPCTBEHUA ITPOAYKT
Tenmucapran CTAJIA 80 mg ¢punmupanu tabiieTku

Telmisartan STADA 80 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabnetka cbabpka 80 mg renmucapran (felmisartan).

[TomolHM BeleCcTBa ¢ U3BECTHO ACHCTBUE: BCsiKa TabneTka cbabpaka 434,70 mg nakro3a (rnoj ¢opmara Ha

1aKTO3a MOHOXHM/ApaT).

3a MBJIHUS CITUCHK HA MOMOLIHUTE BELLECTBA, BHKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

dunmupana tadJeTka.

Koarn uamupanm Tabnetku ¢ popma Ha KarncyJa, ¢ rpasupad Hajanuce "80" ot eaqHara ctpaHa u L, 17 oT
Jpyrara crpaHa.

4. KIMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3ZAHHSA
XHUIEPTOHHUS
JleyeHue Ha eceHIMaiHa XMIIEPTOHUS MPH Bb3PACTHH.

CbpaeyHO-Cb/10Ba NpodHIaKTUKA

HamansiBaHe Ha Cbhp/Ie4HO-Ch10BaTa 3a001€BA€MOCT MPH MALMEHTH C:

1) u3gaBeHa atepoTpoMOOTHYHA Chp/ICYHO-CHA0BA OONECT (aHaMHe3a 32 KOpoHapHa 00NeCT Ha CbPLETO, MO3bYEH
MHCYJIT WM nepudepHo aprepHaaHo 3ab0ssBaHe) WK

2) 3axapeH auabeT THI 2 ¢ YCTAaHOBEHO YBPEIK/1aHE Ha KPaHHUTE MPHULIESTHA OpraHH.

4.2 J10o3MpOBKA H HAYHH HA NPHJIONKEHHE

JleyeHHue Ha €CEHLIMATHA XUTTEPTOHHUSL:

O0uKHOBeHO e(pekThUBHATA /1034 € 40 mg Be/IHbK JIHEBHO. HAKOM nMallMeHTH MOrar Jia ce MnoBJMAST J10PH U OT
nHeBHa J103a ot 20 mg. B ciyyauTe, B KOUTO HE C€ MOCTUra JKEJIaHOTO KPbBHO HaJiAraHe, i03ara Ha
TeIMHUCcapTaH MoXke Jia Ob/ie noBUieHa MakcuManHo /10 80 mg Be/iHbkK AHEBHO. [Ipu pelnenue 3a nosuinaBaxe
Ha Jlo3ara, TpsAOBa /1a ce Uma NpeiBU/l, Ye MAKCUMAaTHUAT AaHTUXUTIEPTEH3UBEH e(DeKT ce JI0CTUra B paMKHUTE Ha
4 no 8 ceaMHMILM clie HA4aJI0TO Ha JieyeHHeTo (BXK. Touka 5.1).

Cbp/ie4HO-CbI0Ba NNpoduIaKkTHKA:
[IpenopbuBanara j103a ¢ 80 mg BeaHBXK AHEBHO. He e u3BecTHO nanu no-Hucku 103 ot 80 mg TesimucapraH ca
e¢(heKTHBHHU 3a HAMaJIsiBAaHE Ha CbpPAEYHO-Chl0BaTa 3a00JIEBAEMOCT.

HPH 3arno4yBaHe Ha JICHCHHUC C TCIIMUCAPTAH 34 HAMAJIABAHC HA CbpACHHO-ChbA0BATA 3a00J1€BA€MOCT Ce
npenopbYBa BHUMATEITHO MPOCCAABAHE HA KPBbBHOTO HaJIAraHe v aKko CC€ Hallara, KOpUIrHpaHe Ha JICKapCTBaTa,
KOHUTO INMNOHHKABAT KPbBHOTO HAJIAT'AHC.




CnenManHy nomyJTaumu:

br6peuHo yepexaane: [Ipu naumenT# ¢ neko o cpeAHo Texko OnbpedHo yppexaaHe He ce Hajlara NpoMsHa B
no3upoBkarta. ChLIECTBYBALIMAT OTMT [PU NALMEHTH C TEXKKM HapyleHus Ha ObOpevHaTa QyHKLIUS WK
xeMoaHanKia e orpaHiyeH. [Ipu Te3u nauueHTH ce NpenopbrYBa NO-HACKA HauanHa no3a oT 20 mg (Bxk. Touka

4.4).

Yepuoapobuo yepexaane: [Tpu nauueHTH ¢ AeKO JO CPEAHO TEXKKO YEPHOAPOOHO YBpeKIaHe TO3HPOBKATa HE
TpAOBa na Hanpuuasa 40 mg BEHBXK AHEBHO (BXK. TOUKa 4.4).

[IaliMEHTH B cTapueEcKa Bh3pacT |
He e Heo6X0MMO KOPHUIrUpaHe Ha J03aTa [IPH NMALHEHTH B CTap4yecKa Bb3pacT.

IlenvaTpyyuHa nonyaanns
He ce npenopwusa ynotpebara Ha Tenmucapran CTAJA npu peuta noa 18 roqMHHu nopajaM JiMncara Ha JaHHH
3a 6e30MacHOCT U ePHKACHOCT. -

Hauuy Ha npueMaHe:
TenmucapTan MOXe Aa ce prUeMa ¢ WiIn 6e3 xpaHa.

4.3 IIpoTHBONOKA3AHAS

¢ CBpBXYYBCTBUTEIHOCT KbM JIEKAPCTBEHOTO BELIECTBO UIIH KbM HAKOE OT NOMOLIHATE BELLECTBA
(u36poenH B TOUKa 6.1).

BTopo 1 TpeTo TpuMeceure Ha OpeMeHHOCTTa (BX. TOUKH 4.4 1 4.6).
OOcTpYKTHBHU 3a00NABaHHA Ha XUThbYHHTE IBTHLIA.
Texxo uepHoApoOHO YBpeKIaHeE.

EnuospeMenHara ynorpeba Ha Tenmucapran Craga ¢ anMCKHMPEH-ChAbPKAIIH MPOAYKTH €
MPOTHBOIMOKA3aHAa MPH MAaLMEHTH CbC 3axapeH auabet wiu 0p0peuno yepexcaane (GFR < 60

mUmin/1,73 m’) (ex. Touku 4.5 u 5.1).

4.4 CnenAaJIHH NpeaynpexaeHnd H NIpeANa3HH MEPKH NpH ynorpeda

bpeMeHHOCT

He TpsabBa na ce 3amosuBa npueM Ha aHTMOTeH3UH Il peuenTopHH aHTarOHUCTH 110 BpeMe Ha OpeMEHHOCT.
[TaumeHTKHTE, KOMTO IUIAHUPAT OpeMeHHOCT, TpadBa 1a MPEMHBAT KEM aNTCPHATHBHO AHTHXHIICPTEHIUBHO
AeYEHHE C YCTAaHOBEH Npodmi Ha Oe30macHOCT npH ynoTtpeda 1o BpeMe Ha OpeMEHHOCT, OCBEH aKO C€ CUHTA, Ye
€ oT ocobeHa BaXHOCT 13 ¢€ NPOABIAKH JIEYEHHETO ¢ aHTHOTEH3HH 11 peuenTopHn aHTAroHUCTH. AKO €
IUarHoCTULMpaHa OpeMeHHOCT, TeyeHHeTo ¢ anrunoTensuH 1l peuentopHu antarondcTy Tpadsa HezabaBHO Aa
6bJie PeyCTAaHOBEHO M aKo € MOAXOAAILO Aa 6bAe 3an0YHATO ANTEPHATUBHO JieYeHHe (BX. TOYKH 4.3 u 4.6),

YepHoapoOHO yBpexciane

Tenmucapran Ctana He TpsaOBa 1a ce npUiara NMpH MaLKUeHTH C X0NecTasa, ¢ HJIbUHH OOCTPYKTHBHH HapyLUEHHA
HJTA TEXKKO 4epHOAPOOHO yBpekaaHe (BXK. ToUKa 4.3), ThbH KaTO NO-roAsMaTa 4acT OT T€JIMHCApTaH ce
€NMMHHHPA upe3 xUThbuKaTa. IIpy Te3u naieHTH MOXKe [a Ce 04YaKBa HAMAIEH YEPHOAPOOEH KIIMPHHC.
Tenmucapran CTAJIA TpaOBa na ce npujiara BHUMAaTENHO NPH MMALHEHTH € JIEKH 10 CPEAHO TEXKKH HAPYILICHUS
B yepHOApOoOHaTa PyHKLIMA.

PeHoBacKynapHa XHNICPTOHHSA
Korarto nalpeHTH ¢b¢ CT€HO3a Ha ABere OBOpeUHH apTEpHH HITH CTEHO34a HA apTepHATa KbM €IHH

dbyukuronupary 6s0pek ca TpeTUpaHu ¢ NieKapcTBa, MOBIUABALIH CUCTEMATA PEHHH-2HIHO
CBLIECTBYBA MOBHLICH PHCK OT TEXKA XUMOTOHKA U OBbOpeyHa HEAOCTAThYHOCT.




bupeuno yBpexnate U 6b0peyHa TpaHCIUIaHTALHS
Korato ce winonssa Tenmucapran CTAJIA npu nauueHTy ¢ HapylLieHa Ob0peuHa QyHKIHA, CE MpenopryYBa

NepHOJIHYHO MOHHTOPHPAHE HA KaIHA M CEpYMHOTO HHUBO Ha KpeaTuHHHa. Hama JoCTaThb4HO JaHHH MO
OTHOLLEeHHe Ha npuioxenneTo Ha Teamucaprad CTAJIA npu nauuMeHTH, NPeTHPHeaH Hackopo 6s0peyHa

TPAHCIUIAHTALIHA.

Brrpecsaosa XHAOBOJIEMHS
CuMNTOMaTUYHA XHIIOTOHHUA, 0cobeHo ciien mbpsata fo3a Tenmucapran CTAIA Moxe na ce HaOmoaaBa npy

NAUMEHTH C TEXBbK HATPUEB AehHLIMT WM HaMmalleH o6eM Ha LMPKYJMpaliaTa KpbB NpyU MOLIHA JHYPETHYHA
Tepanus, AUETa ¢ OMPAHHUCHO NPHEMAaHE Ha COM, AUapHa WK NoBpblaHe. TakuBa cbCTOAHUA TpAOBa fa ObaaT
KopurHpanu npeau npuiokenne Ha Tenmucapran CTAJIA. HarpuesusT nedUUMT H/HUIH HAMANEHHAT 00eM Ha
LIMPKYJIMpaINaTa KpbsB TpadBa na Obae kopurkpan npeau npunoxkeHue Ha Tenmucapran CTAJIA.

IIBoiino 610KHpaHe Ha peHHH-aHT'HOTEH3UH--A1II0CTepOHoBaTa cHcTeMa (PAAC)

WUMa nanuHM, ue enHoBpeMeHHarta ynorpeda Ha ACE unxuburopu, aHrHoteH3uH II-peuenropHu Onokepu WiH
aTUCKHPEH MOBHIIABA PHUCKA OT XMIIOTOHHA, XUNEPKaHEMHs H HaMalsBaHe Ha GubpeuHara QyHKLHS
(BKIIOUHTENHO OcTpa OBOpeuHa HepocTaTbuHOCT). [lopaau ToBa He ce npenopbyBa ABOWHO O/IOKHpaHe Ha
PAAC upe3 komOunupanara ynorpedba Ha ACE unxuburopu, anrvorensut [I-peuernrropin 6nokepu wiu
anucKHpeH (Bx. TOYKH 4.5 K 5.1). |

AKO ce MpeLEeHH, Ue TepanusaTa ¢ ABoHHO 6nokupaHe e abconoTHO HeoOXoaUMa, TOBA TpADBa a cTaBa caMo
rnoj HabIHOAEHHETO HA CMIELIHATMCT H MPH YECTO BHHMATETHO MOHUTOpHpaHe Ha Ob0OpeuHarTa PyHkLm,
€JIEKTPOJIMTHTE B KPBBHOTO HAJIATAHE.

ACE uuxubutopH 1 anruoreHsuH II-peuentopun 6nokepn He TpsidBa fa ce U3MON3BAT CAHOBPEMEHHO MpPH
naluueHTH ¢ gnabeTHa HedponaTus.

I'H ChCTOAHMA CHC CTUMYJIAUMS Ha CHCTEMATA PEHUH-AHTHOTEH3UH-a1IOCTEPOH
[Tpy naLmeHTH, YHATO BacKyaapeH TOHyC U Ob0peuna (pyHKLMs 3aBUCAT OCHOBHO OT aKTHBHOCTTA HA CUCTEMATA
PEHHH-aHTHOTEH3HH-ANA0CTEPOH (HanpuMep NauueHTH C TEXKa 3aCTOHHA CbpAevHa HEIOCTATBYHOCT WK
" nognexatno 6uopeuHo 3abonsaBane, BKIFOYUTENTHO K CTEHO3a Ha ObOpeunHarTa apTepis), IEUEHHETO C
NEKapCTBEHH NMPOIYKTH, KOUTO NOBIHUSBAT Ta3y CHCTEMA, KAaTO TEJIMHCAPTaH, NPEAH3BUKBA OCTPa XHITOTOHHA,
XHIIEPA3OTEMUS, OJTUTYPHSA WK PAAKO ocTpa ObOpeyHa HepocTaThuHOCT (BXK. TOYKa 4.8).

[ IbpBUYEH XHIEPATAOCTEPOHUIBM
[TaiueHTH C MBPBHYEH XHIEPANAOCTEPOHHUIBM MO NPHHIIMI HAMA J1a pearupaT Ha aHTHXHIIEPTEH3HBHU

NneKapcTBeHH NMPOAYKTH, ASHCTBALUM upe3 HHXHMOHLIMA Ha cucTeMara peHHH-aHrHoTeH3uH. [lopaau ToBa,
ynotrpebara Ha TEIMHUCApPTaH He Ce NIPENOpPhYRA.

CreHo3a Ha AOPTHATA U MUTPAIHA Kaana, O0CTPYKTHBHA XHNEPTPOPHYHA KApAHOMHONATHS
KakTo mpH Apyrurte Ba3oAW1aTaToOpH, CieMaJHO BHUMAHHE € He0OXOAMMO NpH MAUHEHTH, CTpaJaluH

OT aOpTHA WJIH MUTpPAJIHA CTEHO3a WK OOCTPYKTHBHA XUIIEPTPOPHIHA KAPAUOMHOMNATHS.

HHQHBHTH C QHRGET, JEKYBAHHU C HHCYJIHH WIH RHTMHaﬁeTHH CpeaACTRA
HPH TaKHUBa NMNaUuHCHTH MOXKE Ja HACTDHIIH XHUINOrMUKEMHAA [1PH JICHEHHUEC C TCIIMHCAPTAH, HOPMH TOBA IPH TAKHBA

MALIHCHTH CE€ HaJllara .HPOCHB,E[HB&HB Ha HHBaTa Ha KpbBHAaTA 3axap, H KOraro CC HaJlara - aldllITUpaHE Ha J03aTa
Ha HHCYIJIUH HUIH B.HTPI,I[HaﬁBTHH CpeacTsa.

XHOepKaIHEMHs
Ynorpebara Ha JieKapCTBEHH MPOLYKTH, KOMTO NOBAKABAT CUCTEMATa PEHHH-GHIHOTEH3H

A0BEIC IO XHUIEPKAITUCMHAL.




XunepkanueMHaTa MOXKe J1a Obae ¢ partaneH U3Xo[ NpH MauHEHTH B HaMpeaHana Bb3pacT, IPH MaLHEHTH ¢
6e0OpeyHa HeNOCTATBEYHOCT, MPK NAaLUMEHTU ¢ AHaber, NPH NALUHEHTH, NEKYBaHH EJHOBPEMEHHO H C APYTH
NIEKAPCTBEHH MPOAYKTH, KOUTO MOraT Aa NOBULUIAT HHBATA HA KaJlks W/WIH NpPH MNaUHEHTH C NPUIPY>XaBallH
CLCTOAHHA.

[Ipeau Aa ce B3eMe peLEHHE 32 SAHOBPEMEHHO NPIWIOKECHHE HA JIEKAPCTBEHHK NPOAYKTH, KOHTO MOBJIKABAT
CHCTEMATa PEHHH-AHTHOTEH3HH-AIIOCTepOH, TpAGBa Aa ce NMpeLieHH ChOTHOLLEHHETO No3a/ PHCK. |
OCHOBHUTE PUCKOBH (PAKTOPH 3a BE3HUKBAHE HA XHIEPKATMEMHUS, KOMTO TpAOBA N1a ce B3eMaT Mo/ BHUMaHUE
ca: |

- 3axapeu nuaber, 0p0pedHO yBpeKaAaHe, Bb3pacT (>70 roguHu)

- KoMOuHauus ¢ eAH WK NOBeUe JieKapCTBEHH MPOAYKTH, KOMTO MOBHABAT CHCTEMATA PEHUH-AHMHOTEH3UH-
ANIOCTEPOH W/ WK KanuesH N00aBku. JlekapcTBeHM NPOAYKTH HIIH TEPaneBTHYHM IPYIH JIEKAPCTBA, KOHTO
MOFaT 1a MPeJH3BHKAT XHNEePKANUEMHS €2 COMEBH 3aMECTUTENH, ChIBPKALIHW KM, KaIHH-CbXpaHABALIH
auypetuun, ACE HHXMOMTOpPH, aHrHOTEH3HH 1] peuentopHH aHTaroHMCTH, HECTEPOHAHH
npotuBoBb3nanuTentu cpeactsa (HCIIBC siniountenHo cenektusuyd COX -2 UHXUOHTOPH), XeMapHH,
UMYHOCYNPECOPH (LIMKJIOCMIOPHH HJTH TAKPOIMMYC) H TPUMETONPHM.

- UuTepkypeHTHH CHOMTHA U NO-CNIELMANTHO AeXHAPAaTHpPaHE, OCTpa ChpACYHA ACKOMITEHCALIHA, MeTabOIUTHA
alMa03a, BaoweHa 6u6peuna QyHKUMSA, BHE3AMHO BIOLUIABaHe HA GBOpeUHOTO

CBCTOAHHE (HATIPUMEP HHPEKLIMO3HU 3a00/1BaHUA), KIETBYHO JIH3UpaHe (HaNpHMEP OCTpa HCXEMHS Ha
KpaliHHKa, pabaoMuonu3a, o0lIUpHa TpaBMa).

[lpyu pHCKOBH NALIHEHTH CE MPENOPbYBa BHUMATEIHO MOHUTOPHPaHe HAa CEPYMHHS Kaiuii (BXK. TOUKa

4.5).

ETHUYECKH pasiH4uA:

Kakro e HabmogaBaHo npH HHXUOMTOPUTE HA AHMMOTEH3UH KOHBEPTHPALLHA €H3UM, TEJIMUCAPTAH W JPYFHUTE

aHruoTeH3uH II peLienTopHM aHTArOHKUCTH Ca OYEBHAHO MO-MATKO €(PEKTUBHU B NOHMKABAHETO HA KPBBHOTO

HajAraHe MpH Xopa OT YEpHATA paca, OTKONKOTO [MPH APYTHTE PACH, BEPOATHO NOpaaH No-4E€CTOTO CPELLAHE B
yepHaTa MOMyJ1aUMa HA HUCKO PEHUHOBO HHBO C MPOABH HA XUIEPTOHUS.

HUHTEeCTHHAIEH aHTHOEIEM

3a MHTECTMHAIEH aHrHoeAeM ce ChoOLIABa NPH NAaLKEHTH, NEKYBaHU ¢ aHrHOTeH3HH Il peuentopHH
aHTaroHuctd (Bx. Touka 4.8). Tesu mauueHTH HMaT KOpeMHa Oonka, rajieHe, NOBPbHLAHE U JUAPHAL.
CHMHOTOMMTE OTUIYMABAT CJIE] NPEYCTAHOBABAHE HA AHrHOTEH3HH Il pelienTOpHUTE AHTArOHHCTH. AKO ce
JHATHOCTHIIMPA UHTECTHHANICH aHIMOEAEM, JICHSHHETO C TENIMKCcapTaH TpAOBa Ia ¢ NPeyCTaHOBH H 1A Ce
3aMOMHE NOAXOAALLC HAdMoAEHHE A0 TBJIHOTO OTIIYMSBaHE HA CHMIITOMMTE.

EQ!FH

KakTo npy Apyrs aHTUXHNEPTEH3UBHUA ar€HTH, EKCLIECHBHATA PEAYKLMS Ha KPBbBHOTO HANAMaHE APH NALMEHTH C
HCXEMHYHA KApAUONATHA WIH HCXEMHYHO KApHOBACKY/IapHO 3a001sBaHe MOXKE 1a J0Bene 10 MUOKApIAEH
HHGAPKT WIHA HHCYJIT.

IloMOIIHH BELIECTBA

JlakTo3a

To3u nekapcTBeH NMPOOYKT ChAbPXKA JAKT03a MOHOXKApAT.JlalieHTH ¢ pelkH HACIEeICTBEHH MPODIeMH Ha
HEMOHOCHMOCT KbM Fa1aKTO3a, MbJIEH JakTa3eH e HLINT HIIH TIOK030-ralakto3Ha Manadcopbuus He TpaOBa

Aa HPpHEMAT TOBA JICKApPCTBO.

Hatpuis
To3u nekapcTBeH NPOAYKT ChAbPXKA No-Manko ot 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.€. MOXKe Aa Ce Kaxe,
ye NPaKTHYeCKH HE ChIbpKa HATPHA.




4,5 BiaumopeilicTBue ¢ APYrd JeKAPCTBEHH NPOAYKTH H Apyra ¢opMH HA B3aHMojAeHCcTBHe
[MpoyuBaHHA 32 B3IaHMOCHCTBHATA ¢a NPOBEXKAAHH CAMO IMPH BH3PACTHH.

KaxTo H Apyrure JeKapcTBEHH NPOAYKTH, KOMTO MMOBIHABAT CUCTEMATa PEHUH-aHTHOTEH3HH-ANIA0CTEPOH,
TeJIMHCAPTAH MOXKE Ad NpeIu3BHKa XUnepkaauemus (Bx. Touka 4.4). Tozu prck MOXe Ja Ce YBEJIHYH B CiTyvaii
Ha KOMOHHHMPAHO JIeUeHHE C APYTH JIEKAPCTBEHU NMPOLYKTH, KOKTO ChIHO MOraT Aa Mpean3BHKaT
xunepxanueMus (CoNeBH 3aMECTHTENH, ChIALPXKALIH KATWHA, KauH-cbXpanaBawy auypertuun, ACE
HHXUOUTOPH, aHrHOTEH3UH II peLenTOpHH aHTaroHNUCTH, HECTEPOUIHH TIPOTHBOBB3MATMTEIHH CPEACTRA
(HCIIBC sxmounTtenno cenexruBiu COX -2 HHXHOHTOPH), XeNapuH, UMYHOCYNpecOopH (LUKIOCTIOPMH HIIH
TaKPOAUMYC) U TPHMETONPHUM).

BE3HHKBAHETO HA XHIMEPKATHEMHUS 3aBHCH OT CBbP3aHUTE C TOBa PUCKOBH (pakTOopH. PHCKBT ce noBHiLaBa npH
[Mo-rope Nnoco4YeHuTe JevedHn KoMOUHAUMH. PUCKET € 0COOEHO BUCOK NMPH KOMOHHALIKA ¢ KalTHH-ChXpaHABallH
OHYPEeTHIIH B KOraTo ¢ KOMOMHKpA ChC COJIEBH 3aMECTHTE/IH, ChABpPIKalUM Kaui. HanpuMep npu koMOHHaLHA
¢ ACE nuxuburopu nwnn HCIIBC pucksT € no-Manbk, py yCa0BHE Ue CTPHKTHO C€ Cra3BaT NpeAna3sHUTeE

MEPKH IMpH ynoTpeda.

Eonospemennomo npunodicerue He ce npenopvuea c.

Kannii-chbxpaHABaliy AHYPETHIIH WIW KaTHEBH NO6ABKH:

AHruoteHsnH Il peuenTopHUTE aHTATOHUCTY, KAKBBTO € TEJIMUCAPTAH, HAMAIABAT 3arydara Ha KajluH, KOsTo ce
NPUAM3BHKBA OT AuyperuuuTe. Kanui-chbXxpaHsBaldTe AMYPETHLH KaTO CMTHPHHOMAKTOH, €NJIEPEHOH,
TPHAMTEPEH WK aMUIIOPH], KaldeBUTe N00aBKH HIH CONIEBHTE 38MECTHUTENH, ChAbPXKALIW KaaHi Morar Ja
JOBEJAT A0 3HAaYHMO NMOBUIIIABAHE Ha CEPpYMHMs KaATUNA. AKO €AHOBPEMEHHOTO MPUI0KEHHE € MoKa3aHo Mopaiu
YCTAHOBEHA XHMOKAJIMEMKA, TO TpsOBa Aa ce U3BBLPLUBA C MOBHLICHO BHUMAHHE W TpsaOBa yecTo aa ce
MOHHTOPUPA CEPYMHUA KAIHH,

JINTHIHA:

[lo BpeMe Ha eIHOBPEMEHHO MPUIOKEHHE HA TIUTHH C HHXHOUTOPH HA RHFHOTEH3WH KOHBEPTHPALUHMS €H3HM H ¢
aHruoreHsuH Il peLenTopHy aHTaroHKUCTH, BIJTIOMUTENTHO TENIMUCApPTaH, ca HabmoaaBaHu 06paTuMO
MOBHIIIEHHE HA CEPYMHUTE JIMTUEBH KOHLEHTPALMH H NPOABH HA TOKCHYHOCT. AKO TazH KOMOHHaLMA €
HeoOXoHMa, ce€ MPEeNnOpPbUYBa BHUMATEJTHO MOHHTOPUPAHE HA CEPYMHHUTE HUBA Ha JIMTHA.

Eonoapemennomo npunodicerue u3UCK8a NOBUUIEHO BHUMAHUE NPU ;

Hecrepornasu npoTHBOBLINAIUTENHY CPEACTRA.

HCTIBC (T. e. aLleTHACATHIIMIIOBA KHCETHHA B IPOTHBOBL3NANHTENHH 4034, COX -2 HHXUOHUTOPH H
nHecesiekTHBHH HCTIBC) Morart na HaMansaT aHTHXHNEPTEH3UBHUA e(PeKT Ha aHrnoTeH3uH Il peuenropHuTe
aHTaroHucTu. [1pn HAKOM MauMeHTH ¢ HapylleHa Ob0peyHa QyHKUMS (HATpUMED AEXHAPATHPAHH NALIKEHTH WU
NauMeHTH B HANpPeJHAaNa Bb3pacT ¢ HapylweHa 0b0pevyHa QyHKIHA) €IHOBPEMECHHOTO NPHUIIOXKEHHUE HA
aHrHOTeH3HH 1] peLenTopHH aHTArOHHUCTH M JIEKAPCTBEHH NMPOAYKTH, KOUTO HHXHUOMPAT UMKIIO-OKCHI€Ha3aTa
MOXKE 14 A0BeAe N0 MO-HATATHLUIHO BiOLIaBaHe HAa OLOpeyHaTa PyHKLMA, BKJHOYHTENHO € BE3MOXHA OCTpa
610peuHa HeIOCTaTHHHOCT, KOATO OOMKHOBEHO ¢ 0Oparuma. [1o Tazu npuunHa, koMOHHauuATa TpAOBa na Obae
MPHJaraHa ¢ NOBHLIEHO BHUMaHKe, oco0eHo NpHY NalMeHTy B HanpeaHana sb3pacT. [launenture Tpsabpa na
OBbJaT aaeKBaTHO XUAPATHPAHH H Aa ObAae npocieassaHa ObOpeuHaTa UM QYHKLHMA B HAYAIOTO Ha
KOMOHHHMPaHOTO JIEHEHHE H MEPHOUMYHO CNel TOBA.

B eaHo npoyusaHe eAHOBPEMEHHOTO NpWIAaraHe Ha TEIMHCAPTAH U PAMHNPHI € 0BeJIO 10 NOKAYBaHEe
Ha AUC ¢.24 1 Cmax Ha paMHOPHI H paMUNIpANaT Ao 2,5 mbTH. KnWHW4YHATA 3HAYMMOCT Ha TOBAa HabnoaeHue
HE e U3BECTHA.

JuypeTruy (THA3HIHU KIK OPUMKOBHA IWYPETHLIH):

[Tpenmecrraiia Tepanud ¢ BACOKH J103H AWYPETHLM KAaTo Pypo3eMH (OpUMKOB JHYDPETH 1K)
XHUIPOXJIOPOTHA3K/ (THA3HAEH AHYPETHK) MOXE [a A0BEAE N0 HaMalleH 00eM Ha LMPKY ¥

OT BE3HHKBAHC HAa XHUIIOTOHHA IIPH 3al1OYBAaHE Ha JICUCHHE C TCIIMHCApPTaH. ,b\
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Tpsbea ca ce 3eme NOO BHUMAHUE NPU €OHOBPDEMEHHO NPUTOIICEHUE

JIpyru aHTHXHNEPTEH3WBHH JIEKAPCTBEHH NMPOAYKTH:
XunoreH3MBHHUA €(PEKT HA TEJIMHCAPTAH MOXKE Aa C€ MOBHIUH NPH €AHOBPEMEHHOTO MPUIIOKEHHE C APYTH

AHTHUXHUIICPTEH3IWBHU JICKAPCTBCHH IIPOAYKTH.

JlaHHHW OT KNHHUYHU MPOYYBAHUA MOKA3BaT, Y€ ABOHUHOTO OJIOKHpAHE HA PEHHH-aHTHOTEH3HH-ANA0CTEpOHOBATA
cucreMa (PAAC) upe3 komOuHupanata ynotpeba Ha ACE nHxuburopu, anruoreHsuH ll-peuentopiu bnokepn
WIH &JIMCKUPEH CE CBBP3Ba ¢ MO-BHCOKA Y€CTOTA Ha HexkeNlaHU ChOUTHA, KaTO HAIPpHMEp XHMOTOHHMA,
XHNepKanMeMusa H HamanaBaHe Ha OLOpedHaTa QyHKUMA (BKIIOUUTESNHO O0CTpa Ob0peyHa HEAOCTATBYHOCT), B
cpaBHeHHe ¢ yrnoTpebara camMo Ha eHO CpeaCTBO, ActicTBallo BpXy PAAC (Bx. Touku 4.3, 4.4 u 5.1).

B13 ocHOBa Ha (apMaKoJOrHYHUTE KM CBOWCTBA € BE3MOMKHO J1a C€ OUYaKBa, Y€ CICAHHTE JICKAPCTBEHH
MPOAYKTH MOraT Aa NOBHIIAT XMIOTEH3UBHKHA €(DEKT HAa BCHUKH aHTUXHIIEPTEH3UBRHH CPEACTBA, BKIKYHTEIHO

TenMHUcapTaH: baknodeH, aMUOCTHH.
Cai110 Taka, OpTOCTATUYHATA XUITOTOHUA MOXKe Aa Obae 3aciiieHa oT ankoxoi, bapbuTtypaTi, HapKOTHYHH

BEIIECTBA WU AHTUACTIPECAHTH,

KoprukocTeporau {CHCTEMHO NPUNIOKEHHE):

HamanssaHe Ha aHTUXMNEPTEH3UBHHUA €PEKT.

4.6 DepTHanTET, OpEeMEeHHOCT A KbPMEHE
bpeMeHHOCT

He ce npenopbyBa ynorpedara Ha aHrHoTeH3HH Il perierrropH aHTAroOHKCTH Npe3 MbPBHA TPUMECTBP Ha
OpeMeHHOCTTa (BK. TOUKa 4.4). YioTpebara Ha aHrnoTeH3HH Il peLienTOpHHM aHTarOHKUCTH € NPOTHBOIOKAa3aHa

pe3 BTOPHsA M TPETHA TPUMECThP Ha OpeMeHHOCTTA (BXK. TOUKH 4.3 1 4.4).

EnnaeMyonoruyHUTE JAHHH 33 PUCKA OT TEPATOreHHOCT cen ekcno3uuus Ha ACE nuxuburopu npes nepsus
TPUMECTHP Ha OpeMEHHOCTTa He ca ybeauTenHd. Bee nak, HE MOXe Aa ce M3KITIOUM ¢/1ab0 MoBHIlIaBaHe Ha
pucka. JIokaTo HAMa KOHTPOJIMPaHH eNUAeMHONOIHYHH JAHHH 32 PHCKa NpH ynotpeba Ha aHruoTeH3uH Il
peLieNTOPHH AHTAFOHHACTH, CXOAHM PHCKOBE MOTaT Ja ChLUECTBYBAT H MNPH TO3M Kiac fiekapcTsa. [lannenrkure,

KOWTO IUTaHUpaT OpeMeHHOCT, Tpa0Ba 1a NpeMHHAT KbM
AITEPHATHBHO AHTHXHUIEPTEH3NBHO JIeYEHHE ¢ YCTaHOBEH npogun Ha 6e3omacHOCT npH ynoTpeba no BpeMe Ha

OpeMEHHOCT, OCBEH aKO C€ CUMTA, Y€ € OT 0COOEHa BAXKHOCT Aa C€ MPOABJDKH JICYCHHETO ¢ AHTHOTEH3HH ]
PELIENTOPHH aHTArOHUCTH. AKO € AHArHOCTULIMpaHa OPEMEHHOCT, JIEUEHHETO C aHTHOTeH3UH I peuenTopHu
AHTArOHHCTH TpAOGBa He3abaBHO jaa Gbae NMPeyCTaHOBEHO H aKo € NOAXOAAIIO Aa ObAe 3aN0o4HATO AJITEPpHATUBHO
NeYeHue. | |
YCTaHOBEHO €, Ye eKCIIO3UIIMATA Ha AHTHOTEH3HUH [l pelenTOpHH aHTarOHUCTH Npe3 BTOPUS U TPETUA
TPUMECTHP Ha OPEeMEHHOCTTA NPeAN3BUKBa GETOTOKCHYHOCT NMPH Xopa {NoHuxeHa 6vdpeuHa dyHkuu,
ONMIOXHIPaMHHOH, 3a0aBeHa yepenHa ocudHKaLMg) U HEOHaTaIHa TOKCHYHOCT (OpOpeyHa He0CTaTBHHOCT,
XHIMOTOHHSA, XHIIEPKATHEMH ) {BXK. TOUKa 5.3).

[IpenopwuBa ce ynTpasByKoB npernen Ha Onbpeunara pyHKUHS M ueperna, ako HacThIMHU €KCIMO3HUHA Ha
aHrmoteHsuH Il peLlenTOpHH AaHTArOHHUCTHU NPE3 BTOPUA TPHMECTHP Ha OpPEeMEHHOCTTA U CNEA TORA,
Hosopopenure, udiiTo Maiiki ca npHeMany aurioTeHsuH 1] peuienTopHu aHTaroHHCTH, TpaGea aa 6vaar
BHUMATETHO HAO0MI0/JaBaHH 3a HAJIHYME HA XUMOTOHHA (BXK. TOUKH 4.3 U 4.4).

Ktpmene
Twii kaTo HAMa AaHHU OTHOCHO ynoTpebata Ha Tenmucapran CTAJIA B neprHoAa Ha KbpMeHS, T CIMUCIISTS

CTAJ/IA He ce npenopbyBa, a ce NpeanoyuTaT anTepHaTHBHU JIEUCHHS ¢ No-A00pe ycTaHgREHY




fe3onacHOCT B EPUOAA HA KbPMEHE, 0COOEHO NMPU KbPMEHE HA HOBOPOAECHO WK NPEXACBPEMEHHO POJEHO
ACTE.

4.7 EdexTn Bbpxy cnocobnocTTa 32 modupane H padora ¢ MALNAHH

Hsima npoyuBaHus 3a epeKTHTE Ha TEIMHMCAPTaH BbPXY CMOCOBHOCTTA 3a LwodupaHe U paGoTa ¢ MaLIHHH.
He3aBucHMO OT TOBa, KOraTo ce uodupa Wid paboTH ¢ MallliHU TpAOBa na ce uMa NpeaABU], Ye npu
aHTHXUNEPTEH3UBHA TEPAlMs, MaKap U PAAKO, MOTaT J1a € MPOABAT 3aMalBaHe WIH ChHITHBOCT.

4.8 Hexxe/1aHH NeKAPCTBEHR peaKIHH

YecToTaTa HAa HEXKEJIAHHUTE JIEKAPCTBEHH peakLiUd, Cho0LIeHH npH ynotpeda Ha TesiMucapTaH (41,4 %), e
cpaBHHMa ¢ manebo (43,9 %) npu mianebo-KoOHTPONHpaHy MPOYUBAHUA NPH NMAUMEHTH, JISKYBAHU 34 -
xuneproHua. Ciiyyaure Ha IPOSABEHU HEXENaHH JIEKAPCTBEHH peakLiMY He ca CBBP3aHH ¢ 103aTa K He MOKa3BaT
3aBHCHMOCT OT MOJ1a, Bb3PacTTa MITH pacara Ha NaLKeHTHTE.

[TpodrreT Ha Ge30MacHOCT HA TENIMHCAPTAH NMPU NALKECHTH, JIEKYBAHH 3a HAMAIABAHE Ha ChPACYHO-CHIOBATA
32001€BaEMOCT, € CXOJEH C TO3HU, HabMoaaBaH NMpH MALKMECHTH C XHUITEPTOHHA.

[IpeacTaBeHMTE TIO-A0TY HEXKENAHH JIEKAPCTBEHH PEAKLIHM, OTPas3ABaT pPe3yATATHTE OT KOHTPOJIHPAHH
KITHHHYHH [POYYBaHHs NMPH MALUHEHTH, JIEKYBaHH 3a XHIIEPTOHHSA H OT MOCTMAPKETHHIOBH CHOOLIECHHS.
CruchKBT, CBILO TaKa, OTPA3aBa CEPHO3HK HEXENaHH PEAKLIMH H HEXKENAaHU peaKkiliM, BOACLLUH A0 NpeKpaTABaHe
HAa JICYEHHUETO, CHOOIUEHH B TPH ABJroCpOYHH KIIMHUYHH NpOoy4BaHus, BKIOYBAH 21 642 nauneHTH, NeKyBaHH
C TeIMHUCAPTaH 32 HaManaBaHe Ha ChPAEeYHO-ChA0BaTa 3a00/1eBaEMOCT 3a NMEPHOA A0 WECT FOAHHM.

HexxenaHuTe NeKapCTBEHH peakUMH ¢a KATErOpH3UPaHU COpE] YECTOTATa, KaTo € H3MOJ3BaHa CleHara
iacuuxaLms: MHoro vectd (>1/10), uectu (>1/100 go <1/10), neuectu (>1/1 000 go <1/100), peaku (> 1/10
000 oo <1/1 000), mHoro peaku (<1/10 000), ¢ HeuzBecTHA YecTOTa {OT HAIMMHUTE JAHHH HE MOXE Aa Obae
HallpaBeHa OLICHKA).

[1pHu BCAKO rpynupaHe B 3aBUCUMOCT OT YECTOTATa , HEXKE/TAHHTE JIEKAPCTBEHH peakLMU ¢e H30posABAaT B
HH3XOAALL PEA M0 OTHOLUEHHE HA TEKECTTA.

Hnppexuynu u unpecmayuu

HeuecTi: nudekuusa HAa FOPHUASA PECTIMPATOPEH TPAKT, BIVTIOYUTETHO PAPHHIHT U
CHHYHT, HH(}EKIHA Ha YPHHAPHHUA TPAKT, BIJIKOYHTENHO LIMCTHT

Peaku: cCencHc BITIOYHTENHO ¢ datanen u3xoa'

Hapyuienun na kpoema u 1umM@prama cucmema
Heuectu: aHemMus
Penkn: Eo3znHodrnua, TpoMOOUHTONEHUS

Hapywenua Ha umynnama cucmema
Penku: AHaMNIaKTHYHA peakLys, CBPbXYYBCTBUTEIHOCT

Hapyuwienun na memabonuima u xparenemo
HeuecTu: xunepkaiveMus
Penku: xunornukeMus (npu nauueHTu ¢ auadber)

Hcuxuunu napywenun
HeuecTu: beachHue, nenpecus

Peaku: 0e3nokoHCTBO

Hapywtenun na Hepsnama cucmema




HeuecTu: CHHKOM, 3aMasgHOCT
Peakn: COMHONEHTHOCT

Hapyuwienun na ouume
Peaku: HapylueHo 3peHHe

Hapywienun na yxomo u 1abupunma
Heuectu: Bepturo

Copoeuriu napywieHun
Heuectu: Opagukapaus
Peaku: Taxukapaus

Cvoo6u napyuwienun
HeuecTH: XHIOTOHHS, OPTOCTATHYHA XMITOTOHHUS

Pecnupamopnu, 2poOHu U MEOUACMIURATHI HAPYILERUR
HeuecTu: aucnHed, KalllnuUa
Meuoro peaxu: UHTepcTHuManHa 6enoapobua 6onecr *

CmomaiuHo-4pestu Hapymenun

HeuecTu: abgomuuanna 6onka, THapus, aucnerncus, pnaryneHims, NOBphLLaHe
Penku: cyxora B ycTaTa, CTOMAUIEH JUCKOMGOPT '

C HeM3BecTHA YECTOTa: HHTECTHHANICH aHTHOeAEM

Xenamo-bunuapru HapyuieHus
Penku: abHopMHa 4epHOAPOOHA (YHKLHA/4€PHOAPOOHO HapyLUEHHE’

Hapywienus na xoxcama u nookodcnama movKaH

Heuectu: [1pypuryc, xunepxuaposa, o6pus

Penku: Adriuoenem (Moxe H ¢ ¢aTtaneH U3X0[), EK3eMa, EpUTEMA, YPTHKAPUA, JeKkapcTBeH OOpHR, TOKCHUYEH
KOKeH 00OpHB

Hapyuienun na MycKy/IHO-CKe/temrama cucmema i cvedunumeniama moKan
Heuectu: bonka B repba (Hanp. HiMac), MycKyJIHH Ca3MH, MHAJITHA
Penxu: aprpanrus, 6oyika B KpalHHK, OOJIKH B CyXOXKUNHATA (TEHAMHUTONOLOOHH CHMITTOMH)

Hapywenun na 6v6peyume u nuxounume nomuiya
Heuectu: 656peuHo yBpexaaHe, BRTIOYHTEIHO ocTpa ObOpeyHa HEIOCTATbYHOCT

Obuiu HapyuieHUR 1 ehekmii Ha MACMOMO HA NPUIONCEHUE
HeuecTu: 601Ka B rppAHHAA KOLL, acTeHus (cnadocT)
Penku: rpunonogobHo 3adonssaHe

Hicneosanun

HeuvecTH: NOBUILEH KpeaTHHHH B KPbBTA
Penxu: [ToHHXKEeHH CTOMHOCTH HA XEMOTJIOOHH, NOBHLIIEHA MUKOYHA KWCENWHA B KPBBTA, NOBUIUECHH
yepHOApOOHHUTE eH3HMH, NOBHLIEHA KpeaTuH pocdokuHa3a B KPbBTa

1,2.3,4: 3a AOTBAHMTENHO ONHCaHHe, MOJIA BIDKTE Aoapasaena ,,Onucaiue Ha #3bpax
AEKapPCTBEHH peakuy’)




.OnncaHue Ha M30paHKTE HexKENAHU JIEKAPCTBEHH peaKLIuy”

1. Cencuc
B npoyuBaneTo PROFESS ¢ nabmogasaHa nosuineHa 4ecToTa Ha Bh3HHKBAHE Ha CEINCHC NMPH TEIMHCAPTAH B

cpaBHeHHe ¢ wianebo. CrOMTHETO MOXKE Aa € OTKPHTO CITYYanHO HITH Na € CBBP3aHO ¢ MEXaHW3bM, KOHTO HE €
MO3HAT 32 MOMEHTA (BXK. TOUKad.1).

XHUMOTOHUA
Tasu HexxkenaHa peakuus € CboOUIABAHA KaTO YeCTa NPH MaLHEHTH ¢ KOHTPOJIHPAaHO KPBbBHO HaNAraHe, KOMTO ca
JICKYBAHH ¢ TEJAMHUCApPTaH 3a HaMa/ABaHe Ha CbpACYHO-CHAOBATA 3a00IEBAEMOCT, B JOMBIHEHHE KbM

CTAHAAPTHHUTE PWKH.

3 AGHopMHa yepHOApOoOHa QYHKUMA/ HapylleHHe Ha YepHHA Apo6
[Toseueto cayyan Ha aGHOpMHA YepHOApPOOHa QYHKUWA/ HaApYLIEHHE Ha YepHUS Ipo0 OT NOCT-MAPKETHHIOBHS
OITHT Ca C€ MOABABAIH NpH AMNOHUMU. [Ipy ANOHUM € NO-BepOATHO Aa Ce TOsABH TAKABA HEXKeJlaHa peakLUus.

UnrepcTnanta 6enogpobua Gonect
Chnyuan Ha HHTepCTHLMaIHA OenoapobHa Bonect ca AOKIAaABAHH NIPH NOCT-MAPKETHHIOBHA OITHT BLB BPEMEHHO
MPOy4YBAHeE ¢ NMPHEM Ha TeJMHKcapTaH, [IpyuHHHO-cNeACTBEHA Bpb3Ka, 0Daye, HE € YCTAHOBEHA.

5 Cro6LlEHH ca cTyuad Ha HHTECTHHATICH aHrHoeeM criell ynotpeba na anrinotensut II peuentopHn
aHTaroHUCTH (BXK. Touka 4.4).

Cro6ii1apaHe Ha MOAO3UPAHH HEKENAHH peaKUHH
'CpobiaBaHeTo Ha NMOJO3HPAHH HEXKENaHU peaklHH ciiel pa3pelaBaHe 3a ynorTpeda Ha JIEKapCTBEHHA TPOIYKT

e BakKHO. ToBa no3BongBa Aa NPOABIDKHA HAOMOASHHETO Ha CHOTHOWEHHETO NOJI3a/PUCK 32 NEKAPCTBEHUA
npoayKT. OT MEAHUMHCKHUTE CIICLMATINCTH €€ M3HCKBRA J1a ChOOIIABAT BCAKA NOAO3MPAHA HEXeNlaHa peaKiiHs
ypes: |

H3nbaHuTenHa areHuUs no JIEKapCcTBaTa

ya. ,,JlamaH ['pyeB” Ne§

1303 Codus

Ten.: +3592 8903417
yebcaiiT: www.bda.bg

4.9 Ilpenosupane
CpinecTBYBa OrpaHU4eHa HHPOpMaLHs O OTHOLLIEHHE Ha MPEAO3HPAHETO MPH Xopa.

Cumrrromu: Hait-u3sgBeHdTe nposBH HA Npego3HpaHe ¢ TEIMUCAPTaH ¢a XHITOTOHUS W TaXHKapaus, a ChLUO Ce
cboOwaBar ¥ OpafHKapaHs, 3aMasHOCT, MOBHULIIABAHE HA CCPYMHHA KPEATHHHH U OCTpa ObbpeuHa
HeAOCTaTbYHOCT.

Jleuenue: TenmucapTaH He ce oTaens nNpH XxeMoananuia. [lauveHTsT Tpadsa na 6bae BHUMaTENHO HabmoaaBaH
¥ NeueHUeTo TpAOBa Aa 6bae CUMIITOMATHYHO U NoAabpKanlo. OBnaasBaHETO 3aBUCH OT BPEMETO Ha MPHEMaHe
Ha NIPOAYKTA U TEXECTTa Ha cuMnToMuTe. [IpenopbuMTeTHUTE MEPKH BKJIIOYBAT MPEAM3BHKBAHE HA MOBPLLUAHE
W/HIH cTOMALIHA MpoMKBKa. [IpunaraHeTo Ha aKkTHBEH BBIJICH MOXE Jla JONPUHECE NPY NeYeHHe Ha
rnpeno3upaneTo. HeobxonumMo e yecto npocneasBaHe Ha CEPYMHHTE ENEKTPONUTH ¥ KpeaTHHUH. [1pu mosaBa Ha
XUIIOTOHHUA, MALMEHTHT TPAOBA Ja Oble MOCTaBEH B JIErHaNo no rpué nonoxeHue U OBP30 Aa ce NpUIoKaT
COJIEBH M 00EMHH 3aMECTHTEIH. |

5. ®APMAKOJIOIMYHU CBONCTBA
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5.1 (Dapuamnnnamuqnﬁ CBOMCTBA |
dapmMakoTepaneBTH4HA rpyna: AHruoteHsuH Il anraronuct, camocrogrento, ATC koa: C09CAQ7

MexaHu3bM Ha JIEHCTBHE:

TenmucapraH € nepopaiHO aKTHBEH H crielHuyeH aHrHoTeH3uH Il peuenropen anrarouuct (tun AT1). To#
U3MECTBa ¢ MHOIO BHCOK a(pHUTeT aHrnoTeH3rH Il oT HerosoTo MAcTO Ha cBbp3Bade B AT1 peuenTopHus
MOATHIT, KOMTO € OTTOBOPEH 3a U3BECTHHUTE ACACTBUA Ha aHrHoTeH3HH 1. TeaMucapran Hsama JopH H YacTHYHA
arOHMCTH4YHA akTUBHOCT cripaMo AT1 peuentopa. TenmucapraH ce cBbp3Ba ceJIEKTHBHO ¢ AT peuenropa.
CBBp3BaHETO € MPOIBDKUTENHO. TenmMucapTaH He NOKa3Ba aQMHUTET KbM APYTH PELENTOPH, BITIOYHTETIHO
AT2 u ppyru no-cnabo xapakrepusupanu AT-peuentopd. ©@yHKUHOHANIHATA POJId Ha TE3H PELIENITOPH HE €
W3BECTHA, HE € W3BeCTEH K e(heKTa HA TAXHATA BH3MOXKHA CBPBEXCTHUMYIALUS OT aHrHOTeH3uH 11, yuiiTo HUBa ca
MOBKILICHH OT TeaMHucapTaH. HuBaTa Ha rasMeHHs ajiq0CTepOH ca MMOHWKEHH OT TeIMHcapTal. TeaMucapTaH

- He HHXMOMpa YOBELIKHKS M1a3MeH peHHH U He 6nokupa ioHHuTe KaHanu. TenMucaprad He HHXHOHpa
aAHFHOTEH3MH KOHBEPTUpaluMs eH3uM (KMHUHA3a 1), eH3UMBT, KoiiTo cbhilo pasrpaxaa OpaauxkuauHa. [lopagn
TOBa HE C€ 0YaKBa Jia MoTeHUHpa OpafHKHHWH-MEIHUPAHUTE HEXENAHHK JIEKAPCTBEHH PEAKLIHH.

I[Tpu xopa no3zata ot 80 mg TenMuUcapTaH NOUTH U3LUIO HHXHOHpA NPEAW3IBUKAHOTO OT AHMHOTEH3uH []
MOBHMLIABAHE HA KPbBHOTO HanAraHe. MHXxuOUTOPHUAT edeKT ce noaabpxka Hax 24 yaca, KaTo BCE Ol MOXKE Aa
ObJe ycTaHOBEH a0 48 4aca.

KnnHu4YHa e@HUKacHOCT ¥ 0€30MaCHOCT:

JleyeHue Ha eCeHLIHAIHA XHUTIEPTOHHS

Cnen npuiaraHe Ha NbpBAaTa A03a TeaMHcapTaH ce HabmoaBa MOCTENeHHOo NoABa Ha aHTHXHNEePTEH3UBHA
aKTHUBHOCT B PAMKHTE Ha 3 yaca. MakcuManHara pegyKUHA Ha KPEBHOTO HaJlIraHe ¢e JOCTUra HaIbJIHO B
paMKHTe Ha 4 A0 8 ceaAMHUM CIEA HAYAIOTO Ha 1EYEHHETO H C€ MOAABbPKA UPE3 MPOABIDKHATENHA TePanu.
Cnen npueMane Ha 103aTa aHTUXUNEPTEH3MBHUAT €QEKT NEPCUCTHpa NnoBede oT 24 yaca, KaTo BKIIFOYBA U
nocaeaAHHUTE 4 yaca npeay CAeABalIoOTO NPHIOKEHHE, KaKTO NoKa3BaT aMOyIaTOPHHTE H3MEPBAHUA Ha
KPBbBHOTO HaNAraHe. ToBa € MOTBLPACHO U OT ChOTHOLUCHHETO MHHHMAIHH KbM MaKCHMAaNTHH KOHLIEHTPaLHH,
koeTo € nocToaHHo Han 80 % cnen npuem Ha ao3u ot 40 u 80 mg Tenmucapran npy nnauedo KOHTPONUpaHK
KJTHHUYHH MIPOYUBAHUA. |

Hanuie e ouesraHa TEHACHLMA 33 BPB3Ka MEXY J03aTa H BPEMETO Ha Bb3CTAHOBABAHETO HA HazanHoTO
CHCTONHO KpbBHO HanArane (SBP). B ToBa oTHOIIEHHE AaHHMTE 3a JUACTONHO kKpEBHO HanArane (DBP) ca

HCITOCTOAHHH,

ITpu nalMeHTH C XHUIIEPTOHUS TENMMCAPTaH peAyLUdpa ¥ CHCTOHOTO H AWACTOIHOTO KPLBHO Hajiaraxe 6e3 ga
NMOBIMABA ITYNCOBATA YecToTa. HanuureTo Ha AHYPETUYEH U HATPpUYPEeTHYEH eeKT, KOHTO Ja JONpHHECE 32
XHMOTEH3HBHATa aKTUBHOCT Ha JIEKAPCTBEHUSA MPOAYKT BCE OLUE HE € JOKA3aHO. AHTHXUMEPTEH3UBHATA

- e(pMKACHOCT Ha TEJIMUCAPTaH € CpaBHHMA € Ta3u Ha MPOAYKTH, NPEICTABUTEIH Ha APYTH KJIaCOBE
AHTUXUMNEPTEHIHBHH JIEKAPCTBEHH MPOAYKTH (YCTAHOBEHA NPH KITHHHYHH U3NUTBAHUA, CPABHABAILH
TEAMUCAPTaH ¢ aMJIOAUINHH, ATCHOJIOJ, CHANANPWI, XKAPOXJIOPTHA3HA H JIM3UHOMNPHIT).

ITpy BHE3aNMHO NPEKbCBAHE HA JICUEHHETO C TEJAMHUCAPTAH KPBBHOTO HAJIATaHE NOCTENEHHO C€ BphILA 10
CTOMHOCTHTE MPE/H JIEYEHHETO, 3a NIEPHOI OT HAKOJIKO AHH Oe3 NaHHH 3a pedayH XUNEePTOHHUUYEH eEKT.
CnyyanTe Ha CyXa KallJIKLA ¢a 3HAYUTETHO NO-MANKO NPHK NALMKEHTH, TPETUPAHU C TEAMHCAPTaH, OTKOJIKOTO .
NpH TAKHRA, HA KOMTO €a JaBaHU HHXUOHTOPHU Ha GaHTHOTCH3HH KOHBEPTHPALUHA €H3HM B KIHHHYHH
MpOYyYBaHKA, TUPEKTHO CPABHABALLK ABETE AHTUXUIIEPTCH3HBHH JICUCHU.

ChpaeyHo-cha0Ba NpOQMAAKTHKA
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ONTARGET (IlpoabpkaBauio ¥ B MOMEHTA r100aJIHO MPOYUYBaHE HA TEJIMHCAPTaH CAMOCTOATEIHO H B
KOMOUHALHMA C PAMHIIPHI ¢ KpaiiHa ToYKa) CpaBHABA e(pEKTUTE Ha TEIMHCAPTaH, paMHUIPKI M koMOHHaLMATA OT
TEIMUCAPTAH ¥ PAMHIIPUI BbPXY CbPAEYHO-CbAOBHTE pe3yJITaTH NpH 25 620 nalideHTH Ha BB3pacT 53 TOIMHH
WIH NO-BB3PACTHH C aHAMHe3a 33d KOpOHapHa apTepHaiHa 60MecT, MO3bYEH HHCYJIT, MPEXOAEH UCXEMHUEH
MPUCTHN, NEpHPEPHO apTepranHo 3a0oNABaHe WIH 3axapeH AHabeT Tun 2, CbMbTCTBAH C JaHHH 3a YBpeXKaAaHe
Ha opraHuTe (KaTo peTHHOMNATHS, JIEBOKAMEpHA XUnepTpodus, Makpo- WIH MUKpoanOyMHHYpHs), KOUTO ca
NOITyNalH{s ¢ PUCK OT Bb3HHKBaHE HA CbpACYHO-ChAOBH HHLIHIEHTH.

[TaupieHTHTE ca paHAOMU3UPAHU KBM €HA OT CIICAHUTE TPH FPYNH HA JieYeHUE: TenMHcapTaH 80 mg (n=8 542),
pamurpun 10 mg (n=8 576) unu xombuHauuaTa ot reamucaprad 80 mg 1 pamunpun 10 mg (n=8 502), ¢
NOCAEABALIO CPeAHO BpeMe Ha npocaeagasaHe 4,5 rOJAHHH.

TenmMucapTaH noka3sa cXoJeH edeKT ¢ paMUIIPWI MPH HaMANIABaHe Ha MbPBUYHATA ChCTABHA KpalHa TO4Ka OT
CbPACYHO-CHIOBA CMBPT, HeaTaneHn uHdapkT Ha MMOKapAa, HeaTaaceH MO3bYCH HHCYT WU XOCTTUTATU3ALMA
NOpaaM 3acTolHA ChpeYHAa HEAOCTAThYHOCT. YecToTaTa Ha MbPBHYHATA KpaiHa TOUKA € CXOAHA B IPYIHTE Ha
Ttenmucaptat (16,7%) v pamunpun (16,5%). KoepuiueHTsT Ha pHUCK 3a TEIMHCApTaH crpsaMo pamunpun € 1,01
(97,5% A 0,93 - 1,10; p (He no-ronaMa epuKacHOCT) =

0,0019 npu rpannua 1,13). IIpoLeHTHT Ha ciiy4auTe Ha CMBPTHOCT MO BCAKA NMPHYHHa € choTBETHO 11,6% 1
11,8% cpen nauMeHTHTE, EKYBaHM C TEIMHCAPTaH U paMHIIPHIL.

YcTaHOBEHO €, ue e)eKTUBHOCTTa Ha TEJIMHCAPTAH € CXO/JHA C Ta3H Ha paMMHIIPWI NPH NPEABAPHTENHO
onpeAeNeHaTa BTOpUYHA KpaiiHa TOYKa OT CbpACYHO-CBAOBA CMBPT, HedaTaneH HHapKT Ha MHOKapAa U
Hedartanen MozbueH HHCYAT [0,99 (97,5% U 0,90 - 1,08; p (He no-ronama eduxacHoct) = 0,0004)],
MbPBUYHATA KpaikiHa Touka B pedepentHoro npoyusaHe HOPE (IlpoyuBane 3a oligHKa Ha ChPASUHHTE
PE3YJITATH NpH NpoduaKTUKa), KOETO NpoyuBa edeKTa Ha paMHITPHII CIIPAMO ILTanedo.

IMpoyuBanero TRANSCEND pannoMu3supa naupeHTH ¢ HenoHocuMocT KbM ACE uHXHGHTOPH, ChC CXOAHH
KpHTEpHH 3a BioTIouBaHe KaTo npoy4ysaHeTo ONTARGET, Ha Tenmucapran 80 mg (n=2 954) unm nnauebo (n=2
972), KaTo ¥ ABaTa C€ NPUIAraT B AOITLAHEHHE KbM CTaHAapTHUTE rpuky,. CpeaHara npoaAb/KUTETHOCT Ha
npociensipaHe € 4 roguHu 4 8 meceua. He ce oTkpyBa CTaTHCTHUECKH 3HaYMMa pa3jiiKa B YECTOTATA Ha
MEPBHYHATA CHCTABHA KpaitHa TOYKa (ChpAEYHOCHAOBA CMBPT, HedaTaneH HHapKT Ha MUOKapAa, HedaTaneH
MO3bYEH HHCYNT WIH XOCIHTANM3aLMA NMOpaau 3aCcToiHa ChpAeYHa HEAOCTATBYHOCT) [15,7% B rpynara Ha
Tenmucaptal 4 17,0% B rpynara Ha mwiauebo ¢ koeduuueHt Ha puck 0,92 (95 % JJH 0,81 - 1,05; p = 0,22)].
Hma naHHuK 3a mos3aTa Ha TeJIMKHCApTaH B CPaBHEHHE ¢ nnailebo npu npeABapHTENIHO Ofipeie/IeHaTa BTOpUYHA
CbCTABHA KpaiiHa TOYKA OT ChPJAEYHO-ChA0BA CMbPT, HeaTaneH uHpapKT Ha MHOKapAa H HedaTalleH MO3bYEH
uHCynT [0,87 (95% U 0,76 - 1,00; p = 0.048). Hama paHHH 3a n0J13a NPH CBPACYHO-CBAOBA CMBPTHOCT
(xoedurment Ha puck 1,03, 95% U 0,85 - 1,24).

Kauuivua u anruoeieM ce cho0maBaT no-pajko npy MaldeHTH, 1€KyBaHH ¢ TEJIMUCAPTaH, OTKOIKOTO NpH
NaLMEHTH, JICKYBAHH C PAMHUITPUJL, JOKATO XHMMOTOHUA ce ChoO1aBa No-4eCTO NPH TEJIMHUCAPTaH.
KoMOHHHpaHeTo HA TEIMUCAPTaH ¢ PAMMIIPHI HE YBETHYABA MOJ34aTa CIPAMO PAMHUIIPUI WY TeIMUcapTaH
caMocTOATENHO. ChpAEYHO-CHIOBATA CMBPTHOCT W CMBPTHOCTTA MO BCAKA NPHUYMHA, KATO YUCICHO H3POKEHHE,
ca MO-BUCOKM MpH KoMOHHauMATa. OCBeH TOBa HMa 3HAYHUMO O-BUCOKA YECTOTA Ha XUMiepkanuemus, OpOpeuHa
HeJOCTAaTHYHOCT, XMIOTOHHS H CHHKON B rpynara ¢ koMmOuHauuaTa. [lopaan Tasu npuyuydHa, eAHOBpeMEHHATA
ynorpeba Ha TeIMHCapTaH U paMUIIPWIT HE CE€ MPENOPBYBA MPH Ta3H MOIMTYIaLMs.

B npoyuaneto "[IpodunakryyeH pexuM 3a eQeKTUBHO NPEANA3BaAHE OT NMOBTOPEH MO3BUYEH HHCYIT"
("Prevention Regimen For Effectively avoiding Second Strokes" (PRoFESS)) npu naumenTd Ha 50 roaynu uin
10-Bba3PACTHH, KOHUTO HACKOPO Ca MOMYYHJIH MO3bYEH HHCYNT ce 3a0eNA3Ba MOBULICHA YECTOTa HA Bh3HHKBAaHE
Ha CeNnCHUC MpH TEJIMUCAPTaH B cpaBHeHHE ¢ rauebo, (,70% cnpamo 0,49% [RR 1,43 (95 % pot
urtepsan 1,00 - 2,06)]; dyecroraTa Ha BL3HHKBaHE Ha CENCHUC ¢ (aTaNCH U3XO/ € NTOBULLIEHS .
npuemainu tenmucaprat (0,33 %) cnpsamo naunenTure Ha miatedo (0,16 %) [RR 2,07 (9@ OR el
Peor
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uurepsan 1,14 - 3,76)]. HabniogaBanara noBHILIEHA YECTOTA Ha Bb3HUKBAHE Ha CEMNCHC, CBBP3aHa ¢ ynorpedbara
Ha TeJIMHCapTaH MOXE 2 € CJTy4aHHO OTKPUTA WIH J1a € CBbp3aHa ¢ MEXaHH3BbM, KOKTO € HEMO3HAT 32 MOMEHTA.

JBe roneMu paHaoMusHpaHu koHTponupand npoyusaHis — ONTARGET (ONgoing Telmisartan Alone and in
combination with Ramipril Global Endpoint Trial - Texyuio rinobanHo H3NKHTBaHE 3a KPaHHH TOUYKH Ha
TeJIMHCaPTaH, CAaMOCTOATETHO U B KoMbunauus ¢ pamunpui) 1 VA NEPHRON-D (KnunnuHo npoyuysane
CBBP3aHO C pa3BHTHE Ha HedponaTus npu Auaber, NpoBeleHo 0T MUHHCTEPCTBO M0 BBIIPOCHTE HA BETEPAHHTE)
— npoyusar ynotpebara Ha kombuHauuaTa ot ACE unxuburop u aHrnorensun Il-peuenropen 6noxep.
ONTARGET e npoy4saue, NpOBEASHO NPH NaUMEHTH ¢ aHAMHE3a 32 ChPAEUHO-CBIOBA WIH MO3BYHOCHAOBA
Gonect, WM 3axapeH AHabeT TUI 2, MPUAPYKEHH C IaHHU 3a YBpeXJ/aHe Ha epexTOpHU OpraHi. VA
NEPHRON-D e npoyusaHe npu NauyeHTH cbC 3axapeH auaber tun 2 u aunaberHa HedponaTus.

Tesu npoyuBaHHs He MOKa3BaT 3HauuM OnaronpuaTeH edexr Bbpxy 6BOpeuHUTE WK CHPACYHO-CHIOBHTE
NocJMeUIH H CMBPTHOCT, KATO CBhILEBPEMEHHO ca HaOJII0AaBaHH MOBULLUEH PHCK OT XHIEPKATHEMHS, OCTPO
yBpexaaHe Ha Ob0penTe W/UunK XunoTOHWA B CpaBHEHHE ¢ MOHOTepanusaTa. Kato ce HMaT npeaBua CXOOHUTE
' UM (papMakoJHHAMHYHH CBOWCTBA, TE3H PE3Y/ITATH ca NPHIOKHMH H 3a Apyrd ACE uHxuburtopu u
aHruoreH3uH lI-peuentopHu GnokepH.

ACE unxuburopu 1 aurnoreHsuH [I-penenropau 6nokepu cnenoareHo He TpsaOBa na ce M3no3pat
eAHOBPEMEHHO TNPHY NALUEHTH ¢ AMadeTHa HedpomnaTus.

ALTITUDE (KHHH4YHO NpOoyYBaHe MPOBEAEHO C AJIMCKHPEH MPU NMALMEHTH ChC 3axapeH auader Thn 2 ¢
M3MONI3BAHE HA ChPASCYHO-CHAOBH H ObOpeuHH 3a00n49BaHUs KaTO KpaiHHHU TOYKH

) € npoy4BaHe, MpeAHAa3HAYEHO Ja H3cNeABa Noa3ara oT A00aBAHETO Ha aTHCKHPEH KbM CTAHAAPTHA Tepanus ¢
ACE uuxuburop unu aurnoteHsmH ll-penentopeH 6510kep NpH NaLMEHTH Cbe 3axapeH nuabder tvn 2 H
XpOoHHUHO OEOpeuHo 3a00nsBaHe, ChpAeYHO-ChAOBO 3a00nsBaHe WM U ABeTe. [IpoyusaHeTo € rmpekpaTeHo
NpeXASBPEMEHHO 0PaJH NOBHUIEH PUCK OT HEONArONPHATHYU nocneauiuM. Kakro cbpaeuHO-ChA0BaTa CMBPT,
TaKa M HHCYJITHT €4 MO-4ECTH B IPynarta Ha aJIUCKHPEH, OTKOMKOTO B rpyrarta Ha riaunebo, a mpeacTapisBailyTe
HHTEPEC HEXEIaHH CHOWTHA M CEPHO3HH HEKe1aHH ChOMTHA (XHUMEepPKATHEMHMA, XHNOTOHHUA U 6b0peyHa
achyHkLmMs) ce choOIaBaT no-4eCTo B rpynara Ha anMCKHPEH, OTKOJKOTO B pyrnaTa Ha ruatedo.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbums:

A6copbLMaTa Ha TEAMHUCAPTaH e Obp3a, He3aBHCHMO, ue abcopbupaHoTO KonHUyecTBO Bapupa. CpenHara
aDCONOTHA OMOHAJTMYHOCT Ha TeMHUcapTaH € oko/o S0 %. Korato renMucapTaH ce IpHeMa ¢ XpaHa,
peayKIHATA Ha o0NnacTTa noA Kpueara rasMeHa koHueHTpauua-speMe (AUCom) Ha TesiMHCapTaH BapHpa OT
okoio 6 % (40 mg goza) 0o okono 19 % (160 mg nosza). Tpu yaca cnen NpUIOKEHHE TLTASMEHUTE
KOHLIEHTPALIMH ca NOoJOOHH MpH MpHeMaHe Ha TEIMHCapTaH Ha MaaHoO WIH C XpaHa.

He ce oyakBa cnabata peaykius B AUC na npenuMsBHKa peAYKLMS B TepaneBTHHHATA €QUKACHOCT.

JInHeHHOCT/HETHHEHHOCT:
He ce ouakea maniko moHwkeHWe B AUC aa okaxe BTHAHHE Ha TepaneBTHYHHMA edekT .HaMa nuHeHHa
3aBHCHMOCT MEXAY JO3UTE U mazMeHuTe Huea. C max v B no-manka crened AUC ce nosuiasar

HEMPONOPUHMOHANHO NPH 003K Haa 40 mg.

PasnpeneneHue:
TenmucapTaH ce CBBP3Ba B rojiiMa CTENEeH C IUIasMeHHTe MPoTeHHH (> 99,5 %), rnasHo ¢ anbyMuH U anda-1

KHCEN MIIOKonpoTernH. CpeHHAT nprHBHIeH 00eM Ha pasnpeaciieHHe NMPH JOCTHIaHE Ha CTALIMOHAPHO
CBCTOAHUE (Vass) € okosio 500 1. |

MeTabonu3pm:
Tenmucapran ce MeTabonu3npa upe3 CBbP3BaHe HA QCHOBHOTO BEWIECTBO € MIIIOKYPO
(apMaKoJIOTHHHAa AKTUBHOCT HA KOHIOTATUTE.
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EnuMuHUpaHe:

Tenmucapral ce XxapakTepHsupa ¢ OuekcnoHeHanHa orcnadeaita papMakOKHHETHKA C TEPMHHAJIEH
eTMMHHALIMOHEH MOTY)KHBOT > 20 yaca. MakcHmanuara niasMeHa KOHLEHTpaLUUA (Cnax) H B MO-MaJIKa CTENEH
obnacTra noj KpUBaTa Iy1a3MeHa KoHUeHTpauus-epeme (AUC) ce noBHllIaBa HEMPOMOPLIHOHAIHO Ha 103aTa.
Hama navH4 3a KITHHHYECKH 3HAYHUMA aKyMYJlalMs Ha TeIMUCAPTaH, MPHET B NMPENopbYBaAHWTE JO3H.
[Ina3sMeHHTe KOHLICHTPALIHMH €A TIO-BHCOKH TPH XEHH, OTKONKOTO MPH MEXeE, 6€3 TOBa Aa € CBBP3aHO C BIUsHHE
BBEPXY €(pUKACHOCTTA.

Cnen nepopaiHo (M HHTPABEHO3HO) npunmxeﬂue TEJIMUCAPTAH C€ EKCKPETUPa MOUTH U3LAN0 ¢ QeKaHUTE,
IABHO KATO HEMPOMEHEHO cheauHeHne. KymynarusHaTa ypuHapHa ekckpeums € <l % ot nosara. ToTanHUAT
nnasmeH kiHpbHE (Cltot) e sacok (okono 1 000 mi/min), cpasHeH ¢ qepuonpoﬁum KpBBEH NOTOK (OKONTO |

500 ml/min).

Cneyuannu nonynayuu

[Tonora 06yCAOBEHOCT:

HaGniogaBaHH ¢a HOJIOBU pa3iU4iHA B [U1a3MEHUTE KOHUEHTpALKH. Cmax ¥ AUC CHOTBETHO OKOJIO 3 H 2 IBTH
MO-BUCOKH TPH KEHUTE, CPABHEHH C T€3H MPH MBIKETE.

[TauneHTH B cTapyecKka BE3PACT:
PapMaKOKHMHETHKATA HAa TEIMHCAPTaH He Ce pa3/iHdaBa MEXOY MaLHEHTH B CTapUeCKa Bb3PACcT H TE3H, I10-
MJIAAH OT 65 ronuHH.

[IaitneHTH ¢ ObOPEYHHU YBPEKAHUA:
[Ipu nauMeHTH C JIEKH 0 YMEPEHH M TEXKH YBpexaaHus Ha OpOpedHara pyHKUMs ce HabMoaaBa yABOsABaHE Ha

fU1a3sMEHUTe KOHLEHTpaluuu. Habmonasar ce no-HUCKH NAasMeHH KOHLICHTPALMH NPH nauuenTu ¢ 6pbpeyuHa
HeJO0CTAThYHOCT, NOIoNeHHW Ha auanu3a. [Ipn 6onnu ¢ 6b0peyHa HegOCTATEHHOCT TEAMHUCAPTaH CE CBLP3Ba B
roJIiMa CTENEH ¢ MIa3MEHHTE MPOTEHHH H He MOXKe Aa Obae oTAeNeH npu Axanu3a. [Ipu naurentu ¢ 6s0peynu
YBPEKAAHHA STUMHHALIHOHHUAT MOMYKKUBOT HE € IPOMEHEH.

[IaMEHTH ¢ YePHOAPOOHH YBPEKIAHUA:

dapMaKOKHHETHYHHTE NPOYYBAHUA OPH MALMEHTH C YEPHOAPOOHU YBpEXKIAHUA MOKa3BAT MOBHIIABAHE HA
abcontornara GvoHaniHyHOCT A0 0Kos10 100 %. [Tpu mauxeHTy ¢ YepHOAPOOHU ynpem,ual-ma eJIMMHUHALIHOHHHAT
MOIY>KHBOT HE € MPOMEHEH.

5.3 IIpeakiHHHYHH JAHHH 33 felomacHOCT
ITpn npeakaIMHUYHH NPOYYBAHHA 32 6E30MaCHOCT, 1034, CPABHHUMH C TE3H B KIIKHHYHHA TEPANEBTHYCH
NIHana3oH, ca NpeIU3BHKAIN HaMalgBaHE Ha [MapaMETPUTE Ha YEPBEHUTE KPBBHH KIIETKH (EPHTPOLIMTH,
XeMOTJIOOHH, XeMaTOKPHT), MpoMeHH B ObOpeuHaTa xeMoAUHaAMHKA (MOBHILEHO HABO Ha a30T B KPbBTa U
KpEaTHHHH), KAKTO U MOBHILLEH Kaluii B cepyMa Ha HOPMOTEH3UBHU KHUBOTHH. [Ipn Kyuera ca Habnronasaku
OnOpeuna TyOynapna aunarauus ¥ arpodus. [Ipu nibxose H'Kyuyera ¢

0TOENA3AHO ChHILO YBpEXKIAHE HA CTOMALIHATA MyKO3a (epo3us, A3BH WU Bh3naneHue). Te3n hapMakonoruyHo
MEIUHPAHHU HeXKeJIaHU JICKAPCTBCHH PEaKLUU, H3BECTHH OT NpeIKTMHHYHATE NPOYYBAHHA ¢ HHXUOMTOPH Ha
aHrHOTE€H3HH KOHBEPTHpALIHS €H3HM M aHTarOHKCTH Ha aHMMOTEH3HH I peuenTopa, ca npeaoTBpaTeHH Ypes
nepopaiHo qobassHe Ha PUIHOAOTHYEH pa3TBOP.

[1pu nBaTa BHjA XKMBOTHH ¢4 HaONIOJaBaHHU MOBULICHA aKTUBHOCT HA [U1A3MEHNUS PEHHMH U
XUNEPTPOPHA/XHIIEPIUIA3HA HA IOKCTATNIOMEPYJIHHATE KIETKH. T€3H POMEHH, KOMTO Ca ChILO H EKT Ha
MHXHOHTOPHTE HA AHTMOTEH3WH KOHBEPTHPALUHSA €H3UM U HAa APYTrH aHrHoTeH3ud Il peuenTopHH aHTaroHUCTH,
HMAaT KJIMHHYHA 3HAYHUMOCT.

Hsama qoka3zaTesICcTBa 3a TEPATOTeHEH e(eKT, HO U3NMMTBAHHMA IIPU KHBOTHH IMOKa3BaT H?.Be
MOTEHLHAJ Ha TeJIMHCAPTAH 32 IMOCTHATAJIHOTO pa3BHTHE HAa IMOTOMCTBOTO KaTO MO-HHUCKO/1€
3aKbCHABAILIO OTBAPAHE HA OYMTE U NMO-BHCOKA CMBbPTHOCT.
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HsMa naHHu 3a MyTaréHHa H CbOTBCTHa KNAaCTOr€¢HHaA aKTHBHOCT IPH H3TIHTBaHWUA in vitro v 3a KApUHHOICHHOCT
[IPpH TUTBXOBE H MUILIKH.

6. GAPMAIEBTAYHM JAHHH

6.1 CoHCBK Ha IOMOINBHETE BeHIeCTBA

Anpo

Hatpues xUapoKcUz
[TosuaoH (K25)

MerityMHuH

JlakTo3a MOHOXMApAT
KpocnioBuaoH

XKenesen okcua kvt (E172)
Marunesues creapart

PHIMOBO IOKPHTHE
XunpoMmenosa

Twuranor guokcua (E171)
Makporon — 400

Tank

Kenesen okcHa xbuat (E172)

6.2 HecehbBMEeCTHMOCTH
He e npunoxumo.

6.3 Cpoxk Ha rogHoCT
3 roIuHM

6.4 Cneuna/iHH YCIOBAS HA ChXPaHEHHE
To3u nekapcTBeH NPOAYKT HE H3KMCKBa CIICLIMANIHY YCIIOBHA 334 ChXPaHEHHE.

6.5 Jannn 32 oDaK0BKATA
AnymuHuit/amymMunuii 6nucrepu: CtyaeHo 00paboTeHO 3aKkaneHo anmyMHHHEBO GONHO

OnakoBKH:
20mg — 6nuctepu or 7, 10, 14, 15, 28, 30, 56, 60, 84, 90, 98, 112, 126, 140, 154, 168, 182 unn 196 Tadbnerkw.

40mg- 6muctepu ot 7, 10, 14, 15, 28, 30,50 56, 60, 84, 90, 98, 112, 126, 140, 154, 168, 182 vnu 196 tabnerkm.
80mg-6auctepu ot 7, 10, 14, 15, 28, 30, 50,56, 60, 84, 90, 98, 112, 126, 140, 154, 168, 182 unu 196 Tabnerkw.

He BcuyKH BHAOBE ONAKOBKH MOrar Aa ObAaT MycHaTH B npoaxoa.

6.6 CnenuAIHA OpeAna3HH MEPKH IPH #3XBLP/AHE
Hama cneumanHy H3HCKBaHHA.

7. IIPUTEXATEJ HA PASPEHNIEHHUETO 3A YIIOTPEBA

Stada Arzneimittel AG
Stadastrasse 2-18, 61118 Bad Vilbel

['epmaHuA
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8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEDBA
PerucrpaunoneH Homep: 20110364

9., JATA HA ITBhPBO PA3ZPEINIABAHE/TIOJHOBABAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

ara na mepso pazpewaBade: 08.06.2011
TTaTta Ha nocneaHo noaHoeaeaHe: 28.03.2018

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA
05/05/2026 |
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