1. HME HA JEKAPCTBEHMUS ITPOAYKT | . i
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Upbeco 150 mg puamupaHu TabneTKu

Irbesso 150 mg film-coated tablets ‘750(76' -z 071-10- 2076

Upbeco 300 mg puamupaHu TabNeTKH
[rbesso 300 mg film-coated tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnetka Mpbeco 150 mg cvabpka 150 mg npdecapran (irbesartan).
[ToMOLIHHM BelllecTBA ¢ H3BECTHO NelCcTBHE: BCsika (UAMUpaHa TabeTka cbhabpxka 26 mg J1aKkTo3a

MOHOXHApPAT.

Bcesika Tabnerka Upbeco 300 mg cvabpxka 300 mg upbecapran (irbesartan).
[ToMOlLIIHH BelllecTBa ¢ M3BECTHO AEHCTBUE: BCAKa (puiMupaHa TadneTka cbabpxka 52 mg JakTo3a

MOHOXHUApPAT.

3a N'bJIHUA CIIUCHK HA MOMOILIHUTE BelllecTBa BUXKTE Toyka 6.1.

3. JEKAPCTBEHA ®OPMA

dunmMupaHa tabJieTka.

Mpbeco 150 mg duamupanu tabaerku ca 0esun A0 noyTy 0esid, NpoabAroBaTH, IBOMHOU3IIBKHAIIH, C
JeNuTeIHA YepTa U o3HavyeHue ,,G* OT e/1HaTa cTpaHa U raaku OT Apyrara.

Upbeco 300 mg puamupanu tabnerku ca 0enu 10 noytH Oeu, NpoabAroBaTH, ABOHHOU3MbKHAIIH, C
JeJINTENIHA YepTa OT €lHaTa CTpaHa.

Tabnetkara moxke na Obae pasjie/ieHa Ha paBHH J103H.

4. KIUMHHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHUA
UpOecapraH € noka3aH 3a JIeYeHHEe Ha eCeHLMaIHA XUNEPTOHHUS MPH Bb3PACTHH.

Toli ¢bL1O Taka € NoKa3aH M 3a JieyeHue Ha ObOpeyHo 3a00ABaHE NMPHU Bb3PACTHU NALUEHTH C
XUNEPTOHHUA U 3axapeH auader Tun 2, KaTo 4yacT OT JICYEHUETO C aHTUXHUITEPTEH3UBHH JIEKapCTBEHH
npoayKTH (Bx. Toukn 4.3, 4.4, 451 5.1).

4.2 JHo3upoBKAa H HAYHH HA MPHJIOKEHHE

Jlo3npoBka

OOuuaiiHaTa npenopbYMTEIHA Ha4Ya/lHa U Noabprkalia ao3a € 150 mg BeIHbkK AHEBHO, CbC HIIH Oe3
xpaHa. Upbeco B g03a ot 150 mg BeIHbK JJHEeBHO OOMKHOBEHO BOJIH /10 M0-100bp 24-4aCcOB KOHTPOJI
Ha KPbBHOTO HajsiraHe, B CpaBHEHUE CbC 75 mg. Bbnpekn ToBa, Moxke 1a ce 0OMHUCIH 3ElﬂDHB£/ijﬂ»€' gp
JIGYEHHETO CbC 75 mg, 0COOEHO MPH MAUMEHTH HA XeMOAHaIu3a HIH Bb3PacTHH NMaLHEHTH
rOJAUIIHA Bb3PacT.

/; =y
[Ip1 nauMeHTH, NPU KOUTO HE € MOCTUIHAT KeJJaHUs KOHTPOJI ¢ 403a OT 150 mg Be/IHD ﬂﬁephn
j03aTta Ha updecaptaH Moxke ja Objae nouieHa 10 300 mg, uau aa Objae 100aBeHo Apy \
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AHTHXUIIEPTEH3NBHO CPEACTBO (BX. TOUKH 4.3, 4.4, 4.5 1 5.1). B yacTHOCT, n00aBAHETO HA AHYPETHK,
KaTO XMAPOXJIOPOTHA3HA € N0KA3ano ACMbIHHTENEH €PEKT KbM TO3H Ha HpbecapTaH (BXK. TO4Ka 4.5).

ITpu xunepToHuLH ¢ AabeT TuN 2 neyeHnero Tpsabea Aa 6bae 3anouHaTo ¢be 150 mg npbecapran
BE€AHbK JHEBHO H THTpHpaHO 0 300 mg BeIHBX AHEBHO, KaTo PEeANOYNTasa noaabpxaila 10o3a 3a
neueHue Ha 6pOpeuHoTO 3ab0onABaHE.

BraronpuaTHusaT edekT Ha upbecapTaH BbpXy ObOpeuuTe NpH NALKUEHTH € XHIIEPTOHUA K AWader TUN
2 € YCTAHOBEH ¢ MTOMOILTA HAa NPOYYBaHHA, NPH KOKTO HpbecapTal € H3NOoJ3BaH KaTo AOMBJIHHTENHO
Jle4eHHe KbM JpYrd aHTHXHIIEPTEH3IWBHU CPEACTBA, IIPH HEOOXOAUMOCT 38 JOCTUIaHE Ha XKEAaHOTO
KPbBHO HansraHe (Bxk. Touku 4.3, 4.4, 4.5 n 5.1).

Croeusaniy nonmyaaiuy

Bvbpeuno yepexcoane

He e Heob6x0aMM0 KOPHTHpAHE HA J03aTa NPH MauKeHTH ¢ yBpeleHa 0bbpeyna yHkuud. [lo-Hucka
HayanHa A03a (75 mg) tpadBa aa ce MMa NpeaBU TPH MALNEHTUTE, NOANOXKEHH Ha XeMoauaans3a (BxX.
Touka 4.4).

YeprodpobHo yepexcoane

He e Heo0X0AMMO KOPHUTHpaHe Ha [03aTa NMPH NALUEHTH C JIEKO 0 YMEPEHO YepHOoApoBHO
yBpexaaHe. HaMa KNIMHHUYEH ONKT NpH NaLHEHTH C TEXKO YePHOAPOOHO yBpeKaAaHe.

Cmapuecka év3pacm

Benpeku yve TpabBa aa ce 0OMHCIIH 3an04YBaHe Ha JICYEHHETO ChC 75 mg MpH NAaLMEHTHN HA Bb3pacT
Haja 75 roguHu, 0OMKHOBEHO HE CE Hajlara KOpUripaHe Ha A03aT4 MPH XOpa B CTAp4eCcKa Bb3pacT.

IHeouampuuna nonyrayus
be3zonacHocTTa H epMKacHOCTTA Ha upbecapran npu aeua Ha Bbr3pacT or O 10 18 roanHu He ca

ycTaHOBeHU. HannuHuTe noHacTos1EM NaHHU ca ONUCaHy B TOUKK 4.8, 5.1 1 5.2, HO npenopbKU 3a
A03NPOBKATA HE MoraT aa ObaaT JaaeHu.

HayuH_Ha npunoxkeHue
3a nepopanHo NpunoKeHUe.
4.3 IIpoTHBONOKA3ZAHHSA

CBpBbX4YBCTBUTENHOCT KbM aKTHBHOTO BELLECTBO UJIH KbM HAKOE OT NOMOLHHTE BElLECTBa,
W30poeHH B TOuKa 6.1.

BTtopu u TpeTH TpuMecTbp Ha OpeMeHHOCTTa (Bok. TOUKHU 4.4 1 4.6).
EnnospemenHara ynotpeba Ha Mpbeco ¢ anuCkUpeH-ChbALPAKALLY TPOAYKTH € MPOTHUBCIIOKAa3aHa Npy
MAlMEHTH ChC 3axapeH auaber uinn 6b0peuHo yepexaane (GFR < 60 ml/min/1,73 m?) (Bx. Touku 4.5

15.1).

4.4 Crnennajng npeaynpexaeHHs H NpeaNasHH MepKH NpH ynorpeba

HamasieH BbTpech1oB 0feM: CUMNTOMAaTHYHA XHIIOTOHHUS, 0COOCHO Clie/l MbpBaTa 103a
Bb3HUKHE NPH NALKEHTH ¢ HEAOCTATbYEH BLTPECHIOB 00eM U/UIN HEAOCTHE Ha HaTp 3
MHTEH3UBHO JUYPETHYHO NIEYCHHE, IHETA C OFPaHHUEH NPUEM HA COJ, IHAPHS HITH N ame. " Fean -
CBCTOAHUR TpAGBa Ja 6bAAT KOpHrupaHu npeau npuema Ha Upbeco. BRI
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PeHoBackynapHa XUIEPTOHWA: ChIIIECTBYEA MOBHLUIEH PHCK OT TeKKa XUNOTOHUS U 6b0peuna
HEAOCTAThUHOCT, B CIyuail Ye NalMeHTH ¢ ABYCTPaHHA cTeHo3a Ha ObOpeyHara aprepus WM CTEHO3a
Ha eAUHCTBeHKA QyHKUHOHKpall 6bOpek, OBAaT NEKYBAHH C JIEKAPCTBEHH NPOAYKTH, NMOBIUABAIIH
PEHHH-aHTHOTEH3HH-AIIOCTEPOHOBATA CHCTEMa. BBIIpekU ue TOBA HE € NOKYMEHTUPAaHO NpH
HpbecapTaH, noaobeH edekT TpsaOBa Aa ce OYaKBa U NpHU aHMMOTEH3UH II-pelenTopHHTE aHTAarOHUCTH.

Br0OpeuHo yBpexaaHe W Ob0peyHa TpaHcIIaHTaums: B ciy4ai ye vpbecapTaH ce npunara npu
nauMeHTH ¢ HapylieHa 6b0peyHa QyHKIMA, ce npenopbysa NEpHOANYHO NPoCNeJABaHe Ha CEPYMHHTE
HHBA Ha KaJui H KpeaTMHHHA. HAMa ONUT ¢ NPUNOKEHHUETO Ha upbecapTaH NpH MalHeHTH ChC
cKOpoluHa OB0peyHa TpaHCIJTAHTAllkS.

XUnepToHUYHU NauueHTH ¢ anadet T 2 u Oubpeuno 3abonaBaHe: NpH HanpaBeH aHalu3 Ha
MpoyYBaHe MpH NALKWEHTH ¢ HanpeaHano oOs0peuHo 3abonapaHe e YCTaHOBEHO, Ye eeKTHTE Ha

HpOecapTad BpXy 6bOpeHHUTE U CHPAECYHO~CHAOBHTE CHOUTHA HE Ca eAHOPOAHH BbB BCHUKH
noarpyny. OCBeH TOBA, UMa JaHHH 33 NO-MaTbK OnaronpuaTeH eeKT IpH KEHNTE H UHAUBUANTE,

KOMUTO He ca oT 6snara paca (BX. Touka 5.1).

IBoiiHo On0KKHpaHe Ha peHHH-aHTHOTEH3HH-aNnJ0cTepoHoBaTa cucteMa (PAAC): uMa naHH#, ye
enHospeMennara ynorpeda Ha ACE ynxnburopy, anruotensus [I-peuentophu 610Kkepn HIH
aTMCKHPEH MOBHLLIARA PUCKA OT XUMOTOHMSA, XHIIEpKaIHEMHUs U HaManaBaHe Ha ObOpeuynara GpyRKuus
(BIUIIOYUTENHO ocTpa ObOpeyuHa HegocTaTbMHOCT). [Topaan TOBa He ce NpenopbYBa JIBOHHO
dnokupaHe Ha PAAC upes xombunupanara ynotpeba Ha ACE uuxuburopn, anruotensus ll-
peUEnTOPHH ON0KepH UK anUCKUpeH (BxX. TOUkK 4.5 4 5.1),

AKO ce MpeLeHM, ue TepanqaTa ¢ JABoiHo Ookupane e abcomoTHo Heobxoanma, Toa TprOBa na
CTaBa CaMo 1o HabJIIOJESHHETO Ha CIICLIHANIUCT M TPH 4€CTO BHUMATETHO MOHUTOPHpaHE Ha
OBOpeunara QyHKUHS, eNEKTPOIMTUTE U KPbBHOTO HalAraHe.

ACE uuxnbutopu n anrvorensus [I-peuentopuu 610kepu He TpAOBa na ce U3M1013RaT AHOBPEMEHHO

NMPH NauMeHTH ¢ AnabeTHa HedponaTHs.

XunepKaiueMus:; KakTo Npy Jpyrute JIeKapCTBEHH NPOAYKTH, MOBIHABALIN PEHHH-aHTHOTEH3HH-
aJlI0CTePOHOBATA CHCTEMA, XUITEPKATHEMHS MOXKE J1a Bb3HUKHE H MO BpEME Ha JIEUCHHETO C
upOecapTaH, 0co0eHO NMPH HANHYHETO Ha ObOpeUHO YBpexaaHe, 3HaUYNTEIHA NPOTEUHY pHs NMOpaaH
nxabetHa HedponaTHA W/HAY CbpaeUHA HEAOCTATBbUYHOCT. [IpenophuBa ce peOBHO NPOCAeAABaHE HA
CCPYMHHS KaTHi MpU NALIMEHTHTE C PUCK (BXK. TOUKa 4.5).

XunornukeMus: upbecapraH Moxke 1a MpeAU3BUKa XHITOIIUKEMHA, 0COOEHO MPU NaLMEHTH ¢ auadber.
[Tpu naumeHTH, JeKYBaHY C MHCYJIHH WU aHTHAMa0eTHH nekapcTBa, Tpabpa na ce obMucau
NOAXOAALLC NpociesBaHe HAa KpbBHATA 3axap. KoraTo e nokasano, MOXe Jia ¢c€ HanoKH KOpUrupaHe
Ha N03aTa MHCYIMH WK Ha auTiavabeTHNTe Nekapcrea (BXK. Touka 4.5).

HMuTecTHHAIEH aHTHOEAEM:
3a MHTECTHHANEH aHTHOEAEM CC ChOOLLIABA TPY NALMUCHTH, JJEKYBaHH ¢ aHMMOTEH3UH Il peuentopHu

aHTAroHUCTN, BKNOUYNTENHO upbecaptan (BxX. Touka 4.8). Te3u nauneHTH uMaTt kopeMHa 6oaka,
raJieHe, noBpblIaHe U JuapHa. CHMNTOMHTE OTLLIYMABAT CAEA NPEYCTAHOBABAHE HA AHMMOTEH3HH 1]
peLenTOPHUTE AaHTArOHUCTH. AKO €€ AMATHOCTULIMPA HHTECTUHAJIEH aHTHOeAeM, JICUEHHUETO ¢
upbecapraH TpsdBa Ja ce NpeyCTaHOBU U Aa Ce 3an04He NOAXOAALLO HabnoaeHue 10 NbAHOTO
OTLIYMABAHE HAa CUMITTOMMUTE.

JIuTHii: He ce penopbisa KOMOMHHpaHeTO Ha HpbecapTaH U TUTHHA (BXK. TO4KA 4.5).

AOpTHA CTEHO3a M CTEHO3a HA MUTpAaNHaTa Kiana, 00CTpyKTHBHA xunepTpoduyHa KapJHOMHONATUS :
KaKTO K MpPH OCTAHAMUTE BA30JAMNATATOPH, HEOOXOAMMO € NOBULIEHO BHUMaHHKE MpH Mauy

KapIHOMHOIIATHA.




[TbpBHYEH ANJOCTEPOHU3BM: NAIMEHTH C MbPBHUHEH ANJOCTEPOHHIBM OOHKHOBEHO HE OTroBapsiT Ha
AHTUXMNIEPTEH3UBHH JIEKAPCTBEHH MPOIYKTH, ACHCTBALIM Ype3 HHXUOUpaHE HAa PEHHH-
aHrHoTeH3uHOBaTa cucreMa. ETo 3auo He ce npenopbysa ynorpedara Ha Mpbeco.

OO611H: npH NaLHEHTUTE, YHHTO CBAOB TOHYC K O6bOpeyHa QyHKIMSA 3aBUCAT NPEAUMHO OT
aKTHBHOCTTA Ha PEHHH-aHTHOTEH3YMH-aJII0CTEPOHOBATa CHCTEMA (HaNp. NallMEHTH C TEXKa
KOHI'eCTHBHA ChPACYHA HEAOCTATBYHOCT WK noafexaio 6u6peuno 3abonsaBane, BKIIOYHTEHO
cTeHO3a Ha ObOpevHaTa apTepna), NeUEHRETO C HHXHOUTOPH HAa aHTMOTEH3UH KOHBEPTUPALIUSA €H3UM
HJIW AaHrHOTEeH3HH-1] pellenTOpHA aBTarOHUCTH, NOBIMABALLH Ta3U CHCTEMA, € CBBP3aHO C 0CTpa
XMNOTOKHA, A30TEMHA, OJIUTYPHA HIIH pAaKo ocTpa 6bOpeuHa HenoCTaThYHOCT (BXK. Touka 4.5). Kakro
MPH OCTAHAIHTE AHTUXUIIEPTEH3IUBHH CPEICTBA, IPEKOMEPHOTO MOHWKEHHE HAa KPLBHOTO HAJAraHe
MPY NALKUEHTH ¢ HCXEMUYHA KAPAUONATHA WU HCXEeMHYHO ChpAEYHO-CBAOBO 3abonsBaHe MOXE A

JoBele 10 MH(PAPKT Ha MHOKAP/A MW HHCYT.

[TonoOHO Ha UHXHONUTOPHTE HA AHTMOTEH3INH KOHBEPTHPALIUA EH3MM, UpOecapTaH U ApyruTe
AHFHOTEH3WHOBH AaHTANOHHCTH H3TJIEXK A ¢a NO-MaJKo eeKTHBHH 10 OTHOLIECHHE HA NMOHHKABAHETO
Ha KPbBHOTO HaJIAraHe MPH WHANBUINTE OT YEpHATA paca, B CPABHEHHE C OCTAHANINTE, BEPOATHO
Nopaju Mo-IHPOKO pa3npocTpaHeHHe Ha HUCKO HUBO HAa PEHHH IIPH YEPHOKOXKATA NMOMynaLus ¢
XUNepToHna (BX. Touka S.1).

bpeMeHHOCT: neyeHue ¢ aHrHoTeH3uH Il peuentopuy anrarouucty (AlIRAs) He TpsabBa na ce 3ano4ea
no BpeMe Ha OpeMeHHoCT. [[aLlMeHTKUTE, KOUTO TIaHHpaT OpeMEHHOCT, TpAOBa Aa NpeMHHAT Ha
A/ITEPHATHBHO aHTHXMNEPTEH3UBHO JleYeHHE C YCTaHOBEH Mpodua Ha Oe30nacHOCT npH ynorpeda no
BpeMe Ha OpeMEHHOCT, OCBEH aKO Ce CUHTA, Y€ € OT 0CODEHA BAXKHOCT Aa CE NPOABIKH JEUEHHETO C
AIIRAs. Koraro ce yctaHoBn 6pemennocrt, nedeHuero ¢ AIIRAs Tpabpa HezabapHo Ja ce npekpaTy
aKo € NoAXoAAI0, Aa Ce 3aloYHe AITEPHATHBHO JIeYeHRe (BXK. TOUKH 4.3 U 4.6).

[MeauaTpHyHu NalKeHTH: HpbecapTaH € NpoyuBaH NpH NeAHWaTPHYHA MOMyIalug Ha Bb3pacT oT 6 10
16 rogHK, HO HATHYHUTE JaHHYW Ca HeJOCTaTh4HH, 3a Aa C€ pasluMpH ynotpedara U npu Aeua, a0
MOJy4yaBaHe Ha JOIMBbIIHUTENHH AaHHH (BXK. Touku 4.8, 5.1 u 5.2).

[ IoOMOIIIHH BELNECTRA:

JlakTo3a: TO3H NeKapCTBEH MPOAYKT ChAbpXKa JaKT034a.
[TauuenT ¢ peaxy HacIeACTBEHH NpobIeMH Ha HEMOHOCHMOCT KbM rajlakTo3a, MbJeH JaKTaseH

nedHLIMT WIIH TII0K030-rajlakTo3Ha ManadbcopbLusa He TpaOBa Aa IPHEMAT TOBA JIEKAPCTBO.

4.5 B3anmonelicTBHE € APYIH JIEKAPCTBEHH NPOAYKTH H ApYrH popMH Ha B3aHMoJelicTBHE

HuypeTniy N IpyrH aHTHXHNEPTEH3UBHU CPEACTBA: APYTUTE AHTHXUNEPTEH3UBHN CPEACTBA MOXKE Ja
TOBULIAT XMNOTeH3MBHHTE edekTH Ha upbecapran, BbNpPeKH TORa, upbecapraH € npuaarad 6€30MacHo
33a€HO C JPYTH aHTUXHIIEPTEH3UBHU CPeACTBa, KaTo Deta-OnokepH, avironedcTealy dOnokepu Ha
KJILHEBUTE KaHAIH K THA3HAHN AnypeTtnlH. [lpeninecTalloTo JeueHue ¢ BUCOKA A03a AUYPETHLIM
MOXE 4 JOBEIE A0 NOABATA HA XUITOBOJEMHSA U PHCK OT XHUIOTOHHS, NPU 3aN04YBaHE HA NEYEHUETO C

Hpbeco (Bx. Touka 4.4).

[IpoaykTy, chabpkaliu anuckuped uan ACE MHXUOUTOPHU: JaHHH OT KIIMHUYHM [IPOY4YBaHUSA
MOKa3BaT, Ye ABOHHOTO ONOKHpaHe Ha peHUH-aHTHOTEeH3UH-ana0cTepoHoBaTa cncremMa (PAAC) upes

komMOHHHpaHaTa ynotpeba Ha ACE uuxudburtopu, anrnorensuH Ill-peuentopsu 6noxepn unu
aJINCKHPEH CE CBbP3Ba C MO-BUCOKA 4ECTOTA HA HEeXENaHW ChbOUTHA, KaTO HAlpUMEP XKIIOTOHHA,
XUNepPKanHeMHUsA ¥ HaMansaBaHe Ha ObOpeuHara pyHkUUA (BKIIOUKHTENHO ocTpa 6BOpeyna
HEJOCTAaTBYHOCT), B CPAaBHEHHUE ¢ ynoTpedaTa caMo Ha €1HO CPeACTBO, AeHcTRallo BepXY PAAC (BX.
Touku 4.3, 4.4 1 5.1).

Kanvesn aobaBku Y kanHii-cbXpaHaBaliy guy@mgﬁ Bb3 OCHOBA HA ONUTA ¢ ynoTped (ﬁ
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CbIBbPXKALILK KRR WIH APYry NEKAPCTBEHH MPOAYKTH, KOUTO MOXKE [ia TIOBULIAT CEpYMHUTE HUBA Ha
kanus (Hamnp. XenapyH), MOXe Ja A0Bele J0 NMOBNillaBaHe Ha CEPYMHMS KATHH, Opaan KOETo He Ce

npenopb4ea (Bx. Touka 4.4).

JluTwii: 1oknaaBaHo € 00paTHMO NOBHLIABAHE HA CEPYMHHUTE KOHLEHTPALWH HA JINTHH H JIMTHEBA
TOKCHYHOCT NPH €AHOBPEMEHHO NPUJIOKEHHE HA TUTHHA U HHXUOUTOPU HA aHTHOTEHIRH
koHBepTHpaliug eH3uM. [lonobun edextn npu upbecapraH ca AOKIAABAHH MHOTO paaxko. ETo 3aio
Ta3n KOMOMHaLKA He ce npenopbyBa (BK. To4ka 4.4). Ako Tazn koMOHHALUA € J0Ka3aHO
HeoOX0AHMa, TO Ce MPENoPbYBa BHUMATENHO NPOCNEeAABAHE HA CEPYMHHTE HHBA HA JIUTHA.

Hecrepou1HU NPOTHBORL3NAMHTENHY CPEACTBA: NPH eJHOBPEMEHHATa yroTpeda Ha aHruoTeH3nH-1]
AHTArOHMCTH H HECTEPOUAHM MTPOTHBOBBLINAIUTE/IHN CPEACTBa [KAaTO cenekTuBHH COX-2

HHXMOUTOPH, alleTUICANHLUKIOBa KUCennHa (> 3 g/nHeBHo) u HecenekTusHH HCIIBC], Moxe na
HaCTbMU HaMalgBaHe Ha AHTUXUIEPTEH3UBHUA €PEKT.

[Tono6ouo Ha ACE nuaxuburopure, eIHOBPEMEHHOTO MPUNOKEHHE HA AHTHOTEH3UH-1] aHTarOHUCTH K
HECTEPOHAHH NMPOTHBOBb3NANUTENHH CPEACTBA MOXKE Aa AOBEAE N0 NOBHIIIABaHE HA PUCKA OT
plIoLIaBaHe Ha Ob6peyHaTa PyHKLMA, BKIIOUHTETHO BB3MOXHOCTTA 3a N104Ba Ha ocTpa Op0peyHa
HEAOCTATBYHOCT, NOBKIICHHE HA CEPYMHHS Kanuii, 0co0eHO nNpH NalHeHsTH ¢ npealecTBaulo
yBpexaaHe Ha 6b0peuHarta pyHkuus. KoMmOunupaneto TpabBa Ja cTapa ¢ MOBHIIEHO BHUMAaHUE,
ocobeHo NpH NalMEeHTHTE B HalpeaHana Bb3pact. [lauuenture TpaOBa Ja OpaaT CHOTBETHO
XMIpaTHpaHH, KaTo € HeoOXOAUMO npocaeasBaHe Ha Ob0peuHaTa QyHKUHA Clel 3anoUYBaHe Ha
KOMOWHHPAHOTO JIEUEHHE U NEPHOAHYHO ClIe] TOBA.

Penarnunug: npbecaprad uma noteHuxan na uuxubupa OATP1B1. B knuHn4yHO npoy4Bane ce
cbobLlaBa, ye upbecapran nosuliaea Cnax H AUC Ha penarnuHua (cyoctpar Ha OATP1B1)
choTBeTHO ¢ 1,8 nbTH M 1,3 nbTH, KoraTo ce npunara 1 yac npeau penarnueui. B apyro npoyusane
He ce ¢bo0IlaBa 3a CbOTBETHO PapMAKOKUHETHUHO B3aUMOAEHCTBHE NIPH €IHOBPEMEHHO NPHIIOKEHHUE
Ha ABeTe Jiekapcrsa. [Topaau ToBa MOXe Ja Ce HaNOXH KOpUIrHpaHe Ha J03aTa Ha anTUaAnabeTHOTO
NIEKapCTBO, KAKTO W Ha penarjiuHuL (BXK. Touka 4.4).

EOH'LJ'IHHTEHH& HHQOQMHMH QTHOCHO B3aUMOACHCTBUATA HA HPSECHPTHH: npun KAHHUHYHH

npoyv4BaHus, papMakoKMHeTUKATa HA updecapTaH HE ce NOBNHABA OT XuapoxnoprHaina. Mpbecaprau
ce MeTabonu3upa ocHOBHO ¢ noMownTa Ha CYP2C9 u B no-manka creneH 4pes rnoKkyponHpaHe. He ca
HaOntoaBaHM 3HAYHMH PAPMAKOKMHETUYHH K papMaKOIHHAMHUYHY B3aUMOAECHCTBIS NPU

eHOBPEMEHHOTO NpUNIOXKeHHE Ha upbecapTaH ¢ BapgapHH, IEKAPCTBEHUAT NPOAYKT Ce
meTabonnsupa ¢ nomoiura Ha CYP2C9. Edexktnte Ha unaykropurte Ha CYP2C9 kaTto pupaMnuivy

BbPXY (papMaKOKHHETHKATA Ha upbecapTaH, He ca npoyuyeHH. PapMaKOKHHETHKATA HA IHFOKCHH He
ce MPOMEHst NPH eHOBPEMeHHO NPUIoKeHHe ¢ npbecapTaH.

4.6 DepTHANTET, OPEMEHHOCT H KbPMEHe

bpeMeHHOCT

YnorpebaTta Ha AIIRASs He ce npenopbyBa N0 BpeME HA NbPBHA TPUMECTBLP Ha OpeMeHHOCTTA (BK.
Touka 4.4). Ynorpebara Ha AlIRAsS e npoTHBOnokasaHa no BpeMe Ha BTOPUA M TPEeTHA TPUMECTHP HA
OpeMeHHOCTTA (BXK. TOUKH 4.3 U 4.4).

EnuaeMHONOTHUHHTE JaHHH OTHOCHO PHCKA OT TepaTOreHHOCT cnel ekcno3nuka Ha ACE

WHXUOUTOPH NO BpeMe Ha ITbPBHS TPHMECTBP OT OpeMeHHOCTTa He ca yOoeauTenHu. Bee nak nexo

yBe/JHUYEHHE HA PUCKA He MOXE 1a Obje H3KIoUueHO. JIOKaTo HAMa KOHTPOJUPAHU €MHAEMHONOrHYHH

DaHHU OTHOCHO pucka npu ynotpeda Ha anruotensuH Il peuentopru antaronucty (AlIRAs), “TVAS 70 :*;\
noaoOHK PHCKOBE MOTaT 1a CHIUECTBYBAT M NPU TO3M Kiiac Jiekapersa. IauneHTkute, KONToMNay e
GpeMeHHOCT, TpaGBa Aa MpeMHUHAT Ha alTePHaTHBHO AHTUXUINIEPTEH3UBHO ieueHHue ¢ ycTaHfBal /-*" A o 0N
npodua Ha 6e30NacHOCT NpH ynoTtpeba no Bpeme Ha GPEMEHHOCT, OCBEH aKO Ce CunTa, uef¢ &/ » ¥ vt - o 2 Y
ocobeHa BAXHOCT Aa ce npoabky Jevennero ¢ AIIRAs. Korato ce ycranoBu 6peMerHOdE, T | ¢ 7,7 .
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neyeHneto ¢ AIIRAs tpadpa He3abaBHO Aa ¢ce NPEKpaTH H aKo € NOAXOAALIO, Aa Ce 3aMoYHe
aNTEPHATHBHO NEUYEHHE,

H3BecTHO €, ue ekcno3nuuAaTa Ha AIIRAsS no BpeMe Ha BTOPUS KB TpeTHS TPUMECTHP NPEaU3BUKBA

deToTOKCHUYHOCT NpH Xopa (HamaneHa ObOpeyuHa QyHKUMA, OJTHrOXWAPAMHHOH, 3a0aBeHa
ocudHKanMA Ha Yepena) U HEOHATANHA TOKCHHYHOCT (Ob0peyHa HeAOCTAaTLYHOCT, XHITOTOHMA,

Xxunepkaiuemns ) (BX. ToUKa 5.3).
[Tpenopbuba ce exorpadicxo HlcaeaBaHe Ha ObOpeuHara gyHKkuHa H yepena, B cayuait ue AIIRAs ca
PUJIaraHy Mnpe3 BTOPHA TPUMECTBP Ha OpEeMEHHOCTTA H Ciel TOBA.

HoBoponeny, ynuto Maiiku ca npueManu AHRAs, TpadbBa na ce HabmojaBaT BHHMATENHO 3a HATHYHE
Ha XMNOTOHHA (BXK. ToukH 4.3 U 4.4).

Kupmene

Toii xaTo He e HanMuHa HHPOPMALIUA OTHOCHO YoTpebaTa Ha upbecapTaHd 1o BpeMe Ha KbpMeHe,
Upbeco He ce npenopbHBa, a ce NPeANQYATAT ANTEPHATUBHH TEPANHH C No-100pe ycTaHoBeH npodun
Ha 0e30macHOCT N0 BpeMe Ha KbpMEHE, 0CODEHO NP KbPMEHE HA HOBOPOAEHO MU NPEXIEBPEMEHHO

POAEHO AETE.
He e u3BecTHO Janu upbecapTaH WM HErOBUTE META0ONNTH €€ EKCKPETUPAT B KbpMarTa.

HannyHute ¢apmMakoauHaMUYHW/ TOKCHKONOrMYHH JAHHM NTPH ITBXOBE MOKA3BaT EKCKpEenHs Ha
upbecapTad WK Ha HETOBHTE MeTAbOMUTH B MISKOTO (3a NoApOOHOCTH BXK. ToUuKa 3.3).

depTUuanrer

HUpbecapraH HAMa edieKT BbpXY (DEPTUINTETA HA TPETHPAHKUTE IUIBXOBE M TAXHOTO OTOMCTBO, 10
JA030BH HHBA, NPUYMHUHABALLH TbPBUTE CHMINITOMHU HAa TOKCHUHOCT TIPH POAMTENHTE (BXK. TOUKA 5.3).

4.7 Edexkrn BbpXy cnocofaocrra 33 uropnpane 1 pabora ¢ MallinuH

B3 ocHora Ha PapMakoAMHAMHYHHTE CBOHCTBA, HE ce ovakBa upbecapraH 1a MoB/IUAE Ha
cnocobHoCTTa 3a Wodupane H paborta ¢ MawuHK. B ciy4dail Ha wodupane uinu paboTta ¢ MallHHM,
TpaOBa 1a ce MMa NpeABH Bb3MOXHOCTTA 3a M0SBa HAa 3aMasHOCT UIIH OTNAAHAIOCT NO BPEME HA

JIEYEHHETO.
4.8 HexxenaHH J€KAPCTBEHH PeaKUHH

[Tpu nnaie60-KOHTpONKpaHH H3NUTBAHUSA NPH NMALMEHTH C XUITEPTOHUA, 0bLIaTa 4eCTOoTa Ha
HexeJlaRuTe ChOUTHA He € Ona pasivyHa npu rpynara Ha upbecapran (56,2%) u nnauedo rpynara
(56,5%). INpeycraHoBaBaHe NOpaAMu NOABaTA HA KJIMHAYMHU UK 1abOpaTOPHU HexeNnany ChOUuTHS €
HabMroJaBaHo No-pAAKO NPH NMAaLUEHTH, JIEKYBaHH ¢ upbecaprau (3,3%), OTKOAKOTO NpH NMaUHUEHTH Ha
nnauebo (4,5%). HectoTaTa Ha Hexenauute cbOMTHSA He ¢ Ouna cebp3ana ¢ f1o3ata (B
penopbYHTENHNA 0308 AKANa3oH), Nojaa, BL3pacTTa, pacata Uil NPOoAb/IXKHTENIHOCTTA Ha
JIEYEHHETO.

[1pu naumeHTy ¢ auabeT U XUNEPTOHHA C MUKpoanOyMHHYpHA W HOpMalHa 6K0peuHa PyHkUHs, ca
NOKNAJIBAHH CIy4aH Ha CBETOBBPTEX B HINPABSHO MOJIOKEHUE H OPTOCTATHYHA XHToToHUA NpH 0,5%
OT NaLHeHTHTE (T.€. HEYECTO), HO MO-YECTO B CpaBHEHHE ¢ Mianedo rpynara.

CnezBainara Tabnuua npeacTaBs HEXENAHWTE IEKAPCTBEHU peakLMH, AOKNaABAHH fIpH Miauebo-

KOHTPOJIHPAHH N3NMUTBaHUA, MPU KOUTO 1 965 nauueHTH ¢ XUIIEPTOHHA €A NOJyYaBaiH Hpﬁﬁa i
:-':,"'::ﬁu -

TepMunuTe, 0TOENA3aHH CbC 3B€34a (*) OTrOBAPAT HA HEXENAHU PeaKUHH, JOKNaABaHU 7~ 7,
; t - ] ;
JOMBAHUTENHO NPH > 2% OT nauMeHTUTE ¢ AHabeT U XUNEPTOHMA C XPOHHYHA 6’5613&%% X7 e : “\ ’r
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YecToTaTa Ha NIPEeACTABEHUTE MO-X0JIY HEXENAHH PEAKLHH € ONnpeAesieHa KakTo ClIeABa:

Muoro yectu (> 1/10); Yectn (= 1/100 no < 1/10); Heuectu (= 1/1000 no < 1/100); Peaxu (= 1/10 000
1o < 1/1000); Muoro peaxs (< 1/10 000). [Ipn Bcgko rpynydpade B 3aBACHMOCT OT 4€CTOTATA,
HeXKe/JaHUTE NIEKAPCTBEHH PeakiiH ce H30posBaT B HH3XOAA1 pea N0 OTHOWEHHE Ha TAXHATA

CEPHO3HOCT.
N36poeHn ca M HexenaHnTe peakLuy, ChbOOLIEHH AOMbAHUTENHO OT MOCTMapKETHHIOBUS OMHUT. Te3u

HEXKENAaHN pCaKLHH Cad NOJYHCHH OT ClTIOHTaHHH CBHODLIEHHS.

HapyliieHns Ha KpLBTA U IUMGHATA CUCTEMA:

C Heu3BeCTHaA YECTOTA: aHEMUA, TpOMﬁOU,HTDHEHHﬂ

HapyuieHus Ha HMYHHATa CHCTEMA.

C HeHM3BECTHA 4eCTOTA! peakLyH Ha CBPbXYYBCTBUTENHOCT, KATO aHTHOeaeM, OOpUB,
YPTHKApHA, aHadHuNaKTU4HA peakuua, aHaQMNakTHYEH LIOK

HEEEHIEHHH Ha MeTaboau3Ma U APaHEHCTO.

C HeH3BeCTHA 4YeCTOTA:

XHNCPKANTHEMNUA, XHITOT'TTHKEMHA

HapylueHus Ha HepBHATa CHCTEMA!

YecTuH:
C HeH3BeCTHA YeCTOTA:

3aMasHOCT, 3aMaiiBaHe Npu u3npaesHe*
CBETORBPTEX, Ii1apobonue

HapyiieHus Ha YXOTO K IaOUpHHTA:

C "Hen3BecTHAa 4YecToTa:;

CbpaeyHU HApYLICHHA:

HeyecTH:

CbI0BHM HApYLIEHHA:

YecTH:
HeuecTh:

IHYM B YIIHTE

TaxXuKapaAus

OPTOCTATUYHA XUNOTOHUA*
3aUEepPBABAHE

PECI'IHPBTOPHH. rPbAHH H MCAHACTHHAIHH HADYHICHWA .

HevecTH:

KalllJiKLa&

CroMaulHO-4YpeBHY HApYIIEHHA:

YecTh:

Heuectu:

Peaxu:

C HeHn3BeCTHA YecToTA:

XenatoOMIMapHy HapylIEHH:

Hevecty:
C HeusBeCTHA 4eCTOTA:

rajcHe/IIOBpbLIAHE

AUapUs, JHCNENCHUA/KUCENHHH
HWHTECTHHANEH aHTHoeneM
HapylleHHUEe BbB BKYCa

XBJATECHHLA
XeMnaTUT, HapyLleHa YepHOoApoOHA PYyHKLHA

HapyLieHus Ha KOXAaTa U NOAKOXKHATA ThKAH:




C HeHn3BeCcTHA YyecTOTaA: JEBKOUHTORKNIACTCH BACKYJIMT

HapyiieHns Ha MyCKYJIHO-CKEJIETHATA CUCTEMA H CheAHMHUTEIHATA ThKaH:

YecTn: MYCKYJIHO-CkeleTHa Gonka*
C Hen3BeCTHA YecToTA: apTpairusg, MUaITHA (B HAKOM Cliy4aH ChIIPOBOJIEHA ¢ NOBHILEHH
na3MeHH CTOHHOCTH Ha KpeaTHHKHHa3aTa), MyCKYJTHH KpaMIiH

Hapyiienns na 60peunte ¥ MUKOYHUTE MbTHLIA:

C Hen3pecTHa yecToTa: HapyleHa 0b0peyHa QyHKLNSA, BKIKOUYHTEIHO CIYYau Ha
ObOpeyHa HEAOCTATBLYHOCT NPHU NALIMEHTH € PUCK (BXK. Touka 4.4)

HapyiueHus Ha penpoayKTHBHATA CUCTEMA U MbpAATA:

HeuecTu: CEeKCyajHa AMCPYHKL U

O6un HapyuieHHs U €DEKTH Ha MACTOTO HA NMPUIIOKEHHUE:

Yecty: yMoOpa

HeuecTn: Oosika B 00n1acTTa Ha rPbAHUA KOLI

H3cnenBanus:

Muoro yectu: XunepkanueMus™ ce Habn0gaBa N0-4ecTo MPYU NALUESHTHTE C

auaber, nekyBaHH ¢ upbecaptaH, B cpaBHeHHe ¢ niauedo. [Npu
MalMeHTUTE ¢ AMabeT U XUNEPTOHHS ¢ MUKPOAUTOYMHHYPHA H
HopManHa 0s0Opeuna dyHkuus, xunepkantueMud (= 5,5 mEqg/l) ce
HabmonaBa npu 29,4% ot nayneHTUTE OT rpynara Ha upbecapras
300 mg u 22% ot nauxeHTMTE OT rpynata Ha niauedo. [pu
MaHEHTHTE ¢ AMabeT U XUNepTOHHUA ¢ XpOoHH4YHA OBOpeyHa
HeNOCTAThb4YHOCT U M39BE€HA OPOTEHHYPUSA, XUNIEPKATHEMHA (> 5,5
mEq/1) ce Habmonaea npu 46,3% OT NaLKEHTHTE OT rpynaTta Ha
upbecapTaH u npH 26,3% OT nauMeHTUTE OT rpynarta Ha rjauedo.

YecTu: 3HAUMUTENHO NMOBHIIEHHE HA I1J1a3MEHATA KpeaTHHKUHA3a e
HabntonaeaHo decto (1,7%) npu nekyBaHuTte ¢ upbecapran
nauHeHTH. HUTo eAnH OT Te3m criyqau He e OMn CBbp3aH ¢
KIHHUYHO NPOABEHH MYCKYJIHOCKENETHY CHOUTHSL.

[Mpu 1,7% OT nauMeHTUTE C XNIIEPTOHKA ¢ HanpeaHana AnabeTHa

HedponartHs, JIeKyBaHH ¢ updecapTaH, € HadJl0/1aBaHo
TIOHHKaBaHe Ha XeMornobura*, koeTo He € OUI0 KNIHHUYHO
3HAYMMO.

[leayarpyyuHa nonyaaLus

B pangomusnpaso u3nuTaane npy 318 gewa ¥ I0HOLLU ¢ XUNEPTOHUS HA BB3pacT ot 6 10 16 roauHy

ca HaboAaBaHH CleHUTE HeXKeTaHH pPeakilui Nno BpeMe Ha 3-CeJIMHUYHaTa NBOHHO-casna da3sa:
rnasodonue {(7,9%), xunotrouus (2,2%), 3amaanoct (1,9%), kawnuua (0,9%). ITo epeme Ha 26-
CEAMNYHHS OTBOPEH fEPHOJ Ha TOBA H3NUTBaHE, Hal-uecTO HaONMIOJABAHNTE OTKIOHEHHUS B

nabopaTOPHUTE NoKa3aTeln ca Ounu MoBUlaBaHe Ha KpeaTHHHAHA (6,5%) ¥ NOBHILIEHH CTOHHOCTH Ha

KpCATHHKHHAa3ara npu 2% oT Aeuara, NpHEMAIIH JCHCHHETO.

ChobuiaBaHe Ha NOJO3UPAHU HEXETAHU PeaKiiuu
Cro0OulaBraHeTo Ha NOAO3UPAHH HEXKENAHH JICKAaPCTBEHH peaKLiuu /€] pa3pelluaBaHe 3a

JICKAPCTBCHHA NPOAYKT € BAXKHO. Toga no3sondBa 1a NnpoabJjdAkH HﬁﬁH}OﬂEHHETO HAa CbO
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MON3a/pUck 3a JieKkapcTBeHHs npoaykr. OT MeAHLIMHCKUTE CNIELMAINCTH C€ H3UCKBA Aa chobuiaBat
BCAKA MMOZ03HMPaHA HEXKENAHA PEaKUUs upes:

H3nbaHyuTe/HA areHUMs no JexapeTBara.
ya. ., JJamsau I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 IIpeaosnpane

OnuUTHT NpH BB3paCTHH, EKCIIO3WPaHK Ha 03U o 900 mg/aneBHO 3a 8 ceAMHLIM HE [TOKa3an
HaJINYHETO HA TOKCUYHOCT. Hali-BepoaTHHTe NMposBU Ha NMpefo3HpaHe ce ouakBa Aa ObJaT XHIOTOHHSA
M TaAXUKAPIWA; Bb3MOXKHA € ¥ noABata Ha 6pagukapaus npH npeao3upane. Hama cnenuduyna
HHGOpMaLKA MO OTHOLIEHHE HA JIeueHUeTo NpH npeac3upare ¢ upbecaprad. [lauuenTsr TpabBa Na
Obae BHUMATENHO MpoCaeadBaH, Karo JeyeHueTo Tpabea na &bae CHMIOTOMATHYHO 4 NOAABPXKALIO.
[MpenopbuBa ce MpeAN3BHKBAHE HA NOBPbBLLaHe /WY CTOMALIHA TPOMUBKA. AKTHBHUAT BbIIEH
MOe na ObJe nojeseH npu JieueHUe Ha npeno3upaHeto. MpbecapraH He ce oTaens upes
XeMOJHaJIu3a.

5. ®APMAKOJIOTHYHHU CBOUCTBA

5.1 PapMaKoAHHAMHYHH CBOHCTBA

dapMmakoTepaneBTH4YHa Mpyna: aHrHOTeH3WH [1-aHTarouucTH, CaMOCTOATENHO.

ATC xon: C09C A04.

MexaRu3bM Ha ICHCTBHE:
HpbecapTaH e MOLLEH, NEPOPATIHO aKTHBEH, CeNleKTHREH aHruoTeH3uH—I1 peuenrtopen (tun AT))

aHTaroHucT. Ovakpa ce 6/10KHpaHe HAa LATOCTHOTO JeHCTBUE HAa aHTHOTeH3HH ], Meaunpako ot AT
peLenTopa, HE3aBUCHMO OT H3TOUYHHKA UIIH NbTA HA CHHTE3 HA aHrHoTeH3uH 1l CeneKTuBHHUAT
aHTaroHW3bM crpamMo aHruoTeH3uH 11 (AT)) peuentopure BOAH 10 NOBHILIABAHE HA I1JJA3MEHUTE HUBA
Ha peHMH 1 aHrrnoTeH3uH-11 ¥ NoHWXKaBaHe Ha Myia3MeHarTa KOHUEHTPALEA Ha anJOCTEPOH.
CepyMHHTe HUBA HAa Kanii He c€ NPOMEHAT 3HAMATENIHO NPH CAMOCTOATETHO NPHIIOKEHHE Ha
upbecapTaH B npenopruuTenHute 103u. Upbecapran He unxubupa ACE (kununasza-I1), ensum, koMTO
reHeprpa aHrioteHsun-11 4 cbIno pasrpaxaa OpaaMKUHHHA 10 HeaKTHBHU Metabonntu. Mpbecapran
HE U3UCKBA METAOONIUTHO aKTUBHPAHE 33 OCHUICCTBABAHE HA CBOETO ACHCTBHE.

Kiaunnysa eeKTUBHOCT

Xunepmonus

Hpbecaprad noHMkaBa KPbBHOTO HaNArake Npd MUHUMAaIHa MPOMAHA Ha CbpAEHHATA YECTOTA.
[ToHM»)xaBaHETO HA KPBBHOTO HalAraHe € 103a-3aBUCUMO NpY €IHOKPATEH AHEBEH NPHEM, C
TEHACHLMA KbM AOCTUraHe Ha 1n1ato rnpd A034 Haj 300 mg. Jo3u ot 150-300 mg BeAHBIK AHEBHO,
NOHHWKABAT KPbBHOTO HANAraHE B JE€rHAJO HJIM H3NPABEHO NOJIOKEHHUE (B NpoAb/DKEHHE Ha 24 yaca
OT npHeMa) ¢x¢ cpeaHo 8-13/5-8 mmHg (cHcTonHo/AnacTonHO) nNoseue, B CpaBHEeHKE ¢ Nutauedo.

MakcHManHOTO NOHM)KEHHEe HA KPbBHOTO HANIATaHE €€ JOCTHra B pAMKHTE Ha 3-6 Haca cnell npuema,

KaTO aHTHXHIIEPTEH3UBHOTO JCICTBUE NPoALAKABA Hal-Manko 24 yaca. Ha 24-us 4ac NOHNAKEHNETO
e

Ha KpbBHOTO Hanarane e 60-70% oT CLOTBETHUTE CTOHHOCTH Ha MAKCHMANEH OTrOBOP 110 OTHOIMEHWE} 17y "0
Ha AWACTOJIHOTO U CUCTOJNIHOTO HANAIAHE NPH NPENopbUHTENHUTE 103H. EMHOKPATHUAT OH %:B'gldem-m;j?{‘f N
Ha 150 mg BOAHM A0 CTOHHOCTH Ha Hall-HUCKHUA H CpeleH 24-4acoB OTrOBOP, NOACOHU HA T RN

Y

NPHIOKEHHE HA CBLIATA 1034, pa3fie/ieHa Ha 1Ba OTAE/IHH NPUEMa. o f Ny
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[TonwkaBalHAT KPBBHOTO HaArane edekt Ha upbecapraH ce nposBABa B paMKHTE Ha 1-2 ceqmMuny,
KaTo MakcHManeH eexT HacTbnBa 4-6 ceMULIM CJIEl HAYATIOTO HA JIEHEHHETO.
AHTRXHNEPTEH3UBHUTE edeKTH Ce 3ana3par NpU MPOABIKHTENHO NeueHHe. el NpeyCcTaHOBABaHe
HA JIEYEHHEeTO, KPBBHOTO HAIAraHe MOCTENEHHO Ce BPbINa KbM H3XOAHUTE CTOHROCTH. He ¢
HabnoaaBaHa T.Hap. ,,pebayHa” xunepronus. [foHUkaBalUTE KPbBHOTO HansAraHe eexTy Ha
npbecapTaH 1 THA3UAHUTE AUYPETHLIM Ca aIUTUBHH. [IpU malnueHTH, MPH KOKHTO HE € NOCTHUIHAT
KOHTPOJ NPH CAMOCTOATENIHOTO NPHIOKEHHe Ha upbecapTaH, 100aBiHETO Ha HUCKA 033
xuapoxnopruazup (12,5 mg) kbM €JHOKpaTHUA IpHeM Ha updecapTaH, BOAH 40 JONMbJIHHUTEIHO
NOHHWXEHHE Ha KPLBHOTO HanAraHe ot nopsaabka Ha 7-10/3-6 mmHg (CHCTONHO/AMACTONHO), CNPAMO
nnauedo.

EdekTuHocTTa Ha MUpbeco He ce noBnuaBa OT Bb3pacTTa U noja. [lorobHo Ha xpyruTe jgekapCcTBEHH
NPOAYKTH, MOBJIHABALY CUCTEMATA PEHUH-aHTHOTEH3HH, [TAUNEHTHTE C XHIIEPTOHUS OT Y€pHAaTa paca
Ce NMOBIHABAT 3HAYHTEIHO No-cabo npu MoHoTepanus ¢ upbecapra. lpn npunoxeHnero Ha
upbecapTal 3aeIHO ¢ HUCKA J103a Xuapoxnoprydasua (Hanp. 12,5 mg NHEBHO), aHTUXHNIEPTEH3HBHHAT
OTrOBOP MpPH NAaNHEHTHTE OT HEPHATa paca € NoA00eH Ha TO3H, NOCTHTHAT NPH NALUEHTHTE OT OdnaTa
paca.

He e nabmonaBad KIMHHYHO 3HAYMM eeKT BbpXy CEpyMHATa KOHLEHTpaU WA Ha NHMKOUHATA
KMCEJIMHA WU OTAENAHETO Ha MHKO4YHA KUCEIMHA ¢ YPUHATA.

[leduampuuna nonyaayus

[ToHHXeHHETO Ha KPLBHOTO HAJIATaHe NPY NPULIENTHH TUTPHPAHH 103K Ha upbecaprtan 0,5 mg/kg
(nucka), 1,5 mg/kg (cpeana) 1 4,5 mg/kg (BHcoka) € npoyueHo py 318 Aena v IOHOLIH Ha Bb3PacT OT
6 10 16 roaHHH ¢ XHNEPTOHHUA UK C PHCK OT XHUnepToHus (1uaber, pamunHa aHaMHe3a 34
XUIIEPTOHHNA ), 3a MEPUOA OT 3 ceAMHUUH. B Kpast Ha 3-CeIMHUHHSA NTEPHOA, CPEAHOTO NOHHXKEHHE
CNPAMO M3XOAHATa CTOMHOCT NPH NBPBUYHATA NNPOMEHJIHBA 32 €PEKTUBHOCT, HAH-HHCKATa CTOMHOCT
HA CHCTOJIHOTO KPBbBHO HandraHe B ceanano nonoxenue (SeSBP), e 6una 11,7 mmHg (Hucka no3a),
9,3 mmHg (cpeana no3a), 13,2 mmHg (B1coka n03a). He e ycTaHOoBeHa 3HauMMa pasiuka MeXAY TE3N
no3u. Kopurrupanara cpeJiHa IpOMAHA Ha Hall-HUCKaTa CTOHHOCT Ha JWacTOHOTO KPbBHO HAJIATaHE B
ceaHano noaoxkenue (SeDBP) e kakro cnexpa: 3,8 mmHg (Hucka no3a), 3,2 mmHg (cpeana no3a),
5,6 mmHg (Bucokxa no3a). [Ipes cneasawure gBe CeAMULM, IPE3 KOUTO NALMUEHTHTE Ca
pPaHAOMH3HPAHHY OTHOBO J1a IPHEMAT UNH aKTHBEH JIEKapCTBEH NPOAYKT Ui nnauedo, npu
NaLuMEHTHTE OT rpynara Ha nnauedo ¢ HabnoaaraHo nosuinarade Ha SeSBP n SeDBP ot nopsabka
Ha 2,4 u 2,0 mmHg, B cpaBHeHHue ¢ npoMgHa oT +0,1 1 -0,3 mmHg, CLbOTBETHO NMpH T€3H BCHUUKH J03U
npbecapraH (Bxk. TouKa 4.2).

Xunepmonus u ouabem mun 2 ¢ bvbpeuno 3abonrasane

KnuuuuHOTO M3MHTBaHe HAa Upbecaprad npu nuadetHa HedponaTua - “Irbesartan Diabetic
Nephropathy Trial (IDNT)” nokasBa, ye upbecapraH HamansaBa nporpecupaHeto Ha 6L6peyHoTO
3abonsaBane MpH Nauy¥eHTUTE ¢ XpOHHYHA ObOpeYHa HeJ0CTaTLYHOCT U U3ABEHA NpOoTeuHypud. IDNT
€ NABOMHOCHANO, KOHTPOJUPAHO U3MUTEAHE BbPXY 3a00JIeBAEMOCTTA U CMbPTHOCTTA, CPABHSABALILO
npbecapraH, amioaunuH ¥ nnauebo. Ipu 1 715 nauueHTH ¢ XUNEPTOHUA H AuadeT TMN 2,
npoTedHypHs > 900 mg/nen u cepyMeH kpeatnnuH 1,0-3,0 mg/dl, ca oLieHeHH AbNrocpoyHUTE edexTH
(cpeaHo 2,6 roanHu) Ha HpbecapTaH BLpXy nporpecHpaneTo Ha 660peyHoTo 3abonasaHe M oOulaTa
CMBLPTHOCT. [TallMeHTHTE A THTPUPAHN OT 75 mg xaro HauanHa no3a a0 300 mg kato noaabpxalia
n03a upbecaptas, ot 2,5 mg no 10 mg amnoaunud uik ninauedo, B 3aBUCUMOCT OT IOHOCHMOCTTA.
[TauneHTHTE OT BCHYKH MPYNH HA IEYEHHE Ca MOJyUaBaiii 0T 2 ¥ 4 aHTHXUNEPTEH3UBHHU CPeACTBa
(Hanp. auyperyum, Oeta-OnokepH, anda-bnokepu), 3a NOCTUFaHE Ha NPEABAPUTENIHO ONpeecHaTa
)eNaHa CTOHHOCT HA KPbBHOTO HaNA rate ot < 135/85 mmHg unu noHUXEeHUe Ha CUCTONHOTO

Ha nnauedo Tasu TapreTHa CTORMHOCT Ha KPBBHOTO HAJIACaHE € nocmrHaTa, KaTo pe3yJiTar a—ﬁa/ - P v
cboTBeTHO 76% u 78% npu rpynara Ha upbecapran 1 amnoaunuy. B nbpeuuHara xoMbu p& & .'_- i \ o \
KpaiiHa Touka updecapTaH 3Ha4MMO HamalsBa OTHOCUTENIHUS PUCK OT YABOSIBAHE Ha CCPYMHH PR
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MauUeHTHTE OT rpynara Ha updecapTaH ca MOCTUrHall MbpBNYHATA KOMOMHHPaHa KpailHa ToYKa 110
OTHOLLEHHe Ha OBOpeuHoTo 3a00naBane, B cpaBHeRHE ¢ 39% u 41% npu nnauebo rpynara U rpynara
Ha aMNOJUNUH [HaMansBaHe Ha OTHOCHTeIHUA puck ¢ 20% cnpamo niauedo (p = 0,024) n
HaMallsBaHe Ha OTHOCHTENHHA PUCK € 23% cnipamo amnoaunuH (p = 0,006)]. Ilpu anank3 Ha
OTAENHHTE KOMITIOHEHTH HAa NbPBUYHATA KpaiiHa TOUKA, He e HaONJaRad ePeKT BbpXy 00iara
CMBbPTHOCT, 33 pa3NHKa OT Ha0;1104aBaHOTO HaMANIBaHe Ha Cy4anTe ¢ TepMHHanHa OnOpeyHa
HeN0CTATHYHOCT M 3HAYMMO HaMaJIsBaHe Ha CIYYauTe C yBOABaHE Ha CEpYMHHA KpEaTHHHH.

HanpaeeHa e u ouleHka Ha edeKTa OT JIEYEHHETO B OTACNHUTE NOATPYNH, rpyNUpaHy Criope] nona,
pacara, Bb3pacTTa, NPOIb/KUTEIHOCTTA Ha AHadeTa, U3XOAHHUTE CTONHOCTH Ha KPbBHOTO HaNAraHe,
CepyMHHA KPEaTHHHH K CTEeNeHTa Ha oTAeNidHe Ha anbyMuH. [Ipy noarpynure Ha XXeHUTE U
NnauUeHTUTE OT YE€pHATA Paca, KOUTO Ca NPEACTABNAgBaNM CbOTBETHO 32% U 26% ot obluara
nomyjauus, He € HabnroaasaH dbnaronpuaTed edext BbpXy OLOpELUTE, BLIIPEKH Y€ JOBEPHTENHUTE
MHTEPBAIH HE ro H3kiro4Bar. Ilo oTHOUIEHHE Ha BTOpHYHATA KpaiiHa TOYKa, BKJHOYBALIA QaTalHH »
HedaTaTHH ChpASYHO-CHAOBH CBOUTHA, He e HabnaaBaHa pa3nuKa MEXIy TPHUTE rpynu B obLuara
MOMyJalus, BbAPEKH Ye e HalMro1aBaHa NOBULLIEHA YECTOTa Ha He(aTaleH HHGAPKT Ha MHOKap/a
MPH XXEHUTE H MORNKEeHa YeCTOTa Ha HedaTaneH HH(apKT Ha MHOKAp/a [IPH MBbXKETE B Fpyrara Ha
upbecapran, cnpaMo rpynara Ha nnauebo. [osuinaBane Ha yecToTaTa Ha HedaTaneH HHPAPKT HA
MHOKapJa U MHCYJIT € HabnioaaBaHO MpU XKEHUTE OT rpynara Ha upbecapTaH, CIpaMo TE€3H OT Irpymnara
HA aMJIOZIHIHH, JOKATO CIYYaHTE HA XOCIIMTAIM3ALUATA B pe3yITaT Ha ChbpPACYHA HEAOCTATHYHOCT Ca
Hamanenu B o01ara nonyjauusa. Bbiipeku ToBa, He € HAMEpPeHO TOUHO OOSCHEHNE Ha Te3H Pe3yJITaTH
MpPY KEHHUTE.

[MpoyueaHeTo 3a edexTuTe Ha HpdecapTaH BLPXY MUKPOantOyYMHHYPUATA MPH NALIMEHTH C XHIIEPTOHHS
U 3axapeH anabert tun 2 - ,,Effects of Irbesartan on Microalbuminuria in Hypertensive Patients with
type 2 Diabetes Mellitus (IRMA 2)“ noka3Ba, ue upbecapran 300 mg 3abaBs nporpecHpaHeTo Ha
H3ABEHATA MPOTEHHYPHA NIPH NALKHeHTH ¢ MUKpoanbymHHypud. IRMA 2 e nnauebo-koHTponupaHo,
IABOHHOCNANO NpoyyYsaHe BbpXy 3aboneBaemocTTa npy 590 nauueHTy ¢ fuader tun 2,
mukpoandoyMuHypus (30-300 mg/aeH) u HopManHa 6n0peyHa GpyHKUMS (CepyMEH KPEaTUHNH

< 1,5 mg/dl npn mexete u < 1,1 mg/dl npu xxenute). [IpoyuBaHeTo OLEHABA ABITOCPOUHHTE eEKTH
(2 roaMHK) Ha HpDecapTaH BbpXY NPOrpecusaTa A0 KINHHYHO 3HaUHMa (M39BEHA) NPOTEHHY PHS
(cTeneH Ha ekckpeums Ha anbymuH B ypuhata (UAER) > 300 mg/nen v nosumasane Ha UAER ¢ Halfi-
manko 30% cnpaMo U3XogHUTe CTOHHOCTH). [IpeapapuTenHo onpeacneHara xejlaHa CTOHHOCT Ha
KpbBHOTO HanAraHe € < 135/85 mmHg. JonbAHUTENHH aHTUXHNIEPTEH3INBHH CPEACTBA (¢ U3KIIOUEHHE
Ha ACE nHxuOutopH, anrnoteH3uH Il peuenTopHy aHTArOHKUCTH U AUXHAPONHPUIMHOBH KATIIMEBH

onokepH) ca 100aBgHH, NpH HEOOXOAUMOCT, 33 MOANOMAaraHe MOCTHraHEeTO Ha MPeABAPHTENHO
onpeaeneHoTO KENaHO KPLBHO HaniraHe. JIOKaTo Npy BCHUKH IPYTNH HA JIEYEHHE Ca NOCTHIHATH

CXOJHH CTOMHOCTH Ha KPBBHOTO HajlAraHe, IpH No-Manko NalueHTH oT rpynata Ha upbecapran 300
mg (5,2%), B cpaBHeHue ¢ muanebo (14,9%) unu rpynata na upbecapran 150 mg (9,7%) €
MOCTHIHaTa KpaiHaTa TO4Ka NO OTHOWIEHHE HA U3SBEHATA NPOTERHYPHS, NOKA3BaHKH peAyKL M HA
OTHOCHUTENHHUA PHUCK ¢bC 70% cnpamo nnauedo (p = 0,0004) npu no-eucokata 103a. ChNBTCTBALLO
nojobpeHne Ha CKOpocTTa Ha rnoMepyara ¢untpauus (GFR) He ¢ HabmonaBaHo nMpe3 NbPBUTE TPU
Mecela OT JieyeHHeTo. 3abaBsaHe Ha MporpecHaATa A0 KIHHHYHO 3HAYKMMA NPOTCHHYPHS €
HaOnoaaBaHO Hali-paHO Ha TPETHS MECel]l H € MPOALKUI0 NoBeye OT 2 roAuHH. Perpecus no
HopMoanbymuuypus (< 30 mg/aHeBHo) € HabmoaaBaHa Mo-4ecTO NpU rpynara Ha upbecaprad 300 mg
(34%), B cpaBHeHue ¢ rpynata Ha niauebo (21%).

Heotino Groxupane na perun-anzuomen3un-aroocmeporosama cucmema (PAAC)

IBe ronemn paHaoMu3rpanu KoHTpondpann npoyuBanusa — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial — Texyiio rnmobanno usnureane 3a

KpaitHW TOYKHM Ha TEJIMHUCAPTaH, CAMOCTOSTENIHO U B KOMOHHAauMA ¢ pamunpuin) 4 VA NE PHR \ T
(KnuHruHO npoyuBaHe, CBbP3AaHO C pa3BuTHE HA HedponaTus Npy Ax4adeT, MpoBEAEHO OT *“l v P"' } ) "‘\\
1 Y
MHHUCTEPCTBO NO BLNPOCHTE Ha BETEPAHUTE) — MPOYUBAT ynoTpedaTa Ha KOMOMHALUAT . N :“’f ‘
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edexropun oprand. VA NEPHRON-D e npoyusane npu nateHTH ¢bC 3axapeH Juabet Tin 2 U
InabeTHa HedponaTHs.

Te3u npoyyBaHHS HE NIOKA3BAT 3HA4KUM OnaronpuaTeH epexT BbpXy ObOpeUHHTE HW/HIHN CBPASCYHO-
CHAOBHTE MOCHEANLIH H CMBPTHOCT, KaTO ChLIEBPEMEHHO ¢a HabMoaaBaAHHU NMOBHILEH PHUCK OT
XHMepPKATHEMHS, OCTPO YBpexJaHe Ha 6b0peliuTe WHNH XMITOTOHHA B CpaBHEHUE C MOHOTEpanHATa.
KaTto ce vMaT npeaBut CXOJAHHTE HM $apMaKoAMHAMHYHH CBOBCTBA, TE3H PE3YNTATH Ca IPHIOKHMH
y 3a aApyrd ACE unxuOutopu u auruotensus ll-peuenropHu 610KkepH.

ACE nuxubutopu ¥ aHruoteH3uH ll-peuentopru 6J10kepu cieaoBaTenHo He TpAOBa Aa ce U3NOM3BaT
eIHOBPEMEHHO NpH NalieHTH ¢ AMadeTHa HedponaTus.

ALTITUDE (KiiuHHYHO npoy4BaHe NPOBEAESHO C ATHCKHPEH NMPU NAaLUMEHTH CbC 3aXapeH AuadeT THII
2 ¢ H3MON3BaHe Ha ChPAEYHO-CHIOBH U ObOpeuny 3a0onaBaHus KaTo KpaHHH TOYKH) € NPOYYBaHE,
npeaHa3Ha4YeHo Ja U3cieaBa Noa3ara oT Jo0aBiHETO Ha AJIRCKHPEH KbM CTaHJapTHa Tepanus ¢ ACE
HHXHONTOP MM aHTHOTEH3KH [l-peuenTtoper 610Kep NpH NALMEHTH CbC 3axapeH auaber THn 2 M
XpoHH4HO OBOpeuHo 3abogBaHe, ChpACUHO-CBHAOBO 3abonaBaHe UNK U ABeTe. [lpoyuBaHeTo €
fpeKpaTeHo NpeXIEBPEMEHHO NOPaaH NOBHILIEH PHCK OT HEONAronpUATHU NocaeaAuLid. KakTo
CbpAEUYHO-CBAOBATA CMBPT, TAKA U HHCYNTHT €A NO-YECTH B IPYTIAaTa Ha aTACKHPEH, OTKOJKOTO B
rpynara Ha miaue6o, a ApeICTaBNABAIMTE HHTEPEC HEXKETAHU ChONTHA U CEPUO3HH HEXETaHH
cbONTHS (XUNepKaJueMus, XUMOTOHUS ¥ 6bOpetHa aucyHkuus) ce cbobliaBaT no-4eCTo B rpynara
Ha aJIHCKUPEH, OTKOJKOTO B IpyIrara Ha rauedo.

5.2 DapMaKOKHHETHYHH CBOHCTBA

AbcopbLus

Cnen nepopanHo NpunoxkeHue, npbecapras ce abcopbupa podpe: npoyyBaHUATa BbpXY abCOMOTHATA
OHOHANHYHOCT MOKAa3BaT CTOHHOCTH OT nopaabka Ha 60-80%. EaHoBpeMEHHHUAT NpHEM Ha XpaHa He

MpOMCHA 3HAUHTCITHO OHOHAJMIMUYHOCTTA Ha HWECEPTEIH,

Paznpeaeneuue

CBbp3BaHETO C IA3MEHUTE NPOTEHHHU € OKONO 96%, KaT0 CBBP3BAHETO C KOMIIOHEHTHTE HA KPBBHHUTE
KJIETKM € He3HaunTenHo. O0eMbT Ha pasnpeacncHue € okono 53-93 nutpa.

buoTpaHchopmauus

Cnel nepopaHO WM MHTPABEHO3HO Npunoxenue Ha *C upbecapran, 80-85% oT unpkynupaiiara
nJiasMeHa paJHOaKTHBHOCT C€ JIbJDKH Ha HenpoMeHeHus upbecapraun. Mpbecapran ce Mmerabonnsupa B
uepHus Apod Ype3 KOHIOrHpaHe U okucneHne. OCHOBHHAT LMPKYJIHpaLl, MeTabosuT e upbecapras
rmokKyposni (npubanzutento 6%). In vitro npoy4BaHuATa NOKa3Bat, ye upbdecapraH ce OKUCIIABA
OCHOBHO ¢ nMoMoliTa Ha uHToXpoM P450, enzuma CYP2C9, n3oensnmMa CYP3 A4 uma npeHeOpexumMo
MaTbK €(EKT.

JInHeHHOCT/HeNHHEHHOCT

Hpbecaptad noka3pa JIMHEHHA B MPOMOPUHOHANHA HA A03aTa (papMAKOKHHETUKA B A030BUS JUara3oH
ot 10 no 600 mg. [Tpn nepopanHo npunoxexde Ha go3a npeBuwapauia 600 mg (1Ba MbTH MO-BUCOKa
OT MaKCHMaJIHATA NPenopbUUTENHA A034a), € HAONIOAABAHO [10-MANIKO OT NPONOPUHOHAIHO
MOBHIlIaBaHE HA abcopluunaTa chnel NepopaliHO NPHWIOKEHHUE; MEXAHU3MBT HA TOBA HE € H3BECTEH,
[TMKOBHM MNa3MeHH KOHLEHTPALMM ce RocTHrar 3a 1,5-2 yaca ciea nepopanHo npuaoxenue. O0uaT

s b om

MONYXHBOT Ha HpbecapTtaH € 11-15 yaca. CtalMOHapHH NNa3MEHH KOHLUEHTPAUNH Ce nﬂcmra;_,lﬂ;;{ﬁ fm_,, S

PaMKMTE Ha 3 IHM Clie]] 3aM04BaAHE HA JIEYEHHETO NPH CXeMa C eHOKpaTeH AteBeH npuem Alpe ™ - % :
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MHOTOKPATHO MpitoKeHHE HA JO3H, NPHEMAHN BEAHDBXK JHEBHO ¢ HAONIOaBaHO OrpaHK { HE™,~ T
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kKymyhiupade Ha upbecapran (< 20%). [Ipu eano npoyusane ca HabnoaaBaHU MANKO NO PILéQI{HT'- EE

nJa3MeHHd KOHLEHTpallun Ha upbecapTaH npH KeHH ¢ XunepToHua. Benpekn ToBa, He € @EJ@G&&B&HH, NI RO

pa3auKa no OTHOLICHHE Ha SMTMMHUHALMOHHHSA NONYXKHUBOT H KyMyJIMpaHeTo Ha upbecaptau;Heg /- -~ v
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HeoOX0AHMO KOPUTHpaHe Ha 103aTa NPH NalueHTUTE OT skeHeKU 1o, CroHocTuTe Ha AUC 1 Croax
Ha HpbecapTal, CbLUO Ca MAIKO M0-BUCOKH IPH NO-Bb3PACTHH MALMEHTH (= 65 rOJHHH), B CPABHEHHE
¢ Mnaaute MHAUBHAH {18-40 roaunn). Brnpeku ToBa, TEPMUHANHUAT ENMMHHALMOHEH NMOJYKHBOT HE
ce npoMeHs 3HaunTenHo. He ¢ HeobxoauMo kopurupaHe Ha Ro3aTa 0pH Xopa B CTapyecKa Bb3pacT.

En1UMWHUpaHe

UplGecapran u HeroBuTe MeTalONIHTH Ce EIMMHHUPAT KAKTO Ypes XIbYKaTa, Taka H ypes OnOpenuTe.

Crnen nepopaliiHo HAH MHTPABEHO3HO NpuiioxkeHne Ha *C upbecapraH, okono 20% oT
paIHOaKTHRHOCTTA C€ YCTAHOBARA B YPHHATA, a OCTaHAnara 4act BLB gexanuute. [lo-mManko ot 2% ot

7103aTa ce OT/eNd B YpHHATa KaTo HeMpOMEeHeH upbecapTraH.

[leayaTpryHa nonyjauus

PapMaKoKHHeTHKaTa Ha updecapTaH e olieHeHa MpH 23 Aela ¢ XHIEPTOHKA clell eAHOKPAaTHO HITH
MHOTOKpAaTHO npuioxenue Ha upbecapran (2 mg/kg) no MakcuManHa qHeBHa no3a 150 mg, 3a 4eTHpH
ceamuuu. Ot Te3n 23 aeua, 21 ca 6UIM rogHM 3a cpaBHABaHE HA PapMaKOKMHETUKATA C Ta3Hu Ha
Bb3pacTHHTE (12 geua Ha BB3pacT Haa 12 rofuHy, 9 Aeua Ha Bu3pacT Mexay 6 U 12 ronunwu).
PesyaraTute nokassar, Ye Cmax, AUC H CKOPOCTTa Ha KIXpPBHCA Ca CPAaBHHUMMU € T€3H, HabJII01aBaHH
MpH Bb3pacTHH, npuemalun 150 mg npbecapran aneBHo. OrpaHu4eHo KyMyMpaHe Ha HpbecapraH
(18%) B nnasMara e Haba0daBaHO NPH MHOTOKPATHO NPHIOKEHHE HA JO3U, IPHEMAHH BEIHBXK
AHEBHO.

brbpeuHo yBpexaane

[TIpu nauvenTHTe ¢ GBOPEUHO YBpeXAaHe WM TAKHBA HA XeMOAHAIN3A, (PapMaKOKHHETHYHUTE
napameTpy Ha HpbecapTaH He ce MpoMeHsT 3Ha4uMo. MpbecapTan He ce oTAens ¢ moMollTa Ha

XeMOIUATK3A.

HepHoapoOHO yBpeXIaHe

[py NauMeHTH ¢ Neka 0 yMepeHa Hupo3a, papMaKOKHHETHHMHHTE NapaMeTpy Ha upbecapTaH He ce

NPOMEHAT 3HAUUTEIHO.
He ca npoBexxany npoy4BaHus MPHA NALUEHTH € TEKKO HEPHOAPOOHO yBpeXkaaHe.

53 IpeakTHHRYARH JaHHH 32 Oe300acHOCT

[Tpy HeKIHHUYHHTE NPOYUBaHHUA 3a 6e30NacHOCT, NPHEMDBT Ha BUCOKU 1034 HpdecapTaH € J0Be) 10
MOHMKEHHE HA NapaMeTPUTE, CBbP3aHU C YePBEHUTE KPbBHU KJIETKU. [IpM MHOFO BUCOKH N03H
nereHepaTUBHHU MPoMeHU B Ob0peunTe (KaTo HHTEPCTHUMANIEH HepUT, paslIMpeHne Ha TyOynuTe,
0a3o¢uAHU TyOYy/IH, OBHILABAHE HA NNA3MEHUTE KOHLUEHTPAUHH Ha ypesaTa H KpeaTHHHHA) ¢a
NPUYHHEHH MTPU NIBXOBE U MAliMYHH OT POJia MaKak, KaTo Te3U NPOMEHH Ca OTNPENENEHH KATO
BTOPHYHH, B pe3y/TaT Ha XMIMOTEH3IUBHUTE eeKTH Ha upbecapraH, BOASUIM A0 NOHNKeHA OBLOpeyHa
nepdy3ns. OcBeH ToBa, HpbecapTaH BOAH A0 XUNEPIUTA3ZUR/ XUTIEPTPO(PHS HA FOKCTArOMEPYJIapHUTE
KJ1eTkH. ToBa ce cuuTa 32 pe3ynrar oT hapMaKoJOrH4HOTO AeHCTRUE Ha upbecapTaH ¢ Manka
KJIHWHHYHA 3HAYUMOCT,

Hsama navHM 33 HANKYKMETO HA MYTAreHeH, KNaCTOreHEH UK KapLWHOMEHEH eeKT.

[Tpy npoy4YBaHHA NPH MBXKH H KEHCKH TUTbX0BE, PEPTHAHTETHT U PENPOAYKTUBHHUTE COCOOHOCTH
He ca 6uni 3acerHaty. [1poyuBaHKa NpH XKUBOTHH ¢ updecapTaH, MOKA3BaT [IPEXOJHHY TOKCHYHH
edekTH (YBennyeHne Ha OBOPEYHOTO NereHye, XuApoyperTep WK NoJAKOKEH OTOK) NpH cbem%ﬂ "T*(T‘”‘
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NIbXOBE, KOUTO NpeMUHaBaT ciael paxkaaHe. [1pu saiiun, abopT UM paHHa pesopbuus cg/” 5" e LR
Ha0N04aBaHyu NpU A03H, BOACUIM 0 3HAYUTENHA TOKCUYHOCT 38 MaHKaTa, m{nmqmem,; M .
ca HabnwoaaBaHHW TepaToreHHU eEKTH NpU NNbXoBe UNH 3aiiuy. [1poyuBaHusTa npu paﬁmnj‘. Coens v
MOKAa3BaT, Y& PAAMOH3OTONHO MapKHpaHUAT upbecapTaH ce OTKPHBA BbB (DETYCH Ha N 'Pmden 3';3]4--#“; o
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6. GOAPMANEBTHYHH JAHHH
6.1 Couchk Ha MIOMOLIHHATE BelIleCTBA

HAopo na mabremxama

JlakTo3a MOHOXHApAT
Muxpokpucrtanna uerynosa (E460)
KpockapMmenosa Hatpuii (E468)
[Tonokcamep 188

Huiecre, npexenaTHHU3HPaHO
MarHesuen creapar (E572)

Durmogo noKpumue
Xnapokcunponun uenynosa (E463)
XHIMpOMenosa

Turanos auokcua (E171)

Tank

6.2 HechLBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roaRocT

3 TOAWHN.

6.4 CneunaaHH YCIOBHS HA ChbXPAHEHHE

To3M NexkapcTBeH NPOAYKT HE H3UCKBA CIIELIMANHU YCIOBHS 3a ChbXPaHeHHe.,

0.5 Bua u chaAbLpKaHUE HA ONIAKOBKATA

Besika onakoeka Mpbeco 150 mg ¢uamupanu tabaetku ceaspxa 3 PVC/PVDC/AL 6ancrepa no 10
¢uaMUpaHn TabNeTKU ¢ JIUCTOBKA 33 NaLMeHTa.

Bcska onakosxa Mpbeco 300 mg ¢punmupanu Tabnetku cbabpxa 3 PVC/PVDC/Al 6aucrepa no 10
¢uaMHpany TabAETKH ¢ NUCTOBKA 3a NalMeHTa.

6.6 CnensiajiHH NpeanasHH MEPKH NpH H3XBLPJAAHE H paboTa
Hen3non3saHMAT MPOAYKT WM OTNAABYHUTE MATEPHANU OT HETO TPAOBa Aa ce U3XBbPIAT B
CbOTBETCTBHE C MECTHUTE U3HCKBAHNA.

7. NMPUTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA
“Yaiixadapma Bucoxokauectpenure Jlekapersa” AJl

oyn. “F. M. InmutpoB™ Ne 1, rp. Codms 1172, buarapus

Ten.: + 3592 962 54 54

e-mail: info@tchaikapharma.com

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

HUpbeco 150 mg dunmuparu tabnetku — per. Ne 20110194
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Hpbeco 300 mg punmupanu Tabnerku — per. Ne 20110195

9. JTATA HA ITBPBO PA3PELHIABAHEMTIOAHOBABAHE HA PAZPELHIEHHETO 3A
YIIOTPEDBA

JlaTa Ha nbpBO pa3peiuaBane: 29.03.2011
HaTa Ha nocaeaHo noaHosaeaHe: 08.01.2016

10. JATA HA AKTYAJTN3UPAHE HA TEKCTA

CentemspH, 2026
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