KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHHUA ITPOAYKT 0/0/ ” }vhi’?"/_rf/«f—}
J

Oaumectpa 10 mg puamupanu tabneTku

Onumectpa 20 mg dunmupanu TabierTku & 7T - 6 01 -07- 2025

Olimestra 10 mg film-coated tablets

Olimestra 20 mi film-coated tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Oaumectpa 10 mg duamMupanmn Tad1eTKH
Beska puamupana tadaerka cbabpka 10 mg onmecapran Menokcomun (olmesartan medoxomil).

Onumectpa 20 mg punmupanu TabaeTku

Bceska punmupana tabnerka cbabpxka 20 mg onmecapran Mmeaokcomun (olmesartan medoxomil).
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[TOMOLIHO BELIECTBO ¢ U3BECTHO JIEHCTBUE:
10 mg
Enna Tabnetka cbabpxka 54,63 mg nakro3a.

20 mg
Enna Tabnerka cuabvpka 109,25 mg nakro3sa.

b

3a NbJHUA CMUCHK HA MOMOLIHUTE BELLIECTBA, BUKTE TOUKaA 6. 1.

3. JIEKAPCTBEHA ®OPMA
duamupana Tabnerka.
10 mg: Oesin, KpbIJIH, JIEKO ABONHOU3NbKHAIK QUIAMHUPAHHK TadJETKH, C penedHOo 00o3HayeHue S1 ot

e/lHaTa cTpaHa Ha Tadnerkara, auamernbp 6,5 mm.
20 mg: 6enu, KpbIJIH, 1E€KO ABOHHOM3NbKHAIM GUIMUpaHH TabneTku, ¢ penedHo o6o3HaveHue S2 ot

eaHara W Ha mﬁnﬁ nnaumi 8 mm.

4. KIUHUYHU JAHHU

4.1  TepaneBTHUHH NOKA3AHMSA A
JleyeHne Ha eceHUMaIHa XHNEPTOHUS NPH Bb3PACTHH.

JleyeHue Ha XMNEPTOHMUA NMPH AeLa U KOHOLHK OT 6 10 |8-roauuiHa Bb3pacT.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE



ﬂO?;H POBKa

Bw3pacmnu

[lpenopbudTenHaTa JHEBHA A038 HA OIMECAapTaH MeAOoKCOMU € 10 mg enuH mbT AHeBHO. [1pu
NalMEHTH, NMPH KOWTO Ta3H 032 HE € A0CTaTbhYHA 3a NOCTHraHe Ha KOHTPOA Ha KPBbBHOTO HANANAHE,
A03aTa HAa OJIMECAPTaH MEAOKCOMMI MOXe Aa ce yBeuuM 10 20 mg BeIHBXK AHEBHO KaTO ONTHMANHA
n03a. Axo € HeobX0AUMO AOMBJIHHTENHO NOHHKEHHE HA aPTEPHATHOTO HANAraHe, 103aTa Ha
O/IMECapTaH MEACKCOMHKS MOXe fa ce yBeanuH 10 40 mg MakCHManHO Ha ICH HIIH MOXE Ja ce
npubaBH XHIPOXIOPOTHA3HI.

AHTHXHIKPTEH3UBHUAT edeKT Ha OnMecapTaH MEJOKCOMHKN Ce NMPORBABA Clie/] OKOJO 2 CEAMHUH OT
HAYanoTO Ha JIEYEHHETO, 8 MAKCHMATHHAT edeKkT ce nocTHra cnea oxono 8 ceamuun. Tosa Tpabea na
CE MMA MPEABKUJI NPH PELICHHE 3a NPOMAHA B 203UPOBKATA HA ONPEACHCH NALIHEHT.

ITayuenmu 6 cmapuyecka ev3pacm (6J5-200una 6b3pacm u no-663pacmHu)

[lo NpUHLKMN He Ce Hanara KOpHrupaHe Ha 403aTa NpH NaUMeHTH B CTap4ecKa Bu3pacT (BHK N0-A01Y
NpenopbLKHTE NPH NaLueHTH ¢ 6BOpeuHa HeAOCTATBHUHOCT). AKO € HeoDX0AMMO NOBMILIEHHE HA 103aTa
0O MakcCHMaHaTa a03a oT 40 mg, KPLBHOTO HANATAHE TPABA BHUMATEJTHO J1a CE NpOCNeaasa.

Iayuenmu ¢ 6vbpevrno yepexcoare

[Ip1 nauueHTH ¢ Nexo Ao ymepeHo 6uOpeHo yBpexkaaHe (kpeaTHHHHOB KadpbHC 20-60 ml/min)
MakCHManHaTa Ao3a ¢ 20 mg onMecapTaH MEOKCOMMK €HH NBT AHEBHO, MOPAAH OTPAHHYEH OMNUT C
NOo-BUCOKM A03W NpH Te3M nauueHT™, He ce npenopsyBa NpuioKEHHUETO HAa OIMECAapTaH MEIIOKCOMWIT
NpH NAaLKUEHTH ¢ TexKo OBOpeuHo yppexnaHe (kpeaTHHUHOB KIMpbHC <20 ml/min) nopaau
OrpaHH4EH OMNMUT NPH TE3HW NAUUEHTH (BXK. Touka 4.4, 5.2).

Iayuenmu c yeproodpobro yspescoane

He ce u3nckBa KOpeKUMA Ha A03aTa NPH NALMEHTH C 1EKO YepHOAPOOHO yBpexkaaHe. [Ipy naiMeHTH ¢
yMepeHo 4epHOAPOOHO yBpeKaaHe ce npenopbyusa HayanHa 1o3a ot 10 mg onMecapTaH MeaOKCOMMIT
€AHOKPATHO AHEBHO H MAaKCHMAaJTHATA 1038 He TpAdBa na HaasHuasa 20 mg eaHokpaTHO AHeBHO. I1pH
NalMeHTH ¢ YepHOAPOOHO yBpexkAaHe, KOUTO BEYE NMOJYYaBaT AHYPETHLH H/HWIH APYrH
AHTUXHNEPTEHIUBHH JIEKAPCTBA C€ NPENnopbyYBa CTPOr MOHHTOPHHT Ha KPBBHOTO HAJIATaHe H
6u6peunara pyHkuua. Hama onur ¢ onMecapTaH MEIOKCOMMI MPH NALIHEHTH C TEXKO YEPHOAPOOHO
YBPEXKOAHE W NOPaiy TOBA NPHUIOKEHHETO HE CE€ NMPENOPbUYBA NPH TE3M NMALKEHTH {BXK. TOUka 4.4 1
5.2). OnMecapTaH MeIOKCOMHI He TpabBa na ce H3N0A3Ba NMpH MALMEHTH C XNbYHA ODCTpYKLIHA (BXK.
TOouka 4.3).

ITeduampuuna nonynayus

Heua u 10Hown ot 6 20 18-rogniuHa BLIPACT.

[lpenopbuHTENnHATa 1038 HAa ONMECAPTAH MEAOKCOMMA MPH Jeua U IOHOWH oT 6 a0 18-roauiuHa
Bb3pact € 10 mg onmecapTaH MEeAOKCOMMIT BeAHBXK AHEBHO. [Ipn acua, npH KOMTO XPBBHOTO
HalsraHe He e aA€KBATHO KOHTPOJHPAHO MPH Ta3H 1034, 103aTta Ha OJIMecapTaH MEAOKCOMHKI MOXKe aa
O6bae ysenuueHa a0 20 mg BeaAHBXK AHEBHO. AKO Ce Hanara JOMb/IHHTENHO HAMANABAHE HA KPBBHOTO
HandaraHe, fApH aeua ¢ TeaecHo Terno Haa 35 kg, no3ara Ha oamecapTaH MeJOKCOMMI MOXE 1A ce
yBenusH oo makcuMyM 40 mg. [pu nena ¢ TenecHo Terno noa 35 kg, AHeBHaTa 71034 He Tpabsa na
HaaBuiiasa 20 mg.

gg!l‘ﬂ nearaTpyuyiHa rnomnyJjalima

be3zonacxocTTa M epHKaCHOCTTA HA ONMECAPTaH MEAOKCOMHI NpH aeua ot 1 xo S-
BCE OLUE HE Ca yCTaHOBeHH. HanuyHHTE NOHACTOAILEM NAHHH ¢ ONTHCAHH B TOYKH
NpenopbKH 3a J03WPOBKATA HE MOXE aa O1ae HanpaBeHa.

OnmecapraH MeIOKCOMH He TpabBa na ce ¥3non3ea nNpu aeua noia |-roguwHa B kacnndm
ONaceHnsa OTHOCHO 5e30MacHOCT M NOPAH JIHNCa HA AaHHH B Ta3H Bb3pacToBa rpyn‘&




HauuH Ha NPpUHAOKCHHC

3a na ce NOANOMOTHE ChTPYAHHUECTBOTO MPH JIEUEHUETO, € NMpenopbuuTenHo tabnerkure Onumectpa
Ja ce MpUeMarT Mo eIHO H CbILO BpEME Ha AeHsd, ¢ Wi 6e3 XpaHa, HanpUMeEp MO BpEME Ha 3aKycCKa.
Tabnetkata Tpabea na ce NOLTHLIA ¢ JOCTATBYHO KOJIMYECTBO TEHHOCT (HaNpHUMEp €4Ha Yalia BOJa).
TabneTkaTta He Tpabsa aa ce AbBYE.

4.3 [IporuBonokazanns

CBPbXUYBCTBHTENHOCT KbM JIEKAPCTBEHOTO BELIECTBO MU HAKOE OT MOMOLLHHTE BELLICCTRA,
130poexu B Touka 6.1.

Bropu u Tpetu TpHMecTLD Ha OpemeHHOCTTA (BXK. TOUKA 4.4 1 4.6).

bunuapHa obcTpyKkuMa (BAK. TOMKA TOUKA 5.2).

EnvospemeHHaTta ynotpeba Ha OnMecapTaH ¢ ATUCKHPEH-CbAbPKAIUM NPOAYKTH € NPOTUBONOKA3aHA
MpH MaLHEHTH CbC 3axapeH Anaber win 6v6peuro yepexaane (GFR < 60 ml/min/1,73 m?) (Bx. To4KH
4.5u5.1).

44 ChneuranHE OpeAyYnpPeKACHHAS H NPeANAZHE HEPKH npH ynorpebda

Bvmpecvoos obemen dedpuyyum

[Tpu nauueHTH ¢ 00eMEeH Wiy CONeBY AehULMT NOpaaM arpeCHBHa IUyPeTHYHA Tepanus, 6eaHa Ha
COJl JUETA, AUAPUA HIH MOBPBIIAHE MOXE A2 HACTLIH CHMITTOMATHYHA XUIIOTOHMS, 0cobeHO cnen
nbpBaTa 103a. Te3n cbeTosHHA TpaOBa Aa 6bAAT KOpUrHpaHH Npeau NPUNOKEHHETO Ha oiMecapTaH
MeIOKCOMHI. |

Hpyeu cocmoanus, aKxmueupauju peHuH-aHeUOMEH3UR-AA00C2ePOH08AMA CUcCmema

[Tpu nauneHTH, NpY KOUTO CHAOBUAT TOHYC H 6b0peuHaTa PyHKLHA 3aBUCAT FMAaBHO OT aKTHBHOCTTA
Ha PEHHH-AHHOTEH3UH-ANA0CTEPOHOBATA CHCTEMA (HAMP. NMPH TEXKA 3aCTORHA ChPACYHA
HEAOCTATBbYHOCT KK NpHApYKasailo 660peuHo 3abonspaHe, BKIIOYHTEIHO CTeHO3a Ha 6b0peyHa
apTepus), NeYeHHETO ¢ APYry NeKAPCTBA, NOBIHABALLM Ta3U CUCTEMA, BOAH B0 OCTPa XUITOTOHHUS,
a30TEMHUS, OJTAIOYPHA WIIH, PAAKO, ocTpa ObOpeyuHa HeaocTaThHROCT. He MOXke fa ce U3KTiouU
BEPOATHOCTTA TE€3H CHCTOSHHUA AA C€ NPOSABAT MPH NPHUIOKEHHE HA AaHTHOTEH3HH-1]I peuenTopHu
AHTArOHMCTH.

Penosacxyrapna xunepmonus

[Npu naurenTH ¢ GMnaTepanHa CTeHO3a Ha HLOpeYHUTE apTEpHM MM CBC CTEHO3a Ha 61nOpeuHarTa
apTepus NpH €IHHCTBEH QYRKUHOHHpalll Ob0peK, MPUIOKEHHETO HA IEKapCTBa, MOBIHABALLH PEHUH-
AHMHOTEH3UH-ANOCTEPOHOBATA CHCTEMA, MOXKE J1a IOBE/Ie A0 NMOBHMLUEH PHCK OT TEKKA XHNOTOHUA H
6b6peyHa HenOCTaTBLYHOCT.

Bvbpeuno yepesxcoane unu 6vbpeuna mpancnaanmayus

[1py npUNOXKEHETO HA OJIMECAPTAH MEJIOKCOMMJT IPH NaLMEHTH ¢ 60peuHo yBpexaaHe ce
MpenopbLYBa NEPHOAHYHO NPOCNEAABAHE HA CEpPYMHHUA Kanui U KpeaTHHUH. He ce npenopbysa
NPUNOKEHHETO HA OJIMECApPTaH MEJOKCOMIUT NPH NMaliHeHTH ¢ TexXko 6bOpeuHo yppexaaHe
(xpeaTMHHHOB KNHpBbHC < 20 ml/min) (Bx. Touka 4.2 4 5.2). Hama OnuT nipyu NpUIOKEHUEHO HA
OfIMECapTaH MEJOKCOMMI NPH NMALMEHTH C HACKOPO ocbllecTBeHa 6b0peuHa TpaHcmnaHTauus uau
MPH NALMEHTH B KpacH CTaaui Ha yBpexKIaHe (KpeaTHHUHOB KIHpbHE < 12 ml/min).

Humecmunanen anzuoedem ——
3a HHTECTHHAJIER AHMHOEOEM €€ CbOoOLIaBa NPH MALMEHTH, JIEKYBAHH C AHTHOTEH3UH ]
AHTArOHUCTH, BKJIKOYUTEHO OIMecapTaH Me1OKCOMH (BXK. TodKa 4.8). Te3n nanme
KopeMHa DoNnka, rafeHe, nospbitaHe u AMapus. CAMNTOMUTE OTLIYMSIBAT ClIeA NPE
aHruored3uH Il peuenTopHuTe aHTArOHUCTU. AKO C€ JUArHOCTULIMPA HHTECTHHANIE
NeYEHHUETO C OJIMECaApTaH MeNOKCOMHI TpsOBa Aa ce MPeyCTAHOBH U 11a ¢ 3anoyHe
HabnoaACHHE A0 NBIHOTO OTIWYMSABAHE HA CHMITTOMHTE.




Ueproopobro yepescoane

HaMa onuT Npy NauMeHTY ¢ TEXKKO YEPHOAPOOHO YBPEKAAHE M NOPAaJH TOBA HE CE NpenopbyBa
MPHJIOKEHHETO Ha ONMECApTaH MEAOKCOMMI MPH TE€34 NaLMEHTH (BXK. TO4Ka 4.2 3a MPENnopbKH 3a
A03WpaHe NpU MaLKEHTH C JIEKO A0 YMEPEHO YepHOApOOHO YBpPEKAAHE).

Xunepranuemus

Hanon3saHeTo Ha NekapCTBEHH MPOAYKTH, KOHUTO NOBNUABAT CUCTEMATa PpEHHH-AHTHOTEH3HH-

angocTepPOH MOXKE Aa N0BeAE 10 XHNEPKATHEMHS.

Puckoeere, kouTo Morat aa 6baar daTanHy, ¢e yBEJIMYABAT NPU NALMEHTH B CTAPYECKA BB3pACT, NMpPH

nauueHTH ¢ ObOpeyHa HeJOCTAaTBLYHOCT Y NPU NAUMEHTH ¢ AHabeT, NPH NAUMEHTH, JIEKYBaHH

e JHOBPEMEHHO C APYTH JICKAPCTBEHH MPOAYKTH, KOHTO MOTaT a NOBHUILAT HUBATA HA KalWil WHIH

Npy NaUMHeHTH ¢ Npuapyxasauy 3abonaBaHus.

[Ipean npeanucBaHETO 32 eAHOBPEMEHHA yrioTpeda Ha JIeKapCTBEHH NPOAYKTHU, KOMTO NOBANABAT

CHCTEMATa PEHUH-aHMHOTEH3UH-AIAOCTEPOH, TpA0Ba Aa ce MpeLeHH ChOTHOLLIEHHETO Noa3a/pyuck U aa

Ce MMAT NpeaBHA APYTUTE AITEPHATUBHH JICUEHHA.

OcHOBHHTE PUCKOBH PAKTOPH 3a XHNEPKATUHEMHR, KOUTO €8 OTHETEHH, ca:

- Huaber, 60peuHO yBpexaaHe, Bb3pact (> 70 roauHn).

- KoMOHHaLug ¢ €AHH WK NoBeYe APYTrH IeKapCTBEHH NPOAYKTH, KOUTO NMOBIHABAT CHCTEMATA
PEHHH-aHIHOTEHIMH-ATAOCTEPOH W/ IWNK KanueBU 100aBkH. HAKOH eKapCTBEHU NPOLYKTH HIH
TEPaneBTHYEH KIAC OT ICKAPCTBEHH NPOJYKTH MOXKE 13 NPEAH3BUKA XUMECPKATUEMUS:
3aMECTHUTENTH Ha CONTA, ChAbPXKALIM KATHH, KANHH-ChXpaHsBay auyperuiu, ACE
HHXHOMTOPH, aHFHOTEH3HH Il AHTArOHKUCTH PELIEATOPH, HECTEPOUAHU MPOTUBOBBLINATUTEHH
cpeacTBa (BKTHOUHTENHO CeNeKTUBHU COX-2 HHXUOUTOPH), XeNapHH, UMYHOCYTIPECOPH KATO
LUMKJIOCTNIOPHH WIH TAKPOIIUMYC, TPHMETOINPHM.

- CobnbTeTBalM CHOUTHA, NO-CNEUHATHO AEXUAPAaTHPAHE, OCTPa ChpAeYHA JEKOMIIEHCALIUS,
MeTaboNMTHA auMao3a, BiolaBaHe Ha 6p6peuHaTra PyHKUKA, BHE3AMHO BIOLUABAHE HA
ObOpeynaTa CbCTOSHHUE (HanpUMep HHPEKLKO3HH 3a00/IABaHMA), KJIETHYHM pa3naaHe
(HanpuMep OCTpa UCXEeMH Ha KpaHuuuTe, pabaoMHONK3a, pa3liHpeHa TpaBMa).

[IpenopbuBa ce BHUMATEIHO NMPOCNCAABAHE HA CEPYMHMS KANHIi NpH Hail-PHCKOBUTE NMaLUEHTH (BXK.

TOYKA 4.5).

lsouino baoxupane Ha perun anzuomen3un-aioocmeporosama cucmema (PAAC)

Mma nanHu, 4ye enHospeMeHnHaTa ynotpeba Ha ACE nuxuburopy, auruorensus l-peuerrropuu
OJIOKEPH WIH aIUCKUPEH NOBHUILABA PUCKA OT XHIIOTOHMSA, XMIIEPKAJIMEMHUA W HAMAJIABAHE Ha
6b0Opeynara pyHkUnA (BKIFOUHTENHO ocTpa 6b0peyuHa HenocTaTb4uHOCT). Ilopaau Tosa He ce
npenopbuea ABoiHO 6nokupane Ha PAAC upe3 kombunnpaHaTa ynorpeba Ha ACE uHxubuTopy,
aHruoTeH3uH ll-peuentopHu 610KEpPH MM ATHCKUPEH (BXK. TOUKH 4.5 1 5.1).

AKO ce npeLeHH, 4e TepanuaTa ¢ ABoitHo bnokupane e abconoTHo HeoOxoaHma, ToBa TpaAdOBa na
cTaBa caMoO nojJ HabaroAeHHETO Ha CNELHANHCT H MPH YECTO BHUMATEITHO MOHHTOpHpaHE Ha
ObOpeyHaTa PyHKUHS, ENEKTPOJHUTHTE H KPBBHOTO HANIATAHE.

ACE nHxubutopu u aurnorensuH Il-peuernrropau 6nokepu He Tpsabea Aa ce M3NOA3BaT €JHOBPEMEHHO
Mpy NaLHeHTH ¢ AnabeTHa HedponaTH.

JTumuii
[TonobHO Ha Apyrd aHrHoTeH3UH-11-pelenTopHY aHTATOHKCTH, HE Ce NpPEenopbUBa €JHOBPEMEHHOTO
MPUIOKEHUE HA OJIMECAPTAH MEAOKCOMUA C TUTH {BXK. TOUKa 4.5).

Cmeno3a ha aopmuama uil MUmpaHama Kana, o6cmpyKxmuHa Xunepmpo@uyuHa KapouoMuonamus

[Ivpsuuen xunepanoocmeporuIbm
[laljHeHTHTE C MLPBHUEH XHUNEPAIIOCTEPOHHIBM [0 TPHHUHIT HE OTTOBAPAT Ha 1€
AHTHXHNEPTEH3UBHY JIEKAPCTBa, ASHCTBALM Ype3 HHXMOHUpaHE HA PEHHH-AHTHOTE




anaocTepoHoBaTa cucTeMa. ETo 3a10 npy Te3u nauMeHTH He ce NPenopbUYBa NPWIOKEHHETO Ha
OJIMECAPTAH MEJOKCOMMIL.

Linpy-nooobua enmeponamus

B MHoro peaxu ciyuau ce chob11aBa 3a TeXKa, XPOHHUYHA JHAPUA CbC 3HAYMTENHA 3aryba Ha Terno
NpH NALKEHTH, NMPHEMALLM OJIMECAPTAH HAKOJIKO MECeLa 0 NOAXWHU CNEl 3aMnoyuBaHe Ha JICUEHHETO,
BEPOATHO MPAYMHEHA OT JIOKAJIM3HPaHa pEaKlMa HA CBPbXUYBCTBHTENHOCT OT 3abaBeH THM. UpeBHuUTE
OHONCHY Ha MALHEHTHTE YECTO NOKA3BaT BUI03HA aTPOPHA. AKO MPH NALMEHT Ce NOABAT Te3H
CUMATOMH MO BPEME HA JICUCHHETO C OJIMECApTaH, TpAOBa [a ce H3KITIOUH Apyra eTHoorua. Tpabea
[a ce HMa NpeABKHA NMPEKbCBAHE HA NPHEMA HA OJIMECAPTaH MEAOKCOMI B C/IyUaH, NPH KOUTO HE €
YCTaHOBEHA APYra eTuonorus. B cayuau, KOrato CHMITOMHMTE M3YE3HAT M WINPY-NoaobHa
eHTepoNnaTHs € A0Ka3aHa ¢ OHoNCcHs, IeYeHHETO C OJIMECAPTAH MEJOCKOMMI He TpabBa na ce 3anousa
OTHOBO.

Emunuvecku ocobenocmu

[Tono6HO Ha ApYrH aHTHOTEH3HH- 1] -peUENTOPHYA AHTATOHUCTH, eEKTHT Ha OJIMecapTaH
MEJOKCOMMIT BRPXY KPBBHOTO HaNAraHe MPH YEPHOKOKH NAUMEHTH € Nno-cnab, B CpaBHEHHE C
OCTAHAJIUTE NALHEHTH, KOETO Hai-BEpOATHO Ce OOACHABA C HUCKHTE HHBA Ha PeHHH MNpH
YEPHOKOKHTE.

bpemennocm

AHruoteH3uH Il peuenropuu antaronuctH (AIIRA) He TpabBa na ce 3anouyBar Mo BpeMe Ha
6pemennocT. OcBeH, ako npoawkapaHeTo Ha neveHHeTo ¢ AIIRA He ce cuuTa 3a
KHU3HEHOHEOOXO0AUMO, NAUMEHTKHUTE, riaHupaiy OpemeHHoCT TpabBa 1a c€ NPEMUHAT KbM
ANTEPHATHBHH AHTHXHWNEPTEH3UBHH ICHEHHA, KOUTO MMAT YCTAHOBEH NpodHa Ha H€30MacHOCT NpH
ynotpeba no Bpeme Ha OpeMeHHOCT, Korato 6peMeHHOCTTa € IHarHOCTHIIHpaHa, neueHHeTo ¢ AIIRA
TpabBa aa 6bae npeycTaHOBeHO He3abaBHO U, aKO € HeOOXOAUMO, J1a 3aM0YHE AITEPHATHBHO JICYEHHE
(Bx. Touxku 4.3 1 4.6).

Hpyeu

KaxTo ¥ npu Apyrd aHTHXUNEPTCH3MBHH JIEKAPCTBA, MPEKOMEPHOTO NMOHM)KEHHE HA KPBBHOTO
HAJIAraHe MpH NaUHEHTH ¢ HCXEMUYHA OoNecT Ha ChpUETO WK HCXEMHYHA MO3BYHO-CbI0Ba 00NecT
MOXKE Ia A0Beae 40 WH(ApKT Ha MUOKApJa WIH WHCYAT.

OnuMecTpa CbAbPKa NakTo3a. [TaMEHTH ¢ peaKH HacneacTseHH npobieMH Ha HEMOHOCHMOCT KbM
rajlakTo3a, MbJi€H JIakTa3eH JeQHLUMT WIH [A10K030-ralakro3Ha manabcopbuus He TpaOra Aa npuemMar

TOBA JICKApPCTBO.

4.5 BiaumoaeHcTBHE ¢ APYIH JEeKAPCTBEHH OPORYKTH H APYrH JOpPMHE Ha B3aHMOACHCTBHE

[lenuaTpuyuHa nomynauus
[IpoyuBaHus 3a B3aMMOASHCTBHE Ca NPOBEKIAHH CAMO NPH Bb3PACTHH.

He e u3BecTHO JaJ1H BHHMOQEECTBHHT& npy acia ca HOQ,OSHH Ha TC3H MNPH Bb3PACTHH.

EdexTn Ha ApYrH NeKapcTBa BPXY OJIMECAPTAH MENOKCOMMII

Llpyeu anmuxunepmen3ugnuu nexapemeaq
[loHnxaBalUMAT KPBLBHOTO HanAraHe eQeKkT Ha oiIMecapTal MeJOKCOMKA MOXe a Obae 3acunel npu
€/1HOBPEMEHHOTO MPHI0KEHHE Ha APYTH AHTUXUMEPTEH3IHBHH JICKAPCTBA.

ACE-uuxubumopu, ancuomenzur Il-peyenmopnu broxepu unu anucxupen

JlaHHH OT KNMHMYHK NpOy4BaHHA NOKA3BaT, Ye ABOKHOTO ONoKHpaHe Ha peHHH a
anaocrtepoHoBara cucreMa (PAAC) upe3 komOuHupaHaTa ynorpedba Ha ACE uH
aHruoteHsud ll-peuentopHu GnokepH WiH aATMCKUPEH ce CBLP3BA C NO-BHCOKA Ue EoKe

COMTHA, KATO HANPHMEDP XMNOTOHKUS, XUNIEPKATHEMHA M HAMANABaHe Ha G1OpeyHaN) tbymcuml PR
, e S




(BKIKOUHTENHO OcTpa 61LOpeUHa HeQOCTATHYHOCT), B CpaBHEHHME ¢ ynoTpebara caMo Ha €HO
cpeacTso, aercreaimo Bbpxy PAAC (Bx. Touxku 4.3,4.4 1 5.1).

Kanueau 0obasxu u kaiuii-CoXpanaeawu ouypemuyu

ba3supaicku ce Ha onvTa ¢ APYTrH N€KAPCTBA, NOBIHABALLUM PEHHH-AaHT HOTEH3HH-ANA0CTEPOHOBATA
CUCTEMA, €AHOBPEMEHHOTO NMPUIOKEHUE Ha KATHH-ChbXpaHABaLIUM AWYpPeTULIM, KanHeBH A00aBKH,
coneeu 100aBKH, ChABPXKALUM KATHH WK APYrH NEKapCTBa, KOMTO MOraT 1a yBEJIHYaT HHBATa Ha
CEPYMHHA Kajni (Hamp. XenapuH), MOXe Aa NOBEE A0 MOBHILEHHE HA CEPYMHMA KaJIHi (BX. TOYKa
4.4). Eto 3a1110 He ce npenopbysa eJHOBPEMEHHOTO NPUNOKEHHE,

Hecmepouodnu npomusoevznarumennu cpeocmsa (HCIIBC)
HCIIBC (BKNIOUHTENHO AUETHACANHUWIOBA KHCEHHA B 003K >3 g/neH H COX-2 HHXHOUTOPHTE) U
aHrHoOTeH3HH-I 1 peuenTOpHHUTE AHTArOHKUCTH MOTraT Ja UMAT CHHEPrHY€H €(EKT BbPXY HAMAIEHHETO
Ha rnmoMepysHara ¢untpaums. [Ipu eaHopemeHHoTo npunoxkedre Ha HCIIBC v Ha anrvoTensus-1I1
peuernTOpHH AHTarOHMCTH MOKE Aa ¢€ NpoaBH ocTpa OLOpeuHa HegocTaTbuHOCT. [Ipenopbuna ce
npocieassaHe Ha ObOpeuHaTa GpyHKLIHA HA MALKMEHTA B HAYAJIOTO Ha CHYEHHETO H PEIOBHA

. XHAPATALHSA HA MALMEHTA.
OcBeH TOBa €AHOBPEMEHHOTO MPHIIOKEHHE MOXKE a 10BEAEe 40 NOHHXKEHHE HA AaHTHXHNEPTEeH3IUBHHA
e()eKT Ha aHrHOTEH3HH-] peLenTOPHUTE AHTArOHKCTH K N0 YacTHYHA 3aryba Ha eDEeKTUBHOCTTA UM.

Lpyzu sewyecmea

Cnen neuenue ¢ aHTHauma (aIyMHHHEBO MarHe3HeB XHAPOKCHA) ce HabJlloAaBa yMEPEHO HaMaJIEHHE
Ha 6noHanuMuHOCTTa Ha onMecapraH. EqHoBpeMeHHOTO npunoxeHue Ha BappapHH H AHTOKCHH He
oka3Ba edexT BbpXYy (PapMaKOKHHETHKATa Ha OJIMECapTaH.

Koneceseaam, nexapcmeo, koemo ce C8bp36a C HCALYHUME KUCCAUHU

EAHOBPEeMEHHOTO MPHIIOKEHHE Ha KoJiecepeaM XHIPOXJIOpPHU, JIEKAPCTRO, KOETO CBBP3BA KABYHUTE
KHCENHWHH, HaMaJ/1ABa CUCTEMHATA €KCNO3ULIME U MAKCUMAJTHATA IL1a3MEeHA KOHLUEHTPALM Ha
OJIMECAPTAH U HAMAJIABA CNIMMHMHALMOHHHUA NOMYXKHUBOT (112). IlpunoxeHneTo Ha onMecapTaH
MEIOKCOMMUI NOHE 4 yaca npeau KoJeceBenaM XHAPOXA0prI HaManaBa ePekra OT ICKApCBEHOTO
B3auMoaeHcTeHe. [IpunoxeHHeTo Ha ONiMecapTad MEAOKCOMMII TIoHE 4 Yaca NnpeaM KojAeceBenam
xuapoxjaopus Tpadea fa ce uMa npeaBu (BHXXTE TOuka 5.2).

EdekT Ha onMecapTaH MEIOKCOMUW BbPXY APYTH J€KapcTBa

JTumuii

[Ipn eaHOBpEMEHHO NPUNOKEHHE HA NUTHIA C HHXUOUTOPH HA AHFHOTEH3WH-KOHBEPTUPALUMA €H3IUM H
aHruoTeH3uH- Il peuenTopHM aHTaroHUCTH € HabnoaaraHo oOpaTHMO NOBHILEHHE HA CEPYMHUA
JIUTHH M TOKCHYHOCTTa MY. ETO 3alll0 HE CE NIPenopbUBa €IHOBPEMEHHOTO NPUIOKEHHE Ha NUTHH ¢
OJIMECAPTaH MEAOKCOMMIT (BK. TOUKa 4.4). AKO €ITHOBPEMEHHOTO MPHIOKEHHE € HAIOKHTEHO Ce
MpernopbiBa BHUMATENHO NPOCieAiBaHe HA CEPYMHMA JIMTHA.

Llpyeu eewgecmsa
B cneungHuHH KNMHUYHH W3MTATBAHHA CBC 3APAaBH AOOPOBOILM ca NPOYYEHH BapdapHH, IHTOKCHH,

aHTHau4A (MarHe3ueB ATyMHHHEB XHAPOKCH), XHAPOXJIOPOTHA3HUA U npaBacTaTuH. He ca
HaOM0AaBaHH KIIMHHYHO 3HAYHMH B3aMMOICHCTBHA H B 4aCTHOCT OJIMEecapTaH MEJOKCOMMIT HE OKa3Ba
CHrHU(HKaHTeH eeKT BLPXY papMakoKHHETHKaTa U hapMakogWHaAMHUKATa Ha BapdapuH H BBPXY
(apMaKOKHHETHKATA HA AUIOKCHH.

OnmMecapTaH MEQOKCOMKJI HE OKa3Ba KIHHHYHO 3HA4HM HHXHOHMTOpPEH edexT in vitro Bbp

MHHUMaJIEH HHOYyUMpall €peKT BbPXY aKTUBHOCTTA Ha LIHTOXpoM P450 Ha nabxo
NPOBEKAAHU NMPOYUYBAHHUA 34 B3aUMOAEHCTBUA in VIVO ¢ H3BECTHH MHXUOUTODH U
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Bpemennocm

H3non3saneto Ha AIIRA He ce npenopbysa npe3 MbpBHA TPUMECTHP Ha OpeMEeHHOCTTa (BXK. TOMKA
4.4). MU3non3paHeTo Ha OJIMECAPTAH € MPOTHBONOKA3aHO Mpe3 BTOPH H TPETH TPHMECTLP Ha
H6pemeHHocTTa (BXK. TOUKH 4.3 H 4.4).

EnnaeMroNorHvuHUTE 10KA3aTEICTBA 38 PUCK OT TepaToreHHOCT cnen nedeHue ¢ ACE nHxuburopw
npe3 MbLPBHA TPUMECTLP Ha OpeMeHHoCTTa He ca ydeauTenHn. Cnabo ysennyeHHe Ha pucka, obade,
HE MOXE fa ¢c€ W3KNUH. Makap, 4e HIMa KOHTPOAUPAHH ENUAEMHONIONHYHHM JaHHH 38 PHCKa NPH
anruorexsud [l peuenropun nHxuburopu (AIIRA), nonobHH puckoBe OMxa MOTIIH Aa CbLLECTBYBAT
NpH TO3KW Kinac aekapcTsa. OCBEH B CIyYaHTe, KOraTo HenpekbcHaTo neyeHue ¢ AIIRA ce cunTa 3a
kpaiiHo HeoDXoAKUMO, MTaHHpaLHUTEe OPEMEHHOCT NALMEHTKH TPAOBA 18 NPEMHHAT HA ANTEPHATHBHO
AHTUXHNEPTEH3UBHO JIYEHHE, C YCTAHOBEH Npodrt Ha 6e30nacHOCT 38 M3NOoN3BaHe NpH OpeMeHHOCT.
Korato ce avarsoctuumpa 6pemeHHocT, nedeHneto ¢ AIIRA 1pabsa na 6bvae npeycraHOBEeHO
He3204BHO H, aKO € YMECTHO, A4 C€ 3aN04YHE ATTEPHATHBHO JIEHEHHE.

Jleyenuero ¢ AIIRA npe3 BTopHa H TpeTHs TPHMECTBD Ha OpeMEeHHOCTTAa HHAYUMPA PETOTOKCHYHOCT
npy xopa (noHuxeHa OuOpeuHa pyHKUMA, ONTUTOXHAPAMHYMOH, 3a0aBeHa ocH(pHKaALMA HA Yepena) U
HeoOHaTalHa TOKCHYHOCT (OBOpetuHa HEAOCTATBYHOCT, XHNOTOHHSA, XUTIEPKATHEMHS ) (BXK. TOYKA CHLUO
5.3).

AKO npe3 BTOPHA TPUMECTLP HA DpeMeHHOCTTa ce nposene neyeHue ¢ AIIRA, ce npenopbusa
exorpad)CKH KOHTpoN Ha 6bOpetiHaTa PyHKUHA H yepena.

HosoponeHu, ynnTo Maliky ca npuemanu AIIRA, 6u cheasaio aa ca noa HenpexbCHAT KOHTPOJ 3a
XMIMOTOHHA (BX. CBIIO TOUKH 4.3 u 4.4).

Kvpmene

IIpH KbpMeELLH NNBXOBE € YCTAHOBEHO, e ONIMecapTHa ¢ C€ EKCKPETHPa B KbpPMaTa, HO HE € H3BECTHO
BAH ONMECapPTaH ce eKCKPETHPa B KbpMaTa NpH xopa. Tbi KaTo HAMa HATHYHA HHPOPMALIMA OTHOCHO
n3non3saHero Ha OnNUMeECTpa No Bpeme Ha KbpMeHe, ONIHMECTpa He ce MPENnopbHBa H ANTEPHATHBHH
Ne4eHHA ¢ No-no0pH npodrnH Ha 6€30NacCHOCT, YCTAHOBEHH MO BpeMe Ha KbPMEHETO, ca 3a
NpeAnoYHTaHe, 0cOOeHO NPH KbpMELH HOBOPOAEHO WIHM HEJOHOCEHO AETe.

4.7 E¢exTH BLpXY cnocobnocrra 3a modpupane n pabora ¢ Mamunn

OnmMecapraH MoBNHABA B MAIKA WIN YMEpEHa CTeneH crnocobHoCTTa 3a ogupaHe H pabora ¢
MalHH. 3aMasHOCT WIH OTNAAHANOCT MOTAT a HACTBNAT NMOHAKOra MpH MalHEeHTH Ha
AHTHXHKIMNEPTEH3UBHA TEPANHA, KOETO MOXE [a NONpeYHd Ha Bb3MOXKHOCTTE UM [1a pearupar..

4.8 HexeNnaAn JeKAPDCTBEHH peakiiEy

Pezome na npogura na bezonacnocm.

Haii-uecTo cbob1iaBaHHTE HeXeNaHU NeKaAPCTBEHH Peakiiiy O BPEME Ha NEYEHHE C ONIMECAPTaH
MeaoKcoMHA ca rnasobonue (7,7%), rpuno-noaodHu cumnromu (4,0%) v 3amaiiBade (3,7%).

B nnaue60-xoHTpOnMpaHy Npoy4BaHHA NMPH MOHOTEpaNHA, €1WHCTBEHATA HEXeNlaHA IEKAPCTBEHA
pPeaKiKs, KOSTO KATErOPHYHO € CBBLP3aHa C JIEYEHHETO, € 3aMasHocT (2,5 % npu onM
menokcomMua ¥ 0,9 % npu rnaueto).

AT oy,
[NosisaTa Ha XxMNEPTPUrAUUEPHAEMUS NPH NPUNOKEHHE HAa ONMECAPTAH MEAOKC q{éﬁmﬁﬁm 2
ntauebo (2,0 % copamo 1,1 %), kaxTo ¥ noBHineHa kpeaTuHuHpochoknHasa (1,3 ¥ ‘énpai.ﬁb 0.7 %)ie~
MANKO No-YecTa. \\_ SIS S
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Tabauuno npedcmaeﬁue HA CRUCHKA HA HENEAQHU NeKAPCMBEHU peaKyuu.

Hexxenanure nekapcTseHd peakuMH Npy ynorpedara Ha onMecapTaH MeJOKCOMHUI, AOKIaABaHH NPH
KIHHHYHY NPOYYBAHHS, NOCT-aYTOPH3ALHOHHH U3NHTBAHHS 338 §€30NaCHOCT W OT CMTOHTAHHH
choOLIeHHA ca 0000LeHH B Tabnuuara.

CnenHaTa TEPMHHOJIOHA € HU3NnoO/JA3BaHa, 33 1a C€ IUI&CHCbHLalﬂ HECTOTaATa Ha NMOABA HA HEXKCITAHHK
JCKAPCTBCHH PCaAKLHH OT NOCT-MAPKETHHIOBHA OIHT.

Te ca U30pOEHH MO CHCTEMHO-OpPraHeH K1ac W ca NoLPEeAEHH N0 YeCTOoTa, KaTo Ce Cra3Ba CleaAHHS
npuHUM: MHOro YecTH (>1/10), vectu (1/100 no <1/10), Heuectu (>1/1000 no <1/100), peaku
(>1/10000 no <1/1 000), muoro peaku (<1/10 000), ¢ Hen3BecTHA yecToTa (HYECTOTATA HE MOXKE A& Ce
NpeaBHAN OT HAUTHYHUTE JAHHH).

Cucremuo-oprases Hexenann peaknun YecToTa
KJIAC
Hapyuienns Ha kpeera 0 | TpoMbouMTONEHUS Heuectn
nuM@HaTa CHCTEMA
Hapyuwenus na AHaOHTAKTUYHA peaKLHs Heuectn
HMYHHATA CHCTEMa
Hapywenus na XHiepTPHITHUEPHAEMHA Yectu
meTaboiH3Ma M XHnepypHkeMHs HecTH
XPaHEHETO Xunepkanuemus Peaku
Hapywenus Ha HepBHaTa | 3aMasHOCT Hectn
CHCTEMA ["'naBobonue Hectu
Hapywenusa Ha yxoron | Bepruro Heuectn
nabupuHTa
ChbpaeyHH HapylIeHHS AHrHHa NEKTOPHC Heuectn
CbA0BH HAPYUICHHS XHNOTOHHS Peaku
PecnupaTopHn, bpoHxuT YectH
TOPaKAIHH W DapuHruT Hectn
MENHACTCHAHH Kauwnwvua YectH
HapyweH!A PuunT YecTH
CroMallHO-4peBHH [ acTpoeHTEpHT YectH
HApyLUSHHS Jnapus YecTH
KopemHarta 6onka YecTH
I'aneHe YecTH
Hucnencus YecTH
{loBpbLiaHe HeuecT
HurecTUHANEH aHrnoeaem Peaku
LInpy-nonobHa enteponaTtus (Bixk. MHoro peaku
TOo4Ka 4.4)
XenaroOUnuapHH ABTOUMYHEH XenarTuTt* C Heu3BeCTHA 4ecTOTA
HapyLleHUs
Hapywenns Ha Kokata H | EX3aHTema HevecTn
NOAKOKHATA ThKaH AnepruveH JepMaTHT Heuectu
Yprukapud Heuectu
Ob6pus HeuecTn
IlpypHTyc HeuecTH
AHTrHOEeIEM Peakn
Hapywenuns Ha ApTPHT YecTH
MYCKY/THO-CKENIETHATA bonka B rnpba YecTHn k o
CHCTEMA H CkenetHa 6onka Yectn s LS ,
ChCIUHHATCIIHATA ThKAH Muanrus HeuecTn [ = . 1 ‘--;;.:.j:- _.r
MycKyHU Kpamnu Peak :l.m AN B
) . =
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Hapyiuenus Ha XeMaTypHs YectH
Ob6peunTe 1 nukounuTe | UHdekUMA Ha NHKOYHHTE MbTHLIA YecTH
MbLTHLUA Octpa O6BOpeuHa HeJOCTATBLHHOCT Penxu
bubpeuHa HEAOCTATHYHOCT Penku
O6Ln HapyWEHNA U boaku YecTH
e(peKTH HA MACTOTO Ha bonk# B repaure Yectn
NPHIOKEHHE [lepndepeH oTok YectH
['punonoaobHK cCHMNTOMY YectH
Ymopa Yectn
OTOK Ha NHUETO HeuecTn
ACTEHHs Heuectu
06110 Hepa3noNoKEHHE Heuectn
JleTaprus Peaku
Hacnenpanns [loBHiueHH yepHoApPOOHH €H3UMH YectH
[loBHLIEHa ypes B KPBBTA, YecTH
[TosuieHa kpeatH Pochoknnaza e | Yectu
KpbBTa
[loBHLUEH KpEATHHHH B KPbBTA Penku

*I1pe3 nocTMapKETHHIOBHA NEPHOA ¢ CbOOLLABA 34 CJTy4an HA ABTOHMYHEH XEIAaTHT C JIAaTeHTeH
NEPHOA OT HAKONKO MECELA 0 I'OJIMHH, KOUTO ca 0OpPaTHMH Cjell CNHpaHe Ha NpHeMa Ha ONMecapTaH.

EnunuyHn ciyvau Ha pabaoMuonnsa ca cboDLaBaHH NO BpeMeE ¢ MpueMa Ha aHrHoTeH3uH [l
peuernTopHH 610KepH.

EOI'I'LJ'IHHTEIIHH HHQOEM&MI‘I 34 CrnCUHaNtHy MnomyJjaaunu

HPH MAalHCHTH B CTApUCCKAE BB3PACT HECTOTATA HA XHINOTOHHUATA € JIEKO NOBHILEHA, OT piAlKka 00
HEYCCTa.

[MeguaTpryHa NOMyNALKA:
besonacHocTTa Ha onMecapraH e HabnrogasaHa npu 361 aeua v wHOWM Ha Bb3pacT OT | mo 17

FOJHUHH IMpPH 2 KIMHHYHH MPpOYUBaHHA. B'hnpexu HE CCTECTBOTO H TCKECTTA HA HEXKCNTAHUTE pEAKLIHHU
c¢a NoJoOHU Ha Te3H Ha Bb3PACTHHTE, HCCTOTATA HA CNCAHHNTC HCXKCTAHK pCakKillMH € NNO-BUCOKA INTpH

AeuaTta.

- Enucrakcuc € Hecta HexenaHa peakuus npH aeua (r.e. 2 1/100 go <1/10), kosaTo He e buna
JOK/1aJBaHa MPH Bb3paCTHH.

- [1o Bpeme Ha 3-ceAMUYHO ABOHHO-CNANO KIIHHUYHO NPOYYBaHe, YeCTOTaTa Ha JieYUEHHE Ha
3amMaitBaHe W rnasobonue e NOYTH ABOHHO NO-BHCOKA NpU aeua oT 6 no 17 roauHM B rpynara ¢
Hal-BUCOKATa 4034 OJIMECapTaH.

OOwwuaT npogun Ha 6e30MacHOCT 32 ONMecapTaH NpH NEAHATPHUYHH NALMEHTH HE C¢ pPailMuaBa
3HAYMTEJHO OT Npoduna Ha 6e30NacHOCT NPH BbL3PACTHH.

CrobuiapaHe HA NOAOIUPAHN HEKENAHH PEaKLIHK
Cbob11aBaHETO HA MOAO3HPAHH HEXKENAHH PEAKLIHH CJiel pa3peilaBaHe 3a ynotpeda Ha JIeKapCTBEHHS

MPOLYKT € BaXHO. TOBA NO3BO/ABA 43 NPOAB/DKM HAONIOAEHHETO HA CHOTHOLLEHHETO MOJ3a/PHCK 32
neKapcTBeHus npoaykT. OT MEAMLMHCKHTE CNELMANHCTH Ce H3UCKBA Aa Cho0111aBaT BCAKA

Noao3MpaHa HeXxxenaHa peakiiys upes
HM3nbaHWTENHa areHLmMa NO NeKapcTBaTa

yn. ,,Jlamau 'pyes” Ne 8
1303 Codus

Ten.: +359 2 890 3417
yeGcaiT: www.bda.bg

4.9 Ilpenosmpasne




Mma HegocTaTb4HO AaHHH 3a npeao3upane npH xopa. Hal-BepoATHHAT CHMTOM NpH NPEAO3HPAHE €
XHNOTOHHA. B ciywa#l Ha npeao3vpaHe, CbCTOAHHETO Ha NaLMEHTa e Npocneassa BHUMATENHO H C€
npuaara CHAMATOMaTHYHO W MOAABPKALIOC NEYEHHE.

Hsama nadopmauns zann onmecapraH ce OYHCTBA C AHANU3A.

S. GAPMAKOJIOrHYHH CBOACTBA
5.1 GapmMaxkoIHHAMEYHHE CBOiCTBA

(dapmakorepaneBTHueH Knac: aHrdoTeH3uH Il anraronuerd ATC koa: CO9C A 08

MexaHu3bM Ha geilcTrue/ PapMakoaUHAMHYHHK edeKTH

OnmecapTaH MEAOKCOMHA € MOLILEH, NEPOPATTHO AKTHBEH, CENIEKTHBEH aHMMOTEH3KMH 11 peuenTopeH
(tun AT)) antaronuct. Ilpeanonara ce, 4e 610kHpa BCHYKH HCHCTBHA H& aHrHOTeH3HH [I, MegHnpaHu
ype3 AT, peuenropure, HE3aBUCHMO OT H3TOYHHKA H HAYMHA HA CHHTE3HpaHe Ha aHrMOTeH3uH ll.
CenekTHBHHAT AHTATOHH3IBM HA aHTHOTeH3uH [1 (AT))-peuenroprute BOAM A0 YBEJIHYEHUE Ha
M1a3MeHHUTEe HMBA Ha PEHUHA H HA KOHUEeHTpauuure Ha aHruoTeH3ud | v 11, xakTo u B n3BecTHa
CTENEH HAMANEHWE Ha NNAa3MEHHMTE HABA Ha alJ0CTepoHa.

AHruoTeH3uH [l e rnaBHUAT Ba30aKTHBEH XOPMOH Ha peHHH-aHMMOTEH3IHH-a1I10CTEPOHOBATA CUCTEMA
4 Urpae BakHa poJisl B NaToreHe3ara Ha xuneprodusrta upes tun | (AT)) peuenropure.

KnuHuyHa edprkacHoET 1 6€30NacHOCT

[Ipy xMNEepTOHHA OAMECAPTAH MEJOKCOMHI BOAM A0 A030-3aBHCHMO, MPOABIDKHTETHO HAMANEHHE Ha
apTepHATHOTO KPBLBHO Hanarave. HaMa aaHHM 3a XMNOTOHHA Ha ITbPBATA 10348, 33 TAXH(PHIAKCHA NTPH
NPOABIDKUTETHO JICUEHHE WIH 3a pebayHa-XMNePTOHHA CJIeN NTPeyCTaHOBABAHE HA Tepanu1aTa.

EaHOKpaTHOTO NPHUIOKEHHE HA ACH Ha OIMECapTaH MEAOKCOMK OCUIypABa e(peKTUBHO H I1aBHO
NOHHKEHHE HA aPTCPHATHOTO HANATAHE B NMPOABL/DKCHHE Ha UeNusA 24-4acoB J030B HHTEpBAa.
ExHOKpaTHOTO NPUIOKEHHE HA ACH BOAH OO HAMAJIEHHE Ha apTEPHAITHOTO HRNAraHe, eHaKBO C TOBa
Ha NPWIOXKEHHE Ha CcblitaTa 00wa AHeBHA A03a BA ITLTH AHEBHO.

[TpH IPOABLIDKHTETHO NPHIIOKEHHE, MAKCHMATHO TIOHKABaHE Ha APTEPHATHOTO HanArale ce NoCTHra
8 ceqMHLM criea 3anoUBaHE HA JEUEHHETO, BLNPEKH 4e 3HAYMTENHO HaManeHue ce Habnionasa owe
ciie]l MbPBHTE 2 CEAMHLIM OT Jle4eHHeTo. EAHOBPEMEHHOTO NPHIIOKEHHE ¢ XHAPOXJIOPOTHA3HA Ce
noHacs A4o6pe ¥ BOAM 110 JOMBHHTETHO MOHHKEHUE HA APTEPHATHOTO HANATAHE.

Bce owe He e n3BecTeH edekTbT HA ONIMECAPTAH BbPXY CMbPTHOCTTA H 3aQ0eBaeMOCTTA.
Panzomu3npaHo knnH4HHO npoy4BaHe (The Randomised Olmesartan and Diabetes Microalbuminuria
Prevention (ROADMAP, PanaomusupaHe Ha OfiMecapTaH M npeBeHLHs Ha nHabeTHa
MHKpoanOyMUHypHa ) nipu 4 447 nauuedtH ¢ anadbet Tun I, HopMoO-anbyMHHYPHA H NOHE €AMWH
NOMBTHHTENEH CHPACUHO-CHAOB PUCKOB (PAKTOP H3CIIEABA JaJH JICHEHHETO ¢ onmecapTaH Ou Morno
na 3abaeu nogsata Ha MHKpoanbyMHHypH4. [10 BpeMe Ha cpeAHHA NeprHo/ Ha npocieasBaHe ot 3,2
rOAMHH, MALKEHTHUTE MOJTYYaBAT OJIMecapTaH WM 1uauebo B 10NMbIHEHHE KbM ApYrH
AHTHXUMEPTEHIUBHU IEKapCTBa, ¢ W3KMo4YeHHe Ha ACE-HHXHOHTOPH WIIH AHFHOTEH3HH PeLEeNTOPHH
6nokepn.

3a NbpBHYHATa KpaiiHa uen npoyyvBaHeTo MoKa3Ba 3HAYHTENHO HaMansABaHe Ha BpeM
MHKpoanGyMHHYpHs B No/3a Ha onmecapTaH. Cnel KOpeKUHs Ha pa3MKHTE B apTe
HANAraHe TOBA HAMAIABAHE HA PUCKA BEYE HE € CTATUCTHUYECKH 3Haunmo, 8,2% (1]
NnauMeHTHTE OT rpynarta Ha onmecaptan n 9,8% (210 or 2139) B rutauedo rpyna

MHKpoanOyHypHs.




3a BTOpPUUHHTE KpaliHH LeNIH, ChpAeYHO-CHAOBH HHLIMAEHTH Bh3HHKABAT npy 96 nauneHTta (4,3% npu
onMecapTad ¥ npu 94 naunHeta (4,2%) npu nmnhauebo. Yectorara Ha CbpAEHHO-CHAOBa CMBPTHOCT €
NO-BHCOKA MPH JCHEHHETO ¢ OJIMECApTaH B cpaBHeHHe ¢ rutauedo (15 nauwenTa (0,7%) cnpamo 3
(0,1%) naunHTa), BLNPEKH CXOOHHTE HHBA Ha HedaTaneH HHeynT (14 nauuenTa (0,6%) cnpamo 8
nauueHTa (0,4%)), Hedatanes muoxapaeH uHpapkr (17 nauunera (0,8%) cnpamo 26 naiHaHTa
(1,2%)) H cMBPTHOCT, pajiHuHa OT CbpAeUHO-cbAoBaTa (11 naunenTa (0,5%) cnpamo 12 nauneHTa
(0,5%)). O6iaTa CMBbPTHOCT NPH OJIMECAPTAH € MHCIEHO yBenudeHa (26 nauneHTa (1,2%) cnpamo 15
riangenTa (0,7%)), koeTo e cneacTBHE OCHOBHO OT NO-BHCOKUA Opoit paTranHu CbpaeHHO-CHAOBH
WHUMKICHTH.

[Ipoyusanetro The Olmesartan Reducing Incidence of End-stage Renal Disease in Diabetic
Nephropathy Trial (ORIENT, Onmecaprad HamanaBa 4eCTOTaTa HA TEPMHHATHATA CTENMEH Ha
ObOpeuHa Gonect npu nHabeTHa HedponaTHa) u3caensa edeKTHTE Ha OIMecapTaH BbpXy ObOpeuHuTe
H CbpPACYHO-CHAOBH KpaiHH pe3ynTaT npH 577 paHIOMU3HpaHH naudeHTH oT SAnonus W Kuraii ¢
anabet Tun Il ¢ u3seeHa Hedponarua. [1o BpeMe Ha cpenHuns neproa Ha npocnenssaHe ot 3,1 roanHw,
NalMEHTHTE MOJIYy4YaBaT WIH OJIMECAPTaH WIH Iuialedo B AONMBAHEHHE KbM APYrH aHTHXHNEPTEHIUBHH
nexapcTsa, BKOUHTENHO H ACE-uHxuburopu.

[TspeHuHaTa kKOMOHHHpaHa kpaiHa uen (BpeMe 10 MbpBHA Cyuait Ha yABOABAHE HA CEPYMHHA
KpeaTHHHH, TepMHHaNHa cteneH Ha 6u0Opeyna bonect, 0buia cMupTHOCT) ce Habnonasa npu 116
NauHeHTH B rpynara Ha oamecaptaH (41,4%) v npu 129 nauveHTd B rpynara Ha nnauebo (45,4%)
(HR 0,97 (95% C1 0,75 no 1,24); p=0,791). KomOrHHpaHaTa BTOpHYHA CHbPAEUHO-CHA0BA KpaitHa Len
ce Habmonaea npu 40 nauxeHTa, TEKyBaHH ¢ onMecapTtaH, (14,2%) v npu 53 nauueHTa, NEKyBaHH C
mnauebo (18,7%). Tazu koMOHHHpaHa CHPAEUHO-CBHAOBA KpaiHa Len BKIKUYBA ChpAeYHO-ChA0Ba
cMbpT npH 10 (3,5%) naunenTa, npuemanu onmecaprad, cnpsamo 3 (1,1%), npuemanu nnauedo, obia
cMbpTHOCT 19 (6,7%) cnpamo 20 (7,0%), HedaTtaned uHcynt 8 (2,8%) cnpamo 11 (3,9%) u Hedaranex
muokapaeH nHdapkr 3 (1,1%) cnpamo 7 (2,5%) cbroTBeTHO.

ra HHGOPMALIHS:
HBe ronemu paHaomMusnpaHn koHTposinpatn npoyusaHus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Tekywo rnobanio u3nursane 3a
KPaHHH TOYKH HA TEJIMHCAPTaH, CaMOCTOATENHO H B KOMOHHauHs ¢ pamunpwi) ¥ VA NEPHRON-D
(KnuHnuHO mpoyyBaHe CBBLP3aHO C pa3BUTHE Ha HeponaTHa npy akaber, NPOBEAEHO OT
MHUHHCTEPCTBO 1O BLIIPOCHTE HA BETepaHKTe) — npoyuBaT ynorpebara Ha kombuHaumsaTa ot ACE
HHXHOUTOpP W anrsorensut ll-peuenropex baokep.
ONTARGET € npoyuBaHe, npoOBEACHO MPH NAUMEHTH C AHAMHE34d 38 CbhPAEYHO-ChA0BRA KU
MO3BYHOCBHAOBA Donect, WM 3axapeH aHabeT THN 2, NpHAPYXKEHH C NaHHH 34 YBPEXKAaHe Ha
edexropu opraii. VA NEPHRON-D e npoyusane npu nauunerTH ¢be 3axapeH auaber tvn 2 1
auabetHa HedponaTus.
Te3u npoyuBaHus He NOKa3BaT 3HaYMM Onaronpuared edekT BbpXy ObOpeuHuTe WM chpaeuHO-
CBAOBHTE MOCNEANLH H CMBPTHOCT, KATO ChLUEBPEMEHHO ca Habni0A8BaHH NOBULLEH PHCK OT
XHIEPKATUEMHSA, OCTPO YBpeXKIaHe Ha ObOpeunTe WNIH XHITOTOHKS B CPABHEHHE C MOHOTEPAITHATA.
KaTto ce UMaT npeaBHA CXOAHHTE UM (hapMAKOAHHAMHYHH CBONCTBA, Te3H Pe3y/ITATH Ca NPHIOKHMH
 3a aApyrH ACE nHxubutopu 1 anrnoreHsund ll-peuenropru Haokepu.
ACE unxubutoph H auruoreHsuH ll-peuentopxu Onokepy cneroratenHo He Tpadbsa na ce H3INON3BAT
€HOBPEMEHHO NpY nauMeHTH ¢ AHadberHa Hedpponarua.
ALTITUDE (KnuHruyHO npoyuBaHe NPOBEACHO ¢ ATUCKHPEH NPH NALIHEHTH CbC 3axapeH anaber THn
2 C H3NION3BAHE HA CbPACUYHO-CBHAOBH H ObOpeuHn 3abongasanua xaTo KpaliHU TOUKH) € NpoyuBaHe,
npeaHa3HA4YeHO A3 W3cAEeABa Non3ara oT A00aBAHETO Ha ATMCKMPEH KbM cTaHaapTHa Tepanua ¢ ACE
HHXHOMTOP WiIH aHrHOTeH3HH ll-peuenToper Hnoxep Npu NnauMeHTH CbC 3axapeH anaber Tun
XpoHH4HO O1LOpeuHo 3abonasane, CLpOCYHO-CHAOBO 3800naBaLe WiH K asere. [Ipoyu
NPEKPAaTeHO NPEXIECBPEMEHHO NOPaAHN NOBHLIEH PHCK OT HebnaronpHUATHH nocneaH
ChpACYHO-CBHAOBATA CMBPT, TAKA U MHCYNTHT ¢a NO-YECTH B FPYNaTa Ha aNUCKUPEH
rpynara Ha nnauebo, a NpeacTaBABALINTE HHTEPEC HEXKENaHH ChOUTHA U cepHo3
chOUTHA (XUnepkanueMua, XHNOoTOHUA U 61v0peuHa auchyHkUNA) ce cpOOLIABAT N
Ha ANHCKHPEH, OTKOJKOTO B rpynara Ha rnnauebo. W\




{leduampuuna nonyaayus

AHTHXHNEPTEH3INBHHUAT €PEKT Ha OMECAPTAH MEAOKCOMHK NPH NEAHATPHYHA NOMYAALHA € OUECHEH B
pPaHAOMH3HPaHO, ABOHHO-CNANO, rnauebo-KoHTpoaHpaHo npoyyusaHe npy 302 nauMeHTH ¢
XHNEPTOHHA Ha BB3PACT oT 6 10 17 roannu. U3cneasasara nomynauHs ce CbCTOH Ha KOXOpTa ¢
YEepHOKOXKH NauueHTH — | 12, xoxopTta ¢ nauneHTH ¢ koMOHHHpaK pacoe npousxon - 190 nauneHTH, ot
KOMTO 38 ca uepHOKOXH. ETHONOrMsATa Ha XMITIEPTOHHATA € NPEeAUMHO eceHUHaIHa XxunepTouna (87%
OT KOXOPTac 4€PHOKOXKH nauneHTH U 67% oT cMeceHara xoxoprara). [Tauwewrure ¢ Terno ot 20 xo
<35 kg ca Ounu paHaoMH3MpaHH 3a 2,5 mg (Hucka nosa) unu 20 mg (BUcoka 103a) Ha oaMecapTaH
MEOKCOMHA €IHH MbT AHEBHO, & NALUHEHTHTe ¢ Terno >35 kg ca 6unan paHaoMu3MpaHy 3a 5 mg
(Hucka no3a) unu 40 mg (BUCOKO 103a) HA OAMEcapTaH MEIOKCOMIIT BeAHbX aHeBHO. OnmecapraH
MEJIOKCOMMII 3HAYHTENHO NOHWKABA CTOHHOCTHTE H Ha CHCTONIHOTO ,H HAAHACTONHOTO KPbBHO
Hangaraie B 3aBUCHMOCT OT 103aTa, afanTupaHa cnpamo ternoro. OnmecapraH MEAOKCOMMI H NPH
HHCKH, W [TPH BUCOKH J03H 3HAYHTENHO HAMANABA CHCTONHYHOTO KPLBHO HanaraHe ¢ 6,6 u 11,9 mm
xuBaueH cTbib cnpamo 6a3oBaTa nHHUA, CHOTBETHO. To3M edexT ce Habmoaasa U npes 2-
ceAMHYHATa paHAOMH3HpaHa (a3a Ha OTHEMaHe, NPH KOETO H CHCTOIMYHOTO, H AHACTO/IHYHOTO
KPbBHO HANAraHe Nnoka3saT CTATUCTHYECKH 3Ha4uM pubayHa B rpynata Ha rmiauebo, B cpaBHEHHE C
rpynara Ha oJIMecapTaH MEeIOKCOMHI. JleueHHeTo € ePeKTHBHO H MPH ABETE MPYNH - NEeAHATPHUHH
NaLHEHTH ¢ NbPBHYHA H BTOpUYHA xunepToHHA. KakTo ce HaGnoaasa v cpesl Bb3pacTHOTO
HaceneHHue, HaManABaHETO Ha KPbBHOTO HANATAHE € MO-MaNIKO 3HaYMMO MNPH HEPHOKOXKH NALIMEHTH.

B cbuioro npoyusaHe, 59 nauHeHTH Ha BB3pacT ot 1 no 5 roaunm ¢ Terno >5 kg nonyuasar

0,3 mg/kg Ha onMecapTaH MEAOKCOMHJT €AKH NbT ZHEBHO B NPOALIKEHHE HA TPH CEAMHLIM B OTKPHTA
¢asa 4 cnea ToBa ca OMnM paHAOMHU3MPAHM Ha MPHEM Ha OJIMECAPTaH MEeAOKCOMKA KIH r1auebo B
aAso#iHo-cnana gasa. B kpas Ha BTOpara ceamHua HAa CIMPpaHe Ha JIeYeHUEeTo, CPeAHATa CTOHHOCT Ha
CHCTOJTHOTO/ AHACTOTHOTO apTEPHANTHO HaNAraHe € 3/3 mm xkuBaueH CTha0 rpynara, paHIOMH3IHPaHa
Ha oJiMecapTaH MEAOKCOMW, Ta3K PazIMKa B KPbBHOTO HaliiraHe He € CTaTUCTUUYECKH 3Hauuma (95%

ClL-2a07/-1 007).

5.2 PapmMakoKHBeTHIHN CBONcTBA

Pesopbuung 1 pasnpencnesne
Onmecapran MeaokcomMun e nponekapctso. [1pu pesopbupate or racTpouHTECTHHANHHA TPAKT OBP30

CC NpEBpPbilLA BbB daapmaxonoruquo aKTHBHHA MeTabonuT OJMECAPTAH OT €CTEPAa3NTE B YpEBHATA
JIMraBula M B MNOPTANHOTO Kp’bBOOﬁp‘bllleHHe.

B nna3Mara WK eKCKpETHTE He Ce OTKPHBAT aKTHBHOCTH Ha HHTAKTEH OJIMECAPTAH MEAOKCOMMI HIH
HHTAaKTHH CTPAHUUYHH BEPHIH Ha Meaokcommwt. CpeaHara abconioTHa GUOHAIMUHOCT HA OJIMECAPTAH,
npunoxeH noa gopmarta Ha Tabnetku e 25,6 %.

Cpeaonara nukosa nnasMeHa KoHueHTpauma (Cnax) Ha ONIMecapTaH ce NOCTHTa B PAMKHTE HA 2 4aca
cell NEPOPATHO NPUNOKEHHE HA OIMECAPTAH MEAOKCOMMUIL, @ IU1a3MEHHTE KOHLIEHTPaLUKH Ha
ONMECcapTaH HapacTBaT NMOYTH JIMHEHHO C HAPACTBALLH €XHOKPATHH MepopanHK 034 10 okono 80 mg.

XpaHa'ra OKa3Ba MHHHUMATEH ECI}EKT BbpPXY OMOHANIHYHOCTTA Ha OJIMCCApPTAaH H 3aToBa OJiMEcapTaH
MENOKCOMHI MOXKE Na CC npunara ¢ HiH bex XpaHa.

He ce HabmoaaBaT KNHHHYHO 3HAYMMH TNOOBO-3aBUCHMH Pa3IHKK BbB (JapMAKOKHHETHKATA HA
OJIMECAPTaH.

OnmecapraH ce cBbp3Ba BLB BUCOKA CTeNeH ¢ naasmeHuTe Sentoum (99,7 %). Bunpe
Bb3MOXHOCTTA 32 KJIHHHYHO 3HAYHMH JICKADCTBEHH B3aMMOACHCTBHA Ha OIMeEcapTa
NeKapcTaa, CBbLP3BAllH CE BbB BUCOKA CTENEH ¢ MNa3MeHUTe DeNThLH, Ype3 U3MeC K
CBBP3BaHe, € HUCKA. TOBa Ce MOTBLPXKAABA OT JIMNCATA HA KIMHHYHO-3HAUMMH B3al{MP.
MEXAY OJIMECAPTAH MEAOKCOMHK H BapdapuH. CBbp3BaHETO Ha OJIMECAPTaH C KPbBHE
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He3HAuMTENHO. CpeHHAT 0GeM Ha pasnpeneneHHe Cell HHTPABEHO3HO NPHIOKEHAE EMaTbK -
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(16-29 ).

MeTaboaH3bLM K eKCKPELNA

O6ukHOBeHO 00MAT mna3MeH kaupbHe € 1,3 I/h (CV, 19 %) H e cpaBHHTENHO MaTbK 8 CPABHEHHE C
yepHoApoOHHA kpbBOTOK (0K0n0 90 /h). Cnen eaHokpaTHO nepopanHo npunoxenue Ha Henaszan ¢ C-
onMecapTad MeaokcoMin, 10-16 % oT pagHoakTHBHOCTTA ce OTKpHBA B ypHHaTa (NO-ro/iaMarTa 4acT B
paMKHTe Ha 24 4aca OT NPUIIOKEHHETO), 4 OCTATBKBT OT OTKPHTATA PANHOAKTHBHOCT CE EKCKpeTHpa
BuLB eueca. Umalikn npeasua cucTeMHaTa HANHYHOCT OT 25,6 %, MOXe Na ce 3aKJTII0YH, Ue
abcopOUpaHHAT onmecapTaH ce eIMMHHHpa K upe3 61x0pedHa ekckpeuns (okono 40 %) u upes
xenaro-6unnapHa exckpeuus (okono 60 %). LanoTo KonuuecTso panHoakTHBHOCT €
HnaeHTHPHULUHPaHO KaTo onmecapTad. He ce otkpuBa apyr 3Haunm Merabonut. EHTEpoXenTanuusT
meTabonu3bM Ha onmecapTaH € MHHHMaNeH. Thit KaTo ronsaMo KONUYECTBO OJIMECAPTaH ce
EKCKPETHPa Ype3 XKITHYKATA, NMPHIOKEHHUETO MYy NPH NALUKEHTH ¢ OMnHapHa o0CcTpyxuua €
NMPOTHBONOKA3AHO (BX. TOuKa 4.3).

TepMHHANHUAT ETUMHHALIMOHEH NONYXKHBOT HA OnMecapTaH sapupa mexcay 10 u 15 yaca caen
MHOTOKXPAaTHO NEPOpaNHo Ao3Hpane. PABHOBECHHTE CTALMOHAPHH TUIA3MEHH KOHLIEHTPaLMH ce
AOCTUTAT CNEA MLPBUTE HAKOJIKO AO3M M ciel 14 AHM MHOTOKpaTHO H03HpaHe He ce Habmonasa
AOMBJIHHTENHA aKymynauua. brbpeurnst xnnpoHe e okono 0,5 - 0,7 /h 4 e He3zaBucum ot nosara.

PapMaKOKHHETHKA NMPH cneunPrHYHH rpynu

ITayuenmu 6 cmapuecka ¢v3pacm:

[1pu xuneproruuHy nauueHTH, AUC B paBHOBECHO CBCTOSHHE ce YBENHYaBa ¢ OKOC 35 % npu
NauMEeHTH B CTapyecKa Bb3pacT (65-75 roguun) U ¢ 0ko010 44 % npu MHOTO BL3PACTHH NAaLMEHTH (>
75 roaAnHHN), B CPaBHEHHE ¢ NO-MNAAM NALMEHTH. ToBa MOXeE a € NOHE OTHACTH CBBP3aHO ChC
CPEAHOTO HamasieHre Ha ObOpeuHaTa PyHKUMA NPH TE3H NALHEHTH.

bvbpeuno yepeoxcoare.

[Ipn nauxenT ¢ 6B6peuHa HegocTaTbuHOCT, AUC B paBHOBECHO CBCTOAHHE CE yBENHUaBa ¢ 62 %,
82 % v 179 % cbOTBETHO NpH NALIMEHTH € IEKO, YMEPEHO W TEXKO HapylweHa 6b0peHa PyHKkuHA, B
CpaBHEHHeE ChC 3paBH KOHTPOH (BXK. TOUKA 4.2, 4.4).

Yeproopobro yepescoane:

Cnea eAHOKPAaTHO NEpOPATIHO NPHIOKEHHE HA OJIMECAPTaH MPH NALKUEHTH C JIEKO A0 YMEPEHO
HapyuieHa yepHoapoOHa ¢pyHkuusa, AUC B paBHOBECHO ChCTOSHUE C€ yBeaH4aBa ¢ 6 %, CbOTBETHO
65 %, B cpaBHEHHE CbC CHOTBETHHTE 3ApaBH KOHTPOH. [IBa yaca ciaea NpunoxeHHe, HECBbP3aHUAT
OJIMECAPTAaH IMPH 3APaBH KOHTPOIH, NPH MALIMEHTH C JIEKO HapylleHa W NPH NALHEHTH C YMEPEHO
HapyweHa YepHoapoOHa QyHkuus ca cboTBeTHO 0,26 %, 0,34 % un 0,41 %. Ilpu nauneHTH ¢ ymepeHo
yepHOApPOOHO yBpexaaHe, cpeaHata AUC Ha ofMecapTaH e cbluo 65% no-BHCOKA, B CPaBHEHHE ChC
CHOTBETHUTE 31paBy KOHTPOIH. CpeaHUTE CTORHOCTH HA Crax €8 CXOAHH NPH NALMEHTH C
YepHOPOOHO YBpeKIaHe WIH NpPH 34pasy HHAUBHAH. OnMecapTaH MEAOKCOMII HE € MPOY4BaH NpH
NaUHEeHTH C TEKKO HapyllueHa yepHoapoOHa PyHKkuMA (BXK. TOuKa 4.2, 4.4).

Ileouampuvuna nonynrayus.

(PapMakOKHHETHUKATA Ha onMecapTaH e H1na WicaeaBaHa f1PH NEAHATPHYHH NALMEHTH C XUTIEPTOHHA
Ha Bb3pacT OT | 10 16 roauHu. KIHpPBLHCHT Ha onMecapTaH NpH NEAHATPHYHH NAaLMEHTH € noaodeH Ha
TO3H MPH Bb3PACTHH NALMUEHTH, CbOTHECEH KbM TEJIECHOTO TErJIO.

Hama nanudyna papmakokuHeTHuHa HHQOpMALKA NPpH NAUHEHTH ¢ 6LOpeYHO YBpexKaaHe.

JlekapCcTBEHH B3aUMOREHCTBHSA
Konecesenam, nexapcmeso, Koemo CebP36a HCALYHUME KUCCAUHU.
EanospemerHoTo npunoxkenue Ha 40 mg onmecapran MenokcoMun U 3750 mg k

XHUAPOXJIOPHA NPH 34paBH Xopa € 08¢0 A0 28% HamaneHHne Ha Cpux M 39% Ham émcﬁhu‘elftua \ 4
onmecapraH. [1o-cnabu egextH - 4% n 15% Hamanenne Ha Cuax 1 AUC ¢ "Bmu_a_ﬁ,niq;ldﬁﬁﬁii, ’

akO ONMEcapTaH MEQOKCOMHN CC NnpHaara 4 yaca npein KOoNeCecanamM XHapoxnop



EAuMMHRUUMOHHHAT NONYXKHUBOT Ha oMecaprak € 6un HamaneH ¢ 50 - 52%, He3aBUCHMO OT TOBa Janu
ce npunara eJHOBPEMEHHO UK 4 yaca npeau KosleceBenaM XHAPOXNOpHa {BHXK ToUKa 4.5).

53 IIpeaknuaHYHA JaHHH 32 6e3omacHOCT

[lpy U3NHTBaAHHA 38 XPOHHYHE TOKCHYHOCT MPH IUTbXOBE H KyueTa, OIMecapTaH MEAOKCOMM
AEMOHCTpHpa eaHakbB €pekT ¢ Apyrute AT, peuentopHu aHTaroHucTH W ACE-uHxubuTopy;
MOBHILIEHH Ypes H KPEATHHHH B KPbBTa {PyHKLHOHANHHK NpomeHH B ObOpeunTe nopaau 6nokupanero
Ha AT;-peuenTopHre); HaMaleHHE Ha ChpAcYHATA Maca; MOHWKEHHE HA EPHTPOLIMTHHA Gpoid,
XeMOTrI00MHA M XEMATOKPHTA; XUCTONOTHYHH JaHHK 3a 6p0peuHo yBpexaaHe (pereHepaTHBHH JIE3UH
Ha OLOpeunHa enuren, yaebenasane Ha 6azanHuTe MemOpann, qunarauua Ha Ty6yauTe). Tesn
HEXeNaHH peakLuHH, NpeaH3IBHKaHH OT GapMakoNIOrHyHOTO ASHCTBHE HAa OIMEcCapTaH MEAOKCOMHUN, ¢a
HabnoaaBaHH H B NPEAKNHHUYHHA MPOYYBAHHA 3a ApyTH AT -peuernrropun anraroHucTH n ACE-
HHXHOUTOPH U MOXe Na ce peAyLIUpaT ¢ €AHOBPEMEHHO NPUIOXKEHHE HA HATPUEB XJTOPHA.

H npu nsete nanuTeaHua ce HabmoaaBa yBeJIHYEHHe Ha TU1a3MeHATa PEHHHOBA AKTUBHOCT H
XHNepTpodHA/XHNEPNIA3HA Ha IOKCTarIoMepyaapHHa anapat Ha Ovbpeka. Te3u edexTn, KoHTO Ca
TUNHYHH 38 ACE-nHxubuTopuTe B AT -peuenTopHUTE AHTATOHKCTH, HE MOKA3BAT KIHHHUYHA
3HaUHMOCT.

[TonobHo va apyru AT, -peuenTOpHH AHTANOHHCTH, OJIMECAPTAH MEAOKCOMMI

NOBHLLUABA YECTOTATA HA XPOMO3OMHATA YYIUTHBOCT B KIETBYMHH KYATYpH in vitro. He ce Habnioaapar
3HAYHMH €PEKTH B HAKOJIKO i Vivo NPOYUBaHHUA C ONIMECAPTAH MEAOKCOMMI B MHOIO BUCOKH A03H 0
2000 mg/kg. Cnopen obuTe JaHHK OT NPOYYBAHUATA 38 FEHOTOKCHYHOCT € MHOMO MAJIKO BEPOATHO
o/MecapTaH MEAOKCOMHJI Aa OKa3Ba NeHOTOKCH4EH eeKT NpH KIHHHYHO NPWIOKEHHE.

Onmecaprad MEAOKCOMKI HE NOKa3Ba KAHUEPOTEHHOCT HHUTO MpH 2 FrOAHIIHO NPOYYBAHE NPH
MIbXOBE, HHTO NPH ABe 6-MeceYHH NPOYUYBAHHA 32 KAHLIEPOTEHHOCT MPH MHULLKH, MPH H3INON3BAHE Ha
TPaHCreHHH MOAEJIH.

B penpoaykTHBHK nNpoyuBaHHsA C MUIBXOBE, OJIMECAPTAH MEAOKCOMMI HE MOBNHABA QEepPTHIHTETA H
HAMA NOKAa3aTesNiCTBa 3a TepatoreHeH edexT. [Toaobuo Ha apyru AT 1] aHTArOHHUCTH, CAEA EKCNO3HLIHA
Ha OIMECAPTaH MEAOKCOMMIL, NPEKHUBAEMOCTTA Ha NOKOCHHETO HaMaNABa, a CNeld EKCNO3ZHLHA Ha
OpeMeHHH )XHBOTHH B KLCHHTE CTaAKHM Ha OPEMEHHOCTTa K NO BpeMe Ha JlakTalums ce kabnioaaBaHa
nenasHyHa Aunaraums Ha 6p6peka. [lono6HO Ha NPyrH aHTHXKHNEPTEH3HBHH JICKAPCTBA, OJIMECApPTAH
MEIOKCOMMII AEMOHCTPHPA NO-BUCOKA TOKCHYHOCT NPH OpemeHny 3afiun, B cpaBHeHHe ¢ OpeMeHHH
IUTbXOBE, HO HAMA AAHHH 3a PEeTOTOKCHYEH edekT.

6. OAPMANIEBTHYHHU JAHHH

6.1 CoHchK HA NOMOIRHHTE BeIIeCTRA

Hopo.

MukpokpucTanHa Heayiosa

JlakT03a MOHOXHIpAT

HacTuuHO 3aMecTeHa XUAPOKCHIIPONAN LETyN03a
Marne3ues creapar

Qbsusxa.

TuraHOB NHOKCHA

Tank

Maxporon 3000

HacTHUHO XHAPONHIHPAH NOJUBHHHIIOR ANKOXO

6.2 HechBMECTEMOCTH

Henpunoxumo




6.3 Cpok Ha rognocr

3 rOIMHH

6.4 ChneuHa/IlHH YCJIOBHS HA CbXPAHEHHE

JlekapCTBEHHAT NPOAYKT HE H3UCKBA CMNELIMAIHHU YCJIOBHA HA CbXpPaHeHHe.,

6.5 JlaHHH 3a onaKkoBKarTa

bauncrepu (OPA/AI/PVC doauno, Al poano): 10, 14, 28, 30, 56, 60, 84, 90, 98 u 100 puamupanu
TabJIETKH B Ky THS.

Tabneren kouteinep (HDPE), nnactmacosa kanauka Ha BUHT(PP) ¢ necukant: 100 duamupanm
TaOIETKH B KYTHS.

He BCcHYKH BH10BE ONAKOBKH MOrar j1a ObaaT nycHaTH Ha nasapa.

6.6 CnenHajHH npeana3s’HH MEPKH MPH H3XBbPJIsIHE

BcHukH HEH3NMoN3BaHHU NPOAYKTH WJIK OTINAAHU MaTepHain TpAOBa aa Cce YHHII0KABAT CbIJIaCHO
MECTHHTE U3HCKBAHMA.

1s INIPUTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA

KRKA., d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA
Onumectpa 10 mg — Per. Ne 20100457

Onumectpa 20 mg — Per. Ne 20100458
Onumectpa 40 mg — Per. Ne 20100459

9. JAATA HA ITbPBO PAZPEIIABAHE/TNOJHOBSABAHE HA PABPEIIEHHETO 3A
YIHOTPEBA

Jlata Ha nbpBo paszpewasane: 13.07.2010
JlaTta Ha nocneano noaHossasane: 22.04.2015

10. JAATA HA AKTYAJIUSUPAHE HA TEKCTA

20 Mapt 2025

[ToapobHa nHpopmauus 3a TO3M IEKapPCTBEH NPOAYKT € NpeAocTaseHa Ha yebcaita Ha M3nbanuTenHa
Arenums no Jlekapcrsara (MAJ]) http://www.bda.bg. Je—_—



