KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA,
JAHHMU BbPXY OITAKOBKATA U JIMCTOBKA



KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JTEKAPCTBEHUS ITPOAYKT

Ipectunon 5 Mg/5 mg punmupanu TabIeTKH

Prestilol 5 mg/5 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna ¢punmupana tabnaetka chabpxka 5 mg oucompoinonos pymapat (bisoprolol fumarate) exsusanenTen Ha
4,24 mg ouconposon (bisoprolol) u 5 mg nepunnonpun aprunus (perindopril arginine) exBuBaneHTeH Ha

3,395 mg nepunmonpun (perindopril).

3a IIBJIHKUS CIIMCHK Ha IMOMOIIMHUTE BEIICCTBA BHUIXXTC TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA
OumimMupana TabaeTka

Po30B0-0€x0BH, IPOABITOBATH, IBYCIIOWHH, C JEUTENHA YepTa (puiaMupaHu TablIeTKu ¢ AbDKAHA §,3 mMm
S,
U mMpuHa 4,5 mm, Ha eJHATa CTPaHa HA KOUTO € TPaBUPaHO ‘== ’, a Ha JIpyrara cTpaHa € rpaBupaHo ‘5/5°.

IIpectunon 5 Mg/5 mg TabneTka ¢ AeTUTEIHA YepTa MOXKe Ja Ob/ie pa3iesieHa Ha ABE PAaBHH IO03H.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHH NMOKA3ZAHUS

[Ipectunon e nmokasan KaTo 3aMeCTUTEIHA TEpamus 3a JeUeHHE Ha XUIIEPTOHUS U/WIIK CTa0MIIHa KOpOHapHa
OosiecT Ha chpueTo (IMpH MALKMEHTH C aHaMHe3a 32 MHUOKapJeH MH(apKT W/WIM peBacKylapu3anus) W/uim
cTabWIHa XpOHUYHA Chp/ICYHA HEJIOCTATHYHOCT C HAMaJIeHa JIEBOKAMEPHA CHUCTOJTHA () YHKIIWS [TPH BB3PACTHH
HaIMEeHTH, KOUTO Ca aJeKBaTHO KOHTPOJIMPAHN C OMCOMPOIION U MEPUHIONPIII, TIPUIIATaHu €JTHOBPEMEHHO B
€/THAKBO HUBO Ha JI03MPOBKA.

4.2  Jlo3upoBKa U HAYHMH HA MPUJIOKEHHe

2031/1[20131(3

OOuyaitHaTa TO3UPOBKA € €THA Ta0JIeTKa BEIHBK THEBHO.

[ManuenTute TpsiOBa na ca cTaOWIIM3UPAHU C OMCONPOIION U TEPUHJIONPHI MPH €HAKBO HUBO Ha JI03aTa B
NPOABIKCHNE HA MUHUMYM 4 cenmuii. DHUKCHpaHaTa 1030Ba KOMOWHAIMS HE € MOAXOASAIIA 32 HAYaIHO
JICUCHHE.

[lpu naumeHTH, cTabWIM3MpaHu C OHCOMPOJON 2,5 Mg W NEPUHIONPHUI 2,5 mg: MOJOBHUH TabjeTka OT
5 mg/5 mg BeHBK THEBHO.

IIpu HE0OXOAMMOCT OT POMSIHA Ha TO3UPOBKATA, TPAOBA Jja ce U3BBPIIH TUTPUPAHE HA I03UTE HA OTACITHUTE
KOMITOHEHTH.

CrenuaaHy IOnyJIann

bwvbpeuno yspeocoane (6oic. mouxu 4.4 u 5.2)
[Tpu nanuenTH ¢ HapyuieHa ObOpeyHa (YHKIMS, IpernopbunTeaHaTa 103a Ha [Ipectunon 5 mg/5 mg TpsoBa
Jia ce 0a3upa Ha KPEaTUHUHOBUS KJIUPHHC, KAKTO HAKPATKO € ONMKUCaHO B TabiuIa 1 mo-aomy:

Tabnmia 1: KopeKIus Ha 103aTta IpH yBpeacHa Oh0peura QyHKIus



KpeaTnnunoB kaupbHc (mL/min) IIpenopbunTeHa JHEBHA 1032

Clcr > 60 Enna tabnetka [pectrimon 5 mg/5 mg

30 < Clcr < 60 ITonosuH Tabaerka IIpectuson 5 mg/5 mg

Clcr <30 He e noaxonsamo. [IpenopbuBa ce MHANBUYaTHOTO
TUTpUpaHEe Ha J03aTa C THTPHpPaHE Ha OTACIHUTE
KOMITOHCHTH.

Yeprnoopobro yapedxcoane (8oc. mouxu 4.4 u 5.2)
[pu nanmeHTH ¢ YepHOAPOOHH YBPEXKIAHUS HE CE HAJIara KOPEeKIlHs Ha J103aTa.

Iayuenmu 6 cmapuecka 6b3pacm
[pectunon TpsidBa Aa ce mpuiara B 3aBUCUMOCT OT ObOpeyHaTa GpyHKIHS.

Ileouampuuna nonynayus
be3omacHocTTa M edekruBHOCTTAa Ha [IpecTmiion mpu gena u moapacTBAllM HE ca yCTaHOBEeHW. JIumcmat

nmauHd. [1o Ta3wu mpudrHa He ce PenopbyuBa U3MOI3BaHE MTPH Jea U OAPaCcTBAIITH.

Hauwun Ha OPHIIOKCHHUEC

Tabnerkata [IpecTuion TpsiOBa 1a ce mpremMa KaTo eAHOKpaTHa 1033, BEAHBXK THEBHO CYTPUH NPear XpaHeHe.
4.3 IIpoTuBONOKA3aHUS

*  CBpPBXYYBCTBUTEIHOCT KbM AKTUBHOTO BEILIECTBO MJIM KbM HAKOE OT IOMOIIHHUTE BEILECTBA, U30POCHU B
TouKa 6.1 WM KbM IPYT HHXHOUTOP HA aHTUOTEH3MH-KOHBepTHpaIus eH3uM (ACE uaxudutop)

* Octpa cbhpAeyHa HEIOCTATHUYHOCT WM TaKkaBa MO BPEME Ha €NM304 Ha JAEKOMIIEHCHpaja ChpACYHA
HEJIOCTAThYHOCT, M3UCKBAIIIA 1.V HHOTPOIIHA Teparnus

* KapauoreneH mox

* AV 050K OT BTOpa WM TpeTa cTeneH (0e3 KapIuoCTUMYIaTop)

*  Cunapom Ha OOJNHHS CHHYCOB Bb3el

*  CunoarpuaieH 670K

*  CumMnroMaTHyHa OpaauKapIus

*  CuMITOMaTHYHA XUIIOTOHUS

*  Texka OpoHXHaJHa acTMa WM T€KKa XPOHUYHA OOCTPYKTHBHA OenoapoOHa 6osiect

*  Texku ¢popmu Ha iepudepHO apTepraIHa OKIy3UBHA OOJNECT MM TEXKU (GOPMH Ha cHHApoMa Ha PeitHo
(Raynaud)

* Henexysana ¢eoxpomonuroma (BxK. Touka 4.4)

*  MerabonuTHA aK103a

* AHaMmHe3a 3a aHTHOEJIEM, CBhp3aHa ¢ mpeauinHo Jiederue upe3 ACE naxuburopu (Bxk. Touka 4.4);

* Hacnencteen unm uanonaTHYeH aHTUOEAEM

*  Bropu u Tpetu TpuMecThp Ha OpeMeHHOCTTa (BXK. TOUkU 4.4 1 4.6)

* EnnoBpemennata ymnorpeba Ha IlpecTmiion ¢ amucKUpPEH-ChIBPXKAIIM NPOAYKTH MPU MAaLUEHTH ChC
3axapeH nauaber wuian ObBOpeuHO yBpexkngane (ckopoct Ha rinomepynHa ¢uiatpanus (GFR <60
ml/min/1,73m?) (Bxk. Touku 4.4, 4.5 u 5.1)

* EnHoBpeMeHHaTa ymoTpeOa Ipu JICUSHHE ChC caKyOuTpui/Bancaprad. [Ipectusion He TpsOBa ma ce
3amoyBa Mpean 1a ca M3MHUHAIK 36 Jaca OT mpHeMa Ha IoclIeHaTa 103a CaKyOuTpui/BaucapTan (BK.
TOUKH 4.4 u 4.5),

*  ExcrtpakopnopaiHu Jie4eHUsl, BOACILIN 10 KOHTAKT Ha KPBBTa C OTPULIATEIIHO 3apEICHU TIOBBPXHOCTH (BXK.
Touka 4.5);

* 3HauumMma JByCTpaHHa CTE€HO3a Ha OBOpEYHUTE apTepuH WM CTeHO3a Ha OBOpeuHaTa apTepus Ha
eIMHCTBCH QyHKIMOHUpaI 0b0pek (Bxk. Touka 4.4).

4.4  CpoeuuajiHu npeaynpe:kaeHus M NpeanasHu MePKH NPH ynorpeda



Bcuuxu npedynpesicoenus u npeonasnHu mepku npu ynompeoa 6b8 6pb3KA ¢ HAKOA OM AKMUGHUME
cvcmaeku eaxcam u 3a Ilpecmunon.

XUIOTOHUS!

ACE uHXnOHUTOpUTE MOTaT J]a MPUYHHAT TOHW)KaBaHe Ha KpbBHOTO HaysAraHe. [Ipy nanuenTH ¢ HeyciioKHeHa
XUIIEPTOHUS PSOKO ce HaOmroJaBa CHMITOMAaTHYHA XUIIOTOHHS, KOSTO € II0-BEPOSTHO Aa BB3HHKHE MpPU
XHUIOBOJIEMUYHH MAIlMEHTH, HAMp. BCICACTBUE HAa AUYPETUYHO JICYCHHUE, TUETa C OTPAaHUYCH IIPHEM Ha CoJl,
Janmn3a, Tuapus Wi MOBphINaHe, WK MIPY TAKMBA C TEXKKa PCHUH-3aBUCHMa XHUIIEPTOHUS (BXK. TOUKH 4.5 1
4.8). Ilpu nmanueHTH ChC CHMIITOMAaTHYHA ChpJACYHA HEIOCTATHYHOCT C MM 0e3 mpuapykapaiia Ob0pedHa
HEJOCTAaThYHOCT € Orya HaOMrojaBaHa CUMITOMATHYHA XUTTOTOHUS. ToBa e Hail-BeposATHO Ja ce HabIroaaBa
NIPY MAIMEHTH C MO-U3Pa3eHU CTENIEHH Ha ChpJ/IeYHAaTa HEIOCTATHYHOCT, KOETO pe(IeKTHPa B U3MOI3BAHETO
Ha BUCOKH JI031 OPMMKOBH ANYPETHIIN, XUTIOHATPUEMHS WIIN HapylieHa 0b0pedna gynkuus. [1pn nanuenT,
U3JI0OKCHU Ha TMOBHUIICH PHCK OT CUMIITOMAaTHYHA XHUIIOTOHHSA, TpsOBa /a ce M3BBPIIBA CTPOT KOHTPOI IO
BpeME Ha HA4ajoTO Ha TepamusITa U KOpUrupaHeTo Ha jgo3ute. llogoOHu cboOpakeHHs ca B cuia U 3a
NalMeHTHTE C HWCXEMHYHO CBPAEYHO MM MO3BYHOCHAOBO 3a00isBaHe, NPH KOUTO MPEKOMEPHOTO
MOHWXKaBaHe Ha KPHBHOTO HAJSITAaHE MOXeE Ja MPUYMHU MUOKapAeH HH(APKT I MO3bYHOCHIOB MHIIUACHT.

[Tpu BB3HMKBaHE Ha XUIOTOHMS MAIMEHTHT TPAOBA Jla ce MOCTABU B JIETHAJIO IOJIOKEHHE TI0 TPHO U aKo e
HE00X0IMMO, JIa TTOJTyYH HHTPaBEeHO3HA HHPY3Hs ¢ pa3TBOp Ha HaTtpueB xiopua 9 mg/ml (0,9%). [Tpexoanust
XUIIOTOHHYEH OTTOBOP HE € MPOTHUBOMOKAa3aHHE 32 TO-HATATHIIHH JIO3W, KOUTO OOMKHOBEHO MOTaT Jia ce
npriarat 06e3 3aTpyAHEHHs, ClIe KaTo KPhBHOTO HAJIATaHe Ce OBHIIH CJIe/l yBeJIMUaBaHe Ha obema.

[Ipn HsAKOW MaIMEHTH ChC 3aCTOWHA ChPJICYHA HEAOCTATHUYHOCT, KOUTO MMAaT HOPMAJIHO WJIM HUCKO KPHBHO
HaJIsiraHe, BCJICACTBHE Ha yrmorpedara Ha MEePHHIONPUI MOKE J1a Ce MOSIBH JIONIBIHUTEIIHO MOHIKaBaHEe Ha
CHUCTEMHOTO KpBbBHO Haisirane. ToBa € oyakBaH €(EeKT M OOMKHOBEHO HE ITpeJCTaBisBa OCHOBAaHHE 3a
npeKpaTsBaHe Ha JIeYeHHEeTo. AKO XUTIOTOHHUATA MPEepacHe B CUMIITOMAaTHYHA TaKaBa, MOXKE Jla c€ HaJOXKH
HaMaJsBaHEe Ha J103aTa WX MOCTENICHHO MPEKpaTsIBaHE Ha JICYCHUETO, KATO CEe M3MON3BAT MHIANBHIYTHUTE
KOMITOHEHTH.

CBPBbXUYBCTBUTEIHOCT/AHITHOEIEM::

Psinko ce cpoOmiaBa 3a aHTMOEAEM Ha JIMLETO, KpaWHHULUTE, YCTHUTE, JIUTAaBULUTE, €3MKa, TJIOTHCA W/HUIN
JapuHKCa PU NauueHTH, JeKkyBanu ¢ ACE nuxuburopu, BKIIOUUTETHO NepuHAoNpuI (BX. Touka 4.8). Tosa
MOXe€ Jja € CIy4d BbB BCEKH €MH MOMEHT II0 BpeMe Ha Tepanusara. B Ttakusa ciayuau IIpectmon tpsodsa
He3abaBHO aa ce cripe. Jleuenunero ¢ OeTa-Onokepu TpaOBa ga mpoabku. TpsOBa aa 3am0YHE MOIXOJSIIO
HaOJroIeHHe, KOETO Jla MPOABIDKM 10 ITBJIHOTO NpeMHHABaHE Ha CHMIITOMHTE. B cilyuanrte, B KOWUTO
MOJ{yBaHETO € OTPaHMYCHO M 3acsira caMo JIMIETO M YCTHUTE, ChCTOSHHETO TNPEMHHABA OOMKHOBEHO 0e3
JIeueHHE, BBIIPEKHU Y€ 3a 00JIeKYaBaHe Ha CUMIITOMUTE € OT 110J13a IIPUEMAHETO HAa aHTUXUCTAMHUHH.
AHruoeneMm, CBbp3aH ¢ OTOK Ha JIapuHKca, Moxe aa Obxe (aranen. Koraro e 3acernar esmka, rioTuca Uin
JIapUHKCa, KOETO BEPOSITHO MOJKE J1a MPUYUHH 3aIlyIIBaHe HA AUXATeIHUTE IbTHILA, TPIOBa HE3a0aBHO 1a ce
IOPUJIOKK CIIEIIHO JieueHHe. ToBa MO)Ke Oa BKIIOYBA NpUJIaraHe Ha aApeHaJVH W/WIM MOATbP)KAaHE Ha
JUXaTeJHUTE MBbTUINA Ha ManueHTa. [lanueHTsT TpsiOBa Ja ocTaHe MOA MPSKO JIEKAPCKO HaOMoAeHue 10
II'BJIHO ¥ OKOHYATEJTHO IPEMUHABaHEe HA CUMIITOMUTE.

[ManmenTH ¢ aHaMHe3a Ha aHTHOEeM, HecBbp3aH ¢ Tepanusita ¢ ACE mHxuOuTOop, MOXe a ca U3JI0KEeH! Ha
MOBHIIIEH PUCK OT aHTHOEIeM B mpotieca Ha nprueMane Ha ACE maxubutopa (Bx. Touka 4.3).

Nma penku choOIIeHNs 32 YpEBEH aHTHMOHEBPOTHYEH OTOK NMPH ManueHTH, JekyBanu ¢ ACE uaxuburopu.
OrmakBaHUATa TIPH TE3W MAIMEHTH BKITIOYBAT OOJKH B KOpeMa (ChC Wi 0e3 TajieHe U MOBPBINAHE); B HIKOH
CIIydau He € yCTaHOBEH IpeIIecTBall aHIMoeIeM Ha JINIEeTo 1 HuBaTa Ha C-1 ecTepasara ca OMIIM HOPMAJIHH.
AHrHoeneMbT € Ol IMarHOCTULUPAaH 4pe3 npoueaypu, kKouto Bxinodysat CT unn ynTpa3ByKoBO U3CIieIBaHE
Ha KOpeMa, WK MPH XUPYPrudHa omepanusi, KaTo CUMITOMHUTE ca OT3BY4YalH Clie/l CIIMpaHe Ha MpHeMa Ha
ACE unxubutopa. HTEeCTUHATHUAT aHTHOEAEM TpsOBa Jla ce BKIIOYM B JUQepeHInaIHaTa JUarHo3a mpH
naruenTy, npuemaiid ACE HHXHOUTOpH, KOUTO MOTyYaT OMJIAKBaHUS OT KOPEMHH OOJIKH.

KomOuHMpaneTo Ha MEPUHIONPHII ChC CAKyOUTPHII/BAJICAPTAH € MPOTUBOIOKA3aHO MTOPAJN YBEINYEH PHCK
oT aHTHOeAeM (Bxk.Touka 4.3). JleueHue chc cakyOMTpIUI/BaicapTaH HE TPSOBa Ja ce 3aroyBa IMPead Ja ca
U3MHUHaIM 36 Yaca OT IPUEMAaHETO Ha IIOCIeIHaTa [03a OT JIEUEHHETO C MEPUHAONPII. AKO JI€UEHHETO ChC
cakyOHMTpHJI/BaicapTaH € MPEKpaTeHo, JICYEHHUETO C MEPUHIONPUI He TpsOBa a ce 3amoyBa Mpeau Aa ca
u3MuHaIK 36 4aca OT IMpUEMaHETO Ha MocjenHara J103a cakyouTpui/BancaptaH (BxK.Toukd 4.3 u 4.5).
EnnoBpemennara ynorpeba Ha ACE unxubutopu ¢ NEP wnxuburopm (mamp. pauexamorpui), mTOR
WHXUOUTOpH (HAMp. CHUPOJIIMMYC, €BEpPOJIMMYC, TEMCHPOJIUMYC) W TIUNTHHH (HAmp. JUHATJUITHH,



CaKCarJIMIITHH, CHTATJHUIITHH, BUIJATIMITHH) MOXE Jia JOBEJE N0 MOBHIICH PUCK OT aHTHOeIeM (Harp.
MOAyBaHe Ha MUXATEITHUTE ITHTHUINA WIIH €3UKa, ChC WM Oe3 HapylieHo auimane) (BxK. Touka 4.5). TpsoBa na
ce TIOMXOXKIa C TOBWINEHO BHHMAaHHE KOraTto ce 3amouBa pariekamorpuia, mTOR wwaxuburopu (Hamp.
CHUPOJIIMYC, €BEPOIMMYC, TEMCUPOIMMYC) U TITUNTHHU (HAIp. JTUHATIHUITHAH, CAKCATJIUIITHH, CUTATJINIITHH,
BUJIATJIATITHH) TIPY TIAIIUEHT, KoiTo Beue nmpuema ACE nuHxubuTop.

YepHoapoOHa HEIOCTATHYHOCT:

B penku cnydyan unaxubutopute Ha ACE ca cBbp3BaHM ChC CHHAPOM, KOHTO 3al04YBa KaTo XOJieCTaTHYHA
XKBIATEHUIA U TIporpecupa 0 GyIMHHAHTHA YePHOIPOOHA HEKPO3a H (B HAKOH CIy4an) CMBPT. MeXaHU3MBT
Ha TO3W CHHJIpPOM Bce omie ¢ Hem3BecteH. [lammentn, mony4aBanm ACE WHXHUOHTOpPH, KOUTO pPas3BUST
KBITCHHIIA MUK 3a0eJ1e)KMMO TIOBHIIIaBaHE HAa HUBATa HA YePHOAPOOHUTE EH3MMH, TpsiOBa na npekpatsat ACE
WHXUOUTOPA | JIa TIOyYaT IOAXO IS0 KOHTPOIHO HAOIIOAeHUE OT jIeKap (BXK. Touka 4.8).

Paca:

ACE nnxubutopuTe MpUYMHABAT MO-BUCOKA YECTOTA HA aHTMOEAEM IIPH YEPHOKOXH MAIUEHTH, OTKOIKOTO
MIpU HE YEPHOKOXKHU.

[Mono6no nHa ocranamute ACE WMHXHOWUTOpH, MEPUHAONPHI MOXeE Aa ObJe MO-MajKo eQEeKTHBEH 3a
HaMaJIIBaHC Ha KPBBHOTO HAJIATAaHEC IPHU YCPHOKOXHU, OTKOJIKOTO IIPU HE YCPHOKOXKHU, BEPOATHO IOpaan
npeobajaBaHeTo Ha TIO-HUCKH PEHUHOBH HUBA CPel YePHOKOKATa MOIYJIAIUS OT XUIIEPTOHHUITH.

Kanmmna:
Nma croOmieHus 3a mosiBsBaHe Ha Kanumia npu usnon3Bane Ha ACE waxubutopu. Ilo cBosra

XapaKTepUCTHKA KalUIAaTa € HeMpOIyKTHBHA, YIOPUTa W NpPEMUHABa CIENl CIHpaHEe Ha JICYCHUETO.
[Ipuunnenata or ACE uHxuOWTOpH Kamummia TpsSOBa Jla ce BKIOYM B jJudepeHIMaTHaTa JuarHosa Ha
KallUTKIIA.

XHUINepKaJIneMus:

IloBumraBanusi Ha CEpyMHUS KAl ce HAaOIIOAaBaT MPH HAKOW MaIueHTH, JiekyBanu ¢ ACE mHXuOHTOPH,
BkitountTenHo nepuHgonpuin. ACE uHxuOMTOpHMTE MOrar a Npeau3BUKAT XUIEPKAIMEMHs, ThH KaTo
MHXUOHUpPAT 0CBOOOXKIaBAaHETO Ha angocTepoH. OOMKHOBEHO eheKTa HE € 3HAYMM MPU MalMeHTH C HOpMaHa
0pOpeuna ¢pynkuus. Puckosure pakTopu 3a pa3sBUTHETO Ha XUIIEPKaJIHEeMHsl BKIIOUBAT NallMeHTH ¢ ObOpeuHa
HEJ0CTAaThYHOCT, BIIOLIaBaHe HAa ObOpeuHaTa GyHKUUS, HanpeaHana Bb3pacT (> 70 ronunm), 3axapeH nuader,
BMETHATHTE CHOUTHSL, MO-CIEUATHO IEXUAPATAIIH, OCTPa ChpAeYHa AEKOMITCHCAIIUsI, METa00JIMTHA (1032
W eIHOBpEMEHHa YmoTpeba Ha KaJWi-CIIECTSIBAIIM IUYPETHHX (HAmp. CIWPOHOJAKTOH, eIMJIEPEeHOH,
TpUaMTEpPEH WM aMUWIOPU), KaJueBU NOOABKU WM KaJUH-ChABPIKALIM 3aMECTUTENM Ha TOTBapcKaTa Coll;
WIM TTALUEeHTH, IPUEMAIH JPYTH JEKapcTBa, CBbP3aHU C IOBUILABAaHNUA HA CEPYMHM KaJaui (Hamp. XernapuH,
KO-TPUMOKCA30JI, HM3BECTEH OIle KAaTro TPHMETONpPHUM/CyIdamMeToKca3oid) M OCOOCHO aHTArOHHCTH Ha
aNJOCTEpOHA UM AaHTHOTEH3HH PEeLieNITOPHHU OoKepu. YHorpebara Ha KaJlMeBH J0OABKH, KaJIMH-CIECTABAIIN
JUYPETULM WM KJINH-ChABPKAILIN 3aMECTUTENM Ha TOTBApCKaTa CoJl, OCOOCHO MPH MalMeHTH C HapylleHa
O0bOpeuHa (GyHKUUMS, MOraT Jla JOBEeJaT OO0 3HAYMMO MOBHIIABAHE HA CEPYMHHS Kajduid. XWIlEpKaIHeMHUsTa
MOXE Ja TPUYMHA CEpUO3HHU, MOHsKora ¢artamHu apuTvud. Kanumii chXpaHsBallUTe ITUYPETUIH U
AHTHOTEH3UH PELENTOPHUTE OJIOKepH TPsAOBa Ja ce M3MOI3BAT C BHUMaHue Npy nanueHTy, npueManm ACE
WHXUOUTOPH, U CepyMHHUs Kajuil u ObOpeuHara (yHKIMS TpsiOBa Aa ce HabmogaBaT. AKO CHBMECTHOTO
IpUjaraHe Ha IOCOYEHUTE IO-TOpPe CPEACTBA € OWIIO NPEIeHEHO 3a YMECTHO, Te TpsOBa Aa ce M3IO0I3BaT
BHUMATEJIHO [IPHU Y€CTO MOHUTOPHPAHE Ha CEPYMHUS Kallil (BX. Touka 4.5).

KomOunanus ¢ autuit:
KomOunmpaneTo Ha TUTHI ¢ IEpHHIONIPUI IO IPUHIIMIT HE Ce MpenopbuBa (BX. Touka 4.5).

KOM6I/IHaHI/I$[ C KaHHﬁ'CBXDaHHBaIIII/I JICKapCTBA, KAJIMCBHU JlO6aBKI/I HJIN Kannﬁ-cmn)pmamn 3aMCECTUTCIIN HA
rOTBapcKaTa coi:

[To mpuHIMT HE ce MpenopbuBa KOMOMHUPaHE Ha IEPUHIONIPHIT M KAITUHM ChXpaHSBAIIN JeKapCcTBa, KATUCBH
JO0AaBKY MM ChIbPIKAIIN KA 3aMECTUTENN Ha Tpare3Ha co (BxK. Touka 4.5).

JIBOMHO OJIOKMpAaHE HA CUCTEMAaTa peEHUH-aHrnoTeH3uH-asnoctepod (RAAS):
WNwma nokasarenctea, 4e eaHOBpeMeHHaTa ymnotpeba Ha ACE muxubutopu ¢ anrmoreHsuH Il penentopHu
ONoKepH WM ajJHCKUPEH YBEIMYaBa PHCKAa OT XMIIEPKaJHMEeMHUs W BIOIIaBaHe Ha ObOpedHaTa (QYHKIHS




(BKJITIOUMTETHO OCTpa OBOpEYHA HEJOCTATHUHOCT). 3aTOBA HE CE MPenopbhYBa JBoMHA O10kana Ha RAAS upe3
komOunanus ot ACE naxuburopu ¢ anrnorensuH Il perenTopHr 6I0KepH WIIH ATUCKUPEH (BXK. TOYKH 4.5 1
5.1).

AKO ce TIperieHH, Ue JICYCHUETO ¢ IBOMHA O0Kaaa € abCONIOTHO 3aIbJDKUTEITHO, TO TPIOBa Aa Ce M3BBPIIBA
camo o]l HaOJIFo/IeHHe Ha CIEIMAMCT ¥ J1a BKIIFOYBA PEIOBHO BHUMATEIHO MpociiesBaHe Ha OnOpedHaTa
(yHKUMSA, eTEKTPOIUTUTE U KPHBHOTO HAJISITAHE.

[Ipu manmentu ¢ auabetHa HedponaTus He TpAOBa Aa ce minon3BaT eaHoBpeMeHHO ACE mHxubutopu u
anrnoteHs3uH Il penentopHu GiokepH.

KoMOuHanys ¢ xainueBW aHTarOHWCTH, aHTHAPUTMUYHHU CPEJCTBA OT | KJlac M LEHTpaJHO JecTBaIInTe
AHTUXWUTIEPTEH3WBHHU CPEJICTBA:

Ilo mpuHIMI He ce mpenopbyBa KOMOMHAIMITAa HA OMCOIPOJION C KAIIMEBH aHTaTOHUCTH OT BEPaIlaMUJIOB
WIH JIWITHAa3eMOB THI, C aHTHAPUTMHYHU CpeICTBA OT | KiIac W ¢ UEHTpaJTHO JeWCTBaIIuTe
AHTUXUTIEPTEH3UBHU CpeCcTBa (BXK. Touka 4.5)

Cnupane Ha JICUCHUETO:

Psi3koTo criupane Ha JiedueHHueTo ¢ Oera-0Jiokepu TpsiOBa Jia ce M305ATBa, 0COOCHO MPH MAUEHTH C HICXEMUYHA
0oylecT Ha CHPIETO, THl KAaTO MOXKE [a JOBEIE IO MPEXOJHO BJIOIIABaHE HAa CBHPIAECYHOTO 3a00JIsABaHE.
JlozupoBKkaTa TpssOBa Ja ce HaMaJsIBa IOCTENEHHO, KAaTO CE€ M3IMOI3BAT WHAWBHUAYATHHTE KOMIIOHEHTH, B
UJeasHusl cliydaid B paMKHTE Ha JIBE CEJMHIU, KaTO STHOBPEMEHHO C TOBA C¢ 3allOYHE U 3aMECTUTEIHA
Tepars, ako TOBa ¢ He0OXOIUMO.

bpaaukapnus:
AKO IO BpeMe Ha JIeYeHHE ChpjCYHATa YeCTOTa B TMOKOH ce 3abaBu no mox 50-55 ynapa B MuUHyTa WIH

NAalMEeHTHT MOJYyYH CHMIITOMH, CBBP3aHU C OpaJuKapius, TpsOBa Jla ce MPHUCTBHIN KbM IOHHKABAIIO
TUTpHUPAHE HA 103aTa Ha HpeCTI/IJIOH C U3MOJI3BAHC HAa MHANBUAYAJIHUTC KOMIIOHCHTHU IIPU MOAXOAAIIa N03a
Ha OMCOIPOJION.

AV-0JI0K OT IBPBA CTEIIEH
Karo ce uma npeiBu HEraTUBHUS UM JPOMOTPOIICH e(PeKT, MPEAMUCBAHETO Ha OeTa-0J0KEPHUTE HA TAIIMEHTH
¢ AV-0110K OT IbpBa CTEMEH TPSIOBa Ja CTaBa C MOBHUILIECHO BHUMAaHHE.

AOpTHA CTEHO3a U CTeHO03a Ha MUTpaJiHATa Kjlana / XunepTpoduyHa KapJMoMHONaTHsI:

Kaxto n octananute ACE naxubnTOopH, MepuHIONPHUI TPsiIOBA Ja ce Ha3HauaBa C MOBHUIIEHO BHUMaHHE Ha
HAIMEHTH ChC CTEHO3a Ha MUTpAaJHAaTa Kjana ¥ OOCTPYKIHUS Ha M3XOJLIMS IOTOK OT JIsiBaTa KaMepa, KaTo
AOpTHA CTEHO3a WJIM XUIEePTPOYUIHA KapJUOMHOIIATHSL.

Amnruna Ha Prinzmetal:

HabnronaBanu ca ciiyyan Ha KOpOHApPEH Ba3ocmasdbM. BeIpeku Brcokata cu 6eTa-1 CeJIeKTHBHOCT, MOsABATA
Ha QHTHHO3HU TPUCTBITM HE MOXKe Ja Ob/Ic HAITBIHO M3KII0YCHA B CIIyYad, B KOUTO OMCOIMPOIIOIN Ce MpreMa
OT IIALMEHTH ¢ auTuHa Ha Prinzmetal.

brOpeuno yBpexnaHe:

B crmygam Ha Hapymena OpOpeyHa (QYHKITHS JHEBHaTa no3a Ha llpectmimonm TpsiOBa ma ce KOPUTHpA B
3aBUCHMOCT OT KPEaTWHHHOBHA KIUpPBHC (BX. Touka 4.2). [lpm Te3m mammeHTH 4YacT OT oOWdYaifHara
MEHMIMHCKA TTPAKTHKA € PYTHHHOTO MIPOCIIe/IBaHe Ha KIS U KpeaTuHUHA (BXK. Touka 4.8).

[Ipu manueHTH cbC CHUMOTOMATHYHA CHPACYHA HEAOCTATHYHOCT PAa3BUTHETO HA XUIIOTOHMS CJIE] 3all0UBaHE
Ha Tepamusi ¢ ACE nHxuOuTOopr MoXe J1a 10Bejie 10 JOBIHUTENIHO YBpexkaane Ha ObOpeunara pynkuus. B
Ta3M CUTYyaIUsl IMa ChOOIICHHS 32 Bh3HUKBAHE Ha OCTpa ObOpeUHa HEIOCTAThYHOCT, OOMKHOBEHO 00paTuma.
[Ipu HAKOW MAIMEHTH C ABYCTPaHHA CTEHO3a Ha OBOpeuHaTa apTepus WM CTEHO3a Ha apTepHsTa MPU €1H
¢dysakuuonupani 660pek, nexkyBanu ¢ ACE uHXxuOUTOpH, ce HaONltoaBa yBelU4eHe Ha KpbhBHATA ypes U
CepyMHUS KpEaTHHHH, KOETO OOMKHOBEHO € 00paTHMO MPH CIUpaHe Ha JieueHneTo. ToBa € 0co0eHO BEPOSTHO
MIpH MaMeHTH ¢ OBOpevHa HeJOCTAThYHOCT. AKO € HaJlMIle ¥ PEHOBACKyJapHATa XUIIEPTOHUS, CHIIIECTBYBA
TIOBUIIIEH PUCK OT TeXKa XUIIOTOHUS ¥ ObOpeyHa HeI0CTaThYHOCT. [Ipy Te3u maluenTy ie4eHneTo TpsioBa aa
3aloyHe MPH CTPOT MEIUIMHCKM KOHTPOJ C HUCKHM JO3M M TAXHOTO BHUMATEIHO THTpHpaHe. Thil Kato
JICUCHUETO C TUYPETUIH MOXKE Jia MPEJICTaBIsBa AONPHHACSIL (PaKTOp 3a TOPEMOCOUYCHOTO, IPUIIaraHeTo Ha




JYpeTUIMTE TPsiOBa 1a ce MPEeKpaTH U B TEUCHNE HA ITbPBUTE CEIMHILIM Ha TEPAIUsITA C JIEKAPCTBOTO TPIOBa
Jia ce mpocien Ob0pevHaTa QyHKIHSI.

Hsikon XWmepTOHWYHW TANAEHTH 0€3 BHAWMO MPEIUITHO CBHIIECTBYBAIIO OBOPEYHOCHIOBO 3abo0siBaHE
pa3BUBAT MOBUIIICHHE HA KPBBHATA YPesi U CEPYMHHS KPEATHHUH — OOMKHOBEHO CJIa00 U MPEXO0HO — 0COOCHO
OpU SJIHOBPEMEHHO TpHIIaraHe Ha MEPHHAONPHI U JUYPETHK. TOBa € MO-BEpOSITHO Ja BBH3HUKHE MPU
MAIUEHTH C BeYe ChIIECTBYBAIIO ObOpeuHO yBpexxaaHe. Moxe Jja ce HaJlOXKH HamallsiBaHe Ha J103aTa /WU
MPEeKpaTsABaHe HAa TUYPETUKA U/UIH TIEPUHIOTPHIL.

PenoBackyJsiapHa XUIIEPTOHUS

[lpu nammeHTH C IBycTpaHHa CTeHO3a Ha ObOpeyHaTa aprepus WM CTEHO3a Ha apTepusTa MpU CIUH
(dhynkuonupamn; 6v6pek, nekyBann ¢ ACE mHXHOWTOpH, CHIIECTBYBAa MOBHIIEH PHUCK OT XUIMOTOHHS U
0BOpedHa HEMOCTaTHYHOCT (BXK. TouKa 4.3). JleueHHETO C MUYyPETHUITH MOKE N1a CTaHe JOTIPHHACSI (aKTop.
3arybata Ha OBOpedHa QpyHKIMSA MOXKe /1a HACTHIIH IPU MUHUMAJTHA H3MEHEHHUS B CEpYMHISI KPEaTUHUH TOPH
IpY NAaLMEHTH C eAHOCTpaHHa CTeHO3a Ha ObOpeyHaTa aprepusl.

BrOpeuna TpanciuiaHTaLys:
Jluncea ONMUT OTHOCHO MPWJIATaHETO Ha MEPUHIONPHUI APTUHUH MPH MAIUEHTH C HACKOPO H3BBPIICHA
O0BOpedHa TpaHCIIIIAHTAIIHSL.

[ManpenTn Ha XeMoMaNIN3a:

[Ipu mauwmenTtH, Auanu3upaHud ¢ MeMOpaHu c¢ BUcoka ckopocT Ha mortoka (high flux) u emHOBpemeHHO
nexyBanu ¢ ACE maxubutop, ce cpoOmaBa 3a Bb3HHKBaHE Ha aHaduiakTongHU peakuuu. [Ipm Takusa
nalueHTH TpsAOBa Ja ce pasriiela U3NOJA3BAaHETO Ha pa3iuueH BUJ JHWaju3Ha MeMOpaHa WIH
AHTHXHUIICPTEH3UBECH areHT OT Pa3iIMyueH Kiac.

AnaduIaKTOMIHM peaKIMy 10 BpeMe Ha adepesa Ha JIMIONPOTSHHHUTE ¢ HUcKa mabTHOCT (LDL):

Panxo manmentu, momyvaBam ACE maxubOntopu mo Bpeme Ha LDL-adepesa ¢ mexctpaHoB cyndar, ca
MOyYaBajy )KABOTO3aCTpAIIaBali aHA(DWUITAKTOUHHA peakinu. Te3u peakiuu ce U30sArBaT upe3 BPEMEHHO
npekpatsBaHe Ha TepanusaTa ¢ ACE uaxuburop npeau Beska adepesa.

AHaUIAKTHYHU PEaKIIUU 110 BpeMe Ha JICCCHCUTU3AITUS:

[ManuenTn, npuemany ACE wHXuOuTOpU 1O BpeMe Ha JIECCHCHTHU3MPAINO JICYCHUE (Hamp. ¢ OTPOBa OT
XHUMEHOITepa), ca MOTyYaBaii aHAPIIAKTONAHN peakiud. [Ipy chlmTe manueHTH TOCOUYEeHUTE Peakuy ca
Ommm n30erHaTH 4ype3 BpEeMEHHO MpekpartsBade Ha mpuema Ha ACE maxuOutopuTe, HO T ca Ce MOSBSIBAIH
OTHOBO NP HEBHUMAaHKE TIPU MMOBTOPHOTO HATOBapBaHe.

[Mono6Ha Ha apyruTe Oeta-0J0KepH, OMCOMPOIONBT MOXKE JIa TIOBUIIIM YyBCTBUTEIHOCTTA KbM AJCPreHH U
TEKECTTA Ha aHAQUIAKTHYHUTE peakiuu. JIeueHneTo ¢ enuHePUH HE BUHATH J]aBa OYAKBAHUS TePANECBTHUCH
e(exr.

HeyTtporieHus/arpaHyao1uTo3a/TpOMOOIUTOTICHU I/AHEMHUSL:

I[pu mnamumentu, npuemant ACE wuHXuOMTOpHM, ca HaONOJaBaHW HEYTPOICHHUs/ arpaHyJonoTo3a,
TpoMOoruToneHus: 1 aneMus. llpn nmanueHTH ¢ HOpManHa ObOpedHa GyHKIHA U Oe3 APYTH YCIOKHIBAIIU
(hakropu psnko ce HabmomaBa HeyTpomneHHs. HeoOXoaumMo e HW3KIIIOYUTENHO TOJISIMO BHHMAHHE MpH
TpHUJiaraHe Ha MEPUHAONPHII IPY MAI[UeHTH C KOJareHHH ChIO0BU 3a00JsBaHUs, UMYHOCYIIPECHBHA Teparus,
JIeYeHHE C aJIOMyPUHOI WJIH MPOKAWHAMU/] WJIM KOMOUHAINS OT MOO0OHHU YCIIOXKHABAIIM (haKTOPH, 0OCOOEHO
aKo € HaJIMLIE U ChILECTBYBAILO OT MpeIy HapylieHue Ha ObOpeunara pyHkuus. [Ipu Te3n maumueHTy noHskora
Ce pa3BUBaT CEpUO3HM MH()EKLUUH, KOUTO B HSIKOU Cllyyad HE CE MOBIUSABAT OT MHTCH3UBHA aHTHOMOTHYHA
Tepanud. AKO Ha TakMBa MAaIEHTH Ce Ha3Ha4M MEPHUHIOINPHII, C€ MPErnopbuBa PEJAOBHO NMpoOCiesiBaHe Ha
JIeBKOTpamMaTa M TaIlMeHTUTe TpsAOBa na ObJAT MpeaynpelieHH 1a choOlaBaT 3a BCIKAKBH INPH3HAIM Ha
uHpeKkys (HampuMep Bb3MaJICHO I'bPIIO0, TEMIICPATYPa).

Bbponxocna3zpM (OpoHXHaJIHa acTMa, OOCTPYKTUBHHU 0eJ10aApOoOHU OOJIECTH):

Ilpu OpoHxHWamHa acTMa WM JPYTd XPOHUYHU OOCTPYKTHBHH OCIOAPOOHU OONECTH, KOHUTO MOXE 1a
MPEIM3BUKBAT CUMIITOMH, TPSOBA €JTHOBPEMEHHO Jia CE MpHara OpOHXOIWIATUPHINO JeueHue. B Hskou
cly4aw MOXE Jla HAcThIIM TOBUIIABAHE HA CBHIPOTHUBICHUETO Ha JUXATCIHHTE IBTHINA, KOTaTto OeTa-
OJIOKepUTE Ce TpujIaraT Ha MalUeHTH C acTMa, MOpPajHu KOSTO € Bh3MOXKHO JIa C€ HAJIOKU IOBHINABAHE HA
J03aTa Ha 6eTa2-CTUMYJIaHTHTE.




ITamuenTn ¢ qnaber:

CsBeTBa Ce J1a ce JAeliCTBa BHUMATEIHO NP M3I0I3BaHeTO Ha [IpecTriion npy mauueHTH ChC 3aXapeH auadeT
¢ rojeMu (GIyKTyaInuu Ha CTOHHOCTHTE Ha KphBHATa 3axap. bera-0iokepuTe MOrar ja MacKMpaT CHMITOMHTE
Ha XUIOTITMKEMHUSL.

CTDI/IKTHO I'1agyBaHE!
CnbBeTBa ce Ja C€ MoAX0XK/Ja BHUMATCIIHO ITPU NAITUCHTHU, KOUTO CIIa3BaT CTPUKTHO I'IaAyBaHEC.

OxJyy3uBHa IeprUdepHo apTepraiHa 00JecT:
Moske 1a HaCTBITH 3abI009aBaHe Ha CHMIITOMUTE IIPH NIPUIarane Ha 6eTa-010KepH, 0COOCHO MPH 3arl0uBaHe
Ha JICYCHHUETO.

AHecre3usi:

[Ipu manueHTH, Ha KOMTO MPEICTOU 00Ia aHecTe3usl, OeTa-0JOKepUTe HaMaJISIBAT YeCTOTaTa HA APUTMUN H
MHOKapJHa WCXEMHs B MEpPHOJAa Ha MHAYKUUS W WHTyOMpaHe W B moctonepaTuBHUs nepuon. Cera ce
npenopbyBa MoAAbpKaHeTo Ha OeTa-0ioKanaTa Aa NpoIbIDKY IIepHOIepaTHBHO. AHECTE3HOIOTBT TPAOBa 1a
3Hae 3a Oera-0yioKaaTa mopay MOTESHIIMAN 32 B3aMMOJICHCTBUS C IPYTH JIEKapCTBa, KOUTO MOTAT Ja JIOBeIaT
JIo OpamuapuTMIH, OTCIIa0BaHe Ha peduIeKCHATa TaXUKaAPAU U HaMallsIBaHe Ha peICKCHUTE CIIOCOOHOCTH Ja
ce KOMITEeHCHpa KpbBo3aryoa. AKo ce premMe, 4e CIIMPaHeTo Ha JIeYeHUETo ¢ OeTa-0IoKep mpeau oneparusaTa
€ Heo0XoaUMo, TO TpsiOBa Jja cTaHe IMOCTEIIEHHO U JIa 3aBBPIIHU OKOJIO 48 Jaca mpej aHecTe3usTa.

[Ipu manueHTHTE, MOAIOKEHN HA TEKKA XUPYPTrUYHA ONEPAIUS WM aHECTE3Us C BEUIECTBA, IPUIHHSBAIIN
XUNOTOHUSA, TEPUHIONPUIBT MOXE Ja Onokupa oOpasyBaHeTO Ha aHruoTreH3mH Il B pesynrat Ha
KOMIICHCATOPHO OCBOOOKIaBaHe Ha peHMH. JledeHneTo TpsaOBa J1a ce MPEKPaTH S/IVH JICH IPETU ONepaIusTa.
AKO BB3HUKHE XUTIOTOHHUS, 32 KOSITO CE€ CMSITa, Ye € IIOPoJIeHa OT TO3H MEXaHU3bM, MOXKe J1a ObJic KOpUTUpaHa
ype3 yBeIMYaBaHe Ha o0ema.

TIcopuasuc:
[Ipm manmeHTH ¢ TICOpHA3NC WM ¢ aHaMHe3a 3a IICOprasuc 0eTa-0IoKepr MOJKe J1a Ce M3IOI3BAT CaMo CIel

BHUMATCIIHO 6aHaHCI/IpaH6 Ha MOJIBUTEC CIIPSIMO PUCKOBCTC.

DeoxpoMouuTOMa:
[lpu ycranoBeHa wiM mojao3upana (EOXPOMOLIUTOMA, OMCOMPOJON TpsAOBa BHHATH Ja c€ INpUiara B
KOMOMHAITHs ¢ ajda-perenTopeH oIokep.

TupeoTokcHKoO3a:
IIpu nedenune ¢ OUCOMPOIOT € Bh3MOKHO CHMITOMHUTE Ha THPEOTOKCUKO3a J1a Ce 3aMacKupar.

IIspBUYEH aIIOCTEPOHU3BM:

ITanueHTH ¢ IBPBUYEH XUIEPAIJOCTEPOHU3BM KaTO LSJIO HE C€ BIMSAT OT JICUEHUE C AHTUXUIIEPTCH3UBHU
JIeKapcTBa, JCHCTBAlIM Ype3 UHXMOMpaHe Ha cucTeMara peHHH-aHTHOTeH3MH. [lopaau ToBa ynorpebara Ha
TOBA JIEKAPCTBO HE C€ MPENOPBYBA.

BpemeHHOCT:
OcBeH B ciy4adTe, KOraTo mpombiDkaBaHe Ha nedeHneto ¢ ACE mHXmOHTOpM ce cMmsATa 3a HE3aMEHHMO,

MAIUeHTHTE, KOUTO IUIAHUPAT OPEMEHHOCT, TPsAOBa Ja NMPEMHUHAT Ha alTEepPHATHBHO aHTHUXWUIEPTEH3WBHO
JICYeHHWE C JIoKazaH mnpodui Ha OE30MacHOCT 3a IpujaraHe 1o BpeMe Ha OpemenHocrtra. [lpu
JMarHOCTALIMPaHe Ha OpeMeHHOCT JieueHneTo ¢ ACE uHxubutopu TpssOBa He3a0aBHO Ja ObJie CIIPSHO U aKO
€ TIOJIXO/IAIIO, TPSOBA J1a 3aMIOYHE aJITepPHATUBHA Tepamnus (BK. Touku 4.3 u 4.6).

Copredyna HEJOCTATHYHOCT:

TepareBTH4EH ONUT ¢ OUCONPOIION MPH JICYSHUETO HA ChP/ICYHA HEJIOCTATHLYHOCT JIUTICBA TP TAIUEHTH ChC
clieJHUTE 3a00JSIBAHUS M CHCTOSTHUS:

*  WHCYJIMHO3aBHCHUM 3axapeH auader (ot tum 1),

*  TEXKO yBpeneHa Ob0peuHa QyHKIus,

*  TEXKO yBpeleHa YepHOAPOOHA (YHKLHS,

*  PECTPHKTHBHA KapAMOMHUOTIATHS,




*  BPOJICHO CHPJEYHO 3a00JIsABaHe,
*  XEeMOAWHAMHUYHO 3HAYMMO OPraHMYHO KJIAITHO 3a00JIsIBaHe,
*  UWHpapkT Ha MHOKap/a pe3 MOCIeTHATE 3 Mecera.

ITomomHy BemecTsa!

Huso Ha HaTpuit

[pectunon chabpska mo-manko ot 1 mmol natpwuii (23 mQ) 3a eaHa TadieTka, KOETO 1O ChIIECTBO O3HAYABA,
4e HE ChJbpPKa HATPUU.

4.5 BzauMmopeiicTBHe ¢ APYrH JeKAPCTBEHH MPOAYKTH U APYTrH (JOPpMH Ha B3auMojeiicTBHe

He ca nabmiomaBaHn B3aUMOJEHCTBHSI MEXKAY OMCOIPOJION M TMEPHHAONPHI B YCIOBHATA HA M3MUTBAHE 32
B3aMMOJICHCTBUSA, TPOBEJICHO BHPXY 31paBu nodposoiy. [lpencraBena e camo nHpopMaIus 3a H3BECTHUTE
B3aMMOJICHCTBYS Ha WHMBHIyaIHUTE aKTUBHU BEIIECTBA C PYTU MPOAYKTH, KAKTO CJICBA.

Jlexapcmea, nosuwiasawu pucka om aneuoeoem

EnnoBpemennara ynorpeba na ACE naxubutopu che cakyOuTpui/BajcapTaH € MPOTHBONOKA3aHa, Thil KaTo
TOBa MMOBHUIIIABA PUCKA OT aHTHoeeM (BX.ToUkH 4.3 u 4.4). CakyOutpuii/Bajicaptal He TpsOBa Ja ce 3amouBa
Mpenu Ja ca W3MHUHAIM 36 Jaca OT MpHeMa Ha IocJIeHaTa /103a OT TepamusaTa ¢ nepuHaonpui. Jleuenne c
NEPUHIONPHII HE TPAOBa Aa ce 3armoyuBa Ipean Aa ca n3MUHaIM 36 Jaca ciel npreMa Ha IocjIeHaTa 103a OT
cakyoutpmi/Bancaptas (Bxk.Touku 4.3 u 4.4).

EnnoBpemennara ynotpe6a na ACE nnxuburopu c panekagorpwi, mTOR naxuburtopu (Hamp. cuponumyc,
€BEPOIMMYC, TEMCHPOJIMMYC) W [JIMOTUHU (Hamp. JIMHATJMOTHH, CAaKCArJMITHH, CHTATJUITHH,
BUJIJIATJIMIITHH) MOJKE /1A I0BEJIE /10 TIOBUIIIEH PHCK OT aHTHOeAeM (BK.Touka 4.4).

Jlexapcmea, unoyyupawu Xunepraiuemus.

Brnpeku, ue cepyMHUs Kajuii OOMKHOBEHO OCTaBa B HOPMAJIHU IPAHUIIM, XUIIEPKATUEMHUS MOXKE J1a Ce MOSIBU
IIPY HSIKOHM MAIMEHTH, JeKyBaHu ¢ [Ipectunon. Hskon nexkapcTBeHM NPOLYKTH WM TEPANeBTUYHHU KJIACOBE
Morar Ja IOBHIIAT CIy4dauTe Ha HACTBIIBAHE Ha XWIEPKAJMEMHs: AJIUCKUPEH, KaJIUEBH COJM, KaJUi
ChXpaHSBAIIM IUYPETULIM (HAmp. CHUPOHOJAKTOH, TpuamtepeH uiau ammwiopuna), ACE unxuburtopw,
anrnoteHsuH-II penentopau antaronuct, HCIIBJI, xemapuHu, UMyHOCYTIpECHBHH CPEACTBA KaTO HAIIpUMEpP
OUKJIOCTIOPUH WMJIM TaKpOJIUMYC, TPUMETONPUM U KOTPUMOKCA30Jl (TpHMETOnpuM/cyidamMeTokca3on), Thil
KaTo € H3BECTHO, 4Y€ TPUMETONPHUM JeiicTBa KaTo KaJlui ChXpaHABalll AWYPETHK KaTO aMHUJIOPHI.
KombOunanusara ¢ Te3u JiekapcTBa MOBUIIABA PHCKa OT xumnepkanuemus. [lopaan ToBa, KOMOMHHpAHETO Ha
[Ipectmiion ¢ ropecrioMeHaTHTE JIEKapCTBA HE C€ MIPEnopbuBa. AKO € IIpeanrcaHa eIHOBpEMEHHa yrnoTpeoa,
TpsOBa a ce MOAX0Xka C BHUMAHHUE U C YECTO IPOCIIeIsIBaHe Ha CEPYMHUS Kaluil.

Eonoepemenna ynompeoa, kosasmo e npomugonoxkazana (6. mouxka 4.3)

Anuckupen:

EnnoBpemenHata tepanus ¢ IlpecTurnon m anuckupeH € MpOTHBOIIOKa3aHa MpU MAalMEeHTH ¢ auadeT MIu
HapyeHa 6b0peyHa (pyHKIHS MOpaiv MOBHIIABaHE HA PUCKA OT XHUITEPKAJIUEeMHus, BIOIIABaHe Ha ObOpevyHaTa
(YHKIHS ¥ ChPJCYHOCH0BA OOJIECTHOCT M CMBPTHOCT.

Excmpaxopnopannu nevenus.

ExcTpakoprnopaiHu jieueHHsl, BOACLIO 10 KOHTAaKT Ha KPBBTA C OTPULIATEIIHO 3apeieHH NOBBPXHOCTHU, KaTo
HalpuMep Juaiu3a WM XeMOQWITpaus C ONpelesieHH BHCOKOIPOIYCKIMBA MeMOpaHH (Hamp.
MOJIMaKPUIIOHUTPUIIHU MeMOpaHn) u adepesa Ha JHUIMONPOTEHMHN C HUCKA IUTBTHOCT C JIEKCTPaHOB cyndar,
Mopaiy OBUIIIEH PUCK OT TeXKH aHa(MUITaKTOUJHU peakund (Bxk. Touka 4.3). [Ipu Heo6xoauMocT oT mog00HO
JeueHne TpsiOBa Ja ce 0OMUCIIHM M3IOJI3BaHe Ha JIPYT TUI AUATH3HA MEMOpaHU WM Ha aHTUXUTICPTCH3UBHO
CPEICTBO OT APYT KJIac.

Eonoepemenna ynompeoa, kKosmo ne ce npenopvuea

CBBbp3aHa ¢ 6MCOnpoJIoT
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Llenmpanno Oeticmeawu AHMUXUNEPMEH3UBHU CPEOCMEA Kamo KIOHUOUH U Op. (Hanp. Memunoona,
MOKCOHUOUH, PUIMEHUOUH):

EnnoBpemeHnHata ymorpeba Ha IICHTPATHO JEWCTBAINM AHTHXUIIEPTEH3UBHH CPEJCTBA MOXE Ja BIIOIIH
ChpJICYHATA HEJOCTATHYHOCT Ype3 HaMalsiBaHE Ha IEHTPANHMs CUMITATUKOB TOHYC (HaMaleHa ChpiecdHa
4YecToTa MU MUHYTEH 00eM, BasojuiaTaius). PsS3koTo mpekparsBaHe, 0COOCHO aKo € TPEAd MOCTENEeHHO
HaMaJIsIBaHE Ha J103aTa Ha OeTa-0JIoKepa upe3 TUTPUPAHE, MOXKE Jia TIOBHIILIN PHCKA OT ,,pe0ayH/I " XUTIEPTOHUS.

Aumuapummuynu cpeocmea om kiac 1 (nanpumep, XuHUOUH, OUBONUPAMUO, JTUOOKAUH, (DEHUMOUH,
@nexaunuo, nponaghenon):

EdexrbT BBbpXy BpeMETO Ha IPEICHPIHO-KAMEPHO IMPOBEXKJAaHE MOXE Jla C€ YCHJIM C IOBUIIABAHE Ha
HEraTUBHUS UHOTPOICH e(EeKT.

Kanyuesume anmazonucmu om gepanamuios mun u 8 no-Maika cmenet - om Ounmuasemos mun:
OTpHLaTENHO BIMSHUE BBbPXY KOHTPAKTWIIMTETA U NMPEACHPIHO-KAMEPHOTO MpOBeXkaaHe. MIHTpaBeHO3HOTO
npujaraHe Ha BepamaMisl Ipu TalueHTH, JIeKyBaHU ¢ OeTa-OloKepH, MOXKe Ja JOBele A0 3aIbilboueHa
XUIIOTOHHSA U TIPEJCHPAHO-KAMEPEH OJIOK.

CBBbp3aHu ¢ NEPUHAOTIPUI

Anuckupen:
IIpu npyru mamueHTH, OCBEH MAlMEHTH C AraleT Wi HapylleHa ObOpeyHa (QyHKIUS, HApacTBa PUCKBT OT
XUIEepKaJTIueMHsl, BJIOIaBaHe Ha ObOpevYHaTa PyHKIUS U ChPASYHOCHI0BATa OOJIECTHOCT U CMBPTHOCT.

Eonospemenno nevenue ¢ ACE unxubumopu u aneuomensun peyenmopHu o1oxepu

KiuHu4HUTE JaHHY OKa3BarT, ue JIBOMHATA 0JI0Kaja Ha CHCTeMaTa PeHUH-aHTHOTeH3uH-anocTepor (RAAS)
upe3 komOuHanwust ot ACE unxuburopu, anruorensut Il perientopHu 0J0KepH WM aTMCKUPEH € CBbp3aHa C
MO-BHCOKA YECTOTa Ha HEXKEJIAHW PEaKIWU KaTO XHWITOTOHHS, XUIIEPKAINEMHUs U BIomaBaHe Ha ObOpedHaTta
(yHKIHMSA (BKIIOYUTEIHO OCTpa OBOpedHa HEAOCTATHYHOCT), OTKOJIKOTO H3IIOJI3BAHETO CaMO Ha €IIHO
cpencTBo ¢ aerictBue BbpXy RAAS (Bx. Toukn 4.3, 4.4 u 5.1).

B nutepatypara uma chOOIIEHUs, Ye MpH MAIMEHTH C YCTAaHOBEHA aTepOCKICPOTUYHA OOJIECT, ChpleYHA
HEJOCTATBYHOCT WM AWadeT C TEepPMUHAHO OpraHHO yBpexIaHe eaHoBpeMeHHOTo Jeudenne ¢ ACE
WHXUOUTOP M aHTMOTEH3UH-PELENTOpeH OJ0Kep € CBBP3aHO C MOBHUIIEHA YECTOTa HA XUIIOTOHUS, CHHKOIL,
XHUIEepPKATMeMHs U BJOIIaBaHe Ha ObOpeuHara QyHKIUs (BKIIOYHTEIHO OcTpa ObOpeyHa HeOCTaThUYHOCT) B
CpaBHEHHE ChC CAMOCTOSITEITHOTO MpHJIaraHe Ha eJIMH JICKapCTBEH MPOJIYKT, MOBJIUSBAI CHCTEMATa PEHUH -
aHTHOTCH3MH-IIOCTepoH. J[BoiiHaTa Oiokama (Hampumep dpe3 komOumHupane Ha ACE wmHXHOHTOp C
anTroTeH3uH Il perenTopeH aHTaroHNUCT) TPSIOBA J1a C€ OTPaHWYH CaMO A0 WHIMBHIYaTHO OTIPEIeIICHH CITydan
TIpY BHUMATEITHO MOHUTOpHpaHe Ha ObOpevHaTa GyHKINsS, HUBaTa Ha KA U KPbBHOTO HaJsSTaHE.

Ecmpamycemun:
Puck or moBuIaBaHe Ha HEXKEJNAHUTE JIEKAPCTBEHU PEAKIMM, KAaTO HalpUMep aHTHMOHEBPOTHYEH OTOK
(aurHoeneM).

Kanuti-cvxpanasawu ouypemuyu (nanp. mpuammeper, amuiopuo...), Kaiutl (conu).
Xwunepkanremust (ToTeHIMaTHO (araiHa), o0co00eHO CHBMECTHO C yBpeneHa Oh0peuHa GyHKINS (aAUTHBHH
XUTEPKATHEeMHIHN e(DEeKTH).

KomOuHanusita Ha mepUHAOIPHII C IOCOUYCHUTE TI0-TOPE JIEKapcTBa HE ce MpenopbuBa (BkK. Touka 4.4). Ako
eHOBpEMEHHATa yIoTpeba € BhIPEKH TOBa MOKa3aHa, Te TPAOBa /a ce U3MOJI3BaT C MOBHUIICHO BHUMAHHUE U
IIpU 4ECTO IPOCIeAsBaHE HA CTOMHOCTHTE HAa CEPyMHHUs Kalui. 3a U3I0J3BAHETO HA CIUPOHOJAKTOH IIpU
ChpJIeYHa HEIOCTATHYHOCT BHUXKTE MO-JI0TTY.

Jlumuu:

Nma cproOmeHuss 3a oOpaTHMO TOBWIIABAaHE HA CEPYMHHTE KOHIICHTPAIIMHM HA JINTHUS M TOKCHYHOCT TIPU
eqHoBpeMeHHO npueMane Ha Tl 1 ACE naxubutopu. He ce mpemopbuBa eTHOBPEMEHHOTO H3MOJI3BaHE
Ha MEPUHONPHII U JINTUH, HO aKO KOMOMHAIHATA CE OKaKe HE00X0AUMa, CEpyMHHUTE HUBA HA TUTUS TPsiOBa
Jla ce mpocieasBaT BHUMATENHO (BXK. Touka 4.4).
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Eonoepemenna ynompebda, Koamo u3uckea CReyuaino 6HUMAaHue

CBBbp3aHo ¢ OHMCOMPOJIOT H MEPHHIAOTIP I

Ilpomusoouabemuu cpedcmea (UHCYIUH, NEPOPATHU XUNOLTUKEMUUHU CPeOCNEa):

Pesynratute OT enMOEeMUONIOTHMYHHM IMPOYYBAHMS MOKA3BaT, ye eIHOBpeMeHHOTo npuioxeHne Ha ACE
MHXUOUTOPH M aHTUAMAOCTHH MEIUKAMEHTH (MHCYJIMHH, OpPajlHU XHUIIOTJMKEeMUYHU CPEICTBa) MOXKe Aa
NPUYHHU [TO-CUJIEH TIIIOKO30IMTOHMKaBall eeKT ¢ PUCK OoT xunorinukemus. Okas3Ba ce, ue HacTHIIBAHETO Ha
TOBa SIBJIEHHE € IO-BEPOATHO Ipe3 ITbPBHTE CEAMHUIM OT KOMOMHHPAHOTO JICYCHHWE W MPU MAIHEHTH C
yBpeeHa Ob0peuHa QyHKIusI.

EnHoBpeMeHHOTO mpuiaraHe Ha OMCONPOIION ¢ MHCYJIMH M MEPOPaTHU aHTHAMAOETHHU JICKapCTBa MOXKE Ja
noBuInM edexTa Ha HaMalsBaHE Ha KpbBHATa 3axap. biokamara Ha OeTa-aApeHOPEHENITOPUTE MOXKE Ja
MacKHpa CUMIITOMHTE Ha XHITOTJIUKEMHUSL.

Hecmepouonu npomuB08wL3NAIUMENHU  JeKapCmeeHu npooyKmu (HCIIBC) (6xmouUmenHo
ayemuicanuyunosa Kuceauna >3 g/ oen):

[Mpunaraneto Ha [IpecTHION €THOBPEMEHHO C HECTEPOUIHU MTPOTHBOBB3NAIUTEIHH JIEKAPCTBEHU MTPOAYKTH
(Hamp. ameTWICAIMIWIOBA KHCEIWHA B TPOTHBOBBIMANUTETHH nM03upoBkd, COX-2 wHXUOHUTOPH U
HecenektruBar HCIIBC) Moxe a 0TCIIadn aHTUXUTIEPTEH3UBHUS e(PEKT Ha OMCOIPOIIONa U IEPUHIOTIPHJIA.
OcseH ToBa eqHOBpeMeHHOTO Tprutarane Ha ACE uaxubutopu u HCIIBC Moske na moBeae 10 TOBHUIIICH PHCK
OT BJIOIIaBaHe Ha OBbOpedHaTa (yHKIWS, BKIIOYHTEITHO BE3MOXKHOCT OT OCTpa ObOpedHa HEAOCTATHYHOCT U
MOBUINIABAaHE HA HHUBAaTa HAa CEPyMHHS Kalld, 0COOEHO INPH MAIMEHTH C MPEABAPHUTEIHO CHINECTBYBAIIO
BJIOIIaBaHe Ha ObOpeuHara GpyHkus. KomOuHanusara TpsiOBa aa ce nmpujiara ¢ OBUIIEHO BHUMaHHE, 0COOCHO
IpY HalpeaHajia Bb3pacT. [lanuentute TpsOBa Aa ObIAT JOCTATHUHO XUAPATHPAHU U TPSOBa 1a ce MpeABUIN
KOHTpOJIMpaHe Ha OhOpeuHaTa (QyHKIUS B HAYAJI0TO HA KOMOMHUPAHOTO JICUEHHE, a CJIe]] TOBA — MIEPHOMYHO.

AnmuxunepmensuHu cpedcmaa u 8a300UIAMamopu.

EnHOBpeMEHHOTO TmpHiaraHe ¢ aHTHUXWIICPTCH3UBHHM CPEJICTBA, Ba30oAMIATATOPH (KaTo HalpuMep
HUTPOTITUIICPHH, IPYTH HUTPATH WK JIPYTU Ba30UIATATOPH ) UJIH C IPYTH JICKAPCTBA, KOUTO UMAT MOTCHITHAT
Jla HAMAJISBAT KPBBHOTO HaJATaHe (HApUMep TPUIMKIMYHHA aHTHJICTIPECAHTH, 0apOuTypatu, PeHOTHAZHHHI)
MOJKe J1a TIOBHILIN PUCKA OT XMITIOTOHUYHUTE €(PEeKTH Ha TIEPUHAONPUI U OUCOITPOIIOIIA.

Tpuyurauunu anmuodenpecanmu/Anmuncuxomuyu/Anecmemuyu.:

EnnoBpemennoro usmon3Bane Ha ACE HMHXUOWTOPH ¢ HSKOM AaHECTCTHYHHU JIEKAPCTBEHU TIPOAYKTH,
TPULIMKIIMYHU aHTUICTIPECAHTH U aHTUIICUXOTHUIM MOXE JIa UMa 3a Pe3yaTaT AOMbJIHUTETHO HaMaJIsiBaHe Ha
KpBbBHOTO HaJISITaHE.

EnHOBpeMEeHHOTO W3IONI3BaHE Ha OWCOMPOIION C aHECTETHUIM MOXKE Ja JIOBeIe N0 HaMajeHa pedIieKcHa
TaxUKapAus U MOBUILIEH PUCK OT XUIIOTOHHUSI.

Cumnamomumemuyu.

bera-cummatoMumeTuTe (HaImp. U30MpeHaINH, J0OyTaMUH): KOMOMHALIMATA UM C OMCOIPOIION MOXKE Ja
Hamany e(peKTUTE U Ha JIBETE JIEKAPCTBEHU CPECTBA.

CHMITaTOMHMETHIIN, KOWTO aKTHBHpaT WU OeTa- uW aida-aapeHopenenTopure (Hamp. HOpenuHe(pHH,
ermmmHeprH): KOMOWHANMsITA WM C OHCONPOIOA MOXE Ja 3aMacKupa MeIWHpaHuTe OT anda-
aJPEHOPELENITOPUTE Ba30KOHCTPUKTOPHU €PEKTH Ha TE3H CPEIICTBA, KOETO BOJM 10 TOBHUILIABAHE HA KPHBHOTO
HaJIAiraHe W 00OCTpsiHE Ha Kiayaukanuo uHTepmuTeHc. [Ipuema ce, ye TakuBa B3aMMOJEHMCTBHUS ca IIO-
BEPOSITHU NIPH HECEJICKTUBHUTE OeTa-0JIOKEPH.

CuMNaTHKOMHUMETHLIMTE MOTAT a HaMalAT antuxuneprensuBaute epexrn Ha ACE naxuburtopure.

Cpbp3aHa ¢ 6uconmpoJio

Kanyuesume anmazonucmu om ouxuoponupuouHos mun, Kamo Hanpumep eroounun u amioOunum.

[lpu mamueHTH ChC ChpJCYHA HEJOCTATHYHOCT €JIHOBPEMECHHATA YIOTpeOda MOXKE Ja TOBUIIM PHCKAa OT
XUIMOTOHHUS W TMPH TAX HE MOXE Ja Ce W3KIIOUH yBEJIMYaBaHE HA PUCK OT MOCJCIBAINO BIIOMIABAHE HA

KaMepHaTa MOMIeHa (QYHKIIHSL.

Aumuapummuunu nexapcmea om xnac Il (nanp. amuooapon):
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Modxe MOTEeHIMAIHO JIa Bh3HUKHE e(EKT BHPXY BPEMETO Ha MPEACHPAHO-KAMEPHO MPOBEKIAHE.

Tapacumnamomumemuunu i1exapcmeda.
EnnoBpemeHHaTa yrnoTpeba MoXe Jia MOBHUIIH BPEMETO Ha MPEICHPIHO-KAMEPHO MPOBEKIAHE H PHCKA OT
Opaaukapus.

Jlokanno npunazanu 6ema-610Kepu (Hanp. OYHU KANKU 34 JledeHue Ha 21ayKoMa):
EnHOBpeMEeHHOTO NpUiIarane Mo>ke /1a IOTIPHHECE KbM CUCTEMHUTE epeKTH Ha OMCOMpPOIIOI.

Copoeunu enuxo3uou (Oueumanucosu MeOuKameHmu):
HamainsiBane Ha chpJieuHaTa 4eCcTOTa, YAbDKAaBaHE Ha BPEMETO Ha MPeIChPAHO-KaAMEPHO MPOBEKIAHE.

CBBbp3aHu ¢ NEPUHAOTIPHII

Baxnogen:
IoBuiieH aHTUXUTICPTOHIYEH eekT. Jla ce cliean KpPbBHOTO HAJISTaHe U TPU HEOOXOANMOCT JIa C€ KOPHUTHpa
J103aTa Ha aHTHXUTICPTEH3UBHUS JICKAPCTBEH IPOIYKT.

Kanuii nezaovporcawu ouypemuyu.

[TanmenTTe Ha AMYPETUUHO JeUeHHE, OCOOEHO TE3HM, KOWTO Ca NEXHUIPAaTUPaHW W/WUIN C HApPYUICHUS BHB
BOJIHO-COJIeBHsI OaaHC, MOXKe Jia M3MUTAT IPEKOMEPHO HaMallsiBaHe Ha KPbBHOTO HAJSITAHE CJIE]] 3aII0YBaHE
Ha nedeHueTo ¢ ACE maxuOutopu. BeposTHocTTa OT XMMOTOHMYHU e(EeKTH MOXKe Ja Ce Hamalld 4pe3
MPEKbCBAHE HA JMYPETUKA, Ype3 MOBHUINABAHE HA 00eMa Ha TEYHOCTUTE W ITPHEMa Ha COJIH MPEIU HAYalloTO
HAa JICYCHUETO C HUCKHU M TPOTPECUBHU JIO3H IICPUHIOTPUIL.

[lpu aprepuanHa XUIEPTOHHUS, KOTraTO MpEIISCTBANIATa JUYPETUYHA TEPalvs MOXE Jla € NpUYMHUIIA
HEJIOCTHUT Ha COJIM/TEJICCHA TEYHOCTH, UIIH JUYPETHKBT TPSOBA Ja ce CIpe MPeIu 3all0uBaHe Ha JICUSHUETO C
ACE uHXHOUTOp, B KOWTO CIIy4aii B TOCICACTBHE MOXKE Jla C€ BKJIIOYM OTHOBO HECHXPaHSIBAI KaJIAH
muypetuk, i ACE WHXHOUTOPHT TpsOBa Na Oble 3amovYHaT B MO-HUCKA 71032, KOSATO MPOTPECUBHO Ja Ce
TTOBUIIIN.

[Ipu nexyBaHa ¢ qUypeTUIIN 3aCTOWHA ChpACYHA HEJOCTATHYHOCT, JeueHneto ¢ ACE uaxuburopa TpsoBa na
3aroYHe C MHOTO HHMCKa JJO3MPOBKA, IPHU BH3MOXKHOCT H CIIe]] HAMaJISIBaHE Ha JI03aTa HA ChOTBETHUS KAl
HEChXPaHSBaIll AUYPETHUK.

[Ipu BCHukM ciaydyau TpsiOBa na ce mpocieasaBa ObOpedyHara GyHKIMs (IUTa3MEH KPEaTHHHH) Mpe3 MbPBUTE
cenmuity Ha siedeHneTo ¢ ACE unxuburop.

Kanuii-cvxpansgawu ouypemuyu (eniepeHoH, CRUPOHOIAKMON):

C emjepeHoH WIM CHOUPOHONAKTOH B A03u OT 12,5 mg no 50 mg nHeBHO M npu HucKU 103U Ha ACE
WHXHOUTOPH:

[Ipu neyenue Ha cbpaeuHa HepoctaTbuHOCT OT Kiac Il umu IV (mo NYHA) ¢ ppakums na nsrinacksane <40%
u npequectsanio Jeuenne ¢ ACE naxubutopu U OpMMKOBHU JUYPETHIIN, UMa PUCK OT XUTICPKATAEMHUSI, KOSITO
€ MOTEHIMAJIHO JIeTalHa, OCOOCHO TpH JIMICAa Ha cla3BaHe Ha MPENopbKUTE 3a IMpEINHCBaHE Ha Taszu
KOMOWHAIHA.

[Ipenn 3anmouBaHe Ha KOMOMHAILIUATA TPSIOBA /1a C€ HAIIPABST U3CJIEIBAHMUS 32 N3KIIOYBAHE HA XUIIEPKATHEMUS
1 ObOpEedHO YBPEKIaHE.

IIpenopbuBa ce BHUMATENHO HAOIIOACHHE HAa KAJIMEMHUSATa M KpEeaTHHEMHsTa Ipe3 IbPBHS Mecel OT
JICUCHUETO BEAHBK CEAMHUYHO, a CJIE/l TOBA — BEAHBK MECEUHO.

Komounauuu, koumo mpaoea 0a ce umam npeosuo

Cebp3ana ¢ 6CONpoJI0J

Medhnoxumn:
[MoBuieH pruCK OT OpaKapAns.

Monoamuno oxcuoasnu unxubumopu (c uzxnoyerue Ha MAO-B unxubumopu):
Ycunen XUIOTOHUYEH eeKT Ha OeTa-0J0KepHuTe, HO CHILO M PUCK OT XMIEPTOHUYHA KpHU3a.

13



CBbp3aHu ¢ NEPUHAOTIPUI

3namo:

Hma penku ChOOILICHUS 33 HUTPUTOMIHH PEAKIMH (CHMITOMATHKATa BKJIIOYBA 3a4epBsSBaHE Ha JIMIIETO,
raJicHe, MOBPBIIAHE U XUITOTOHHUS) MTPU MAIMESHTH, TIPOBEKIAIIH JICUCHUE C MHKCKIIMOHHU 3JIaTHH MPETapaTH
(HaTpueB ayporromManar) eqHoBpeMeHHO ¢ ACE WHXHOUTOP, BKIFOUUTEITHO EPUHAOTIPHUIL.

4.6 @epruanTeT, )PEMEHHOCT H KbpMEHe

BpemeHHOCT:
Ha 6a3ara Ha chINleCTBYBAaIMTE JAHHY 32 WHIWBHIYATHHTE KOMIIOHEHTH yroTpebara Ha [Ipectuion He ce

MIPETophYBa Mpe3 MbPBUS TPUMECTHP Ha OpPEeMEHHOCTTa M IIPUJIATAHETO MY € IIPOTHBOIIOKA3aHO MPE3 BTOPHS
U TPETHUS TPUMECTHP HAa OPEMEHHOCTTA.

Buconponon

BucomnpononrsT nposiBsiBa TakuBa (HapMaKOJIOTHYHH €(PEKTH, KOUTO OMXa MOTJIH Ja IPUUMHST BPEJHH ePEeKTH
BBPXY OpEMEHHOCTTA U/HITH TUI0Ia/HOBOPOJICHOTO (HaMaISIBAT IUIALICHTAPHUS KPBBOTOK, KOETO CE CBBP3a ChC
3a0aBeH PacTek, BBTPEMAaTOYHAa CMBPT, a0OPT WM MPEXkKICBPEMEHHA POJIOBA JISHHOCT U HexelaHu e(ekTu
(Hamp. XUNOTIMKEMHUS W Opamukapius), KOUTO IUIOALT WM HOBOPOISHOTO MoraT Aa pasBusir). Ilpu
HEOOXOIUMOCT OT JIeYeHHEe C OeTa-apeHOICNTOPHN OJOKEpU ce MPearnovuTaT OeTa-1l-celeKTHBHHUTE
aJIpEeHOIIETITOPHU OJOKEpH.

Bucomnponon He TpsiOBa pa ce mpuiara Mo BpeMe Ha OPEMEHHOCT, OCBEH aKO KIMHUYHOTO ChCTOSHUE Ha
JKEHaTa He M3MCKBA TAKOBA JICYCHUE. AKO € MPUETO, Y€ € HATUIC HEOOXOIUMOCT OT JICUSHUE C OMCOIMPOJIOI,
TpsaOBa Ja ce MOHHTOPHUPAT yTEPOIUIAIEHTAPHHUAT KPBHBOTOK M PAcTeXbT Ha Tuioaa. B ciaywail Ha BpenHH
edexTH BbpXy OpEMEHHOCTTa WIIM IUIOJA TPSAOBa Ja ce OOMHUCIH alTepHATUBHO JieueHne. HoBopomeHOoTO
TpsiOBa 1a Ob/Ie BHUMATEITHO MPOCIICIIBAHO.

[To mpHuHIMIT ce 0YaKBa CHMITOMHUTE Ha XUMIOTIIMKEMHS U OpaJIMKapaus Jia ce TOSBAT Mpe3 MbPBUTE 3 JTHH.

Ilepunoonpun

EnunemMronornyHuTe TaHHU OTHOCHO TepaToreHHus puck cieq ACE mHXuOUTOpHa eKCIIO3HULUS TPe3 TbPBHS
TPUMECTHP Ha OPEMEHHOCTTa HAMAT OKOHYATEJICH XapaKTep; MaJIKo MIOBHUILIABAHE Ha pUCKa 00ade He MOXKe Ja
0bae uskmoueHo. OCBeH B CiIy4anTe, KOraTo MpoabibkaBane Ha jedeHnetro ¢ ACE naxuOutopu ce cMsira 3a
HE3aMEHUMO, MAIMEHTUTE, KOMTO IUIaHUpAT OpEeMEHHOCT, TpsAOBa Ja INpEeMUHAT HAa AJITCPHATUBHO
AHTUXMUIIEPTEH3UBHO JICYEHHE C JOKa3aH Mpod 1 Ha 6e30IaCHOCT 3a MpHJIaraHe 110 BpeMe Ha OpeMEHHOCTTa.
Axo ce ycraHoBu OpemeHHocT, jgeueHnero ¢ ACE maxuOutopu TpsOBa na ce cmpe He3abaBHO M ako €
HEOOXOIMMO J1a ce 3al0YHE aJTEPHATUBHO JICUCHHE.

UsBectHO e, 4ye excnosuuusta Ha ACE uHXuOMTOpHA Tepamusi mpe3 BTOPUS M TPETHS TPUMECTBD Ha
OpeMEeHHOCTTa, TpPEAN3BUKBAa (ETOTOKCHYHU e(eKkTH MpH dYoBeKa (MOHMKeHa ObOpeuyHa QyHKIHs,
ONUTOXU/IPAMHUOH, 3a0aBsiHe Ha 4YepemHaTa OCHU(HKAlWs) W HeEoHATalHa TOKCHMYHOCT (OBOpeuHa
HEJIOCTATBYHOCT, XUIIOTOHUS, XUIepKaaneMus) (Bx. Touka 5.3). Axo excnozunusata Ha ACE naxuburop e
HACTBIINJIA OT BTOPHS TPUMECTHP Ha OPEMEHHOCTTA, IPETIOPHUBAT CE YITPA3BYKOBH MPETIIETH 3a N3CTIeIBaHE
Ha OnOpeuyHaTa GyHKIMS U deperna. bebera, unurto maiiku ca mpuemann ACE naxuburopu TpsOBa ga 6b1aT
HaOIIoaBaHN BHUMATEIHO 32 XUTIOTOHUS (BXK. TOUku 4.3 u 4.4).

Kspwmene:
IIpectunon He ce mpenopbUBa MO BpeMe Ha KbPMEHE.

He e u3BecTHO nanu GucompoIios ce u3IbuBa B kbpMata. [lopaau ToBa He ce penopbuBa KbPMEHE B IEpUO/a
Ha TpuiIaraHe Ha OHCOMPOJIIOI.

IMopaau murica Ha nH(GOPMANKSA OTHOCHO yIoTpedaTa Ha EPUHIONPHII B IEPHOA HA KbPMEHE, TIEPHHIOTIPAIT
HE Ce IPeropbyBa U ce MPEANIOYNTAT ATTEPHATUBHH JICUCHUS C 110-100pe yCTaHOBEH MpoQuiI Ha 0€30MacHOCT
B IIepro/ia Ha KbpMEHE, 0COOCHO IPH KbPMEHE Ha HOBOPOCHO HITH IPEXKICBPEMEHHO POJICHO KbpMaye.

DepTunuTer:
JlunceaT KIMHUYHUTE TAHHU OTHOCHO ()epTUiuTeTa pHu ynorpedarta Ha [Ipectusor.
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4.7 EdexTu BbpXy cHocoOHOCTTA 32 mo¢upaHe U padoTa ¢ MAIIUHH

[IpecTrmon HsAMa MPSAKO BIMSIHAE BHPXY CIIOCOOHOCTTA 3a moQupaHe ¥ paboTa ¢ MAIIMHU, HO TP HAKOU
MAIUeHTH MOTaT Ja HACTHIAT WHIWUBUAYAIHH PEaKlWH, CBhP3aHU ¢ HUCKO KPHBHO HaJsATaHe, OCOOCHO B
HAYaJl0TO Ha JICUSHHETO, TP CMSHA Ha JICUCHUETO, KAKTO U IIPH U3IIOJI3BAHE 3a€THO C YIIOTpeOa Ha aJIKOXOJ.
B pesynraT oT ToBa criocoOHOCTTa 3a 1modupaHe Wik paboTa ¢ MalllMHU MOXKE Jla C€ HapyIIu.

4.8 He:xeqanu JeKapcTBEeHU pPeaKIHH

Kpatka onrcanne Ha npoduna Ha 6€301acHOCT:

Haif-uectiTe HEXKETaHW peakiud OT OMCOIPOJION BKIIOYBAT TJIAaBOOOJME, 3aMaiiBaHe, BIIOIIaBaHE Ha
ChpJIEYHATA HEJOCTATHYHOCT, XUTIOTOHHMSI, CTYICHU KpalHUIIH, TaJIeHe, TOBPBIaHe, KOPEMHH OOIIKH, THAPHUS,
KOHCTHUIALUS, aCTEHUSI U YMOpa.

Haii-yecTuTe HEXENaHU JICKAPCTBEHU PEaKIMHM, KOUTO CE€ ChOOIIABAT OT KIMHUYHUTE W3MUTBAHUS U ca
Ha6JIIOILaBaHI/I U Opru OCPUHAOIIPUIT Ca: F.HaBO6OJII/Ie, 3aMaﬁBaHe, CBCTOBBPTCIK, MAPECTEC3UH, 3PUTCIIHU
HapyIIeHHs, THHUTYC (IIyM B YIINTE), XUIMMOTOHUSI, KAIJIMIIA, TUCTIHEs, TaJicHe, TTOBphIIaHe, KopeMHa OoJIKa,
Japusi, KOHCTHITAIUS, TUCTEY3Usl, UCTIETICHsI, OOpHB, IPYpPHUTYC (ChpPOEK), MyCKYJIHU KPAMITH M acCTCHUSI.

Tabnuia cbC COUCHK HA HEKETAHUTE PEAKIIVH:

CrenHuTe HeXEIaHU PEaKIMK ca HAOII0IaBaHH IO BpeMe Ha KIMHUYHU U3NUTBAHMS V/WIH B MIEPHOJIA CIIE]
paspeliiaBaHe 3a ymoTrpeba ¢ OHCOMPOSION WM C TEPUHIONPHI, TMPUIATaHH CaMOCTOSATENHO, W ca
pasnpenaeeHu ¢r00pasHo knacudukanusta Ha MedDRA 1o TenecHu CUCTEMH U 110 ClICTHATA YECTOTA:
Msuoro yectu (>1/10); yectu (ot >1/100 mo <1/10); Heyectu (ot >1/1000 no <1/100); peaxu (ot >1/10 000 no
<1/1000); muoro peaku (<1/10 000); ¢ Heu3BecTHa vecToTa (YeCTOTaTa HE MOXKE Ja ObJe OmpeesicHa OT
HaJTUIHUTE JAHHU).

CucremMo-opranen Yecrora
He:xenanm nekapcTBeHH peaKnuu
kiac no MedDRA Buconpoaoa | INepungonpui
Nudexuun n
(hexn Puuur Penxu MHoro peaku
HHpecTanuu
Eo3zunounus - Heuectu*
Arpanynonurosa (Bx. Touka 4.4) - MHoro penku
[TannuToneHus - MHoro peaku
Hapymenust Ha
py JleBKoTIEHU - MHoro peaku
KpbBTa 1 JuMpHaTa
cucTemMa Heytpomnienus (Bx. Touka 4.4) - MHoro penku
TpombouuTonenus (Bx. Touka 4.4) - MHoro penku

XeMOJIUTHYHA aHEMHS IIpU Mau€HTU C BPOACH

nedurmt Ha G-6PDH - MtHoro penxn

Hapyurenus na CuHIpOM Ha HeaJleKBaTHA CEKpelus Ha
eHIOKPHHHATA anTHIRypeTHuHs XopMoH (SIADH) - Penxu
cucrema

Xunormukemus (Bx. Touku 4.4 u 4.5) - Heuectu™

Hapymenust Ha
Xunepkanuemusi, oopaTuMa npy CupaHe Ha

MeTabo1u3Ma U - Heuectu™
JICUCHUETO
XpaHeHeTo
XunoHatpuemus - Heuectu™
Meuxuauu [IpomeHH B HACTPOEHUETO - HeuecTtu
HapylmeHust Hapymienus Ha ChHS Heuectn Heuectn
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Henpecus Heuectn Heuectn™
Kommaphau cpHuma, XamonuHanun Penxu -
Je3opuenTanus (00bpKaHOCT) - MHoro penku
I'maBoGosme™** Yectu Yectn
3amaiiBane™* Yectu Yectu
CBeTOBBpPTEK - Yectu
Hapymenus Ha
Py Hucreysus - Yectu
HEepBHATa CHCTEMa
[Tapecte3us - Yectu
CpHIIMBOCT - Heuectu™
Cuskon Penxn Heuectu*
3pUTENHN HapyILIEHUS - Yectn
HamaneHo oTaensiHe Ha Ch3U (B3eMa ce IpeaBua
Hapymenus Ha ounTe Penku -
caMo, aKo MalMeHThT U3M0J13Ba KOHTAKTHHU JICIITH)
KoHIOHKTUBUT MHoro peaku -
Hapymenus na yxoro | [MHHTYC } Hecn
u J1abupuUHTA Hapymuienus Ha ciayxa Penxu -
ITannuranun - Heuectn*
Taxukapaus - Heuectn™
bpanukapaus MHoro yectu -
BrnomaBaHe Ha cbpZieuHa HENOCTATHYHOCT Yectn -
Crpreunn Hapyienust Ha AV-npoBoARMOCTTa Heuectn -
HapyUIeHUs
Aputmus - MHoro penxu
Crenokapaus - MHuoro peaku
MuoxkapaeH nHpapKT, Bb3MOXKHO U BTOPHUCH
opajy MPEKOMEpPHA XUIIOTOHUS IIPU - MHoro penku
BHUCOKOPHCKOBH MalMEHTH (BXK. ToUKa 4.4)
XUTNIOTOHUS U CBBP3aHHU C Hesl epeKTH Yectn Yectu
UyBCTBO Ha CTYACHU WM U3TPBITHAIN KPaHUIM Yectu -
OprocraTyHa XMIIOTOHUSA Heuectn -
%
Cb10BH Hapylenus: | BACKyIHT - Hegectn
3auepBsBaHE - Penxn*
WHcynT, BB3MOXHO U BTOPUYEH MOPaIH
MIPEKOMEpHA XUIIOTOHHUS TIPU BUCOKOPHCKOBH - MHoro penku
ManuenTy (Bxk. Touka 4.4)
o C HeusBecTHa
®enoMeH Ha PeliHo -
4ecToTa
Kamnmuna - Yectn
PecnupaTopHu,
ITPBAHHU U Jucnues - Yectu
MEAMACTHHATTHU Bponxocnazsm Heuectn Heuectn
HApYyIIeHUs!

Eo3unoduiHa mHEBMOHMS

MHoro peaku
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Kopemun 601xu Yectu Yectn

Konctunanus (3amnex) Yectn Yectu

Huapus Yectu Yectu
CTOMAIIHO-YPEBHH I'anene Yectn Yectn
HAPYIICHUS [ToBpbLIaHEe Yectn Yectn

Jucrencus - Yectn

Cyxa ycrta - Heuectn

ITankpeatut - MHoro penku
XenaTo-Ouauapuu [uToNMMTHYEH MM XOJIECTAaTHICH XeTaTHT (BK.

Penxu MHoro peaku

HapylUIeHUs! TouKa 4.4)

O6pus - Yectu

Cupbex - Yectn

AHTHOEeM Ha JIMIETO, KpalHUIIUTE, YCTHUTE,

JUTaBUIINATE, €3UKa, TIIOTUCA W/WIH JIApUHKCA (BXK. - Heuectn

ToukKa 4.4).

Yprukapus - Heuectn

Peakuu Ha HOTOUYBCTBUTETHOCT - Heuectu™
Hapymenust Ha [Memdurona - Heuectu™
KOKATa M MOIKOKHATA | X yrepxpnposa . HeuecTu
TBKaH

Peakunu Ha CBpBXUYBCTBUTENHOCT (TIPYPHT, —

3auepBsBaHe, OOPHUB M aHTHOEICM)

Brnomasane Ha ncopuasuc - Penxn*

Eputema myntudopme

MHoro penku

Anonenus

MHoro penku

bera-0iokepure Morar 1a MpoOBOKMpAT WIIH 12
00OCTPSIT IICOPHA3NC WU JIa HHTYLIUpAT
TICOpPUA3NCONOA00eH 00PHB.

MHoro peaku

Hapyuienus Ha MycKyJIHM KpaMIld Heuectn Yectu
MYCKYJIHO-CKeJETHATA | \[yckyHa ciabocT Heuectn -
cucTeMa U
%
CheIMHATEIHATA Aprpairust - Hewectu
ThKaH Muanrus - Heuectu™
Hapymenus na brOpeuna HeAOCTATHYHOCT - Heuectn
0LOpenure u
nuKoyHMTe MbTHma | OCTPa ObOpeUHa HEAOCTATHYHOCT - Penkn
Amnypust/onurypus - Penxu*
Hapymenusi Ha
BB3Npou3BoauTeHaTa | EpextriHa nucyHKIus Penxu Heuectu
CHCTEeMA M I'bpAAaTa
Actenus Yectn Yectu
OO0mmM HApYILIIEHHS H
edexTn HA MACTOTO Ha | YMOpa Yectu -
NpuJIoKeHne
P Bonku B rppaHus Ko - Heuectn™
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001110 HEepa3MoIoKeHUE - Heuectu*
[epudepen otok - Heuectu™
DedpuuteT - Heuectu*
[ToBumena ypest B KpbBTa - Hegectn™
[ToBuieH kpeaTHHUH B KPbBTA - Hegectn™
[oBunienn 4epHOAPOOHN CH3UMH Penxu Penxun

Hscnensanus [MoBwuieH OUITHPYOUH B KPBBTA - Penxu
[ToBuleHN TpUTIIULIEPUIN Penxu -
Hawmairen XxeMOTJI00MH 1 HaMaJIeH XeMaTOKPHUT (BIK.

- MHoro peaku

TouKa 4.4)

HapansiBanus,

OTpPaBAHUS U

CJI0KHEHHUS

y ’ [Mamane - Heuectu™

BB3HUKHAJIA B

pe3yaTar Ha

HHTEPBEHIUU

* Yecmomama e u3uuciena no OaHHU Om KIUHUYHU USNUMEAHUS 30 HeICENANHU IeKAPCMEEHU PeaKyuu, OMKPUSAHU Ype3
CNOHMAHHU CbOOWeHUs

** Te3u cuMnmomu HACMBREAm 0cobeHo 6 Hauanomo Ha mepanusma. OOUKHOBEHO A JeKU U YeCmo npemunagam 3a -
2 ceomuyu.

CroOmaBane Ha MNOA03MPAHH HEKEJIAHH PEaKIINU

Cwo0II1aBaHETO HA IOJ03WPAHU HEKEJTAHHM PEaKIMKM Cle]l pa3pelliaBaHe 3a ymnoTpeba Ha JICKapCTBEHHS
MPOAYKT € BakHO. ToBa MO3BOJISIBA J1a MPOIBIKM HAOIIOJACHHETO Ha CHOTHOIICHHETO IOJ3a/PUCK 3a
JeKapcTBeHus MpoaykT. OT MEAUIMHCKUTE CHCHHUAIMCTH CE€ M3MCKBA Jla ChOOIINAaBAaT BCSKAa IIOJ03MpaHa
HEeXeJlaHa Peakiys Ype3 HallMOHAIHATa CHCTEMA 3a ChOOIaBaHe:

bbarapus

M3nbnnutenna arenius mno nekapersata (MAJT)
Va. ,,Jamsau ['pyes® Ne 8

1303, rp. Codus

Tem.: +359 2 8903 417

yebcaitr: www.bda.bg

4.9 Ilpeno3upane
Hsma ungopmanus otHocHO npeno3upane Ha [Ipectunon npu xopa.
Buconponon

CUMOTOMH:

Ilo mpuHUKI Hal-4eCTO OYaKBAaHUTE IPU3HALM NPH Ipeao3upaHe Ha OeTa-Oj0KepH ca OpaguKapIus,
XUIMOTOHHS, OPOHXOCTIA3bM, OCTPA ChPJICUHA HEIOCTATHYHOCT U XUIOrnnkeMus. J[o cera ca choO0IIeHr MalTbk
Opoii ciydan Ha mpenosupane (MakcumyM: 2000 mg) ¢ OuCOMPOIION MpH MAIMEHTH, KOUTO CTPajgaT OT
XUTEPTOHUS U/WUIH KOPOHAPHA OOJIECT Ha CHPIIETO, IIPU KOUTO C€ YCTAHOBSIBA OpaAMKap v 1/UIIN XUITOTOHUS;
BCHUYKH MMALUEHTH Ca CC Bh3CTAaHOBWIM. ChILECTBYBAT T'OJIEMU UHIUBUYATHU PA3INYUS B UyBCTBUTECIHOCTTA
KBbM €JIHa €JIHOKPAaTHA BUCOKA JI03a OT OMCOMPOJION U MAIUEHTHTE ChC ChPJCYHA HEJOCTATHYHOCT BEPOSITHO
ca MO-CHJIHO YYBCTBUTEIIHHU.

JleueHue:
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B ciyuaii Ha mpenosupaHe JiedeHHETO ¢ OMCOMPOIION TPsOBa J]a ce CIpe W Ja Ce OCUTYPH MOIABPKAIIO U
CHMITTOMATHYHO JieueHue. OrpaHndeH 00eM MaHHU MOKa3BaT, 4¢ OMCOMPOJIONBT ¢ aTuan3upa TpyaHo. Ha
0a3ara Ha o4akBaHUTE (HapMaKOJIOTHIHH IECHCTBUS U MPETIOPHKUTE 3a IPYTH OeTa-0JIOKEpH, IPH HAIMYNE Ha
KIMHAYHA HEOOXOIUMOCT TPSIOBA Aa ce OOMMCITH IIPHJIaraHEeTO Ha CIICTHUTE OOIIH MEPKH.

bpaouxapous: llpunoxere nHTpaBeHO3HO aTpornuH. [Ipy HealekBaTeH OTTOBOP MOJKE C TIOBUIIICHO BHUMaHUE
Ja ce MPUJIOKU M30NPEHATMH WIM APYrO CPEACTBO C MOJOKUTEITHH XPOHOTPONHHU cBoiicTBa. [Ipu Hskon
o0cTosITEeNCTBa MOXE J]a € HEOOXOIUMO TPAHCBEHO3HO BhBEXKJaHE Ha KAPAUOCTHUMYJIATOP (TIEHCMEHKED).
Xunomonus: TpabBa a ce IpUIOKAT HHTPABEHO3HO TEYHOCTH M Ba3OMpPECcOpHH cpencTBa. Moxe aa Obae
MOJIE3HO MHTPAaBEHO3HO MPUJIOKEHHUE Ha TIIIOKaroH.

AV bnox (om emopa umu mpema cmenen): Ilanuenture TpsAOBa Ja ObJaT BHUMATEIIHO MPOCICASBAHU U
JIeKyBaHW C HW30MpeHaJnH Toj (opmara Ha WH(Y3MS WM C TPAHCBEHO3HO BBBEXKIAHE Ha ChpICUEH
nercMenKbp.

Ocmpo erowasane na cvpoeuna nedocmamvunocm: Ilpunoxere IV mumyperuiy, HHOTPOIIHH CpPEACTBa,
Ba30HJIATATOPH.

bponxocnazem: Ilpunoxere OpOHXOAMIATATOPHO JIEUCHHE, KaTO HampUMEp HW3OMpEeHaNnH, Oeral-
CUMIIATOMUMCTHUYHU JICKAapCTBa I/I/I/IJ'[I/I aMI/IHO(I)I/IJ'II/IH.

Xunoznuxemus. 1Ipunoxere HHTPaBEHO3HO IIFOKO3A.

Ilepunoonpun

CuMnTomu:

Mma Ha pa3nonoxeHue OrpaHUueHU TaHHU 3a Ipe1o3upane npu xopa. CUMIITOMUTE, CBBP3aHU C IPEAO3UpaHe
Ha ACE mHXuOHUTOpHUTE, MOTAT J]a BKIIOYBAT XUIIOTOHUS, IIUPKYJIATOPEH IIIOK, CICKTPOJIMTHU HAPYIICHUS,
ObOpeyHa HEJOCTATHYHOCT, XUIICPBCHTWJIALIMS, TaxXWKapIusd, NalMUTAIUUA, Opaaukapaus, 3amaliBaHe,
TPEBOKHOCT U KaIILIHIIA.

Jleuenue:

[IpenopbpuBaHOTO JIeUeHUE HA IPEJO3UPAHETO € MHTpaBeHO3Ha nH(Y3us Ha HaTpueB xiopua 9 mg/ml (0,9%)
pa3TBOp. AKO BR3HUKHE XHUITOTOHWS, TTAIIMEHTHT TPSIOBA /1a CE TIOCTABH B IMOJIOKEHUE 32 IIIOKOBA TEParus. AKO
€ BB3MOXHO, MOXe Ja ce OOMHUCIM W JieueHue 4pe3 WH(Y3us Ha aHTHOTeH3WH Il w/minm WHTpaBeHO3HU
KarexonamuHU. [lepruHaonpun Moxe /la ce OTCTpaHU OT OOIIOTO KPhBOOOpAIICHHE Upe3 XeMoauanmn3a. (BxK.
touka 4.4). 3a Opaaukapaus, PE3UCTCHTHA Ha JICYCHUE, € IOKa3aHa Tepamus ¢ mnedcMmerkpp. TpsoOBa
MOCTOSTHHO J1a Ce Ha0JII0/IaBaT JKU3HECHUTE MMOKA3aTe/M U KOHICHTPAIMUTE HAa CJICKTPOJIUTH M KPEaTHHUH B
cepyma.

5. ®APMAKOJIOTMYHA CBOMCTBA
51 dapmakoaMHAMMYHH CBOiiCcTBa

®dapmaxorepanesTuuna rpyna: ACE nuaxuburopu, 1pyriu KoMOMHAIIMA
ATC xon: C09BX02

MexaHu3bM Ha JIEWCTBHE

buconponon

Buconposnon e Bucoko OeTal-celeKTMBEH aApPEHOPELENTOPEH OJOKWpall areHT, JIMIIEH OT BBbTpelIHa
CUMITATOMUMETHYHA aKTHBHOCT M Ha CBbp3aHaTa ¢ Hes MeMOpaHocTaOuim3upania aktuBHocT. Toil mokasBa
camo cnab ahuHUTET KbM OeTa2-perenTopuTe Ha TIaJKUTE MYCKYJIM Ha OPOHXUTE M ChJIOBETE, KAKTO U Ha
Oera2-perenntoprute Ha MeTaOOMUTHATA PETYJAIH. 3aTOBA MO MPUHIIMII HE C€ 0YaKBa OMCOMPOIIOI Ja BIIHsIe
Ha JUXaTeliHaTa PE3UCTEHTHOCT M OeTa2-MemuupaHuTe MeTabonmuTHH edekTd. betal-cenekTHBHOCTTA Ha
OMCONPOIION € N3BBH TEPANECBTUYHHUTE JJ030BU TPAHHIIH.

Ilepunoonpun
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[epunponpun e MHXHOMTOp Ha e€H3WMa, KOWTO mpeoOpasyBa anrnoTeH3uH | B anrmortensun Il (ACE).
KonBepTupammsaT eH3uM — WK KHHUHA3a — IIPEACTABIIABA €K30IENTHAa3a, KOSTO ITO3BOJIsBA MpeodpazyBaHe
Ha aHTMOTEH3WH | BBB BAa30KOHCTPHUKTOpA aHTHOTEH3HH Il 1 ChIO MpHUMHSBA pa3rpakaaHe Ha Ba3oauiIaTopa
OpaIuKWHUH B HeakTHBEH xenTanentua. Maxuoupanero Ha ACE Boan 10 HaMajsBaHe Ha aHTHOTeH3WH 11 B
ra3MaTa, KOeTO CTUMYJIMpa aKTUBHOCTTA Ha TUIa3MEHHs PEHUH (Ype3 MHXHOWpaHe Ha OTpULlaTeHaTa
oOpaTHa Bpb3Ka Ha OCBOOOXKIABAHETO Ha PEHUH) U HaMalsBa OTIEISIHETO Ha angoctepoH. Tbhit kato ACE
JlcakTUBUpa OpanukuHuHA, uHXUOMpaHeTo Ha ACE chIo Taka BOOM J0 yBelIWYaBaHE Ha aKTUBHOCTTA Ha
HUPKYJIUPAITUTE U JIOKATHUTE CUCTEMH KaTHMKPeHH-KUHUH (KOETO aKTUBHpPA MPOCTAraHIMHOBATa CUCTEMA).
BB3M0OXXHO € TO31 MEXaHU3bM Ja JoTpuHacs 3a aeiicTBueTo Ha ACE HHXUOUTOPHUTE, C BBP3aHO C IIOHHWKABAHE
Ha KPBBHOTO HaJISITaHE, U Ja € YaCTHYHO CBBP3aH C HIKOW TEXHU HEXKEJIAaHW PEaKIUH (HAIp. KaIllUIHIIA).
Ilepungonpun AecTBa Upe3 CBOS aKTHUBEH METAOOIHT - IepUHIOTpUIIaT. Jpyrute MeTaboIuTH HE TTOKa3BaT
naxnounusa Ha ACE akTHBHOCTTa WH BHTPO.

(DaDMaKO AMHAMHWYHHU ed)eKTI/I

Buconponon

BI/ICOHpOHOH HsiAMa 3HAYUTCIIHU HCTaTUBHU MHOTPOITHU e(beKTI/I.

bucomnpoion noctura Mmakcumaaau edektn 3-4 gaca ciren nprarade. [lopaau cBos momyxuBoT ot 10-12 gaca,
oucompoion netictea 24 Jaca.

MakcuManauTe eeKTH Ha HamMallsiBaHE Ha KPHBHOTO HAJIATaHEe Ha OMCOIPOJIOia MO MPHHIIUI CE ITOCTUTAT
Cclen 2 CeIMUILIN.

I[Ipu octpo mpuiarane Ha MAalUEHTH C KOpPOHAapHAa OOJIECT Ha CBPUETO 0Oe3 XPOHWUYHA ChpJleYHA
HEJIOCTaTHYHOCT OMCONPOJIONBT HamalsiBa ChbpAEYHATa YeCTOTa W yAapHHUs 00eM, BCIEICTBHE Ha KOETO
HaMaJIABaT MUHYTHUAT CHPACUCH Ile6I/IT U KOHCyMalusATa Ha KHUCJIOPO. HpI/I XPOHUYHO IIPUITIOKCHUC
HaMmalsBa OTHAYajo MOBUIICHOTO TepH(epHO ChIpoTHBICHUE. [Ipe/NIoKeHUAT MEXaHU3bM Ha JICHCTBUE,
00yCIaBsA aHTUXUTICPTCH3UBHUS ¢PEKT Ha OeTa-OJIOKEpPUTE € HAMAIIBAHETO HA TTa3MeHATa aKTHBHOCT Ha
peHHHA.

Bucomponon HamansBa CHMIIaTO-aJ[pEHEPTUYHUS OTrOBOp uYpe3 OJIOKMpaHe Ha ChplIevYHUTe OeTa-
aJpeHEepPruvHy pelenTopu. B pesyntaT OT TOBa HAacThIIBA HaMallsiBaHE Ha ChpJCYHATA YECTOTa U
KOHTPAKTHUJIMTET, KOSTO MPEAN3BUKBA HAMAJSIBAHE HAa KUCJIOPOIHATA KOHCYMAIlUs OT MHUOKapja, a UMEHHO
TOBa € YKCJAHUAT e(EeKT B CIydauTe Ha CTEHOKAap/Hs, CBbp3aHa ¢ 0OyclaBsilaTa s KOpOHapHA OOJIECT Ha
ChPIETO.

Ilepunoonpun

Xunepmonus:

[lepunponpui € akTHBEH NpH BCUYKM CTENICHH HA XHUIIEPTOHUSATA: JIeKa, YMEpEHa, TEXKa; HaOMoaaBa ce
MOHI)KaBaHE Ha CTOMHOCTUTE HAa CHCTOJIMYHOTO W JAWACTOJIMYHOTO KPBBHO HAJSraHe KakTO B JIETHAJIO
MOJIO’KEHHE 110 TPHO, Taka U B U3MPABEHO MTOJIOKEHUE.

[lepurnonpun HamansABa nMepu(epHOTO CHAOBO CHIPOTHBIEHHE, KOETO BOAW A0 TMOHM)XKaBaHE Ha KPHBHOTO
HaysArade. BenencTeue Ha ToBa ce yBenuuaBa NepuepHUAT KPbBOTOK, 03 e(heKT BbpXY ChpJeUHaTa YECTOTA.
KaTo npaBmiio ce yBenuuaBa ObOpEUYHUAT KPBBOTOK, JIOKATO CKOPOCTTa Ha riiomepysHa ¢punrpanus (CI'O)
0OMKHOBEHO OCTaBa HENPOMEHEHA.

Cvpoeyna HedoCmamvyHOC.!
[lepunmonpun penyiupa paboTata Ha ChpPLUETO 4Ype3 TOHMKABAaHE HA MPEJHATOBAPBAHETO U

CJICAHATOBapBaHETO.

Knnununa edbukacHOCT M 0€30I1aCHOCT

buconponon

O06m1o 2647 nanmenTu ca BkmoueHH B mpoyusaneto CIBIS II. 83% (n = 2202) ot Tsx ca 6unu ot Knac III mo
NYHA u 17% (n = 445) ca 6w ot xiac [V mo NYHA. Nmanu ca crabuiHa CUMIITOMaTHYHA CHUCTOJIHA
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ChpAeYHa HeAOoCTaThYHOCT ((pakuusi Ha u3THackBane <35% Ha 0aza Ha exokapauorpadwus). Obmara
CMBPTHOCT € Hamaysiia ot 17,3% na 11,8% (otHOCHTEeNHO HaManeHue oT 34%). OT4eTeHO ¢ HaMallIBaHe Ha
BHe3amHaTa cMBpPT (3,6% copsimo 6,3%, ¢ oTHocuTenHO HamaneHue oT 44%) u HamansBaHe Ha Opos Ha
eMU30/INTE Ha ChpJedHa HeIOCTaThUYHOCT, Hanaranm rnpueM B 6onauma (12% cupsmo 17,6%, ¢ oTHOCHTETHO
HamaneHue ot 36%). Hakpas e HaOnr0maBaHO W CTATHCTUYECKH 3HAYMMO MOM00peHre Ha (YHKIIHOHATHUS
craryc cnopen knacudukanusra Ha NYHA. B nHavanoro Ha TepamusaTa W MO BpeMe Ha TUTPHPAHETO Ha
OMCOMpOION ca OTYETEHH CIy4au Ha XocHnuTaian3auus mopaau opaaukapaus (0,53%), xunotonus (0,23%) u
octpa nexkomnencanus (4,97%), HO Te He ca OMJIM MMO-YecTH OT Te3u B mianedo rpynata (0%, 0,3% u 6,74%).
BposT Ha daTanHUTE M HHBATUAW3KPAIIE MO3BbYHH yIapH IO BpeMe Ha [SJI0TO poyuBaHe € oun 20 B rpymara
Ha Oucomnposon U 15 B mrane6o rpymnara.

Manuteanero CIBIS 11l e mpoyumino 1010 marpieHTH Ha BB3pacT =65 TOIMHM C JIEKa 10 YMEPEHa XpOHUYIHA
cppaeuna HegoctaTbuHocT (XCH; xinac 11 mim xinac Il mo NYHA) u ¢ neBokamepHa Qpakiust Ha U3TIacKBaHEe
<35%, xouto He ca nekyBaHu 10 ToraBa ¢ ACE unxubutopu, 6eta-06J0KepH MM aHTHOTEH3WH-PELETITOPHU
onokepu. [lanmeHnTruTe ca JeKyBaHH ¢ KOMOMHAIMS OT OMCOMPOJION M €HANANpWI B MPOIBIDKEHHE Ha 6 /10
24 Mecena cliel HAYAITHOTO 6-MECEYHO JieueHHe ¢ OMCOMPOIION WK C CHAJIATIPHIL.

HabGmionaBana e TeHJAeHIMsS KbM TIIO-BHCOKa 4YeCTOTa Ha BJOLIaBaHE Ha XpOHUYHATa ChpJeyHa
HEJOCTaThYHOCT MPH M3MOJI3BAHETO Ha OMCOIPOIIOIN 32 HAYAITHO 6-MECedHO JiedueHne. B anann3a mo mpoTokoi
HE € JI0Ka3aHO He TMO-JIOMI0 ASHCTBUE Ha OMCOIPOIION KaTO HaYalHO JIeYeHNEe B CpaBHEHHE C €HAJIAIPHIT KaTo
I'BbPBOHAYAJIHO JICUEHHE, BBIIPEKH Y€ JIBETE CTpaTeruy 3a HadanHo jedeHre npu XCH ca nokasanu nogo6Hu
YeCTOTU HA I'bPBUYHMS KOMOMHHUpPAH KPUTEPUH 3a KpaiiHa OLIEHKA - CMBPT M XOCHUTAJIN3alMs B Kpas Ha
npoyusaneto (32,4% B rpymata Ha OHCONpOJION KaTO HayajdHO JedeHue crpsimo 33,1% B rpymata Ha
€HaJalpujl KaTo HadalHO JIeYeHHe, 3a MOMyJNauusATa ChriacHo mpoTokosa. [IpoydBaHeTo mokasBa, ue
Oucomposyon MOXe Ja ce M3MOoN3Ba NpU TMANMEeHTH B HalpelHajla BB3pacT C XPOHMYHA ChpIcyHa
HEJIOCTaTBYHOCT C JIEKO 10 YMEPEHO TEXKO 3a00IIsIBaHe.

Ilepunoonpun

Xunepmonus:

[lepunmonpmi € akTHBEH NMPH BCHUYKU CTETNIEHH HA XHUIICPTOHUSATA: JIEKA, YMEPEHa, TeXKKa; HaOmoaaBa ce
MOHW)XKaBaHE Ha CTOWHOCTHTE Ha CHCTOJIMYHOTO M AMACTOIMYHOTO KPBHBHO HAIATAHE KaKTO B JIETHAJIO
MOJIOXKEHHUE 110 TPHO, Taka M B U3NPABEHO MOJI0KEHHE.

[epunponpun HamansBa NepUPEPHOTO CHIOBO CHIPOTHBICHHE, KOETO BOJH JI0 MOHM)KaBaHE Ha KPHBHOTO
Haysirane. BenencTeue Ha ToBa ce yBenuaBa nepuepHusT KPbBOTOK, 0e3 e(heKT BPXY ChpJcUHATa YECTOTA.
Kato mpaBuiio ce yBenmmuaBa ObO0peIHHUAT KPBBOTOK, J0kaTo CI'd 0OMKHOBEHO OCTaBa HEITPOMEHEHA.
AHTHXUIIEPTEH3UBHATA aKTMBHOCT € MaKCHUMajHa Mexay 4 u 6 4. ciep IpueM Ha eIUHWYHA 1033 U
IPOABJDKAaBA TIOHE B TeUCHHE HA 24 4.. MEeKAynuKoBUTE edektu ce paBHsBaT Ha 87-100% oT nmukoBute
eexru.

CrnazbsT Ha KPbBHOTO HaJIATaHE HACTBIIBA OBP30. [Ipu moBnusBaIM ce TaUEHTH, HOPMAJIM3AIHs C€ TIOCTUTA
B paMKuTe Ha 1 Mecell ¥ mepcucTupa 0e3 MmosiBsiBaHe Ha TaXUPUIaKCusl.

CriupaHeTo Ha JIeYeHHeTo He Boau 10 rebound edexT.

[epunponpun HaMaIsBa JeBOKaMepHaTa XUIepTpodusi.

Jlokazano e, 4e mpuW XOopa TEPHHAOIPHI IEMOHCTpHpa ChIOpA3IMUpsABaNIy cBoiicTBa. Toit momoOpsiBa
€J1aCTUYHOCTTA Ha FOJIEMUTE apTepHH U HaMaJIsiBa OTHOIICHUETO MEAUAJIyMEH Ha MAJIKUTE apTepUH.
CriomararenHa Tepanusi ¢ THa3UJCH JUYPETHK BOJH 10 CHHEPIU3bM 0T aauTuBeH Tull. KomOnnanusta ot ACE
MHXUOWUTOP U THA3U] CHILO HAMAJISIBA PUCKA OT XUIOKAIMEMUs, IPEIU3BUKaHA OT AUYPETUYHOTO JICUCHHE.

Cvpoeyna HedoCmamvyHOC.!
[IpoyuBaHus MpH MAIMEHTH ChC CHPJICUHA HEJJOCTATHYHOCT Ca TTOKA3alIH:

- HaMaJIeHW CTOWHOCTH Ha HAJISTaHEeTO HA IBJIHCHE Ha JIsBATa U JIICHATA Kamepa,

- HaMaJsBaHe Ha 00II0TO Mepr(EPHO CHIOBO CHIPOTHBICHHE,

- yBeJlMYaBaHE Ha ChPACYHUS ICOUT U TOT00pSBAHE HA ChPIACYHUS HHICKC.
B cpaBHUTEIHYU POYYBAHUS HAYATHOTO MPHJIAraHe Ha 2,5 mg MepHHIONPHII ApIHHIH Ha TAMSHTH C JIeKa J10
yMepeHa ChpjievHa HEAO0CTAThYHOCT HE CE CBBP3Ba C HAKAKBO 3HAYMMO MOHIKaBaHE HA KPBBHOTO HAJISATAHE
B CpaBHEHHME C TIaneoo.

Tayuenmu cvc cmabuina popma Ha KOpoHaApHa OOIeCH HA CLPYEMO:
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IIpoyuBanero EUROPA € MHOroneHTpoBO, MEXIYHAPOIHO, PaHIOMHU3UPAHO, JBOHHO-CIIAMO, IaneOo-
KOHTPOJIMPAHO KIIMHUYHO MPOYYBAHE, C MPOIBIKHTEIHOCT 4 TOJJMHU.

JBanamecer Xwiamd mBecta W ocemHameceT (12 218) marmumeHnTw Ha BB3pacT Hax 18 rogwmam ca Owiu
paHJIOMHU3UPaHU Ha § Mg MEPUHIOIPHI TePT-OyTHIaMiH (€KBUBaJeHTHO Ha 10 mg MepHHIONPIIT apTUHIH)
(n=6 110) mm mrame6o (n =6 108).

[omynanusita, BKIIOUYEHa B IPOY4YBaHETO, € OMja ¢ JOKa3aHa KOpOHAapHA 00JeCT Ha ChPLETO 0e3 KIMHUYHU
NpU3HAIM 32 chpAeyHa HexocTarbuHocT. O0mo 90% OT manueHTHTe ca MMad MPeIIIeCTBal MHOKapACH
WHOapKT W/UIK peBacKydapu3anys. MeauKkaMeHTO3HaTa Teparus B Ipoy4YBaHETo € Ouina nodaBeHa Ha GoHa
Ha KOHBCHIIMOHAJIHA TEpamus, BKIOYBAIlA aHTHATPEraHTH, JHIUAO-TIOHIKABAIM MEIUKAMEHTH U OeTa-
OyIoKepH.

OCHOBHHAT KpuTepuil 3a e(heKTHBHOCT € OMJI KOMOMHANMATA OT ChPIEYHO-CHA0BA CMBPTHOCT, HedaTajeH
MHUOKapJeH MHPApKT W/WIH ChPACUCH apecT C yclelmHa pecycruranys. Jledennero ¢ 8§ mg mepuHAOIPUIT
TepT-OyTHIIaMUH (eKBHBAJIEHTHO Ha 10 mg MepHHIONIPIII ApTHHWH) BETHBK THEBHO € JIOBEJIO 10 3HAYUTEITHO
a0COJIIOTHO HaMaJIeHHE Ha IIbPBUYHATA KpaifHa 1en ¢ 1,9% (penatuBHO HamaneHue Ha pucka ¢ 20%, 95% CI
[9,4; 28,6] — p<0,001).

[Ipu manueHTHTe C MpeanecTBal MHOKapAeH HHPAPKT H/WIH peBacKyIapu3alus, aOCOIIOTHOTO HaMaJeHUE
Ha pucka e 6mio 2,2%, ChOTBETCTRAIIO HA PEIATUBHO HamayieHue Ha pucka ¢ 22,4% (95% CI) [12,0; 31,6] —
p<0,001) o oTHOILICHKE Ha ITbPBUYHATA KpaiiHa 11eJ1 B CPaBHEHUE C I1Ia1eoo.

B moarpyna ot marmueHTH, JiekyBaHH ¢ Oeta-Oimokepu B mpoyuBanero EUROPA, xosto e neguampana B
aHaJM3a CJie/ 3aBbPIIBaHE Ha MIPOYYBAHETO, MPHOABSIHETO HA IIEPHHIONPUIT KbM OeTa-6okepute (n=3 789)
MIOKa3Ba CTATUCTUYECKH 3HAUMMO aOCOJIIOTHO HaMaisiBaHe OT 2,2% (OTHOCHTEIIHO HAMaJsiBAHE HA PHCKA OT
24%, 95% CI [9,5; 36,4]) B cpaBHeHue ¢ Oera-Omokepu Oe3 mepunponpui (n=3745) cnopen cOopHUS
KPUTEPUH OT ChpACYHOCHI0BA CMBPTHOCT, He(haTaeH MUoKapAeH HHPAPKT H/UITH ChPJICUECH apecT ¢ yCIelHa
pecycuuTanms.

Hannu om xaunuumu usnumeanus 3a 060UHA OIOKAOA HA CUCMEMAMA PEeHUH-AHSUOMEH3UH-AN00CMEPOH
(RAAS):

B nBe romemu pangomusupann, koHTponmpanu m3nutBaHus (ONTARGET (ONgoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial — u3nutBane 3a mpoabIKaBaIX TJI00ATHA PE3yJITATH
P TEJIMHUCAPTaH CaMOCTOATENHO U B KomOuHanus ¢ pamurpwi) 1 VA NEPHRON-D (The Veterans Affairs
Nephropathy in Diabetes — Heponatus u 1uabet npu BeTepaHUTE) € U3CIIeIBaHa yoTpedaTa Ha KOMOHHAIIHS
ot ACE unxubutop u 6J0Kep Ha perenTopa 3a anruoteHsu L.

ONTARGET e npoyuBaHe, MpoBeIeHO Cpe] MALMEHTH ¢ aHAMHE3a 32 ChPIEYHOCHI0BO MIM MO3BYHOCHIOBO
3a00/sBaHe WM CHC 3axXapeH auadeT THUI 2, TPHUIPYKEH C JIOKA3aTeJICTBO 3a TCPMHHAIHO OPTaHHO
yBpexmane. VA NEPHRON-D e mpoyuBaHe cpen TameHTH ChC 3axapeH auabeT Tum 2 W auabeTHa
HedponaTHs.

Tesn mpoyuBaHHs HE IOKa3BaT 3HAYMTENIEH OJarompusiteH eeKkT BbPXy H3XoZa OT OBOpeyHOTO W/WMin
CBHPACYHOCHIOBOTO 3a00JsIBaHE U BHPXY CMBPTHOCTTA, HO CHIIEBPEMEHHO ce HabIr01aBa MOBHUILEH PUCK OT
XHUIEepKaTueMusi, ocTpa ObOpeyHa HeJOCTATHYHOCT W/WIIM XUIIOTOHHS B CPaBHEHHE ¢ MOHOTepanusTa. Te3n
pe3ynrati ca B cwia u 3a Apyrd ACE nHxubutopu u OnokepH Ha perenrtopa 3a anrnoteHsuH Il ¢ momo0Hu
(hapMakoTMHAMUYHU CBOICTBA.

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

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints —
M3MUTBAaHE HA aJIMCKUPEH IPU AuadeT THIl 2 ype3 pe3ysTaTH 3a ChpASYHOCHIOBO U ObOpedHO 3a00iIBaHe) €
poyd4BaHe, IpeAHa3HAUCHO Aa OLCHH MOJI3UTE OT JOOABSIHETO HA AIMCKUPEH KbM cTannaptHo Jeuenne ¢ ACE
WHXUOUTOp MM OJIOKEp Ha pelentopa 3a aHrHoTeH3uH Il mpu mamueHTH cbhC 3axapeH AuadbeT TUO 2 U
XpOHUYHO OBOpEeYHO 3a00sIBaHE, CHPACYHOCHIOBO 3a00isBaHe MM U ABeTe. [IpoydBaHETO € MpeKpaTeHo
NPEXIESBPEMEHHO TOpaay MOBHIICH PUCK OT HexeNaH u3xold. CMBbpPTTa W MHCYITHT IO ChPJCYHOCHIOBU
NPUYMHU YHCICHO Ca I0-YeCTO CpelllaHd B Tpylnara Ha alMCKUPEeH, OTKOJIKOTO B Ta3W Ha IUianebo, a
IPEICTABIABALINTE HMHTEPEC HEXKEJNAHW PEeaKIUH U CEPUO3HM HEXEJaHW pPEaKUuH (XUIepKaIueMus,
XUTOTOHUA 1 0bOpedHa AUCYHKIHS) ca ChOOIIaBaHH IT0-4E€CTO B IpyIaTa Ha alCKUPEH, OTKOJIKOTO B Ta3H
Ha maneo.

THeouampuuna nonyrayus:
Jlunicear manau otHOCHO [IpecTunon npu aema.
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EBpormeiickaTa areHIus 1mo JekapcTBaTa 0CBOOOXKIaBa OT 3aIbJDKEHUETO 3a IIPEIOCTaBsIHE Ha PE3YJITATUTE OT
IIpoy4yBaHusATa C HpeCTI/IJ'IOJI BbB BCHYKM IIOATPYIIM Ha IM€AUaTpU4HaTa IomyjJanusa 3a JCYCHUE Ha
XUIEPTOHHUS, UCXEMHUYHA OO0JIECT HA KOPOHAPHUTE apTePUH, CTAOWITHA U XPOHUYHA ChpICYHA HEJIOCTATHYHOCT
(Bx. Touka 4.2 3a nH(pOpPMaIMsI OTHOCHO yroTpebda B IeIuaTpUATa).

52 @dapmakoKHHETHYHU CBOCTBA

Ckopoctra W creneHta Ha abcopOuust Ha Oucomponion W mepuHAonpuin oT llpecTunon He TOKas3BaT
CTATUCTUYECKH 3HAYUMHM Pa3IMKU CHOTBETHO OT CKOPOCTTAa M CTENEHTa Ha abcopOLus Ha OUCOIpPOJION U
HEePUHIONPHII, IPHEMaHN CAMOCTOSITSITHO KATO MOHOTEPAITHSI.

Bbuconponon

AOGcopouus
Bucomnposon ce abcopbupa mouru HambJIHO (>90%) 0T CTOMANTHO-UPEBHUS TPAKT M MOPAJX MajiKaTa CTeIeH

Ha MeTa0OJIM3bM IIPU THPBO MIPEMHUHABAHE Tpe3 YepHus apo0 (mpudnusutenHo 10%), iMa OMOHATUYHOCT OT
npubu3uTesHo 90% ciien nepopaiHo MPUIIOKEHHUE.

Paznpenenenue
O6ewmsbT Ha pasnpenenenue e 3,5 I/kg. CBbp3BaHeTO Ha OHCOMPOIIOIN C TIA3MEHUTE TPOTENHH € 0K0JI0 30%.

Buorpanchopmarus u enMMUHUpPaHe

Bucomponon ce u3mp4YBa OT TAIOTO IO JABa HhTA. B depHus 1po0 10 HEAKTUBHU META0OJIHMTH Ce
MeTtabommsupat 50%, KOUTO Ciiell TOBa ce U3nbuBaT npe3 0bopenute. Ocranamute 50% ce eKCKpeTHpaT OT
O0bOpenuTe B HeMeTabom3upaH Bul. OOIUAT KIUPBHC € npuoau3nuTesHo 15 1/h. [lnasMeHusT moiry)xuBoT OT
10-12 yaca my ocurypsia 24-4acoB e(eKT ciell IPHeM BeTHEK THEBHO.

Crenuaiay momyJiaiun

Kunetnkarta Ha OHCOMPOIION € TMHETHA 1 He3aBUCHMa OT Bh3pacTTa.

TBif KaTO ETUMUHUPAHETO CE OCHIIECTBSIBA B €THAKBA CTEIIEH OT OBLOpPEIUTE U OT YepHHS Ipo0, HE Ce Hajara
KOpeKIMsI Ha J03aTa 3a MalMeHTH, KOMTO MMAaT WM yBpeleHa 4YepHoApoOHa (yHkims, wiu ObOpedHa
HeJocTaThyHOCT. He e wu3cnenBana (¢apMakOKMHETHKATa TIPU TAIMEHTH C XPOHHYHA ChpACYHA
HEJIOCTaTHYHOCT M YBpEJCHA 4epHOApoOHa (QyHKIMA WM yBpeneHa ObOpeuna ¢ynkuus [Ipu manmeHTH C
XpOHHYHA chpaeuHa HegocTaThuHOCT (kiac [ mo NYHA) mnasmenute HUBa OMCOIPOJION Ca MO-BUCOKH U
MOJTy’)KABOTHT My € TO-IBJIBI, B CPaBHEHHWE C TE3W IPH 3/ApaBU A0OpPOBOIIHM. MakcMManHa IUTa3MeHa
KOHIICHTpAITHS CJIe] CTAIIMOHAPHO ChCTosTHUE ¢ 64421 ng/ml mpu mHeBHA 103a oT 10 mg, a MOIYKUBOTHT €
1745 yaca.

Ilepunoonpun

AOGcopbuus
Cient mepopaiHo TPUIIOKEHHE abcopOIMsTa Ha TIEPUH/IONPHII € Obp3a, a MUKOBATa KOHIIEHTPAIIUS Ce TOCTHTa

no 1 gac. [Ima3sMeHuAT MOTYKUBOT Ha IIEPUHIOIIPIII € paBeH Ha 1 Jac.

Pasnpenenenue
O6ewmbT Ha pasmpenenenue e okoio 0,2 1/kg 3a Hecpbp3anus nepuHmonpmiar. CTeneHTa Ha CBbp3BaHe Ha

nepuHaonpuiaT € rmiIasMCHUTC IIPOTCUHU € 20%, 0co0eHo ¢ ACE, HO 3aBUCH OT KOHIICHTpALUATA.

buorpanchopMarusg

[MepunmonpunbT ¢ npekypcop. JBagecer u ceixeM NpoIEHTa OT MPHIIOKEHATA J103a MEPUHIOIPUI TOCTUTA
KPBbBOOOpaIlleHHeTo 1o/ (opmMara Ha aKTUBHHUS METAOOJIUT MEPUHAONPUIAT. B HOmbIHEHHE KbM aKTHBHHS
MEPUHIONIPUIIAT, NEPUHIONPHI C€ pasrpakaa Ha omie 5 MeTaOOJUTH, BCHYKHUTE HEaKTUBHHU. [IukoBH
IJIa3MEHH KOHIICHTPAILIMK Ha IEPHUHIONPHUIIAT CE TOCTUraT B PAMKHUTE Ha 3 70 4 Jaca.

Toi KaTO MPUEMBT HA XPaHA HAMAJISIBA KOHBEPCHUATA B MEPUHAOTNPHUIAT U CJICOBATEIHO - OHOHATUYHOCTTA,
TIEPUHJIOTIPUII APTHHHH TPSOBA Jia Ce MpuUJiara MnepopasHo KaTo eMHUYHA IHEBHA /1032 CYTPUH Ha IJIaJHO.

EnumMunupane
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[lepunponpunaT ce oTAeNs B ypHHATA U MOJY>KUBOTHT Ha HECBbp3aHaTa Qpakiys ¢ npuoimsutenHo 17 4.,
KOETO MMa 3a pe3yJiTaT MOCTUTAaHE Ha CTAIIHOHAPHO ChCeTosiHUE (,,steady state™) cien 4 nHH.

JInHenHOCT
JleMoHCTpUpaHa e JIMHEeHHa 3aBUCHUMOCT MEX]Ty /103aTa MEPUHIOIPHII U IIJIa3MeHaTa i eKCTIOHAIIHSL.

Cneyuannu nonyaayuu:

[Ipu naumeHTH B HanpeaHaaa Bb3pacT, KAKTO M IPHU MAMEHTH CbC ChpAeYHa Win Ob0peyHa HeJJOCTaThUHOCT,
STMMUHUPAHETO HAa TMEPUHIONPWI ¢ HamajeHo. JKenaremHo € KopurupaHe Ha no3aTa mpu ObOpedHa
HEZOCTAaThYHOCT B 3aBUCHMOCT OT CTEIICHTA Ha YBpekIaHe (KpeaTHHHHOB KIUPBHC).

Junanu3auar KmMpbhHC HA IEPUHAOIPUIIAT € paBeH Ha 70 ml/min.

KuHeTtnkara Ha IepHHIONPUII € IPOMEHEHA IPH MAIMEHTH C IMPO3a: XENATAIHUAT KIUPBHC Ha MOJIEKyIaTa-
Maiika ce peayuupa HamosnoBuHA. He HamansBa obade KOIMYECTBOTO Ha 0Opa3yBaHMS MEPHUHIAONPUIAT U
Nopajay TOBa HE Ce Hajlara KOpeKLus Ha jo3ata (BXK. Touku 4.2 u 4.4).

5.3 IpeakTuHUYHH JaHHHU 32 6€30MACHOCT
Buconponon

HexMHUYHUTE TaHHHK HE TIOKa3BaT 0COOEH PHCK 3a XOpa Ha 0a3aTa Ha KOHBCHI[HOHAJIHUTE (papMaKOJIOTHYHH
HpOoyYBaHHUs 3a 6€30MMaCHOCT, TOKCHYHOCT [P MHOTOKPATHO MpHJIaraHe, F’eHOTOKCHYHOCT HITH KapIMHOTEHEH
MOTEHIIHA.

Ipu mpoy4BaHus 3a PENPOYKTUBHA TOKCHIHOCT OMCOMPOIION HE MoKa3Ba epekT BbpXy HepTUIMTeTa WUIH
BBPXY JPYTU OOIIH PE3yaTaTH OT PEPOAYKIUATA.

ITogobHO Ha apyru Oera-Oiokepw, OHUCOMPONIOABT MPUUYHMHSABA MaWunHa (HaMalieH TMpHeM Ha XpaHa |
HaMaJIsIBaHe Ha TEeJICCHOTO TeJI0) M eMOpHoHaIHa/(eTalHa TOKCHYHOCT (ITOBHILIEHA YECTOTa Ha Pe30POIUHTE,
HAMaJICHO TETJIO Ha TMOKOJICHUETO MPU pakaaHe, 3a0aBeHO (U3MYECKO Pa3BUTHE) PH BHCOKU JI03H, HO HE €
YCTaHOBEHO J1a € TePaTOr€HEH.

Ilepunoonpun

[Ipu mpoyuBaHe Ha XPOHHUYHA TOKCHYHOCT CJIE NMPHJIOKEHUE MEpOpaiiHO (BBPXY IIIBXOBE M MaliMyHH)
NpULEIHUTE OpraHu ca Op0pernuTe. HacThnumy ca yBpexaaHus ¢ 00paTUM XapakTep.

He e ycTaHOoBeHa MyTareHHOCT HHUTO IPH in Vitro, HUTO MPH N Vivo U3CIICIBAHMUSL.

PerponyKTHBHHTE TOKCHKOJOTWYHHM MpPOy4YBaHUS (ITbXOBE, MHWIIKH, 3aiilli M MalMyHH) HE IOKa3BaT
MIPU3HAIA 33 HATHIHE Ha eMOPHOTOKCHYHOCT MIIH TepaToreHHocT. 3a ACE uaxuburopure obave, KaTo rpyma,
e OMIIo TIOKa3aHo, Y€ WHAYIUPAT HeOMaronpuiaTHu e(ekTH BBPXy KbCHOTO ()ETajHO pa3BUTHE, MMAIH 32
pe3ynTaT eTanHa CMBPT U KOHT€HUTATHN e(DEeKTH TP IpU3ad¥ U 3al11: ObOpEeUHU JIe3UH U yBEIMYeHA MIePH -
Y MIOCTHATAJIHA CMBPTHOCT. PEPTHANTETHT HE € OMII HapYIIEeH HUTO IMPH MBXXKH, HUTO IIPU KEHCKH TUTBXOBE

He e nabnronaBaHa KapuMHOTCHHOCT MPH MPOYYBaHUS B IBIATOCPOYCH IUIAH MPH TIIHXOBE U MUIIKH.

OneHka Ha pucka 3a okosHata cpeaa (ERA):

IIpecTrion chapprka akKTUBHUTE CHCTABKH OMCOIpoioia u nepusaonpui. [Ipectunon me Bu 6pae nmpennucan
KaTO IPSAK 3aMECTUTEJ 32 MHIUBHIYaJIHUTE IO3M OT OMCOIPOJION M MEPUHAONPHI, CIEI0BATEIHO HAMA Ja
HAaCTBIIM [IOBUIIIABAHE HA €KCIIO3MLMATA HA OKOJIHATA Cpefa.

6. DOAPMAIIEBTUYHHU JAHHHA
6.1 CnucbK HAa IOMOLIHUTE BelecTBA

Copyesuna na mabremkama.

Hemynoza, mukpokpuctansa PH 102 (E460)
Kamues kapbonar (E170)

apeBu4HO HHUIIECTE, MPEKETATHHUZUPAHO
Hatpues Humecren raukonat tan A (E468)
CunuimeB TUOKcHI, KojouaeH, oe3somaeH (ES51)
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MarnesueB cteapat (E572)
Kpockapmenosa natpuii (E468)

Quamupauo nokpumue:
I'manepon (E422)
Xunpomenosza (E464)
Makxkporon 6000

Marnesues cteapat (E572)
Tutanos quokcun (E171)
Kuat xxenesen oxkcun (E172)
YepseHn xene3eH okcup (E172)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

ITomummponuieHoBa onakoBka 3a TabneTku ¢ 10 punmupanu tadieTku: 24 mecera.

IToaumponuiaeHoBa omakoBka 3a Tadnetku ¢ 28 wim 30 pummupanu TabneTku: 30 Mecera.

OmnakoBKa 3a TabJETKH OT MOJIMETHIIEH C BUCOKA MIIBTHOCT ¢hC 100 dpunmupann tabnetku: 30 mecena.
OnaxoBka 3a Tabnetku ¢ 10 dunmupanu tadbnetku: Cnen orBapsine [Ipectusnon Tps6Ba aa ce u3nonssa ao 20
JTHH.

OmnakoBka 3a TabneTku ¢ 28 wiu 30 Gprimupanu tadnetku: Cren orBapsine [Ipectunon TpsOBa fa ce U3mon3Ba
10 60 gHH.

OmaxkoBka 3a Tabnetku cbe 100 dummupann Tadetkn: Ciren otBapsiae [Ipectrimon TpsOBa ga ce U3Imoa3Ba 10
100 mau.

6.4 CneumuajHM yCJIOBHSI HA CbXpPaHeHHUe

He u3uckBa crennainy yclioBUs 3a CbXpaHEHHE.

6.5 Buau chabpkaHue Ha ONMAKOBKAaTa

OrmakoBka 3a Tabnetku, chabpkama 10, 28 wm 30 ¢umvupanu TabmeTku: Os1a OIMaKoBKa 3a TaOJETKH OT
MOJIUTIPONIIIEH, C HaMaJIsABallla UPKyJIanusaTa Ha BB3AyX Kamadka OT MOJINETHIICH ¢ HUCKA TUTBTHOCT H Os1a

HEMpOo3payvHa 3aIyirajika, CHa6I[eHa ChbC CYHINTCII.

OnaxoBka 3a TabneTku, chabpxama 100 puiMupanu TabIeTKH: ONaKOBKa 3a TAOIETKH OT MOJIMIIPOIHIICH C
BHCOKA IUIBTHOCT, ChC 3aIlyIIaJIKa OT HOJIUIPONIIIECH, CHA0ICHA ChC CYLIHUTEI.

Kytus ¢ 1 onakoBka 3a tabaetku ot 10, 28, 30 unu 100 punmupanu TableTKy.
Kytns ¢ 3 omakoBku 3a Tabmetku ot 28 wim 30 GumMupanu TabIeTKH.

Kytus ¢ 4 onakoBku 3a Tabnerkn ot 30 puiMupanu TaOIETKH.

He Bcruku BUI0BE ONAaKOBKM MOTat Aa ObAaT MyCHATH B IPOJaX0a.

6.6 Cnenmuajgnu npeana3Hu MepKHU NPHU U3XBbPJIsiHE

Hsama CIICIMaJIHN U3 CKBAHU.

7. INPUTEKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

25



92284 Suresnes cedex
DpaHuusa

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA
Peructparmonen Ne 20160038

9. JATA HA HIBPBO PA3PEHIABAHE/MNOJHOBABAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha mppBO paspemanane: 26.01.2016

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA: 06/2023 r.

ITompobHa uH(pOopManys 3a TO3M JEKapCTBEH TMPOIYKT € IpeaocTaBena Ha yebcaiita Ha MAJI: www.bda.bg
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JAHHHU, KOUTO TPABBA JJA CbABP/KA BTOPUYHATA OIIAKOBKA

KAPTOHEHA KYTHUA

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

IMpectwmon 5 mg/5 mg duamupanu TabIeTKH
0K COIPOII0NIOB (hyMapaT/IIePUHIOTIPUIT APTUHUH

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

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Enna ¢dunmupana tabneTka chappxka 5 mg OucompoionoB pymapat (ekBuBaieHTeH Ha 4,24 mg
OmCOMPOIION) ¥ 5 Mg MepUHIONPUIT apTUHIH (€KBUBaJeHTeH Ha 3,395 mg nepuHIonpu).

‘ 3. CIIUCBK HA ITIOMOIIIHUTE BEHIECTBA

l 4, JIJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

dunmupana TadeTka.

10 ¢punmupanu TabIETKY.

28 punmupanu TabIeTKU

30 dhunmupaHu TaOISTKH.

84 punmupanu Tabnetku (3 ormakoBKH 3a TabIEeTKH OT 1o 28).
90 dbunmupanu TabseTky (3 onakoBKU 3a TabneTku ot mo 30).
100 punmMupanu TaOIETKH.

120 pummupanu Tabnetkn (4 omakoBKH 3a TabmeTky ot 1o 30).

| 5. HAYMH HA NTPUWIATAHE M MbT(M1IIA) HA BbBEXKJIAHE

[TepopanHo npunoxxeHue.
[Ipenu ymoTpeba mpodeTeTe TUCTOBKATA.

6. CHELNUAJIHO ITPEAYHPEXJAEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSABBA JIA CE

CBbXPAHSBA HA MACTO JAJIEYUE OT HOI'JIEJA U TIOCEI'A HA IELIA

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

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUS, AKO E HEOBXOJINMO

l 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

l'open no: {MM/I'TTT 1.}

OnaxoBka 3a TabneTku ¢ 10 dunMupanu TabiaeTku: n3nonspaite 10 20 AHU cel OTBapsHE.
OnakoBka 3a Tabnetku ¢ 28 wim 30 GpruiMupany Ta0IeTKA: U3Mo3BaiTe 10 60 THU ClIe]] OTBapSHE.
OmnakoBka 3a TabaeTku cbe 100 drnmMupann TadaeTku: u3non3eaite 10 100 1HU ciien oTBapsHE.

9. CIHEIIMAJIHH YCJI0BUSA HA CbXPAHEHHUE
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10. CHEIMAJIHU NPEANA3HU MEPKHU [TPU N3XBBHPJISTHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHHUTE INPOAYKTHU NN OTHAABYHU MATEPUAJIN OT TAX, AKO CE
MN3UCKBAT TAKUBA

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

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

‘ 12.  HOMEP(A) HA PABPEILIEHUETO 3A YIIOTPEGA

Peructpanuonen No: 20160038

‘ 13. TAPTHUJAEH HOMEP

IMaptunen Ne {Homep}

‘ 14. HAYUH HA OTIIYCKAHE

.HeKapCTBCHI/IFIT MIPOAYKT CC€ OTIIYCKA I10 JICKAPCKO NPpCANNCaHUC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAIHJIOBA A3BBYKA

Ipectunon 5 mg/5 mg

| 17. YHUKAJIEH MAEHTUOUKATOP — JIBYU3MEPEH BAPKO/J

JBynsmepeH Oapko ¢ BKIIIOYECH YHUKAICH HICHTH(PHUKATOP

I 18. YHUKAJIEH WIEHTUO®UKATOP — JTAHHH 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU OITAKOBKH

KOHTEVHEP

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ipectuon 5 Mg/5 mg punMupanu TabIeTKi
OKCOIPOII0JIOB (hyMapaT/IIePUHIOTIPUIT APTUHUH

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

Enna ¢punmupana tabieTka chabppxka 5 mg OucomnposionioB Gpymapat (ekBuBaneHTeH Ha 4,24 Mg
OucompoIoN) U 5 mg MePUHIONIPUI apTHHIH (€KBHUBaJICHTCH Ha 3,395 mg NepuHIOTIPHI).

‘ 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 punmmupanu TabneTKH.

‘ 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

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICIIA.

‘ 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. CHHEHIUAJIHU YCJIOBUS HA CbXPAHEHUME
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10. CHEIMAJIHU NPEAITAZHU MEPKH ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA 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 — @panrust

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

Peructparmonen Ne: 20160038

| 13. MAPTHJIEH HOMEP

ITaptunen Ne {Homep}

| 14. HAYMH HA OTIYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEITHCaHHE.

15. YKA3AHUS 3A YIIOTPEBA
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JIMCTOBKA

32



JlucroBka: I/IH(l)OpMal[Hﬂ 3a manueHTa

IMpecrrnoa 5 mg/5 mg puamupanu TabaeTku
Prestilol 5mg/5mg film-coated tablets
OrconpoIoNoB pyMapat/IIepruHIOTIPHIT APTHHHH
(bisoprolol fumarate/perindopril arginine)

IIpoyeTeTe BHMMATEIHO LSIJIATA JUCTOBKA, MPeAN 1A 3aM04YHeTe Ja MpUeMaTe TOBA JEKAPCTBO, Thil

KAaTO TH ChAbP:Ka BaxHa 3a Bac nundgopmanus.

e 3amasere Ta3u JIMCTOBKA. MoKe Ja c€ HAJIOXKU /1A 51 IPOYETETE OTHOBO.

e AKO MMare HSIKAaKBH JIOIIBJIHUTEIHU BBIIPOCH, onuTaite Bammus nekap, papManeBT Wi MeAUIIMHCKATA
cecTpa.

e ToBa yiekapcTBO € npeanucaHo 1M4HO Ha Bac. He ro mpeorcrsnBaiite Ha apyru xopa. To moxe na um
HaBpely, HE3aBUCUMO Y€ TPU3HAIIUTE Ha TSIXHOTO 3a00ABaHe ca ChIIMTE KaTo Bammre.

e AKO IIOJy4YHMTE HSKAaKBM HEXKEJIAHU JIEKAPCTBEHH PEakUuH, yBepomere Bamms nexap mimm dapmanest.
ToBa BKJIFOUBA M BCHUKH BB3MOKHHU HEXKEJIAaHU PEeaKLWH, HCOIIMCAaHU B Ta3M JMCTOBKA. Brxkre Touka 4.

KaxBo cbabpika Ta3u JUCTOBKA

Kaxso nmpencrasissa [IpecTusion u 3a KakBo ce U3M0J3Ba
Kakso Tps0Ba na 3Haere, npeau na npuemere [pectumon
Kak na npuemare IIpectuiion

BB3MOXXHM HEXKETTaHT pCaknuu

Kak na cbxpansBate [Ipectumnon

ChabpxaHye Ha ONIAaKOBKATa M JOI'BJIHUTENIHA HHPOPMALS

SourLNE

1. KakBo npencrasiasBa [IpecTiion u 3a KakBo ce U3M0JI3Ba

[Ipectunon chabpxa ABE aKTUBHUTE CHCTABKH — OMCOMPONIONIOB (hymMapar v IEpUHJIONPHUI apTHHUH B €IHA
TabneTKa:

e buconponosnos pymapar npuHauIekKH KbM €1HA IPyIIa JEKapCcTBa, KOATO ce Hapuya 6era-61okepu. bera-
OnokepuTe 3a0aBAT CHPACYHHUA PUTHM M MPABST MO-€()UKACHO M3MOMIIBAHETO HA KPBB OT CHPLETO IO
TAJIOTO.

e [lepuHaonpui apruHUH € WHXUOUTOP Ha aHTHOTeH3MH KoHBepTupamus eH3uMm (ACE). [lefictBa upes
pasmmpsiBaHe Ha KPbBOHOCHUTE CHAOBE, C KOETO yJECHSABA ChpLETO By B M3MOMIIBaHETO HA KPBB IMpe3
TSX.

[TpecTumon ce M3MON3Ba 3a JICUCHUE HA BUCOKO KPBBHO HAJSTaHE (XUIIEPTOHMS) U/UITH CTAOMIHA XPOHUYHA
ChpJIEYHA HEIOCTATHYHOCT (CHCTOSHUE, IPU KOETO CHPIIETO € HECIIOCOOHO J1a M3IIOMITBA JOCTAThYHO KPHB, 32
Jla 33JI0BOJIM HYXJIUTE HA TSUIOTO, M B PE3YJITAT OT TOBA HACTHIIBA 33JyX M MOJyBaHE) U/WIIK 32 HAMAaJIsIBaHE
Ha PHCKAa OT CHPJCYHHM HMHIUICHTH, KaTO HAaIpHUMEP MUOKapIeH WH(ApPKT, IPHU MAlUCHTH ChC CTAOHIIHA
KOpOHapHa 00JieCT (ChCTOSIHUE, ITPH KOSTO KPhBOCHAOASIBAHETO HA CHPIIETO € HAMAJICHO WX OJIOKUPAHO) U
KOUTO BEYE ca MMajM MHOKapJeH WH(MAPKT W/WIM Omepalus 3a mojaoOpsiBaHe Ha KPbBOCHAOASBAHETO Ha
CBHPLETO Ype3 paslIupsiBaHE Ha ChIOBETE, KOMTO IO CHAOIABAT C KPbB.

Bwmecto Ja nmpuemMare 6PICOHp0J'IOJ'IOB q)yMapaT U NICPUHAOIPUII apr'UMHUH KAaTO OTACIIHU Ta6J'I€TKI/I, mec B3€MaTe
caHa TabIeTKa HpCCTI/IJ'IOJ'I, KOATO ChAbpiKa U ABETC CbCTABKU B ChIIOTO KOJINYCCTBO.

2. KakBo TpsioBa 1a 3HaeTe, npeau Aa npuemete IpecTunon

He npuemaiire IlpecTunioan:

® aKO CTE aJeprUYHU KbM OUCONPOIION WM KbM HSIKOH Jpyr OeTa-O0JioKep, KbM MEPUHIONPHI WIA KbM
Hsako pyr ACE MHXHOUTOP, WM KbM HSIKOS OT OCTAHAJIMTE ChCTABKU HA TOBA JIEKApCTBO (M30pOCHHU B
TOUKa 6);

®  aKO MMaTe ChpJCYHA HEIOCTATHYHOCT, KOSITO BHE3AITHO CE € BIOLIMIIA U/WIIM MOXKE J1a HAaJIOXKHU JICUCHHUE B
OoHHUIIA;
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aKo MMaTe KapAWOTeHEH IIOK (CEPHO3HO CBHPJEYHO CHCTOSHUE, MPUYUNHEHO OT MHOTO HHCKO KPBBHO
HaJIsTaHe),

aKo MMaTe ChpAEYHO 3a00JIABaHe, KOETO Ce XapaKTepu3upa ¢ OaBEeH WM HENPaBWIEH ChPICYEH PUTHM
(npeacbpAHOKaMepeH OJIOK OT BTOpa MJIM TPETa CTENeH, CHHOTpUaleH OJI0K, CHHAPOM Ha OOJIHHS CHHYCOB
BB3el),

ako umate 3abaBeHa ChpjeyHaTa JIHHOCT,

aKO MMaTe MPEKOMEPHO HUCKO KPBBHO HaJIsTaHe,

aKO MMaTe TE¥KKa aCTMa WM TEXKO XPOHUYHO OenoapoOHo 3a0omsBaHe,

aKO MMaTe TeXKH MpoOieMu ¢ KpbBOOOPAIICHWETO Ha KpalHMIUTE CH (KaTO HANpHMep CHHIPOM Ha
PeiiHo), KO#iTO MOKe J]a € MpUYMHA IPHCTUTE Ha PhlIeTe WK Ha Kpakata Bu ga Mpb3Hat uinm 1a ca onean
WM CHHKABH,

aKo MMaTe HeJeKyBaH ()eOXpOMOLUTOM, KOWTO IPEACTaBiIsABa PSABK TyMOp Ha HanObOpeuHata »ies3a
(Menmymnara),

aKo MMaTe MeTa0OJIMTHA alliI03a, ChCTOSHUE, TP KOETO UMaTe TBBPAE TOJIEMH KOJIMYECTBa KHCEIHHA B
KpPBBTA CH,

aKo CTe MoJTyyaBajld CHMIITOMHU KaTo CBUPKAIIIO JUIIaHE, IOAyBaHe Ha JUIIETO, €3UKa UITH I'bPJIOTO, CHIICH
CBHPOEXK UITH TeXKKH KOXKHU 00puBH npu npeaumHo Jeyenne ¢ ACE naxubruropu nimm ako Bue wmm e
Ha BaieTo ceMeiicTBO cTe MMan TaKMBAa CUMIITOMH IIPH JIPYTH OOCTOSTENCTBA (CHCTOSHUE HAapE4eHO
AHTMOHEBPOTHYEH OTOK),

aKo cte OpeMeHHa ciies1 3-THsl Mecell (OCBEeH TOBa 3a MpearnovnTane € na u3bsraare [Ipectrnon B paHHUS
cTanuil Ha OpeMEeHHOCTTa — BXK. pa3zieia OTHOCHO OPEMEHHOCT),

aKko uMate nuabeT WM HapylueHa ObOpedHa (YHKIUS M Ce JIEKyBaTe C JIGKapCcTBO 3a MOHMKaBaHE Ha
KPBBHOTO HaJIsiTaHe, ChABPIKAII0 AIMCKUPEH,

aKo CTe Ha AMajn3a WM HAKAKbB OPYyT BUA (uiaTpauns Ha KpbBTa. B 3aBHCHMOCT OT amapaTa, KOITO ce
U3M073Ba, [IpecTriion Moxe a e Hermoxxoasml 3a Bac,

aKko umare mpobiemu ¢ 6bOpennTe, Ipu KOUTO cHaOAsABaHETO Ha BammTte Ob0perny ¢ KPbB € HaMaJeHO
(cTeHo3a Ha GbOpeyHaTa apTepHsl),

aKo MPOBEXKIaTe UM HACKOPO CTE IIPOBEXKIANN JICUEHHE ChC CaKyOUTpHI/BaJicapTaH, JIEKapCTBO,
M3I0JI3BAHO 3@ JICUEHUE HA ChPJeYHAa HEAOCTaThbUHOCT, Thi KATO PUCKBT OT aHruoeneM (0bp30
MoyBaHe 110/ Ko)kaTa B 00JIACT KaTo T'BPIIOTO) € oBHIleH (BxK. “TIpeaynpexaeHns u npeana3sHu MepKa '
u ,,JIpyru nexapcrsa u [Ipectuimon).

IIpenynpeskaeHust U NpeanasHu MepKH
I'oBopere ¢ Bamms nexap unu ¢dapmanesrt, npeau 1a npuemere IIpectunon, ako:

nmare auader;

uMate ObpOpeuHn mpoOnemu (BKIIOUMTENHO OBOpedHa TpaHCIUIAHTALMs) WM aKo CTe Ha JHaNU3HO
JIeUeHHE;

“MaTe YepHOAPOOEH Mpobdiem;

uMare aopTHa U MUTPAJIHA CTeHO3a (CTECHIBAaHE HA TJIABHUS KPBBOHOCEH ChJI, U3JIM3aIl OT CHPIIETO) HITH
xuneprpoduyHa KapaunomMuonaTtus (3a0oisBaHe Ha CHPISYHHS MYCKyJ), WJIM CTeHO3a Ha OnOpedHa
apTepus (CTECHsIBaHE Ha apTepUATa, KOATO CHAOIsIBa ObOpeKa ¢ KPBB);

uMaTe HeoOMYallHO TOBHMILEHM HHMBAa Ha XOPMOH B KPBBTA, HApeyeH aiJocTepoH (ITbpPBHYEH
ANJOCTEPOHUZBM),

aKo cTpajiate OT Chp/IeUYHa HEJOCTATHYHOCT MIIH OT JPYTH MPOOJIEMH ChC CHPIETO, KATO HATIPUMED JICKU
HapyleHUs Ha CbPAEYHUS PUTHM WM CHUJIHU OOJKM B TPBAHUSA KOLI B IIOKOM (CTEHOKapausi Ha
IIpuHIIMeTaN);

CTpajaTe OT KOJIAr€HO3Ha chAoBa OoisiecT (3a0ojsiBaHEe HA ChHEOMHMTENHATA THKaH), KaTO HAIpUMeEp
CHCTEMEH JIYIyC €pUTEMAaTOIEC UIIN CKIEPOACPMHUS,

criazBare JueTa ¢ OrpaHHuCH MPUEeM Ha TOTBapcKa COJI MITH U3IONI3BaTe 3aMECTUTENIHM Ha TOTBapcKara coll,
KOHWTO ChIbPKAT KMl (MOBUIIEHOTO KOJMYECTBO HA KajHWil B KPHBTA MOXKE JIa MPUYMHHU IIPOMEHH B
CHPACYHUS PUTHM);

aKO0 HacKOpO CTe MMalM AMApus WIKM NOBpbLIaHE, Wi ako cre obesBogHeHu (Ilpectwnon moxe na
INPUYHMHY ClIalaHe Ha KPbBHOTO HaJISITaHe);

TpaOBa aa Opaere nomioxkenn Ha LDL adepesa (koeTo npeacTaBiisiBa OTCTpaHsBaHE Ha XoJecTepoia OT
BamaTa kpbB upe3 MaiuHa);
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e B MOMCHTa TPOBEXKJATe AaHTHAJCPTUYHO JieueHHe WM Bu TmpeacTonm Ja ce MOIUIOKUTE Ha
JECEHCUTU3UPALLIO JICYEHHE 32 HaMaJsIBaHE Ha aJleprHYHNTE €(PEKTH KbM YKUJIBAHE OT ITYEIH WIH OCH;
cra3BaTe CTPUKTHO IIaAyBaHEe MU TEXKa HEeTa;

npeacTon Aa ObJeTe MOAN0KEH! Ha YIOWKA H/UJIH ToJIsIMa OTlepanus;

uMare mpooJieMH ¢ KpbBOOOPAILICHUETO B KPAHHUIIUTE CH;

“MaTe acTMa MM XPOHUIHO OeoapoOHO 3a00IIsIBaHe;

umare (WM CTe UMaJii) IICOPHAa3HC;

aKko MMaTe TyMop Ha HaJOBOpeyHaTa xiie3a (HeoXpoMOIHUTOM);

uMare HapyllleHHne Ha IuToBuaHaTa xkJe3a ([Ipectrnon Mosxe Aa MprKprue CUMIITOMUTE Ha CBPhXaKTHBHA

IITUTOBHUIHA JKJIE€3a);

e yMaTe aHruoeneM (TEeXXKa aJepruyHa peakuus C MOAyBaHE Ha JMLETO, YCTHHUTE, €3MKa MM I'bPJIOTO,
npuapyKeHa OT TPYAHOCT 3a IperblIaHe WM auiuane). ToBa MoXe Ja CTaHe BbB BCEKH MOMEHT B X0Ja
Ha JICYEHUETO. AKO pa3BUETE TaKMBa CUMIITOMH, TPsIOBa Aa ciipere npuema Ha [Ipectunon u na otunete
He3a0aBHO Ha JIeKap;

e cTe OT YEpPHOKOX IMPOU3XOJ, Thi KaTo 3a Bac Moxe 1na MMa MO-TOJISIM PUCK OT aHTHOEJEM M TOBa
JICKapCTBO MOKe Jia € 1mo-ciiabo eeKTHBHO 3a MOHVKaBaHE HA KPHBHOTO BU HalsiraHe, OTKOJIKOTO MPH
XOpa, KOUTO HE Ca YePHOKOXHU;

e [pHeMaTe HIKOE OT CIECAHUTE JIEKapCTBa, M3II0J3BAaHH 3a JICUCHHE HA BUCOKO KPbBHO HaJIATAHE!

- anruorensuH Il peuentopen Onokep (ARB) (M3BecTeH olmie KaTo capTaH — HalIpuMep BaJicapTaH,
TeNIMucapTaH, upbecapTaH) U B YaCTHOCT — aKo uMare Ob0peyHn mpobiaeMu, CBbp3aHy ¢ AuabeT;
- aJMCKHUpEH.
Bammsr nexap Moske Jia mpoBepsiBa pe3 paBHHU UHTEpBaiu ObOpeyHara GpyHKIHS, KPbBHOTO HaJSITAHE U
KOJIMYECTBOTO EJICKTPOJIMTH (HAIp. Kajnui) B KpbBTa Bu. Bmxkre chio nHpopmanusTa o3arnaseHa ,,He
npuemaiite [Ipectumon®.

®  DHUCKBT OT aH[HOEJIEM € TIOBHILEH, aKO IIPUeMaTe HAKOE OT CIEAHUTE JIEKapCTBa!

- pauexanoTpui (M3M0I3BaH 3a JICUCHUE HA THAPHST)

- CHPOJHMYC, €BEpOJMMYC, TEMCUPOIUMYC U JAPYTH JIEKapCTBa, MPHHAIICKAIIN KbM KJac JEKapCTBEHH
npoayktd, HapedeHd MTOR wuHXHOMTOpW (M3MON3BaHM, 3a Jla Ce MpPEAOTBPaTH OTXBBPISIHETO Ha
TpaHCIUIAHTUPAHHU OPTaHU U TIPH PaK),

- cakyOuTpwI (HaJM4YeH KaTo GUKCHpaHa JI030Ba KOMOMHAIIWS C BaJCapTaH), U3MO3BaH 3a
IPOABJDKUTENIHO JIE€UEHNE Ha Chp/IeYHa HEAOCTaThUHOCT,

- JUHAIVMOTUH, CAKCAIJIUIITUH, CUTArIMITHH, BUJNATJIMIITAH U APYTH JIEKapCTBa, IPUHAIEKALM KbM
KJIac JISKAPCTBEHU MPOIYKTH, HApHYaH TIMNTHHH (M3M0I3BaHU 32 JICYCHNE HA T1a0eT).

He mpexbcBaiite psasko mpuema Ha [lpectunon, Thil KaTo TOBa MOXKE Ja NPUYMHHU TEKKO BIOLIABaHE Ha
cbpaeyHOTO Bu 3abonsBane. JleueHnero He TpsiOBa Ja ce MpeKpaTsBa ps3Ko, 0cOOEHO TP MAUCHTH C
KOpOHapHa 0OJIECT Ha CHPIETO.

Tps0Ba 3a1BIDKUTENTHO Ja HHpopMupate Bamms nekap, ako cMmsrare, 4ye cte OpeMeHHa (HIH € Bb3MOXKHO JIa
3abpemeneere). IIpecTniaon He ce MpENopbYBa B PaHHWTE CTAOWKM Ha OpPEMEHHOCTTa M He TpsAOBa Ja TO
npuemMare, ako cte OpeMeHHa clie]1 3-Thsl Mecell, Thil KaTO MOJKe J1a MPUYMHHU CEPUO3HO YBpexaaHe Ha BameTo
0e0e, ako ce M3MO3Ba B TO3H NEPUOJ (BHKTE TOUKATA 32 OpeMEHHOCT).

Jena u roHOmIM
IIpectunon He € MpeAHA3HAYCH 32 U3IMOJI3BAHE TIPH JIEIa U MOPACTBAIIN Ha BB3pacT noj 18 roaunm.

Apyru gexapcrsa u IlpecTuion
WNudopmupaiite Bamms nekap niam dapMarieBT, ako MpreMare, HaCKOpO cTe MpHeMallid Wi € Bb3MOXKHO Jia
MpreMeTe JIPYTH JIeKapCTBa.

Hma JICKapCTBa, KOUTO MOraT Aa MPpOMCHAT e(beKTa Ha HpCCTI/IJ'IOJ'I I YUHUTO C(bCKTI/I MOXKE Aa CC MPOMCHAT
oT HpCCTI/IJ'IOJ'L To3u Tun BBaHMOﬂCﬁCTBHC MOXKEC aa J0BCAC 10 HaMaJIsIBaHC Ha C(bCKTHBHOCTTa Ha €IHOTO HUJIN
Ha OBETC JICKApCTBA. AHTCpHaTI/IBHO MOJKE J1a MMOBUIIN pUCKa OT Bb3HUKBAHC Ha HCXKCJIAHU pCaKIUU WJIM Ha

TsAXHaTa TCXKECCT.

Henpemenno nadpopMupaiite Bamms rekap, ako B3eMaTe HIKOU OT CIICIHHUTE JIEKapCTBa:
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JIEKapCTBa, KOUTO Ce M3IMOJI3BAT 32 KOHTPOJHMPAHE HAa KPHBHOTO HAJSITAHE, MIIH JIEKAPCTBa 3a MPOOIeMU
CBhC CBHPIETO (HApUMEp aMHUOJAPOH, aMIIOIUINH, KIOHHUIWH, TUTUTAIVCOBH TIMKO3WUIH, JWITHA3EM,
musonmpamua, ¢GeroaunuH, GISKawHH, JTHUAOKAaWH, METWJIIONa, MOKCOHUIWH, MPOKanHAMUI,
nponad€HOH, XWHUIMH, PUIMEHUIMH, BEparaMul);

JpYyTH JIEKapCcTBa 3a JIeYeHHUE Ha BHCOKO KPHBHO HAJIraHe, BKIIOUYMTEIHO aHrHoTeH3uH Il penentopan
omokepu (ARB), anmuckupen (BuxTe chio nHpoOpMaIusTa, o3ariaBena ,,He npuemaiite [Ipectumon® u
I [peAyTIPExXICHUS U MIPEITa3Hd MEPKH TIPH yIoTpeda‘’) Wi IMypeTriH (JIeKapcTBa, KOUTO YBEINYaBaT
KOJIMYECTBOTO ypHHA, TPOU3BEICHA OT OBOpeIuTe);

KallMi-ChXpaHsABaIlld JIeKapcTBa (HAmNp. TPHAMTEPEH, aMHIJIOPHUA), KalueBHW MO00aBKH WM KaJHii-
CBHABPKAIIHA 3aMECTHUTEN Ha TOTBapcKaTa COJ, APYTH JIEKAPCTBAa, KOMUTO MOTAaT Jia MOBUIIAT KalHsS B
TSJI0TO (TaKWBa KaTO XETMapHUH, JIEKAPCTBO M3MOI3BAHO 32 pa3pek/iaHe Ha KPBBTA U 3a NMPEJOTBPATIBaHE
Ha ChCHPENH; TPUMETONPUM U KO-TPHUMOKCA30JI, O3HAT OIIe KAaTO TPUMETONPHM/CyIdaMeToKca3ol 3a
JeYeHue Ha MHPEKIMHU, TPUYUHEHH OT OaKTepus);

KaJHW-ChXpaHsBalld JICKAPCTBA, U3MON3BAHM 3a JICUCHHE Ha ChpJICYHA HEJIOCTATHYHOCT: CIUIEPEHOH U
CITUPOHOIAKTOH B 1031 OT 12,5 mg mo 50 mg Ha neH;

CUMIIATOMHUMETHYHH CPEJICTBA 32 JICYeHHEe Ha KIWHWYEH IIOK (aJpeHalnH, HOpaJpeHalnH, 100yTaMuH,
M30TIPEeHAINH, edeapHH),

€CTpaMyCTHH — M3MOJI3BaH IpH JICUCHHE Ha Pak,

JIEKapCTBa, KOUTO Hal-4eCTO ce U3IMON3BAT 3a JICUCHUE Ha Tuapus (panekaJoTprll) WiK 3a J1a ce U30erHe
OTXBBPISTHETO HAa TPAHCIIAHTHPAHN OPTaHU (CHPOJIMIMYC, EBEPOIIMMYC, TEMCHPOINMYC U APYTH
JIeKapcTBa, MPUHAIJIEKAIN KbM KIIac IeKapcTBeHU MpoaykTH, HapedeHrn mTOR uaxubutopn).
Bix.Touka , I Ipeaynpexnenus u npeana3Hi MEpKH Mpu yrnorpeda,

cakyOHuTpuI/BancapTal (M3I0I3BaHU 32 MPOABDKUTEIHO JICUYSHNE Ha ChPIeYHA HEAOCTATHYHOCT).
Bx.touku ,,He npuematite [Ipectunon u ,,IIpenynpexnenus u npeana3sHu MEpKU MpH ymoTpeda“.
JUTUHN — M3MIOJI3BAH 32 JIeUeHNE Ha MAaHHUHU U JICTIPECHH,

HSIKOM JIEKapCTBa, M3IIOJI3BAHM 32 JICUEHUE Ha JETIPEcHsi, KaTo HalpuMep UMHUIIPAMIH, aMUTPUTITHIINH,
nHXuOuTOpH HAa MOHOamMuHOOKcHa3aTa (MAO) (¢ m3kmouenne Ha MAO-B uaxuburopn);

HSIKOW JIEKapCTBA, M3MOJI3BAHH 32 JICYSHUE HA IU30()peHNUs (aHTUIICUXOTHULIH);

HSIKOM JICKapCTBa, U3MOJI3BaHHM 3a JieYeHUe Ha enuerncus (GennTonH, bapouTyparu kato pernodbapouran);
aHECTEe3MOJIOTHYHH JIEKAPCTBEHN MPOAYKTH, H3IOI3BAHH [TPH XUPYPTHYHH POLIETYPH;
CBHAOPA3MIUPSIBAIIY CPEJCTBA, BKIOYUTEIHO HUTPATH (IIpenapaTH, KOUTO BOAAT 1O pa3lIMpsSBaHE Ha
KPBbBOHOCHHTE CBHIOBE);

TPUMETONPUM, U3IO3BaH 32 JICUCHUE Ha HH(EKIIHH;

UMYHOCYTIpecopH (JIeKapcTBa, KOUTO HAMAJSBAT 3allIATHHS MEXaHU3bM Ha TSUIOTO) KATO IUKIOCIOPHH,
TaKpOJIMMYC, W3IMOJ3BAaHM 3a JICYeHWE Ha aBTOMMYHHH HApYIICHWS WU CJell TPaHCIUIaHTAllMOHHA
XUPYPrHs;

AJIOIYPHUHOJ, U3MOJI3BaH 3a JICUeHUE Ha [101arpa;

NapacMMIIATHKOMUMETHYHHN JIeKapcTBA, M3IMON3BAHM 3a JICYEHHETO HAa CHCTOSIHWS, KAaTO HalphMep
OomnectTa Ha ANxaitMep WU TIIayKOMa;

JIOKAJTHO TIpHJIaraHu OeTa-0IoKepH 3a JICUeHHEe Ha TyIaykoMa (MIOBUIIEHO BETPEOYHO HAJIATAHE ),
Me(hIOXHH, U3MOJI3BaH 3a JICUeHHE Ha MaJlapHs;

OaknodeH, U3MOM3BaH 3a JICYCHHWE HAa MYCKYJIHA CKOBAHOCT IPH HSKOM 3a00JABaHUS, KaTO HampuMep
MHOECTBEHATa CKIIep03a;

37IATHU COJIM, OCOOCHO TPU MHTPAaBEHO3HO MPWIIOKEHHE (M3IION3BAT ce 3a JIeYeHHEe Ha CUMITOMH Ha
PEBMATOUICH apTPHT);

JeKapcTBa 3a JieYeHHWE Ha JauabeT KaTro WHCYJNWH, MeT()OpPMHH, JMHATIUNTHH, CaKCATJHUIITHH,
CUTATJIMIITYH, BUJIJATJIHIITHH;

HECTEPOUIHHN MpoTHBOBB3MaiuTenHu Jekapctsa (HCIIBJI), nanp. ubynpoden wmm mukinodeHak, wiu
BUCOKH JIO3H alleTUJICATHIINIOBA KUCEIIMHA, KOUTO CE MIPUJIAraT 3a JICUCHHE Ha apTPHT, TIlaBoOone, 00Ika
WM Bb3MAJICHHUE.

IIpecTniog ¢ XxpaHa, HAMUTKH U AJIKOXO0JT
3a npeanoudutane ¢ [Ipectmnon ga ce mpuema npeay XpaHeHe.

BbpeMeHHOCT 1 KbpMeEHe
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AKko cre OpeMeHHa WM KbPMHUTE, CMsTaTe, 4e MOXKe Ja cTe OpeMeHHa WM IUTaHhpaTe OpeMEHHOCT,
MochBeTBalTe ce ¢ Bamms nexap mim ¢papManeBT npean ynoTpedaTa Ha TOBA JIEKaPCTBO.

bpemennocm

TpsbBa 3agpxuTeTHO M2 HHPOpMHpaTe Bamms nekap, ako cMstate, 9e cte OpeMeHHa (HIH € BE3MOXKHO Ja
3a0pemeneere). OOukHOBeHO BammsaT nekap me Bu moceBeTBa aa cipere mpuema Ha llpectmnon mpemu
3a0peMEHSIBAHETO WIIM Bh3MOXKHO Hali-CKOPO CJIe]] KaTo CTe y3HAH, ue cTe OpeMeHHa, U 1e Bu mocbBeTBa
BMecto Ilpectunon ma mpuemate Apyru jekapcTsa. lIpecTusion He ce mpenopbuBa B paHHUTE CTAJIUHM Ha
OpeMEeHHOCTTa U He TpsiOBa J1a ce Ipuiiara, ako cre OpeMeHHa clie/l 3-THsl Mecell, Thi KaTo MOXKe Jja IPUIHHU
CEepUO3HO yBpexIaHe Ha Bamero 6ebe, ako ce M3IMo3Ba B TIEpHOIA CIIe/ TPETHS Mecell Ha OpeMEHHOCTTA.

Kvpmene

YBenomete Bamms nekap, ako KbpMHUTE WM Bb3HaAMepsBaTe a KbpMmute. [IpecTunon He ce npenopbuBa npu
MalKy, KOUTO KbPMST, M Bammsr nekap Moxxe fa uzbepe Apyro jedeHune 3a Bac, ako xemaere Ja KbpMUTE,
ocobeHo ako 6ebeTo Bu € HOBOPOAEHO MM MPEKAEBPEMEHHO POJIEHO.

Hlopupane u padoTa ¢ MAIIUHU

IIpectunon HIMA IPSIKO BIUSHUE BHPXY KOHIIEHTPANMITA HA BHUMAHUETO, HO TIPH HAKOM ITAIIHCHTH MOXKE Ja
HACTBIIAT 3aMaiiBaHe WU CJIa00CT, CBbP3aHH ¢ HUCKO KPhBHO HANITaHE, 0COOEHO B HAYAIOTO Ha JIEYEHUETO,
TIpH CMSHA HA JICYEHUETO, KAKTO M MIPH M3IIOJI3BAaHE 3a€JJHO C aJKOXOJd. AKO CT€ 3aCerHaTH 0 TO3M Ha4WH,
Bamara crioco6HOCT 32 modupane niau padboTa ¢ MalIiHA MOXKe Ja Oblie HapyIieHa.

IIpectunon cbabpxa HATPUM
[pectunon cbappxa nmo-maiko ot 1 mml vatpuii (23 mg) 3a eqna TabieTka, KOSTO O CHIISCTBO 03HAYABA,
4e HE ChbpPKA HATPUU.

3. Kak na npuemare IlpecTrion

Bunaru npuemaiite ToBa JekapcTBO TOUHO KakTo Bu e kazan Bammsr nexap. Ako He CTe€ CUTYPHH B HeEIIO,
nonuTaiite Bamms nekap nnn gpapmanesT.

[IpenopbunTenHara HavajlHa 1032 € €1HA TabJeTKa BEAHBXK IHEBHO. [ IbTHeTe TabieTkaTa ¢ yalia BOJa
CYTpHH IIPpEAU XPAHEHE.

B msaxown cirygan Bammust nekap Moke aa Bu npemamuie momoBuH Tabnetka ot I[IpecTuinon BemHbX JHEBHO,
CYTpHH IIpe/Id XpaHeHe.

Tayuenmu c 6v0peyno 3abonasane

Bamust nekap moxe na Bu npennuiie monoBuH TabneTtka ot [IpecTtnion, ako cTpaaare OT yMEPEHO TEXKKO
O0BOpedHo 3a0osBaHe.

[Ipectuion He ce mpenopbYBa, aKO CTPaIATe OT TEKKO OBOPEeUHO 3a00IIsIBaHe.

Ynorpeb6a nmpu qena u OHOIIH
He ce npenopwuBa ynorpeda mpu Jiena U IOHOIIIH.

AKO cTe NpHesn MoBede 0T HeodOxoanMmaTa no3a IlpecTuinon

AKO cTe pHeny ToBede TabJIeTKH, 0TKOJIKOTO Bu e nmpennucano, cBbpxkeTe ce HezabaBHO ¢ Bamust iekap uinu
(hapmarieBT.

Haii-BeposaTHHAT epexT B ciiydail Ha Mpego3upaHe € HUCKO KPBbBHO HalAraHe, B pe3ysTaT Ha KOeTO MOXe Ja
MOYyBCTBAaTe 3aMaiiBaHe WM J1a Bu mpumainee (ako ce CIy4d TOBa, MOXKE J1a IIOMOTHE [1a JIETHETE M Ja
[IOCTaBUTE KpakaTa CH HABHCOKO), CHJIHO 3aTPyIHEHO IMIIAaHE, TpemepeHe (Iopaau HaMajeHH HUBA Ha
KpBbBHATA 3axap) 1 3a0aBsHE HA ChpACYHATA YECTOTA.

AKo cTe nponycHaun aa npuemMete IlpecTrinon

37



Baxno e na nmpuemate BamieTo nekapcTBO BCEKU JIeH, Thi KaTO PEJOBHOTO JICYCHHUE € MO-ePEKTUBHO. AKO
obaue cte 3a0paBuiu Ja npueMere no3a ot Ilpectusnon, B3emere cieasamiara ao3a B oOuuaiiHus gac. He
B3€MaiiTe ABOIHA 1034, 32 1a KOMIIEHCHpATe MPOITycHAaTaTa 103a.

AKko cte cupesu npuema Ha [IpecTmiion

He mpexbcBaiite psizko mpuema Ha llpecTHiion WM He MpoMeHsiTe no3aTta 0e3 MpeIBapHTENHO Jia CTe Ce
KOHCYJITHpanu ¢ Bamust ekap, Thil KaTO TOBa MOXKE [a MPHYMHM TEKKO BIIOIIABAHE HA ChPACYHOTO Bu
3a0ossiBaHe. JIeueHHneTo He TpsIOBa J1a ce MpeKpaTsBa Ps3Ko, 0COOEHO MPH MALMEHTH ¢ KOPOHapHa 00JIECT Ha
ChpIIETO.

AKO UMaTe HSIKaKBU JOIIBIHUTENHN BBIIPOCH, CBBP3aHH C yIOTpedaTa Ha TOBA JIEKAPCTBO, MOJIS, IIOMUTANTE
Bammus nexap, hapManeBT WM MEIUIIMHCKA CECTPA.

4, Bb3MOKHU He:KeJIaHU peakuuu

KaxTo Bcuuku ekapcTBa, TOBa JEKapCTBO MOXKE J1a MPEU3BUKA HEXKEJIaHU peaKkIuH, BHIIPEKH Ye HE BCEKU '
HOJIy4aBa.

Croperte 1a npueMaTe TO3M JeKapCTBeH NMPOAYKT M OTHAeTe He3a0aBHO Ha MperJieJ NMpH JeKap, aKo

MOJIy4YHUTe HAKOS OT CJIeTHUTE HeKeJIaH! PeaKIuu:

e  CWJIHO 3aMaiiBaHe WJIHM IPpUMAaJsBaHe NOpaay HUCKO KPBBHO HaATaHe (YECTH — MOTAT Jia 3acerHar o 1 Ha
10 mymm);

e BIIOIIABAaHE HA ChPJICYHA HEAOCTATHYHOCT, KOSTO MPUYMHIBA 33 yX /WM 3aIphKKa Ha TEUHOCTH (YeCTH
—Morar na 3acersat no 1 Ha 10 gymm);

e TI0[yBaHE Ha JIUIETO, yCTHUTE, YCTaTa, €3UKa M T'bPIIOTO, 3aTPYAHEHO AWIIaHe (aHTHoeAeM) (HeuecTH
— Morart fa 3acersat qo 1 va 100 qymm);

e BHE3AlHO CBHUPKAIIO [HMIIaHe, OONKa B TBbPAWTE, HEAOCTUT Ha BB3AYX WIM 3aTPyIHEHO IHIIAHE
(6ponxocmnaszsM) (HedecTu — MoraT Jia 3acerHat 1o 1 va 100 qymm);

e HeoOMYaiiHO OBP3 WM HEPUTMUYEH CHPACYCH PHUTHM, I'PhAHA O0JKa (CTEHOKapIus) WIH ChbpACYCH
nH(papkT (MHOTO penkn — Morart aa 3acerrat a0 1 Ha 10 000 mymm);

e OoTMaJsIBaHE Ha PHIIETE WM KpaKaTa WK IpoOJIeMH B TOBOPa, KOETO OM MOTJIO J1a € IPU3HAK 32 BB3MOXKEH
WHCYNT (MHOTO pellku — Morart jaa 3acersat jo 1 Ha 10 000 qymm);

e  BB3MAJCH MMAHKPeac, KOETO MOXKE Jia IPUYMHU CUJIHU KOPEMHHU OOJIKH M OOJIKH B T'bp0a, MPUIPYKEHU OT
YyBCTBO 324 CHUITHO HEPA3MOJIOKEeHNEe (MHOTO peIku — MoraT jaa 3acerHat 7o 1 va 10 000 gymmm);

e TIOXBITSABAaHE HAa KOXKaTa WM OYHMTE (PKBITCHHIIA), KOETO OM MOTJIO J1a € TMPHU3HAK 32 XEMaTHT (MHOTO
peaxu — morat za 3acersat a0 1 Ha 10 000 gymwm;

® KOXXEH OOpHWB, KOWTO YECTO 3all04Ba C IMOSIBAaTa Ha YEPBEHHU CHPOSIIM METHA 1O JUIETO, PHIETE WM
Kpakara (epuremMa MyaTH(opMe) (MHOTO peAKH — MoTraT Ja 3acerHat o 1 Ha 10 000 mymm).

ITpecTrnon 0GMKHOBEHO ce MOoHAcs J00pe, HO KaKTO U ITPU BCUUKH JPYTH JIEKapCTBa, XOpaTa MOKe Jia OIydaT
pa3InYHU HEXKeJlaHU JIEKAaPCTBEHU PEaKLK, 0COOCHO MPHU I'bPBOHAYAIHOTO 3aI104YBaHE HA JICUCHUETO.

Ako 3a0esieskuTe HSIKOSI OT He)KeJAHMTe JIEKAPCTBEHH PeaKnMHM, ONMCAHU MNO-J0Jy WM APYrH,
HEONMCAHU B Ta3M JIMCTOBKA He)KeJaHH peakuuM, MOJs, yBeAoMeTe BeaHara Bammus Jjexap wiau
¢apmanesnt:

MpHoro gectu (Moxe n1a 3acerHaT noseue oT 1 Ha 10 gymm):
e 3a0aBeHa ChpJEYHA JCHHOCT.

Yectu (Morar aa 3acernar ao 1 Ha 10 gymm):
e rnaBoOounue,

e 3amMaiiBaHe,

®  CBETOBBPTEXK,

®  HapyIICH BKYC,

e MpaBydYKaHe (MIJTHYKH),

e U3TpBIIBaHe U 00E3UyBCTBSBaHE Ha PBLIETE U KpaKarTa,
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®  3pUTEITHH HapyIICHUS,

e THHHTYC (YyBCTBO Ha IIyM B YIINTE),

e YYBCTBO Ha CTY[ B PBLETE U KpakaTa,

e  KalnuMna

®  HEJOCTHT Ha BB3IYX,

¢ CTOMAIIHO-YPEBHH HApyLICHHs, KaTO TajieHe, MOBPBIIAHe, OOJIKH B KOpeMa, 3aTpyIHEHO XpaHOCMUIIaHEe
WM TUCHETICHS, TUapHs, 3aIeK,

® aJIepruyHU peakUHH KaTo HallpUMep KOKHH 00pUBH, CHPOEK,

®  MYCKYJIHH KpaMIH,

® YyBCTBO Ha yMOpa,

[ ]

ymopa.

Heuectu (moxe ma 3acernar g0 1 va 100 gymm):

MPOMEHJIMBO HACTPOCHHE,

HapyIleH ChH,

Jenpecus,

cyxa ycra,

WHTEH3UBEH ChpOEK UITH TEKKU KOKHH OOPHBH,

o0pa3yBaHe Ha MEXypH Ha IIOBBPXHOCTTA Ha KOXATa,

MOBHIIEHA YYBCTBUTEIHOCT Ha KOXKaTa KbM CIBHIIE (Peakuy Ha (POTOUyBCTBUTEIIHOCT),

U3TOTSBAHE,

npobnemu ¢ 6p0penuTe,

UMIIOTEHTHOCT,

MOBHIIIEH Opoli Ha eo3uHOUIHTE (BUI OSITM KPBBHU KIIETKH),

CHHJIMBOCT,

npumajaHe,

HaJIUTALIH,

TaxuKapaus,

HEPUTMHUYHA ChpJicuHa JeHHOCT (HapylIeHHe Ha AV -IPOBEKAaHETO, Bb3NaJlCHUE HA KPbBOHOCHH ChJIOBE
(Backynur),

3aMaiiBaHe MpHU U3IPaBSHE,

MYCKyJIHa c1a00CT,

aptpanrus (OOJNKH B CTaBUTE),

Muanrust (0OJIKH B MyCKYJTUTE),

rpbaHa 0OJKa,

(u3nYIecKo HepasIoIoKEeHHUE,

JIOKaJIM3UPaHo MoayBaHe (mepudepeH 0ToK),

Tpecka,

najase,

IPOMEHU B J1a0OpaTOPHUTE MOKA3aTeIn: MOBULICHN KPbBHU HUBA HA KaJlMii, 0OpaTUMHM NpH CIIUpaHe Ha
NPUJI0KEHUETO; HAaMaJIeH! HUBa Ha HATPHi, MHOTO HHCKU HHMBa Ha KPbBHATA 3axap (XUIMOTJIMKEMHUS) B
CJIydad Ha MallUeHTH ¢ AuadeT, MOBHILICHA Ypes B KPbBTA, IOBUILEH KPEATUHUH B KPBHBTA.

Penku (Moxe na 3acersat g0 1 va 1000 mymm):

e ocTpa OBOpeYHA HEMOCTATHYHOCT,

e TBMHA Ha BT YPHWHA, TaJiHC WU IMOBPBIIAHE, MYCKYJIHH KpPaMITH, ChCTOSHHE Ha OOBPKAHOCT U
npunapiy. ToBa MOXE Jia ca CUMIITOMH Ha cheTosiHue, HapedeHo CHAIX (cuHapoMm Ha HeaJeKBaTHa
CEKpelvsl Ha aHTUIUYPETUYCH XOPMOH ).

HaMaJIeHO WJIM JIUTICBAIO OT/ACIISIHE Ha YpUHA,

3a4yepBsBaHe,

KOIIIMapHU CHHUIIA, XaTFOIIHHALINH,

HaMaJeHO OTAEISHE Ha ChII3H (CyXO OKO),

Mpo0OJIeMH ChC CITyXa,
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e BB3MAJICHHWE HA YCPHUS IPO0, KOSTO MOXKE JIa MPUYNHU MOXKBITIBAHE HA KOXKaTa WJIM OstaTa 4acT Ha
ouuTe,

ajiepruyHa xpema, KuxaHe,

aJIePrUYHOIIOI00HU PEaKIUU KaTo ChpOEkK, 3aUepBsBaHe, OOPUB,

BJIOLIIaBaHE Ha IICOpPHUA3HC,

MpoMsiHA Ha J1ab0OpaTOPHUTE IMOKA3aTEeNH: TIOBHUIIICHN HIBA Ha YePHOAPOOHUTE €H3UMH, BUCOKH HUBA Ha
OmMpyOHH B cepyMa, OTKIIOHEHHE OT HOpMaTa Ha HUBaTa HAa Ma3HUHHTE.

Mmoro penku (Moxe aa 3acerHar g0 1 Ha 10 000 mgymm):

Je3opueHTanus (00bpKaHoCT),

JIpa3HEeHe W 3a4epBsBaHEe Ha OKOTO (KOHIOHKTHBUT),

eo3nHOo(MITHA THEBMOHUS (PSIBK BHJI THEBMOHU),

BB3IAJICHHE Ha MaHKpeaca (KOeTOo MPUYHHSBA CHIIHU OOJIKU B KOpeMa U Ibp0a),

Kocomas,

MOsIBa WJIM BJIOIIABAHE Ha JIIOCTIECT 0OpUB (TICOPHA3HC), TICOPHUAZUCOIION00CH 00pHB,

MPOMEHN B KPBBHUTE CTOHHOCTH, KaTO IMO-MallbK Opoil Oenn M 4YepBEeHH KPHBHH KIIETKH, ITOHIKEH
XEeMOTJIO0HH, TO-MaIbK OPO TPOMOOLIUTH.

C Heu3BecTHA 4ecTOTa (OT HAIMYHHUTE JaHHU HE MOXe J1a Ob/ie HallpaBeHa OLIEHKA):
e  TpoMsHA B LIBETA, U3TPBIIBaHE U OOJIKA B MPBCTUTE HA PhIETE WIH KpakaTa (peHomeH Ha Pelino).

AKXO TOJIyuuTe HSIKOM OT T€3W CUMIITOMH, CE€ CBBPXKETE ¢ Balus nekap Bb3MOXKHO Hail-CKOPO.

Cho0uiaBaHe HA HeJKeJIAHH PeAKIUU

AKO mony4nTe HIKaKBH HEXKEJIaHH JICKAPCTBEHH PEakIiny, yBeqoMere Bamus nekap win dapmanent. ToBa
BKJIIFOYBA M BCUYKH Bh3MOXKHU HEWKEJIAHU PEaKIIUU, HEOITMCAHH B Ta3H JIUCTOBKA. MOXKETE ChIIO Jla ChOOIIUTE
HEXXEJIaHU PEaKIUU TUPEKTHO HAa:

M3nbiauTeTHA areHius 1o Jiekapersarta (MAJT)
V. ,,JJaman I'pyes* Ne 8

1303, rp. Codus

Tem.: +359 2 8903 417

yebcaiitT: www.bda.bg

Kato cpoOmiaBate HeKeIaHM peakIMM, MOXETE Ja JajJieTe CBOS IPUHOC 3a IOJydaBaHE Ha IIOBEue
WH(pOPMAIUS OTHOCHO 0E30MaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak n1a coxpansiBate IlpecTusion
Jla ce cpxpaHsiBa Ha MACTO, HEJIOCTBITHO 32 Jiela.

He u3non3gaiiTe TOBa JIeKapCTBO CJIE/ CPOKA HA TOJHOCT, OTOEsI3aH BhPXY KapToHeHaTa KyTusi. CpoKbT Ha
TOJTHOCT OTrOBaps Ha MOCIEAHUA JeH OT MTOCOYEHUS MECell.

ToBa yexkapcTBO HE M3UCKBA CICITHAHA YCIOBUS HA ChXpaHEHUE.

Crnen otBapsiae [pectuion TpsoBa ga ce uznonspa a0 20 1HU 32 OMMAKOBKUTE 3a TabNeTKu ¢ 1o 10 ¢punmmupanu
Tabnetky; 60 1HU 3a ormakoBKUTE 3a TabneTKu ¢ 1o 28 wim 30 punmupanu Tadbnaetku u 100 7HA 32 OTAKOBKUTE
3a Tabnetku ¢ o 100 punmupanu TabiaeTKu.

He u3xBbprsiite iekapcTBaTa B KaHAIU3ALMATA WM B KOHTEWHEPA 3a IoMalllHu oTnaabuu. [lonutaiite Bammus
(hapmalleBT Kak Ja M3XBBPIIATE JIEKAPCTBAaTa, KOUTO BEYE HE M3MOJ3BaTe. Te3d MEpKH Ie CIIOMOTHAT 3a

OIra3BaH€ Ha OKOJIHATa cpeaa.

6. CpabpikaHne HA ONIAKOBKATA M JOI'bJHUTEIHA HHGOpMaLust
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Kakgpo cbabpaxa Ilpectuinon

- AKTHBHHUTE BellleCTBa ca OHconpoionoB Gymapar u nepuHAoNpuiI apruiauH. Enxna ¢puiMupana TadneTka
[Ipectunon ceappxka 5 mg OucomposnoaoB (GymapaT, ekBHBaJeHTeH Ha 4,24 mg Oucompoiion u 5 mg
NEPUHAOINPUI APITUHHH, EKBUBAJICHTEH Ha 3,395 mg nepuHA0NpuI.

- Jlpyrute cbCTaBKH ca menyio3a, Mmukpokpuctaada PH 102 (E460), kamues kapoonar (E170), mapeBndyao
HUILECTe, MpEeXeTaTHHU3UPAaHO, HaTpueB HuIIecTeH ImukonaT THn A (E468), xomouaeH cuinmnues
mokeun, 6essoned (E551), marnesueB creapat (Liga ES72), kpockapmenosa natpuit (E468), rmuuepon
(E422), xunpomenosa (E464), makporon 6000, TutanoB nuokcua (E171), xbat xenesen oxcun (E172),
yepBeH xeneseH okcu (E172) u npeuncrena Boaa.

Kak H3rJjexxaa HpeCTH.TIOJ'I U KaKBO CbABbpPiKa OIlIaKOBKaTa

[Ipectunon e po3oBo-0exo0Ba, MPOABITOBaTa, ABYCJIOWHA, ¢ ACIHUTENHA YepTa QuiaMHupaHa TalleTka, Ha

[
eJlHaTa CTpaHa Ha KOSTO € TpaBHpaHoO ‘== ’, a Ha JpyraTta cTpaHa ¢ rpaBupano ‘5/5°. Tabnerkara Moxe Jia
ObJie pa3JiesieHa Ha JIBe paBHU JI03U.

Tab6metkute ce npemiarat B Kytuu 1o 10, 28, 30, 84 (3 onakoBku 3a Tabmetku oT 110 28), 90 (3 omakoBkH 3a
tabnetku ot 1o 30), 100 u 120 (4 onmakoBkw 3a TabneTky ot 1Mo 30) GruMupanu TabICTKH.
He Bcuuky BUJIOBE ONMAKOBKU MOTAT Jia OBbJIAT MyCHATH B MPOJIAXO0A.

IIpute:xkaTes HA pa3pelIeHHETO 32 YNIOTPeda H MPOU3BOAUTEJ
IpuTexkaTes Ha pa3pelIeHUETO 32 yoTpeda

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes Cedex

®paHuus
IIpoussoaure

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

45520 Gidy

OpaHuus

)54

Servier (Ireland) Industries Ltd (SII)
Moneylands, Gorey Road

Arklow — Co. Wicklow

Wpnannus

u

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

TTonma

u

EGIS Pharmaceuticals PLC

H- 9900 Kérmend, Matyas kiraly u. 65,
YHrapus

To3u JIEKAPCTBEH MPOAYKT € paspelicH B AbPKABUTEC-YJICHKH HA ENO moa CJeJHUTEC MMEHA:
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benrus Bipressil 5mg/5mg comprimé pelliculé

brearapus [Ipectunon Smg/Smg ¢unmmupanu TadneTKH

XbpBaTus Prestilol 5mg/5mg filmom obloZene tablete

Kumsp Cosyrel 5mg/5mg emkolvppéva pe Aemto vuévio diokia
Yemka perryonuka Cosyrel 5mg/5mg, potahované tablety

Ectonus Prestilol

OUHITAH TS Cosyrel 5mg/5mg Tabletti, kalvopaallysteinen
DpanIys Cosimprel 5mg/5mg, comprimé pelliculé

I'spriust Cosyrel 5mg/5mg emkoloppuéva pe Aemtd vuévio dtokio
YHrapus Cosyrel 5mg/5mg filmtabletta

Wpnanust Cosimprel 5mg/5mg film-coated tablet

Wranus Cosyrel

JlaTBus Prestilol 5mg/Smg apvalkotas tabletes

JIutBa Cosimprel 5mg/5mg plévele dengtos tabletés
JIrokceMOypr Bipressil5mg/5mg comprimé pelliculé

Hunepnanmus Cosimprel 5 mg/5 mg filmomhulde tabletten

[Momma Prestilol

[Mopryranus Cosyrel 5mg/smg

PyMbHMS Cosyrel 5mg/5mg comprimate filmate

CrnoBakus Prestilol 5mg/5mg filmom obalené tablety

CroBeHUs Cosyrel Smg/5mg filmsko obloZene tablete

JlaTa Ha mocJIeIHO Mpepa3riexIane Ha aucroBkaTta: 06/2023 r.

IToapo6Ha nHpopMaITKs 3a TO3M JEKapCTBEH MPOYKT € peocTaBeHa Ha yebcatita na MAJT: www.bda.bg
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