KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

IIpectapuym Ko crapt 3,5 mg/2,5 mg tabneTku
IIpectapuym Ko crapt 7 mg/5 mg Tabnerkn
Prestarium Co start 3.5 mg/2.5 mg tablets
Prestarium Co start 7 mg/5 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna tabnetka cwabpxa 2,378 mg nepunnonpun (perindopril), ekBuBanenten Ha 3,5 mg NepHHAONPHI
aprunun (perindopril arginine), u 3,4675 mg amnoaunuaoB Oe3unar (amlodipine besilate), exBuBanienTeH
Ha 2,5 mg amomunua (amlodipine).

Enna Tabnerka cbabpka 4,756 mg nepunmonpui (perindopril), ekBuBasenTeH Ha 7 mg HEPHHIOIPUIT
aprunun (perindopril arginine), u 6,935 mg amnogununoB 6e3unar (amlodipine besilate), ekBuBaneHTeH Ha
5 mg amnoaunun (amlodipine)

ITomornrHO BerecTBO ¢ U3BecTHO AeiicTBue: 31,62 mg JaKkTO3a MOHOXHIPAT.
TTomoliHO BeliecTBO ¢ U3BECTHO JiekicTBUE: 63,23 mg JaKkTo3a MOHOXUIPAT.

3a IIBJIHUS CIIUCHK Ha IMOMOIIMHUTE BEUICCTBA BHIXXTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

TabOnerka.
Bsina xpbrita TabneTka ¢ [uaMeTsp S mm.
Bsuna kpbIia TabeTKa ¢ AMaMEThp 6 mm, ¢ TpaBUPaH CUMBOI %5~ OT eJHATa CTpaHa.

4. KJIMHUYHU JAHHU

4.1 TepanmeBTUYHHU NOKAZAHUS

IIpectapumym Ko ctapT e moka3zas 3a je4eHNe Ha eCeHIIMATHA XUIIEPTOHUS TIPU BH3PACTHH.

4.2 J103upoBKAa H HAYHMH HA NPUJI0KEeHHE

Jlo3upoBka

3a mepopaHo MPUIIOKEHHUE.

[Ipectapuym Ko crapt 3,5 mg/2,5 mg e mpenHa3HayeH 3a JIeUEHHE OT ITbpBa JIMHUS HA MAlUEHTH C
apTepuanHa XUIMepTOHHS.

[Ipenopbuntennara HayanHa no3a Ha [Ipectapuym Ko craprt e 3,5 mg/2,5 mg BenHbK JHEBHO.

Cren Haii-MaJIkoO YETHPH CEIMHUILM JICUEHHE 03aTa MOXKE 1a C€ YBEIWYM Ha 7 mg/5 mg BEAHBX JHEBHO NPH
HalMeHTH, YUeTO KPHBHO HAJSITaHe He ce KOHTposupa aaeksatHo ¢ [Ipectapuym Ko crapr 3,5 mg/2,5 mg.

Cneuuaﬂuu nonyaauuu

Tayuenmu c 6w6peuno yepescoane (8oic. mouku 4.3, 4.4 u 5.2)

IIpectapuym Ko crapr e mpoTHBOIOKa3aH 3a MAlMEHTH C TEXKO OBOPEYHO yBpexknaHe (KpeaTMHHHOB
kupwHC oA 30 ml/min) (Bxk. Touka 4.3).

[Ipu nmaumeHTHTe ¢ yMepeHO OBOpEeYHO yBpexkaaHe (KpeaTMHHHOB KiaupbHC OoT 30 mi/min mo 60 ml/min)
I'bpBOHAYAJIHATA MpenopbunTena ao3a [Ipecrapuym Ko crapr e 3,5 mg/2,5 mg npe3s aen. [Ipu nanuenture,
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YMEeTO KPHBHO HAraHe HE € JOCTaThYHO KOHTpojmpano, mosata Ilpectapmym Ko crapr 3,5 mg/2,5 mg
MOXeE J]a ce MpHeMa BEeJHBXK JHEBHO. AKO € HE0OXOIMMO, J03aTa MOXKE J]a Ce YBEJIMYHU MPH MAIIUEHTHTE C
HEJOCTAThYCH KOHTPOJ. OOMYaHOTO METUIIMHCKO MPOCTeIIBaHe BKIFOUBA HAOMIOJACHUE HA KPEATHHUHA U
Kanus (BXK. TOUkd 4.4 u 5.2).

Tayuenmu ¢ weprodpobHo yepesicoare (6oic. mouku 4.4 u 5.2)

Heobxomumo e nma ce moaxoskaa ¢ MOBUINICHO BHUMaHHUE NpH npeanvicBaHe Ha [Ipecrapuym Ko crapt nHa
MAIUEHTH C TeKKO YEPHOAPOOHO yYBpPEKIAHE.

Hayuenmu 6 nanpeonana evspacm (6xc. mouka 4.4 u 5.2)

EduxacHoctra 1 6e3onacHoctra Ha [Ipectapuym Ko crapT ca ycTaHOBEHM NpH MAalMEHTH B HampegHaia
BB3pacT. B HawamoTo TpAOBa Aa ce MOIXOXKIAa C TOBUIIEHO BHUMaHHWE B 3aBHUCHMOCT OT OBOpedHaTa
(yHKIIHS.

Cren 3amouBaHe Ha JiedeHHeTO ObOpeuHara ¢yHKuuMs TpsiOBa na ce HaOirozaBa Hpeau MOBUIIABAHE HA
Jo3aTta, 0cOOCHO MpH MAMeHTH Ha BB3pacT 75 u noseye roguHu. OOMYaifiHOTO MEAUIIMHCKO MpOCciensBaHe
TpaOBa Ja BKIIOYBA HAOIIOAEHNE Ha KPEaTUHUHA U KaJHsL.

IHleouampuuna nonynayus

bezomacHoctTa u edextuBHOcTTa Ha IIpectapuym Ko crapt mpu nmema nopn 18 roguHu HE ca YCTaHOBEHH.
JIuncBar maHHu.

Hayun na npujloscernue

Tabnerkata [Ipectapuym Ko ctapT TpsiOBa na ce mpueMa KaTto eIHOKpaTHA /1034, 32 MPEANOYUTaHE CYTPHH
Mpenu XpaHeHe.

4.3 IIpoTuBONOKA3AHUS

- CBPBXUYBCTBUTEIHOCT KbM aKTUBHUTE BemiecTBa, KbM ACE MHXHOMTOpPH, KbM JUXUAPONHPUANHOBU
MPOU3BOTHY WM KBbM HIKOE OT IIOMOIIHUTE BEIIECTBa, M30pOeHH B TOUKa 6.1;

- TEXKO ObOpedHO yBpexIaHe (Bk. Touku 4.2 u 4.4);

- aHaMHe3a 3a aHI'MoeIeM, CBbp3aHa ¢ peaumHo JeuyeHue upe3 ACE nuaxubutopy;

- HACJICACTBEH WM UANONATUICH aHTHOEIEM;

- BTOPH U TPETH TPUMECTHP Ha OpeMeHHocTTa (BXK. TOUkH 4.4 1 4.6);

- TEXXKa XUMOTOHUS;

- LIOK, BKJIFOYMTEITHO KapAUOTEHEH IIIOK;

- OOCTpYKIIMSI Ha M3XOIHUS TPAKT Ha JsiBaTa Kamepa (Harp. BUCOKOCTEIIEHHA a0pTHA CTEHO03a);

- XEMOJNHAMHUYHO HECTaOMIHA ChPACYHA HEJOCTATHYHOCT CJIEN OCThP MHOKApIeH HH(APKT;

- enHoBpeMeHHa ynorpeba Ha IIpectapuym Ko crapt ¢ amickupeH npyu naumeHTH CbC 3axapeH auadeT
Wi 6u0peurHo yBpexkaane (CKopocT Ha romepyina dunrtpamus (GFR) < 60 ml/min/1,73 m?) (Bxk.
Touku 4.5 u 5.1);

- EKCTPaKOPIOPAIHO JICUSHHE, BOJICIIO 10 KOHTAKT Ha KPBBTA C OTPHUIIATEIHO 3aPEJCHU IMOBBPXHOCTH
(Bk. TOuKa 4.5);

- 3HAaYUTeNHA JIBYCTpaHHA CTEHO3a Ha ObOpeyHaTa apTepus WIH CTeHO3a Ha ObOpedHara apTepwsl MpH
eauH ¢yHKIHOHHpa 0bOpek (Bk. Touka 4.4)

- eHOBpEeMEHHa yrnoTpeba MpH JIeYeHHE ChC CaKyOMTpHIl/BaicapTaH, MEPHHIONPUI He TpsAOBa na ce

3amoyBa Ipend JAa ca M3MHHAIM 36 Yaca OT [pPHEMaHeTO Ha IocjienHaTa J03a
cakyOutpui/Bancapran(Bx.Trouka 4.4 u 4.5).

4.4  CpeuuajiHu npeaynpe:kaeHus ¥ NpeanasHd MePKH NPH ynorpeda

Cneyuannu npeoynpexcoeHus

Cepvxuyscmeumennocm/aneuoeoem:



Psako ce choOmaBa 3a aHTHOEJEM Ha JIMLETO, KpaWHHUIUTE, YCTHUTE, JTUTABUIMTE, €3WKa, TJIOTHUCA H/WJIN
JapyUHKCA MPH NarnueHTH, jJekyBann ¢ ACE MHXuOUTOpH, BKIIOYUTETHO C MEPUHIAONIPHI (BXK. Touka 4.8).
ToBa MoXke Jla cTaHEe BbB BCEKM MOMEHT B X0j/a Ha JieueHueTo. B TakuBa ciayudau Ilpectapuym Ko crapr
TpsOBa 1a ce cupe He3a0aBHO U [ja ce 3all0YHE MOAXOAALIO HAaOMI0ACHUE, KOETO 1a MPOABKU 10 IIBJIHOTO
IpEeMHHABaHE Ha CUMOTOMHTE. B cilyyaunTte, B KOMTO IOZYBAHETO € OIPAaHHMYEHO U 3acsira caMo JIMLETO U
YCTHUTE, ChCTOSHUETO NPEMUHaBa OOMKHOBEHO O€3 JiedeHue, BhIPEKH Ue 3a 00JIeKYaBaHe Ha CUMIITOMUTE €
OT M0JI3a IPUEMAaHETO Ha AHTUXUCTAMHUHH.

AHTHOEeM, CBBP3aH ¢ OTOK Ha JIApHHKCa, MOXKe 1a Obae gartaneH. Korato e 3acerHat e3uKbT, INTOTUCHT HIIH
JAPUHKCHT, KOETO BEPOSITHO MOXKE J]a MPUIMHY 3allyIIBaHe HA AUXATEIHUTE IIHTUINA, TPSAOBA HE3a0aBHO Aa
ce MPHIJIOKH CIENIHO JiedeHrne. ToBa MOke Ja BKIIIOYBA MpWjlaraHe Ha aJpeHaMH W/WIN TOIIbpXKaHe Ha
MUXaTeTHATE MHTUINA Ha ManueHTa. [lanmuenTsT TpsOBa Ma ocTaHe TOJ MPSKO JEKApCKO HAOIIOJeHHUE IO
II'BJIHO U OKOHYATETHO MIPEMUHABAHE HA CUMIITOMUTE.

[NanenTuTe ¢ aHaMHe3a 32 aHTHOE/IEM, KOWTO He € cBbp3aH ¢ Jieuenue upe3 ACE unxuburopu, Moxe 1a ca
M3II0KCHU Ha MOBHUINICH PUCK OT aHTHoeaAeM npu npuemane Ha [Ipectapuym Ko ctapt (Bxk. Touka 4.3).

[pu nanuentn, nexyBanu ¢ ACE wHXuOWTOpH, PAAKO c€ CHhOONIaBa 32 HMHTECTUHAJICH aHTHUOCICM.
OrmrakBaHUATa TIPH TE3W MAIMEHTH BKIIOYBAT OOJKH B KOpeMa (Che Wi 0e3 TajicHe U MOBPBINAHE); B HIKOH
CIydaW HE € YCTaHOBEH IpeAIlecTBalll aHTHOeneM Ha NuieTo W HuBata Ha C-1 ecrepasata ca Owim
HOpPMaJHH. AHTHOENeMBT € OWJI AWarHOCTHIMpPaH upe3 NpPOLEAypH, KOUTO BKIIOYBAT KOMIIOThpHA
tomorpadus (CT-scan) wim yaTpa3ByKOBO M3CIICBaHE Ha KOpeMa, WK MPU XUPYpPrHyYHa ONepalus, Kato
CUMIITOMUTE Ca OT3BYyYaJIX CJICA CIIMpAaHEC Ha IIpUeMa Ha ACE I/IHXI/I6I/ITOpa. NHTecTHHATHHUAT AHTHUOoCAEM
TpsIOBa Ja ce BKIIOYM B AudepeHIamHaTa AuarHo3a npu manueHTd, npueMamy ACE nHXuOUTOpH, KOUTO
MOJTy4YaT OTUTAKBAHHS OT KOPEeMHH OOJIKH (BXK. Touka 4.8).

KoMmOuHHpaHeTo Ha MEPUHIONIPHUI ChC CAKYOUTPHII/BAJICAPTAH € MPOTUBOMOKA3aHO MOPAJN YBEJIUYCH PHCK
ot anruoejeM (Bxk.Touka 4.3). JleueHne ¢bCc cakyOUTpHI/BAJICApTaH HE TPsAOBA Jla CE 3aroyBa MPEIu Ja ca
u3MUHaIKM 36 Yaca OT IPUEMaHETO Ha MOocJeIHaTa J03a OT JICUSHHETO C TIEPHHIONPUIL. AKO JICYCHUETO ChC
cakyOHTpHII/BaJICApTaH € MPEKPaTeHO, JICYEHHUETO C TIEPHHIONPUI He TpsOBa Jia ce 3armoyvBa Mmpeau aa ca
M3MHUHAIH 36 yaca OT IPHEMaHETO Ha TIOCIeAHATA [T03a CaKyOuTpumi/Baicapra (Bx.ToUkH 4.3 u 4.5).

EnnoBpemennara ymnorpeba na ACE wuuxubutopu ¢ NEP wuaxuburopu (Hamp. pamekamorpwi), mMTOR
UHXUOUTOPH (HAMp. CHPOJIUMYC, EBEPOIMMYC, TEMCHPOIMMYC) ¥ TIMOTHHM (HAmp. JMHATIMOTHH,
CaKCArMWOTHH, CHTATJUNTUH, BUWIIATIWOTHH) MOXE Ja IOBeJe 0 MOBHILEH PUCK OT aHTHOeAeM (Harp.
NoJyBaHe Ha AWXATeJIHWUTE ITbTHINA MM €3UKa, C WIK 0e3 pecnupaTopHO HapylieHue) (Bxk.Touka 4.5).
TpsiOBa 5a ce MOAXOXKAa C BHUMaHKHE, KOraTO CE 3aloyBa JieueHue ¢ pamekagorpwi, MTOR unxubutopu
(Hamp. CcHpONMMYC, €BEPOIUMYC, TEMCHUPOJMMYC) W TJIHMITUHH (HAIp. JUHATIWIITHH, CAKCATIWOTHH,
CUTATNIMITYH, BUWIJIATJWITHH) TPU MalMeHTd, konto Bedye npuemar ACE wnxuburop. Ilopagm ToBa e
HEOOXOIMMO BHMMATEJIHO OLICHSBAHE HAa CHhOTHOLICHHETO IIOJI3a-PHCK IPEIH 3all0YBAHETO Ha JICYEHHE C
NEP unxuOutopu (Hamnp.panekagoTpuil) IpH NaUeHTH, ICKyBaHU C IEPUHIONIPUIL.

Anaghunaxkmouonu peaxyuu no epeme Ha agepesa Ha IUnonpomeuru ¢ Hucka nivmuocm (LDL-aghepesa):

B penku cnyvan nanuenty, npueMaimi ACE maxubuTopu o Bpeme Ha adepesa Ha JIMIIONPOTEHHH ¢ HUCKA
mrpTHOCT (LDL-adepesa) ¢ mexcrpanoB cyndar, ca moixydaBaid XHBOTO3acTpaliaBaniy aHa(uIaKTONIHHA
peaknun. TaknBa peakiuy ca OWaM M30ATBaHM Ype3 BPEeMEHHO crimpaHe Ha jedeHneTo ¢ ACE maxuburtopa
npenu Besika adepesa.

Anaghunaxmouonu peaxyuu no epeme Ha 0eceHCumu3ayus.

[Manuentn, npuemant ACE uHXuOWTOpU 1O BpeMe Ha JIECCHCUTHU3MpAINO JIeYeHUE (Hamp. ¢ OTPOBa OT
MUITIOKPUIIN HaCCKOMI/I), ca roJjry4yaBaJjin aHaq)I/IHaKTOI/IJIHI/I pEaKuu. HpI/I ChIIUTEC MalUCHTU TE3U pC€aKlIuU Ca
MPEKbCBATH ¢ BpeMeHHOTO crnupaHe Ha ACE wWHXuUOWTOpPHTE, HO ca c€ TOSBABAIA OTHOBO IIPH
HelpeIHaMepeHO MTOBTOPHO MpHIIATaHe.

Hauuenmu Ha Xemoouanusa



CooOmieHr ca aHA(QWIAKTOMIHU pEaKIUM [PU MAlUUCHTH, AUAJU3UpaHd ¢ MEeMOpaHM C BHCOKa
MIPOITYCKIIMBOCT B eTHBOpMEHHO JiekyBaru ¢ ACE maxubutop. [Ipn Te3u mamueHTH TpsAOBa 1a ce€ OOMHUCITH
W3MOI3BAHETO HA PA3IMYCH THIT JUATU3HA MEMOpaHa MITH aHTHXUIIEPTEH3UBHO CPEJICTBO OT JIPYT KIiac.

Heymponenus/azpanynoyumosa/mpomboyumonenus/anemusi:

I[pu namuentn, npuemanw ACE wuHXuOuTOpH, ce€ CHhOOIIABA 3a HEYTPOIICHUS/arpaHyIoIUTO3a,
TpoMOoIruTonieHus: 1 aneMus. llpn nmanueHTH ¢ HOpManHa ObOpedHa GyHKUHA U Oe3 APYTH YCIOKHIBAIIU
(haktopu psmko ce HabmromaBa HeyTporeHHs. HeoOXoanMo € W3KIIOYUTENTHO TONSIMO BHHMAaHWE IPH
npunarade Ha [Ipectapuym Ko cTapT npu maimeHTH ¢ KoJareHHU ChAOBHU 3a00IIsBaHUs, UMYHOCYIIPECUBHO
JieueHHE ¢ aJOMyPHUHOI WM MPOKaMHAMUJ WIM KOMOMHANHKS OT MOA00HH YCIOXKHSBAIIM (HaKTOPH, 0COOEHO
aKO € HaJMIE M CBINECTBYBAIIO OT INpeau HapyiieHue Ha ObOpeunata (yHkius. [Ipu Te3u nanueHTH
MOHSKOTa C€ Pa3BHBAT CEPUO3HH WH(EKINH, KOUTO B HAKOM CIy4yad HE C€ TOBIUSABAT OT WHTEH3MBHA
aHTHOWOTHYHA Tepamusi. AKO IIpH TakwBa ManueHTH ce npuiara [Ipecrapuym Ko crapt, mpemoppsuntenHo e
TIEPHONYHO J]a C€ MPOCIIeiBa OpOosT HA OelnTe KPBBHU KICTKU U MAIMEHTUTE 1a ObJlaT MHCTPYKTUPAHU Ja
CHOOIIABAT 32 BCSIKAKBY MIPU3HALM Ha WHGEKIHs (Hamp. OOJKU B I'BPJIOTO, BUCOKA TEMIIEPATypa).

eotina bokaoa na cucmemama peHun-aHeUOmeH3uH-andocmepor (RAAS):

HNma moxasarencTBa, ue emaHoBpeMeHHaTa ymorpeba Ha ACE wmaxubutopn c OlOKepH Ha perenrTopa 3a
aHrnoteH3uH Il wunam anuckupeH yBenM4aBa pUCKA OT XMIIOTOHMS, XUIIEPKAJIMEMHsS M BIIOIIABAaHE Ha
O0bOpeuHaTa QyHKIMS (BKIIOYUTENIHO OCTpa ObOpedHa HeIOCTaThYHOCT). 3aTOBa HE CE NMPErnopbyuBa JBOKWHA
onokana Ha RAAS upe3 komOunanust ot ACE naxubutopu ¢ 61okepu Ha peuenTtopa 3a aHruotreHsus 1l nnn
amuckupeH (Bx. Touku 4.5 u 5.1).

AKO ce TpeleHH, Y€ JICYSHUETO ¢ IBOMHA OI0Kaja ¢ a0COIOTHO 3ab/DKUTEIIHO, TO TPSIOBa Jla Ce U3BBPIIBA
caMo TIOJT HaOJIoIeHNEe Ha CTICIIMANIMCT W J1a BKIFOUBA PEIOBHO BHUMATEIHO IpocieasBaHe Ha OhOpeuHaTa
(hyHKITUS, eTEKTPOIIUTUTE U KPHBHOTO HAJSITaHE.

[Ipu manuentu ¢ auabetHa HedpomaTus He TpAOBa Aa ce usnonsBaT eaHoBpeMeHHO ACE mHxXubutopu u
OnokepH Ha perenTopa 3a aHruoTeHs3ux 1.

ITvpsuuen anoocmeponuzvm:

HaHI/IeHTI/ITe C IIbPBHUYCH aJITOCTEPOHU3IBM OOMKHOBEHO HE pearupatr Ha AHTUXHUIICPTOHUYHU JICKApPCTBA,
HCﬁCTBaHlH qgpe3 I/IHXI/I6I/IpaHe Ha CUCTEMaTa pCHUH-aHTUOTCH3UH. 3aToBa M3I0JI3BaHETO HA TO3HU MOPOAYKT HE
€ MPEIMOPBHUYNUTECIIHO.

bpemennocm:

Jleuenueto c Ilpecrapuym Ko crapt He TpsOBa ma 3amouBa 1mo BpeMe Ha OpemeHHOcT. OCBEH B CIIyJawTe,
KOTaTo MpoIbKaBaHe Ha JedeHueTo ¢ [Ipectapuym Ko crapt ce cMsiTa 3a He3aMEHHMO, MAIUEHTHTE, KOUTO
IUTaHUpaT OpeMEHHOCT, TpAOBa Ja MpEeMUHAT Ha aJTEPHATHBHO AaHTUXWUIICPTOHUYHO JICYEHHE C JIOKa3aH
npodus Ha 6€30MacHOCT 3a MpUJIaraHe Mo Bpeme Ha OpemeHHocTTa. [Ipu quarHocTunupaHe Ha OpeMEHHOCT
neuenueto ¢ [Ipectapuym Ko crapr TpsOBa He3abaBHO aa ObJe CIPSHO M aKO € MOJXOJSAIIO, Ja 3arovYHe
aJTePHATHUBHO JieueHre (BXK. TOUKH 4.3 u 4.6).

Ynompeba npu nayuenmu ¢ 6v0peuno ygpescoane:

[Ipecrapuym Ko crapT e mpoTuBOIOKa3aH MpU MAlMEHTH C TEKKO OBOPEYHO YBpekaaHe (KpEaTHHHHOB
kupbHC oA 30 ml/min) (Bxk. Touka 4.3).

ITpu nmanmeHTHTE ¢ yMepeHO OBOpeYHO yBpexaaHe (KpeaTHHHHOB KiupbHC OT 30 ml/min go 60 ml/min)
TEpPBOHAYANHATA TIpenophunTenHa mxo3a [Ipectapuym Ko crapt e 3,5 mg/2,5 mg npe3 nmeH (Bx. Touka 4.2).
OOMYaifHOTO MEUIIMHCKO MPOCIeAsSBaHe NP TAKWBA MAIIMEHTH BKIIOYBA HAOIIOACHUE HA HUBATA HA Kaus
U KpeaTuHuHa (BXK. Touku 4.2 u 5.2).

[Ipu HAKOW MANMEHTH C ABYCTPaHHA CTEHO3a Ha OBOpeuHaTa apTepus WM CTEHO3a Ha apTepHsTa MPU €I1H
(hynkmonupamn 660pek, ekyBanu ¢ ACE mHXuOUTOpH, ce Habm0gaBa yBeIWYEHNE Ha KpbBHATa ypes U
CepyMHHS KpEaTHHWH, KOSTO OOWKHOBEHO € O0paTWMO TIpW CIHpaHe Ha JieueHWeTo. ToBa € 0coOeHO
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BEPOSITHO TPU MAaIEeHTH ¢ ObOpevHa HEJAOCTATHYHOCT. AKO € HaJMIle W PEHOBACKyJIapHATa XUIEPTOHUS,
CHIIECTBYBa MOBHIIEH PUCK OT TEXKKa XHIIOTOHUS M ObOpeYHa HEAOCTATHYHOCT. HSIKOM XUIEPTOHUYHH
HalueHTH 0e3 BUANMO MPEAUINHO ChIIECTBYBAIIO OBOPEYHOCHIOBO 3a00JsIBAHE Pa3BUBAT MOBHUINCHHUE Ha
KpPbBHATA ypes U CEPYMHHUS KPCATHHHH — OOMKHOBEHO €1ab0 M MPEXOJHO — OCOOCHO MPH €THOBPEMEHHO
npujaraHe Ha TMEPUHAONPHI W JUypeTHK. ToBa € MO-BepOATHO Ja BB3HUKHE MPH TAIUEHTH C Beue
CBIIECTBYBAIO OBOPEUHO YBPEIKIAHE.

AMHO}II/IHI/IHT)T MOXE Ja C€ HU3M0J3Ba IpHU IMAOUCHTU C 6L6peqHa HEAOCTATBbYHOCT B HOPMAaJIHU JO3U.
IIpoMeHHTe B MJIa3MEHHUTE KOHICHTPAIMM HAa aMJIOJMIIMHA HE Ca CBHP3aHH ChC CTENeHTa Ha OBOPEYHO
yBpEKIaHe. AMIOTUIUHBT HE MOXKE J1a CE AUATH3HPA.

bvopeuna mpancnaanmayus:
Toii KaTo HAMa ONMUT OT mpuiaraHeto Ha [Ipectapuym Ko crapt mpu mampieHTH chC CKOpOIIHA ObOpedHa
TpaHCIIJIAHTaLus, JICYEHUETO C HETO HE € MPENOPBYUTEITHO.

bvbpeunocvoosa xunepmonusi:

ChbInecTByBa MOBHIICH PUCK OT XUIIOTOHUS M ObOpeYHa HeAocTaThbuHOCT NpH jedenue ¢ ACE unaxuburtopu
Ha MalUeHTH C IBYCTPaHHA CTEHO3a HAa OBOpeYHaTa apTepHs MM CTeHO3a Ha ObOpevHaTa apTepus IpH eHH
¢dyakuuonupany O6b0pek (Bxk. Touka 4.3). JledeHHWETO C NUYpEeTUIM MOXe Ja € JonpuHacsur Qakrop.
BromaBaneTo Ha ObpOpedHara (GyHKIHS MOXe 1a € NMPUAPYKEHO CaMoO C MaJKd IMPOMEHH B CEPyMHHUS
KpPEaTHHHH JOPH IPH MAIMEHTH C eJHOCTPaHHA CTEHO3a Ha ObOpedYHaTa apTepusl.

Ynompeba npu nayuenmu ¢ napywena yepHoopobra Gyukyus:

B penku cnydan unaxubutopure Ha ACE ca cBbp3BaHM ChC CHHAPOM, KOHTO 3all0YBa KaTo XOJieCTaTHYHA
KBJITCHHIIA B POTpecupa 10 pyaIMuHaHTHA YepHOApoOHA HEKPO3a U (B HAKOH CIIyYan) CMBPT. MeXaHU3MBT
Ha TO3W CHHAPOM Bce ole e Hem3BecTeH. [lamumenture, mpuemanm [Ipectapuym Ko craprt, KouTo pa3Bust
KBITEHUIA UM 3a0€JIeKMMO TIOBUIIABAHE HA HHMBAaTa HAa YEPHOAPOOHHTE €H3WMH, TPsOBa Aa MPEeKpaTsAT
JICUCHUETO U Jia MOTy4yaT MOAXO IO MEANIMHCKO MpociieasBane (BxX. Touka 4.8).

[Ipu mamueHTH C yBpeleHa 4YepHOAPOOHA (YHKIMS TIONYKUBOTHT Ha aMIIOJUIMHA C€ YIbDKaBa M
croriHocTuTe Ha AUC ca mo-BHUCOKH.

Ynompeba npu nayuenmu 6 nanpeonana 8v3pacm:

B 3aBucumocT ot 6b0peunaTa GyHKIHA € HeOOXOANMO MOBUIIEHO BHUMAaHUE MIPH 3alI0YBAHE U YBEIUYaBaHE
Ha Jlo3aTa MpH NalMeHTH B HallpeJHala Bb3pacT.

IIpenu yBenuuaBaHe Ha jo3aTa TpsOBa Ja ce HaOmomaBa ObOpeuHaTa (QyHKIMSA. 3aTOBAa MEIAMIIMHCKOTO
mpocJiensBaHe TpsAOBa /1a BKITIOYBA HAOIIO/ICHHE Ha Kajins ¥ KpeaTuHUHA (BXK. Toukd 4.2 u 5.2).

[Ipeonaznu mepxu npu ynompeba

Xunepmonuyna xpusa:
bezonacHocTTa 1 epeKTUBHOCTTA Ha aMJIOAMIINH ITPU XUMIEPTOHUYHA KPHU3a HE Ca YCTAaHOBEHH.

Ynompeba npu nayuenmu cvc cvpoeuna HedocmamvuHoCm:

[Ipu manmeHTHTE CHC CHpJICYHA HEIOCTATHUYHOCT TPSOBA J1a CE TOJXO0XKa C BHUMAaHHE.

IIpectapuym Ko crapt TpsOBa na ce H3MOd3Ba C MOBWIIEHO BHHMaHUE TpPU MAIUCHTH ChC 3aCTONHA
ChbpJeUYHA HEJOCTATHYHOCT, THH KAaTO aMJIOJAUINUHLT MOBHIIABA PUCKA OT OBACIIU CHPACYHOCHIOBU
WHIUACHTH U CMBPTHOCT.

Xunomonus:

ACE wuHXuOWTOpUTE MOTraT Ja TPUYUHAT IOHMKaBaHE Ha KPBBHOTO HansraHe. llpm mnammeHtn c
HEYCJIOKHEHAa XHUIEPTOHHUS PAAKO ce HabirolaBa CHMITOMAaTHYHA XUIOTOHUS, KOATO € IO-BEPOSTHO 1A
BB3HUKHE TPU XHIIOBOJIEMUYHH MAlMEHTH, HAp. BCIEACTBUE HA JUYPETUYHO JIUCHHUE, TUeTa C OrpaHUYCH
NpUEM Ha COJI, IUajn3a, AUapus WIN MOBPBIIAHE, WK TPU TAKHBA C TEXKKA PEHHH-3aBUCHMa XUTIEPTOHUS
(Bxk. Toukn 4.5 u 4.8). Ilpy manmMeHTHTE C TOBUIIEH PHUCK OT CHUMITOMATHYHA XHUIIOTOHHS KPHBHOTO
HajsraHe, ObOpedHaTa QYHKIUS ¥ CEpYMHUST Kalluii TpsiOBa BHUMATEIHO J1a C€ HAOII0aBaT 1Mo BpeMe Ha
nedenueto ¢ [Ipectapuym Ko craprt.



ITonoOHu cHOOpaXkeHUST ca B CHJIa M 32 MAIUCHTHTE C HCXEMHUYHO CBHPACYHO WM MO3BUYHOCHIOBO
3a00sBaHe, MPYU KOUTO TIPEKOMEPHOTO TTOHIKABaHEe Ha KPHBHOTO HAJATAHE MOXKE JIa MPUIMHI MHOKApICH
WH(DAPKT U MO3BYHOCHIOB HHIIUICHT.

[Ipu BB3HMKBaHE HA XUIIOTOHMS MAIUSHTHT TPSAOBA J]a cE TOCTaBU B JITHAIO MOJOXKEHHE MO I'Pph0 U aKko e
HE00X0JMMO, Ja MOJy4Yd HMHTPAaBEHO3HAa HWH(Y3us C pa3rBop Ha HarpueB xjopun 9 mg/ml (0,9%).
[IpexoaHUAT XUIOTOHUYEH OTIOBOP HE € MPOTHUBOIOKA3aHHE 3a MO-HATATBINHU J103H, KOUTO OOMKHOBEHO
Morar Jia ce mpuiarat 0e3 3aTpyJHEHUSs, cie]] KaTo KPBBHOTO HallsiTaHE CE TOBUINM CIIe]l YBEJIMYaBaHE Ha
obema.

AopmHa cmenosa u cmeHo3a Ha MUMPATHAMA KAANA / XUnepmpoQuuna KapoOuoMuonamus.:

ACE wunxubutopure TpsOBa Jla ce Mpujarar ¢ MOBHIICHO BHHMAaHHWE IpPU MAIMEHTH ChC CTEHO3a Ha
MHUTpaJIHaTa KJana ¥ oOCTPYKUIMS Ha M3XOIIUTE IBTHINA OT JIIBaTa KaMepa, KaTo aopTHa CTEHO3a WM
XUIEPTPOPUIHA KAPAUOMUONIATHSL.

Pacosa npunaoneacnocm:

ACE uHXuOHUTOpUTE MPUYUHABAT MO-BUCOKA YECTOTA HA AHTHOCACM IPU YSPHOKOXKHU MAIUCHTH, OTKOJIKOTO
MIPH HEYEPHOKOXKH MAIlUEHTH.

ACE wuaxuOWTOpHUTE MOTaT 1a ca Mo-ciiabo e()eKTHBHH 3a IOHFDKAaBaHE HAa KPBBHOTO HASTaHE MPH
YEPHOKOXXM XOpa, OTKOJIKOTO TIPH HEUYEPHOKOXH, BEpPOSITHO TMOpaad I[O-TolsiMara 4YecToTa Ha
HUCKOPEHUHOBH CHCTOSHUS B MOMYJIAIMATA HA YSPHOKOKUTE XUITEPTOHUIIH.

Kawnuya:

CpobOmaBa ce 3a kanumna mpu ymoTpebata Ha Ilpectapmym Ko crapr. Ilo cBosita XapaKTephCTHKA
KallTHIaTa ¢ HeMPOAYKTHBHA, YIOPHUTA U TPEMUHABA CJe]] criupaHe Ha jedenueto. [Tpuunnenara ot ACE
WHXHOUTOPH KaIUTHIIA TPSOBA J1a Ce BKIIFOYM B MU(EepeHIIMATHATA IUArHO3a Ha KalIIIHIIA.

Xupypeuunu onepayuu / anecmesus.

[Ipn mamueHTH, MOITOKEHN HA TEXKAa XUPYPrUdHA OIEpalys WU aHeCTe3Ws C BEIIeCTBa, MPUUMHIBAIIN
XUIIOTOHMS, NEPUHIONPUIBT MOXe aa Onokupa oOpasyBaHeTo Ha aHruoreHsuH Il B pesynrat Ha
KOMIIEHCAaTOpHO OcBoOokaaBaHe Ha peHHH. [Ipectapmym Ko crapTt TpsiOBa ma ce cmpe eaudH AeH mpenu
onepanusaTa. AKO Bb3HUKHE XUIIOTOHHMS, 32 KOSTO C€ CMATA, Uue € MOPOJECHA OT TO3M MEXaHU3bM, MOXKE Jia
OB/l KOpUTHpPaHa upe3 yBeanuaBaHe Ha obema.

Xunepranuemus.:

HaGnronaBano e moBuIIaBaHe Ha CEPyMHHUTE HMBA Ha Kajiusl NPH HSAKOM NHauueHTH, jexyBaHu ¢ ACE
WHXUOUTOPH, BKIIOYUTEIHO C NEpUHIONpHI. PuckoBuTe (akTopy 3a pa3BUTHE Ha XHIEPKaIHEMUS
BKJIIOUBAaT OBOpedHa HEJOCTATBYHOCT, BJOIIaBaHe Ha ObOpewyHata ¢yHKuus, Bb3pacT (> 70 roawHm),
3axapeH qualeT, MHTePKYPEHTHH CHOWTHS, B YaCTHOCT JNEXUApATaIWsl, OCTPa ChpIeYHA JECKOMIICHCAIIHS,
MeTabonuTHA amnumo3a M eJIHOBpPEMEHHa ymoTpeba Ha Kamui-ChbXpaHABallM AWYPETUIN (Hamp.
CIMPOHOJIAKTOH, €IJIEPEHOH, TPUAaMTEPEH WM aMHJIOPUI — CAMOCTOATEJIHO UM B KOMOWHAIMA), KAJIUCBU
J00aBKM WM KalWi-ChABPKAILM 3aMECTUTENIM Ha TOTBapcKara COJl, KaKTO W NPHEMaHEeTO Ha Jpyru
MEINKaMEHTH, CBBP3aHH C MMOBHUIIABAHETO HA CEPyMHUS Kanui (Hamp. xemapud, Apyru ACE maxubutopu,
AHTaroHUCTH Ha aHruoreH3wH ll, amermncamuumioBa kuceianHa > 3 g/men, uaxubutopu Ha COX-2 u
HecenekTnBHH HCIIBC, uMyHOCYNpecHBHH CpEICTBa, KaTO HAIpPUMEp IHKIOCIOPHH WA TaKPOJIUMYC,
TPUMETOIPUM M KO-TPHUMOKCA30JI, I103HAT OLIE KaTo TpuMeTompum/cyndamerokcason). IIpu nanuentu c
yBpeneHa ObOpeuHa (yHKIMA ynoTpebara Ha KajlueBH H00ABKH, KalIUH-ChXpaHSBALM JUYPETHLH HIN
KaJIMA-ChIbPIKAIIM 3aMECTUTENI Ha TOoTBapcKaTa COJM MOXKE Ja JIOBEJE A0 3HAYUTENHO MOBHIIABaHE Ha
CEepyMHHUSl Kanuil. XuIlepKaJueMusTa MOKe Ja NMPUYMHHA CEPHO3HH, IMOHSKOra (arajiHd apuTMUH. AKO
ChBMECTHOTO Tpuiarane Ha [Ipectapuym Ko cTapt u HIKOe OT TOpenocoYeHnTe CpecTBa € OrI0 MPEeLeHeHO
32 YMECTHO, Te TpsA0Ba Ja ce M3MO0JI3BaT BHUMATEIHO IPHU YEeCTO HAONIOJICHWE Ha CEepyMHMs Kaaui (BXK.
TouKa 4.5).

ITlayuenmu ¢ ouabem:



[Ipu namueHTuTe ¢ auadeT, JEKYBaHU C IEPOPAIHU MPOTUBOAMAOCTHH CPEACTBA WM HMHCYJIWH, TpsOBa
BHUMATEITHO J]a ce HaOJIt0]aBa TTMKEMHYHHSAT KOHTPOJI TIpe3 WhPBHsI Mecell oT jiedeHneTo ¢ [Ipecrapuym Ko
cTaprt (BX. Touka 4.5).

Kaﬂud-C‘bxpaH}zeawu Jlekapcmea, Kaiueeu 006asxu unu Kaﬂuﬁ-cu)bpafcamu samecmumenu Ha comeapckama
con’

Kombunamusra ot Ilpecrapuym Ko ctapt u kammii-chXpaHsABaIy JICKapCTBA, KAJIUCBU JOOABKH WU KaJIUM-
CBIBPIKAIIH 3aMECTHTEIIN Ha TOTBApCKaTa cojl OOMKHOBEHO HE ce IMpenophuBa (BXK. Touka 4.5).

Tomownu sewgecmea:

ToBa nexapcTBO chabpxka JlakTo3a. [larueHTUTe ¢ peKu HACIEICTBEHU MPOOJIEMH Ha HEMOHOCUMOCT KbM
rajakTosa, o0Iia JakTa3Ha HeIOCTATFYHOCT MIIH TIII0KO30-TallakTo3Ha MajabcopOuus He TpsiOBa a mpruemaT
TOBA JIEKapCTBO.

4.5 BzaumopeiicTBHe ¢ APYrH JeKAPCTBEHH MPOAYKTH U APYrd (popMHU HA B3auMoelicTBHE

/leoitno da0Kupane na cucmemama penun-ancuomensun-andocmepon (PAAC)

KnuHuuHuTe AaHHM [MOKa3BaT, 4ye JBOWHATa OJI0OKaja Ha CHUCTeMaTa pPEHHH-aHTHOTEH3HH-aJIJOCTEPOH
(RAAS) gpe3 xomOmnammss ot ACE wmaXuOuTOoprm ¢ ONOKepH Ha pementopa 3a aHTHOTeH3WH I wim
AJMCKUPEH € CBBbpP3aHa C MO-BHCOKA YECTOTa HA HEKEJNAHW PEeaKkIMi KAaTO XUIOTOHUS, XUIEePKaTHeMHuS U
BIOIaBaHe Ha OBOpedHaTa QyHKOUsA (BKIIOYHTETHO OCTpa OBOpedHa HEAOCTATHYHOCT), OTKOJKOTO
M3II0JI3BAHETO CaMO Ha €IHO CPEACTBO ¢ AciicTBre BbpXy RAAS (Bxk. Touku 4.3, 4.4 u 5.1).

Jexapcmea, nosuuiasauiu pucka om anzuoedem

EnnoBpemennara ynorpeba Ha ACE MHXHOMTOPH ChC CaKyOWTpHI/BajcapTaH ¢ MPOTHBOIIOKAa3aHa MOpaIn
yBEJIMYEH PUCK OT aHrruoeaeM (Bx.touku 4.3 u 4.4).

EnnoBpemennara ynotpe6a Ha ACE unxuburopu c¢ pauexagorpun, MTOR unxuburtopu (Hamp. cuponumyc,
€BEpPOIMMYC, TEMCHPOJIMMYC) W TJMNTHHM (HANp. JWHATJWOTHH, CAKCANNIMOTHH, CHUTALNIMOTHH,
BUJIATIMOITHH) MOYKE J1a JIOBEJIE JI0 MOBHUINIEH PUCK OT aHTHOeAeM (Bxk.TouKa 4.4).

Jekapcmea, unoyuupauiu xunepKaiuemus:

Hsaxon nexapcTBa WM TepanmeBTHYHH KIACOBE MOXE Ja IOBUIIAT YeCTOTaTa Ha XHUIEPKATHEMHSTA:
AJMCKHUPEH, KAIMEBHU COJIM, Kalliii-chXpaHsaBamu auypetuii, ACE nHXuOuTopH, aHTarOHUCTH Ha perenTopa
3a anruoten3uH I, HCIIBC, xemapunu, UMyHOCYNIPECUBHH CPEACTBA KaTO LU KJIOCIOPUH WM TaKPOIUMYC,
TPUMETONIPUM U KO-TPUMOKCa301 (TpuMeTonpum/cynpamerokcason). Komounanusata na IIpectapuym Ko
CTapT C Te3W JIeKapcTBa IIOBUINIABA pHUCKAa OT Xxwumnepkamdemuss (Bxk. Touka 4.4). Ilopaau ToBa,
koMOuHupaneto Ha Ilpectapmym Ko cTtapT ¢ ropecnmoMeHaTuTe JEKapcTBa, HE C€ MpenophuBa. AKO
eJHOBpEMEHHATa ymoTpeba e IMoKa3aHa, Teé TpsOBa a ce W3IOJI3BAT C MOBHUIIEHO BHUMAHHE W C YECTO
MpOCIIeIsBaHe Ha CEPYMHIS KaJTHil.

Eonosepemennama ynompeoa e npomugonokazana (8xc. mouxa 4.3):
AJUCKUpEH:

[Ipu manmentn ¢ nmaber wim HapylueHa ObOpeyHa (YHKUMS HapacTBaT PUCKBT OT XUIEPKaJIMEMHUS,
BJIOIIaBaHe Ha ObOpeyHaTa QyHKIMA U ChPACYHOCHA0BA OOJIECTHOCT U CMBPTHOCT.

ExcTpakopropaHo JICUCHHUEC:

ExcTpakopropaiiHo jeueHure, BOACHIO 10 KOHTAKT Ha KPhBTa C OTPHUIATEIHO 3apE/ICHU MOBHPXHOCTH, KaTO
JMaJI3a Wi XeMO(QHUITPaIUs C HIAKOM BUCOKOACOMTHA MEMOpaHH (HAIIp. MOJMAKPHUIIOHUTPHIIHH) U adepesa
Ha JIMOONPOTEMHH C HUCKA IUTBTHOCT C JEKCTPaHOB cCyidaT, MOpaad TIOBHUIIEH PUCK OT CHJIHH
aHarIakTOUAHN peaknuu (BX. Touka 4.3). AKO € HeOoOXOJAMMO TakKoBa JICUECHHUE, TPSAOBa Na ce OOMHCIH
W3MO3BaHEe Ha JIPYT TUI AUATM3HA MEMOpaHa WITH aHTUXUIIEPTOHUYHO CPEJICTBO OT JAPYT KJIac.

CakyOuTpui/BajgcapTan
EnnoBpemeHHaTa ymoTpeba Ha MEPUHAONPHI ChC CaKyOUTpWIJ/BajcapTaH € MPOTHUBOIMOKA3aHO, Thil KaTo
eaHoBpeMeHHOTO nHxuOupane Ha Henpwin3uH (NEP) u ACE moke f1a MOBHIIM pUCKAa OT AHTHOEIEM.
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Jleuenue cwvc cakyOuTpwi/BajcapTaH He TpsOBa Ja ce 3amouBa Npead Ja ca u3MuHaimd 36 yaca oOT
MPUEMaHETO Ha MOCJeHATa J103a MepUHAONpII. JICUeHneTo ¢ MepUHIONPUIT He TPIOBa Jia 3arouBa Ipeau
Jla ca u3MHUHAIU 36 Jaca ciex mprueMaHe Ha IOCiIeTHATa 1033 CaKyOuTprul/BasicapTad (BX.Touku 4.3 u 4.4).

Eonoepemenna ynompeoa, kosasmo ne ce npenopvuea (6xc. mouxa 4.4):

Ectpamyctun:

Puck oT moBuIIaBaHE HA HEXEIAHUTE JIEKAPCTBEHU PEAKIMU, KaTO HANpUMEp AHTHMOHEBPOTHYEH OTOK
(anrHOCIIEM).

Kanuii-cpxpagsBamy fuypeTuiy (Hamp. TpUaMTeEPEH, aMIJIOPH), KaJIMid (COJIN):

Xunepkanuemus (IOTeHUHAIHO (aTtaiHa), 0COOEHO ChbBMECTHO ¢ yBpeleHa ObOpeuHa (QyHKUMs (aAUTUBHU
xunepkanueMuyan epextr). ACE uHxuOutopute He TpsOBa a ce CBBbP3BAT C XUIEPKAIMEMUYHH BELIECTBA
OCBEH TPH XUITOKATUEMUSI.

Komb6unanusara na Ilpectapuym Ko crapT ¢ ropenocouenure gekapcTBa He ce MpenopbuBa (Bx. Touka 4.4).
AKO BBIIPEKH TOBa ChINECTBYBAT IMMOKA3aHUs 32 CHBMECTHOTO INpHJIAraHe, MEAWKaMEHTUTE TpsOBa Ja ce
M3I0JI3BAaT BHUMATEIHO U TIPH Y€CTO HAOMIOeHNe Ha CEpyMHUS KaJIHii. 3a M3II0JI3BAHETO HAa CIIUPOHOIAKTOH
IPH Chp/IeYHa HEJOCTATHYHOCT BHIKTE ITO-ZO0ITY.

JIuTni:

CrpobOmaBa ce 3a 00paTUMO TMOBHUIIIABAHE HA CEPYMHATa KOHIIEHTPALMS W TOKCHYHOCTTA HA JIMTHS TIPH
eHOBpeMeHHO npuiarane Ha utuil ¢ ACE uaxubutopu. Ynorpebata Ha [Ipecrapuym Ko crapt ¢ nutuii e
ce TIpernophIBa, HO aKO0 KOMOWHAITHATA € HeoOXomuMa, TpssOBa J1a ce MPOBEkK1a BHUMATEITHO HAOII0OICHIE Ha
CepyMHHUTE HUBA Ha JUTHA (BXK. TOUKa 4.4).

JlautponeH (nHbY3uA):

IIpu xuBOTHM ca HaONIOJAaBaHU JIETalHA KaMepHa (huOpWiIalus U ChPACUYHOCHIOB KOJIAIIC BBHB BPh3Ka C
XUICPKAIUEMHsl CJIe IMpujaraHe Ha BepamaMuiil W HHTPABEHO3CH HaHTpojieH. Ilopagu pucka OT
XUIIEPKATUEMHsI € IPEIOPBUMTEIIHO Ja ¢ H30SrBa ¢IHOBPEMEHHO IpHJaraHe Ha ChAbPIKaIl aMJIOAMIINH
(xammueB antaronuct) Ilpectapuym Ko cTapT mpH MalMeHTH CbhC CKIOHHOCT KbM 3JI0KauecTBEHA
XUIEPTEPMUS U MPH ISUIOCTHO JICUCHUE HA 3JI0KAUSCTBEHATA XUIIEPTCPMHSL.

Eonoepemenna ynompeba, Koamo u3uckea Cneuuaino 6HuUManue.

[IporrBoMaOETHY CpeACTBA (MHCYIIMH, IEPOPATHH XUITOTIMKEMUYHHU CPEJICTBA):

EnunemMuonornyHuTe Mpoy4yBaHMs Mpenmnosiarar, 4ye eaHoBpeMeHHoTo mpuiarane Ha ACE uaxubutopu n
POTUBOANAOETHH CpeAcTBa (MHCYIIMH, IEPOPAIHI XUIIOTIMKEMUYHN CPEICTBA) MOXKE Ja 3aciin edekTa Ha
HaMmajsBaHE Ha TIIIOKO3aTa B KPbBTa M PUCK OT xumnoriukemus. OkaszBa ce, Y€ HACTHIIBAHETO Ha TOBA
SIBJICHHE € M0-BEPOSTHO MpPE3 MBPBUTE CEIMHILM OT KOMOMHHPAHOTO JieUeHHE U MPH TallMeHTH C yBpeaeHa
0b0peuHa QyHKIHS.

baknoden:

IloBumen AHTUXHUIICPTOHUYCH G(I)CKT. Ha6HIOHaBaﬁTC KPBbBHOTO HaJATaHC W IIPpU HGO6XO,I[I/IMOCT
KopnrnpaﬁTe JA03aTa Ha aHTUXUIICPTOHNUYHUA MCIANKAMCHT.

Kanniit HechbXpaHsgBalllk JNYPETUIIN:

[TarmenTHTEe HAa AMYPETHLM U OCOOEHO OHE3M, KOMTO MMAT HEAOCTUI HAa TEYHOCTH W/WIM COJM, MOraT Ja
HOJIy4aT MPEeKOMEPHO HaMalsiBaHe HAa KPBBHOTO HayAraHe ciel 3arouBaHe Ha sedeHue ¢ ACE nuxuburop.
BeposiTHOCTTa 3a XWMNOTOHMYHH €(EeKTH MOXe Ja C€ HaMmaid 4Ype3 CIHpaHe Ha OUypeTHKa M dYpe3
yBeJIn4aBaHe Ha 00eMa Ha TEUHOCTHTE WJIM IIpUeMa Ha COJIM IIPEJH 3arouBaHe Ha JedeHueTo ¢ Ilpectapuym
Ko crapr.

IIpu aprepuanHa XHIEPTOHHSI, KOraTO IMPEALIESCTBAIIOTO AUYPETHYHO JIEYEHHE MOXKE Ja € INPUUMHHIIO
HEJIOCTUT Ha COJIW/TENIECHU TEYHOCTH, NUYPETUKBT TpsOBa Jla ce CIpe MpeaH 3alo4BaHe Ha JICYCHUETO C
IIpecrapuym Ko cTtapt, B KOWTO cily4aii, BIOCIEACTBUE MOXKE OTHOBO Ja C€ BKJIIOYM KM HEChXpaHsBAlLl
JIUYPETHUK.




IIpe3 mepeute ceamuim Ha Jyiedenuero ¢ [Ipecrapuym Ko crapt TpsiOBa ma ce HaOmomaBa ObOpedHaTa
(hyHKIMS (HUBaTa Ha KPCATHHUH).

Kannii-cpxpaHsBay JMypeTuny (€mIepeHoH, CHUPOHOIAKTOH):

C emuiepeHOH WM CHUPOHOJAKTOH B A03u oT 12,5 mg no 50 mg nHeBHO M ¢ HuUcku ao3u Ha ACE
UHXUOUTOPH:

[Ipu neuenuero Ha chpacuHa HepocTaTbyHOCT OT II-IV kiac (mo NYHA) ¢ dpakius Ha nsriacksane <40%
u npeamectsaino jJeuyeHne ¢ ACE nHxubutopyu nu OpMMKOBY AUYPETUIN — PUCK OT XUIIEPKATUEMUs, KOATO €
MNOTEHIMAIHO JIeTaIHa, 0COOEHO IPU HECIa3BaHe Ha IMPEIOPBKUTE 3a IPEANMCBAHE HAa Ta3H KOMOMHALUS.
[Ipenn 3amouBaHe Ha KOMOMHALUATAa TPAOBa l1a ce MOTBBPAM, Y€ JIMIICBAT XHUIIEPKaJIUEMHUs U ObOpedHO
YBpEKIaHE.

[TperopbuBa ce BHUMATENHO HAOIOJCHHE HAa KAJIMEMHUSATa M KpeaTHHEMHsTa Ipe3 IBPBHs Mecel OT
JIEUCHUETO BEJAHBX CEAMUYHO, a CJIE/l TOBA — BEAHBK MECEUHO.

Hecreponauu nporuBosb3nannTeadu gekapctsenu npoaykru (HCIIBC) BxirounTeIHO acnupul > 3 o/neH:

[Ipu ennoBpemenHo npumiarane Ha ACE MHXUOMTOpH ¢ HECTEPOMAHH NPOTUBOBB3NANUTEIHH JICKApCTBA
(HampuMep aneTUIICATHLMIOBA KHCEIMHA B MPOTHBOBB3MAIMTENHA CXeMa Ha JO03WpaHe, NHXUOUTOpH Ha
COX-2 u necenektuBHn HCIIBC) Moke na HacTbmu oTclabBaHe Ha aHTHUXUIIEPTOHUYHHS e(]eKT.
EnnoBpemennara ymotpeba Ha [Ipectapuym Ko crapt u HCIIBC Moxe 1a mOBHIM prCKa OT BIIOIIaBaHE Ha
O0bOpedHaTa (YHKIHS, BKIIOYUTEIHO BB3MOKHOCT 32 OCcTpa ObOpedHa HEOCTAThYHOCT, U ITOBHIIABAHE HA
CEepyMHUS Kalluif, 0cOOCHO MpH MalMeHTH C Beye BiolleHa 0b0peuna ¢pynkuus. KomOuHanusTa TpsaoBa aa
ce Mpujara BHHUMAaTelHO, OCOOCHO MpU Xopa B HampeAHada Bb3pacT. [lamuentute TpsiOBa na ObaaT
aJIeKBaTHO XHUJPATHPaHU U TPsiOBa Ja ce MOMHUCIH 3a HaOmoeHne Ha ObOpedyHaTa QyHKIMS CiIe/l 3a10uBaHe
Ha eTHOBPEMEHHOTO JIeUeHHeE, a CJIe]] TOBa — MEPUOIYHO.

ﬂI/IKJ'IOCHOQI/IH

[Ipu ennoBpemennara ynotpeda Ha ACE uHXuOUTOPH C HHMKIOCTIOPHH MOXKE Ja CE TIOSBH XHUIIEPKAIHMEMHUSL.
[IpenopbuBa ce mpocieiBaHe Ha CEpyMHMS KaJuil.

XenapuH
IIpu egnoBpemenHata ymoTpeba Ha ACE MHXHOWTOpPH ¢ XemapuH MOXKE N1a C€ TOSBU XHUIEPKaTHEeMHUS.

HpenoquBa CC MpoCiICaAsAIBaAHC Ha CCPYMHUA Kannﬁ;

Panekanorpui:
W3BecTHO €, ue ACE naxuOuTtopuTte (Hamp.mepruHIONPIIT) TPeAn3BUKBAT aHTHOeIeM. 1031 prUCK MOXKe /1a ce

YBEJIMYH, KOTATO CE HW3IOJI3BaT CIHOBPEMEHHO C parekagoTpui (JIEKapCcTBO, M3IMOI3BAHO CPEIly OCTpa
muapus) (BX. Touka 4.4).

mTOR uHXrOUTOPH (HAIP. CHPOIUMYC, EBEPOIUMYC, TEMCHUPOIUMYC):
IIpu marmenTH, MpOBEX AN eTHOBpeMeHHO Jiedernne ¢ mMTOR maXxuOuTOpr MOXKE a MMa MOBUIIEH PHUCK
OT aHTHOeAeM (BXK.TOUKA 4.4).

I'nmunmvay (Hanp. AMHAIMIOTHH, CAKCATJIMITUH, CUTAMJIMOTHH, BUWIIATJINOTHH):
TloBuIlleH pUCK OT aHTHOEIEM IOpaay HaMajieHa aKTHBHOCT Ha munentuaui nentumasa IV (DPP-1V) moxn
JIefiCTBUETO HA IMIMIITHUHA [IPY NAMEHTH, TprueMay eagoBpeMenHo U ACE-uaxuburop.

CYP3A4 nnaykropu:

IIpn ennoBpemenHo mnpunarane Ha mno3HaTH CYP3A4 wHAoykTOpW, mNma3MeHaTa KOHIEHTpanus Ha
aMJIOIUIMH MOKe J1a Bapupa. [lopaau ToBa, KppbBHOTO HaNATaHE TPsAOBaA Ja ce MPOCIJIEAsBa U Aa C€ OOMHCIIH
MpPOMsIHA Ha JI03aTa KaKTO IO BpeMe, Taka M CJeJl eIHOBPEMEHHO JieueHue ocoOeHo cwe cuau CYP3A4
WHAYKTOpH (HAIp. pu(aMIuIyH, XbJIT KAaHTAPHOH).

CYP3A4 naxuburopu:
EnnoBpemennara ymorpeba Ha amsomunuH U CYP3A4 mHXUOMUTOpPU CBC CHIHO HIIM YMEpPEHO ACHCTBHE
(npoTeasHr HMHXHOMTOPH, a30JHU MPOTHBOIBOMYHM CPEACTBA, MAaKPOJWAM KAaTO EPUTPOMHUIMH HIH

10



KJIAPUTPOMUIIMH, BEpamaMmil WIH JUITHA3eM) MOXKE Ja [OBeAe /A0 3HAUYMTENHO YBEeIMYaBaHE Ha
€KCIO3MIMATa Ha amioaunyuH. KnuHudHata 3Ha4uuMOCT Ha Te3U (apMaKOKMHETHYHH BapHUallid MOXE [ia €
Mo-U3pa3eHa IpH MalUMeHTHUTEe B HalpegHalla Bb3pacT. ToBa MOXKE a HAJIOXU KIMHUYHO HAOMIOACHUE U
Kopekuus Ha po3ara Ha [Ipectapuym Ko crapr.

CrplecTByBa MOBMILIEH PUCK OT XUIIOTOHMS MPH MALMEHTH, NMPHEMAIU €IHOBPEMEHHO KIAPUTOMMLUH C
amitogunuH. IIpenoppuBa ce BHHUMATEIHO MpociesBaHe Ha MAallMEHTHTE, KOTaTo aMJIOJWIIMH Ce MpuemMa
€JHOBPEMEHHO C KJIAPUTOMHMIIVH.

EOHoepemerma vnompeﬁa, KoAamo U3ucCKeda u3eecmHo 6Humanue.

AHTHXUIEPTOHUYHU cpeacTBa (KaTo OeTa-0J0KeEpH) U Ba30AUIATATOPHU:

EnHoBpemeHHaTa yrmoTpeOa Ha T€3M CPeACTBa MOXKE J1a 3aCHIIM XMITIOTOHHYHUTE edektu Ha [Ipectapuym Ko
crapt. EnHoBpeMenHaTa ynorpeda ¢ HUTPOTJMIEPHH M IPYT'M HUTPATH WM OPYTH Ba30IUIaTaATOPH MOKE
JIOTIBITHUTEITHO JIa TOHUKH KPBhBHOTO HANISTAHE M 3aTOBA € HEOOXOJMMO MOBUINICHO BHUMAHHE.

TpULIHMKINYHN aHTUACTIPECAHTH / AHTHIICHXOTUYHH CPEACTBA / AHECTETULIN:

EnHoBpemeHHaTa ymoTpeba Ha HAKOM aAHECTE3MOJIOTMYHM JICKAPCTBEHH MPOAYKTH, TPUIUKIHYHU
AHTUJCTIPECAHTH M aHTUTICUXOTHYHH cpenctBa ¢ [Ipectapumym Ko ctapt Moke ia poBene 10 JOMBIHUTEITHO
MMOHMXaBaHEe Ha KPHBHOTO HAJIATAHE.

CHMIIaTOMHUMETUIIN:
CuMNaToMUMETHILIMTE MOTaT J1a HAMAJAT aHTUXUuNepToHnyHus edexT Ha [Ipectapuym Ko crapr.

KopTtukocreponin, TeTpako3aKTH/I:

HamansBane Ha aHTUXMIEPTEH3MBHUS eQeKT (3aApmKka Ha HATpUii W BOJa, [JbDKAalla ce€ Ha
KOPTUKOCTEPOUIUTE).

Anda-0nokepu (1pa3o3uH, andy303UuH, JOKCA303UH, TAMCYJIO3UH, TEPA303UH):

[ToBuieH aHTUXUTIEPTOHUYEH e()EKT U TIOBUIICH PUCK OT OPTOCTATUYHA XHUITOTOHHSL.

AmudocTrH:

Moxe Ja 3aCUJIM aHTUXUITIEPTOHNYCH e(i)eKT Ha aMJIOJJUITMHA.

3mato:

Psimko ce cphoO11aBa 3a HUTPUTOMIHY peakiyy (CHMITOMHTE UM BKIIIOYBAT 3aUepBsSBaHE Ha JIMIETO, rajcHe,
NOBpBIAHE M XWIIOTOHHSA) IPH NAlWCHTH, JICKyBaHH C HMHXKEKIMOHHA (GOpMH Ha 37aT0 (HaTpueB
aypoTHOMaJIaT), U eAHOBpeMEHHO npuiarato jeyenne ¢ ACE nHXuOuTopH, BKIIOUUTEIHO IEPUHIOIPHUIL

I'peiin T:

[Ipunaranero Ha IIpectapuym Ko crapT ¢ rpeiindpyt uim cok ot rpendpyT He ce mpernopbhyBa, Thid KaTo
TIPY HIKOU MalMEeHTH OMOHAMYHOCTTA HA aMJIOJMIIMH MOXE Jla Ce TOBHIIH, KOETO Ja JIOBEJIC /IO 3aCHIIBaHE
Ha e)eKTUTE Ha MOHIKABaHE Ha KPHBHOTO HaJISITaHE.

Takposnumyc:
CrIecTByBa PHCK OT MOBHINIABaHE HA HUBATa HAa TAKPOJIMMYC B KPBbBTa, KOTaTO C€ MpHeMa €THOBPEMEHHO C

aAMJIOJUIIMH. 3a Ja cc H30erde TOKCHYHOCTTA Ha TAaKpOJIMMYC, IIpUCMa Ha aMJIOAWUIIMH MPU MAllTUCHTU, KOUTO
CC JICKyBaT C TaKpOJIUMYC, U3UCKBaA MPOCJICAIBAHC HAa HUBATAa HAa TAKPOJIUMYC B KPBBTA U KOPUTMPAHC HaA
J03aTa, KoraTto ToBa C€ Hajara.

Mexanu3bM 11e1 Ha panamuiid (mTOR) naxubutopu:

mTOR uHXHOUTOPU KaTo CUPOIMMYC, TeMcupoaumyc u eBepommumyc ca CYP3A cyGctpatu. AMiionunus e
cnad CYP3A unxubutop. [Ipu egnoBpemenna ymorpe6a Ha mTOR wHXMOWTOpPH, aMIIOMUNHMH MOXE A2
noBuiy excnosunusara Ha mTOR unxuOuTOpUTE.

EI/IKHOCHO[ZI/IH:
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He ca mpoBexxnaHu NMpoydBaHWs 3a JICKAPCTBCHH B3aMMOICHCTBUS C IMKIOCIIOPHH W aMIIOJAUIIUH IPH
3IpaBU JO0OPOBOJIIY WK APYyra MOMYyJalus ¢ U3KIYCHNE MPHU MAUeHTH ¢ ObOpeYHa TpaHIUIaHTAIIHS, IPH
KOUTO ca HaOJIf0JaBaHW MOBHIICHH MPOMEHH B KOHICHTpAIMUTE Ha IukiIocnopud (cpeano 0% - 40%).
TpsabBa ga ce oOcham TmpociensBaHE HAa HHUBAaTa Ha M[HKIOCIOPHH TMIpU TAlUEHTH ¢ OBOpeuyHa
TPaHCILJIAHTAIMS, KOUTO MPUEMAT aMIIOIUITHH, U JI03aTa Ha IUKIOCIIOPHH JIa C€ HaMalli MPU HEOOXOIUMOCT.

4.6 @epTuanTeT, GPEMEHHOCT H KbpMEHe

[Ipensua edexTuTe Ha BCIKO €IHO OT AKTUBHUTE BELIECTBA B TO3M KOMOMHUPAH JIEKAPCTBEH MPOILYKT BBPXY
OpeMEHHOCTTa U KbPMEHETO:

[pecrapuym Ko cTapT He ce mpenopbuBa pe3 MbpBUs TPUMECTHP Ha OpemeHHocTTa. [Ipectapuym Ko crapr
€ TIPOTHBOIIOKA3aH Mpe3 BTOPHUS U TPETUS TPUMECTHP Ha OpEMEHHOCTTA.

[Ipecrapuym Ko crapt He ce npenopbuBa o BpeMe Ha KbpMeHe. 3aToBa TpsiOBa /1a ce B3eMeE pellIeHHE Jaau
Ja Obje mpeycTaHOBEHO KbpMeHeTo uin JedeHuneto ¢ [Ipectapuym Ko crapr, kato ce oryere Ba)KHOCTTa Ha
TOBa JICYEHHUE 3a MalKara.

bpemeHnHocT:

Cesvp3saiio ¢ nepuHoonpu:

VYnorpebara Ha ACE nHXubuTOopH He ce mpenopbyBa Mpe3 MbPBHUS TPUMECTHP Ha OpeMeHHOCTTa (BXK. TOUKa
4.4). Ynorpebara Ha ACE uHXMOMTOpHM € TNPOTHBONOKA3aHA IPe3 BTOPUS U TPETUS TPUMECTHP Ha
OpemenHocTTa (BXK. Touku 4.3 u 4.4).

EnupeMuonornyHuTe JaHHU OTHOCHO PUCKA OT TepaTtoreHHocT cien excro3unus Ha ACE naxuburopu mpes
'BPBHSI TPUMECTHP Ha OPEeMEHHOCTTA HE JaBaT BB3MOXKHOCT Jia CE JIOCTHTHE 0 3aKJII0OUeHHE, BCE MakK,
obaye, HE MOXKE Ja C€ M3K/IIOYM MAaJKO IOBHMIIAaBaHe Ha pucka. OCBEH KOraro NPOIb/KaBaHETO Ha
nedenneto ¢ ACE wmuxmOuTopm ce cMmsATa 3a HE3aMEHHMO, NAIlMEHTHTE, KOWUTO IUIAaHUPAT OpPEeMEHHOCT,
TpsiOBa J1a MpEeMHUHAT Ha aJTepHATHBHO aHTHUXUIIEPTEH3WBHO JICUCHHE C JI0Ka3aH Mpodui Ha 6e30MacHOCT 3a
mpujiaraHe mo BpeMe Ha OpemeHHoctTa. [lpm aumarHocTuimpane Ha OpemeHHocT nedeHueto ¢ ACE
UHXHOUTOpH TPsiOBa He3a0aBHO Ja OBJIE CIIPSHO U aKO € MOJIXO A0, J1a 3aMI0YHE AITCPHATHBHO JICUCHHE.
W3BecTtHO €, ye ekcmosumusaTa Ha jedeHne ¢ ACE mHXuOWTOpW Tpe3 BTOPHS M TPETUS TPUMECTHP Ha
OpeMeHHOCTTa MHAYIpPa (DETOTOKCHIHOCT MpH Xopa (HaMmajeHa OnOpeuHa (YHKITHS, OJUTOXHIPAMHHUOH,
3a0aBsHEe Ha ocu(UKANKATA HA Yepera) U HeoHaTallTHa TOKCHUYHOCT (OBOpedHa HEAOCTATHYHOCT, XUIIOTOHNUS,
XUnepkanuemus) (BxK. Touka 5.3).

Axo excriosutusaTa Ha ACE uHXuOUTOp € HAaCThIUIA OT BTOPUS TPUMECTHD HA OPEMEHHOCTTA, IPEIOPHYBAT
ce yNTpa3BYKOBH IPETJieIU 3a U3cieBane Ha ObOpevHaTa GyHKIHUS U Yeperna.

Hena, ynuro Maiiku ca npuemamn ACE unxuOutopu, TpsiOBa na ObaaT HaONIOJaBaHW BHUMATEIHO 3a
OTKpHBaHE Ha XUIIOTOHUS (BX. Toukd 4.3 1 4.4).

Csvp3ano ¢ amioOunun.:

Be3onacHocTTa Ha aMJIOAUITHH IO BpeMe Ha OPEeMEHHOCT IPH XOpa He € yCTaHOBEHa.
B npoyuBaHus BbpXy KHBOTHH € HaOJII0JaBaHa PENPOAYKTHBHA TOKCHUYHOCT TPH BHCOKH J03U (BXK. TOUKa
5.3). Vmorpebara mo BpeMe Ha OPEMEHHOCT € MPENOPbUYUTENIHA CaMO KOraTo HsAMa Io-0Oe3omacHa
aJTepHATHBA M KOTaTO CaMOTO 3a00JIsIBAHE HOCH MO-TOJISIM PUCK 32 MaiiKaTa M TUI0/Ia.

KbpMmene:

Csvp3saio ¢ nepuHOonpuL:

[opagn nmmca Ha wuHpOpMauuss OTHOCHO YyHoTpebara Ha NEPUHAONPWI B TEpHOAa Ha KbpPMEHE,
NEPUHIONIPHII HE CE MPEMophyBa U CE MPEANOYUTAT alTePHATUBHHU JICUCHHSI C 10-100pe YCTaHOBEH MPOQHI
Ha 0€30IacHOCT B IEpHOJa Ha KbpPMEHE, 0COOEHO IpU KbPMEHE Ha HOBOPOJCHO M NPEXKIECBPEMEHHO
POAEHO KbpMade.

C@bl)3aH0 C AMAOOUNUH.
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AMJIOTUNHH ce eKCKpeTHpa B KbpMaTa. JlenbT Ha MaifunHaTa 103a, PHET OT HOBOPOAECHOTO, € OMII OIICHEH B
WHTEPKBapPTIIIEH AWanazoH oT 3 - 7%, ¢ MakcuMaiHa cTolHOCT OT 15%. Edekra Ha aMIoOgWIIUH BBPXY
HOBOPOJICHUTE HE € M3BecTeH. TpsOBa Ja ce B3eMe pEelIeHHEe Naid Ja ObJe MPOIAbIKEHO/MPEyCTaHOBEHO
KbPMEHETO WJIM JICUCHHETO C aMJIOJUIINH, KaTOo Ce OTYETE I0Ji3aTa OT KbPMEHETO 3a AETETO W IMOoJ3aTa OT
JIeUEHUETO 3a MalKara.

DepTHINTET:
Cevp3ano ¢ nepuHOoOnpu:

Hsama edekt BBpXy penpoayKTHBHATA CIIOCOOHOCT M (PePTHIINTETA.

Cevp3ano ¢ amnoounum.:

CrobmaBa ce 3a oOpaTUMH OHOXMMHYHH TNPOMEHH B TJaBUUYKUTE HA CIIEPMATO30MIUTE IPH HIKOU
NaIMeHTH, JIEKYBaHH C KaIIUCBH AaHTAaroOHUCTH. KIWHWYHHTE JaHHU ca HEJOCTATHYHU OTHOCHO
HNOTCHIMAIHUSA e(QeKT Ha aMJIOJUIUH BBPXY (eprwmrera. B enHo mpoydBaHe ¢ IUTBXOBE Ca OTKPUTH
HexeNnaH! e(peKTH BbpXy MBbKKHS QepTHIuTeT (BXK. Touka 5.3).

4.7 EdexTu BbpXy ciocofHocTTA 32 o upaHe u padoTa ¢ MAIINHU

He ca npoBexaanu npoyuBanus 3a epextute Ha [Ipectapuym Ko crapt BepXy crocoOHOCTTa 32 modupane
U paboTa ¢ MaIIuHH.

[lepunmonpun ¥ amJIOMUIMH MOTaT J@ MMAaT CJIa00 WM YMEPEHO BIUSHHE BBPXY CIIOCOOHOCTTa 3a
mropupane U padoTa ¢ MalIMHA. AKO MalMEHTHTE TONTydYaT 3amMaliBaHe, rlaBo0oIre, yMopa, U3TOIICHUE HITH
rajicHe, ClIocoOOHOCTTa UM JIa pearupar Moxe 1a Ob/ie HapyIIeHa.

IIperropbuBa ce moBuireHo BHUManue ipu [Ipectapuym Ko ctapt, ocoOeHO B HA9aI0TO Ha JICYCHUETO.

4.8 Hesxenanu JieKapcTBeHU PeaKIMH

Kpatko onucanue Ha HDOd)I/IJIa Ha 0e30ITacHOCT:

IIpodunsT Ha 6e3omacHocT Ha Ilpectapuym Ko ctaprt e omeHeH B 6-MecedHO KOHTPOJIUPAHO MPOYyYBaHE,
BkmtouBamio 1 771 mnammentn, 887 ot kouto ca mnpuemanu IIpecrapuym Ko crapr, 6-cemmuuno
KOHTPOJIMPAHO MpoyyYBaHe, BKItouBanio 837 manueHTd, 279 ot kouto ca npuemanu [Ipecrapuym Ko crapr,
u 8-ceMHYHO, IIaneb0 KOHTPOIMPAaHO MpoyyBaHe, BkmouBamo 1| 581 maumentu, 249 or kouto ca
npuemanu [Ipectapuym Ko crapr.

B Te3n kiauHWYHU Ipoy4yBaHHsA HE Ca HaGJ’IIO,Z[aBaHI/I S3HAYUTCIIHU HOBU HCKCIAHU PCAKIHUU KbM
KOM6I/IHaLII/I$ITa B CPAaBHCHUC C U3BCCTHUTEC PCAKIIUU KbM OTACIIHUTEC MOHOKOMITIOHCHTHU.

YcranoBeHO €, 4U€ CJICIHHUTEC HCKCIaHU JICKAPCTBECHU PCAKIUHN CC CT:»O6H_[aBaT Hall-4yecTo IIO BpEME Ha
KIIMHUYHUTEC ITPOYyYBaHUA: SaMaﬁBaHe, Kanniyina M OTOK.

HexenanuTte nexapcTBeHW peaklMd KbM HAKOH OT OTAenHuUTe KoMroHeHTH Ha [lpectapmym Ko crapt
(mepuHAONPUI U aMIJIOAMIIMH), KOMTO BEYe ca CHOOIIABaHM MO BpeME Ha KIMHUYHH W3MUTBAHUS W/HIU
OIMTA CJIE]] yCKAaHETO B Mpoax0a, ca n30poeHH B clie/iBaliara Tabiuiia, Thii KATO MOTAT Jia Bb3HUKHAT MPU
(hukcupanara 1030Ba KOMOMHAIIHS.

TabauyeH CIUCHK HA HEXETAHUTE PCAKIINM

CrnenHUTE HEXKENaHUW peaklMu ca HaOmoJaBaHu 1Mo Bpeme Ha Jieuenue ¢ Ilpecrapuym Ko craprt,
TIEPUHIOTIPHIT UIIH aMJIOUITHH, TPUEMaHH CAaMOCTOSATEIIHO, U Ca Pa3Mpe/esicHH ChoOpa3HO Kilacu(puKaIusaTa
Ha MedDRA 1o cuctemu u 1o ciiefiHata 9ecToTa:

MHoro uectu (>1/10); gwectu (ot >1/100 mo <1/10); meuectr (ot >1/1000 mo <1/100); peaxu ( >1/10 000 mo
<1/1000); muorOo peaku (<1/10 000); ¢ Hew3BecTHa yecToTa (OT HAJIMYHUTE JAHHM HE MOXe Ja Oble
HaIpaBeHa OIICHKA).
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Cucremo- He:kes1aHu JekapcTBeHU peaKknu YecrtoTa
OpraHeH
P Ipecrapuym | Amuonunun | IlepuHaonmpui
KJ1ac 1mo Ko crapr
MedDRA (mepungONpUI
/
aMJIOIMITHH)
Nudexuun n Punut - Heuectn MpHoro penku
uHpecTaumn
Hapymenns na | Eosunodunus - - Heuectn*
KPBBTA H
P JleBkonenusi/Heyrponenus (Bx. Touka 4.4) - MHoro peaku | MHOTo peaku
JumdHara
cucTemMa ATrpaHyI0IUTO3a WM NaHIUTONEHHS (BX. TOUKa - - MHoro penxu
4.4)
TpombonuToneHus (Bx. Touka 4.4) - MHoro peaku | MHoro peaxku
XeMOoIMTHYHA EH3UM-CTIe(DUIHA aHEMUS TIPH - - MHoro peaxu
MAIMEHTH C BPOJCHA HEAOCTAThIHOCT HA G-
6PDH (Bx. Touka 4.4)
Hapymenust Ha | CBpbX4yBCTBUTEITHOCT - MHoro peaxu Heuectu
HMYHHaTa
cucreMa
CuHIIpOM Ha HEaJEKBATHA CEKpELUs Ha
Hapymenus AP A pett - - Penxu
Ha aHTuanypeTHyHus xopmoH (SIADH)
€HAOKPHUHHAT
a cucreMa
Hapymenust Ha | Xunepkaauemus (Bx. Touka 4.4) Heuectn - Heuectn*
MeTa00u3Ma "
XunepriaukeMus Heuectu MHoro peaku -
XpaHeHeTo
XUnoHaTpUeMHsl - - Heuectun*
Xunornukemust (BX. ToUkH 4.4 u 4.5) - - Heuectu*
Icuxuynu [IpomeHr B HACTPOSHHUETO (BKIFOUUTEITHO - Heuectn Heuectn
HapylUIeHus TPEBOXKHOCT)
Be3ceHue - Heuectu -
Jlenpecus - Heuectn Heuectu*
Hapyenust Ha CbHs - - Heuectun
ChcTosiHUE HAa O0OBPKBaHe Penxu MHoro peaku
Hapymenus na | 3amaiiBane (0cOO€HO B HA4aJIOTO Ha JICYCHUETO) Yectu Yectu Yectu
HEpBHATA
P I'maBo6osMe (0cOOEHO B HAYAJIOTO HA JICYSHUETO) - UecTtn Yectn
cucTemMa
ChHIMBOCT (0COOCHO B HAYAJIOTO HA JICUCHUETO) - YecTtu Heuectn*
Hucreysus - Heuectn Yectu
[Tapecre3us - Heuectu UYectu
Cunkon - Heuectn Heuectu*
XumnoecTe3us - Heuectn -
Tpemop - Heuectu -
XuneproHyc - MHoro peaku -
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Cucremo- He:kes1aHu JekapcTBeHU peaKknu YecrtoTa
OpraHeH
P Ipecrapuym | Amuonunun | IlepuHaonmpui
KJ1ac 1mo Ko crapr
MedDRA (mepungONpUI
/
aMJIOIMITHH)
[epudepna HeBpomaTHst - MHoro peaku -
Mo03BYHOCHI0B HHIUJEHT, B3MOXKHO U - - MHoro peaxu
BTOPUYEH MOPAJH NIPEKOMEPHA XUIOTOHUS IIPU
BHCOKOPHCKOBH MAaIMEeHTH (BXK. Touka 4.4)
ExcrpammpaMuiHO HapyIieHne - C HensBecTHa -
(ekcTpanupaMHUICH CHHAPOM) 4ecToTa
HapymeHnust Ha | 3puUTenHO HapylLIeHUE - Yectu Yectu
ounTe
Jlumrormust - Yectu -
Hapywenust Ha | Tuauryc - Heuectn Yectu
XO0TO U
y CBETOBBPTEX - - Yectu
JAOMPUHTA
Cobpaeynu [Manmuranuu - UecTtn Heuectu*
HApyLIeHUst
Py Taxukapaus - - Heuectn*
CreHokapaus - - MHoro penku
MuoxkapseH nH}apKT, Bb3MOKHO ¥ BTOPHYEH - MHoro peaxu | MHoro peaku
Iopajau NpeKoOMepHa XUIOTOHUS IIPU
BHCOKOPHCKOBH MAaIMEeHTH (BXK. Touka 4.4)
Aputmus (BKITIOYUTETHO OpaguKapans, KaMepHa - Heuectn MHoro penku
TaXUKapAxs U IPeChPIHO MBbXKICHE)
CoaoBu 3auepBsiBaHe - Yectn Penxu*
HApyLIEeHus
Py Xunotonus (M CBbP3aHU C Hesl ePEeKTH) - Heuectn Yectu
Backyaut - MHoro peaku Heuectn*
®denomeH Ha PeitHo - - C HeusBecTHa
4ecToTa
Pecnimpartopun, | Kamna Yectn Heuectn Yectu
TPbIHU U
P Jncmes - Yectu Yectu
Me/IMACTHHAIH
W Hapymenns | bponxocnazem - - Heuectu
EosuHoduIHa MHEBMOHUS - - MHoro peaxu
CroManHo- Kopemnn 6omku - UecTtn YecTtn
YpeBHHU
P T'anene - Yectu Yectu
HapylUIeHus
[ToBpbiaHe - Heuectn Uectu
Jlucnencus - Yectu Yectu
Huapus - Yectn Yectu
Kouncrunamus - Yectu Yectu
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Cucremo- He:kes1aHu JekapcTBeHU peaKknu YecrtoTa
OpraHeH
P Ipecrapuym | Amuonunun | IlepuHaonmpui
KJ1ac 1mo Ko crapr
MedDRA (mepungONpUI
/
aMJIOIMITHH)

[IpomMsiHa Ha pexuMa Ha U3XOKIaHe - Yectn -
Cyxa ycra - Heuectn Heuectn
Xunepruia3us Ha BEHIUTE - MHoro peaku -
ITankpeaTut - MHoro peaxu | MHoro peaku
lactput - MHoro peaku -

Xenaro- XenaTurt, )KbJITEHULA - MHoro peaku -

onmapHu
[{uTONUTHYEH WIN X0JeCTaTHUeH XenaTuT (BXK. - - MHoro peaxu

HApYLIEeHUs:
Touka 4.4)

Hapymenust Ha | O6puB, ek3aHTEMA - Heuectn Yectu

KO’KaTa U

NOJKOKHATA C’bpﬁe)K - Heuectn Yectn

ThKaH
Xunepxuaposa - Heuectn Heuectu
Aronenus - Heuyectn -
[lypnypa - Heuectn -
IIpoMeHeH 1IBST Ha KOXkaTa - Heuectu -
Iemburonsa - - Heyectu*
AHruoeneM Ha JULETO, KpailHULUTE, yCTHUTE, - MHoro penku Heuectn
JIMTaBHINTE, €31Ka, TTI0THCA W/WITH JTJApPHHKCA
(BX. Touka 4.8).
Yprukapus - Heuectn Heuectn
Peaxiist Ha (OTOUYBCTBUTEITHOCT - MHoro peaku Heuectn*
Epurema myntudopme Heuectun Muoro peaxu | MHoro peaku

Otok Ha KBunke

MHoro peaku

Cunnpom Ha CTUBBHC-/[PKOHCHH

MHoro peaku

ExcdonmaTtuBeH nepMaTut

MHoro peaku

Toxcuuna CuACpMaiHa HEKPOJIr3a

C HeusBecTHaA

4ecToTa
BiiomaBane Ha nicopuasuc - - Penxnu
Hapymenust Ha | Bonku B repba - Heuectn -
MYCKYJIHO-
ITonyBane Ha craBute (10 yBaHe Ha IJI€3EHHUTE) Yectu -
cKeJIeTHATA
cucreMa u MycKyHu cia3zMu - YecTtu UYectu
CheAMHUTEIHA *
ApTpanrus, MUAIrus - Heuectn Heuectn
Ta ThKaH
Hapymienusi Ha | MUKIMOHHY HapyII€HHs, HUKTYPHsL, HOJAKUyPHsI - Heuectn -
0BLOpenuTe U
brOpeyHa HeOCTaThYHOCT - - Heuectu
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Cucremo- He:xenanu jiekapcTBEeHH peaKIuu Yectora
opraHeH
P Ipecrapuym | Amuonunun | IlepuHaonmpui
KJ1ac 1mo Ko crapr
MedDRA (mepungONpUI
/
aMJIOIMITHH)

MUKOYHUTE
OcTtpa 6B0pedHa HEOCTATHYHOCT - - Penxn

MbTHINA
Amnypust/onurypust - - Penku*

Hapymienus Ha | EpexrruiHa qucdyHKITHS - Heuectn Heuectn

BB3MPOM3BOAN
I'maekomacTust - Heuectn -

TeJIHATa

cucreMa u

rbpaaTa

Oo6mum Iepudepen oTok Yectu - Heuectu*

HApYLIEHUs 1

eexTn Ha

MSICTOTO HA Otox - MHoro -

MPUJIOKEHHE YECTH
Ymopa Heuectn Yectu -
AcTteHus - Yectn Yectu
Bosku B rppiHUs KOII - Heuectn Heuectn*
001110 HEPA3MTOJIOKCHHE - Heuectn Heuectu*
bosika - Heuectn -
IMupekcus - - Heuwectn™

HUzcnenBanusi | YBEJIMYEHO TEIJI0, HAMAJIEHO TETJIO - Heuectn -
IToBuiieHa ypes B KpbBTa - - Heuectu*
IToBuIIeH KpeaTUHUH B KPHBTA - - Heuectu™
[NoBumeH OmMpyOHH B KPHBTA - - Penxn
[oBuieHn YepHOAPOOHN CHIUMH - MHoro peaxku Penku
IToHmKeH XeMOro0UH U XEMaTOKPHUT - - MHoro peaxu

HapansiBanus, | I[lagane - - Heuectn*

OTpaBSIHUS U

YCJI0KHEHMS,

BB3HUKHAJHA B

pe3yJaTar Ha

HHTEPBEHIHH

* Yecmomama e uz4uciena no OaHHU Om KIUHUYHU USNUMBAHUS 34 HeXNCelaHU JleKapcmeeHu peakyuu, OmKpueanu 4pes
CNOHMAHHU Cboémenu}z

Jonbnaurenna nHbopMaIys 32 KOMOMHALMATA IEPUHIOPUIT/AMJIOTUTTHH:

Pangomu3upano, TBOWHO CIIATIO, TUIANe00 KOHTPOIMPAHO MPOYYBAHE, MPOJBIDKIIO 8 CeMUIM, TOKa3Ba, ue
nepuepHUsIT OTOK — U3pa3cHa HEXeTaHa Peakiis KbM aMIIOJUIMH — ¢ HAOJIo/1aBa ¢ MO-HUCKA YeCTOTa
MPH TAIUEHTH, TpUeMaIlld KOMOMHAILUS OT MIEPUHIONIPHI 3,5 mg/aMnoaunuH 2,5 mg, OTKOJIKOTO MPHU TE3H,
mpueMaIm camMo amiogunud 5 mg (cporBeTHO 1,6% 1 4,9%).
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CroOmaBane Ha MOAO3MPAHH HE)KEJIAHU DEAKIUH:

Coo0II1aBaHETO HA IOJ03WPAHU HEKEJIAHHM PEaKIMM ClIe[ pa3pelliaBaHe 3a ymnotpeba Ha JIEKapCTBEHHS
NPOAYKT € BakHO. ToBa TMO3BONSABA Ja MPOABIDKK HAONIOJICHHETO HA CHOTHOIICHHETO ION3a/pPUCK 32
JeKapcTBeHUus MpoaykT. OT MEIUIIMHCKUTE CHEIMAMCTH Ce M3UCKBA Jla ChOOIIaBAaT BCSIKAa IMOJIO3UpPaHA
HeXeJlaHa peakiys ype3 HallMOHATHA CUCTeMa 3a ChoOIIaBaHe, mocodyeHa B [Ipunoxenue V*,

Bbarapus

M3nbiauTeTHA areHiys 1o Jiekapersarta (MAJT)
Va. ,,Jamsau ['pyes® Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaiiT: www.bda.bg

4.9 Ilpeno3upaHe
Hsma onwmt ot npeno3upane ¢ [Ipectapuym Ko crapt.

3a aMJIOJTUITHH OMTUTHT C YMUIJICHO MPEJI03UPaHe MPH X0pa € OrpaHuyeH.

CUMNTOMHY: HAJMYHHUTE JaHHH MPEIIOoJarar, 4e 3HaYMTEIHOTO Mpeao3upane O MOTIIO Jia JOBeJe J0 TEKKa
nepudepHa BazoqMIIATAIINS C BB3MOXKHOCT 3a peduiekcHa Taxukapaus. CpoOmaBa ce 3a HW3pa3eHa U
BEPOSITHO MPOIBIDKUATENIHA CUCTEMHA XUIIOTOHHUS A0 IIOKOBO CHCTOSHHE M IIOK, BKIIOUUTENHO ¢ (haTajieH
U3XO/I.

Hexkapnmorenen 6enopo0eH 0TOK ce choOIIaBa PSJIKO KaTo MOCIEANIA OT MPE03upaHe ¢

aMJIOIUTIMH, KOHTO MOXeE J1a C€ TIPOSBH ChC 3a0aBeHO Hadao Ha edekra (24-48 vaca cien

MOTUTBINAHE) ¥ J]a U3UCKBA U3KYCTBCHA BEHTUIAIMSI. PAHHUTE peaHUMallMOHHN MEPKH

(BKJIIOUMTETTHO HATOBAapBaHE C TEUHOCTH) 3a MOJABPKaHEe Ha nepy3HsITa U ChbpACUHUS 1eOUT MOTaT

Ja ObJatT ycKopsiBalu (GakTopH.

Jleyenne: KIMHWYHO 3HAYMMATa XUIOTOHHWS, ABDKANIA CE Ha TMPeJo3upaHe C aMJIOJWIHH, HW3UCKBA
MpennpreMaHe Ha akTHBHM MEpPKH 3a MOANbpKaHe Ha (YHKIMHTE Ha ChPACYHOCHAOBATA CHCTEMA,
BKITFOYUTEITHO YECTO HaOINIOJIeHNe Ha ChpAeYHATa W JuXaTeidHata (DYHKIUH, MOBIUTaHe HAa KPAHHUIIUTE U
HACOYBAaHE Ha BHUMAHHUETO KbM LIUPKYJIATOPHHS 00EM U Juype3aTa.

BoBexmaHeTo Ha Ba30KOHCTPUKTOP MOXKE J1a IIOMOTHE 32 BH3CTAHOBSIBAHE HA CHIOBHS TOHYC W KPHBHOTO
HaJsIraHe, TIPY YCJIOBHE Y€ HsIMa MPOTHBOIIOKa3aHUs 3a yrmoTpebdaTa My. IHTpaBeHO3EeH KajIMeB TIIFOKOHAT
MOJKe J1a OKa)ke ONarompusTeH eeKT 3a MpeoJosIBaHe Ha e()eKTUTe OT OI0Ka aTa Ha KalIIMEeBUTE KaHAIH.
B Hsixou cimyyan MOXe J1a € OT I0JI3a CTOMAIIHA TPOMUBKA. [IpuioxkeHneTo Ha aKTHBEH BBIJICH MIPH 3/IpaBU
JIOOPOBOJIIIA IO N1Ba 4yaca cjiea mpueM Ha 10 mg amioIunuH € HaMaJWio CTeleHTa Ha a0copOrus Ha
aAMJIOTUTTHH.

Tt KaTO aMJIOJTUTIMH CE CBBP3BA BHB BHCOK MPOICHT C ITUIA3MEHUTE MPOTCHHHU, AUAIN3AaTa BEPOSTHO HIMA
Jla € OT T0JI3a.

Wwma orpannveHn AaHHM 3a IpeAo3upaHe Ha Xopa ¢ nepuHaonpui. CHMOTOMHTE, CBBP3aHu C MIPEIO3UPaHe C
ACE wuHXuOWTOpH, MOTraT Ja BKIIOYBAT XUIOTOHHS, LHUPKYJIATOPEH ILIOK, EJIEKTPOJIMTHH HapyLICHUs,
O0pOpedyHa HEMOCTATHYHOCT, XWIIEPBEHTWIAINS, TaXWKapaus, NaJIMUTANWW, Opaaukapavs, 3aMaiiBaHe,
TPEBOXHOCT M KallUIUIIA.

[IpenoppunTeIHOTO JE€YEHUE NPHU NpPEAO3UpaHe € MHTPaBeHO3HA MH(Y3HS Ha HOpMaJieH (hU3HOJIOTHYCH
pa3TBOp. AKO BB3HUKHE XHUIOTOHMS, NALMEHTHT TPsIOBa J1a Ce MOCTaBH B IOJIOKEHUE 3a ILIOKOBAa TEpaIlusl.
AKO € BB3MOXKHO, MOXE Jja ce OOMHCIH U JIedeHne Ype3 nHPY3ust Ha aHTHOTeH3uH Il u/unu uHTpaBeHO3HH
kaTexosaMuHu. [lepuHaonpuIsT MoXke Aa ce 0CBOOOAN OT CUCTEMHATA IUPKYJIAIHS Ype3 XeMOIuann3a (BxK.
Touka 4.4). 3a HemonaTIIMBa Ha JedeHHe OpaauKapaus € MOKa3aHO NpHiIaraHe Ha mnedcmerksp. TpsoBa
HIOCTOSIHHO J1a ce HaOMIoaBaT )KU3HEHUTE TTOKa3aTeNl M KOHIICHTPAIMUTE HA €JIeKTPOJIUTH U KPEaTHHUH B
cepyma.
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5. ®APMAKOJIOTMYHA CBOMCTBA
51 dapmakoaMHAMMYHH CBOiiCTBa

®dapmakoTeparneBTiaHa Tpyna: CpeacTsa, IeiCTBaIM BBPXY cCHCTeMaTa peHUH-aHrnoTen3ud, ACE
nHXuOuTOpH M KayueBu antaroanct; ATC xom: CO9BB04.

MexaHu3bM Ha JICHCTBHE:

[pecrapuym Ko crapt komOuHHMpa OBE aHTUXUIIEPTOHUYHHM CHEIMHEHHS C JOIBIBAIIM CE MEXaHH3MHU 3a
KOHTPOJUPAHE HA KPBBHOTO HAJSITAHE NP MALUEHTU C €CEHLMAIHA XUIIEPTOHUS: aMJIOJUIINH IIPUHAJUIEKU
KbM JICKaPCTBEHMS KJIaC Ha KaJILMEBUTE aHTAarOHUCTH, a MEPUHIONPUI — KbM Kilaca Ha MHXUOMTOpPHUTE Ha
AHTMOTEH3UH-KOHBEPTHPALIYS CH3UM.

KOM6I/IHaLII/ISITa OT TE3U BCUICCTBA UMA AAUTUBCH daHTUXUIICPTCH3NBCH e(l)eKT.

DapmakoTMHAMIYHY e(DEKTH:

IHepundonpun:

Ilepungonpun € HHXUOUTOP HAa €H3MMa, KOWUTO IIpeodpa3yBa aHTHOTeH3WH | B anTHoTeH3MH 11
(arrnoren3un-kouBeprupamus en3uM ACE). KonBepTupamusr eH3uM — Uin KuHa3a — NpeICcTaBisiBa
€K30IIeTITH1a3a, KOSATO TI03BOJISIBA IpeoOpa3yBaHe Ha aHTMOTEH3MH | BbB Ba30KOHCTPUKTOpA aHrHoTeH3uH ||
Y ChLIO IPUYMHABA PasrpaxkJaHe Ha Ba30AWIaTOpa OpaluKMHHUH B HEAKTHBEH XenTanentu]. Maxubupanero
Ha ACE Boau 1o HamassiBaHe Ha aHTHOTeH3uH Il B mi1a3MaTta, KOeTo CTUMYJIHpPA AaKTUBHOCTTA HA TUIA3MEHUS
peHuH (upe3 HHXUOUpaHe Ha OTpUIlaTeNnHaTa 00paTHA Bpb3Ka Ha OCBOOOXKIABAHETO HA PEHIH) M HaMallsiBa
otaensiHeTo Ha anpoctepoH. Twit kato ACE neakruBupa OpagukinanHa, nHxuoupaneto Ha ACE cbiio Taka
BOJIY JI0 YBEJIMYaBaHE Ha aKTHBHOCTTA HA IUPKYJIHUPAILIUTE U JIOKATHUTE CHCTEMH KAJINKPEHH-KUHUH (KOETO
aKTHBHpPA IIPOCTAIJIaHIMHOBATA cUcTeMa). Bb3MOXKHO € To31 MEXaHU3bM J1a AONPHHACS 33 JEHCTBUETO Ha
ACE uHXuOuTOpUTE, CBBP3aHO C IOHM)KaBAaHE HA KPHBHOTO HAJISraHe, M 1a € YaCTUYHO CBBP3aH C HAKOU
TEXHHU HEXEJIaHN Peakuy (HaIp. KaluIuLa).

[lepunmonpun aeficTBa Upe3 aKTUBHUS CH MeTaOoIuT nepuHaonpuiaar. OcraHaaute MeTaboIUTU He
NOKa3BaT NPHU3HAIM 3a MHXuOUpaHe Ha aeitHoctTa Ha ACE in vitro.

Amnodunumn:

AMJIOIUNNH € THXUOUTOP Ha BXOMAIINS KaJIIIMEB HOHEH MMOTOK OT AUXUAPONUPUANHOBATA Tpyma (610Kep Ha
0aBHUTE KaHAIM WJIM aHTArOHHUCT Ha KaJUeBUTE HOHN) I HMHXHOMpa TpaHCMEMOpaHHMSI BXOIAI TOTOK Ha
KaJILIMEBU HOHU B ChpJieYHATa U ChJI0BATA IVIAJKa MyCKyJIaTypa.

MexaHn3MbT Ha aHTUXUIIEPTEH3UBHOTO JICWCTBHE Ha aMJIOIUIIMHA CE IBJKH Ha TPSK PellaKCaHTeH e(eKT
BBPXY ChJOBAaTa IJ1aJIka MycKynarypa. TOYHHUAT MEXaHU3bM, 10 KOWTO aMJIOJUITUHBT 00JIeKYaBa
CTCHOKapaHaTa 60HK3 3acera HE € HAallbJIHO U3sCHCH, HO aMJIOAUIIMH HaMaJIsiBa O6H_II/IH HNCXEMUYCH TOBap
4ype3 CJIECIHUTE JIBE IECHCTBHUS:

- AMJIOIMIIMHBT Pa3IIUpsiBa nepudepHuTe apTepruoN U Taka HaMalsBa O0IOTO NEpUPEPHO CHIIPOTHBIICHNE
(cnem HaTOBapBaHETO), CPENTy KOETO pabOTH CHPIETO. Thi KaTo ChpIeYHaTa YeCTOTa OCTaBa IMOCTOSHHA,
OTIMCAaHOTO Pa3TOBapBaHE Ha CHPIETO HAMANSIBa KOHCYMAITUs Ha €HEPTHS U KHCIOPOTHATE HYKIH Ha
MHUOKap/a.

- MexaHM3MBbT Ha JeiiCTBHE HA aMJIOJIUITMHA BKIIFOUBA BEPOSTHO U JIUIATAIUS HA TIIABHUTE KOPOHAPHU
apTepuH U KOPOHAPHUTE apTEPHOIH KAKTO B HOPMAITHUTE, TaKa M B ICXEMUYHHTE 30HU. J{unaranusra
MOBHIIIaBa CHAOIIBAHETO HA MHOKap/a ¢ KUCIOPO MPH MAaLMEHTH ¢ KOPOHAPEH CTa3bM (CTEHOKapAus Ha
IIpunHIIMeTaN MM BapHaHTHA CTEHOKapUs).

Kinnununa edbukacHocT 1 6€300aCHOCT:

Tepundonpun/amuoounumn.

B  8-cenMu4HO, MHOTOLIEHTPOBO, paHIOMHU3UPAHO, JBOWHO  CIIANO, IUIaneb0  KOHTPOJIUPAHO,
nmapajeHoTpynoBo, (akropHo mpoyuBane cpen | 581 mammenTn C Jeka 70 yMEpeHa XHUIICPTOHHS
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nepuHponpua 3,5 mg / amiuogunuH 2,5 mg KIMHUYHO M CTATHCTHYECKH 3HAYMMO HaMaJIsIBaT CPEIHOTO
CHCTOJIHO/IMacToHO KpBhBHO Hajsrane (SBP/DBP) c¢ 22,0/13,6 mmHg B cpaBHenue c¢ manebo (14,2/9,3
mmHg), mepunmonpun 3,5 mg (16,3/9,7 mmHg) u ammogunua 2,5 mg (16,0/10,3 mmHg) (p<0,001 3a
BCHYKH CPAaBHEHHS).

B 6-ceaMnyHO, MHOTOLIEHTPOBO, PaHJIOMHU3UPAHO, IBOMHO CISAMO, aKTUBHO KOHTPOJIMpaHO npoyuBane 1 774
NaIMeHTH C JIeKa JI0 YMEpeHa XUIECPTOHWs MpHEMaT WK nepuHaonpui 3,5 mg / amuoaunud 2,5 mg,
tuTpupanu 10 7 mg / 5 mg u mo 14 mg / 10 mg, cnen xoeto — g0 14 mg / 10 mg, KOMOMHHpPaHU C
uHpanaMug 1,5 mg, wim BaicapTaH-amJIOAWNIHOBA cxeMa (Basicaptad 80 mg, TuTpupad mo0 160 mg u mo
Basncapran/ammonuniH 160 mg / 5 mg, cien koero — mo Basicapran/amnoaunvH 160 mg / 10 mg).

Cren 3 mecena cxemata c¢ IIpectapuym Ko crapT mokasBa KIMHHYHO M CTATUCTUYECKU 3HAYMMO CPEIHO
nonmkaBane Ha SBP/DBP (25,9/16,9 mmHg) B cpaBHeHue ¢ BasicapTaH-aMJIOAWIMHOBaTa cxema (23,6/15,5
mmHg) (p<0,001 3a Bcu4ku cpaBHEHHS).

KpbBHOTO Handrane e KOHTpoJMpaHo Npu 56,4% oT manueHTHTe, JeKyBaHM 1o cxema c [Ipectapuym Ko
ctapr, cnpamo 49,0% ot Te3u mo cxema c BancapraH-amiogunud (p=0,002), a yecToTaTa Ha YyBCTBUTEIHUTE
HanueHTH e choTBeTHO 87,4% cnpsimo 81,6% (p<0,001).

[Ipep3xoncTBoro Ha cxemara ¢ IIpectapuym Ko crapr cnpsimo BancapTraH-aMJIOAMIIMHOBATA CXeMa IIPU
NOHM)XKaBaHE HAa KPBHBHOTO HAJSITaHE M NPH YECTOTaTa HAa YYBCTBUTEIHUTE MALMEHTH ce HaOimomaBa OT
II'BPBUS MECEIl ¥ CE 3aIa3Ba IIPU BCSIKO MOCEIIEHNUE A0 LIECTHUS MECel BKIFOUNUTEIHO.

Te3u pe3ynTatu ce MOTBBPXKAABAT B 24-4acOBO aBTOMATUYHO HaOJIOAeHHE Ha KpbBHOTO Haisirane (ABPM),
u3BbpIIeHO B nmoarpyna ot 1 029 maumentu. Cnen 3 u 6 Mecena noHmwxkeHneTo Ha cpegHoro SBP u DBP 3a
24 gaca e no-ronsimo nipu [Ipecrapuym Ko crapt (cpotBetHO 15,5/9,4 mmHg u 17/10,4 mmHg) B cpaBHeHHE
¢ BaJicapTaH-aMJIOMUITMHOBaTa cxeMa (crotBeTHO 12,7/8,0 mmHg u 14,7/9,2 mmHg) (p<0,001).

B 8-meceunoro orBopeHo npocneasBane Ha 1 554 mampienTn mpoduisT Ha 6e3omacHocT Ha [Ipectapuym Ko
CTapT ChOTBETCTBA HA MPO(UINTE HA IEPUHAOIPHII  AMJIOTUIIHH.

B 9-Mece4yHO MHOTOLIEHTPOBO, PaHJAOMH3HPAHO, IBOMHO CIIANO, aKTUBHO KOHTPOJIMPAaHO mpoyuyBaHe 3 270
NAalMeHTH C yMepeHa 10 TeXKa XureproHus npuemar wiu Ilpectapuym Ko crapr 3,5 mg / 2,5 mg,
TaTpupann 10 7 mg / 5 mg, 14 mg /5 mg u g0 14 mg / 10 mg, nam upOecapTaH-XUAPOXIOPOTHAZHUIOBA
cxema (upbecapran 150 mg, ciien ToBa — upbecapran/xuapoxiaoporuasun 150 mg / 12,5 mg, 300 mg / 12,5
mg u 300 mg / 25 mg).

JenbT Ha MaNMEHTHUTE C KOHTPOJMPAHO KPHBHO HANATAHE CTATUCTHYECKU 3HAYMMO C€ yBEJMYaBa C BCSKA
TepaneBTryHa no3a [Ipectapuym Ko crapr 3a Bcexn nepuon Ha ouensasane (p<0,001 mo 3 mecena u p<0,003
1o 6 mecera).

Cren 6 mecenma JedeHHME CpPEIHOTO IOHM)KaBaHE HAa KPBBHOTO HalAraHe € MOAZoOHO B rpynara Ha
IIpecrapuym Ko crapr (22,0/10,1 mmHg) u B Ta3u Ha upbecapran/xunpoxioporuaszus (22,5/9,6 mmHg)
kakto 3a SBP (p=0,116), Taka u 3a DBP (p=0,050).

Haii-uecto CpC€IIaHUTE HEKEIAHU PCAKIINU B KIIMHUYHUTEC U3IIUTBaHUA Ca 3aMaI71BaHe, Kanuimma U OTOK (B)K.
TouKa 4.8).

Hexenanute pCaKknuu, C’BO6H_I€HI/I B KIIMHUYHUTC U3NHUTBAHUA, CBOTBETCTBAT HA OYaKBAHUTC OT HpO(i)I/IJ'H/ITG
Ha 0€30MacHOCT Ha KOMITOHEHTHTE NEPUHAOIIPUIT U aMJIOAUIINH.

Hannu om KIuHuyHu U3NUMEAHU 30 OB0UHA OI0KAOA HA CUCEMAMA pPeHUH-AHSUOMEH3UH-AN00CHEePOH
(RAAS):

B nBe romemu pangomusupann, koaTposmpanu m3nutBanus (ONTARGET (ONgoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial — usnuTBane 3a mpoabKaBaIIN TIO0ATHA PE3yITATH
P TEJIMHCAPTaH CaMOCTOATENHO U B KomOuHanus ¢ pamurnpwi) 1 VA NEPHRON-D (The Veterans Affairs
Nephropathy in Diabetes — nedponatus u quaber npu BeTepaHWTE)) € WU3CICIBaHA yrmoTpedara Ha
komOuHanus ot ACE uaxuburop u anruoren3ut I penentopen Onokep.

ONTARGET e npoyuBaHe, IpoBeEHO Cpe/ MALMEHTH ¢ aHAMHEe3a 3a ChPIeYHOCHI0BO MIM MO3BYHOCHIOBO
3a00JsIBAHE WM ChC 3aXapeH quabeT THIT 2, MPUAPYKEH C JI0KAa3aTeJICTBO 32 KpaliHO OpPraHHO YBpEXKIaHe.
VA NEPHRON-D e npoyuBaHe cpej NallMeHTH ChC 3axapeH auadet Tum 2 u quabeTHa HedponaTHsl.

Te3n mpoy4BaHWs HE TMOKa3BaT 3HAYUTENIEH OyaronpusareH e(eKT BBPXy H3Xoaa OoT OBOPEeYHOTO W/Wih
CHPJIEYHOCHIOBOTO 3a00JIsIBaHE M BHPXY CMBPTHOCTTA, HO CHIIEBPEMEHHO c€ HAOII01aBa MOBUILCH PHCK OT
XHIIEPKATUEMHs], OCTpa ObOpEeYHa HEAOCTATHYHOCT H/WIIM XUIIOTOHUS B CPABHEHHE C MOHOTEPAIIHATA.
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Te3u pesynratu ca B cuna u 3a apyrd ACE waxubutopu m OGiokepu Ha perentopa 3a aHruoteHsuH Il ¢
noJJOOHU (hapMaKOJMHAMUYHYU CBOMCTBA.

CremoBaTeIHO TIpY TAIMEHTH ¢ muadeTHa Hedpomatws He TpsiOBa ma ce m3moispaT emHoBpeMeHHO ACE
WHXUOUTOPH M OJOKEepH Ha perenTopa 3a aHrnoTeH3uH 1.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints —
M3MUTBaHE Ha aTMCKUPEH NpH AuabeT TUH 2 Ype3 Pe3yJNITaTd 3a ChbpACYHOCHIOBO U OBOpedHo 3a00IsIBane) €
npoyd4BaHe, MPeAHA3HAUCHO Ja OLICHU MOJ3UTE OT JOOaBSHETO Ha aMCKUPEH KbM CTaHAAPTHO JICYEHHE C
ACE wunxubutop mim anrmoteHsuH Il penentopen Oiokep MpH MAMEHTH ChC 3axXapeH AuadeT T 2 U
XpOHUYHO OBOpEeYHO 3a00IsIBaHE, CHPACYHOCHIOBO 3a00isBaHe MM U ABeTe. [IpoydBaHETO € MpeKpaTeHo
MPEKACBPEMCHHO IOpaan MOBHUIICH PUCK OT HCXKCJIAH HU3XOM. C’bp,[[e‘IHOC’I))Z[OBaTa CMBPTHOCT U UHCYJITBT
YHUCICHO Ca I[I0-4eCTO CpelIaHW B TpylnaTa Ha QIUCKUPEH, OTKOJKOTO B Ta3d Ha manebo, a
MIPEICTABIABAIINTE WHTEPEC HEXKEJIAHH pPEeaKIWd W CEPHO3HH HEXEIaHW pPeakIny (XUIMepKaJIneMus,
XUTOTOHUA U ObOpedHa MUCYHKIHS) ca ChOOIIaBaHU IT0-9E€CTO B IPyIaTa Ha alMCKUPEH, OTKOIKOTO B Ta3U
Ha mane6o.

5.2 dapmakoKHHETHYHU CBOICTBA

UecToTaTa u cTeneHTa Ha abcopOmpaHe Ha MepuHAONPIT U amioaunuH OoT Ilpecrapmym Ko crapt He ca
3HAYMTENHO TO-pa3InyHU CHOTBETHO OT YECTOTAaTa W CTENeHTa Ha abcopOMpaHe Ha NEPUHAONPUI U
aMJIOJIMIVH OT WHAWBUYaTHHA TaOIeTHH QOpMHU.

Iepunoonpun:
AOGcopOrtus:

Cren mepopalHO TIPIIIOKEeHHE abcopOIuara Ha MEepUHAONPHI ¢ Obp3a, a MUKOBaTa KOHIICHTPAIMS Ce
noctura 1o 1 yac. [InmasMeHHsT momy>KUBOT Ha IMEPUHJIONIPIII € paBeH Ha 1 gac.

[MepunmonpunsT € npexypcop. [BageceT u ceeM MpOIEHTa OT MPHIJIOKEHATA JI03a MEPUHAONPUI JOCTHTAT
MUpKyJIanusita moJ GopMaTa Ha aKTUBHHS MeTaO0oiUT nepuHponpuiaar. OCBeH aKTHBHUS MEPUHAONPHIIAT
MNEPUHAOCIIPHUIIBT AaBa OHIC IICT MeTa6OJ]I/ITa, KOUTO ca HeakTHWBHH. IIMKOBM Ia3zMeHun KOHOCHTpalu1 Ha
MIepUHAOIIPUIIAT C€ JOCTUTAT B paMKHTE Ha 3 110 4 Jaca.

IIpuembT Ha XpaHa HamajsiBa KOHBEPCHUSTA 0 NEPUHIONPUIIAT, OTTaM M OMOHAIMYHOCTTA, IOPaIN KOETO
NEPUHIONPHII apTUHUH TPpsAOBa Ja ce Mmpujara MepopaiHO KaTo €IHOKpaTHA JHEBHA J03a CYTPHH Mpeau
XpaHEHE.

,Z[OKa?:aHa € IMHEeITHA 3aBUCUMOCT MCXKAY A03aTa Ha NEPUHAOIIPUI U IJIa3MEHAaTa MYy €KCITO3UI .

Pasnpenenenne:

O6ewmbT Ha pasmpenenenne e okoio 0,2 1/kg 3a Hecpbp3anus nepuHaonpuinar. CTeneHTa Ha CBbp3BaHe Ha
MEPUHJIONIPWIIAT C TUIa3MeHuTe nporeuHu € 20%, 0COOCHO C aHTMOTEH3WH-KOHBEPTHPAIIUS €H3UM, HO
3aBUCH OT KOHIICHTPAITUATA.

EnumMunupane:

IlepuHaonpunaTeT ce €NMMHUHMpPA C YpPUHATA W KPalHUAT €JIMMHUHALMOHEH MOJYKHBOT Ha HECBbp3aHaTa
¢paxuus e okoso 17 gaca, B pe3yiTaT Ha KOETO CE€ OCTHUI'a CTALIMOHAPHO CHCTOSIHUE B PAMKHTE HA 4 THU.

Amnoounun:

A6COD6III/IH PasnpeacacHuc, CBbP3BAaHC C MJIA3MCHHUTC IIPOTCUHN

Cren mepopaiiHO MPUIOKEHHE HA TEPAIleBTUYHU JI03M aMIIOJUIINH ce abcopOupa 1o0pe ¢ MUKOBH KPBHBHH
HuBa Mexnay 6 m 12 waca cimen npuwema. M3zumcienara abcomroTHa OmoHamuaHOCT ¢ Mexay 64 um 80%.
Ob6embT Ha pasmnpenencuue ¢ okoio 21 1/kg. In vitro mpoyuBanus mokassar, ye npubiausuteano 97,5% ot
MUPKYJIUPAIINS aMIIOJUITAH € CBBP3aH C MIa3MEHUTE MPOTCHHH.

bruonamynocTTa Ha AMJIOJJUIIMH HE CC MOBJIMABA OT IIPHEMaA Ha XpaHa.

Buorpanchopmalyst/eTMMUHApaHE:
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KpaiiHuaT noaykMBOT Ha €JIMMUHUpAHE OT Ila3MaTta € okoslo 35-50 yaca U € ChbBMECTUM C €JAHOKPAaTHO
JHEBHO Jl03MpaHe. AMJIOAMIMH ce MeTa0oJu3upa BbB BHCOKA CTENEH OT 4YEpHUsA Ipo0 A0 HEAKTUBHU
metabonutu, kato 10% oT mbpBoHaYanHOTO cheauHeHHEe M 60% OT MeTaboIUTHTE ce EKCKpeTHpaT B
ypuHara.

Crenuaany HOmyJIAINU:

Ileouampuuna nonyrayus (6v3pacm noo 18 coounu):
Hsma HanmvHu papMakOKWHETHIHU JIAHHH B MEIMATPUYHATA MOMYJIAIIHS.

Xopa 6 nanpedHnana sv3pacm:

Bpemero 3a mocTurane Ha MakCHMaiHa TUTa3MEHa KOHI[EHTpAIMs Ha aMJIOJUINH € CXOJHO IpU JIUIA B
HalpeHalla Bb3pacT U MpH MMo-Miaan jura. [Ipu numa B HampeaHana Bb3pacT KIMPBHHCHT HA aMIIOIUIIIH
MMOKa3Ba TEHACHIINS KBM IIO-HUCKH CTOMHOCTH ¢ mociienBamio mosuineHne Ha AUC B enMMHHAITMOHHUS
TMOJTY>KUBOT.

B 3aBucumocT ot Ob0pedHaTa GyHKIHS € He0OXO0MMO TIOBUIIICHO BHUMAHKE MIPU 3aII04YBAHE U YBEIHNYaBaHE
Ha Jj03aTa MpHy NAIUEHTH B HaIpeHa a Bb3pacT.

EnuMuHupaneTo Ha NEpPUHIONPWIAT € HaMaJieHO IMpW TMAallMeHTH B HalpeaHaida Bb3pacT. lIpeau
yBellMYaBaHe Ha jo3ara TpsaOBa na ce HaOmomaBa OnOpeunara ¢yakiug. CremoBaTenHO 00WYAHOTO
MEHMIMHCKO MpOcCIie/IIBaHe BKIIOYBA HAOIOIeHUE Ha KpeaTUHUHA U KaJus (BXK. Touku 4.2 u 4.4).

bvbpeuno yspescoane

ITpu nmaumeHTtHTe ¢ yMepeHo OBOpeyHO yBpexaaHe (KpeaTHHHHOB KiupbHC OT 30 mi/min mo 60 ml/min)
IbpBOHAYAJIHATA MTpenopbunTenHa no3a [Ipectapuym Ko crapr e 3,5 mg/2,5 mg nipe3 1eH (BkK. Touka 4.2).
dapMaKOKMHETHKATa Ha aMJIOJMIIMH HE Ce MOBJIHSBA 3HAYUTEIHO OT OBOPEYHO yBpekaaHe. AMIOAUIUHBT
HE MOJXKE J1a Ce JUAITH3HpA.

EnuMuHMpaHeTo Ha NEPUHIONPHIAT € HAMAJICHO IIpH TAlUEeHTH ChC ChpjAeYyHa WM ObOpedHa
HEJIOCTAThYHOCT.

CrnenoBaTenHo 00MYaitHOTO MEAMIIMHCKO MPOCieIIBaHe BKIII0YBA HAOIIOAeHNE Ha KpeaTUHHUHA U KaJus (BX.
ToukH 4.2 u 4.4).

YeprodpobHo y8pedcoane

Heobxomumo e ga ce moaxoxka ¢ MOBHULICHO BHUMaHHE MPH MALMEHTH C YE€PHOAPOOHO 3abomnsBaHe (BK.
Touku 4.2 u 4.4).

CrpliecTByBaT CHUJIHO OTPAaHMYEHH KIMHUYHU JaHHW OTHOCHO MPHEMaHETO Ha aMJIOAWIINH OT MAIeHTH C
HapyleHa yepHoapoOHa Gynkuus. IlanuenT ¢ yepHOIpoOHA HEAOCTATPYHOCT MMAT HaMaJleH KIMPBHC Ha
aMJIOIUIMH B Pe3yJTaT Ha yIbJDKEHUS MOy kHUBOT U noBuiaBaneTo Ha AUC ¢ okono 40-60%.

KnupbHCBT Ha mepuHAonpwiIaT Opd Adanu3a € paBeH Ha 70 ml/min. KuneTnkata Ha NEepUHIONpPHI Ce
OPOMEHsI TpW TAlMEHTH C [HUPO3a: YEPHOAPOOHUAT KIMPBHC HA POIUTENICKaTa MOJIeKyJa HaMmaisBa
HanoioBrHA. He HamansBa o0aue KOIMYECTBOTO Ha 0Opa3yBaHHS NEPUHJIONPUIIAT M IOpaJd TOBA HE ce
Hajara KOpeKnus Ha no3aTa (BX. Touku 4.2 u 4.4).

5.3 IlpeAKJIMHUYHH AAHHM 32 0€30MACHOCT

Hepundonpun/amnoounun.

IpeaknMHAYHO TIpOyYBaHe 3a 6e30MacHOCT MOKa3Ba, Y€ KOMOWHAIMATA OT IMEPUHIOIPUI U aMIIOJUIIMH Ce
noHacst 100pe oT mIbxoBe. Pesynarature oT 13-ceIMHYHOTO MPOyYBaHE BHPXY ITHXOBE 38 TOKCUYHOCT TIPH
nepopajieH MPHeM ChOTBETCTBAT HA TE3W 3a TEPHHIONPHI U aMJIOJUITHH [TPU CAMOCTOSITEIIHO TPHJIaraHe Ha
JIBETE ChCTaBKU. HsiMa HOBA TOKCHMYHOCT MJIM MOBHUIIICHA CTETICH HA TOKCHYHOCT, CBhP3aHa C KOWTO U Jia € OT
KOMIIOHEHTUTE.

Ilepundonpun:

[Tpn mpoyuBaHus 3a XpOHHYHA TOKCHYHOCT TIPH NIEpOpajieH IpHeM (TUTbX0BE M MaiiMyHH) [IEJICBHAT OPTaH €
OBOPEKBT C 0OpATUMH YBPEKIAHUS.

He e ycraHOBeHa MyTareHHOCT HUTO IIpH iN Vitro, HUTO TpH iN ViVO mpoy4BaHHsI.
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PenpoayKTHBHHTE TOKCHKOJOTWYHH MpPOYy4YBaHUS (ITbXOBE, MHIIKH, 3aiilli M MalMyHH) HE IOKa3BaT
IpU3HAIM 33 HalIW4Yhe Ha eMOPHMOTOKCHYHOCT WJIM TEPaTOr€HHOCT. 3a MHXUOMTOPUTE HA AHIMOTEH3UH-
KOHBEPTHPALIMS €H3UM KaTO Kiac o0adye € yCTAHOBEHO, Y€ MHAYLHMPAT HEKEJNaHH PEaKLHH BbPXY KbCHOTO
pasBUTHE Ha IUIOJA, KOMTO BOAAT OO CMBPT Ha IUIOAA M BPOACHHM e(EeKTH NpH TIpuU3aud U 3allu:
HabroaBaHu ca ObOpEYHH JIe3UH U MOBUILIABaHE Ha MEePH- U IIOCTHATAIHATA CMBPTHOCT.

He e nHabmiomaBaHa KapIMHOTEHHOCT MpPU MPOYYBAaHUsSI B JIBITOCPOYCH IUIaH NPU IUIBXOBE M MHIIKH.
QepTUIUTETHT HE € OMJT HapyIIeH HUTO MPH MBXKH, HUTO MPH KEHCKH ITHXOBE.

Amnoounumn:
PenpoiyKTHBHA TOKCHYHOCT:

[IpoyuBanus BHPXY PENpPOAYKTHBHOCTTA NMPHU ILUTHXOBE M MUIIKM ITOKa3BaT 3aKbCHSBaHE Ha JaTaTa Ha
pakaaHe, yObJDKeHa MPOABIDKUTEIHOCT Ha PaXKIaHEeTO M HaMalleHa KHU3HECTIOCOOHOCT Ha MOTOMCTBOTO MPH
J03H, HpH6J]I/I3I/ITeHHO 50 IBTH MO-BUCOKH OT MAaKCHUMAJIHUTE MMPEIOPBUYUTCIIHA JO3U MIPU X0pa, U3UHUCICHU
Ha O6aza mg/kg.

Hapymenwnst BbB depTuinTeTa:

Hsma edextu BbpXy QepTUINTETA HA TUIHXOBE, TPETHUPAHU C AMJIOAUIHH (MBKKH 3a 64 THH U KEHCKH 3a 14
JHH TIpeu omioxkaane) B 1o3u Hag 10 mg/kg/nen (8 mpTH™ MO-BHCOKM OT MaKCHUMaJIHO MPENOpbUYUTETHATA
3a xopa 103a oT 10 mg, n3unciena Ha 6a3a mg /m?). B mpyro npoy4saHe, B KOETO MBbKKH ILUILXOBE Ca OMIIH
TpEeTHpaHHu ¢ aMJIOAUNUHOB Oe3uiat 3a 30 AHU B 7034, CPaBHUMH C TE3M IpU YoBeka Ha Oazata mg/kg, ce
YCTaHOBsIBA HaMaJsiBaHE B TUIa3MaTa Ha (HONMKYJIO-CTHMYIHPAIIUS XOPMOH U Ha TECTOCTEPOHA, KAKTO U
HaMassBaHe Ha TUTbTHOCTTA HA CIIEpMaTa U Ha Opos 3peNiy CIIepMaTO30UAN U CEPTOJIMEBU KIIETKH.

KapunﬂoreHe3a, MyTarcHesa:

IITpX0BE W MUIIKH, TPETHPAHHK C aMIIOJUIINH, JOOABSH B XpaHaTa WM B MPOJb/DKEHHE HA JBE TOJWHH B
KOHIICHTpAIMK, U3YHUCICHH Taka, 4e Jja OCUTYpsAT HHUBa Ha JAHeBHarta jgo3a ot 0,5, 1,25 u 2,5 mg/kg/neH, He
ITOKa3BaT MMPHU3HAIM Ha KapIMHOTeHHOCT. Haii-Brcokara mo3a (IIpH MHIIKK — paBHA Ha, a TPH IUTBXOBE —
JBOMHO™ IO-BHCOKA OT MaKCHMAaJIHATA NPENOPHUHMTENHA KIMHUYHA 1032 oT 10 mg, u3unciena 3a mg/m?) e
Ouiia OIM3Ka 10 MaKCUMAJIHATA MIOHOCKMMA J103a 3a MUIIKHM, HO HE U 3a IIHXOBE.

[IpoyuBanusaTa 32 MyTareHHOCT HE IMOKAa3BaT JICKAPCTBCHO OOYCJIOBEHU €(PEKTH HUTO HA T€HHO, HUTO Ha
XPOMO30MHO HUBO.
*p3umnciena 3a nanueHTu ¢ Terao 50 kg

6. OAPMAIIEBTUYHU JAHHHA
6.1 CHnuchbK HAa MOMOLIHUTE BEIECTBA

JlakTo3a MOHOXUIpAT,

Iemyno3a, Mukpokpuctaimaa (E460),

CwmnneB THOKCHI, KojtouaeH, 6e3BojeH (E551),
Maruesues creapar (E470B).

6.2 HecnBMecTHMOCTH
Henpunoxxumo.
6.3 Cpok Ha rogHOCT

3 roguHU

OmakoBka 3a Tabmetkn mo 10 tabnetku: Crmen orBapsine Ilpectapuym Ko crapT TpsOBa ma ce m3moisBa B
pamkute Ha 10 qHU.

OnaxoBka 3a Tabnetku no 28 wmim 30 tabnetku: Cien orBapsine Ilpectapuym Ko craprt TpsOBa nma ce
u3rnossea B pamkute Ha 30 qHH.

OnaxoBka 3a Tabnetku no 50 Tabnerku: Cnen orapsine Ilpectapuym Ko ctapt TpsibBa na ce u3mnonssa B
pamkute Ha 50 1HU.
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OmaxkoBka 3a tabmetku mo 100 Tabnetku: Cnen orBapsine [Ipectapuym Ko crapt TpsiOBa na ce m3moisBa B
pamkuTe Ha 90 THU.

6.4 CrneumuajHM yCcJIOBHSI HA CbXpPaHeHHUe
To3n JICKaApCTBCH MPOAYKT HC N3HMCKBa CIICIIMAJIHN YCJIOBHA Ha CbXPaHCHUE.
6.5 Buau cbabpikaHHe HA ONAKOBKATA

10, 28, 30, 50 wnu 100 TabneTKky B TOTUIPONIIICHOBA OMIAKOBKA 32 TAOJETKH ChC 3aIyIallka OT MOIUETHIICH
C HHCKa IUTBTHOCT, ChABpPXAIA CYWIUTEN (CHIMIHEB IHMOKCHA), U YIUIBTHUTET OT MOJHETWIICH C HHCKa
IUTBTHOCT.

Kytus ¢ 1 onakoBka 3a Tabnerku o 10 TabneTku.

Kytns ¢ 1 onakoBka 3a TabaeTku mo 28 TabaeTKH.

Kytns ¢ 3 ormakoBku 3a TaOJIeTKH 1m0 28 TabIeTKH

Kytuns ¢ 1 ommakoBka 3a Tadietku 1mo 30 TaOJIeTKH.

KyTust ¢ 2 onakoBku 3a Tabnerku mo 30 TabmeTKH.

Kytus ¢ 3 onakoBku 3a Tabnetku mo 30 TabmeTky.

Kytus ¢ 2 onakoBku 3a Tabnerku o 50 TabneTku.

Kytus c 1 onakoBka 3a tabnetku mo 100 TabneTku.

Kytus ¢ 5 onakoBku 3a Tabnerku mo 100 tabietku.

He Bcuuky BHIOBE OITaKOBKM MOTart j1a ObJaT IycHAaTH B Ipoaxoa.
6.6 CneuuajHu npeanasHu MEPKH NPH U3XBBPJIsIHE

Hsama CIICIHMaJIHN U3 CKBAaHU .

7. MNPUTEXKATEJ HA PABPEHIEHUETO 3A YIHOTPEFA
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex — ®panmus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA
Perucrpanuonen Ne:

Ipecrapuym Ko crapt 3,5 mg/2,5 mg — 20150182
Ipecrapuym Ko crapt 7 mg/5 mg — 20150183

9. JATA HA IHIBPBO PA3PEHIABAHE/MNOJHOBABAHE HA PA3PEHIEHUETO 3A
YIHOTPEBA

Jata Ha rBpBO pazpemanane: 27.05.2015

Jlata Ha mocnegno nogHoBsBane: 22.07.2020

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA: 07/2022 r.
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JAHHU BbPXY OITAKOBKATA
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

IIpectapuym Ko crapt 3,5 mg/2,5 mg tabneTku
MIEPUHIOTIPHIT APTUHKH / aMJIOAUITUH

Prestarium Co start 3.5 mg/2.5 mg tablets
perindopril arginine/amlodipine

2. OBABSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna tabnerka chabpika 2,378 mg HepuHAONPWI, CKBUBAJICHTHU Ha 3,5 mg NEpUHAONPWI aprHHUH, U
3,4675 mg amyIoUIIMHOB Oe3UyaT, eKBUBAJICHTHHU Ha 2,5 mg aMJIOIUITHH,

3. CIIMCBK HA ITIOMOINHUTE BEIIECTBA

Crabpprka TaKTO3a MOHOXHIPAT.
3a moBeue nHMOPMAIIHS IPOYETETE JTUCTOBKATA.

4. JIJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Tabnerka.

10 tabneTku

28 TabneTku

30 TabneTku

60 TabneTku (2 orakoBKkH 3a TabneTkyu o 30 TabaeTkm)
84 Tabierku (3 onakoOBKH 3a TaOIeTKU 110 28)

90 TabireTku (3 omakoBKH 3a TaOeTkw 1Mo 30 TaOJIETKH)
100 TabneTkn (2 omakoBKH 3a TabJaeTKH 1Mo 50 TaOIeTKH)
100 tabieTku

500 TabneTku (5 omakoBku 3a Tabietku o 100 TabneTkn)

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJAHE

IIepopanHo npunoxeHue.
[Ipenu ynotpeba npoyeTeTe IMCTOBKATA.

6. CHELUAJIHO MPEJYNPEJKJIEHUE, YE JIEKAPCTBEHUSIT IPOJAYKT TPSIEBA JIA CE
CHhXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA U JOCETA HA JELIA

I[a CC ChbXpaHsBa Ha MsACTO, HCAOCTBIIHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYIPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

OrmakoBka 3a tabmetkn mo 10 Tabmetku: [la ce m3nmomsea B pamkute Ha 10 THU ciiesl OTBapsSHETO.
OrmakoBka 3a Tabmetkn 1mo 28 nm 30 TabneTku: Jla ce n3mon3Ba B paMkute Ha 30 THU CJIeT OTBApSHETO.
OmnakoBka 3a Tabnetku o 50 tabmerku: Jla ce n3mon3sa B pamkute Ha 50 JHA Ciie]] OTBAPSIHETO.
OnaxkoBka 3a Tabnetku mo 100 Tadnetku: [la ce nznon3pa B pamkute Ha 90 THU Clieq] OTBApSHETO.

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEIMAJIHU NPEAITA3ZHU MEPKH ITPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA YACT
OT JIEKAPCTBEHHUTE ITPOAYKTHU NJIN OTHAABYHUN MATEPHUAJIN OT TAX, AKO CE
N3UCKBAT TAKUBA

11. HUME U AJIPEC HA IIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex — ®panrus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEGA

Peructparmonen Ne: 20150182

13. TAPTHUJAEH HOMEP

ITaptunen Ne

14. HAYUH HA OTIIYCKAHE

.HCKapCTBCHI/IHT MIPOAYKT C€ OTIIYCKA I10 JICKAPCKO MPCAIINCAaHHnC.

‘ 15. YKA3AHWUIA 3A YIIOTPEBA

‘ 16. WH®OPMAIIUS HA BPAIJIOBA A3BBYKA

[pecrapuym Ko crapt 3,5 mg/2,5 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP - IBYU3MEPEH BAPKO/{

JlByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH UICHTH(OUKATOP.
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18.

YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA CbABP/KA ITbPBUYHATA OITAKOBKA

KOHTEWHEP

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Ipecrapuym Ko ctapt 3,5 mg/2,5 mg TabneTku
TIEPUHIOTIPHIT APTUHKH / aMJIOUTTUH

2. OBSIBJABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna Tabmerka cbappka 2,378 mg mepuHIONpPWI, €KBUBAICHTHM HA 3,5 mg MEepHHIONPWI apTUHHH, U
3,4675 mg aMJIOIUTIHHOB Oe3UyIaT, EKBUBAJICHTHH HA 2,5 Mg aMJIOIUTINH.

3. CIIUCBK HA ITIOMOIIHUTE BEHIECTBA

C’BZ[’Bp)Ka JIAaKTO3a MOHOXHJpAT.
3a moBeue I/IH(l)OpMaLII/ISI MpoOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/IHA OITAKOBKA

Tabnerka.

10 TabneTku
28 TabneTku
30 TabneTku
50 TabneTku
100 tabimeTkn

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJIAHE

[TepopanHo npunoxeHue.
[Ipenun ynotpeba npoyeTeTe IMCTOBKATA.

6. CIIEHUAJIHO HPEAYIIPEXXJIEHUE, YE JIEKAPCTBEHUSAT INPOAYKT TPSBBA JIA CE
CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA 1 TOCETI'A HA TEITIA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHNUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

Topen mo: {MM/ITTT?}
OmnakoBka 3a Tabnetku mo 10 tabneTtku: Jla ce n3momnssa B pamkute Ha 10 gHU ciiesi OTBapsSHETO.
OmaxkoBka 3a tabmetkn 1mo 28 nmm 30 TabneTku: Jla ce n3mona3Ba B paMkute Ha 30 THU CJIeT OTBApSIHETO.

OmnakoBka 3a Tabnetku mo 50 Tabnetku: Jla ce nsmonssa B pamkute Ha 50 THU clief] OTBapSHETO.
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OmnaxkoBka 3a Tabnetku mo 100 Tabnerku: [a ce m3non3sa B pamkute Ha 90 1HU clies] OTBapSHETO.

9. CIHHEINMAJIHU YCJI0BUSA HA CbXPAHEHUE

10. CHEIWMAJIHU NPEAIIA3ZHU MEPKHU ITPU NU3XBBPJIISTHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHHUTE INPOAYKTHU NN OTHAABYHU MATEPUAJIN OT TAX, AKO CE
N3UCKBAT TAKUBA

11. HUME U AJIPEC HA TIPUTEXATEJIA HA PASPELHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex — ®panius

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20150182

13. MTAPTHUJAEH HOMEP

[Taptunen Ne

14, HAYUH HA OTITYCKAHE

.HeKapCTBCHI/IHT MMPOAYKT C€ OTIIYCKA IO JICKAPCKO NpCANNCaHueC.

‘ 15. YKA3AHUS 3A YIIOTPEBA

| 16. JIPYTO

C'I)KpallleHHﬂ Ha JHUTE OT ceaAMuUuLIara
MIOH

BT

CP

YET

MET

Cbb

HEJ{
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

[Ipectapuym Ko crapt 7 mg/5 mg Tabnerku
MIEPUHIOTIPHIT APTUHKH / aMJIOAUITUH

Prestarium Co start 7 mg/5 mg tablets
perindopril arginine/amlodipine

2. OBABSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna tabnetka chabpxa 4,756 mg nepuHAONPHI, €KBUBAaJCHTHU Ha 7 Mg MEPUHAONPHI apruHuH U 6,935
mg aMJIOAWIMHOB O6e3uiIaT, eKBUBAJICHTHH Ha 5 Mg aMIIOTUIIHH.

3. CIIMCBK HA TIOMOIIHUTE BEIIECTBA

Cpabpprka JaKTO3a MOHOXHIPAT.
3a moBeue nHMOPMAIIHS IPOYETETE JTUCTOBKATA.

4. JIJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Tabnerka.

10 Tabnerku

28 TabneTku

30 TabneTku

60 TabneTku (2 ormakoBKkH 3a TabneTku 1o 30 TabieTkm)
84 TabmeTkn (3 OMaKoBKH 3a TAOJICTKH 110 28)

90 TabireTku (3 omakoBKH 3a Ta0eTkw 1m0 30 TaOJIETKH)
100 TabneTkn (2 omakoBKH 3a TabJaeTKH 1Mo 50 TaOIeTKH)
100 tabieTku

500 TabneTku (5 omakoBku 3a Tabietku o 100 TabneTkn)

5. HAYMH HA ITPUJIATAHE U ITBT(MIIIA) HA BBBE/KJAHE

IIepopaiHo npunokeHue.
[Ipenu ynotpeba npoyeTeTe IMCTOBKATA.

6. CHELUAJIHO MPEJYNPEJKJIEHUE, YE JIEKAPCTBEHUSIT MPOJAYKT TPSIEBA JIA CE
CHhXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA U JOCETA HA JELIA

I[a CC CbXpaHsABa Ha MsACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU TPEAYIPEX/JIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

OrmakoBka 3a tabmetkn mo 10 Tabmetku: [la ce m3nmomsea B pamkute Ha 10 THU ciiesl OTBapsSHETO.
OrmakoBka 3a tabmetkn 1mo 28 nmm 30 TabneTku: a ce n3mon3Ba B paMkute Ha 30 THU ClIeT OTBapsSTHETO.
OmnakoBka 3a Tabnetku mo 50 tabnetku: Jla ce nsmon3ea B pamkute Ha 50 JTHU Clief] OTBApSHETO.
Onakoska 3a Tabnetku mo 100 Tadnetku: [la ce nznonspa B pamkute Ha 90 THU clie] OTBApSHETO.

9. CHELHUAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHEIUAJIHU MMPEAINA3ZHU MEPKHU PN NU3XBDBHPJISTHE HA HEU3MMOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTU UJIN OTHIAABYHU MATEPHUAJIN OT TAX, AKO CE
N3NCKBAT TAKUBA

11. HUME U AJIPEC HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex — ®panius

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEGA

Peructparmonen Ne: 20150183

13. TAPTHUJAEH HOMEP

[TapTuaen Ne

14. HAYUH HA OTIIYCKAHE

.HCKapCTBCHI/IHT MIPOAYKT CC€ OTIIYCKA I10 JICKAPCKO NPpCANNCaHUC.

‘ 15. YKA3AHWSA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUS HA BPAIJIOBA A3BBYKA

[pecrapuym Ko crapt 7 mg/5 mg

‘ 17. YHUKAJIEH UAEHTU®UKATOP - IBYU3MEPEH BAPKO/{

JBynsmepeH OapKo ¢ BKJIIOYCH YHUKAIEH UICHTH(PHUKATOP.

‘ 18. YHUKAJIEH HWIEHTU®UKATOP - JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbABPKA IIBPBUYHATA OITAKOBKA

KOHTEWHEP

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

IMTpectapuym Ko crapt 7 mg/5 mg tabietku
TleprHAOTIPHIT ApTUHUH / AMITOTUITHH

2. OBSIBSABAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

Enna TabneTtka chappxa 4,756 mg nmepruHIONPIII, €eKBUBAJCHTHHU HA 7 Mg NEPUHIONPUI apruHuH U 6,935
mg aMJIOJMITMHOB O€3WIIaT, EKBUBAJICHTHH HAa 5 Mg aMIIOUTIHH.

3. CIIUCBK HA ITIOMOIIIHUTE BEHIECTBA

C’B,I[’Bp)l(a JIAKTO3a MOHOXHJpAT.
3a moBeue I/IH(i)OpMaLII/IH MPOYCTETC JIUCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

Tao0ieTka.

10 tabieTkn
28 TabneTku
30 TabneTKu
50 TabneTku
100 TabneTku

5. HAYMH HA ITPUWJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

IIepopaiHo npunoxeHue.
IIpean ynorpeba mpoueTeTe JINCTOBKATA.

6. CIHHEINUAJIHO INPEAYHNPEXJAEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MACTO JAJIEUE OT IIOT'JIEJA U TOCETI'A HA TEIIA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a ACHA.

l 7. APYI'U CHELHUAJIHU NPEAYIPEXIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen no: {MM/I'TTT}

OmnakoBka 3a Tabnetku 1o 10 tabmerku: Jla ce u3mon3sa B pamkure Ha 10 qHA ciie; OTBApSIHETO.
OmnakoBka 3a Tabnetku 1o 28 umm 30 TabneTku: Jla ce nsnon3ea B pamkute Ha 30 AHU CIIeNl OTBAPSIHETO.
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OnaxoBka 3a Tabnetku 1o 50 tabnetku: [a ce nznon3sa B paMkute Ha 50 THH Clie] OTBAPSIHETO.
OmnaxkoBka 3a Tabnetku mo 100 Tabnerku: [la ce m3non3sa B pamkute Ha 90 1HU clieq] OTBapSHETO.

9. CIHHEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIMAJIHU NPEANA3ZHU MEPKHU ITPU NU3XBBPJISAHE HA HEU3ITIOJ3BAHA YACT
OT JIEKAPCTBEHHUTE INPOAYKTHU NN OTHAABYHU MATEPUAJIN OT TAX, AKO CE
N3NUCKBAT TAKUBA

11. HUME U AJJPEC HA IPUTEXATEJISA HA PASPELIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex — ®pannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20150183

13. TAPTHUJAEH HOMEP

[Taptunen Ne

14, HAYHH HA OTIIYCKAHE

JlexapCTBEHUSAT IPOAYKT CE OTIIyCKa IO JIEKAPCKO MPEAIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16.  JPYrO

C"[)Kpalllel{l/lﬂ Ha JTHUTE OT ceaMuuara

3(0)5 |
BT

CP

YET
MET
Cbb
HEJ{
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JIMCTOBKA: THOOPMALIUSA 3A IOTPEBUTEJIA

Ipecrapuym Ko crapr 3,5 mg/2,5 mg taéaerku
IIpecrapuym Ko crapt 7 mg/5 mg radaerku
Prestarium Co start 3.5 mg/2.5mg tablets
Prestarium Co start 7 mg/5 mg tablets

nepuHIonpuI aprunud / amioaunud (perindopril arginine / amlodipine)

IIpouyeTeTe BHUMATEIHO UAJIATA JUCTOBKA, MPeIH Aa 3amMo4YHeTe 1A MpHeMaTe TOBa JIEKAPCTBO, Thi
KATO Tsl ChAbP:Ka BaxHa 3a Bac undopmanus.

- 3amasere Ta3u TUCTOBKA. MoOXe Jla ce HANOXKH JIa Sl TPOYETEeTe OTHORO.

- AKO uWMaTe HAKAaKBU JONMBJIHUTCIHW BBOPOCH, TNonurtaiite Bammwms nekap, ¢apmaneBT WIn
MEUIIMHCKATa CECTpa.

- ToBa nekapcTBo € mpeanrcano JuyHo Ha Bac. He ro mpeorcrbnBaiite Ha apyru xopa. To Moxke 1a UM
HaBpe/Y, HE3aBUCUMO Y€ TIPU3HALIUTE Ha TAXHOTO 3a00JsBaHe ca ChIMTE KaTo BamuTe.

- AKO TIOJTy4nTe HIKAKBU HEXKEJAHU JICKAPCTBEHH PEaKivy, yBegoMeTe Bamus ekap, GpapmaneBT wim
MCECIUIMHCKA ceCTpa. TOBa BKJIFOUBA U BCHUYKH BB3MOXHHU HCKCIIAHU peaKlII/II/I, HCOIIMCAHU B Ta3u
JucTOBKa. Bok. Touka 4.

Kakso ChABbP:KA Ta3M JIMCTOBKA!

Kaxso nmpencrasmisasa [Ipectapuym Ko crapT n 3a kakBo ce U3nomn3Ba
Kakso tpsi0Ba na 3Haere, npeau ga npuemere Ipecrapuym Ko crapr
Kak na npuemate IIpectapuym Ko crapt

Bb3MOKHH HEXENAHU PEAKIIUU

Kak na cexpanssare IIpecrapuym Ko crapt

ChbabpxaHne Ha ONIAaKOBKATa U JOI'BIHUTENIHA HHGOPMALUS

o E

1. Kakso npencrasiasiBa Ilpecrapuym Ko cTapTt u 3a kakBo ce u3noji3Ba

[Ipecrapuym Ko ctapr e komMOMHaUuMs OT IBE aKTHBHM CHCTaBKH — MEPUHIONPWI U ammnoaunuH. W nBere
CBCTaBKM [1OMarat 3a KOHTPOJIMPAaHE Ha BUCOKOTO BU KpBBHO HAJIATaHE.

Ilepungonpun ¢ ACE (aHTHOTEH3WH-KOHBEPTHPAI CH3UM ) HHXUOUTOP. AMIIOUTINH € KaJIIEeB aHTarOHUCT
(mpuHaUIeKH KbM KIlac JIEKApCTBa, KOWTO Ce Hapuya JUXHIpomHupHanHM). Te medcTBaT 3aelHO, KaTo
pas3IIMpsBaT U OTIMYCKAT KPhbBOHOCHHUTE CHJIOBE, 32 Jia MPEMHUHABA MO-JECHO KPBHBTA Mpe3 TIX U Ja MOXKE
chpieTo By mo-JecHO 1a moaabpka 100bp KPHBOTOK.

[Ipecrapuym Ko ctapT ce nsnon3a 3a JieueHre Ha BUCOKO KPBBHO HaJsiraHe (XUIIEPTOHHS) IPH Bb3PACTHH.

2. KakBo TpsidBa 1a 3HaeTe, npeau Aa npuemete Ipectapuym Ko craprt

He npuemaiite Ilpecrapuym Ko crapr

- aKo CTe aJepruuHu (CBPBXUYBCTBHUTECIHH) KbM MEPUHAONPWI, WM KbM KOHTO M na e npyr ACE
WHXUOWUTOp, WM KbM aMIIOMUNMH, WJIM KbM JpPYTd KallHeBH AHTATOHHCTH, WIA KbM HSKOA OT
OCTaHaJINTE ChCTABKH Ha TOBA JIEKapcTBO (M30pOEHH B TOUKA 6);

- aKo MMaTe TeXKU OBOpeuHH mpobieMu;

- aKo CTe IOJIy4aBajHd CHMIITOMH, KaTO HallpuMep CBUPKAIIO THUINaHEe, TOAyBaHE Ha JIMLETO WM €3HKa,
WHTEH3UBEH ChPOEXK MITH TeKKU KOKHU 00puBH, mpu jJedeHue ¢ ACE uHXuOUTOpH B MUHAJIOTO, WITH aKO
Bue nnm unen or Bamero cemeiicTBO cTe HOIy4aBaIM MOJOOHM CHUMITOMU IIPH HSKAKBH IPYTH
oOcTosiTencTBa (CbCTOSHHUE, KOETO CE€ Hapria aHTHOEIEM);

- aKo uMaTe CTECHEHHME Ha aopTHaTa ChpJAeYHA Kiama (aopTHa CTEHO3a) WM KapAUOreHEH IIOK
(cBCcTOSTHME, IPH KOETO CHPLETO HE MOXKE Aa CHaO/AsBa OpraHu3Ma ¢ JOCTaTh4YHO KPbB);

- aKo MMaTe MHOT'O HHCKO KPBBHO HaJsiTaHe (XUIMOTOHMSA);
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- aKo cTpajJiaTe OT ChpJieuHa HEJOCTAThYHOCT B CIIEACTBUE HA MPEeKapaH WHQPAPKT;

- ako cTe OpeMeHHa cien 3-us Mmeceln (ChIMO Taka 3a mpeamountaHe € Ilpecrapmym Ko crapt ma ce
n30sTBa U B paHHUS CTaAui HA OpEMEHHOCTTA — BK. pa3jielia OTHOCHO OpeMEHHOCT);

- axo uMate nualeT WM HapylieHa ObOpeyHa (yHKIUS U ce JIeKyBaTe C JIEKapCTBO 3a IOHWKAaBaHE Ha
KPBBHOTO HaJIsSITaHe, ChABPKAILIO ATUCKUPEH;

- aKo ce mojjaraTe Ha JUajn3a WM Ha ApYT BHI QUITpUpaHE Ha KPBBTA. B 3aBUCHMOCT OT M3MON3BaHUS
amnapart IIpectapuym Ko cTapt moxe na He e moaxoasu] 3a Bac;

- ako mMmaTte OBOpedHH MpoOiieMH, MpHU KOWTO CHaOmsBaHeTO Ha OBOpennTe Bu ¢ KpbB € HamajieHO
(cTeHo3a Ha OBOpeUHATA apTEpHs);

- aKo cTe IpueMaly WIM B MOMEHTa IpueMare CakyOHTpHJI/BajicapraH, JICKApCTBO, W3MOJI3BAaHO 32
JieueHHEe Ha ChpJeYHa HEIOCTAThYHOCT, Thil KaTO PHUCKBT OT aHruoeaeM (Obp30 MoayBaHe HA KOXKaTa B
00J1acT KaTo r'ppioTo) € moBuiteH (Bxk.“Tlpexynpesxaenust U npeamnasHu Mepku™ u ,,Jlpyru nexkapcrsa u
IIpecrapuym Ko crapt™).

Ipeaynpe:xaenns u npeanasHu MepKU

I'oBopere ¢ Bammst nekap, papmaneBT uimm MeIUIIMHCKA cecTpa, npean na npuemete [pectapuym Ko crapr,

aKo:

- UMaTe XurepTpopuuHa KapAnoMuonaTus (3abosBane Ha ChbpACYHUS MYCKY);

- HMMaTe ChbpACYHA HEOCTATHYHOCT;

- HMare CUJIHO MOBHUIIABAaHE HA KPHBHOTO HAJIATAHE (XUIIEPTOHUYIHA KPH3a);

- WMaTe OpYyTU ChbpACYHH MPOOIeMu;

- WAMare YepHOAPOOHU MPOOIEMHU;

- uMare 0bOpeUYHH MPoOIEeMH (BKIIOUUTEIIHO OB0peUHa TPAHCIIAHTAITHIA );

- WMaTe aHOPMAalHO 3aBUIIEHW HHBAa HAa XOPMOH, Hape4yeH alJOCTEepPOH, B KpBBTAa CH (IIbPBHYEH
ANJOCTEPOHU3BM);

- HMMaTe KOJAareHHO CBAOBO 3aboisiBaHe (3a0oysiBaHE HA ChEOUHUTENHAaTa THKaH), KaTo HalpuMmep
CUCTEMEH JIYIIyC €pUTEMaTO3yC WM CKIEPOJICPMHUS;

- umare aua0er;

- ca3BaTe JIM€Ta ¢ OTPaHWYEH MPUEM Ha rOTBApCKa COJl MIIM M3IOJN3BaTe 3aMECTHTENIM Ha TOTBapcKaTta
COJI, KOUTO CHABPKAT Kajuii (0T CHINECTBEHO 3HAYCHHWE € HUBOTO Ha KalWil B KpBbBTAa Jia € J00pe
OayraHCHpaHoO);

- CTe B HampegHasa Bh3PacT U € HeoOXoauMo no3aTta Bu a Obie moBHIeHa;

- TIpuUeMaTe HAKOE OT CJICTHHUTE JIEKapCTBa, U3IOI3BAHM 32 JICUCHUE Ha BUCOKO KPHBHO HAJIATAHE:

o anruoteHsuH Il peuentopuu Onokepu (ARB) (M3BecTHH oOlle KaTo capTaHW — HampuMep
BaJicapTaH, TeJIMHCapTaH, upOecapTaH), 0COOCHO ako UMaTe ObOPEYHU MPOOIEMHU, CBBP3aHU
¢ nuaber;

O  aJHCKUpEH.

Bammusit nexkap Moxke 1a mpoBepsiBa pe3 paBHU WHTepBaiIH ObOpedHaTa (QYHKINS, KPbBHOTO HAJIATaHE
Y KOJIMYECTBOTO EJIEKTPOIUTH (HAIp. Kanuii) B KpbBTa Bu.

- Bwmxre cpmo naopmMarmsaTa Mo 3arnaBueto ,,He npuemaiite [Ipectapuym Ko crapt™.

- cTe OT YEpPHOKOX MPOU3XOJ, ThH KaTo 3a Bac Moxe Ja MMa MO-TOJISIM PUCK OT aHTHOEAEM M TOBa
JIEKapCTBO MOKE Ja € Mmo-ciabo eeKTHBHO 3a MOHIKaBaHe HAa KPbBHOTO BU HalsiraHe, OTKOJIKOTO MPH
HEYEPHOKOKU MalUeHTH,

- PHUCKBT OT aHT'HOEJIEM € TIOBHIIEH, aKO IIPUEeMAaTe HAKOE OT CIIEJHUTE JIeKapCTBa!

O parekamoTpui (M3MOJI3BaH 3a JICUCHUE HA THAPHS);

O CHpOIUMYC, €BEpOJHMYC, TEMCHPOJINMYC W APYTH JIEKapCTBa, MPUHAIEKAIN KbM KIac
JIEKapCTBEHU MPOAYKTH, HapedeHrn mTOR wHXuOuTOpH (M3M0I3BaHN, 3a J]a Ce MPeAOTBPaTH
OTXBBPJITHETO HA TPAHCIUIAHTHPAHN OPTaHH WU MPH JICUCHHE Ha PaK).

o cakyOuTpms (HainM4eH KaTto (HUKCHpaHa N030Ba KOMOMHAUMs C BaJicapTaH), U3MOJI3BaH 3a
MPOABIDKUTENHO JICYEHNE Ha ChPIEYHA HEJOCTATHUYHOCT

O JIMHArJMIITHH, CakCarJimITHuH, CUTArJIMIITUH, BUJI AT JIMIITUH u Apyru JICKapCTBa,
IIpUHAMJIC)KAIIM KbM KJIAaC JICKAPCTBCHU IIPOAYKTHU, HAPUYAHU CHIO I'NIMIITUHA (I/I3HOJ13BaHI/I
3a JeueHue Ha JuaderT).

AHrnoenem:
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Cpo0maBa ce 3a aHTHoeAeM (TEXKKa aJepruvHa peakilis C MOMyBaHE Ha JIMIETO, YCTHUTE, €3MKa WM
IBPJIOTO, TPUAPYKEHA OT TPYAHOCT MPH MpErNbIaHe WM JUIIaHe) MpH TanueHTd, jekyBanu ¢ ACE
WHXUOWUTOPH, BKIIOYHTEIHO ¢ TepuHponpui. ToBa MoXke Jia ce MOSBH BbB BCEKM MOMEHT B XO7a Ha
JeYeHneTo. AKo pa3BHeTe TaKMBa CHMIITOMH, TpsiOBa ma cupete npuema Ha [lpectapuym Ko crapr u na
oTHjIeTe He3a0aBHO Ha Jiekap. Binkre chiio Touka 4.

Wudopmupaiite Bamms nekap, ako cMmsrate, ue cte OpeMeHHa (HIu Moske jia 3abpemeneere). IIpectapuym
Ko crapt He ce mpernopbyBa B paHHUTE CTAAUM Ha OPEMEHHOCTTa M HE TpsOBa Jga ro MpHemare, ako CTe
OpeMeHHa cien 3-us Mecell, Thil KaTo MOXe Ja MPUYMHHM CEPHO3HO YBpeXkaaHe Ha Bamrero 06ebe, ako ce
M3I0JI3Ba B TO3H MEPHO (BMKTE TOUKaTa 32 OPEMEHHOCT).

Hoxkato npuemare IIpectapuym Ko crapt, yBenomere Bamus nexap wim MeAMIUHCKHS IEPCOHA, aKo:

- Bu npencrou oOmia anecTe3us /WK TEKKa XUPYPriudHa ornepanus;

- HAacKopo cTe MMaJM Iuapus WIK MoBpbIaHe (Mpuiomasano Bu e);

- Bu npencrou LDL adepesa (koeTo 03HayaBa OTCTpaHsIBaHE Ha XOJECTEPOI OT TUI0TO Bu ¢ momorira Ha
arraparypa);

- npexcTou Bu 5a ce moayioxkute Ha JECEHCUTU3UPAILO JICUCHUE 32 HaMaJIsiBaHe Ha aJlepIUYHUTE €PEeKTH
KbM Y>KUJIBaHE OT ITYEIIH UIIH OCH.

Jena v roHOIIN
[pecrapuym Ko ctapT He TpsiOBa na ce mpuiiara IpH Jema U FOHOIIH.

JApyru jexkapcrea u IIpecrapuym Ko crapr

Wudopmupaiite Bamms nexap uinm GapMmaieBT, ako nMpreMaTe, HACKOPO CTE MPUEMAalTd WM € Bh3MOXKHO Jia
IIpUEMEeTE APYTH JIEKapCTBa.

Tps6Ba na nzdsireate ynotpedata Ha IIpectapuym Ko crapr c:

- nuTHl (M3M103BaH 3a JICUCHUE HA MAaHUU U ACTIPECUH);

- ecTpaMyCTHH (HM3II0JI3BaH MPH JICUCHNE HA PaK);

- Kanuii-ChbXpaHsBAaIlM JieKapcTBa (HAlp. TpUaMTEpeH, aMWIOpHI), KajhueBU J00aBKM WM KaJlWii-
CBABPIKAIM 3aMECTHUTENN Ha TOTBapckaTa coJi, APYTH JIeKapcTBa, KOUTO MOTaT Ja IMOBHUIIAT Kalus B
TAI0TO (TaKWBa KaTo XeMapHuH, JE€KapcTBO, H3IOJ3BaHO 3a pa3peXkJaHe Ha KpbBTa, 3a Ja ce
OPENOTBPATSAT  CBhCUPELH,  TPUMETONPUM U KO-TPUMOKCA30J,  IIO3HaTH  OLle  Karo
TpuMeTonpuMm/cyndameTokca3zon 3a JedeHne Ha HMHGEKIUM W LUKIOCIOPUH, HMYHOCYIIPEcop,
M3II0JI3BaH 3a MPEJOTBpaTIBaHe HA OTXBBPIISIHE HA TPAHCIUIAHTHPAH OpraH);

- ajmMcKMpeH (M3MOJI3BaH 3a JICYEHHE HAa BHCOKO KPBBHO Hajsirane) (BWKTE ChLIO MH(OpMalusaTa Moj
3arnaBueto ,,He npuemaiite [Ipectapuym Ko crapt™ u ,,Ilpenynpexxaenus u npeamnasHu MEpKu);

- anruotensuH Il penentopuu 6mokepu (ARB) (M3mos3Banu 3a JiedeHHEe Ha BHCOKO KPBBHO HaJsITaHE)
(mamp. BasicapTaH, TeJIMHCApTaH, ©pOecapTaH U ap.);

- manTtpoieH (umHGY3Wg) (M3MONM3BaH 3a JICUEHHWE HA MYCKyJIHa CKOBAaHOCT TIpH 3a00JIsIBaHUS KaTo
MHOXECTBEHa CKJIEpO3a WM 3a JICUEHHE Ha 3JI0KAaUeCTBEHA XUIIEPTEPMHUS II0 BpeME Ha aHECTEe3Us —
CHUMIITOMUTE BKJIIOYBAT MHOTO BUCOKA TEMIIEpATypa U MyCKyJIHa CKOBaHOCT).

- cakyOuTpwi/BancapTaH (M3MOJI3BAaHM 3a NPOIBDKUTENHO JIEYEHHE HA CHPACYHA HEIOCTAaThYHOCT).
Bx.touku ,,He npuemaiite Ilpectapuym Ko crapt™“ u ,IlpegynpexxaeHus u npeanasHu MEpKd IpU
ynotpeba®.

Jleaenuero c Ilpectapuym Ko cTapt Moxe fa ce moBimsie oT Apyry JiekapcTBa. Henmpemenno nadopmupaiite
Bamus nexap, ako mpuemaTe HSAKOU OT CIEIHHUTE JIEKapCTBa, ThH KAaTO TOBAa MOKE OM M3MCKBA CIELUAJIHU
TPHXKH:

- JIpyTH JIEKapcTBa 3a JIeYeHHe Ha BUCOKO KPBBHO HAJSITaHe, BKIOYUTEIHO IUYPETHLIN (JIEKapCTBa, KOUTO
MOBUINIABAT KOJMYECTBOTO Ha 0Opa3yBaHaTa B OBOpeIuTe ypuHa);

- JIeKapcTBa, KOMTO HAal-4eCcTo ce M3IOJ3BAT 3a JIeUeHHEe Ha Tuapus (paluekagoTpHil) HilH 3a Jia ce U30erHe
OTXBBPJSHETO HAa TPAHCIUIAHTUPAHU OPraHu (CHPOIMMYC, €BEpPOJIMMYC, TEMCHUPOIMMYC W JAPYTH
JIeKapcTBa, MpHUHAUIEkKAIIM KbM KJac JIEKapCTBEHH MNpoaykTH, HapeueHH mMTOR wuuXubutopm).
Bix.Touka ,,IIpegynpexxaeHus v mpeamna3sHu MEpKH MpH yrnorpeda;
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- HECTepOUIHHM MPOTHBOBB3MAIUTEIHU CpelacTBa (Hamp. uOympodeH) 3a oOjekuyaBaHe Ha OOJKa WU
BUCOKH JIO3U acIlUpyH;

- JIeKapcTBa 3a JICUCHHE Ha AuadeT (KaTo WHCYIUH U TIUITHHH);

- JIeKapCTBa 3a JIeYCHHE Ha ICHXUYHN HAPYIICHHUS KaTo JIEMPECcHsi, TPEBOKHOCT, MU30(PpeHus 1 1p. (Hamp.
TPULMKIMYHA aHTUJETIPECAHTH, AHTHIICUXOTHYHH JIEKapCTBa, WMHUIIPAMUHOBH aHTHJIETIPECAHTH,
HEBPOJICTITUIIN ),

- UMYHOCyIpecopu (JIeKapcTBa, KOMTO HaMaJsIBAT 3allUTHUS MEXaHU3bM Ha TSUIOTO), M3IOJI3BaHU 3a
JiedeHHne Ha aBTOMMYHHU HapyLIEHWs WM cjell TpaHCIUIAHTAllMOHHA XUPYpPrus (Hamp. [UKJIOCTIOPHH,
TaKpOJIUMYC);

- ajomypuHOI (3a JICUeHUE Ha IMoarpa);

- mpoKamHaMuJ (3a JICYCHUE Ha HePaBHOMEPEH ChpJICUYCH PUTHM);

- BazOAMJIATATOPH, BKIIOUHATEITHO HUTPATH (MIPOIYKTH, KOUTO Pa3INPIBAT KPHBOHOCHHUTE CHIOBE);

- edenpuH, HOpaJpeHATWH WM aJpeHaNVH (JIEKapCTBa, W3IIOJI3BAHHU 3a JICYCHHE Ha HUCKO KPBBHO
HaJsIraHe, OK UM acTMa);

- OakmodeH, U3MOJ3BaH 3a JICUCHUE HAa MYCKYyJIHA CKOBAHOCT MPHU HAKOW 3a00JIIBaHUsS, KaTO HAMPHUMEP
MHOECTBEHATa CKIIep03a;

- HAKOM aHTUOMOTHIH, KaTO PHU(PAMITUIIMH, EPUTPOMHUIINH, KIAPUTPOMHUIIMH (32 HHPEKIHS, TPUINHEHA OT
OaxTepus);

- aHTHENWIENTHYHH CpeACTBa KaTo KapbamasenuH, ¢enobapOutan, ¢ennronH, QocheHnTouH,
MIPUMUIOH;

- UTPAKOHA30Il, KETOKOHA30JI (JIeKapcTBa, M3IMOJI3BaHU 32 JICYCHNE Ha THONYHH UHEKITNN);

- anda-Omokepn, W3MON3BAHM 3a JIEUEHHWE HA YBEJIMYCHA NIPOCTara, Karo Mpa303uH, andy3o3uH,
JOKCA3031H, TAMCYJIO3HH, TEPAa303HH;

- amudocTuH (M3MOJ3BaH 3a MPEIOTBpATIBAHE WM HaMaJIsSBaHE Ha HEKETAHUTE PEaKIUH, IPUIMHCHU OT
JpYTH JIeKapCcTBa WK JIbUYETepanysi, H3II0JI3BaHU 3a JICUCHHE Ha PaK);

- KOPTHUKOCTEPpOU U (I/I3HOJ13B3HI/I 3a JICUHCHUC Ha pas3jiM4HU CHCTOSAHUA, BKIIIOYUTCIIHO TCXKKa aCTMa MU
PEBMATOUCH apTPHUT);

- 3JJaTHH COIIM, OCOOEHO TPW MHTPABEHO3HO NMPHIIOKEHHE (M3MOJI3BAT CE 3a JICUYSHHWE Ha CHMIITOMH Ha
PEBMATOUICH apTPHT);

- PUTOHABHp, WHAWHABUD, HenduHABHp (T.Hap. MPOTEa3HHM WHXUOWTOpH, HM3MOJ3BAaHU 3a JICUEHHE Ha
XUB);

- KaJWii-ChXpaHsIBAIld JICKAPCTBA, KOWTO CE€ M3MOJI3BAT MPHU JICUCHHUE HAa ChpJCYHA HEAOCTATHYHOCT:
SIJICPEHOH U CIIMPOHOJIAKTOH B 103U MKy 12,5 mg 1o 50 mg AHEBHO;

- hypericum perforatum (>kbJIT KAHTAPUOH — OHIIKOBO JICKAPCTBO, U3IOI3BAHO 32 JICUCHHE Ha JICTIPECHs).

IIpecrapuym Ko crapr ¢ XxpaHa 1 HAMUTKHA

Bx. Touka 3.

Xopara, kouto mpuemaT llpecrapuym Ko crtapr, He TpsibBa 1ga KOHCYMHpaT COK OT rpedndpyt u
rpeiindgpytu. ToBa ce Hamara, 3amoTO TpeHNPpPYTBT M COKBT OT TpeHndpyT MoraT na NPUYUHAT
MOBHINIAaBaHE Ha KPHBHUTE HMBA Ha aKTHBHATa ChCTaBKa aMJIOMIIMH, a TOBA OT CBOSI CTpaHa MOXKE Jia TOBEJe
JI0 HETpeACcKa3yeMo yBelM4YaBaHe Ha e(eKkTa Ha MOHMKaBaHEe Ha KpbBHOTO Hamsrane Ha [Ipectapuym Ko
CTaprT.

bpemeHHoOCT U KbpMeHe

Ako cre OpeMeHHa WM KbpPMHUTE, CMsTaTe, 4e MOXKE Ja cTe OpeMeHHa WM IUTaHHpaTe OpeMEeHHOCT,
NoChBEeTBaTE ce ¢ Bamms nekap uinu papmaneBT npeau yrnorpedaTa Ha TOBa JIEKAPCTBO.

BbpemenHoct

HNuadopmupaiite Bamms nexap, ako cMstare, 4e cte OpeMeHHa (WM Moxe 11a 3adpeMmeneere). OOMKHOBEHO
Bammst nexap me Bu mockBeTBa na cripete mpuema Ha [Ipectapuym Ko crapt npenn 3a0peMeHsBaHETO WK
BB3MOXKHO Hali-CKOPO, CJIeJI KaTO CTe Y3HaH, 4e cTe OpeMeHHa, u e Bu mocsBerBa BMecTo [Ipectapuym Ko
CTapT jAa mpuemare Apyro jekapctBo. [Ipectapuym Ko crapt He ce mpemopbyBa B paHHUTE CTaJAWU Ha
OpeMEeHHOCTTa U He TpsiOBa Jia ce Mpuiiara, ako cre OpeMeHHa cliell 3-us Mecell, Thil KaTo MOXKe Ja IPUIHHA
CEpHO3HO yBpekaane Ha Bamrero Gebe, ako ce M3Moia3Ba B IIepro/ia Cliel TPETHs Mecel] Ha OpeMeHHOCTTA.

Kbpmene
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YcTaHOBEHO €, 4e aMJIOJUIINH MpPEMIHAaBa B KbpMaTa B MaJIKi KOJIHMYECTBa.YBeaomeTe Bamms nexap, ako
KbPMHTE WM BBh3HamepsiBaTe na kppmute. [Ipectapuym Ko crapr He ce mpemopbuBa Mpu MaKu, KOUTO
KbpMIT, U Bammsar nekap moxe aa n3depe aApyro jedeHue 3a Bac, ako xemaeTe qa KbpMHTE, 0COOEHO aKo
6ebeto Bu e HOBOPOJEHO MK MPEKAECBPEMEHHO POJICHO.

lo¢pupane u padoTa ¢ MAIIUHU

[pecrapuym Ko crapt Moxe na 3acerHe crmocoOHoctra Bu 3a modupane u pabora ¢ MammHU. AKO
tabseTkuTe By Kapat na ce uyBCTBaTe 3¢, 3aMasHU, OMaJIOMOIICHN MM YMOPEHHU WK ako Bu npuyuHsBat
rmaBobosme, He modupaiTe U He padoTeTe ¢ MAIIMHA U He3a0aBHO Ce CBBbpIKETE ¢ Bammmms mekap.

Ipecrapuym Ko crapr cbabp:ka J1aKkT0o3a MOHOXHAPAT
Axo Bammsat nekap Bu e ka3ain, ye nMaTe HEMOHOCUMOCT KbM HSIKOM 3aXapH, CBBPIKETE CE C HETO, IPEIH a
MpHeMeTe TO3H JIEKAPCTBEH MPOIYKT.

3. Kak na npuemare IIpecrapuym Ko crapr

Bunaru npuemaiite IIpecrapuym Ko ctapTt Touno xakto Bu e kazan Bamudar jgexap. AKO He CT€ CUTYPHH B
HeIo, monuTanTe Bamms nexap v GpapManesT.

[Ipenopbuntennara no3a e equa tabnetka [Ipecrapuym Ko crapt 3,5 mg/2,5 mg BeaHBXK AHEBHO.

AKoO cTpagate OoT ymepeHH OBOpeuHHn npoOnemu, BammsT nekap moxe aa Bu mochBeTBa B HauanoTo Ha
JICYCHUETO Ja npuemare eana tabnetka [pecrapuym Ko crapt 3,5 mg/2,5 mg npe3 neH.

B 3aBucumocT ot otrosopa Bu kbM nedeHuero, mpu HeoOXoauMocT BammATr sekap Moke Aa pemd naa
yBennun no3ara Ilpecrapuym Ko crapr cnen enun mMecen Ha 7 mg/5 mg BeIHBK THEBHO.

Makcumannara npenopbuntenna no3a [Ipecrapuym Ko crapt 3a BUCOKO KpBBHO HamsArane € 7 mg/5 mg
BEJHBK THEBHO.

3a mpeamovnTane € Ja mpuemMare TabieTKaTa CH 110 €IHO U ChIIO BpeMe BCsKa CYTPHH HPEAn XpaHEHe.
He npeBuinaBaiiTe npeamnucaHara ja03a.

AKo cTe npuesu noseye ot Heodxoaumara x03a Ilpecrapuym Ko crapr

AKoO mpHeMeTe TBbpJE MHOTO TaOJETKH, He3a0aBHO C€ CBBp)KETE C Ha-OJIM3KHS LEHTBHP 32 HEOTJIOXKHA
TIOMOIII UJIM YBeoMeTe Jiekapsi ci. Hail-BeposiTHaTa peakius npy npero3rpaHe € HUCKO KPbBHO HAJIITaHe, B
pe3ynTaT Ha KOeTO MOXe Jla MOYyBCTBaTe 3aMaiiBane uin Jja Bu npumanee. Axo ToBa ce ciryun, Moxke Aa Bu
€ OT T0J13a, aKO JIeTHETe U MOBIUTHETE KpaKaTa CH Harope.

[ToBuIIEHO KOTMYECTBO TEYHOCT MOXKE J]a c€ HAaTpyma B Oenute 1podoBe (6emoapodbeH 0TOK), MPUINHABANKN
3a7lyX, KOWTO MOXKe Ja ce pa3Bue a0 24-48 yaca ciej npruema.

Ako cte npomycHaJu aa npuemere Ilpecrapuym Ko crapr

Baxno e na npuemare BamieTo ekapcTBO BCEKH JISH, Thi KaTO PEJOBHOTO JICYCHHE € MO-e()eKTUBHO. AKO
obaue cte 3a0paBuiy jaa npuemete no3a ot [Ipectapuym Ko ctapTt, B3emeTe cieapamara 103a B 00MYaifHOTO
Bpeme. He npuemalite 1BoMHA 1032, 3a 1a KOMIIEHCUpATE IPOIycHATATa.

Ako cte cripesiu npuema Ha Ilpecrapuym Ko crapt

Toit karo neyenueto ¢ [lpectapuym Ko ctapr oOMKHOBEHO MpoabKaBa IsUT KMBOT, FOBOpeTe ¢ Bamms
JieKap Mpelu Jia CIpeTe J1a IprueMaTe TaOJIEeTKUTE CH.

AKO WMare HSIKaKkBH JONBIHUTEIHH BBIIPOCH, CBBP3aHHM C ynorpebaTa Ha TOBa JIEKapCTBO, MOMHUTANHTE
Bamms nexap wim papmarneBT.
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4, Bb3MOKHH HexeJTaHH peakumumn

Kakro Bcuukm JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAN3BHUKA HEXKECIIaHU pCaKIHNK, BBIIPEKU Y€ HE BCCKU
TU ImoJry4asa.

Crperte 1a npueMaTe TO3M JeKApPCTBeH NPOAYKT M OTHAeTe He3a0aBHO Ha NMperJieJ NpH JeKkap, aKo
MOJIy4YUTe HAKOS OT CJIeJHNTEe HesKeJIaH! PpeaKlHH, KOSITO MOxXe 1a Ob/Je cepro3Ha:

- BHE3alHO CBHpPKAIO [UIIAaHe, 0ONKa B T'bPAUTE, HEJOCTHT Ha BB3IYX HIIM 3aTPyIHEHO AWIIAHE
(O6ponxocmnaszbM) (HedecTu — MoraT Jia 3acerHat 1o 1 Ha 100 qymim);

- ToxyBaHe Ha KJIeTmayuTe, JULIETO WM YCTHUTE (He4ecTH — MoraT J1a 3acerHar g0 1 Ha 100 xymm);

- TOIyBaHE Ha €3WKa M IbPJIOTO, KOETO IPUYHHIBA CUIIHO 3aTPYAHEHO AWIIane (aHruoeneM) (HedecTH
—Morar ga 3acersat mo 1 Ha 100 mymm);

- TEXKH KOXKHHM PEaKLUWH, BKIIOUBAIIN WHTEH3MBEH KOXKEH OOpUB, KONPUBHA TPECKa, 3auepBsiBaHEe Ha
KOKaTa Ha LSUIOTO TsUI0, CUIIEH ChpOex (eputema MynTudopme) (MHOTO PEIKH — MOTAT Aa 3acerHaT
1o 1 na 10 000 nymm), obpa3yBaHe Ha MexXypH, oOenBaHe U MOAyBaHE Ha KoxKata (eKc(hoImaTuBeH
JiepMatuT) (MHOTO pelku — MoraT ja 3acerHat jo 1 Ha 10 000 qymiu), Bh3MaJCHUE HA JIMTABUIIUTE
(cunapom Ha CTuBBHC-/[>KOHCHH) (MHOTO peaku — moraT na 3acerHaT no 1 ma 10 000 mymm),
TOKCHYHA enuaepManHa Hekponmmn3a (C HeHW3BECTHa YeCcTOTa) WM APYTH ANEPTUYHH PEaKIUH
(megectn — morat na 3acerHat a0 1 Ha 100 gymm);

- CWJHO 3aMaiiBaHe WM NpUMAaJsIBaHE NOpagy HUCKO KPBBHO HaJsiraHe (YeCTH — MOraTr jJa 3acerHar
mo 1 Ha 10 mymm);

- OTMaJsiBaHe Ha pblETe WINM KpakaTa WM HNpoOieMH B roBopa, KOETO OM MOIJIO Jia € MPU3HAK 3a
BB3MOXCEH UHCYJIT (MHOTO peiKd — Morart jaa 3acerHat Ao 1 Ha 10 000 gymm);

- ChpJAedeH ynap, 6onka B rbpAuTe (CTEHOKapaus) (MHOTO peaKH — Morat ja 3acersat go 1 va 10 000
IylUIn), HeoOM4aitHo ObP3 WM HEPUTMUYEH ChPJICUYEH PUTHM (YeCTH — MoraT Jia 3acersart jio 1 na 10
AyHIn);

- BB3MAjJCH NaHKpeac, KOETO MOXKe Ja TPHYNHW CHJIHH KOpEMHH OONKM HW OONKH B THpoa,
MPUAPYKEHH OT YyBCTBO 3a CHITHO HEpasIooKeHue (MHOTO PeJIKH — MoraT Ja 3acerHat mo 1 Ha 10
000 mymm);

- TOXBITSABAHE HA KOXAaTa WM o4nTe (KBJITEHHLA), KOETO OM MOIJIO J1a € MPU3HAK 32 XEeNaTUT (MHOTO
penku — morar Aa 3acertar Ao 1 Ha 10 000 mgymm).

CrenHuTe HeKeJIaHH peaknMH ca cboOmraBanu mpu ynotpebara Ha Ilpectapuym Ko crapt. Ako HsiKos OT
Tx Bu npuanaaBa nmpobiemu, TpsiOBa 1a ce cBbpIKeTe ¢ JeKaps CH:

- UYectn (morar ma 3acerHar mo 1 ma 10 mymm): npuMaisBaHe, KalLIndiia, OTOK (3aIbDKaHe Ha
TEYHOCTH).

- Hewectn Hexenann peakumn (Morat aa 3acerHar o0 | Ha 100 mgymm): BUCOKM HHMBa Ha KaiHs B
KPBBTa, KOUTO MOTAT Ja MPUYMHAT HEPUTMHUYEH CHPJEUYEH PUTHM (XHUIEpKaJHEeMHs), U3JHUIIBK Ha
3axap B ypuHaTa (XMIIEPTIUKEMHs ), yMOpa.

CremHuTe He:keJaHU Peakluu ca choOIaBaH! MPH yNoTpedaTa Ha MEPUHIONPUI MIIM aMIIOJIUITHH U HE ca
HaOmonaBanu npu Ilpectapuym Ko crapr mimm ca HaOmI0AaBaHU € I[10-BUCOKA YECTOTA, OTKOJIKOTO IIPU
IIpectapuym Ko crtapr. Te3u Hexenanun peaknuuu Morat aa Bb3HHKHAT u mpH IIpectapuym Ko crapr. Ako
HAKOA OT TAX Bu npuumHsaBa npoGiemu, TpsiOBa 1a ce CBbPIKeTe C JeKapsi CH:

- MHOro 4yecTd HexelaHHu peakiuu (Morat Ja 3acerHat nosede oT 1 Ha 10 4oBeka): OTOK (3aJbpiKaHe
Ha TEYHOCTH)

- UYectu Hexenanum peakuuu (moraT na 3acerHaT Ao 1 Ha 10 mymm): riaaBoOonue, CHHIMBOCT
(ocobeHO B HAYaJOTO Ha JICUEHHETO), HEOOMYANHO BB3NPHUITHE 3a BKYC, M3TPBIIBAHE WU
0OoIKaIO ycelllaHe B KPAHUIIUTE, CBETOBBPTEXK, 3PUTCIHU HApPYIICHUS (BKIIOUYHUTEIHO JBOWHO
BIDK/IaHE), TUHUTYC (ycelllaHe Ha IIyM B YIIHWTE), MajJNHUTalUu (yceulaHe 3a chplebHeHe),
3adepBsBaHE Ha JIMIIETO, HEJOCTUT Ha BB3AYyX (IUCITHES), KOpeMHa 0oJika, TajicHe (JIyBCTBO 3a
rajicHe), MOBpbBINAHE, JUCICICHS WM 3aTPyJHCHO XpaHOCMHIAHE, MPOMEHEH PHTBHM Ha
U3XO0KIAHETO, 3alleK, JAUapus, ChpOexk, KOXKHU OOpWBH, 3auepBsBaHE HA KOXKATa, MPYPHUTYC,
MOJIyBaHE Ha INIe3eHUTE, MYCKYJIHH KpaMIIi, yMopa, cJ1abocT.
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Heuectn nexemann peakmuu (Morat na 3acerHat no 1 Ha 100 mymm): yBenmdaBaHe Ha Oposi Ha
HSIKOW OelTi KPBBHU KIIETKH (€03MHO(MIINSI), HUICKO HUBO Ha HATPHH B KPHBTA (XUIIOHATPUEMHS),
HHCKO HHBO Ha 3axXap B KPBBTA (XHUIOTIUKEMHS), IMPOMEHIMBO HACTPOCHHE, TPEBOXKHOCT,
Oe3chHHE, JeTpecHs], HapyIIeHNs Ha ChHS, CHHKOIL, 3ary0a Ha yCemaHeTo 3a 0oJika, TpernepeHe,
BaCKyJIHT (Bb3MaJicHHEe Ha KPHBOHOCHU CHJIOBE), PUHHUT (3alyIleH HOC WM XpeMa), CyXa YCTa,
MTOBUIIICHO TIOTEHE, KOCOMa/, YSPBEHHU METHA 0 KOXKaTa, MPOMEHEH IIBAT HA KOXKaTa, 00pazyBaHe
Ha TPYNUPAHU MEXYpH MO KO¥XKaTa, YyBCTBUTEIHOCT KbM CBETIMHA, 0Ojka B I'bpba, Oonka B
MYCKYJIUTE WU CTaBUTE, HAPYIICHUS MPU OTACISIHETO Ha YPUHA, TIOBUINIEHA HYK/Ia OT YPUHUPAHE
HOLIEM, TMOBUIIEH Opoll ypuHHpaHus, ObOpEYHU TPOOJIEMH, UMIIOTEHTHOCT, AUCKOMMOPT HIIN
HapacTBaHE Ha I'bPIUTE MPH MBXKE, O0JIKa B IbpAUTE, 00I0 TyBCTBO HA HEPA3MOJIOKEHUE, 00ITKa,
YBEITMUCHUE WM HaMaJsiBaHE Ha TETJIOTO, MOBHUINEHA ypesl B KPHBTA, MOBUINCH KPCATUHUH B
KpBBTa, TIATaHUs, TPECKa.

Penxun Hexenmanm peakmum (MoraT na 3acerHatr go 1 Ha 1000 mymm): octpa OBOpedHa
HEJOCTaThYHOCT, CHUMITOMH Ha cbhcrosiHue, HapeueHo CHAJIX (cuHapoMm Ha HeanekBaTHa
CeKpelMsi Ha aHTUIUYPETUYCH XOPMOH): ThMHA Ha IBSAT YpPUHA, TajCHE WM TOBPbINAHE,
MYCKYJHH KPaMIld, ChCTOSHIE Ha OOBPKAHOCT U MPHUITA IbIIH, HAMAJICHO WJIM JIUIICBAIIO OTACISHE
Ha ypuHa, BIIOIIABAaHE HA ICOPUA3UC, BUCOKU HUBA HA CEPyMHUS OMIMPYOWH, TOBUIIICHA HUBA HA
YEepHOAPOOHUTE EH3UMH.

MHoOro peaKd HeXelaHw peakmuu (MoraT ga 3acerHar mo 1 ma 10 000 mymm): mpoMeHH B
KPBBHUTE CTOMHOCTH, KaTo IO-MaXbK Opod Oemu W YepBeHW KPBBHU KIETKH, ITOHIKEH
XEMOTJIOOWH, MO-MallbK Opoil TPOMOOIIUTH, TIOBHINIEHA HATIPETHATOCT HA MYCKYJIUTE, HAPYIICHHS
Ha HEpBUTE, KOMTO MOTaT Ja MNPUYUHAT CJIa00CT, W3TPBIBaHE WM OOIKAIo YCellaHe,
€03MHO(UIIHA THEBMOHUS (PSIIBK BHJ THEBMOHHMSA), IOJyBaHE Ha BEHIMTE, TOJyBaHE HA KOpeMa
(TacTpuT), MOKBIATIBaHE HA KOKaTa (KBJITCHULA).

C HemsBecTHa yecToTa (OT HAIMYHUTE JaHHH HE MOXKE Jla ObJie HalpaBeHa OIIEHKa): TpelepeHe,
PUTHAHOCT (CKOBAHOCT), CKOBAHOCT Ha JIMIETO, 3a0aBeHU JBWKCHUS W MPOBIAYCHA,
HeballaHCHpaHa TMOXOJKa, IPOMsIHA B IBETA, M3TPBIBaHE W OOJKAa B MPBCTUTE Ha PBLETE HIU
kpakata (perHomeH Ha PeitHo).

Axo MOJIyYHnTC HSKOH OT T€3H CHUMIITOMH, CBBPIKECTE CC C Bamms JICKAap Bb3MOXXHO Hait -CKOpPO.

Cp0o01aBane Ha HEeKeJTaHU PeaKInu

AKO TIONy4YHTE HAKAKBH HEKEJIAHH JIEKAPCTBEHH PEaKinu, yBegomere Bamms nekap wmm dapmanest. Toa
BKJIIOYBA M BCHYKH BB3MOXKHHM HEKEIaHW PpEeakiuh, HEONHCaHH B Ta3HW JMCTOBKAa. MojkeTe ChINO Ja
CHOOLIUTE HEXKEJIAHN PEaKIUH JUPEKTHO Ype3 HALMOHAIHATA CUCTEMa 3a ChOOIaBaHe:

Bbbarapus

W3mpnHuTenHA arennus no jekapcreata (MAJI)
yi. ,,Jlamsn I'pyeB” Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaitT: www.bda.bg

Karo choOmaBare HekenaHH peakIUK, MOXeTe Ja JaJeTe CBOsI MPHUHOC 32 TOJyYaBaHe Ha IOBeYe
nH(pOpMaITHs OTHOCHO O€30I1TacHOCTTa Ha TOBA JIGKapCTBO.

5.

Kak na cexpansiBate Ilpectapuym Ko crapr

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIa.

He w3momsBaiiTe ToOBa JEKapcTBO Ciel CpOKa Ha TOAHOCT, OTOENs3aH BBPXY KapTOHEHaTa KyTHUS U
Oytmnkara. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCJEIHUS IEH OT IIOCOYSHUS Mecell.

Toga JICKApCTBO HC M3UCKBA CIICIIMAJIHU YCJIOBUA Ha CbXPAHCHUC.
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Cnen otBapsine Ilpectapuym Ko crapT TpsiOBa na ce w3mon3Ba B paMkuTe Ha 10 qHHM 3a OMAaKOBKHTE 3a
tabnerkn mo 10 tabmetku, 30 AHM 3a omakoBkuTe 3a TabnaeTku mo 28 wam 30 Tabmetkm, 50 gHU 3a
omakoBKHTE 3a TabmeTkw 1mo 50 TabneTku W B pamkuTe Ha 90 mHW 3a omakoBKHWTe 3a TaOmetkw mo 100
TaOIIeTKH.

He u3xpbprsiiTe nexkapcTBa B KaHAIU3aUATA UM B KOHTEHepa 3a nomaiau otnaabiu. [lonuTaiite Bamms
(hapmareBT Kak Ja M3XBBPIIATE JIEKAPCTBAaTa, KOUTO BEYE HE M3MOJ3BaTe. Te3d MEPKH Ie CIIOMOTHAT 3a
OTa3BaHe Ha OKOJIHATA Cpejia.

6. C’Ll]’bp?l(al—ll/le Ha OIMMAaKOBKAaTa U A0IIbJIHUTEJIHA I/lHq)OpMal[Hﬂ

Kakpo cbabp:xa Ilpecrapuym Ko crapr:

- AKTHUBHHTE BEILIECTBA Ca NEPUHIONPUIT APTUHUH U AMJIOIUITHH.

Enna tabnetka IIpecrapuym Ko crapt 3,5 mg/2,5 mg cpabpka 2,378 mg nepuHIONpUII, €KBUBAJCHTHU Ha
3,5 mg nepuHAONPIII apTUHUH, U 3,4675 mg aMJIOAUIIHOB O€3UIaT, CKBUBAJIGHTHU HA 2,5 Mg aMJIOIUITHH.
Enna Tabnetka IIpectapuym Ko crapt 7 mg/5 mg cpawspxa 4,756 mg nepuHIONpHI, €KBHBAJICHTHH Ha 7 Mg
MIePUHAONIPHII apTHHUH, U 6,935 mg aMI0OTUITHHOB Oe3nyaT, CKBUBAJICHTHH Ha 5 Mg aMJIOIUTIHH.

- Jpyrute chCcTaBKH ca: JIaKTO3a MOHOXUJpAT, MarHe3ueB creapat (E470B), MUKpoKprCTaIHA 11eTyI03a
(E460), 6e3BosieH kosouaeH cunuies quokcun (ES51).

Kak H3rJjexxaa HpeCTapuyM Ko CTapT U KAaKBO CbAbpP’Ka OIaKOBKaTa:

IIpectapuym Ko crapt 3,5 mg/2,5 mg tabneTku ca Oesid KpbIiid TaOJICTKH ¢ AMaMEThp S5 mm.
IIpecrapuym Ko crapt 7 mg/5 mg TabmeTku ca Oeiaw KpBITH TaOJETKHA ¢ JUaMEThp 6 mm, Ha IpeaHaTra
CTpaHa Ha KOMTO € rPaBUpaHo 5~ .

Tabnerkute Ilpecrapuym Ko crapr 3,5 mg/2,5 mg u [Ipecrapuym Ko crapt 7 mg/5 mg ce npennarar B
kytuu o 10, 28, 30, 60 (2 onakoBku 3a Tabnetku no 30 Tabnetkun), 84 (3 omakoBku 3a TabneTku no 28), 90
(3 onakoBku 3a Tabnetku no 30 Tadbnetku), 100 (2 onakoBku 3a Tabnetku ot 50 Tabnetkun), 100 wmu 500 (5
OMaKOBKH 3a Ta0yieTku 1o 100 TabyeTkn) TabJIeTKy.

CymmTesT ce HaMrpa B 3aITylIajKaTa Ha OTIAKOBKUTE 3a TaOJICTKH.
He Bcruky BIIOBE ONMAaKOBKU MOTAT Ja ObIAT IMyCHATH B TIPOAaXKOA.

IIpurtexaTtesn Ha pa3pelIeHHETO 32 YIOTpeda U MPOU3BOIUTET

IMpureskaTes Ha pa3pelIeHHETO 32 YNOTpeda:

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex — ®pannus

IIpouszBoagure.:

Servier (Ireland) Industries Ltd (SII)
Gorey Road
Arklow — Co. Wicklow — Upnanaus

nu

Les Laboratoires Servier Industrie
905, route de Saran

45520 Gidy — ®panrus

n

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
44



Ul. Annopol 6B
03-236 Warsaw — ITomia

u
Egis Pharmaceuticals Private Limited Company

Site 3: H-9900, Kérmend
Matyas kiraly u. 65. — Yurapus

To3u JICEKAPCTBEH NPOAYKT € paspelicH B IbPKABUTE YJICHKHA HA ENO moa CJeJHUuTe HMEHAa:

B’bJ’IFapI/Iﬂ HpeCTapI/IyM KO CTapT, Ta6J’IeTKI/I
Kumsp Viacoram, d1okio
Opannus Amplival, comprimé
I'epmanus Viacoram, Tabletten
I'eprus Coveram initio, dioxia
Wpnanust Viacoram, tablet
JlaTBus Viacoram, tabletes
JIutBa Viacoram, tabletés
IMosmma Co-Prestarium Initio
CrnoBakus Prestance Initio, tablety
Ucnanus Viacoram comprimidos

JlaTa Ha MocJIeAHO Mpepasriieskaane Ha JuctoBkarta: 02/2025 r.

IHonpoOua nH(OpMaIus 3a TO3M JIEKAPCTBEH MPOIYKT € IpefocTaBeHa Ha yeOcaiita Ha MAJl: www.bda.bg
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