KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA,
JAHHMU BbPXY OITAKOBKATA U JIMCTOBKA



KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JTEKAPCTBEHUS ITPOAYKT

Ipectumon 10 mg/5 mg punmupanu TabaeTKH

Prestilol 10 mg/5 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna ¢uamupana tabnaerka chabpika 10 mg 6uconpoioios pymapat (bisoprolol fumarate) exsusanenren Ha
8,49 mg Gucomnposon (bisoprolol) u 5 mg nepungonpun apruaun (perindopril arginine) ekBuBaieHTeH Ha

3,395 mg nepunmonpun (perindopril).

3a IIBJIHKUS CIIMCHK Ha IMOMOIIMHUTE BEIICCTBA BHUIXXTC TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA
OumimMupana TabaeTka

P030B0-0€x0BH, KPBITIH, ABYCIOMHN (IIMHpPAHU TaONeTKH ¢ AWAMETHP 7 mm, ¢ Paguyc Ha M3IBKHAIOCT
e
12,7 mm, Ha enHaTa CTpaHa Ha KOMTO € TPaBUPaHO ‘== ’, a Ha Jpyrara cTpaHa e rpaBupano ‘10/5’.

4, KJIUMHUYHU JAHHU
4.1 TepaneBTHYHH MOKA3ZAHUS

[Ipectuon e mokas3aH KaTo 3aMECTUTEIHA TEPAIUs 3a JCUCHUE Ha XUIIEPTOHUS /WM CTa0MIIHA KOpOHapHa
OosiecT Ha chpueTo (IpH MALKMEHTH C aHaMHe3a 32 MHOKaplAeH MH()ApKT W/WIM peBacKylapu3alisl) W/uin
cTa0WiIHa XpOHUYHA ChP/CYHA HEJOCTATHYHOCT C HAMAJICHA JIEBOKAMEPHA CHCTOTHA QYHKLUS IPH BB3PaCTHU
NaIMeHTH, KOUTO ca aJeKBaTHO KOHTPOJIHUPAHU C OMCOMPOIION U TIEPUHJIONIPHII, IPUIIATaHH €IHOBPEMEHHO B
€/IHaKBO HUBO Ha JI03MPOBKA.

4.2 J103UpOBKA M HAYUH HA MPHJIOKEHHE

ﬂO3I/I[20BKa

OO6wuuaiiHaTa O3MPOBKA € €{HA Ta0JeTKa BEIHBXK JHEBHO.

[Nanmenture TpsOBa Jla ca CTaOMJIM3UPAHKU ¢ OMCOIPOJION U NMEPUHIIONPHII TP €JJHAKBO HUBO Ha J[03aTa B
MPOIbIDKEHHEe Ha MUHUMYM 4 cemmuii. DUKCHpaHaTa 1030Ba KOMOWHAITUS HE € MOIXOAIIa 32 HAYaIHO
JIeYeHNE.

HpI/I HeO6XO,I[I/IMOCT OT IPOMSHA Ha JO3UPOBKATa, TpH6Ba Aa C€ UBBBPIIU TUTPHUPAHE HA JO3UTE HA OTACITHUTE
KOMITOHCHTH.

CHCI_II/IaJ'IHI/I nonyJjaainun

bvopeuno yspescoane (8oic. mouku 4.4 u 5.2)
IIpu manmeHTH ¢ HapyieHa Ob0peyHa (GYHKIHUS, IpenopbuInTeHaTa o3a Ha Ipectunon 10 mg/5 mg tpsosa
Jia ce 0a3npa Ha KPeaTHHHHOBHSI KJIMPBHC, KAKTO HAKPATKO € OMKCAaHO B Tabuuia 1 mo-nomy:

Tabmuia 1: kopekius Ha 03aTa py yBpeaeHa 0p0peuHa QyHKIus

Kpeatunnnos kiupbHe (mL/min) IIpenopbunTeIHA JHEBHA 1032
Clcr > 60 Enna rabmetka [pectmon 10 mg/5 mg




Clcr <60 He e moaxopsiio. [IpenopbuBa ce HHAUBUYATHOTO

TUTPUpPAHE Ha J03aTa C THTPHPAHE HA OTJICIHUTE
KOMITOHCHTH.

Yeproopobro yepedcoane (8oc. mouxu 4.4 u 5.2)
ITpu manueHTH ¢ Y4epHOAPOOHH YBPEIKIAHHUS HE CE Hajlara KOPEKIns Ha 703aTa.

Tayuenmu ¢ cmapuecka 6v3pacm
IIpectunon TpsiOBa 1a ce mpujara B 3aBUCUMOCT OT OBOpedHaTa (hyHKITH.

Heouampuuna nonynayus
BezonacHoctra u edekruBHocTTa Ha [IpecTunon mpu mena W moapacTBallyd HE ca ycTaHOBeHHM. JlumcBaT
nJanHy. [To Ta3u nmpuyrHa He ce MpenopbyuBa U3I0JI3BaHE MIPHU Jella U MOAPACTBAILIH.

HauuH Ha npuioxeHue

TabneTkara [Ipectunon TpsOBa Aa ce mpruemMa KaTo eTHOKpaTHA 1032, BEAHBK JHEBHO CYTPHH IPEIH XpaHeHE.

4.3

IIpornBonokaszanus

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MM KbM HSKOE OT IIOMOIIHUTE BELIECTBA, N30POCHH B
TouKa 6.1 WM KbM JPYT HHXUOUTOP HA aHTUOTEH3UH-KOHBepTUpamus eH3uM (ACE naxudurop)

OcTpa cbpje4YHa HEJOCTaTHYHOCT HMJIM TakaBa 10 BpeMe Ha €MU30] Ha JICKOMIICHCHpaja ChpledHa
HEJIOCTATHYHOCT, M3UCKBAIIIA 1.V HHOTPOIIHA Teparnus

Kapauorenen mok

AV 010K OT BTOpa WM TPeTa CTereH (0e3 KapAMOCTHMYIIATOP)

CuHzapoM Ha GOJHHUS CHHYCOB Bb3€l

CuHoatpuaeH 010k

CumnromatnuHa OpaguKapans

CumMnToMaTuyHa XUIIOTOHHS

Texxka OpoHXMATHA aCTMA UJIM TEXKKa XPOHUYHA OOCTPYKTHBHA OeioapoOHa OoJiecT

Texku Gpopmu Ha nepudepHO apTepruaiHa OKITy3UBHA 00JIeCT WU TeXKH HOpMHU Ha cHHApoMa Ha PeitHo
(Raynaud)

HenexyBana ¢eoxpomonnroma (Bx. Touka 4.4)

MeTtabonuTHa anumo3a

AHaMHe3a 3a aHTHoeIeM, CBbp3aHa ¢ npeauinHo jedeHue upe3 ACE nnxuburtopu (Bx. Touka 4.4)
Hacnencteen nin uanonaTHYeH aHTHOEAEM

Bropu u Tpetn TpuMmecTbp Ha OpeMEHHOCTTa (BXK. TOUkH 4.4 1 4.6)

EnnoBpemennara ynorpeba Ha [IpecTHion ¢ alMCKUpeH-ChABPKAIIN MPOAYKTH TPH TMAIMEHTH ChC
3axapeH auaber wim ObOpeyHO yBpekaane (ckopoct Ha riomepyiHa ¢uirpanus (GFR <60
ml/min/1,73m?) (Bx. Touku 4.4,4.5u 5.1)

EnmnoBpeMenHara yroTpeba mpu JledeHHE ChC caKyOmTprul/Bancaprtad, [Ipectunon He TpsOBa ma ce
3aroyBa Npead Aa ca U3MHHAIM 36 Yaca OT mpHeMa Ha MocjiefHara J03a CaKyOWTpuJi/BajicapTaH (BXK.
ToukH 4.4 u 4.5),

ExcTpakoprnopaiHu JeueHHs, BOACIIM JO KOHTAKT Ha KPBBTA C OTPUIATEIIHO 3ape/ICHH TTOBBPXHOCTH (BIK.
Touka 4.5);

3HaunMa ABYCTpaHHa CTEHO3a Ha OBOpeyHHWTE apTepuu WM CTeHO3a Ha ObOpeuHaTa aprepus Ha
eIMHCTBEH (YHKIMOHUpAI ObOpeK (BXK. Touka 4.4).

4.4  CpoeuuajiHu npeaynpe:kaeHus M NpeanasHu MePKH NPH ynorpeda

Bcuuku npeoynpescoenus u npeonaznu MepKu npu ynompeoa 6v6 6pv3Ka ¢ HAKOA OM AKMUGHUME
cvcmaeku eaxcam u 3a Ilpecmunon.

XUOOTOHUS:



ACE nHXu0HuTOpHTE MOTAT J1a MPUYHHSAT NOHWKaBaHe Ha KpHBHOTO Haisrane. [Ipy nanueHTs ¢ HeYyClIoKHeHa
XUIEPTOHUS PSJIKO ce HaOJIoJaBa CUMIITOMATUYHA XHUITOTOHHSI, KOSITO € IMO-BEpPOSTHO Ja BBH3HUKHE TMpPH
XHITOBOJIEMUYHH TTAI[HEHTH, HAIIP. BCJICACTBHE HA TUYPETUYHO JICUCHHUE, IFeTa C OrPaHUYCH IIPUEM Ha COJ,
JMan3a, TMapys WM TOBPBIIaHe, WM IPH TaKUBA C TeKKA PEHHH-3aBUCHMAa XUIEPTOHHS (BXK. TOUKH 4.5 1
4.8). Ilpu manyeHTH CbC CUMIITOMATHYHA Chp/ICYHa HENOCTATHYHOCT C WK Oe3 mpuapyxkapaia Ob0pedHa
HEJO0CTAThYHOCT € Omjia HaOMoAaBaHa CUMITOMATHYHA XUMIOTOHUS. ToBa € Hail-BeposTHO Ja ce HabroaaBa
IpY NAIMEHTH C MO-U3pa3eHu CTENEHH Ha ChpAeYHAaTa HEIOCTAThYHOCT, KOETO peduieKTUpa B U3MOI3BAHETO
Ha BUCOKH JJO3U OPHMKOBH JHYPETHIIH, XUITOHATPUEMHSI WIIM HapylIeHa 0b0peuna Gpynkuus. [Ipu nanuent,
W3JI0)KEHU Ha TIOBHUILIEH PUCK OT CUMIITOMAaTHYHA XWUIOTOHUS, TpsiOBa Ja ce W3BBPIIBA CTPOT KOHTPOI MO
BpEeME Ha HAYaJIOTO Ha TepamusATa M KOpUrupaHeTo Ha jpo3ute. IlomoOHM choOpakeHHMs ca B CHIa U 3a
NaIlMEeHTHTE C HWCXEMHYHO CBPJCYHO MM MO3BYHOCHIOBO 3a00NsBaHE, TPH KOUTO IMPEKOMEPHOTO
HOHIKaBaHEe Ha KPPBHOTO HAJITaHEe MOXKE JIa MPUYNHNA MUOKapeH HH(MAPKT WIN MO3BbYHOCHI0B HHINICHT.
[Ipn BB3HMKBaHE Ha XUIOTOHHMS MAIMEHTHT TPsIOBA J]a Ce TIOCTAaBH B JIETHAJIO IMOJIOXKEHHE IO TPHO M aKo ¢
HE00X0IMMO, /12 ITOJYyYH MHTpaBeHO3Ha HH]Y3Hs ¢ pa3TBOp Ha HaTtpueB xnopua 9 mg/ml (0,9%). [Ipexoanust
XUIIOTOHUYEH OTrOBOP HE € MPOTHBOMOKAa3aHHWE 3a MO-HATATBIIHM 03, KOUTO OOMKHOBEHO MOTaTr Ja ce
npuiarat 6e3 3aTpyIHEeHHs, clie]l KaTo KPbBHOTO HAJISITaHe ce MOBULIM CJIE]] yBeluaBaHe Ha o0ema.

[Tpy HAKOM MAIMEHTH ChC 3aCTOMHA CHhpAEYHA HEAOCTATHYHOCT, KOUTO UMAT HOPMAJHO WJIM HUCKO KPBBHO
HaJsITraHe, BCJICJCTBUE HA YNOTpedaTa Ha MEPHUHIONPUI MOXKE JIa C€ MOSBH JOIBIHUTEIHO OHIKAaBaHE Ha
CUCTEMHOTO KpBhBHO Haisrane. ToBa ¢ oyakBaH e(pEeKT M OOMKHOBEHO HE TIpeJICTAaBIsIBA OCHOBaHHE 3a
HpeKpaTsBaHe Ha JICYEHHETO. AKO XUIIOTOHHATA NpepacHe B CHMITOMATHYHA TaKaBa, MOXKE Jla C€ HAJIOKH
HaMaJIsIBaHE Ha JI03aTa WJIM MOCTENEHHO MPEeKpaTsBaHe Ha JICYCHUETO, KaTO Ce M3IOJI3BAT UHMBUIYaTHUTE
KOMITOHEHTH.

CBPBXUYBCTBUTEIHOCT/AHTHOCIEM::

Psinko ce cphoOmaBa 3a aHTHOEAEM Ha JIMLETO, KpaWHHUIIUTE, YCTHUTE, JUTaBUIIUTE, €3WKa, TJIOTHCA H/WUIN
JapuHKca MpU NanueHTH, 1ekyBanu ¢ ACE nHxuOutopu, BKIFOUUTEITHO TepHHAONPUI (BXK. Touka 4.8). ToBa
MOXe€ J]a C€ CIIy4d BBB BCEKH €MH MOMEHT II0 BpeMe Ha Tepanusara. B takusa ciaydau IIpectmiion tpsiOBa
He3abaBHO 1a ce crpe. JledeHnero ¢ OeTa-0okepu TpsOBa qa MpoAbKH. TpsOBa Aa 3am0YHE ITOAXOISIIO
HaOJroeHNe, KOETO Jla MPOAB/DKM IO ITbJIHOTO NpeMHHAaBaHE Ha CHUMITOMHTE. B cilyuanrte, B KOWUTO
MOJYBAaHETO € OTPAaHMYCHO M 3acsira caMo JIMLETO M YCTHUTE, ChCTOSHHETO NMPEMHHABAa OOMKHOBEHO 0e3
JieuyeHHe, BBIIPEKHU Y€ 3a 00JIeKUYaBaHe Ha CUMIITOMUTE € OT 110J13a IPUEMaHETO HAa aHTUXUCTAMHUHH.
AHTHOEIEeM, CBBP3aH C OTOK Ha JIapuHKca, Moxe aa Obne dartanen. Koraro e 3acernat e3mka, rioTuca Win
JapuHKCa, KOETO BEPOSITHO MOKE J1a PHYUHH 3aIlylIBaHe Ha AWXaTEIHUTE TbTHILA, TPIOBa HE3a0aBHO Ja ce
NPUJIOKU CIIEITHO JieueHre. ToBa MOXKe Ja BKIIOYBA MpUJIaraHe Ha aJpeHalvH /WM TOAJbpIKaHEe Ha
JUXaTeJHUTE IIBTUINA Ha NaiueHTa. [lanueHTsT TpsiOBa 1a OCTaHE MOA NPSKO JIEKAPCKO HAOMIOAEHUE 10
I'BJIHO ¥ OKOHYATEJIHO IIPEMHUHABAaHE HAa CUMIITOMUTE.

[TanenTH ¢ aHaMHe3a Ha aHTHOeeM, HecBbp3aH ¢ TepanusiTa ¢ ACE nmHXuOUTOp, MOXE a ca N3JI0KEHU Ha
MOBUIIIEH PUCK OT aHTHOeIeM B mporieca Ha npueMane Ha ACE maxubuTopa (Bxk. Touka 4.3).

Wma peakn chOOLIEHHMS 32 YPEBEH aHTHOHEBPOTHYEH OTOK MpPH HauueHTH, jJexkyBanu ¢ ACE unxuOutopwu.
OrnulakBaHUATa TPU TE3U MAIMEHTH BKIIOYBAT OOJKK B KopeMa (Chc WM 03 raJieHe U MOBpBIIaHe); B HIKOU
CJIydau He € yCTaHOBEH Npe/IlecTBalll aHTHoeIeM Ha JIMIeTo U HuBaTa Ha C-1 ecTepa3zara ca OMIIM HOPMAJTHH.
AHTHOEZEeMBbT € OMJI TUarHOCTUIIMPAH Ype3 MpolenypH, Kouto BkitouBaT CT uimm yiaTpa3ByKoBO M3CIIe/IBaHE
Ha KOpeMa, WM IMPHU XUPYpPrUYHa OmNepalysi, KaTo CHMITOMHUTE ca OT3BYYalld CIIe/ CITUpaHe Ha MpreMa Ha
ACE uaxuburopa. UHTECTHHAIHHUAT aHTHOEACM TPsOBa Aa c€ BKIIOYHM B AUQEpeHIINATHATA AUATrHO3a TIPH
nanueHTy, npueMaiu ACE #HXUOUTOPH, KOUTO MOJTy4YaT OMJIaKBaHUSA OT KOPEMHH OOJIKH.

KoMOuHHpaHeTO Ha NEPUHAOIPHUII ChC CAKyOUTPHII/BaJICapTaH € MPOTHBOIIOKA3aHO MOPaJN YBEIMYEH PUCK
ot anruoejeM (Bxk.Touka 4.3). JleueHne cbc cakyOUTpHI/BAJICApTaH HE TPsAOBA Jla CE 3aroyBa MPeIu Ja ca
M3MUHaIK 36 Yaca OT IpUEMaHETO Ha MOocjeIHaTa 032 OT JICUSHHETO ¢ MEPUHAOTIPHI. AKO JICUSHHETO ChC
CakyOHMTpHJI/BaJNICapTaH € MPEKPaTeHO, JICYEHHUETO C TIEPHHIONPUI He TpsOBa Jia ce 3armoyvBa Mpeau Ja ca
u3MuHaMM 36 4Yaca OT IIPHEMaHETO Ha IMOCJEeAHATa J03a CakyOuTpui/BajacapTaH (Bx.Toukud 4.3 u 4.5).
EnnoBpemennara ymotpeba Ha ACE wmaxumbutopum ¢ NEP maxuOurtopm (mamp. parekamotpmi), mTOR
WHXHOUTOpH (HAmp. CHPOJMMYC, EBEPOJMMYC, TEMCHPOJVMMYC) W TJMITHHH (HAMp. IWHATJIHIITHH,
CaKCArJIUIITHH, CUTATJUITHH, BUJIJATIMITHH) MOXE Ja JOBEJE O MOBHIICH PUCK OT aHTHoeaeM (Harp.
MoyBaHE Ha AMXATCIHUTE ITTHUIA WU €3UKa, ChC WM 0e3 HapylleHo auiane) (Bx. Touka 4.5). Tpsaosa na
ce MOAXO0XJa C TOBHMIICHO BHMMAaHUE KOraTto ce 3amouBa parekafotpuia, mTOR wuaxuOutopm (Hamp.



CHUPOJIMMYC, €BEPOIUMYC, TEMCUPOINMYC) U TTUNTUHHU (HAIp. JUHATIUITHH, CAKCATJIMIITHH, CUTATJIUIITHH,
BUJIJIATJIMIITHH) TIPH MAIMEHT, KoiTo Beue npuema ACE uaxuburop.

YepHoapoOHA HEJIOCTATHYHOCT:

B penku cnydyan unaxudutopute Ha ACE ca cBBp3BaHH ChC CHHAPOM, KOMTO 3alO4YBa KaTO XOJieCTaTHYHA
KBITEHUIIA U Tporpecupa 0 PyIMHUHAHTHA YePHOAPOOHA HEKpOo3a | (B HAKOH CIy4yau) CMBbPT. MEeXaHU3MBT
Ha TO3M CHHIPOM Bce ole ¢ HeusBecTeH. [lamuentn, momyuaBanw ACE WHXUOUTOPH, KOUTO pPa3BHST
JKBJITCHUIIA WK 3a0€JIe)KMMO MTOBHUINIABAHE HA HUBATA HAa YePHOPOOHUTE eH3uMH, TpsiOBa aa npekpatat ACE
MHXHOUTOpPA U Ja OJyYaT MOAXO A0 KOHTPOJIHO HAO0ACHHE OT Jiekap (BXK. Touka 4.8).

Paca:

ACE nHXuOUTOpPHUTE MPUUINHSIBAT ITO-BUCOKA YSCTOTA HA aHTHOEACM IPH YCPHOKOKH MAITUEHTH, OTKOJIKOTO
MIPU HE YEPHOKOXKHU.

I[MomoObHo Ha octanamute ACE WHXUOMTOpH, TEPUHIONPHI MOXe JAa Oble Mo-Maiko e(EeKTHBEH 3a
HaMaJIsIBaHE Ha KPBBHOTO HAJSITAaHE NMPU YEPHOKOXKH, OTKOJIKOTO NMPHU HE UYEPHOKOXKH, BEPOATHO IMOPaIU
npeobragaBaHeToO Ha TIO-HUCKU PEHHMHOBH HUBA CpeJ] YSPHOKOKATa MOMyJIalus OT XUIIEPTOHHILIH.

Kanmmna:
HNma cpoOmiennst 3a mosBsSBaHE Ha Kanumna npu usmonzBane Ha ACE wuaxubutopu. Ilo cBosta

XapaKTepUCTHKA KalUIAIaTa € HeMpOMyKTHBHA, YIOpUTa W TNpEeMHUHAaBa CJel CIHpaHe Ha JIEYCHHUETO.
[Ipuunaenata or ACE umHxuOnuTOopM Kanmumia TpsOBa Ja ce BKIIOYM B Iu(epeHIHaiHaTa Juar€o3a Ha
KallUIULA.

XunepkaJaueMmus:

[ToBumiaBaHusl Ha CEpyMHUS KaJMi ce HaOIromaBaT MpH HSAKOW ManueHTH, jekyBanu ¢ ACE maxuburopw,
BkitountTenHo nepuHaonpwil. ACE MHXuOWUTOpHUTE MOrar la MNpeau3BUKAT XUTEpKAIHEMHs, ThH KaTo
WHXUOMpAT 0CBOOOXKIaBaHEeTO Ha anmocTepoH. OOMKHOBEHO epekTa He € 3HAYMM MpH MAIlUEHTH ¢ HOpMaTHa
0b0peuna Gyukmms. PruckoBuTe hakTOpH 3a pa3BUTHETO HA XHUIICPKATHNEMUS BKITIOUBAT IMMAIIMCHTH ¢ OhOpedTHa
HEJ0CTaThYHOCT, BJIOIIaBaHe Ha ObOpeuHaTa (hyHKIH, HanmpeaHana Be3pacT (> 70 roauHn), 3axapeH nuader,
BMETHATHTE CHOUTHUSA, ITO-CIISIIUAITHO ACXHUIPATAIUS, OCTPa Chp/IeUHa JEKOMITCHCAIIH, METa00INTHA allu03a
¥ eIHOBpEMEHHa ymoTpeba Ha Kaluii-cliecTABAIIM AMYPETHHH (HAmp. CIUPOHOJIAKTOH, EIJICPEHOH,
TpUaMTEPEH WM aMUJIOPUI), KalkueBU AOOABKU MM KaJMK-ChABbPKALIA 3aMECTUTENM HA TOTBapCcKaTa CoJl;
WY TIALUCHTH, IPUEMAIH JPYTH JeKapcTBa, CBbP3aHu C MOBUIABAHHS Ha CEPYMHHUSI KaJuid (Harp. XernapuH,
KO-TPMMOKCA30Jl, HM3BECTEH OIIEe KAaTo TPUMETONpPHM/CyidamMeTokca3oi) M OCOOCHO AHTArOHHCTH Ha
aJI0CTEpPOHA WM aHTHOTEH3WH PETeNTOPHH OoKepH. YnoTpebaTa Ha KaJreBH JO0aBKH, Kallnii-CIIeCTABAIIH
TUYPETHIIN WITH KalTUH-ChIbPIKaIi 3aMEeCTUTENN Ha TOTBapCcKaTa CoJl, 0COOCHO MPH MAIMEHTH C HapyIlIeHa
O0bOpeuHa ¢GyHKIHS, MOTAT Aa JIOBEJAT A0 3HAYMMO TMOBHINABAHE HA CEPYMHUS Kalui. XWIIEpKaIHEeMHUsATa
MOXE Ja TPUYAHU CEePUO3HH, MOHsKora (aTamHu apuTMuu. Kanmii chXpaHSBallUTE IUYPETHIH U
AQHTUOTEH3MH PELENTOPHUTE ONoKepu TpAOBa Aa ce U3MON3BAaT ¢ BHUMaHME Mpu nanueHTH, npuemanm ACE
WHXUOUTOPH, M CEpyMHHUS Kanuil u ObOpeuHata QyHKOMs TpsAOBa Aa ce HaOmoAaBaT. AKO CHbBMECTHOTO
npujaraHe Ha MOCOYCHUTE MO-TOPE CPEACTBA € OWIIO TIPEIIeHEHO 3a YMECTHO, Te TpsiOBa Ja ce M3IMON3BaT
BHHUMATEITHO IPY YECTO MOHUTOPHUPAHE HA CEPYMHUS Kamuil (BXK. Touka 4.5).

KombOunamms ¢ autwuii:
KomOuHHpaHeTo Ha JUTHH ¢ IEPHHIONPUIT IO TIPUHIIMT HE Ce pernopbhuBa (BK. Touka 4.5).

KoMOunanus ¢ kaaui-cbXpaHsBally JeKapcTBa, KaIueBU J00aBKH MM Kaaul-ChIbPIKAIM 3aMECTUTENN Ha
roTBapcKaTa CoJl:

[To npuHIMI He ce mpernopbhYBa KOMOUHMPAHE HA IEPUHJIONIPUIT U KaJIUi ChXPaHSBaIIH JICKAPCTBA, KATUCBU
J00aBKY MM ChIbPIKAIIN KA 3aMECTUTENIN Ha Tpare3Hna co (BK. Touka 4.5).

JBoliHO O6J0KMpaHe HAa CUCTEMAaTa PeHHUH-aHTHOTeH3UH-amnocTepon (RAAS):

Mma mokasarencta, e eqHoBpeMeHHaTa ymorpeba Ha ACE maxubOuropm ¢ anrnoteHsuH Il pernentopHH
ONOKepH WM aJHCKUPEH YBEJMYaBa PHCKAa OT XWMIIEPKATHMEMHs W BIIONIaBaHe Ha OBOpedHaTa QYHKITHS
(BKITIOUHMTETHO OCTpa OBLOPEYHA HEJIOCTATHYHOCT). 3aTOBA HE CE MPernophYBa JBoiiHa O10kana Ha RAAS upe3
komOuHanus ot ACE naxuburopu ¢ anrnotensuH Il penentopHu OJ10KepH WM aTUCKUPEH (BXK. TOUKH 4.5 U
5.1).




AKO ce TpelieHH, ye JISYEHHETOo ¢ IBoWHA OJI0Kaa € aOCOMOTHO 3abKUTEIIHO, TO TPsOBa J1a ce N3BBPIIBA
caMo 1o/ HaOJIIOJICHHE Ha CIICNMANIMCT U J1a BKIIOYBA PEIOBHO BHUMATEIHO MpocieasBaHe Ha ObOpevHaTa
(yHKIHS, eTEKTPOIUTUTE U KPHBHOTO HAJISITAHE.

IIpn manuwenTn ¢ muabeTHa Hedpormatus He TPsAOBa ma ce M3moi3Bar eaHoBpeMeHHO ACE maXuOuTOpHM M
anruoteHsuH Il penentopHu OJIOKEepH.

KomOuHanys ¢ kajalueBd aHTaroHWCTH, aHTUAPUTMHUYHU CPEACTBa OT | Kiac ¥ LEHTpasHO AeHCTBaIIUTe
AHTHXHIICPTEH3UBHU CPEICTRA:

[To npuHIMN He ce MpenopbuBa KOMOMHAIMSTA HA OUCOIPOJION C KAIIUEBH aHTATOHUCTH OT BEPAlaMUIIOB
WIA JWITHA3eMOB THII, C aHTHAPUTMUYHH CpelcTBa OT [ KiIac W ¢ [EHTPalHO JeHCTBAIIUTE
AHTUXUTIEPTEH3WBHU CpeaCTBa (BXK. Touka 4.5)

CrpaHe Ha JICUYCHHETO:

Psi3koTo cimpaHe Ha neyeHneTo ¢ Oeta-0Jiokepy TpsOBa a ce u30srea, 0COOSHO IIPU MAIIMEHTH C HCXEMUYHA
0ojecT Ha CBHPIETO, ThH KaTO MOXKE Ja JIOBEAC JO IMPEXOJHO BIOIIABAHE Ha CHPJCUYHOTO 3a00IIsIBaHE.
I[O3I/IpOBKaTa Tp516Ba Ja CC HaMaJIsiBa MOCTCICHHO, KATO CC€ HU3MO0J3BAT MHAUWBHUAYAJIHUTC KOMIIOHCHTH, B
uaea’Husl clydaid B paMKHTE Ha JIBE CEMHIM, KaTO €JHOBPEMEHHO C TOBa C€ 3all0YHE W 3aMECTUTEIHA
Teparmus, ako TOBa € HEOOXOIUMO.

Bpanukapaus:
AKO TIO BpeMe Ha JIe4eHHE ChpAeYHATa YecTOoTa B TOKOH ce 3abaBu mo mox 50-55 ymapa B MUHYTa WIH

NAlMEHTHT MOJYyYHM CHMIITOMH, CBBP3aHU C OpaaMkapius, TpsAOBa a ce MPUCTHIN KbM IOHHKaBaIO
TUTpUpaHE Ha 1o3ara Ha [IpecTuiion ¢ u3noia3BaHe Ha MHIAMBHIYAJTHUTE KOMIOHEHTH MPU MOAXOAALIA 1032
Ha Ouconposno.

AV-0J10K OT I'bpBA CTEIEH
Karo ce uma npe i1 HeraTUBHUS UM IPOMOTPOIIEH €PEKT, IPEAINUCBAHETO Ha OeTa-0JIOKEPUTE HA ALIMEHTH
¢ AV-0J10K OT IIbpBa CTEIEH TPIOBa Ja CTaBa ¢ MOBHMIIIECHO BHUMAHHE.

AopTHa CTeHO03a M CTEHO3a Ha MUTpaJaHaTa Kiana / xuneprpodruyHa KapAHOMHOIATHS:

Kakto u ocrananute ACE nHXuOMTOpH, IEPUHIONIPHI TPSAOBA Ja ce Ha3HAaYaBa C MOBUIIEHO BHUMaHHE Ha
MAIUEHTH ChC CTEHO3a Ha MUTpAJHATa Kiiana U OOCTPYKIUS Ha U3XOJAIIUS TIOTOK OT JsBaTa KaMmepa, KaTo
aopTHA CTEHO3a UIH XUIEPTPO(PHUIHA KAaPAUOMHOIIATHSL.

Amnruna Ha Prinzmetal:

Hab6:mrogaBanu ca ciiy4an Ha KOPOHapeH Ba3ocnasbM. Belpeku Bucokara cu 6eta-1 ceeKTUBHOCT, MOsBaTa
Ha QaHTWHO3HU MPUCTHIM HE MOYXKeE Jia ObJIe HAITBJIHO M3K/IIOYEHA B CITy4Yau, B KOMUTO OMCOIPOIION Ce TpreMa
OT TIAIIMEHTH ¢ aHrvHAa Ha Prinzmetal.

bb0OpeuHo yBpekaaHe:

B cnyyam Ha Hapymena ObOpeuHa QyHKIMs AHeBHata no3a Ha [Ipectunmon TpsaOBa Aa ce KOpUTHpa B
3aBHCHMOCT OT KpEaTMHHHOBHUS KIMPBHC (BX. Touka 4.2). Ilpu Te3n mamueHTH 9acT OoT oOM4YaiiHaTa
MEIHUIMHCKA MTPAKTHKA € PYTHHHOTO IIPOCIIesIBaHe Ha Kalus U KpeaTuHUHA (BXK. Touka 4.8).

[Ipu manueHTy CbC CUMNTOMATHYHA CHPACYHA HEAOCTATHYHOCT PA3BUTHETO HA XUIIOTOHMS CIIEN 3all0UBaHe
Ha Tepanus ¢ ACE nHxuOuTopr MoXe J1a 10BeJe 10 JOIBIHUTEIHO yBpexXaaHe Ha ObOpeunara Gpynkuus. B
Ta3u CUTYaLMs UMa ChbOOLICHNUS 32 Bh3HUKBAHE Ha ocTpa 0bOpeYHa HeIOCTaTHYHOCT, OOMKHOBEHO oOpaTuma.
[Ipu HiIKOM MALMEHTH C ABYCTpaHHA CTEHO3a Ha OBOpeuHaTa apTepus WM CTEHO3a Ha apTepHsTa MpU €IUH
¢yakunonupany 660pek, nexyBanu ¢ ACE uHxuOuTopu, ce HaOlogaBa yBeqUUeHHEe Ha KpbBHATA ypes U
CEpyMHUS KpEaTUHHUH, KOETO 0OMKHOBEHO € 00paTHMO TIPH CIIMPaHe Ha JieueHneTo. ToBa € 0cOOEHO BEPOsSTHO
IpY MaIeHTH ¢ ObOpevHa HeJI0CTAThYHOCT. AKO € HAJIMIIEe M PEHOBACKyJIapHaTa XUIIEPTOHUS, ChIIECTBYBA
MIOBHIIICH PHCK OT TE€XKa XUIIOTOHUS M OBOpeuHa HeocTarbuHoCT. [Ipy Te3u maIueHTH Je4eHrueTo TpsioBa aa
3all04He MPHU CTPOT MEIUIMHCKU KOHTPOJI C HUCKHM JO3U M TAXHOTO BHUMATEIHO THTpupaHe. Thil kato
JICUCHUETO C JUYPETULH MOXKE 1a IIPEJCTABIsIBA AONPHUHACSIL (PAaKTOP 3a FOPENOCOUYCHOTO, IPHUJIATraHeTO Ha
JUypeTULMTE TpsiOBa 1a ce MPEeKpaTH U B TEUCHKE Ha ITbPBUTE CEMULIM HA TEPaIusiTa ¢ JIEKapCTBOTO TPsOBa
Ja ce npocieay ObOpeunaTa QyHKUIHUS.

Hsikon XumepToHWYHM TanMeHTH 0e3 BUAMMO NPEAWIIHO ChIIECTBYBAIIO OBOPEUYHOCHAOBO 3a00IIsIBaHE
pa3BUBAT NOBUIICHNE Ha KPbBHATA Ypesl K CEpYMHHUsI KPEaTHHHH — OOMKHOBEHO €J1a00 U MPEXOTHO — OCOOCHO




MpU €IHOBPEMEHHO TpWJIaraHe Ha TMEPUHAONPII U TUYyPEeTUK. 1T0Ba € IMO-BEpOSTHO Ja BB3HUKHE IIpU
MaIMEHTH C Beue ChIIeCTBYBaIIO Oh0pedHo yBpexnaHe. Moxe Jla ce HAJIOKU HaMalsgBaHEe Ha J103aTa W/Win
MIpeKpaTsABaHe Ha JUYPETUKA W/WIH TEPUHIOTPHIL.

PeHoBackylapHa XUNEPTOHHUS:

[Ipn manueHTH ¢ OByCTpaHHa CTeHO3a Ha OBOpedHaTa apTepus WM CTEHO3a Ha apTepusiTa NpH €IUH
(dhynkimonupan; O0u0pek, JiekyBaHu ¢ ACE uHXMOWTOpH, CHINECTBYBAa MOBHIICH PUCK OT XUIOTOHHS U
O0BOpeyHa HeJAOCTATHYHOCT (BK. Touka 4.3). JIeueHneTo ¢ AMypeTUI MOXKE Jla CTaHe JOTpUHACSI (hakTop.
3arybara Ha ObOpevHa QyHKIHS MOXKE ]a HACTBIN [TPH MUHUMAJTHA M3MEHEHHS B CEpYMHUS KPEaTHHUH JIOPH
IpY TAIMEHTH C €JHOCTPaHHa CTeHO3a Ha ObOpeyHaTa aprepusl.

BbrOpeuna TpaHCIDIaHTALUS:
JluncBa ONMUT OTHOCHO NpPHJIATaHETO Ha TEPUHIONPHWI APTUHUH MPH IMAUEHTH C HACKOPO H3BBPIICHA
OBOpeyHa TpaHCIIAaHTALIUS.

ITanmeHnTH Ha XemoManusa:

[lpu manmenTH, AuanM3upaHd ¢ MeMOpaHu ¢ BUcOoka ckopocT Ha mortoka (high flux) u emHOBpeMeHHO
nexyBanu ¢ ACE maxubuTop, ce cpobmaBa 3a Bh3HWKBaHEe Ha aHaduiIakTOMgHM peakiuu. [Ipm TakuBa
HalyMeHTH TpsAOBa nJa ce pasmiefa U3NOI3BAaHETO Ha pas3iuueH BUJ JMaldu3Ha MeMOpaHa WiIH
AHTHXMIIEPTEH3UBEH areHT OT Pa3JIMyueH Kiac.

AHaQUIaKTONIHYU PEaKIMU 110 BpeMe Ha adepesa Ha JIUIMONPOTEeHHUTE ¢ HUCKa mabTHOCT (LDL):

Psaxo maumenTn, nomydaBamu ACE maxubutopu no Bpeme Ha LDL-adepesa ¢ mexctpaHoB cyidart, ca
MOJTyYaBajy >KHBOTO3aCcTpallaBally aHa(QWITAKTOUTHA peakny. Te3u peakluy ce n30iArBaT 4pe3 BPEMEHHO
npekparsaBane Ha Tepamusata ¢ ACE uHxuOuTop npeau Beska adepesa.

AHaQUIAKTHYHY PEaKIIUK 10 BPeMe Ha JICCCHCUTH3AIINS:

[MarwmenTn, npuemanm ACE wHXUOWTOpH MO BpeMe Ha JCCEHCHTU3UPAIIO JIeYeHHe (Hamp. ¢ OTpoBa OT
XUMEHOIITEpa), ca MOoTy4aBaiy aHAQUIAKTOUIHU peakiyu. [Ipy chIUTE MAIMEHTH MTOCOUYEHUTE PEaKIuU ca
Ouny u30erHaTH Ype3 BPEMEHHO mpekpatsaBane Ha npreMa Ha ACE MHXHOUTOpHTE, HO T€ Ca e MOSBSIBAIN
OTHOBO MPH HEBHUMAHKE MIPU MOBTOPHOTO HATOBApBaHE.

ITonoOHa Ha apyrute OeTa-ONoKepH, OMCONMPONIONBT MOXKE Ja MOBUIIM YYBCTBUTEIHOCTTa KbM QJIEPreHU H
TEXKECTTA HA aHa(i)I/IJ'IaKTI/I‘IHI/ITe pCaKkuuu. JleduenneTo ¢ CHI/IHe(pr/IH HC BUHAruv aBa O4aKBaHHs TCPAIICBTUYCH
edexr.

HeyTponeHus/arpanyiaolunTo3a/TpoMOOIINTONCHU S/ aHEMHASL:

IIpn manuentn, npuemanm ACE wHXuOutopw, ca HaOJIIOAaBaHW HEYTPOIEHHs/arpaHyionoTo3a,
TpoMOoIMuTONIeHUsT ¥ aneMus. [Ipu nanuweHTH ¢ HOpManHa ObOpedHa YHKIUS U 0e3 APYTH YCIOKHSIBAIIU
(haktopu psimko ce HabOmomaBa HeyTporeHus. HeoOXoauMo € W3KIIOYUTENTHO TONSIMO BHHMAHUE IPHU
MpuiaraHe Ha NEPUHAONPUII IPU MAI[UCHTH C KOJIATCHHH ChJ0BU 3a00JIs1BaHNSI, IMYHOCYIIPECHBHA TEPAIIHS,
JICUCHHUE C aJIONMyPUHOJ WM MPOKAMHAMU/] WIM KOMOUHAIIHS OT MOJ00HHU YCIIOKHSBAIIM (aKTOPH, 0COOCHO
aKO € HAJIMIIC ¥ CHINECTBYBAIIO OT MPEeTH HapyIieHne Ha Oh0peunara pynkmus. [Ipu Te3n manuenTn moHsIKora
ce pa3BHUBaT CEpUO3HU WHQEKIMH, KOUTO B HIKOW CIydYaW HE CE MOBJHMSIBAT OT WHTCH3WBHA aHTHOMOTHIHA
Tepamusa. AKO Ha TakWBa MANMCHTH C€ Ha3HAYW NEPHHIONPHII, C€ MPErnophuBa PEIOBHO MpOCieasBaHe Ha
JeBKOTpaMaTa W TAIlMeHTUTe TPsAOBa Ja ObIAT MpeaynpeleHH a choOmaBaT 3a BCSKAKBH INPU3HAIM Ha
uH(peKnus (HapuMep Bbh3NAICHO I'bPIIO, TEMIIEPATypa).

Bponxocnaszsm (OpoHXHaANHA acTMa, OOCTPYKTHBHH 0EJI0APOOHHU O0JIECTH):

IIpn OpoHxmanHa acTMa WM JIPyT'M XPOHHYHH OOCTPYKTMBHH OenoApoOHU OojecTd, KOUTO MOXe 1a
NPEeU3BUKBAT CUMIITOMH, TPSIOBa €IHOBPEMEHHO Jia ce€ Mpujara OpOHXOAMJIATUPHUINO JicueHue. B Hskon
Cllydad MOXE€ Ja HAacThIM IOBHIIABAHE HA CBHIPOTHBICHHETO Ha OMXATEJHWTE IbTHILNA, Koraro Oera-
OnokepuTe ce mpujaraT Ha MalMEHTH C acTMa, MOPagd KOETO € Bb3MOXKHO Jja C€ HAJIOXKH ITOBHIIABAHE HA
Jo3aTta Ha 6eTa2-cTUMYJIaHTHTE.

ITarwenTu ¢ quaber:




CpBeTBa ce J1a ce AelicTBa BHUMATEIHO MPHU U3MOI3BaHEeTO Ha [IpecTuiion npu manmeHTH chC 3aXapeH AuabeT
¢ rojemu (hIyKTyaluuy Ha CTOHHOCTHTE Ha KphBHATa 3axap. bera-0iokepuTe Morar ja MacKHpaT CHMITOMHTE
Ha XUIMOTINKEMUSI.

CTpHKTHO I'J1a/lyBaHe:
CbBeTBa ce J1a ce MOAX0KJa BHUMATEIHO IIPU MallUEeHTH, KOUTO CIa3BaT CTPUKTHO IJIayBaHe.

Oxiy3uBHA epudepHO apTepHraIHa 00JIECT:
Mooke 1a HaCThITH 3aABJI009aBaHe Ha CHMITTOMHTE ITPH MpHUJIarane Ha 6eTa-0J0KkepH, 0COOEHO IPH 3aII0YBaHE
HA JICYCHUETO.

AHecresus:

[Ipu manueHTH, Ha KOUTO MPEACTON 00INa aHecTe3us1, OeTa-0NMoKepUTe HaMalsIBaT YeCTOTaTa Ha apUTMHUH U
MHUOKapJHa HCXEMHs B MEpPHOJa HA MHAYKIUS W WHTYyOHpaHe W B moctomepaTuBHUs mepuon. Cera ce
penopbyBa MOAAbPIKAHETO Ha OeTa-0JI0KaaTa Aa MPOIb/KH TIEPUOTICPATHBHO. AHECTE3HONIOTBT TPIOBA 1a
3Hae 3a Oera-0Ji0KaiaTa MopaIy MOTSHIMAN 332 B3aUMOJICHCTBUS C APYTH JIEKAPCTBA, KOUTO MOTAT Ja J0BEIaT
JIo OpajiMapuTMUH, OTCIIa0BaHe Ha pediiekcHaTa TAXUKAPIUS U HaMaJIIBaHe Ha Pe(ICKCHUTE CITIOCOOHOCTH J1a
ce KOMIIeHCHpa KpbBo3aryba. Ako ce mpueme, ue CIIMPaHeTO Ha JISYEHHETO ¢ OeTa-0JoKep Mpen orepausTa
€ HeoOX0MMO, TO TpsiOBa Jla CTaHe MOCTENICHHO U JIa 3aBBPIIH OKOJIO 48 yaca MmpeIu aHeCTe3UsATA.

[pu nanueHTUTE, MOJIOKESHN HA TEXKKA XUPYPTHYHA OMEPAIUs WA aHECTE3Hs C BEIIECTBA, MPHYUHIBALIH
XUMOTOHHS, TEPUHIONPUIBT MOXE Ja Onokupa oOpasyBaHeTo Ha aHrHOTeH3uH Il B pesyirat Ha
KOMITEHCATOPHO 0CBOOOKIaBaHe HA peHuH. JledueHueTo TpsaOBa Jla ce MPEKPATH S/IMH JICH MTPE/IH OMepaIUsTa.
AKO BB3HUKHE XHUIIOTOHHS, 3@ KOSITO CE CMSITA, Y€ € TIOPOJICHA OT TO3M MEXaHU3bM, MOXKeE J1a Ob/Ic KOpUTHpaHA
ype3 yBennyaBaHe Ha obemMa.

Ilcopuasuc:
IIpu manmmeHTH ¢ TICOpHA3KC WK ¢ aHaAMHe3a 3a IIcopraznc OeTa-0J0Kepr MOXKE JIa CE M3MOJI3BAT CaMO CJIe]T

BHHMATEITHO OalaHCHpaHe Ha MOJI3UTE CIIPSIMO PHCKOBETE.

deoxpomonroma:
[Ipu ycranoBeHa wim mopo3upaHa (EOXpoMOLUTOMa, OMCOMPOJION TpAOBa BHMHATUM Ja c€ NpUiara B
KOMOHMHAanus ¢ anda-penenTopeH OJIoKep.

TupeoTokCcHKO3a:
IIpu nedeHne ¢ GUCOIPOIION € BE3MOXKHO CUMITTOMHUTE Ha THPEOTOKCHKO3a JIa C€ 3aMacKupar.

H’BpBI/I‘IeH AIAOCTEPOHU3BM!

HauHeHTI/I C IBbPBUYUCH XUINICPATIJOCTCPOHNU3BM KATO LAJIO HE CE€ BJIMAAT OT JICUHCHUC C aHTUXUIICPTCH3UBHHU
JICKapCTBa, HeﬁCTBaHlH qpe3 I/IHXI/I6I/IpaHe Ha CuCTeMaTa pCHUH-aHTUOTCH3UH. Hopaﬂn TOBa yHOTpe6aTa Ha
TOBA JICKAPCTBO HE CC€ NPCIIOPHYUBA.

BpemeHHOCT:
OcBeH B ciaydauTe, KoraTto mpoabpkaBane Ha yiedeHueTo ¢ ACE maxmbOutopm ce cMmsaTa 3a HE3aMEHUMO,

HalMEeHTUTE, KOUTO IUIAHMpAT OpEeMEHHOCT, TPsiOBa Ja IpPEeMHUHAT Ha aJITEPHATHMBHO AHTUXUIIEPTEH3UBHO
JeuyeHne C Joka3aH mnpodun Ha O€30MacHOCT 3a MpuilaraHe Mo BpeMme Ha OpemenHoctra. Ilpu
JuarHoctTuuupane Ha OpemenHocT sedennero ¢ ACE unxubutopu TpsaOBa He3a0aBHO 1a ObAe CHPSHO U AKO
€ MOAXOAIIO, TPsIOBa J1a 3aI04He ajJTepHAaTUBHA Tepanus (BX. Toukd 4.3 u 4.6).

CopaedHa HeTOCTaTEYHOCT:

TepaHeBTI/I‘IeH OITHT C 6I/ICOHpOHOH IIpu JICHCHUCTO HAa ChpJACYHAa HEAOCTATHYHOCT JIMIICBA ITPU MAUEHTU CHC
cienHUTe 3a00JIABaHUS U ChCTOSHUA:

*  HHCYJIMHO3aBUCHUM 3axapeH auadeT (oT T ),

*  TEXKO yBpeneHa ObOpedHa (pyHKIHS,

*  TEXKO yBpeleHa YepHOAPOOHA (BYHKIIHS,

*  PECTPHKTHBHA KapJAHMOMHOIIATHS,

*  BPOJICHO ChPJCYHO 3a00JsBaHE,

*  XEeMOJWHAMUYHO 3HAYMMO OPTaHMYHO KJIAITHO 3a00JIsIBaHe,




*  HMHubapkr Ha MHOKapa mpe3 mocieTHuTe 3 Mecena.

ITomonTHM BemecTna.

Huso Ha HaTpuii

Ipectunon chabpska mo-maako ot 1 mmol matpwuii (23 mg) 3a exna tabieTka, KOETO 1O ChIIECTBO O3HAYABA,
4ye He ChAbPKa HATPHUi.

4.5 BzauMmopeiicTBHe ¢ IAPYIH JeKAPCTBEHH MPOAYKTH U APYTrH (JOPMH Ha B3auMojelicTBHe

He ca nabmiomaBanyu B3aUMOJEHCTBHSI MEXKAY OMCOIPOJION W MEPHHAOIPHI B YCIOBHATA Ha M3MUTBAHE 3a
B3aMMOJEHCTBYA, TPOBEJCHO BHPXY 37paBu mooposoiiu. IlpencraBena e camo nHpOpMAaIIis 3a H3BECTHUTE
B3aMMOJICHCTBYS Ha WHMBHIyaIHUTEe aKTUBHU BEIIECTBA C PYTU MPOAYKTH, KAKTO CJIE/BA.

Jlexapcmea, nosuwiasawu pucka om ancuoeoem

EnnoBpemennara ynorpeba na ACE nnxubutopu che cakyOuTpuil/BajcapTaH € MPOTHBONOKA3aHa, Thid KaTo
TOBa MOBUIIIABA PUCKA OT aHTHoeieM (BK.ToukH 4.3 u 4.4). CakyOutpuii/BajcaptaH He TpsiOBa Jia ce 3amouBa
npeay Ja ca u3MHHAIM 36 yaca OT IpHeMa Ha Iocjie/lHara J103a OT Tepamnusrta ¢ nepuHaonpui. JledeHue c
TIEPUHJIONIPHIT He TPsIOBA Ja ce 3armoyBa Ipejiy J1a ca M3MUHaM 36 Jaca cle]| mpreMa Ha IoCiIe/IHaTa J103a OT
cakyoutpmi/Bancaptas (Bxk.Touku 4.3 u 4.4).

EnnoBpemenHata ynorpe6a Ha ACE naxubutopu ¢ panekanorpmi, mTOR nHXuOUTOpH (HAIp. CHPOIUMYC,
€BEPOJIMMYC, TEMCHPOJIMMYC) M [JIMOTUHM (Hamp. JIMHATJMOTHH, CaKCArJMITHH, CHTATJUITHH,
BUJIJIATJIMIITHH) MO>KE /1A I0BEJIE JI0 TIOBUIIIEH PUCK OT aHTHoeAeM (BK.Touka 4.4).

Jlexapcmea, unoyyupawu Xunepraiuemus.

Brrpeku, ye cepyMHUS KaJlnii OOMKHOBEHO OCTaBa B HOPMaJIHU I'PAHUIIH, XUIIEPKAIMEMHUS MOXKE /1a CE MOSIBU
IIPY HSIKOHM MAIMEHTH, JeKyBaHu ¢ [Ipectusnon. Hskon nexkapcTBeHM NPOLYKTH WM TEPAleBTUYHU KJIACOBE
Morar Ja IIOBHIIAT CIy4YauTe Ha HACTBIIBAHE HAa XUIEPKAINEMHUS: aJMCKUPEH, KaJMEBU COJIM, Kalui
ChXpaHSABAIM [IUYPETUIM (Hamp. CHMPOHOJAKTOH, TpuamtepeH uiau ammiopun), ACE unxuburtopw,
anrnoteHsuH-1I penentopau antaronuct, HCIIBJI, xemapuHu, UMyHOCYTIPECHBHH CPEACTBA KaTO HAIIPUMEpP
LUKJIOCTIOPUH WJIM TaKpOJIUMYC, TPUMETONPUM M KOTPUMOKCA30Jl (TpUMETONpuM/CyndaMeToKca3on), Thi
KaTo € H3BECTHO, Y€ TPUMETONPHUM JeicTBa KaTo Kalui ChbXpaHsABalll AWYPETHK KaTO aMUIIOPHI.
KomOuHanusita ¢ Te3u JiekapcTBa MOBHIIABA PUCKA OT Xulepkanuemus. [lopaaun ToBa, KOMOMHHpPAHETO Ha
IIpecTtnnon ¢ ropecrioMeHaTUTE JEKapCTBa HE C€ MPETopbuBa. AKO € IpenucaHa eJHOBpEeMEHHa yroTpeoa,
TpsAOBa Ja ce IOAX0Xk/1a C BHUMAHUE U C YECTO IIPOCIIeIsIBaHE HA CEPYMHUS Kaluil.

Eonoepemenna ynompeoa, kosasmo e npomugonoxazana (6c. mouxa 4.3)

Anuckupen:

EnnoBpemennara Tepanus ¢ [IpecTiiion u anucKupeH € MpOTHUBOIMOKAa3aHa MpU MAalUeHTH ¢ AUa0eT MM
HapymeHa Ob0peyHa QpyHKIMS Mopau MOBHIIaBaHE Ha PUCKA OT XHUIIEPKaTUEeMus, BIOIIaBaHe Ha ObOpevyHaTa
(GYHKIHS ¥ ChPJCYHOCH0BA OOJIECTHOCT M CMBPTHOCT.

Excmpaxopnopannu nevenusi:

ExcTpakoprnopaiHu jiedeHHs], BOACLIO 10 KOHTAaKT Ha KPBBTA C OTPULATEIIHO 3apeieHH NOBBPXHOCTHU, KaTo
HalpuMep Juaiu3a WIM XeMOQWITpauusi C ONpelesieHH BHCOKOIPOIYCKIMBH MeMOpaHH (Hamp.
NOJIMAaKPUIIOHUTPUIIHU MeMOpaHn) u adepesa Ha JHMIONPOTEHHN C HUCKA IUIBTHOCT C JIEKCTPaHOB cyndar,
MOpaIy MOBUIIIEH PUCK OT TeXKH aHa(UITaKTOUJHN peakunu (Bxk. Touka 4.3). [Ipu Heo6xoauMocT 0T mog00HO
JeueHne TpsiOBa Aa ce 0OMUCIIHM M3MOJI3BaHe Ha JAPYT TUI AWATH3HA MEMOpaHU WM Ha aHTUXUIICPTCH3UBHO
CPEICTBO OT ApYT KJIac.

Eonoepemenna ynompeoa, Kosmo ne ce npenopvuea

CeBbp3aHa ¢ 6uconpoJIon

Llenmpanno Oevicmeéawju AHMUXUNEPMEH3UGHU CPEOCMBAd Kamo KIOHUOUH u Op. (Hamp. Memundona,
MOKCOHUOUH, PUTMEHUOUH):
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EnHoBpemeHHaTa ymoTpeba Ha IIEHTpPAJHO JIEHCTBAIM AHTUXHUIIEPTEH3WBHH CpPEACTBA MOXKE Ja BIIOIIU
ChpJeYHaTa HEIOCTAThYHOCT Ype3 HaMalsiBaHE Ha IEHTPAJHHUS CHUMIIATUKOB TOHYC (HamaleHa ChbpaeyHa
YecToTa W MUHYTEH 00eM, Basomwuiatanus). PA3KoTo mpekpaTsBaHe, 0COOEHO aKO € TpeIu IOCTEIIeHHO
HaMaJIsIBaHE Ha J103aTa Ha OeTa-0JIoKepa upe3 TUTPUPaHE, MOXKe Jia TIOBHIIIN PHCKA OT ,,pebayHI" XUTIePTOHHUS.

Anmuapummuunu cpeocmea om kKiac I (Hanpumep, XuHUOUH, OUZORUPAMUO, JUOOKAUH, (DEHUMOUH,
@nexaunud, nponagheron):

EQexThT BBpXy BpeMETO Ha MpeICHpPAHO-KAMEPHO MPOBEXIAHE MOXE Ja Ce YCHIIM C TOBUIIABAaHE Ha
HETaTHBHUSI HHOTPOIICH €(EKT.

Kanyuesume anmazonucmu om 6epanamuiios mun u 8 NO-MaiKa Cmenex - om OUImua3emos mun:
OTpunaTenHoO BIMSHUE BBPXY KOHTPAKTHIINTETA H MPEACHPIHO-KAMEPHOTO MpoBexnaHe. IHTpaBeHO3HOTO
MpUJiaraHe Ha BeparaMuil MpH TAalUeHTH, JEKyBaHH C OeTa-OJoKepH, MOXe Ja JOBele A0 3aTblI00YeHa
XUTOTOHUSA U TIPEACHPAHO-KaMepeH OJIOK.

CBBbp3aHu ¢ NEPUHAOTIPUI

Anucxkupen:
[Ipu mpyru mameHTH, OCBEH MalMeHTH C AraleT WK HapylleHa ObOpeuHa (QyHKIUS, HapacTBa PUCKBT OT
XUTEepKaJIueMHsl, BJIoIaBane Ha Ob0peyHaTa PyHKINS U ChPASYHOCHI0BATa OOJIECTHOCT U CMBPTHOCT.

Eonospemenno neuenue ¢ ACE unxubumopu u aHeuOmeH3uH peyenmopru 010Kepu

KinuHanyHuTEe MaHHK TIOKA3BaT, Y€ JIBOMHATa OJI0Ka/ia Ha CUCTeMAaTa peHHH-aHTMOTeH3UH-anaocTepoH (RAAS)
ype3 komOuHanus ot ACE nnaxubutopu, anrnotensut 1l penentopHu O10KepH WK allCKUPEH € CBbpP3aHa ¢
MO-BUCOKA YECTOTA Ha HEKEJIaHW PeaklMH KaTo XUIOTOHMS, XUIIEPKAIMEMHUs U BiIOIIaBaHe Ha ObOpedHaTa
GyHKOMSA (BKIIOYHUTENHO OCTpa OBOpEeYHa HEeNOCTATHYHOCT), OTKOJKOTO HW3IMON3BAHETO CaMO Ha €JIHO
cpenctBo ¢ aeiicTeue Bbpxy RAAS (Bx. Touku 4.3, 4.4 u 5.1).

B nmrepatypara mma chOOIIEHHUs, Ye MPH MAIFIeHTH C yCTaHOBEHA aTepOCKIEPOTHYHA OOJIECT, ChpIeYHa
HEJOCTAaThYHOCT WM AuabeT C TEePMHUHAIHO OPraHHO YBpexkaaHe enHoBpeMeHHoTOo InedeHne ¢ ACE
WHXHOUTOP ¥ aHTHOTEH3WH-PELENTOPEH OJIOKEp € CBBP3aHO C MOBUIIICHA YeCTOTa HA XUIIOTOHHSI, CHHKOTI,
XHUIIEpKaTMeMus U BiOIIaBaHe Ha ObOpeuHaTa QyHKuMs (BKIOYUTEIHO OcTpa ObOpeyHa HeAOCTaThUHOCT) B
CpaBHEHHME ChC CAaMOCTOSITETTHOTO MpHUJIaraHe Ha eluH JIEKapCTBEH MPOAYKT, MOBIUSBAI CHCTEMATa PEHUH -
aHTMOTCH3UH-aJIOCTepoH. JlBoliHaTa Onokanma (Hanpumep upe3 komOunupane Ha ACE unxuburop ¢
anTnoTeH3uH Il perenTopeH aHTaroHuCT) TPsIOBA J1a ce OTPaHU4H Camo J0 WHUBHTYaTHO ONPEICTICHH CITydan
MIpY BHUMATEIIHO MOHUTOpYpaHe Ha ObOpedHaTa GyHKINS, HUBaTa Ha KaJIMA U KPbBHOTO HaJISITaHE.

Ecmpamycmun:
Puck or moBuIIaBaHe Ha HEXEIAHUTE JIEKAPCTBEHH PEAKLMH, KaTO HAIpUMEpP aHTHOHEBPOTUYEH OTOK
(anTHOCIEM).

Kanuii-cvxpanssawu ouypemuyu (Hanp. mpuammepen, amuiopuo...), Kauull (coau):
Xunepkanuemus (TIOTEHIMAIHO (aTaHa), 0COOEHO ChBMECTHO ¢ yBpeleHa ObOpeuHa QyHKIUs (aUTUBHU
XUMEPKATUEMUYHN €PEKTH).

KomOnHanusaTa Ha MEPUHAONPHII C IOCOUYCHUTE IO-TOPE JIEKapCcTBa HE ce MpernopbuBa (BXK. Touka 4.4). Ako
€IHOBpPEMEHHATa ynoTpeba € BhIPEKH TOBa IIOKa3aHa, T TPAOBa a ce U3MOJI3BAT C MOBHUILICHO BHUMAHHUE U
IIPU YECTO MPOCIENsBaHE HA CTOMHOCTUTE HAa CEpYMHHUsS Kajuil. 3a M3MOJ3BAHETO HA CIIMPOHOJAKTOH MpH
CBhpJI€YHA HEIOCTATBYHOCT BUXKTE MO-JI0TTY.

Jlumuii:

Nma cpoOmenuss 3a 06paTUMO MOBUIIABAaHE HA CEPYMHHTE KOHIIEHTPAIMHM HA JIUTHUS M TOKCHUYHOCT TPHU
eTHOBpPEeMEHHO nprueMane Ha Jmtuil 1 ACE naxuburopu. He ce mpenophiBa eTHOBPEMEHHOTO H3IOI3BAHE
Ha MEPUHAONIPHI U JINTHH, HO aKO KOMOMHANUATA CE OKaKe He00X0ArMa, CEpyMHHUTE HHMBA HA JTUTUS TPsiOBa
Jla ce MPOCIeIsIBaT BHUMATEIHO (BXK. Touka 4.4).

Eonoepemenna ynompeoda, Koamo u3uckea CReyuaino HUMAaHue
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CBBbp3aHo ¢ OMCONMPOJIO U EPUHIOTIP W

IIpomusoouabemnu cpedcmea (UHCYIUH, NEPOPATHU XUNOSAUKEMUUHU CPEOCNEA):

Pesynratute OT enMIEMHONOTMYHH IMPOYYBAHWS MOKA3BaT, 4ye eIHOBpeMeHHOTo npwioxkeHne Ha ACE
WHXHOUTOPH M AHTUAMAOCTHH MEIUKAMEHTH (MHCYJIHMHH, OPAJHH XUIOTIIMKEMHYHH CPEJICTBA) MOXE Ja
MPUYMHY TO-CUJICH TIIFOKO30TOHMKABAIll ePeKT ¢ puck oT xunornukemus. Okas3Ba ce, Ye HACTHIIBAHETO Ha
TOBa SBJICHHE € IO-BEPOSITHO MpPE3 MbPBUTE CEAMHIM OT KOMOWHHMPAHOTO JICUYCHHE M TPU MAIUEHTH C
yBpeneHa 6b0peuHa QyHKIusI.

EnHoBpeMeHHOTO mpuiiaraHne Ha OMCOMPOJION C MHCYJIMH M MEPOPATHU aHTUAWAOCTHH JIEKapCTBa MOXKE Jia
noBuln edekra Ha HamansBaHe Ha KpbBHATa 3axap. biokagata Ha Oera-apeHOPEUENTOPUTE MOXKE Jia
MacK{pa CUMITOMHUTE Ha XUITOTJIUKEMUSL.

Hecmepouonu — npomugogv3naiumentu  J1eKapcmeeHu npooyKmu (HCIIBC) (6xmouumenno
ayemuICaIuyun08a Kuceauna >3 g/ oen):

[Ipunaranero Ha [IpecTunon eTHOBpEMEHHO ¢ HECTEPOUAHU NMPOTHBOBB3MAIUTEIHH JIEKaPCTBEHH MPOAYKTH
(Hamp. ameTHJICANMIMIOBA KHCEIMHA B MPOTUBOBB3NAIMTENHH O03upoBKH, COX-2 wuHXuOUTOpH U
HecenekruBau HCIIBC) Mosxe na oTcnadu aHTUXUTNIEPTSH3UBHUS e(PEKT Ha OHUCOIPOIIOia U MEPUHIOIPHIIA.
OcgeH ToBa eqHoBpeMeHHOTO Nprutarane Ha ACE naxubutopu u HCIIBC Moske na toBee 0 OBUIIICH PUCK
OT BJIOIaBaHe Ha ObOpeuHaTa QYHKINSA, BKIIOYUTESIIHO BE3MOKHOCT OT OCTpa 0hOpedYHa HEOCTATHIYHOCT H
NIOBUIIIABaHE HAa HUBATAa HAa CEPyMHHUS Kalul, OCOOCHO IpH MAlMEHTH C MPEABAPUTENHO ChHIIECTBYBAIIO
BIIOIIaBaHe Ha ObOpeuHaTa ¢pyHkims. KomOuHammsTa TpsiOBa Ja ce mpuiiara ¢ IOBHILIEHO BHUMaHUE, 0COOCHO
IpY HampegHaia Bb3pacT. [lanuentute TpsAOBa 1a ObIAT JOCTATHUHO XUAPATHPAHU U TPSOBa 1a ce MpeABUIN
KOHTpOJIMpaHe Ha ObOpeuHaTa QyHKIMs B HAYAI0TO HA KOMOMHHUPAHOTO JIEYEHUE, a clie]] TOBa — IEPUOIIYHO.

Anmuxunepmensueru cpeocmea U 6a300UlAmMamopu.

EI[HOBpeMeHHOTO npujarane€ ¢ aHTUXUIICPTCH3UBHU CPEACTBA, BasoAuIaTaTOpU (KaTO HarmpuMmep
HUTPOTIIUIICPHH, IPYTH HATPATH WK JIPYTY Ba30UIIATATOPH ) UJIH C IPYTH JIEKAPCTBA, KOUTO UMAT IMTOTEHITHAT
Jla HaMaJsIBaT KPbBHOTO HAIATaHE (HaIpUMep TPUIMKIMYHN aHTHIACTIPECaHTH, OapOuTypaTH, PeHOTHA3HHM)
MOeE J]a MOBHIIH PHCKA OT XUMOTOHHYHHUTE (DEKTH HA TIEPUHJIOTIPUIT U OHCOTIPOIIOIa.

Tpuyurauunu anmudenpecanmu/Anmuncuxomuyu/Anecmemuyu:

EnnoBpemenHoTO wm3mom3BaHe Ha ACE HMHXMOUTOPHM C HSKOW aHECTETHYHHM JICKAPCTBEHH NPOAYKTH,
TPULIMKIIMYHU aHTUACTPECAHTH U aHTUIICUXOTUIIM MOXE JIa UMa 3a Pe3yaTaT AOIBbJIHUTEIHO HaMaJIsiBaHE Ha
KpPbBHOTO HaJISITAHE.

EnHOBpeMEHHOTO HW3IIOJI3BaHE HAa OWCOMPOJION C AaHECTETHUIM MOXKE Ja JOBene N0 HaMajieHa peduieKcHa
TaxuKapAus U MOBUILIEH PUCK OT XUIIOTOHHSI.

Cumnamomumemuyu.:

Bera-cumnaromumMeTHuTe (Hamp. M30MpPEHATNH, JOOYTaMUH): KOMOMHAIMATa UM C OHCOIPOJION MOXE Aa
Hamaiu e(eKTUTE U Ha IBETE JIEKAPCTBEHU CPEACTBA.

CuMNaToMUMETHIIM, KOUTO AaKTHBUpAaT W Oera- W aida-aapeHopenentopute (Hamp. HopenuHedpHH,
enuHe(pHUH): KOMOWHAIMTA WM C OHCONpONON MOXE Jia 3aMacKhupa MeIuupaHute OT anda-
aJIpeHOPEIeNTOPUTE Ba30KOHCTPUKTOPHH €PEeKTH Ha TE3HU CPEACTBA, KOETO BOAM /IO TIOBHIIIABaHE HA KPHBHOTO
HaJAraHe U 0o0OCTpsHE Ha KJIayaukanuo uHTepMmuTeHc. [Ipuema ce, ye TakuBa B3aMMOJEHMCTBHUS Ca IIO-
BEPOSITHU NIPU HECENIEKTUBHUTE OeTa-0JIOKEpH.

CuMnaTrKOMUMETHLIMTE MOTaT Aa HaMalAT antuxunepreHsuBHute epexrn Ha ACE naxuburtopure.

CBBbp3aHa ¢ 6uconpoJIon

Kanyuesume anmazonucmu om ouxuoponupuourHoé mun, Kamo Hanpumep Geroounun u amMioOUnuH:

HpI/I MaoueHTU CBbC CHPJACYHA HCAOCTATBYHOCT €AHOBPEMCEHHATA YHOTpe6a MOXE Oa IMOBUIIM pPHCKa OT
XUIIOTOHHUSA U TIPU TAX HE MOXKE Ja Ce H3KIIOYM yBEJIMYaBaHE HAa PUCK OT IOCJIEIBAILO BJIOLIABAHE Ha

KaMepHaTa moMIieHa pyHKIHS.

Anmuapummuunu rexapemea om kaac Il (nanp. amuooapon):
Mooxe MOTEeHIMAIHO J1a Bb3HUKHE e(eKT BHPXY BPEMETO Ha MPeChPIHO-KaMEPHO MPOBEKIaHE.
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Tapacumnamomumemuuny 1eKapcmea:
EnnoBpemennara ymoTpeda MOXKE J1a IMOBUIIK BPEMETO HA MPEICHPIHO-KAMEPHO MPOBEKIAHE M PHCKA OT
OpamukapIus.

Jlokanno npunazanu bema-o610Kepu (Hanp. OYHU KANKU 3d IeUeHue Ha 2NayKoma):
EnHOBpeMeHHOTO Ipuiarane MoXke 1a IOTPUHECE KbM CUCTEMHUTE €peKTH Ha OMCOMpPOIIO.

Cvpoeunu enuxo3uou (Queumanuco8u MeOuKamenmu):
HawmassiBaHe Ha ChplieuHATa Ye€CTOTa, YAb/DKABAHE HA BPEMETO Ha MPEACHPIHO-KaMEPHO MPOBEXKIAHE.

CBbp3aHu ¢ NEPUHAOTIPUI

baknogen:
[loBuien anTuxunepTonnydeH epekt. [a ce ciean KppBHOTO HAJSITAHE U IPU HEOOXOAMMOCT J1a C€ KOPUTHpa
J103aTa Ha aHTUXUIEPTEH3UBHUS JICKAPCTBEH MPOIYKT.

Kanuii nezaovporcawu ouypemuyu:

[ManuenTuTe HAa ITUYPETHYHO JieYeHHE, OCOOEHO Te3W, KOUTO Ca JEXWUJPATHPAaHWU W/WIM C HApYIICHHUS BHB
BOJ/IHO-COJIEBHsI OaaHc, MOKE Jja M3MUTAT IPEKOMEPHO HaMallsiBaHe Ha KPbBHOTO HAJSITAHE CJIE]] 3aII0YBaHE
Ha JiedeHneTo ¢ ACE maxmOuTopu. BeposTHOCTTa OT XHIIOTOHWYHH €(PEeKTH MOXKEe Ja C€ HaMallkd dpe3
MIPEKbCBAHE HA AUYPETHKA, Ype3 MOBHUIIABaHE HA 00eMa Ha TEYHOCTUTE HIIH ITPHeMa Ha COJIH MPeIH HA4aloTo
HAa JICYCHUETO C HUCKHU M TPOTPECUBHU JIO3H IIEPHHIOTIPHIL

IIpn aprepuanHa XUNEPTOHMS, KOraTo IpeIIIECTBAaIlaTa AUYPETHYHA Tepamnus MOXeE Ja € MpUYMHWIA
HEJIOCTUT Ha COJIM/TEJIECHU TEYHOCTH, HIIM JUYPETUKBT TPSAOBaA [ja ce CIpe Mpeay 3alouBaHe Ha JCYEHUETO C
ACE wHXUOUTOp, B KOWTO CiIy4all B MOCJICJACTBHE MOXE Ja CE BKJIIOUM OTHOBO HECHXpaHsBAIl Kaluil
maypetuk, i ACE uHXuOHTOPBT TpsiOBa Nla ObJie 3aoYHaT B MO-HUCKA J103a, KOSTO MPOTPECHBHO Jia ce
TTOBHIIIN.

IIpu nexyBaHa ¢ AMYPETHITN 3aCTOWHA ChpACYHA HEAOCTATHUHOCT, JiedeHueTo ¢ ACE naxubuTopa TpsodBa ma
3aI0YHe C MHOTO HHCKa JIO3MPOBKA, TP BH3MOKHOCT M CIIe]] HAMaJIsIBaHE Ha J03aTa HA CHOTBETHUS KAl
HEChXPaHSBAIll AUYPETHUK.

[Ipu Bcuukm ciydan TpsOBa na ce mpociensBa ObOpeuHata QyHKIMs (TJIa3MEH KpEaTWHHH) Mpe3 MbPBUTE
ceamunu Ha neyenneto ¢ ACE nnxuburop.

Kanuti-coxpanaseawu ouypemuyu (eniepenou, CHUpOHOAAKMOHK):

C eImiepeHoOH WIM CHUPOHOJAKTOH B a03u oT 12,5 mg mo 50 mg mueBHO M mipu HHUCKU n0o3u Ha ACE
WHXUOUTOPH:

IIpu neuenue Ha cepaedHa HenoctaTbuHOCT OT Kiac Il mnm IV (mo NYHA) ¢ ¢pakuus Ha nztnacksane < 40%
u npeamecTBato jederrne ¢ ACE nHxubrutopn 1 OpUMKOBY TNYPETHIIH, IMa PUCK OT XUTIEPKATHEMHs], KOSITO
€ MOTeHUHMAJIHO JIeTalHA, OCOOEHO NpH JIMIICA HAa Cla3BaHe Ha MPENOpPbKUTE 3a MPENNHCBAaHE Ha Tas3u
KOMOUHAaIusI.

[Mpenu 3anouBaHe Ha KOMOMHAIIUATA TPsIOBA J1a Ce HANIPABAT U3CIIeIBAHHSI 32 U3KIIIOUBAHE Ha XUTIEPKATAEMHUSI
1 OBOPEYHO yBpEXKIAHE.

[IpernopbuBa ce BHUMATENHO HAOIOJCHUE HA KAJIMEMHATA W KpPEaTHHEMHUSTa Tpe3 IbPBUS Mecell OT
JIEYeHNETO BEIHBK CEIMHUYHO, a CJIe]] TOBa — BEAHBK MECEUHO.

Komounauyuu, koumo mpsaoea oa ce umam npeoeuo

CBBbp3aHa ¢ 6uconpoJIon

Megnoxun:
[ToBwuIieH prUCK OT OpaguKapans.

Monoamuno oxkcuoasnu unxubumopu (c usknouenue na MAO-B unxubumopu):
YcuneH XumoToHN4eH eeKT Ha OeTa-O0JIoKepUTe, HO CHIIO M PUCK OT XUIIEPTOHNYHA KPH3a.

CBBbp3aHu ¢ NEPUHAOTIPUI
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3namo:

Nma peaku C’bO6IlIeHI/I$I 3a HUTPUTOUOHU pPCaKIU (CI/IMHTOMaTI/IKaTa BKJIFOYBa 3a4CpBABaHC Ha JIMIIETO,
raJicHe, MOBPBIIAHE U XUITOTOHHUS) TIPU MAIMESHTH, TIPOBEXKIAINH JICUCHUE C MHKCKIIMOHHU 3JIaTHU MPETapaTH
(maTtpueB ayportrnomManar) eqHospeMeHHO ¢ ACE WHXHOUTOP, BKIFOUATETHO TEPUHAOTIPHIL.

4.6 @epruauTeT, OPpEMEHHOCT H KbPMeEHe

bpemenHoct:
Ha 6a3aTa Ha chlecTBYBalIMTE JaHHU 33 WHAWBUIyaJIHUTE KOMIIOHEHTH yrnoTpebaTa Ha [Ipectuion He ce

MpernopbYBa Mpe3 IbPBUS TPUMECTHP HAa OpPEMEHHOCTTAa M IPUIIATAHETO MY € IPOTHBOITOKa3aHO MPe3 BTOPHS
Y TPETHUs TPUMECTHP Ha OPEMEHHOCTTA.

buconponon

BuconpononsT mposiBsiBa TakuBa papMakoIoruuHu eheKTH, KOUTO OMXa MOTIIH J1a TPUYHUHSAT BpeIHU e(eKTH
BBPXY OpEMEHHOCTTA U/HITH TUI01a/HOBOPOJCHOTO (HaMalsBaT IUIALICHTAPHUS KPBBOTOK, KOETO CE CBBP3a ChC
3a0aBeH pacTexk, BbTPEeMaTOYHa CMBPT, a00PT MM MpEeKICBPEMEHHA POJOBa JICHHOCT W HeXelaHu eekTu
(Hamp. xumoriMKeMus W Opamukapaus), KOUTO IUIOABT WM HOBOPOJEHOTO MoOraT naa passuAar). [lpum
HEOOXOAMMOCT OT JIeYeHHE C OeTa-aApeHOIENTOPHH OJOKepru ce MpeArnmodynTar OeTa-l-ceneKTHBHUTE
aJIPEHOIIETITOPHU OJIOKEPH.

Buconposnon He TpsOBa na ce mpuiara mo BpeMe Ha OPEMEHHOCT, OCBEH AaKO KIMHHUYHOTO CHCTOSIHUE Ha
JKeHaTa He M3MCKBA TAKOBA JIeYeHHE. AKO € TIPUETO, Ye € HaIMLE HEOOXOAUMOCT OT JIeYeHHE ¢ OMCONpoIod,
TpsaOBa Ja ce MOHHTOPHUPAT yTEPOILIALIEHTAPHUAT KPBBOTOK M PACTEeXbT Ha Iutoaa. B cimywalh Ha BpenHH
edexTH BbpXy OpEMEHHOCTTa I IUIOJA TPAOBa Aa ce OOMHUCIM alTepHaTUBHO JieueHne. HoBopomeHOTO
TpsOBa 1a ObJie BHUMATEIHO MPOCIIESIBaHO.

ITo MPUHIMUII C€ OYaKBa CUMIITOMUTEC HA XUITOTJIMKEMUSA U 6pa,u1/11<ap;[1/151 Ja C€ MMOABAT NPE3 IbPBUTE 3 JHH.

Ilepunoonpun

EnnnemMronornyHuTe JaHHM OTHOCHO TepaToreHHus puck ciel ACE nHXuOUTOpHa eKCIIO3ULIUS TPE3 TbPBUS
TPUMECTBHP Ha OPEMEHHOCTTa HAMAT OKOHYATEJIeH XapaKTep; MaJIKoO MOBUILABaHE Ha pUCKa 00ayue He MOXe Ja
0bae ns3kmoueHo. OCBEeH B ciydyauTe, KOraTo mpoabbkaBaHe Ha JedeHneTo ¢ ACE maxubutopu ce cMsTa 3a
HE3aMEHUMO, TMAaIMEeHTHTE, KOUTO IUIaHUpaT OpEeMEeHHOCT, TpsAOBa Ja MpeMUHAT Ha aJITCPHATUBHO
AHTHXHIICPTEH3UBHO JICYEHHE C JI0Ka3aH MPOoQMII Ha 0e30IaCHOCT 3a MpHJIAaraHe 1o BpeMe Ha OpeMEHHOCTTa.
Axo ce ycranoBu OpemenHoct, jedeHHeTo ¢ ACE maxuOuTOpM TpsiOBa ma ce crpe He3abaBHO U aKo ¢
HEOOXOIMMO J1a ce 3aIl09HE aJTEPHATUBHO JICUCHHE.

W3BectHo e, ue excrnozummara Ha ACE nuHxuOutopHa Tepanusi Ipe3 BTOPHS U TPETHS TPUMECTBD Ha
OpeMeHHOCTTa, TpeAW3BHKBAa (PETOTOKCHYHH €(QEeKTH IpH 4YoBeKa (MOHIKeHa OwnOpedyHa GyHKIWS,
ONMTOXUAPAMHUOH, 3a0aBsiHE Ha 4YepenHaTa OCHU(UKALWsi) W HEOHATaJHAa TOKCHYHOCT (OBOpeuHa
HEJIOCTATHYHOCT, XUIIOTOHUS, XUIepKaaneMus) (Bxk. Touka 5.3). Axo excnozuuusata Ha ACE nuxuburop e
HACTBIHMJIA OT BTOPHS TPUMECTHP Ha OPEMEHHOCTTA, IPETIOPHUBAT CE YITPA3BYKOBHU MPETIICH 32 U3CIIeIBaHe
Ha O0b0peuHaTa pyHkuua u yepemna. bebera, ynnto maiiku ca nmpuemanu ACE naxuOutopu Tpsi6Ba na Obaat
HaOIIOaBaHN BHUMATEIHO 332 XUTIOTOHUS (BK. Touku 4.3 u 4.4).

Kbpmene:
[IpecTumon He ce mpenopbUBa MO BpeMe Ha KbpMEHE.

He e u3BecTHO nanu OGucomposion ce u3nbyBa B KbpMarta. [lopaau ToBa He ce mpenopbyBa KbpMEHE B Iepuoa
Ha TpuiiaraHe Ha GHCOMPOJIOI.

[Mopaau murica Ha HHGOPMAITUS OTHOCHO YHoTpebarTa Ha MEPUHIONPHII B TIEpHOa Ha KbpMEHE, IEPUH IO PHIT
HE Ce TPeropbyBa U ce MPEANOYNTAT ATTEPHATUBHH JICUCHHUS C [10-100pe yCTaHOBEH MpoduiI Ha 0€30MacHOCT
B IIepHoJa Ha KbpMEHE, 0COOEHO IPH KbPMEHE Ha HOBOPOAEHO HIIH IPEXKICBPEMEHHO POJICHO KbpMaye.

DepTUINTET:
JlunceaT KIMHUYHUTE TAHHU OTHOCHO (epThiuTeTa pu ynorpedara na [Ipectuiorn.

4.7 EdexTn BbpXy cIocOOHOCTTA 32 o upaHe U padoTa ¢ MAIIUHA
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[Ipectuiion HiIMa NPSKO BIUSHHE BHPXY CIOCOOHOCTTA 3a mopupaHe u paboTa ¢ MallMHU, HO MPH HIKOH
HAIMEeHTH MOraT Jla HacThIT MHIMBHIYAJIHH PEAKIMHU, CBBP3aHU C HUCKO KPHBHO HajsraHe, OCOOCHO B
HA4aJ0TO Ha JICYEHUETO, IIPU CMsIHA Ha JICYCHUETO, KAaKTO U IIPU M3IOJI3BAHE 3a€IHO C yHOTpeOa Ha aJKOXOJI.
B pesynrat ot TOBa cioco6HOCTTa 3a modupaHe Win pabdoTa ¢ MAIIMHA MOKE []a C€ HapyLIH.

4.8 He:xeqanu JeKapcTBeHU pPeaKIHH

Kpatka onucanue Ha npoduia Ha 6€300aCHOCT:

Haii-uectuTe HexenaHW peaknuyd OT OWCOIPOJION BKIIOYBAT INIaBoOOJHe, 3amaliBaHe, BJIOIIABAaHE Ha
ChpJIeYHATA HEIOCTATHYHOCT, XUTIOTOHUS, CTYICH! KPallHUIIN, TaJICHEe, TOBPBIIaHe, KOPEMHHU OOJIKH, THapus,
KOHCTHIIALINS, aCTCHUS U YMODpa.

Haii-yecTuTe HEXenaHW JIEKapCTBEHH PEaKIMH, KOUTO ce ChOOIIaBaT OT KIMHHUYHWUTE HM3IMUTBAHHA U Ca
HaOIIOaBaHU M TPU TMEPUHAONPHI ca: TiaBoOoyne, 3aMaliBaHe, CBETOBBPTEXK, MAPECTE3UH, 3PUTEITHU
HapyIeHNs, THHUTYC (IIyM B YIINTE), XUMIOTOHMSI, KAIIJIMLA, TUCTIHEs, raJieHe, TOBphIIaHe, KopeMHa 0oJIKa,
JIapusi, KOHCTUITALUS, JUCTEY3Usl, TUCTIETICUs], 00pUB, IPYpHUTYC (CHPOEXK), MyCKYJIHU KPaMITH M acTCHUSI.

Tabauiia chC CIUCHK HA HEKEJIAHUTE PEAKIIMH:

CrnenHuTe HEXEJIAaHU PeakKilMy ca HaOJI0JaBaHM 110 BpeMe Ha KJIMHWYHU W3MUWTBAHUS W/WINA B IEPUOJIA CIIE]
paspeliiaBaHe 3a ymoTtpeba ¢ OHCOMPONON WM C TEPUHIONPWI, TPUIAraHd CaMOCTOSATENHO, M ca
pasnpeeseHu cro0pas3Ho kinacudukanuata Ha MedDRA mo TenecHr CUCTEMH U 1O CIIeTHATA YECTOTA:
Mmoro yectu (>1/10); yectu (ot >1/100 mo <1/10); vewectu (ot >1/1000 no <1/100); penku (ot >1/10 000 mo
<1/1000); muoro pemaku (<1/10 000); ¢ Heu3BecTHa YecToTa (YecToTaTa HE MOXe Ja Obje OmpeaesicHa OT
HAJIMYHUTE JJAHHU).

Cucremo-opraneH YectoTa
He:xenanu nekapcTBeHH peaKnuu
kiaac mo MedDRA Buconposoa | Iepungonpui
Nudexuun u
(bexu Punut Penxu MHoro peaku
uHdecTaunu
Eozunodunus - Heuectu™
Arpanyionurtosa (Bxk. Touka 4.4) - MHoro penku
ITanmuronenus - MHoro penku

Hapymenust Ha

JleBkoneHust - MHoro penxu
KPbBTa U JUM(pHaATa
cucTremMa Heytpomnenus (Bx. Touka 4.4) - MHoro peaku
TpomboruToneHus (Bx. Touka 4.4) - MHoro peaku

XeMOJUTHYHA aHEMHUS IpU NMalMEeHTU C BPOJACH

nedurut Ha G-6PDH - MHmoro penku

Hapywenus Ha CunpoM Ha HeaJleKBaTHA CEKpelUs Ha
€HIOKPHHHATA aHTHIMypeTHYHus XopMoH (SIADH) - Penku
cucremMa

Xunornmukemus (Bxk. Touku 4.4 u 4.5) - Heuectu™

Hapymenus Ha
Xunepkanuemusi, 00paTiMa IpH CIUpaHe Ha

MeTa00Iu3Ma - Heuectu™
JICYEHUETO
XpaHeHeTo
XHTIOHATPHEMHUS - Hewectn*
[IpomeHnu B HACTPOEHUETO - Heuectn
Ienxnynn
Hapyiienus Ha cbHA Heuectu Heuectn
HapylIIeHUus!
Hemnpecus Heuectn Heuectu*
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Kommapuu cpHuia, XanonuHauua Penxn -
Je3opuenTanus (00bpKaHOCT) - MHoro peaku
I'maBoGonme™** Yectn Yectu
3amaiiBane™* Yectu Yectn
CBeTOBBPTEK - Yectu
Hapymenus Ha
Py Hucreysus - Yectn
HEepBHATa CHCTEMa
[TapecTesus - Yectu
CpHINBOCT - Heuectu™
CuHkon Penxu Heuectu™
3pUTETHU HapyLICHUS - Yectu
HamaneHno otznensiHe Ha ChiI3H (B3eMa ce MPEeaBHUI
HapyueHnus Ha ounTe Penku -
caMo, aKo MalMeHThT 301382 KOHTAKTHH JIEIIH)
KontonkTuBUT MHoro penku -
Hapymenus a yxoro | |HHATYC ) Hectn
u 1a0HpHHTA Hapymenuns Ha ciyxa Penxn -
IManmuranuu - Heuectn*
Taxukapaus - Heuectu™
Bpanukapnus MHoro yectu -
BromasaHe Ha ¢bpZieYHA HENOCTATBYHOCT Yectn -
Crpaeunn Hapymenns na AV-nipoBoanMocTtTa Heuectn -
HapylIeHust
Aputmus - MHoro penku
CreHoxapaus - MHoro penxu
MpuokapaeH nH(apKT, BB3MOXXHO H BTOPUYCH
[opajay NPeKOMEepHa XUIIOTOHUS IIPU - MHoro penku
BHCOKOPHCKOBH TAITUEHTH (BK. Touka 4.4)
XUNOTOHUS U CBBP3aHHU C Hesl epeKTH Yectu Uectu
UyBCTBO Ha CTYACHH WM U3TPBITHAIN KpaHULIN Yectn -
OpTtocTaTnyHa XUTIOTOHUS Heuectn -
sk
Chb10BH Hapymenus: | DACKyJHAT - Heuectn
3auepBsiBaHe - Penxu*
WHCynT, BB3MOXKHO ¥ BTOPHUCH [TOpain
MIPEKOMEpHA XUIIOTOHUS IIPU BUCOKOPUCKOBH - MHoro penku
MaueHTy (BK. Touka 4.4)
. C HemsBecTHa
®enoMmeH Ha PeliHo -
4yecTora
Kanuiuia - Yectu
Pecniuparopun,
rPHAHA U JucnHes - Yectu
MEAnaCTHHATHA Bpouxocnazbm Heuectu Heuectu
HapyLUIeHMsI
Eo3nnoduina mHEeBMOHUS - MHoro penku
Kopemuu 601ku Yectn Uectn
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KoHnctumanus (3armek) Yectr Yectn

Huapus Yectn Yectu

I'anene Yectu Yectu
CromaniHo-4YpeBHH

P [ToBpbiane Yectu Yectu

HapyUIeHUs

Jucrenicust - Yectn

Cyxa ycrta - Heuectn

ITankpeatut - MHoro penku
XenaTo-0MauapHu LuToMUTHYEH UM XOJECTAaTUYEH XEeNaTUT (BXK.

Penxu MHoro penku

HApYLIEeHUsI TouKa 4.4)

O6puB - Yectn

Copbex - Yectn

AHTHOEeM Ha JIMIETO, KpaHUIIUTE, YCTHUTE,

JUTaBUIIMTE, €3UKa, TIIOTUCA /WU JTapUHKCa (BXK. - Heuectn

Touka 4.4).

Yprukapus - Heuectu

Peakunu Ha POTOUYBCTBUTEITHOCT - Heuectn™
Hapyuienns Ha [Memdurong - Heuectn*
KOKATa M MO/IKOKHATA | X ynepxunposa - Heuectn
TBKaH

Peakunu Ha CBpBX4UYBCTBUTENHOCT (TIPYPUT, Pexu

3auepBsBaHe, OOPHUB M aHTHOCICM) a

Brnomasane Ha ncopuasuc - Penxu*

Epurtema myntudopme

MHoro peaku

Anonenus

MHoro penku

Bera-0okepuTe MOrar ja MpoOBOKUPAT HIIK J1a
000CTPSAT IMCOPUA3UC WK JIa HHIYIUpAT
TICOPHUA3UCOINIOA00CH OOPHB.

MHoro peaku

Hapyuiennst Ha MycKynHH KpaMIu HeuecTtun Yectu
MYCKYJHO-CREJIETHATA | \yckynHa craboct Heuectu -
cucTemMa N
Che/IMHUTEIHATA Aptpanrus - Hewectu
ThKaH Muanrus - Heuectn*
Hapymenust Ha brOpeuna HegOCTATHYHOCT - Heuectn
0BbOpenure u
NuKoYHHTe MbTHma | OCTPa ObOpeUHa HEAOCTATHYHOCT - Penkn
Amnypust/onurypust - Penxu*
Hapyumenust Ha
BBb3NPOU3BOAUTENHATA | EpexTrimHa aucpyHKITIS Penxu Heuectn
cHCTeMa M I'bpJaTa
Actenus Yectu Uectu
OO01M HapyIeHUs U Ymopa YecTu -
edexkTH HA MACTOTO Ha
NPHIOKEHHe Bonku B rppaHus Ko - Heuectu™
00110 HEepa3MmoIoKeHUE - Hewectn™
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[epudepen orox - Heuectn™
DebdpuuteT - Heuectu™
[ToBumena ypest B KpbBTa - Heuectu*
[ToBuieH kpeaTHHUH B KPbBTA - Hegectn™
[ToBumeHn YepHOAPOOHN CH3UMHU Penxu Penxu

Hscaensanus [MoBwuieH OMITHPYOUH B KPBBTA - Penxu
[ToBuienu Tpurauuepuan Penxn -
Hamarnen xeMorioOMH U HaMaJieH XeMaTOKpUT (BIK.

- MHoro penku

TouKa 4.4)

HapansiBanus,

OTPaBSIHUS U

CJIOKHEHUS

y ’ [Tagaue - Heuectu*

Bb3HUKHAJIU B

pe3yJTaTt Ha

HHTEPBEHI[UN

* Yecmomama e uzqucieHa no Oanny Om KIUWHUYHY USNUMGEAHUSL 30 HEeXCEeNAHU TeKaAPCMEEeHU PeaKyul, OMKPUSAHU 4pe3
CROHMAHKU CLOOUCHU

** Tesu cumnmomu Hacmvnéam 0cobeno 6 Hauaromo Ha mepanuama. OOUKHO8EHO ca IeKu U uecmo npemunasam 3a I-
2 ceomuyu.

Cpo0111aBane Ha HOAO3UPAHH HEXKEIAHU PEAKIIUH

CroOmiaBaHeTo Ha IOJ03UPAHU HEXKETAHHW PEaKIMM Cle]l pa3pelliaBaHe 3a ymnoTpeda Ha JICKapCTBEHUS
NPOAYKT € BakHO. ToBa MO3BOJISIBA JIa MPOIBIKM HAOIIOJACHHETO HAa CHOTHOIICHHUETO IOJ3a/PUCK 3a
JieKapcTBeHUs MpoaykT. OT MEAMIMHCKUTE CIHCIMAIMCTH C€ M3UCKBA Jla ChOOIIABAaT BCSIKa IOJ03MpaHa
HEXKeJIaHa peaKIys Ype3 HAIlMOHAIHATA CHCTEMA 3a ChOOIIaBaHe:

Bbbarapus

WsmpnHuTeNHA areHnus no jekapcreata (MAJI)
V., Jdamsn I'pyes® Ne §

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaitr: www.bda.bg

4.9 Ilpeno3upane
Hsama undopmarnmst oTHOCHO nipeno3upane Ha [Ipectuion mpu xopa.
Buconponon

CumnTomu:

[To mpuHIMN Haii-4ecTO OYaKBaHUTE MPH3HAIM TPH TpeAo3upaHe Ha OeTa-Olokepu ca OpaTuKapius,
XUIOTOHHS, OPOHXOCTIA3bM, OCTPa ChpJIeYHa HEIOCTATHFYHOCT U XHITOTIMKeMusi. Jo cera ca cho0IIeHr Malrbk
Opoit ciydan Ha mpenosupane (MakcumyM: 2000 mg) ¢ OuCOMpOIION MpH TMAIMEHTH, KOUTO CTpagaT OT
XUMEPTOHUS U/UITH KOPOHAPHA OOJIECT Ha ChPIIETO, TPH KOUTO CE YCTAHOBSIBA OpaIMKapans /WU XUTIOTOHUS;
BCHYKH TMAIMCHTH Ca C€ Bb3CTaHOBMIIN. ChINECTBYBAT FOJIEMH WHANBUYATHH PA3TUYUs B UyBCTBUTEIIHOCTTA
KbM €J[Ha eTHOKpPAaTHa BUCOKA J103a OT OMCOIPOJION M MAMEHTUTE ChC ChPJCYHA HEJOCTATHYHOCT BEPOSTHO
ca MO-CUJTHO 4yBCTBUTEIIHH.

Jleuenue:

B cmyuait Ha mpemo3upaHe JeUeHHETO C OMCOMPOIION TPAOBa Ja ce CIpe U Aa C€ OCHTYPH MOIIBPKAIIO H
CUMIOTOMATHYHO JedeHne. OrpaHndeH o0eM JaHHH TOKa3BaT, de OHWCOMPOIIONBT ce auann3upa TpyaHo. Ha
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0a3zara Ha odakBaHWUTE (HapMaKOJIOTHYHU JACHCTBHS U TPETIOPHKUTE 32 APYTH OeTa-0IoKepH, IpU HaJM4Ke Ha
KJIMHUYHA HEOOXOIUMOCT TpsIOBa Ja ce OOMMCIIH MPHIIATAHETO Ha CICTHUTE OOIIHN MEPKH.

bpaouxapousa: Tlpunoxere HHTpaBeHO3HO aTponHH. [Ipu HeageKkBaTeH OTTOBOP MOJKE C IOBUIIIEHO BHUMaHHE
Jla ce MPUJIOXKH W3OTNPEHANVNH WM JPYTO CPEACTBO C TOJIOXKHUTEITHH XPOHOTPOIHH cBoWcTBa. Ilpm Hskom
o0cToATeICTBa MOXKE J]a € HE0OXOIMMO TPAHCBEHO3HO BHBEXK/IaHE Ha KapJMOCTUMYIATOp (TIEHCMEHKEP).
Xunomonus: TpabBa a ce mpUIOXaT MHTPABEHO3HO TEUHOCTH M Ba3ONpPEecOpHH cperncTBa. Moxe aa Obae
M0JIE3HO MHTPAaBEHO3HO MPUJIOKEHHE Ha TIIIOKaroH.

AV 6nox (om emopa umu mpema cmener): IlaumeHTnTe TpsaOBa Ja ObJAT BHUMATEIHO MPOCIEASBAHU H
JIeKyBaHU C W3OMpeHaIuH mox Qopmata Ha WHQPY3HS HIM C TPAHCBEHO3HO BBBEXKIAHE Ha CBHpPJICUCH
nercMenKbp.

Ocmpo erouagane na cvpoeuna Hedocmamvunocm: Ilpunoxkere IV muypeTuiiy, WHOTPOITHH CpEJICTBa,
Ba30MJIATATOPH.

bpounxocnazem: llpunoxere OpOHXOIWIATATOPHO JIEYEHHE, KaTO HAMpUMep H3OMpeHANH, OeTa2-
CHUMITATOMUMETHUYHH JICKApCTBA U/MIIM aMUHO(DIIINH.

Xunoenuxemus: IIpuioxkeTe HHTPaBEHO3HO TIIIOKO3a.

Ilepunoonpun

Cumnromu:

Mma Ha pa3noyioxeHre OrpaHNIeHN TaHHH 3a Ipeao3upane mpu Xxopa. CHMIITOMHUTE, CBbP3aHH C IPeI03HpaHe
Ha ACE mHXuOHuTOpHTE, MOTAT J]a BKJIIOYBAT XWUIIOTOHHSA, IIUPKYJIATOPEH IIOK, €JIEKTPOIUTHH HAPYIICHUS,
ObOpeuHa HEJOCTATHYHOCT, XUIICPBEHTWJIALMS, TaXWKApIusd, NaIMUTAUKA, Opaaukapaus, 3amaliBaHe,
TPEBOKHOCT U KaIIUIHIIA.

JleueHue:

[IpenopbuBaHOTO JiCUEHUE HA IPEO3UPAHETO € MHTPaBeHO3Ha H(Y3us Ha HaTpueB xJjopua 9 mg/ml (0,9%)
pa3TBOpP. AKO Bb3HUKHE XUIIOTOHMS, TAIIUEHTHT TPsIOBa Ja ce IOCTAaBH B II0JIOKEHUE 3a IIOKOBA Tepanusi. AKo
€ BBb3MOXHO, MOXKE J]a c€ OOMHCIM M JIedeHue upe3 MHQY3Hus Ha aHruoreH3uH 1l w/mnu mHTpaBEeHO3HU
KaTexoJaMHuHu. [lepuHaonpun MoXxe 1a ce OTCTpaHHU OT OOIIOTO KPphBOOOpAlLIeHHE Ype3 XeMoaranu3a. (BxK.
Touka 4.4). 3a OpaauMkapausi, pe3UCTCHTHA Ha JICUCHUE, € IOKa3zaHa Tepamusi ¢ meilcMerkbp. TpsdBa
MIOCTOSIHHO J1a ce€ HaOJII0JaBaT >KU3HEHUTE MMOKA3aTeNM U KOHIIEHTPAIMUTE HAa €JICKTPOJIMTH U KPEaTHHUH B
cepymMa.

5. ®APMAKOJIOTHYHA CBOMCTBA
51 ®apmakoguHaAMHYHHU CBOICTBA

DapmakorepanesTuuna rpyna: ACE naxuburopu, 1pyru KoMOMHALIMA
ATC xon: C09BX02

MexaHu3bM Ha JIEUCTBUE

Buconponon

Buconposnon e Bucoko OeTal-celeKTUBEH aAPEHOPELENITOPEH OJOKMpAll areHT, JMIIEH OT BbTPELIHA
CHUMITATOMUMETHYHA aKTUBHOCT M Ha CBbp3aHaTa ¢ Hesl MeMOpaHocTaOuim3upania aktuBHocT. Toil mokasBa
camo cnab aduHUTET KbM OeTa2-pelenTopuTe Ha IMaJAKUTE MyCKyIHd Ha OPOHXUTE U ChAOBETE, KAKTO M Ha
Oera2-penenTopuTe Ha META0OJIMTHATA Peryals. 3aToBa MO MPUHIKII HE Ce 04aKkBa OMCOMPOIION J1a BIIHSE
Ha JWXaTeJlHaTa PEe3UCTEHTHOCT W Oera2-menuupanute MeTabonuTHH edektu. beral-cenekTuBHOCTTa Ha
OHCOIPOIION € U3BBH TePANeBTUYHUTE JO30BU TPAHUIIN.

Ilepunoonpun
[lepunmonpun ¢ MHXUOUTOP HA €H3MMa, KOWTO TpeoOpasysa anruoteH3wH | B anrmorensuH Il (ACE).

KoHnBepTHpaImusar eH3uM — WM KHHIHA3a — IPEJICTABIIsABA €K30MENTH Ia3a, KOSITO TI03BOJIsBa IpeoOpa3yBaHe
Ha aHTMOTEH3MUH [ BbB Ba30KOHCTPUKTOPA aHTMOTEH3UH Il 1 chlllo MpUUMHABA pa3rpaklaHe Ha Ba30JuIaTopa
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OpaJVKUHUH B HeakTHBeH Xenranentu. Muxudupanero Ha ACE Boau 10 HamansBaHe Ha aHrHOTeH3uH 11 B
ma3Mara, KOeTO CTUMYJHpa aKTHBHOCTTA Ha TUIa3MEHHS PEeHUH (Upe3 MHXUOMpaHe Ha OTpHUIlATEIHATa
obpaTHa Bph3Ka Ha OCBOOOXKTABAHETO HAa PEHWH) M HaMallsABa OTICIIHETO Ha anmoctepoH. Thit kato ACE
JleakTUBUpa OpanuknHuHA, HHXHOMpaHeTo Ha ACE chIo Taka BOAuM A0 yBelW4YaBaHe Ha aKTUBHOCTTA Ha
MUPKYJIUPAIIATE U JIOKAJTHATE CUCTEMHU KAJIMKPEWH-KHHUH (KOETO aKTHBHPA IIPOCTATIaHIHOBATA CHCTEMA).
BB3MOXKHO € TO31 MEeXaHU3bM J1a JonpuHacs 3a AericTBueTo Ha ACE nHXubutopute, ¢ Bbp3aHO C TOHKABAHE
Ha KPbBHOTO HAJIATAHE, U J1a € YaCTHYHO CBBP3aH C HIKOM TEXHU HEXKEJIaHH PEeaKiny (Harp. KallInia).
[Mepunmonpun neiicTBa ype3 CBOS AKTUBEH META0OIUT - MEPUHAONPUIIAT. J[pyruTe MeTaboIUTH HE MOKa3BaT
unxuOuius Ha ACE akTMBHOCTTa MH BUTPO.

dapmakonnHaMuyHu eheKTH

buconponon

Buconposnon HsiMa 3HAUNTETHH HETATUBHU HHOTPOITHU €EKTH.

Bucomnponon noctura Mmakcumanuu egextu 3-4 yaca cnen npunarane. [lopaau cBost morykuBot ot 10-12 yaca,
Oucomnposon aeiicra 24 yaca.

MaxkcuMananuTe eeKTH Ha HaMalsBaHE Ha KPHbBHOTO HAJATaHe Ha OMCOIPOJIOia MO MPHHIHUI CEe ITOCTUTAT
cieq 2 ceAMUIU.

IIpu ocTpo mnpuiarane Ha NaUUMEHTH C KOpOHapHa OOJecT Ha ChpUETO 0e3 XpOHWYHA ChpIAcYHa
HEJ0CTaThYHOCT OMCONPOJIONBT HaMalsiBa ChbpAEYHATa YECTOTa W yAApHUsA 00eM, BCIEICTBHE Ha KOETO
HaMajsBaT MUHYTHHST CBhpJACYCH IeOUT M KOHCyMaluaTa Ha Kuciopod. IIpu XpOHMYHO NpUIIOKEHHE
HaMmajsiBa OTHAYajo MOBUIICHOTO MepH(epHO chIpoTuBieHHUE. [IpeanokeHusT MexaHu3bM Ha JIeHCTBUE,
o0ycaBsil aHTUXUIIEPTEH3NUBHUS e(heKT Ha OeTa-OJoKepuTe € HaMaIsIBAHETO Ha IIa3MeHaTa aKTUBHOCT Ha
peHuHa.

bruconponon HamansBa CHMIIATO-aJpEHEPTHYHUS OTTOBOp uYpe3 ONOKMpaHe Ha ChpJedHuTe Oerta-
aJpeHeprudHN pelenTopu. B pesynraT OoT ToBa HacThIIBA HaMallsiBaHE Ha ChpJeYHATa YeCTOoTa M
KOHTPAKTHJIMTET, KOETO MPEJIN3BUKBA HaMaJIBaHE Ha KHUCIOPOJHATa KOHCYMAIUsl OT MHOKapAa, a MMEHHO
TOBa € YKEJAHUAT eeKT B CIydanTe Ha CTEHOKap[us, CBbp3aHa ¢ OOyclaBsIlaTa s KOpOHapHa OOJeCT Ha
CBPLETO.

Ilepunoonpun

Xunepmonus:

[lepunmonpusl € akKTUBEH NPHU BCUYKU CTENEHH Ha XMIICPTOHUSATA: JIEKa, yMEPEHa, Te)KKa; HaOlomaBa ce
MOHM)XKaBaHE Ha CTOWHOCTHTE HAa CHCTOJIMYHOTO M AMACTOIMYHOTO KPHBHO HAIATaHE KaKTO B JIETHAJIO
MOJIOXKEHHUE 110 TPBO, TaKa M B U3NPABEHO MOJIOKEHHE.

[epunponpun HaMansaBa NepUPEpHOTO CHIOBO CHIPOTHBICHHUE, KOETO BOJH J0 MOHM)KaBaHE Ha KPHBHOTO
Haysirane. BenencTue Ha ToBa ce yBenruaBa nepuepHHsIT KPBBOTOK, 0e3 e(heKT BPXY ChpJcUHATa YECTOTA.
Karo npaBuio ce yBenmuaBa ObOpPEYHUST KPHBOTOK, JIOKATO CKOPOCTTA Ha riiomepynHa ¢unrpanus (CI'O)
OOMKHOBEHO OCTaBa HEMPOMEHEHA.

Cvpoeyna HedoCmamv4HOC.!
[epunnonpun pexyuupa padotata Ha CHPLHETO Ype3 MOHIKABaHE Ha IPEJHATOBApBAHETO U

CJICAHATOBAPBAHCTO.

Knunnuna edukacHocT M 0€30aCHOCT

Buconponon

O06mo0 2647 namuentu ca BitrodeHu B mpoyusaneto CIBIS I1. 83% (n = 2202) ot Tsx ca 6unm ot Kirac 11 o
NYHA u 17% (n = 445) ca 6mm ot kinac [V mo NYHA. mamu ca ctabuiaHa cMMOTOMaTHYHA CHUCTOHA
ChpACYHa HeAOoCTaThYHOCT ((pakuusi Ha u3THackBane <35% Ha 0aza Ha exokapauorpadus). OOmara
cMBpTHOCT € Hamasuia ot 17,3% na 11,8% (oTHocutenHo HamaneHue oT 34%). OT4eTeHO ¢ HaMallsIBaHe Ha
BHe3amHaTa cMBpT (3,6% crpsmo 6,3%, ¢ oTHocuTenHo HamajeHue oT 44%) W HamansiBaHe Ha Opos Ha
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€MU30/IUTE Ha Chp/eUHa HeI0CTaThUHOCT, Hasaraum npuem B 6omauna (12% cupsamo 17,6%, ¢ oTHocHTETHO
HamaneHue ot 36%). Hakpas e HaOIt0jaBaHO W CTAaTHCTHYECKU 3HAYMMO MOJN0OpeHNe Ha (QYHKIIMOHAHUS
cratyc crnopen kimacudukarusara Ha NYHA. B Hagamoro Ha TepanusaTa W 1O BpeMe Ha THUTPUPAHETO Ha
OMCOMPOIION ca OTYETEHH ClTydan Ha XocnuTanmu3anus mopaan opaankapaus (0,53%), xunoronus (0,23%) u
octpa nekomnerncanus (4,97%), Ho Te He ca OWJHM MMo-4ecTy oT Te3u B manedo rpynata (0%, 0,3% u 6,74%).
Bposit Ha (haTtanHUTE M MHBaIMAW3UPAIIN MO3BYHH yJIapH I10 BpEME Ha IsUI0TO mpoy4Bane ¢ 0w 20 B rpynata
Ha Oucomposon u 15 B rutane6o rpymnara.

ManutBanero CIBIS III e mpoyumio 1010 nmarmieHTH Ha BB3pacT =65 TOIWHM C JIEKa 10 YMEPEHa XPOHUYIHA
cepaeuna HenoctatbuHOCT (XCH; xmac II v kac Il mo NYHA) u ¢ 1eBokamepHa (hpakiusi Ha H3TIACKBaHE
<35%, xouto He ca JexyBaHu jo Torasa ¢ ACE naxuOutopu, 6eta-00Kepr WM aHTHOTEH3WH-PEIIETITOPHU
onokepu. IlanuenTuTe ca jgeKyBaHM ¢ KOMOMHAIMS OT OMCOIIPOJION M €HAJalpMil B MPOIbIDKEHUE Ha 6 110
24 Mecena ciiel HAUAIHOTO 6-MECEYHO JIeYeHHe ¢ OMCOMPOIION WK C SHAJIATIPHIL.

HabmiomaBana e TeHOEHUMS KbM I[I0-BUCOKA YECTOTa Ha BIOLIABaHE HA XPOHMYHATa ChpAeYHA
HEJ0CTATHYHOCT MPH U3MOI3BAHETO Ha OMCOMPOIION 3a HAYaJIHO 6-MeceyHo JeueHne. B anannsa mo mpoTokosn
HE € JI0Ka3aHO He MO-JIOIO JIeHCTBIE HAa OMCOMPOIION KaTo HayalHO JIeYeHHE B CPAaBHEHHUE C EHAJApHII KaTo
I'bPBOHAYAIIHO JICUCHHE, BBIIPEKH Ye JIBETe CTpaTerhu 3a HadanHo jeuenne npu XCH ca nmokasanu nogo0Hu
YECTOTH Ha IIbPBUYHHS KOMOWHUpPAH KPUTEPHUH 3a KpaifHa OIEHKa - CMBPT M XOCHHUTAIN3AIMI B Kpas Ha
npoyuBaneto (32,4% B rpymata Ha OWCONMpOJION KaTo HadamHo JieueHue cmpsmo 33,1% B rpymata Ha
SHAJIANpPWJI KaTO HAYalHO JIEYEHHWe, 3a MOMyJalMsTa ChIVIACHO HpoTokoia. IIpoyduBaHeTo mokasBa, due
Oucomposyon MOXe JAa ce M3MOoN3Ba IpU MNANMEHTH B HalpelHajla BB3PacT C XPOHMYHA ChpAcYHA
HEI0CTATBYHOCT C JIEKO 10 YMEPEHO TEXKO 3a00sBaHe.

Ilepunoonpun

Xunepmonus:

Ilepungonpun € akTHBEH IPU BCUYKW CTETICHW Ha XHWIICPTOHMATA: JieKa, yMepeHa, TeKKa; HaOIrogaBa ce
MMOHMXaBaHE Ha CTOWHOCTHTE HAa CHCTOJMYHOTO M JHACTOIMYHOTO KPBHBHO HAJIATaHE KAaKTO B JICTHAIIO
MOJIO’KEHUE TI0 TPHO, Taka U B H3MPABEHO MOJIOKEHUE.

[lepurmonpun HamansaBa nepu(EepHOTO CHAOBO CHIPOTHBIEHHE, KOETO BOJAW A0 IOHMXaBaHe Ha KPHBHOTO
HaysiraHe. BenencTeue Ha ToBa ce yBennyaBa nepu)epHUAT KPBBOTOK, 0€3 €PeKT BhpPXy ChpJeUHaTa 4YeCTOTa.
Karo npaBuio ce yBennyaBa 0bOpeUHUAT KPBOTOK, 10KaTo CI'D 00MKHOBEHO OCTaBa HEMPOMEHEHA.
AHTHXUTIEPTCH3WBHATA AKTHBHOCT € MaKCUMalHa MEXTy 4 u 6 4. clieq IpHeM Ha eIWHWYHA J03a U
MpOJb/KaBa MOHE B TeUeHHE Ha 24 4.. MEeKAyNHKOBHTE eeKkTH ce paBHsBaT Ha 87-100% oT mukoBHTE
edexTn.

CrmaasT Ha KPBBHOTO HaJIATaHe HACTHIIBA OBp30. [Ipy MOBNMHABAIM CE MAIMEHTH, HOPMAaJHU3aIlHs CE IIOCTUTA
B paMKHUTe Ha | Mecel U mepcucTupa 0e3 mosiBsIBaHe Ha TaXU(IITAKCHS.

CrimpaHeTo Ha jiedeHreTo He Boau a0 rebound edexkr.

[lepunmonpun HaMasiBa JeBOKaMepHATa XUIIEPTPOQHSL.

JlokazaHo e, ye mpH XOpa IMEPUHJIONPHI JEMOHCTPUPA ChIOpa3UIMpsBani cBoWcTBa. Tol momoOpsiBa
€JaCTUYHOCTTA HA TOJIEMUTE apTePHH U HAMAJIIBa OTHOIIICHUETO MEIUS:IYMEH Ha MAJIKUTE apTEPHHU.
CriomararejiHa Teparus ¢ THa3UICH TUYPETUK BOJIU JI0 CHHEPTU3bM OT afauTruBeH Tull. KomOunatmsra ot ACE
UHXHOUTOP U THA3U] CHIO HAMaJIsBA PUCKA OT XUIIOKAIUEMUS, TPEAU3BUKAHA OT JUYPETUYHOTO JICUCHHE.

Cvpoeyna HedoCmamv4HOC.!
[IpoyuBaHus Py MAMEHTH CHC ChP/ICYHA HETOCTATHYHOCT Ca MOKA3aJIN:

- HaMaJIeHW CTOMHOCTH Ha HaJISraHETO Ha IThJIHEHE Ha JisiBaTa U AACHATa Kamepa,

- HamajsBaHe Ha 00ImOTO nepudepHO CHIOBO CHIIPOTHUBIICHHUE,

- yBeIWYaBaHE Ha ChbPACYHHUS JACOUT U MOJOOPSBAHE HA ChPJACUHMS WHICKC.
B cpaBHUTENHY TpOyYBaHUS HAYaTHOTO MTpUJIaraHe Ha 2,5 mg MepuHAONPHII apTUHHUH Ha MMAI[UeHTH C JIeKa JI0
yMepeHa ChpJeUHa HEJOCTATHYHOCT HE Ce CBHP3BA C HAKAKBO 3HAYMMO MOHM)KaBaHEe Ha KPHBHOTO HaJlsITaHe
B CpaBHEHHE C Tu1ane6o.

Hayuenmu cvc cmabunna gopma Ha KOpoHApHA 60IEC HA CbPYEMO:

[IpoyuBanero EUROPA e MHOroueHTpoBO, MEXIYyHAapOIHO, PaHAOMH3HPAHO, IBOWHO-CIAINO, Ianedo-
KOHTPOJIMPAHO KIMHUYHO IPOYYBaHe, C MPOABIKUTETHOCT 4 TOAUHH.
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JlBanameceT xuisauM JBecta W oceMHazgeceT (12 218) mamueHTH Ha Bb3pacT Haa 18 rogunu ca Owin
PaHIOMU3UPaHH Ha 8§ Mg NEPUHIONPUI TePT-OyTHIaMUH (eKBUBaJICHTHO Ha 10 mg NepHHIONPUI apTUHIH)
(n=6 110) mwm mrame6o (n = 6 108).

[Tomynanusita, BKIIOUYEHa B IPOY4YBAaHETO, € OMjIa ¢ I0Ka3aHa KOpPOHAapHA 0O0JIECT Ha ChPLETO 0€3 KIMHUYHU
IpU3HALM 32 ChpAeyHa HexocTarbuHocT. O0mo 90% OT manueHTUTe ca MMald MIPEIIIeCTBAI MHOKapACH
uHGapKT W/UIU peBacKydapu3anys. MeaukaMeHTO3HaTa Tepalus B poy4YBaHETo € Ouna nodaBeHa Ha GoHa
Ha KOHBEHIIMOHAJIHA Tepamus, BKIIOYBAIIA aHTHATPEraHTH, JHMUAO-TIOHIKAaBAIl MEIUKaMEHTH U OeTa-
Oi10KepH.

OCHOBHUAT KpUTepHi 3a €PEKTHBHOCT € OWJI KOMOMHAIMATA OT CHPIEUYHO-CHA0BA CMBPTHOCT, HedaTaieH
MUOKap/ieH MHQAPKT W/WIH ChPJCUYECH apecT C YyCIelmHa pecycuuTanus. JledeHnero ¢ 8 mg mepuHIONPUIT
TepT-OyTHiIaMyH (eKBHBaJIEHTHO Ha 10 mg mepUHIONIPIII ApTHHMH) BETHBK THEBHO € JOBEJIO 10 3HAUYNTEITHO
a0COIOTHO HaMalleHWe Ha ITbpBUYHATA KpaifHa 11e ¢ 1,9% (penatuBHO HamaneHue Ha prucka ¢ 20%, 95% CI
[9,4; 28,6] — p<0,001).

[Ipu manueHTHTE C MpeaecTBal MUOKapAeH HHPAPKT H/WIH peBacKyJIapu3alus, aOCOIIOTHOTO HaMaJeHue
Ha pucka e 6mio 2,2%, ChOTBETCTBAINO HA PEIATUBHO HamMaJieHue Ha pucka ¢ 22,4% (95% CI) [12,0; 31,6] —
p<0,001) mo oTHOIICHNE Ha IbPBUYHATA KpaliHa LIeJI B CpaBHEHHE ¢ I1aneoo.

B noarpyna ot manuentu, jekyBaHu ¢ Oeta-O0nmokepu B mpoyuBaneto EUROPA, kosito e nedunupana B
aHayM3a CIie/l 3aBbPIIBaHe HA IPOYYBAHETO, IIPUOABIHETO HA TEPUHIONPHI KbM OeTa-0mokepure (n=3 789)
MIOKa3Ba CTATUCTUYECKH 3HAYMMO aOCOIIOTHO HaMasiBaHe OT 2,2% (OTHOCHTEIIHO HaMaJsiBAHE HA PHCKA OT
24%, 95% CI [9,5; 36,4]) B cpaBHeHHe c Oera-Omokepu 0e3 mepunmonpui (n=3745) cmopen cOopHUS
KPUTEPUH OT ChbPACYHOCHI0BA CMBPTHOCT, He(haTaleH MUOKapAeH HHPAPKT U/UIH ChPICUCH apecT ¢ yCIelHa
pecycuuTanms.

Hannu om KIuHu4HU USNUMEAHUs 30 OBOUHA OIOKAOA HA CUCEMAMA pPeHUH-AHSUOMEH3UH-AN00CHEePOH
(RAAS):

B nBe romemu pangomusupanu, koutpoiupanu m3nmuteaams (ONTARGET (ONgoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial — u3nuTBane 3a TpoabKaBaIIK TA00ATHA PE3YITATH
IPH TEJIMHCAPTaH CAaMOCTOSTENHO U B KomOuHarus ¢ pamunpui) u VA NEPHRON-D (The Veterans Affairs
Nephropathy in Diabetes — Hedhponatis u quabet mpu BETEpaHUTE) € U3CIICABAHA yIOTpedaTa Ha KOMOWHAIIUS
ot ACE uaxuburop u 6J0Kep Ha perenTopa 3a aHruoteH3u L.

ONTARGET e npoyuBaHe, IpoBECHO Cpe[l MAUEHTH ¢ aHAMHE3a 33 ChbPACYHOCHIOBO WIH MO3bYHOCHIOBO
3a00NsBaHe WJIM ChC 3axapeH Aua0eT THUMN 2, MPHUIPYKEH C J0Ka3aTeJICTBO 32 TEPMHUHAIHO OPTraHHO
yBpexxgane. VA NEPHRON-D e mpoyuBaHe cpen ManmWeHTH ChC 3axapeH auaber Tum 2 u auabeTHa
HedponaTws.

Te3n mpoydBaHHS HE TOKa3BaT 3HAYMTEICH ONaronmpuareH e(eKT BBpPXYy H3X0oJa OT OBOpEYHOTO H/WIH
CBhPACYHOCHIOBOTO 3a00JsIBaHE M BBPXY CMBPTHOCTTA, HO CHIIEBPEMEHHO ce HaOIr01aBa MOBHUILEH PUCK OT
XHUIEepPKaTueMusi, ocTpa ObOpeyHa HEJOCTATHYHOCT W/WIIM XUIIOTOHHS B CPaBHEHHE ¢ MOHOTepanusaTa. Te3n
pe3ynraTti ca B cuia u 3a apyrd ACE uaxuburtopu u Onokepu Ha peuenTopa 3a aHruoteHsuH Il ¢ mogobuu
(hapMakoJMHAMHYHY CBOMCTBA.

CrenoBaTeHO TpU MAIMEHTH ¢ IuabeTHa HedpomaTus He TpAOBa na ce u3noi3BaT eaHoBpemenHo ACE
MHXHOUTOPH 1 OJIOKEepH Ha perienTopa 3a aHruotreH3uH I1.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints —
M3MUTBaHE Ha AMCKUPEH MPH TUA0CT THIT 2 Upe3 Pe3yJITaTH 32 ChbPACUYHOCHIOBO M ObOpedHO 3a00IsBaHe) €
Ipoy4BaHe, IPeAHA3HAUCHO Aa OLICHH HOI3UTE OT JOOABSIHETO HA AJIMCKUPEH KbM cTaHAapTHO JeueHne ¢ ACE
MHXUOUTOP MM OJIOKEp Ha pelentopa 3a aHruoreH3uH Il mpu mamueHTH cbC 3axapeH auwader Tl 2 U
XpOHUYHO OBOpEeyHO 3a0osBaHe, CHPACYHOCHIOBO 3a00isgBaHe WM U ABeTe. [IpoyuBaHeTO € mpeKkpaTeHo
NPEXIESBPEMEHHO MOpaay MOBHIICH PUCK OT HexesnaH u3xoa. CMBpTTa U MHCYATHT MO CHPACYHOCHAOBH
OPUYMHU YKCICHO Ca IM0-YeCTO CpElIaHd B TpylaTa Ha AJMCKUPEH, OTKOJIKOTO B Ta3W Ha IUIanebo, a
NpE/CTABISABAIINTE HMHTEPEC HEXENaHW pEeaKIMH W CEPUO3HM HEXKENaHW pPeaKuu (XHIepKaJIueMHus,
XUIOTOHHS U ObOpedHa MTUCPYHKIHS) ca chOOIIaBaH! MO-4ECTO B TpyIaTa Ha aJJMCKUPEH, OTKOJIKOTO B Ta3H
Ha myane6o.

THeouampuuna nonynayus:

JIunicear nanHu otHOCcHO IIpecTunon npu geua.

EBpomneiickaTa areHIus 1o JeKkapcTBata 0CBOOOKIaBa OT 3aIbJDKEHUETO 3a IIPEAOCTaBsIHE Ha PE3yNTaTUTE OT
npoyuBaHusita ¢ IIpecTunon BBB BCHYKM MOATPYHNHM Ha MEIUATPUYHATA IIOMYyJIALMs 3a JICYEHHE Ha
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XUIIEPTOHHUS, UCXEMHUYHA O0JIECT Ha KOPOHAPHUTE apTepUH, CTAOWITHA U XPOHUYHA ChpACYHA HEJJOCTATHYHOCT
(Bk. Touka 4.2 3a HHGOPMAIHSI OTHOCHO yIoTpeda B MeIUaTpHsITa).

5.2 ®apMakoOKMHETHYHHU CBOIiCcTBA

Ckopoctra W creneHtra Ha aOcopOuust Ha Oucomponon W mepuHgonpun ot llpectunon He mokaszBat
CTaTUCTUYECKHA 3HAUYUMH PA3JIMKH CHOTBETHO OT CKOPOCTTa W CTEMeHTa Ha aOcopOuus Ha OMCOMNpOJION U
MEPUHIOTIPIII, IPUEMAaHH CaMOCTOSITETHO KaTO MOHOTEpaIusl.

Buconponon

AbGcopOrtus
bucomnponon ce abcopbupa mouru HarrbiaHO (>90%) OT CTOMAIIHO-YPEBHUS TPAKT U TIOPAJX MaJiKaTa CTENeH

Ha MeTa0OJIN3bM MPU TEPBO MPEMHUHABaHE Tpe3 YepHus qpod (mpubnmsurenno 10%), iMa OMOHATMYHOCT OT
npubu3uTeHo 90% ciien nepopaHo MPUIIOKEHHE.

Paznpenenenue
O6ewmbT Ha pasnpeneietue ¢ 3,5 1/kg. CBbp3BaHeTo Ha OHCOIPOJIOI C TUIA3MEHUTE IPOTEHHH € 0K0J10 30%.

buotpanchopmanus v enuMUHApaHe

Buconposnon ce u3mpuBa OT TIOTO NHO JABa NbTA. B yepHHMs Opo0d [0 HEAKTUBHM METaOOIUTH Ce
MmeTabommzupat 50%, KouTo ciex ToBa ce u3IbuBat npe3 ovopennte. Octanamute 50% ce eKCKpeTupaT OT
O0pOpenuTe B HeMeTabonu3upad Buj. OOmuAT KinpbHC € npuonusutenHo 15 1/h. [lnasMeHusT momyXuBoT OT
10-12 yaca my ocurypsiBa 24-4acoB e(eKT cie]l IpreM BeTHEXK JTHEBHO.

CrenuaaHy momyJiaiun

Kunerukara Ha OHCOIIPOIION € IMHEHHA U HE3aBUCHMA OT Bb3pacTTa.

Tbi KaTO ETUMUHUPAHETO CE OCHLISCTBSABA B €JHAKBA CTEIIEH OT ObOpeIUTe U OT YepHHUS APOO, HE ce Hajara
KOpEeKIMsl Ha Jl03aTa 3a HalKMeHTH, KOUTO MMaT WIM yBpeleHa uepHoapoOHa ¢yHKuus, nin ObnOpeuHa
HepocTaThbyHoCcT. He e wm3cnenBaHa (apMakOKMHETHKAaTa WpH MAMMEHTH € XPOHWYHA ChpAeYHa
HEJOCTATBYHOCT U YBpeAEHa 4epHOApoOHa (QyHKUMS Win yBpeaeHa ObOpeuna ¢ynkuus llpu nmanmentu c
XpoHHUYHA chpledHa HepoctaTbyHOCT (kiac I mo NYHA) nnasmennte HuBa OHCOIPOIIOI ca MO-BUCOKU U
MOJTy’)KUBOTHT MYy € MO-IBJIBI, B CPaBHEHHE C Te3W IpH 3/ApaBU A0OpOBOIIM. MakcuManHa IUIa3MeHa
KOHIICHTpAIMsI CJIe]] CTAllMOHAPHO ChCTOsIHUE ¢ 64121 ng/ml npu mHeBHa 103a 0T 10 Mg, a MOJIYKUBOTHT €
17+5 yaca.

Ilepunoonpun

AOGcopouus
Cren mepopaliHo IPUIIOKEHHE abcopOIHsTa HA IEPUHIONPHII € Obp3a, a MUKOBATa KOHIIEHTPAIIUS Ce TOCTHTa
1o 1 gac. [Ima3zMeHUAT MoNTy>)KUBOT Ha IEPUHAONPUI € paBeH Ha 1 Jac.

Pasnpenenenue
O6embT Ha paznpenencHue ¢ okoio 0,2 1/kg 3a HecBbp3aHus nepuHnonpmiar. CTeeHTa Ha CBbpP3BaHE HA

NEepUHAONPHIIAT ¢ MIasMeHuTe nporenau e 20%, ocodeno ¢ ACE, HO 3aBHCH OT KOHLIEHTpaLUsTA.

Buorpanchopmarius

[MepusaoTpUIIBT € TpeKypcop. JBazeceT u celeM MPOIeHTa OT MPHIOKEHATA 1033 TICPUHIONPHI TOCTHTA
KpPbBOOOpaIeHreTo o (hopMata Ha aKTUBHHS META0OUT MEPUHIONPHIAT. B TOMbIHEHHE KbM aKTHBHUS
MEPUHIONPHIIAT, MEPUHAONPHII CE€ pasrpakia Ha oOIle 5 MeTabOJUTH, BCHYKHTE HEAKTHBHH. I[IMKOBH
MTa3MEHH KOHIIEHTPAIMK Ha TIEPUH/IONIPHIIAT Ce JOCTUTaT B paMKUTe Ha 3 110 4 Jaca.

Tpii KaTO MPUEMBT HA XpPaHA HAMaJsiBa KOHBEPCHUATA B MEPUHIONPHIAT U CIEIOBATENHO - OMOHATHYHOCTTA,
HEePHHIONPHII APTHHUH TPsIOBa [a ce mpuiiara MepopasHo KaTo eAWHHYHA JHEBHA /1032 CYTPHH HA TJIAIHO.

EnumMunupane
[Mepunmonpunar ce oTAeNs B YPUHATA U MOJNY>KUBOTHT Ha HECBBbp3aHaTa (pakius ¢ npudausutenno 17 q.,

KOETO MMa 3a pe3yJITaT MOCTHTaHe Ha CTAllMOHAPHO ChCTosIHUE (,,steady state™) cien 4 mHu.

23



JInHerHOCT
JleMoHCcTpUpaHa € TMHEeHa 3aBUCUMOCT MEXKY J103aTa MePUHIAONPUI U Tla3MeHaTa i eKCIIOHAIIHSL.

Cneyuannu nonyaiayuu:

[Ipu nauuenTy B HanpexHaaa Bb3pacT, KAKTO U IPU MALMEHTH ChC ChpAeYHa Win ObOpeyHa HeJOCTaThUHOCT,
eIMMUHHUPAHETO Ha MEpPUHIONpWI € HamajieHo. JKelaTemHO € KOpurupaHe Ha Jo3ata npu OnOpeyna
HEAOCTATHYHOCT B 3aBUCUMOCT OT CTCIICHTA HAa YBPCIKAAHC (eraTI/IHI/IHOB KJ'II/Ip’bHC).

Juanu3Huar KIMpHHC HA MEPUHAONPUIAT € paBeH Ha 70 ml/min.

KuHeTrkata Ha IEpHHJIONIPUIT € TIPOMEHEHA TPY MAIMEHTH C IIPO3a: XENATATHUAT KIMPHHC Ha MOJICKYJaTa-
Maiika ce pexynupa HamoJjioBuHa. He HamainsBa o0ade KOJMYECTBOTO HAa 0Opa3yBaHWA MEPUHAONpPUIIAT U
MOpaar TOBA HE c€ Hajara KOpeKIus Ha go3aTa (BK. Touku 4.2 u 4.4).

5.3 IlpeaAKJIMHUYHH AAHHM 32 0€30MACHOCT
Buconponon

HexnuHUYHWTE JaHHH HE MOKa3BaT 0coOEH PHCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHAIHHUTE (papMaKoIOTHIHI
MpOy4YBaHMUs 32 6€30MaCHOCT, TOKCHYHOCT MTPH MHOTOKPATHO MPIJIaTaHe, TeHOTOKCHYHOCT WJIM KapIIMHOTEHEH
HOTEHLIHAL.

[Ipu npoyuBaHus 3a penpoIyKTUBHA TOKCUYHOCT OMCOINPOJIOJN HE MOKa3Ba e(eKT BbpXy (hepTuinTeTa HWiIn
BBPXY APYIU OOIIHU PE3yATaTH OT PEPOAYKLHITA.

[lomo6Ho Ha mpyru Oerta-Onokepu, OMCONPONONBT NMPUYMHABA MaiunMHa (HaMaleH NpUEM Ha XpaHa M
HaMaJsBaHe Ha TEJIECHOTO TETJI0) M eMOpHOHAIHA/eTanHa TOKCHYHOCT (TIOBUILIEHA YECTOTa Ha Pe30pOIHHUTE,
HaMaJICHO TEIJIO Ha IMOKOJIEHHETO MpPH pakaaHe, 3a0aBeHO (U3MUYECKO pa3BUTHE) IPH BHCOKU JI03H, HO HE €
YCTaHOBEHO JIa € TePaTOreHEH.

Ilepunoonpun

[Ipn mpoyuBaHe Ha XPOHWYHA TOKCHYHOCT CJIE]] TPUJIOKEHHE MEepPOpPaAHO (BBPXY IUTHXOBE W MalMyHH)
IpULEIHATE Opranu ca Op0penute. HacThnumu ca yBpexnaHus ¢ 00paTUM XapakTep.

He e ycraHOBeHa MyTareHHOCT HUTO IIPH in Vitro, HUTO MPH in Vivo U3CiIeABaHUSL.

PenponyKkTuBHUTE TOKCHKOJOTMYHHM MpPOYy4YBaHUS (ITbXOBE, MMIIKH, 3aiilli M MalMyHH) HE IOKa3BaT
MpU3HAIN 32 HATMYHe Ha eMOPHOTOKCHYHOCT Mtk TepatorenHoct. 3a ACE nnxuburtopure obaue, kaTo rpyrma,
¢ OMIo ToKa3aHo, Y€ WHIYNHpAT HeOIaronpusaTHu €(heKTH BhPXY KBCHOTO (hETaIHO pa3BHTHE, MMAIIX 3a
pe3ynrar ¢eraaHa CMBbPT M KOHTCHATATHU e(DEKTH ITPH TPHU3aud U 3ai1Ii: OLOpEeUHH JIC3UH U YBETMUEHA TTCPH -
Y TIOCTHATaJIHa CMBPTHOCT. DEepTUIUTETHT HE € OWJI HapyIIeH HUTO IPU MBXKKH, HUTO MPH JKEHCKH TIHXOBE

He e HabnromaBaHa KapIMHOTEHHOCT MPU MPOYYBAHUS B IBITOCPOYCH TUIaH MPU TUTHXOBE ¥ MUIIKH.

Onenka Ha pucka 3a oxosHata cpeaa (ERA):

[pectunon chabpKa aKTUBHUTE ChCTABKH OMCOMPOIION U niepunaonpuit. [Ipectuion me Bu 0b1e npeanucan
KaTo MPSK 3aMECTUTEI 33 MHIUBUIAYATHUTE JIO3U OT OUCOIPOJION M MEePHHIONPHII, CICIOBATCIHO HAMA Ja
HACTBHITM TIOBHIIIABAHE HA €KCIIO3MIIMATA Ha OKOJIHATA Cpe/a.

6. OAPMAIIEBTUYHU JAHHU
6.1 Chnucbk HAa IOMOLIHUTE BellecTBA

Cvpyesuna na mabiemkama.:

Iemymno3a, mukpokpuctaiaa PH 102 (E460)
Kammmer xap6onat (E170)

[{apeBUYHO HUIIIECTE, MPEKEITATHHUZUPAHO
HartpueB Humiecten raukoiar tun A (E468)
CunuiueB TUoKcHI, KojouaeH, 6e3somaeH (ES51)
Marne3sues cteapat (E572)

Kpockapmenosa varpuit (E468)
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Quamupawio nokpumue:
I'maniepon (E422)
Xunpomenosa (E464)
Maxkporon 6000

Maruesues creapat (E572)
TutanoB auokcun (E171)
Kuat xxenesen oxcun (E172)
YepseH xene3eH okcup (E172)

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roAHOCT

[MomunponuieHoBa onakoBka 3a Tadyetku ¢ 10 punmupanu tadietku: 24 Mecela.

[MonunponuieHoBa onakopka 3a Tabnerku ¢ 28 wiu 30 punmupanu tadbnetku: 30 Mecena.

OrmakoBKa 3a TaOJICTKH OT MOJUETHIICH ¢ BUCOKA IMITBTHOCT ¢be 100 drummupanu Tabnmetku: 30 mecerna.
OmnakoBka 3a TabneTku ¢ 10 punmupann tabnerku: Crien otBapsiae [Ipectnion TpsoBa xa ce uznonssa a0 20
JTHH.

OnaxoBka 3a Tabnetku ¢ 28 unn 30 punmupanu tabnaetku: Cnen otBapsine [Ipectuson Tpsadsa qa ce u3non3sa
J0 60 nHU.

OmnakogBka 3a Tadsetku cbe 100 punmupanu tadbnetku: Cies orBapsine [Ipectuson TpsiOBa Ja ce U3M03Ba JI0
100 nuu.

6.4 Choenuajnu ycJIOBHsI HA CbXpaHeHHUe

He u3nckBa crienuaiHy ycioBus 3a ChXpaHEeHHeE.

6.5 Buau chabpkaHue HA ONAKOBKATA

OmnakoBka 3a TabneTkH, chabpkaiia 10, 28 win 30 GpunMupanu TabaeTKH: Osa ONMaKOBKa 3a TaOIETKH OT
MOJIUTIPONIIIEH, C HaMaJIsBallla UPKyJIannusTa Ha BB3AyX Kamadka OT MOJIMETHIICH ¢ HICKA IUTBTHOCT U Osi1a

HETpo3payvHa 3ayIaika, CHaOJIeHa ChC CYIIUTEI.

OmnaxoBka 3a TabneTku, chabpxama 100 pruiMupanu TabIeTKU: ONAKOBKa 3a TAOJIETKH OT MOJIMIIPOIMIIEH C
BUCOKa IUIBTHOCT, ChC 3aITyIIagKa OT MOJUIPOIIICH, CHA0AEHA ChC CYILIHUTEN.

Kytust ¢ 1 onakoBka 3a Tabnerku ot 10, 28, 30 wim 100 punmupanu TabneTKy.
Kytus ¢ 3 omakosku 3a Tabnetku ot 28 win 30 dunmmupanu TabaeTKy.

Kytus ¢ 4 onakoBku 3a 3a Tadietku ot 30 puaMupaHu TabaSTKH.

He Bcuukm BHIOBE OMAKOBKH MOTAT Ja ObJAT MyCHATH B MPOIax0a.

6.6 CnenmuajHu NpeANa3HN MepPKHU NPHU U3XBbPJIsIHE

Hsama CIICHaJIHU U3UCKBAaHU .

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
OpaHuus
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20160040

9. JATA HA IIbPBO PA3PEIIABAHE/IIOJHOBSIBAHE HA PA3PEHIEHUETO 3A
YIIOTPEBA

Jata Ha epBO paspemanane:26.01.2016

10. JOATA HA AKTYAJIU3UPAHE HA TEKCTA: 06/2023 r.

IMToapo6Ha nHpopMaITus 3a TO3M JeKapCTBEH MPOYKT € peocTaBeHa Ha yebcaiita na MAJT: www.bda.bg
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JAHHHU, KOUTO TPABBA JJA CbABP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Ipectumon 10 mg/5 mg punmupanu TabaeTku
0K COIPOII0NIOB (hyMapaT/IIePUHIOTIPUIT APTUHUH

Prestilol 10 mg/5 mg film-coated tablets
bisoprolol fumarate/ perindopril arginine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEUIECTBO(A)

Enna ¢dunmmpana tabnetka cpappixa 10 mg 6uconpononoB ¢pymapar (ekBuBajeHTeH Ha 8,49 mg
Ouconposon) u 5 mg NepUHIONPUII ApIUHUH (€KBUBaJICHTEH Ha 3,395 mg nepuHaonpuI).

‘ 3. CIIUCBK HA ITIOMOIIIHUTE BEHIECTBA

l 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

dunmupana TabneTka.

10 punmupanu TabneTku.

28 punmupaHu TaOIETKH.

30 dunmupaHu TaOJSTKH.

84 punmupanu Tabnetku (3 orakoBKH 3a TabIETKH OT 10 28).
90 bunmupanu TadbseTky (3 onakoBKU 3a TabneTku ot mo 30).
100 pummupanu TabIEeTKH.

120 ¢punmupanu tabaeTku (4 onakoBky 3a TadbaeTku ot 1o 30).

| 5. HAYMH HA TPUWIATAHE M MbT(M1IIA) HA BbBEXJIAHE

IlepopanHo npuIIOKEHHE.
[Ipenun ynotpeba npoyereTe IMCTOBKATA.

6. CHELHUAJIHO ITPEAYHPEXJAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE
CBbXPAHSBA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JEITA

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

‘ 7. APYI'U CHEIMAJIHU ITIPEAYIIPEXKJIEHHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

Tl'ogen mo: {MM/ITTT r.}

OnaxoBka 3a Tabnetku ¢ 10 dunMupanu tabiaeTku: n3nonspaite 1o 20 AHU el OTBapsiHE.
OmnakoBka 3a TabaeTku ¢ 28 wim 30 GpruiMupany Ta0IeTKA: U3Mo3BaiTe 10 60 THU ClIe]] OTBapsHE.
OmnakoBka 3a TabaeTku cbe 100 drmMupann TadaeTku: n3mon3eaiite 10 100 1HU ciien oTBapsHE.
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9. CIIEHUAJIHU YCJIOBUS HA CBXPAHEHUE

10. CHEIMAJIHU NPEAITA3ZHU MEPKH ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHHUTE INPOAYKTHU NI OTHHAABYHUN MATEPHUAJIN OT TAX, AKO CE
N3NCKBAT TAKUBA

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

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes Cedex — @panrust

l 12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEGA

Peructparmmonen Ne: 20160040

| 13.  MAPTHJIEH HOMEP

ITaptunen Ne {Homep}

| 14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEITHUCaHHE.

| 15.  YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

Ipectumnon 10 mg/5 mg

| 17.  YHHUKAJIEH MAEHTU®UKATOP — JIBYU3MEPEH BAPKOJ

JByn3mepeH Oapko[l C BKIIOUCH YHUKAJICH UICHTH(HUKATOD

‘ 18. YHHUKAJIEH HWIAEHTU®UKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJUHUYHU
ITbPBUYHU OITAKOBKHA

KOHTEVHEP

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Ipectunon 10 mg/5 mg punmupanu TadieTku
OKCOIPOII0JIOB (hyMapaT/IIePUHIOTIPUIT APTUHUH

| 2. OBSIBIBAHE HA AKTMBHOTO(MTE) BEILECTBO(A)

Enna ¢punmupana tabmerka cpabpxa 10 mg 6ucomnpoionos dymapar (ekBuBajgeHTeH Ha 8,49 mg
OucompoIon) U 5 MY MepUHIOPUI apTHHIH (eKBUBaJICHTCH Ha 3,395 mg NepUHIOTPHI).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4, JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/THA OITAKOBKA

OunmMupana TabieTka.

10 dumvupanu TabIETKH.
28 dhunMupaHu TaOIETKH.
30 ¢punmupanu TaOIETKH.
100 ¢punmupanu TaOIETKH.

‘ 5. HAYMH HA ITPUJIATAHE U ITbT(MIIA) HA BBBEKJIAHE

IIepopanno npunoxeHue.
IIpean ynotpeba mpoueTeTe JINCTOBKATA.

6. CIIEHUAJIHO HNPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSBBA JIA CE
CBbXPAHSBA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCETI'A HA TEITA

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

‘ 7. APYI'U CHEINUAJIHU NPEAYIPEXJIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

lopen mo: {MM/ITIT 1.}

OmaxkoBka 3a Tabetku ¢ 10 pummupany TabneTku: nimon3saite 10 20 THA cIea OTBApSHE.
OmnakoBka 3a Tabnetkn ¢ 28 wm 30 ¢pummupaHu Ta0NeTKy: U3non3BanTe 10 60 THU ciie]] OTBapsHE.
OmnaxoBka 3a Tabnetku cbe 100 dpunmupanu Tabnerku: n3nonspaite 10 100 gHu ciex oTBapsHe.

9. CHHEHHUAJIHU YCJIOBUSA HA CbXPAHEHHUE

30



10. CHEIMAJIHU NPEAITA3ZHU MEPKH ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHHUTE ITPOAYKTHU NJIN OTHAABYHUN MATEPHUAJIN OT TAX, AKO CE
N3NCKBAT TAKUBA

11. HUME U AJIPEC HA IIPUTEXXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes Cedex — ®@paniust

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEGA

Peructparmonen Ne: 20160040

‘ 13. TAPTHUJAEH HOMEP

[Taptunen Ne {Homep}

‘ 14. HAYHH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITYCKa IO JIEKAPCKO MPENHCaHHE.

15. YKA3AHUS 3A YIIOTPEBA
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JIMCTOBKA
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JlucroBka: I/IH(l)OpMal[Hﬂ 3a manueHTa

IMpecrunoa 10 mg/5 mg punmupanu TadaeTku
Prestilol 10mg/5mg film-coated tablets
6uconpoionos ¢hymapat/mepungonpui apruaun (bisoprolol fumarate / perindopril arginine)

ITpoueTeTe BHUMATEHO LSJIATA JIUCTOBKA, MPeEAN /1a 3all0YHETE a NMpUueMaTe TOBA JEKApPCTBO, Thil

KAaTO THA ChAbLP:Ka BaxHa 3a Bac nundgopmanus.

e 3amasere Ta3W JUCTOBKA. MOKe Ja ce HAJOXKH Ja s MPOYETETe OTHOBO.

e Axo mMare HAKaKBH JOIBIHUTEIHH BBIIPOCH, TONMUTalTe Bamms nekap, papmaneBT uimm MeIUIIUHCKaTa
cectpa.

e Toga nekapcTBo ¢ npeanucano jauuHo Ha Bac. He ro npeorcThnBaiite Ha apyru xopa. To Moxe aa um
HaBpeJIU, HE3aBUCHMO Ye TIPU3HAIIUTE Ha TSIXHOTO 3a00JIIBaHe ca ChIIMTE KaTo Bammre.

e AKO TIOJNIyYHTE HSKAKBU HEXKEJIAaHU JIEKAPCTBEHU PEAKINH, yBeJAoMeTe Bammis jmekap wim ¢gapMmaresT.
ToBa BKIIIOYBA ¥ BCHYKH BB3MOKHU HEKEJIaHW PeakliH, HEOIMCAaHU B Ta3H JICTOBKA. Bikre Touka 4.

KakBo cbabpika Ta3u JJMCTOBKA

Kaxso mpencrasmisasa [IpecTuinon u 3a KakBo ce U3MOJ3Ba
Kakso tpsi0Ba na 3Haere, npeau aa npuemere [pectuion
Kak na npuemate IIpectunon

Bb3MOKHM HEXENAHU pEAKIIUU

Kak na cexpansate IIpectunon

ChabpxaHne Ha ONIaKOBKAaTa U JOI'BIHUTENHA HHOPMALUS

I N

1. Kakso npexncrasasipa Ilpectuiios u 3a KakBo ce M310J13Ba

[IpecTumon chabpika ABE aKTUBHUTE ChCTABKU — OMCOMPOJIOIOB (hyMapaT U MEPUHAONPUI apTUHUH B €HA
Tabnerka:

e bucomnpomnonoB ymapaT MpHUHAUIEKN KbM €HA TPpyIIa JIEKapCcTBa, KOATO ce Hapuda b6era-6mokepu. bera-
Onokepute 3a0aBsT ChPACUYHHUS PUTHM M MPABST M0-€(UKACHO M3IOMIIBAHETO Ha KPBB OT CBHPLETO IO
TSUIOTO.

e [lepuHaonpui apruHUH € WHXUOWTOP Ha aHrMoTeH3MH KoHBeptupamus eH3uMm (ACE). [eiictBa upe3
pasimpsiBaHe Ha KPbBOHOCHUTE ChAOBE, C KOETO yJECHSABA ChpLeTo B B M3MOMIIBaHETO HA KPBB IMpe3
TAX.

IIpectumon ce M3oI3Ba 3a JICUCHNE HAa BUCOKO KPBBHO HAaJsTaHE (XUIIEPTOHMS) M/WIH CTAaOMITHA XPOHUYHA
ChpJICYHA HEJIOCTATHYHOCT (CHCTOSHHE, PH KOETO CHPIIETO € HECTTOCOOHO J1a H3ITOMITBA JIOCTATHYHO KPBB, 32
Jia 33JI0BOJIM HY>KJIMTE HA TSJIOTO, U B PE3yJITAT OT TOBA HACTHIIBA 3a/yX W MOJyBaHE) W/UITH 32 HAMAJISIBAHE
Ha pUCKa OT ChPACYHHM HMHIMIACHTH, KAaTO HalpuUMep MHUOKapAeH MH(APKT, NpH NalUEeHTH ChC CTaOHIHA
KOpoHapHa 0oJiecT (CbCTOSHHE, IPH KOETO KPbBOCHAOASIBAHETO HA CHPLETO € HAMaJICHO WM OJIOKMPaHO) U
KOMTO BeYe ca MMalli MHOKapJAeH MH(ApPKT W/WIK omnepauus 3a moJoOpsBaHe Ha KPHBOCHAOISBAHETO Ha
CBPLETO Ype3 pa3lIupsiBaHe Ha ChJIOBETE, KOUTO IO CHAOSBAT C KPBB.

Bwmecto na npuemate Oucomnpoonos GpymapaT v IepuHIONPUI aPTUHUH KaTO OTACITHU TaOJIETKH, IIIe B3eMaTe
emHa Tabnetka [IpecTriton, KoATo ChbIbpika U ABETE ChCTABKH B CHIIOTO KOJUIECTBO.

2. Kakso Tpsi6Ba 1a 3Haete, npeau Aa npuemere [IpecTuiion
He npuemaiire IlpecTuioan:

® aKO CTE aJepTHYHU KbM OMCONPOJION WM KbM HSAKOH JIpyr Oera-O0JoKep, KbM MEPUHAONPHI WIH KbM
Hskoit apyr ACE nHXuOUTOp, MIIM KbM HSAKOS OT OCTAHAJIMTE CHCTABKH HA TOBA JIEKAPCTBO (M30pOeHH B

TO4Ka 6);

®  aKO MMaTe ChpJeYHA HEJAOCTATHYHOCT, KOSTO BHE3AITHO CE € BIIOIIMIIA /YT MOXE J]a HAJIOXKH JICYSHHUE B
OOJIHUIIA;

® aKO MMaTe KapIUOTCHEH IIOK (CEpUO3HO ChPJCUYHO CHCTOSHHUE, MPHUUYMHEHO OT MHOTO HUCKO KPBBHO
HaJsTa”He),
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aKo UMaTe ChPJICYHO 3a00JIABaHe, KOCTO Ce XapaKTepu3rpa ¢ 0aBeH WM HENpPABHIICH ChPJCYCH PUTHM
(mpencwpaHOKaMepeH OJOK OT BTOpa WM TPETa CTEIEH, CHHOATPHAJICH OJIOK, CHHAPOM Ha OOJIHHS
CHHYCOB BB3€l),

aKko mMarte 3a0aBeHa ChpJievHaTa JISHHOCT,

aKo MMaTe MPEKOMEPHO HUCKO KPBBHO HaJlsITaHe,

aKo UMaTe TeXKKa acTMa HITH TEKKO XPOHUYIHO OeopoOHO 3aboisaBaHe,

aKo MMaTe TeXKKH MpoOJIeMH C KPhBOOOpPAIIEHHETO Ha KpaWHUIMTE CH (KaTOo HAampuMep CHHAPOM Ha
Petino), K0HTO MOXE A2 € MPUYMHA IPHCTUTE HA PBIETE WIX Ha KpakaTta Bu 1a Mph3HaT nim 1a ca 6ienu
WM CUHKAaBH,

aKo MMaTe HeJeKyBaH (PeOXpOMOLMTOM, KOWTO MpEACTaBisABa PSABK TyMop Ha HanObOpeuHarta kie3a
(Menynarta),

aKo MMarTe MeTaboJIMTHA aln03a, ChCTOSHUE, ITPH KOETO UMaTe TBBPAE FOJIeMH KOJHMYECTBA KUCEINHA B
KPBBTa CH,

aKo CTe MOJTyYaBaId CUMIITOMHU KaTo CBUPKAIIIO JUIIAHE, IIOyBaHe Ha JTUIIETO, €3UKa UITH I'bPIJIOTO, CHIICH
ChPOEK MITH TEKKU KOKHU 00puBH pu npeauinHo Jieuenne ¢ ACE uaxuburopu nimm ako Bue wnm uien
Ha Bamero cemelicTBO cTe MMalld TaKMBa CUMIITOMH NPH JAPYTH OOCTOSATENICTBA (CHCTOSHHE HApEUeHO
AHTHOHEBPOTHYEH OTOK),

ako cTe OpeMeHHa ciex 3-Tus Mecell (OCBEH TOBa 3a IpeIImoYnTane € aa u3osarsare Ilpectunon B paHHUS
cTaanii Ha OpeMEeHHOCTTa — BXK. pa3/iesia OTHOCHO OpEMEHHOCT),

aKo uMaTe nuadeT WM HapyimieHa O0bOpedHa (QYHKIUS M ce JIeKyBaTe C JIEKapCcTBO 3a IMOHIKaBaHE Ha
KPBBHOTO HAJISTaHE, ChABPIKAIIO AIMCKUPEH,

aKo CTe Ha JMajn3a WM HIKaKbB IpYT BHI (puaTpaius Ha KpbBTa. B 3aBUCHMOCT OT anmapaTa, KOMTO ce
n3noa3Ba, [Ipectunon Mmoxe na e Henoaxoasau 3a Bac,

aKo mMaTe mpobjaeMu ¢ OBOpeIuTe, MPH KOWTO CHAOAIBaHETO Ha Bammre ObOpery ¢ KpbB € HaMajeHO
(cTeHo3a Ha ObOpeyHaTa apTepus),

aKo MPOBEXKATEe MM HACKOPO CTE TPOBEXKIANIHN JICUCHUE ChC CaKyOUTpHJl/BalicapTaH, JIEKapCTBO,
M3MOJI3BAHO 32 JICUCHUE HA ChpJeYHa HEJOCTATHUHOCT, Thi KATO PUCKBT OT aHTHoeneM (0bp30
MoyBaHe Mo/ Ko)kaTa B 00JIaCT KaTo I'bPJI0TO) € moBHIeH (BX.“TIpeaynpexaeHns u npeana3Hu MepKu'
u ,,JIpyru nexapcrsa u Ilpectumon®).

[penynpe:kaeHust U NpeANasHU MePKU
l'oBopete ¢ Bamms nekap unu ¢papmanest, npeau na npuemere [Ipectumnon, ako:

uMarte quader;

nMaTe ObOpeuHH mpoOneMy (BKIIOUMTENHO OBOpedHa TpaHCIIAHTALMS) WM aKo CTe Ha JUAM3HO
JIeUeHHE;

UMaTe YepHOAPOOEH MpodIIeM;

uMate aopTHa U MUTpaJIHA CTeHO3a (CTECHSIBAaHE HA TTIABHUS KPBBOHOCEH ChJ, U3MIM3aLl OT CHPLETO) N
XUIEepTpopUYHA KapauoMuomnaTus (3a0oisiBaHe Ha CHPACYHUS MYCKYJ), MJIM CT€HO3a Ha ObOpedHa
apTepus (CTECHIBAHE Ha apTEpUATa, KOATO CHA0IsBa ObOpeKa ¢ KPhB);

uMaTe HeoOn4aifHO IIOBUILEHU HUBA HA XOPMOH B KPBbBTa, HApE4eH ajll0CTEPOH (IIbpPBUYEH
ANJOCTEPOHU3BM),

aKo cTpajare OT ChpAeYHa HEAOCTATHUYHOCT MM OT APYTH NPOOJIEMH ChC CHPLETO, KATO HAIIPUMED JICKH
HapylmIeHUs Ha CHpPACYHUS PUTHM WM CHUIHU OOJKH B TPHAHHS KOII B IMOKOH (CTEHOKApIHs THII
[Ipunumeran);

cTpajate OT KOJIareHO3Ha ChIoBa OoyiecT (3a0oisBaHe HA ChEAMHHUTEIIHATA THKaH), KaTO HaIpUMED
CHCTEMEH JIyILyC €pUTEMAaTOIeC UIN CKIEPOAEPMHUs,

cra3Bare JueTa ¢ OrpaHHUYCH IPUEeM Ha TOTBapcKa COJ MIIM U3I0I3BaTe 3aMECTUTENM Ha TOTBapcKara coll,
KOWTO ChIbPKaT KaJMil (MOBUIIEHOTO KOJIMYECTBO Ha KajWil B KPBbBTA MOKE J1a MPUYMHHU IPOMEHH B
CBhpPACYHHUS PUTHM);

aKO0 HacCKOpO CTe MMaJM JHMapus WIM MOBPBIIaHe, Wik ako cre obe3Boganenu ([Ipectwnon moxe na
IPUYMHY CIIaJlaHe Ha KPbBHOTO HAJISITAHE);

TpsaOBa na Opaere nomioxkenu Ha LDL adepesa (koeto mpencTapisiBa OTCTpaHsIBaHE Ha XOJIECTEPOIIA OT
Bamara xpbB upe3 MalnHa);

B MOMECHTAa TMpOBEXIAaTe aHTHANCPrMYHO JieueHWe WM Bu mpeacron Ja ce TOMIOKHTE Ha
JIECEHCUTU3UPAILIO JICYEHHE 32 HaMaJIsiBaHe HA aJleprHYHATE e(DEKTH KbM Y)XKUJIBAHE OT IMUYEITH WIH OCH;
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CI1a3BaTe CTPUKTHO I'IaAyBaHE UJINM TCXKKa JUCTA,

npeacTon Ja ObJeTe MONI0KEHH Ha YIOWKA W/HJIH TOJIIMa OTIepalius;

uMare npodJieMH ¢ KPbBOOOPAILICHUETO B KPAHHULIUTE CH;

uMarte acTMa Wi XpOHHYHO O0el0ApoOHO 3a00msBaHe;

uMare (WM CTe MMaJIH) TICOPHA3HC;

aKo mMarte TyMOp Ha Hag0BOpedHaTa xie3a (peoxpomonurom);

uMate HapyIlleHHue Ha IuToBuaHaTa xkJe3a (IIpectunon Moske Aa mpuKprue CUMITOMUTE Ha CBPbXaKTHBHA

MIMTOBH/IHA JKJIE€3);

e pMaTe aHruoeneM (TEeKKa aJepruiyHa peakius C MOAyBaHEe Ha JIMLETO, YCTHUTE, €3MKa MM T'bPIIOTO,
MPHUIPYKEHA OT TPYAHOCT 3a MpeTIbIaHe WU Auiiane). ToBa MOXke Jja CTaHe BbB BCEKH MOMEHT B XOJa
Ha JICYEHUEeTO. AKO pa3BUeTe TAKHBA CUMIITOMH, TPSOBA Ja cripete nmpueMa Ha [IpecTuion u na otuaeTe
He3a0aBHO Ha JIeKap;

e cTe OT YEpPHOKOX MPOU3XOJ, ThH KaTo 3a Bac Moxe Ja MMa MO-TOJISIM PUCK OT aHTHOEAEM M TOBa
JIEKapCTBO MOKe Ja € 1mo-ciabo eeKTHBHO 3a MOHMKaBaHE HAa KPbBHOTO BU HalsiraHe, OTKOJIKOTO MPH
X0pa, KOUTO HE Ca YSPHOKOXKH;

e MpHeMaTe HIKOE OT CIIEJHUTE JIEKapCTBa, M3IMOJI3BaHH 3a JICUCHUE HA BUCOKO KPHBHO HAIISATaHE:

- anarmorensud II pementopen 61okep (ARB) (M3BecTeH ormie kaTo capTaH — HalIpUMep BajicapTaH,
TeIMHUCapTaH, HpOecapTaH) U B JaCTHOCT — aKo mMaTe OBOpeyHN TPo0IeMH, CBBP3aHH ¢ AUaleT;
- QJHCKHUpEH.
Bammsar nexap Mo>xe J1a mpoBepsBa Npe3 paBHU UHTEpBaiIu ObOpeyHata GpyHKIMS, KpPBBHOTO HaJsITaHe U
KOJINYECTBOTO EJICKTPOJIMTH (HAIp. Kajuii) B KpbBTa Bu. Bmxkre cpuio nadopmamusta o3arnasena ,,He
npuemaiite [Ipectumon®.
® DHUCKBT OT aHI'HOEJIEM € TIOBHINICH, aKO IIPUEMAaTe HAKOE OT CIIJHUTE JIeKapCTBa!

- parekaoTpui (M3MO0JI3BaH 3a JICUSHUE Ha THAPH)

- CHUPOITUMYC, EBEPOIUMYC, TEMCHUPOIMMYC U APYTH JICKAPCTBA, IPUHAUICHKAIM KbM KJIac JeKapCTBEHU

npoayktd, HapeueHd MTOR wuHXMOWUTOpH (M3MON3BaHU, 3a Ja CE MPESIOTBPATH OTXBBPISHETO HA

TPAHCIUIAHTUPAHU OPTaHU U MPH PaK).

- cakyOuTpuJI (HaJIM4eH KaTo (PUKCUpaHa J030Ba KOMOWHALIUS C BajcapTaH), M3MOI3BaH 32

NPOABIDKUTENHO JICYCHNE Ha ChplieuHa HEAOCTaThUHOCT,

- JIMHATrJIMIITUH, CaKCArJIMIITUH, CUTAIJIMIITUH, BUJIJATJIMIITUH U APYTH JICKAPCTBA, IIPUHAJICIKAIIIU KbM

KJIaC JIEKapCTBEHH MIPOAYKTH, HAPHYAH TIIHIITHHY (M3II0I3BaHH 3a JICUCHHE Ha quader).

He mpexbcBaiite pssko mpuema Ha [IpecTmiion, Thil KaTo TOBa MOJXKE Ja NMPUYMHH TEXKKO BJIOIIABaHE Ha
cbpreuHoTo Bu 3abonsBane. JledeHneTo He TpsOBa &a ce MpeKpaTsiBa PsS3KO, 0COOCHO MU TMAIMEHTH C
KOpOHapHa 00JIECT Ha ChPLETO.

Tps6Ba 3aabpKUTENHO Oa nHpopMupaTe Bamms nekap, ako cMmsrate, 4ye cte OpeMeHHa (HiId € Bb3MOXKHO J1a
3abpemeneete). IIpecTmiion He ce mpenopbyBa B paHHUTE CTAAUM Ha OPEMEHHOCTTA M HE TpsOBa Ja ro
npuemMaTe, ako cTe OpeMeHHa ciest 3-THsI Mecell, Thil KaTo MOXe Jja IPUIMHH CEPUO3HO yBpeXxaaHe Ha Bamero
6e0e, ako ce M3MO3Ba B TO3M NEPUO (BIKTE TOUKATa 3a OpeMeHHOCT).

Jeua u roHOIIN
[IpecTumon He e MpeHA3HAYEH 32 U3MOJI3BaHE MPH Jiella U MTOIPacTBall Ha Bh3pacT o 18 roauam.

JApyru jexapcrsa u IIpectuion
Wndopmupaiite Bamms nexap uinm gapmaneBT, ako MprueMaTe, HACKOPO CTE MPUEMAaIld WM € Bb3MOXKHO J1a
IIpUEMETE APYTHU JEKapCTBa.

Mma nekapcTBa, KOUTO MOTAT 1a IpoMeHAT edexTa Ha [IpecTrnon wim 9uuTo eeKTH MOKe 1a ¢e TIPOMEHSIT
ot IIpecTrmnon. To3u T B3aNMOAECHCTBIE MOJKE /1a IOBEIE IO HaMaJIsiBaHe Ha e()eKTHBHOCTTA Ha €JHOTO TN
Ha JIBETE JIEKapCTBa. AJIITEPHATUBHO MOXE JIa TIOBUIIIM PHCKAa OT BH3HUKBAHE HAa HEXXEJIAaHW PEaKIuy WM Ha
TAXHATA TEXKECT.

Henpemenno undopmupaiite Bammus nekap, ako B3eMate HIKOH OT CICJHUTE JIEKapCTBa:

e JICKapCTBa, KOWTO CE M3IOJI3BAT 32 KOHTPOIHMPAHE HA KPHBHOTO HAJSTaHEe, WM JICKaApCTBa 3a TPOoOIeMu
ChC CHPIETO (HampuMep aMHOIApPOH, aMJIOJMUIINH, KJIOHHWAWH, TUTHTATUCOBH TIUKO3HUIH, IHITHAZEM,
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q3onupaMun, QenoaunuH, (IeKaWHWA, JHIOKAWH, METHIAONA, MOKCOHWAWH, IPOKAUHAMUI,
nponadeHOH, XUHUAWH, PUIMEHUINH, BEparaMui);

JpYyTH JIEKapcTBa 3a JIEYEHHE HA BHCOKO KPBBHO HAJraHe, BKIIOYMTENIHO aHruoTeH3uH Il penentopau
omoxepu (ARB), anmuckupen (Buxrte cbio nHboOpMaIusTa, o3ariaBena ,,He npuemaiite Ilpectrmon® u
I IpeaynpexxaeHus 1 Mpeana3sHi MEpKHU pH ynoTpeda‘) wim AnypeTruiy (JIeKapcTBa, KOUTO YBEINYaBaT
KOJIMYECTBOTO ypHHA, TPOU3BEIeHA OT ObOpenuTe);

KaJMii-ChbXpaHsIBallX JieKapcTBa (Hamp. TpUAMTEPEH, aMUJIOPU[), KalheBH JI00aBKU WIH KaJWii-
CBABPKAIIM 3aMECTHTENN Ha TOTBapcKaTa COJ, APYTH JIEKapCTBa, KOWUTO MOTAaT [a MOBHUIIAT KalHs B
TSUI0TO (TAKMBa KAaTO XEMapHH, JEKapCTBO M3IIOI3BAHO 3a Pa3pekAaHe Ha KPBbBTA U 33 NIPEJOTBPATSIBaHE
Ha ChCUPEL;TPUMETOIIPUM M KO-TPUMOKCA30JI, IIO3HAT OLIEe KaTo TPUMETONpHUM/cylihaMeToKcas30ol 3a
JevYeHre Ha MHPEKLIH, TPUYHHEHHU OT OaKTepHs);

KaJIMHA-ChXpaHsBally JICKApCTBa, U3MOI3BAHM 3a JICUCHHE HA ChPACYHA HEJOCTATHYHOCT: CIUIEPEHOH U
CIIMPOHOJIAKTOH B 03U 0T 12,5 mg 10 50 mg Ha jeH;

CUMIATOMHUMETHYHH CPEJICTBA 32 JICUEHHE Ha KIMHWYEH IIOK (aJpeHannH, HOpaapeHalruH, 100yTaMuH,
W30IIpeHANNH, eheIprH),

€CTPaMyCTHH — M3MOJI3BaH IPH JICUEHHE Ha Pak,

JIeKapCcTBa, KOMUTO Hali-uecTo ce MU3MOJ3BAT 3a JICUCHHEe Ha Juapus (paluekaIoTpHil) UilH 3a Ja ce U30erHe
OTXBBPJITHETO HA TPAHCIUIAHTUPAHU OpPraHu (CHPOJHMYC, €BEPOJIMMYC, TEMCHPOJIMMYC U JpPYyTH
JIeKapcTBa, MPUHAUISKAIIN KbM KJIac JIEKapCTBeHH MPoaAyKTH, Hapeuyenn mTOR nuxubduropu). Bxk.Touka
L IpeayTpexxIeH s ¥ peIna3Hu MEpKH IpHU yrmoTpebda,

cakyouTpmi/BajcapTaH (M3M0JI3BaHH 32 MPOIBIDKUTEITHO JIeUeHIe Ha ChbpAeYHa HEJJOCTATHYHOCT).
Bax.Toukm ,,He mpuematite [pectumon* u ,,IIpenynpexnenns u npeana3Hi MEpKHU IpH yrmoTpeda™.
JIUTUHN — U3II0JI3BaH 3a JieueHHe Ha MAaHUU U JETIPECUH,

HSIKOW JIGKapCTBa, M3MOJI3BaHU 3a JICUCHHE Ha ACMpecHsi, KaTO HampuMep UMUIPaAMUH, aMUTPUIITINH,
WHXUOUTOpH Ha MoHOaMHHOOKcHnazata (MAO) (¢ uzkmouerne Ha MAO-B uaxuburopn);

HSIKOU JIEKapCTBA, M3MI0JI3BAHH 32 JICYEHUE HA MU30()peHNs (aHTUIICUXOTHULIH);

HSIKOU JIEKAapCTBa, U3II0JI3BaHH 32 JIeueHHe Ha enmiencus (peHuTonH, 6apoutypat kato Gpenobapouran);
AHECTe3MOJIOTUYHH JIEKAPCTBEHHU IPOLYKTH, U3MOJI3BAaHH NIPU XUPYPIHYHU TPOLEAYPH;
CHAOPA3MUPSIBAILN CPEJCTBA, BKIIOYUTEIHO HUTPATH (TIpemapaTH, KOUTO BOAAT 1O pa3lIMpsSBaHE Ha
KPBBOHOCHHUTE CHIIOBE);

TPUMETONPUM, U3IIOJI3BaH 32 JICUCHUE HAa NH(EKIHH;

UMYHOCYTIpecopH (JIeKapcTBa, KOUTO HaMaJsiBaT 3alIUTHHUS MEXaHU3bM Ha TSUIOTO) KATO LUKIOCIOPHH,
TaKpOJMMYC, W3IMOJI3BAaHM 3a JICYeHHE Ha aBTOMMYHHH HapyIIEHHS WU cJeJl TpaHCIUIaHTallMOHHA
XUPYPTUs;

aJIOIYPHUHOJ, U3II0JI3BaH 32 JICYEHUE Ha [10/1arpa;

NapacUMIIATUKOMUMETHYHHN JIEKapCcTBA, M3IMOJ3BAHM 3a JICUEHHETO Ha CHCTOSIHUS, KAaTO HalpHMep
OosiecTTa Ha AnuxaliMep WM INIayKoMa;

JIOKaJIHO MpHjaranu 0era-OloKepy 3a JieueHHe Ha TiaykoMa (TIOBHIIEHO BETPEOYHO HAJISTaHe);
Me(IIOXHH, U3I0I3BaH 3a JICUEHUE Ha MaJlapus;

OaxnoeH, U3MOI3BaH 3a JICUCHHWE HAa MYCKYJIHA CKOBAHOCT IIPH HSKOHM 3a00NsBaHUS, KaTO HalmpuMep
MHOXECTBEHATa CKJIep03a;

37IaTHU COJIM, OCOOCHO MpPU MHTPABEHO3HO NpPUIIOKEHHE (M3MON3BAT ce 3a JieueHHe Ha CHUMIITOMH Ha
peBMaToOUIEH apTpuT);

JeKkapcTBa 3a JiedeHHe Ha auabeT KaTo WHCYNWH, MeT()OpPMHH, JIWHATIUNTHH, CaKCATJHUITHH,
CUTArJIUITHH, BUIATIUIITHH;

HECTEepOUIHHU MpoTuBOBB3NaIuTenHu jekapctsa (HCIIBJI), nanp. uOynpoden mwmm nuknodeHak, M
BUCOKH JIO3H alleTUJICATHLIMIIOBA KUCEINHA, KOUTO CE IIPUJIarar 3a JeUeHue Ha apTpHT, IliaBoOoine, 60ka
WM Bb3MaJICHHUE.

ITpecTnjI0J1 ¢ XpaHa, HAIIMTKH U AJIKOXOJT
3a npeanountane e [IpecTuiion aa ce mprema npean XpaHeHe.

BpeMeHHOCT 1 KbpMeHe

AKko cte OpeMeHHa WM KbPMHUTE, CMATaTe, Y€ MOXE J1a CTe OpeMEeHHa WM IUTAHWpaTe OpeMEeHHOCT,
nochBeTBaiTE ce ¢ Bamms nekap ninu papmaneBT npeau yrnorpedaTta Ha TOBa JIEKAPCTBO.

bpemennocm
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Tps0Ba 3a1BIDKUTENHO Ja HHpopMupate Bamms nekap, ako cMmsrare, 4ye cte OpeMeHHa (HIH € Bb3MOXKHO Jia
3abpemeneere). OOMKHOBeHO Bammusar ymekap me Bu mochBeTBa ma crpete mpuema Ha Ilpectmimon mpenm
3a0peMeHsIBAHETO WIJIM BH3MOXKHO Haii-CKOpO ClIe]] KaTo CTe y3HalHd, 4e cTe OpeMeHHa, 1 1me Bu mocbBeTBa
BMecTo [Ipectmnon ma mpuemate Apyru jekapctBa. lIpecTuiion He ce mpernopbyBa B paHHUTE CTAaJIUM Ha
OpeMeHHOCTTa U He TpsiOBa Ja ce Impuiara, ako cre OpeMeHHa cliesi 3-THsl Mecell, Thi KaTo MOXe Ja MPUIHHU
CEpUO3HO yBpexnaHe Ha Bamero 6e0e, ako ce M3Mon3Ba B meproa ciiell TpeTrsl Mecell Ha OpeMEeHHOCTTa.
Kvpuene

VYBenomere Bammus siekap, ako KbpMUTE WIM Bb3HaMepsBaTe J1a kbpMmute. IIpectuson He ce npenopbyBa npu
MaiKH, KOUTO KbPMST, 1 BamusT ekap Moxke Ja u3depe Apyro JiedeHue 3a Bac, ako kenaere ja KbpMHUTE,
ocobeHo ako 6ebero Bu e HOBOpOAEHO UM MPEKAECBPEMEHHO POJECHO.

lo¢pupane u padora ¢ MAIIUHU

[IpecTuion HIMa MPSKO BIUSHUE BHPXY KOHICHTPAIUATA HA BHUMAHUETO, HO TIPU HAKOH MAI[HEHTH MOXE Ja
HACTBIIIT 3aMaiiBaHe WK ¢1ab0CT, CBhP3aHU ¢ HUCKO KPBBHO HAJATaHE, 0COOCHO B HAYAIOTO HA JICYCHHUETO,
IpU CMsIHA HA JICYCHHETO, KAKTO ¥ HPHU M3IOJI3BaHE 3aCIHO C aJKOXO0J. AKO CTE 3aCeTrHATH 1O TO3U HAuWH,
BamaTa criocoOHOCT 32 modupane uin padboTa ¢ MallTUHA MOKE J1a ObJIc HApYIIICHA.,

IIpectunon cbabpxa HATPUM
Ipectunon cpabpka mo-manko ot 1 mml mHatpuii (23 mg) 3a exna TabieTka, KOETO MO CHIIECTBO O3HAYABA,
4e He ChIbPKa HATPHIA.

3. Kak na npuemare IlpecTuios

Bunaru npuemaiite ToBa JIeKapCcTBO TOYHO KakTo Bu e kazanm BammsaT nexap. AKo HE CT€ CUTYPHH B HEIIIO,
nmonuTaiiTe Bamms nekap mnm papmaneBT.

IIpenopbunTenHaTa HavaJHa 032 € €AHa TabJeTKa BeIHBXK THEBHO. | TbTHeTe TabieTkara ¢ damia BoJa
CYTPHH NPEIN XpaHEHE.

Tayuenmu ¢ 6v0peyno 3abonnsane
[IpecTuiion He ce MpenopbuBa, aKO CTPagaTe 0T YMEPEHO U TEKKO OBOpPeUHO 3a00JIIBaHE.

Ynorpeda npu Jena u WHOIIHU
He ce npenopwuBa yrnorpeba mnpu jena u I0HOIIH.

AKo cTe npuesu noseye oT Heodxoaumara n03a IlpecTuiion

AKO cTe pHreny oBede TabJIeTKH, 0TKOJIKOTO Bu e nmpennucano, cBbpxeTe ce HezabaBHO ¢ Bamust exkap uinu
(hapmarieBT.

Haii-BeposTHuAT edekr B cirydail Ha mpeao3upaHe € HUCKO KPBBHO HaJSITaHe, B PE3YJITAT Ha KOSTO MOXKE Ja
MOYyBCTBaTe 3aMaiiBaHe WJHM Jla Bu mpumarnee (ako ce ClIy4d TOBa, MOXKE J1a IIOMOTHE Ja JIETHETE M Ja
MOCTaBUTE KpaKaTa CH HAaBHCOKO), CHJIHO 3aTpPyIHEHO IWINAHE, TperepeHe (mopaaud HaMalleHH HUBa Ha
KpBhBHATA 3axap) 1 3a0aBsHe Ha ChpAcYHATA YSCTOTA.

AKko cte npomycHaJuu aa npuemerte IlpecTuiion

Baxno e na npuemate BameTo nekapcTBO BCEKU JIeH, Thi KaTO PEJOBHOTO JICUCHHUE € MO-EPEKTUBHO. AKO
obaue cte 3a0paBunm na mpuemere no3a oT Ilpectunon, B3emeTe cieaBamiarta ao3a B oOnuaiiaus 4yac. He
B3€MaliTe JBOIHa 1034, 3a 1a KOMIIEHCHUpATe MIPOITycHAaTaTa J03a.

AKko cTe cnpesu npuema Ha [IpecTunon

He npexbcBaiite ps3ko mpuema Ha llpectmiion w He NMpoOMEHsSTE Jo3aTta 0e3 MpEeaBapUTEIIHO Ja CTe Ce
KOHCYNTHpaId ¢ Bamms nexap, Thil KaTo TOBa MOXE Jla MPUYMHH TEXKKO BIIOIIABaHE HA CHPIECYHOTO Bu
3abomnsBaHe. JleueHneTo He TPsiOBa Ja ce MpeKpaTsIBa PSI3K0, 0COOCHO MPH MAIMEHTH ¢ KOPOHApHA 0oJecT Ha
CBPLETO.

AKO UMaTe HSIKaKBU JOIIBIHUTEIIHU BBIIPOCH, CBHP3aHH C yroTpedaTa Ha TOBA JIEKAPCTBO, MOJIs, IIOMUTANTE
Bamms nekap, ¢papmaneBT HWii MEAUIIUHCKA CECTPA.
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4, Bb3MOKHH HexeJTaHH pPe€aKkuumn

Kakro Bcnukn JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKa HEXCIIAHU PEAKIIUU, BBIIPEKH Y€ HE BCCKU '
nojry4ana.

Chpere 1a npuemMaTe TO3M JIEKAPCTBEH NMPOAYKT U OTHIeTe He3a0aBHO HA Mperje] NPHU JeKap, ako

MOJIYYMTEe HAKOS OT CJIe[ITHUTE HEKeJAHU PeaKIUu:

e  CIJTHO 3aMaifBaHE WM MPUMAaJsiBaHE TIOPa I HUCKO KPHBHO HAJIATaHE (YECTH — MOTAT J1a 3acerHar Jo 1 Ha
10 mymm);

e BJOIIABaHE HAa ChPJIEYHA HEJIOCTATHYHOCT, KOETO MPUYHHABA 3ayX /I 33/IpBKKa HA TEYHOCTH (4eCTH
— Morart fa 3acerHat o 1 Ha 10 gymm);

e [OAyBaHE HA JUIIETO, YCTHUTE, YCTaTa, €3UKa WUJIH T'bPJIOTO, 3aTPYAHEHO AMIIAHE (aHTHOeAeM) (HeueCcTH
—Morar ga 3acersat o 1 #a 100 qymm);

e BHE3allHO CBUPKAIIO AWINaHe, OONKa B THPAUTE, HEAOCTHT Ha BB3AYX WM 3aTPyJHEHO AWIIAHE
(6porxocmaszpM) (HedecTH — MoraT Jia 3acerHat 1o 1 Ha 100 qymm);

e HeoOMYalHO OBP3 WIM HEPUTMUYEH CHPACUCH PHUTHM, TPhJHA OOJIKA (CTEHOKApIus) WIH ChpICYCH
uH(apKT (MHOTO peiK — Morat Aa 3acerHart a0 1 va 10 000 gymm);

e OTMaJSIBAHE HA PHIIETE WM KpaKaTa MIA IPOoOJIeMH B TOBOPA, KOETO OM MOTJIO Ja € MMPU3HAK 32 Bb3MOXKEH
WHCYNT (MHOTO pesKku — MoraT aa 3acerHat jo 1 Ha 10 000 mxymm);

e BB3MAJICH MMAHKpeac, KOETO MOXKEe J]a MPUINHN CHUIIHA KOPEMHHU OOJKH M OOJIKH B T'hpOa, MPUAPYKEHU OT
YYBCTBO 32 CHITHO HEPA3IOIOKEeHNEe (MHOTO peKu — MoTaT 11a 3acerHat a0 1 Ha 10 000 mymm);

® TIOXKBJTSABAaHE Ha KOXKAaTa WM O4MTe (KBJITCHUIIA), KOETO OM MOTJIO Ja € MPU3HAK 32 XEMaTUT (MHOTO
peaxu — morat fa 3acersat 1o 1 Ha 10 000 gymw;

® KOXXEH OOpHWB, KOWTO YECTO 3all04Ba C IOSBATa HA YCPBEHH CHPOAIIM IETHA IO JIUIETO, PHLETE WM
Kpakarta (eputemMa MyaTHdOpMe) (MHOTO peaKu — MoraT nma 3acerHat a0 1 Ha 10 000 mgyrmm).

Hpecnxmon OOMKHOBEHO C€ IToHACS L[06pe, HO KaKTO U TP BCUYKU APYTH JICKAPCTBA, XOpaTa MOKE Aa IMojry4yar
Pa3JIMYHU HCKCIJIAHU JICKAPCTBCHU PCAKIIUH, 0Cc00€eHO Ipyu IbPBOHAYAIHOTO 3aIl10YBAHC HA JICUCHUCTO.

AKko 3a0esie:KUTe HSKOS OT HEKeJAHUTE JIEKAPCTBEHM peaKklWU, ONMCAHU MO-10JY WIU JAPYTH,
HEONMHCAHU B Ta3U JINCTOBKA HEXKEJAHM PeaKluu, MoJis, YBedoMmeTe Beanara Bamus jgexap uiu
¢apmauesnrt:

Mmoro gecTtn (MOXe 11a 3acerHaT moBeyve ot 1 Ha 10 gymm):
e 3a0aBeHa ChpJIEYHA JCHHOCT.

Uectu (Morat na 3acersat no 1 Ha 10 gymm):

rJ1aBO0OJIHE,

3aMaiBaHe,

CBETOBBPTEK,

HapyIlIeH BKYC,

MpaBy4YKaHe (MTJIUYKH),

M3TPBIIBaHE M 00€3UyBCTBSIBAHE HA PHIETE U KpakaTa,
3pUTETIHH HapyILlCHUS,

TUHUTYC (4yBCTBO Ha IIyM B yIIUTE),

YyBCTBO Ha CTY]l B pBIETE U KpaKara,

KaIlUIALIA,

HEJIOCTUT Ha BB3AYX,

CTOMAIIIHO-YPEBHU HAPYIICHHUsI, KaTO raJicHe, MOBpPbhIaHe, O0JIKA B KOpeMa, 3aTPYAHECHO XpaHOCMIIaHe
WM TACTICTICHSI, Uapus, 3a1ieK,

aJICPTUYHY PeaKIMK KaTo HAIPHMEP KOXKHU OOPHBH, CHPOEIK,
MYCKYJTHHU KPaMIIH,

YyBCTBO Ha yMOpa,

yMopa.
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Heuectu (Mmoxe ma 3acernar g0 1 ma 100 gymm):

IPOMEHJINBO HACTPOEHHUE,

HapyIIeH ChH,

Jenpecus,

cyxa ycra,

MHTEH3UBEH ChPOEK UM TEXKKU KOKHU OOpHBH,

oOpasyBaHe Ha MEXypH Ha IIOBBPXHOCTTA Ha KOXKaTa,

MOBHIIIEHA YYBCTBUTEIHOCT Ha KOXKaTa KbM CIBbHIIE (peakiuu Ha (POTOUyBCTBUTEITHOCT),

U3TOTSIBAHE,

npobiemu ¢ OBOpenuTe,

MUMIIOTEHTHOCT,

NOBHIIIEH Opoit Ha eo3uHOGMIMTE (B O€r KphBHU KIETKH),

CHHJIMBOCT,

npuIaaaHe,

NI TALUH,

TaxuKapaus,

HEpPUTMUYHA ChpACYHA JEWHOCT (HapylieHne Ha AV -TIpOBeXIaHETO, Bh3MaJIeHNE Ha KPHBOHOCHH ChHI0BE
(BackymuT),

3aMaiiBaHe IpH U3MPAaBSIHE,

MYCKYJIHa ci1a0ocT,

aptpanrus (OOJKH B CTaBUTE),

Muanrus (OOJKU B MyCKYJIHTE),

rpbAHA OOJIKa,

(huznvecko HepasoIoKEeHHUE,

JIOKaJIM3UPaHO TOyBaHe (TmepudepeH OToK),

Tpecka,

najaHe,

POMEHH B 1a0OpaTOpHUTE MOKA3aTeN: MOBULICHN KPHBHU HUBA HA KaJlMii, 0OpaTUMH MpH CIIUpaHe Ha
NPUJI0KEHUETO; HAaMaJIeH! HUBa Ha HATPHIii, MHOTO HHCKM HHMBa Ha KPbBHATA 3axap (XWUIOTIIMKEMHS) B
CJIydau Ha MallUeHTH ¢ A1adeT, MOBHIICHA ypes B KPbBTA, IOBHUILICH KPEATHHHH B KPHBTA.

Penxu (Moxxe ma 3acernart qo 1 Ha 1000 xymm):

octpa OBOpevHa HETOCTATHYHOCT,

ThbMHAa Ha HOBAT YypHHA, TaJICHC WKW MNOBPBINAHC, MYCKYJIHHU KpaMIld, CbCTOAHHC Ha O6’I)pKaHOCT u
npunagbiy. ToBa MOXke Ja ca cuMnToMHu Ha cheTostHue, HapeueHo CHAJIX (cunapom Ha HeaJeKBaTHA
CeKpeIysl Ha aHTUINYPETUYEH XOPMOH).

HaMaJICHO WJIM JIUTICBAIO OT/EJISTHE HA YPHUHA,

3auepBsBaHe,

KOIIIMapHU CHhHUILA, XAJIIOLUHALINH,

HaMaJeHO OT/AEIISTHE Ha CHII3H (CyXO OKO),

MPOOJIEMH ChC CITyXa,

BB3MAJICHHE Ha YepHUsS AP00, KOETO MOXE Jia MPUYMHU MOKBITABAHE HA KOXAaTa WM OsjaTa 4acT Ha
ouuTe,

ajiepruyHa Xpema, KuxaHe,

aJICPTUYHOIIOA00HH PEaKIH KaTo ChpOekK, 3auepBsBaHe, 00pUB,

BIIOIIIaBaHE Ha TICOPHA3HC,

MpOMsiHA Ha Ja0OpaTOPHUTE MOKA3aTEIH: TTOBUIIICHA HUBA Ha YEPHOAPOOHUTE SH3UMH, BUCOKH HHBA Ha
OunupyOHH B cepyMa, OTKIIOHEHHE OT HOpMaTa Ha HUBAaTa Ha Ma3HUHUTE.

MHuoro peaku (Moxe ma 3acerHat a0 1 Ha 10 000 xymm):

nezopueHTanus (00bpKaHOCT),
Jpa3HEeHe U 3a4epBsABaHE HA OKOTO (KOHIOHKTHUBUT),
€03MHO(HITHA THEBMOHUS (PSIBK BH]I THEBMOHUS),
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BB3IAJICHUE Ha MaHKpeaca (KOeTo MPUYHHSABA CHIIHK OOJIKM B KOpeMa U I'bp0a),

Koconapg,

MOSIBa WJIM BIIOIIABAHE Ha JIIOCTIECT OOPUB (IICOPHUA3HUC), TICOPUA3UCONION00EH 00pHB,

NPOMEHU B KPBBHUTE CTOMHOCTH, KaTO IO-Mal’bK Opoil Oenn W YepBeHW KPBHBHU KIIETKH, MOHWKEH
XEMOTJIOOHH, ITO-MaTbK OPOH TPOMOOIIUTH.

C Hem3BecTHA YeCcTOTa (OT HATMYHUTE TAHHHU HE MOXKe Jla OBbe HalIpaBeHAa OICHKA):
e  TpOMsHA B [IBETA, U3TPHIIBAHE U OOJIKA B MPBCTUTE HA PBIETE WK KpakaTa (peHomeH Ha PeiiHo).

Axo MOJIyYHnTEC HSKOH OT T€3Hu CUMIITOMH, CC CBBPIKETE C Bamus JICKap Bb3MOXXHO Hai -CKOpO.

Cho0uaBaHe HAa He:KeJIaHU PeaKIuu

AKO Toy4HTe HSIKAaKBH HE)XXEJIAHW JICKAPCTBEHH pEakIyy, yBegoMere Bamms nekap win dapmanent. ToBa
BKJIIOYBA M BCHYKH BE3MOXKHHU HEKEJIAHN PEaKIMH, HEOIMCAHH B Ta3H JINCTOBKA. MoOXeTe ChINO /1a ChoOImuTe
HEKeJIaH! PeaKlH AUPEKTHO (Ha TIOCOYCHHS TT0-0ITy a/Ipec):

WsmbiHuTeIHA areHuus 1o JieKapcTBaTa
yi. ,,Jdamsn I'pyeB® Ne§

1303 Codus

Ten:+359 28903417

yebcaitT: www.bda.bg

KaTto cpoOmaBare HeXeTaHM PEaKIMH, MOXETe Ja JajeTe CBOS IPHHOC 3a TOoJydaBaHEe Ha ITOBEYE
nH(pOpMAI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiate IlIpectuiion
Jla ce cbxpaHsBa Ha MSCTO, HEAOCTBHITHO 3a Jela.

He u3non3BaiiTe TOBa JIEKapCTBO CJIEN CPOKA HA TOAHOCT, OTOENSI3aH BHPXY KapToHeHaTa KyTus. CpoKbT Ha
TOJHOCT OTrOBaps Ha MOCIECIHUS ACH OT IOCOUYEHHS MECELl.

Topa JICKApCTBO HC M3UCKBA CIICIIUAJIHU YCJIOBUA Ha CbXPAHCHUC.

Cnen otBapsiae [Ipectunon TpsOBa aa ce nsnossea j0 20 1HU 3a ONaKOBKHTE 3a TabaeTKH ¢ 1o 10 punmupanu
Tabnetku; 60 THY 32 oraKOBKUTE 3a TabseTku ¢ 1o 28 miu 30 duinmupanu tadnaetku u 100 gHU 32 ONTAKOBKHUTE
3a TabeTku ¢ 1o 100 puiMupanu TabaeTKH.

He uzxpbpiidiiTe jexkapcTBara B KaHAIM3aIMATa WK B KOHTEHepa 3a JoMalliHu otriaablu. [TonuTaiite Bamus
(hapmareBT Kak Ja M3XBBPIATE JIEKApCTBaTa, KOUTO BEYe HE M3MOoJN3BaTe. Te3d MEpKW Ie CIOMOTHAT 3a
ONa3BaHE Ha OKOJIHATA CPea.

6. Chabpixanne Ha ONAKOBKATA M AONbJIHUTEHA HHpOpMALus

Kakgpo cbabpaxa Ilpectuinon

- AKTHBHHUTE BellleCTBa ca OHconpoionoB Gymapar u nepuHAoNpuI apruauH. Enxna ¢puiMupana TadneTka
[Ipectunon cpappxa 10 mg OucompononoB ¢ymapar, ekBuBajJeHTeH Ha 8,49 mg Oucompoion u 5 mg
NEePUHAONPUI APTMHHH, EKBUBAJICHTEH Ha 3,395 mg nepuHA0NpuI.

- Jlpyrute cpcTaBKH ca 1einyno3a, Mukpokpuctaina PH 102 (E460), kanuues xkap6onar (E170), napeBuano
HUILIECTe, MpeXeTaTHHU3UPAaHO, HaTpueB HuIIecTeH IukonaT THn A (E468), xomouaeH cuimuues
nmokeua, 6essoneH (E551), marnesueB creapat (Liga ES72), kpockapmenosa natpuit (E468), rmuuepon
(E422), xunpomenosa (E464), makporon 6000, TutanoB nuokcua (E171), xbat xenesen oxcun (E172),
yepBeH xeneseH okcun (E172) u mpeuncrena Boza.

Kaxk uaraexna IlpecTmiios 4 KakBO ChIbP:Ka ONAKOBKATA

[Ipectuion e po3oBo-OexoBa, KpbIia, ABYCIOWHa (puiMupaHa TabieTka, Ha €QHaTa CTpaHa Ha KOATO €
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TpaBUpaHO ‘== ’, a Ha JpyraTa cTpaHa ¢ rpaBupano ‘10/5°.

TabneTtkute ce mpempiarat B Kytuu o 10, 28, 30, 84 (3 onakoBku 3a Tabnetku oT o 28), 90 (3 omakoBkH 3a
tabnetku ot 1o 30), 100 u 120 (4 onakoBku 3a Tadnetku ot 1o 30) puaMupaHu TabIIEeTKH.
He Bcruku BUIOBE ONAKOBKU MOTaT Ja ObJIAT IMyCHATH B TIPOAaX0a.

IIpuTe:kaTes1 Ha pa3pellleHHETO 32 YNOTPeda U MPOU3BOIUTENT
IIpureskaTes Ha pa3pelieHUETO 32 ynorpeoda

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes Cedex
DpaHuus

IIpousBoauTen

Les Laboratoires Servier Industrie (LSI)
905, route de Saran
45520 Gidy

OpaHuus
u

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

Hpnannus

u

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
03-236 Warszawa, ul. Annopol 6B

[Tommra

u

EGIS Pharmaceuticals PLC

H- 9900 Kérmend, Matyaés kiraly u. 65,

YHurapus

To3u JiekapcTBEeH NPOAYKT e pa3pelieH B Abp:kaBute-4ieHkn Ha EMO noa ciegnure umMeHa:

Belgium Bipressil 10mg/5mg comprimé pelliculé

Bulgaria [Mpectunon 10mg/5mg bunmupanu TabieTKu

Croatia Prestilol 10mg/5mg filmom obloZene tablete

Cyprus Cosyrel 10mg/5mg emikaivppévo pe AeTtd VUEVIO dloKio
Czech Republic Cosyrel 10mg/5mg, potahované tablety

Estonia Prestilol

Finland Cosyrel 10mg/5mg Tabletti, kalvopaallysteinen

France Cosimprel 10mg/5mg, comprimé pelliculé

Greece Cosyrel 10mg/5mg emikaAvppéve, pe Aemtod VUEVIO diokia
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Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg
Netherlands
Poland
Portugal
Romania
Slovakia
Slovenia

Cosyrel 10mg/5mg filmtabletta

Cosimprel 10mg/5mg film-coated tablet
Cosyrel

Prestilol 10mg/5mg apvalkotas tabletes
Prestilol 10mg/5mg plévele dengtos tabletés
Bipressil 10mg/5mg comprimé pelliculé
Cosimprel 10 mg/5 mg filmomhulde tabletten
Prestilol

Cosyrel 10mg/5mg

Cosyrel 10mg/5mg comprimate filmate
Prestilol 10mg/5mg filmom obalené tablety
Cosyrel 10mg/5mg filmsko obloZene tablete

JlaTa Ha mocJieHO Mpepa3rJjesxkaane Ha JucToBkaTa: 06/2023 r.

ITompo6Ha uH(pOpMaIKs 3a TO3H JEKapCTBEH IPOAYKT € MpeaocTaBeHa Ha yebcaiita na MMAJT: www.bda.bg.
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