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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Ipectapuym-Ko 5 mg/5 mg tabnetku
[TIpectapuym-Ko 5 mg/10 mg Tabnerku]
[TTpecrapuym-Ko 10 mg/5 mg Tabnetku]
[[Mpectapuym-Ko 10 mg/10 mg Tabnetku]

Prestarium-Co 5 mg/5 mg tablets
[Prestarium-Co 5 mg/10 mg tablets]
[Prestarium-Co 10 mg/5 mg tablets]
[Prestarium-Co 10 mg/10 mg tablets]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna tabnetka chappika 3,395 mg nepunaonpun (perindopril), choTBeTcTBaIM Ha 5 MY MepUHIOTPUIT
aprunun (perindopril arginine) u 6,935 mg ammoaunuHoB 6e3unar (amlodipine besilate) croTBeTcTBAIN Ha
5 mg amnoaunua (amlodipine),

Enna Tabnetka cpabpxa 3,395 mg nepungonpu (perindopril), cboTBeTcTBaIM HA 5 MY MEPHHIOTIPHIT
aprunaun (perindopril arginine) u 13,870 mg amnoaumnmuos 6esmmaT (amlodipine besilate) croTBeTcTBaH
ma 10 mg amnoaumun (amlodipine),

Enna tabnetka chappika 6,790 mg nepunaonpun (perindopril), choreTcTBammum va 10 mg nepunmonpu
aprunuH (perindopril arginine) u 6,935 mg amnoaunuxos Oe3unat (amlodipine besilate) crorBeTcTBaIM Ha
5 mg amnoaunun (amlodipine),

Enna Tabnetka cpabpika 6,790 mg nepunmonpru (perindopril), cborBeTcTBanu Ha 10 Mg nepuHonpu
aprunaud (perindopril arginine) u 13,870 mg amnoaumnmuos G6esmaat (amlodipine besilate) croTBeTcTBaIM
Ha 10 mg amnogunuu (amlodipine).

IToMoOITHO BEILIECTBO C U3BECTCH C(bCKT: JIAKTO3a MOHOXHApAT.

3a MBJIHKUSA CIIMCHK Ha IIOMOIIHHUTE BEIIECTBA, BH)KTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

TabneTxa.

bsna rabnerka ¢ yapmxerna Gopma, ¢ IpIDKHHA 8,5 MM u ¢ mupuHa 4,5 MM, rpaBupana ¢ 5/5 oT eqHaTa
CTpaHa M = OT Jpyrara cTpaHa.

[bsina Tabnetka ¢ kBagpaTHa hopma, ¢ IbDKMHA 8 mm U ¢ uprHa 8 MM, rpaBupana ¢ 5/10 ot enHarta
cTpaHa M %5 OT Jpyrara cTpana.]

[bsina Tabnerka ¢ TpubIbIHA QopMa, ¢ pazmepu 9,5 mm x 8,8 mm x 8,8 mm, rpasupana ¢ 10/5 ot eqnara
cTpaHa M ¥ 0T Jpyrara cTpasa.]

[Bsuia TabieTka ¢ KpbIia popma, ¢ quameTsp 8,5 mm, rpaBupana ¢ 10/10 ot eanara ctpaHa u %5 o1
JpyraTa cTpasa.]

4. KJIMHNYHN JAHHHN

4.1 TepaneBTHYHH MOKA3ZAHUS

[Ipecrapuym-Ko e nmokazan kaTo 3aMecTUTENHA TEpanus 32 JICYEHUE Ha eCCHIMAIHA XUIIEPTOHUS U/HITH
cTabWiIHa KOpOHAapHA OOJIECT MPH MALMEHTH KOHTPOJIUPAHH MTPEAH TOBA C MEPUHIONIPHI U aMJIOIUIINH,
IIpUEMaHU €HOBPEMEHHO B ChIaTa JO3UPOBKA.

4.2 Jlo3upoBKa M HAYHH HA MPUJIOKEHHE



Jo3upoBka

IlepopanHo npuIOKEHHE.
Enna TabneTka JHEBHO KaTO €AHOKPATHA /1034, IPUEMaHa 3a IPEANOYNTaHe CYTPUH U MIPEIU XpaHEHE.

®dukcupanaTa KOMOMHALMS HE € MOIXO0/IIa 32 HaYaJIHO JICUCHHUE.
IIpu HEOOXOMMMOCT OT IPOMSTHA B HAUHMHA Ha MpHIIOKeHHe, fo3ata Ha [Ipectapuym-Ko 6u moria na 6b1e
IPOMEHEHa WK MOXe Aa ce 00ChIM NHANBUAYAIN3UPaHE Ha JICYUCHUETO ¢ HeUKCUpaHa KOMOMHALIMSL.

Cneyuannu nonynayuu

bvopeuna nedocmamvunocm u cmapuecka sv3pacm (8c. mouxa 4.4 u 5.2)

EnvMunarusaTa Ha IEpUHIONPUIIAT € IIOHUKEHA IPU XOpa B CTapyecka Bb3PACT U MPH MAIlUCHTH ¢ ObOpedHa
HeJ0CTaThYHOCT. [10 Ta3u nmpuurHa, 00MYaHOTO MEIUIIMHCKO MTPOCIIesIBaHe TPsOBA a BKIIFOUBA Y€CTO
W3CcjeIBaHe Ha KpeaTHHUHA U KaJIusl.

[Ipecrapuym-Ko moxe na 0b11e mpuioxeH mpu namuerTy ¢ Cler > 60ml/min, HO He € TOAX O I ITPH
narenTd ¢ Cler < 60ml/min. [Ipu TakuBa nanueHTH ce MpernopbyBa HHIAMBUAYAIHO TUTPUPAHE HA 103aTa
Ha OTAEIHUTE KOMIIOHEHTH.

AMJIOIUTINH, U3II0JI3BAH B CXOIHH JIO3M IIPU XOpa B CTapuecKa Bh3pacT WM IIPU MO-MJIaId MAIUEHTH, Ce
moHacs eJHakBo f00pe. [Ipu xopa B cTapyecka Bb3pacT ce IpernopbuBa 00NYalHUS JO30B PEIKUM, HO
MIOBHIIIABAHETO Ha /103aTa TPsIOBa Ja cTaBa BHUMATEIHO. [[poMeHHTE B IJ1a3MeHaTa KOHIICHTPALIMS Ha
aMJIOJTUTIMH HEe ChOTBETCTBAT HA CTEMEHTA Ha ObOpEYHATAa HEOCTATHYHOCT. AMITOIUITUH HE TIOAJICKH Ha
IHanu3a.

Yeproopobna Hedocmamvurnocm: edxc. mouxka 4.4 u 5.2

J1030BHAT peXUM MPH MAIMEHTH C JIEKO JI0 YMEPEHO YepPHOAPOOHO yBpEXkK/IaHEe HE € YCTAHOBEH U 3aTOBa
M300pBT HA /1032 TPsAOBa J1a ObJe HAIPaBeH BHUMATEIHO, KaTO TPsIOBA J1a Ce 3all0YHE OT Hal-HUCKaTa
BB3MOXHA 7l03a (BK.ToukH 4.5 1 5.2). 3a 1a ce HaMepH ONTHMAJIHATA HAYATHA W TIOThPIKAIIa 703 TIPH
MAIUEHTH C YePHOAPOOHA HEJIOCTATHYHOCT, MAIUCHTUTE TPSAOBA JIa CE TUTPUPAT WHIUBHUIYATHO,
M3I0JI3BAiiKK CBOOOJHA KOMOMHALIMS OT aMJIOAMITMH ¥ EpUHIONPHIL. DapMaKOKMHETUYHHUTE CBOMCTBA Ha
aMJIOIMIIVH TIPY TEXKKO YePHOAPOOHO YBpeXKaaHe He ca mpoydBaHu. [Ipu manueHTH ¢ TexXKa 4epHOAPOOHA
HEJIOCTAThYHOCT aMJIOJMITHH TPSIOBa Ja ce 3al0YHe ¢ Hali-HUCKaTa /1032 U J]a c€ TUTPUpa OaBHO.

Tleouampuuna nonynayus

He ce npenopbusa ynotpedara Ha [Ipectapuym-Ko npu neria u moapacTBaiiy, Thit KaTo epUKacHOCTTa U
MMOHOCHMOCTTA Ha ePUHAONPUI U aMJIOJAUIINH B KOMOMHAIIHS, HE Ca YCTAHOBEHHU IIPH JenaTa u
MOAPACTBALIUTE.

4.3 IlpoTuBOMOKAa3aHHA

Cevp3anu ¢ nepundonpun:

- CBPBXYYBCTBUTEIHOCT KbM aKTUBHOTO BemIecTBO WK KbM Apyr ACE naxubutop,

- AmnamHe3a 3a aHTMOHEBPOTHYEH OTOK BBHB BpB3Ka ¢ mpexmectBamio jedeHne ¢ ACE uHxuburop (BXK.
Touka 4.4),

- HacnenctBen nnm nanonaTHueH aHTHOHEBPOTUYEH OTOK,

- Bropu u Tpetu TpuMecTsp Ha OpeMeHHOCTTA (BK. TOukH 4.4 1 4.6),

-  EnnoBpemenHa ynorpeba Ha [Ipectapuym-Ko ¢ anuckupen chabpkaiy NpoayKTH MPH MAlUEHTH ChC
3axapeH auader uwim 0b0peuna nepoctarbuHocT (GFR < 60 ml/ min/1,73 m?) (Bx. Touku 4.5 u 5.1),

- eJIHOBpEMEeHHaTa ynorpeba mpu JiedeHrne cbe cakyouTpui/Baicaptad, [Ipecrapuym-Ko He TpsiOBa n1a ce
3aro4Ba Mpeay J1a ca u3MHUHAIM 36 yaca OT preMa Ha IocjieIHaTa 103a caKkyOouTpui/BajcapTal (Bx.
Touku 4.4 u 4.5

- eKCTPaKOPIOpaHH JIUEHHUs, BOJEIH 10 KOHTAKT Ha KPhBTa C OTPHUIIATEIHO 3apeieHH TOBBPXHOCTH
(Bk. Touku 4.4 u 4.5);



- 3HAaYMMa JIBYCTpaHHA CTEHO3a Ha OLOpEUHUTE apTepHH I CTEHO3a Ha ObOpedHaTa apTepus Ha
eMHCTBEH (YHKIMOHUPAI ObOpeK (BXK. Touka 4.4).

Cevbp3anu ¢ AMAOOUNUH:

- Texka XUIOTOHUS,

- CBPBXYYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO WJIM KBM JPYTU JTUXHAPOTHPHITHOBU IIPOU3BOTHH,
- 1ok, BKIIOYHUTENHO KapJIMOT'€HEH 10K,

- OOcTpykuus Ha U3XOJHUS TPAKT Ha JIsIBaTa Kamepa (Harp. BUCOKOCTENIEHHa a0OpTHA CTEHO3a),

- XeMOoauHaMHYHO HeCTaOWITHA ChpJIcUHa HEJIOCTATHYHOCT CIIE]] OCTHP MHOKapIeH HH(]APKT.

Cevpzanu c IIlpecmapuym-Ko:

Bendku npoTuBoIIoKa3aHus, CBbP3aHH C BCSIKO OTIEJIHO aKTHBHO BEILIECTBO, M30POCHH MO-TOPE, CE€ OTHACST
u 3a puxcupanata komObunanus IIpectapuym-Ko.
- CBpPBXYYBCTBHUTEIHOCT KbM HIKOE OT MIOMOIIIHUTE BEIIECTBA, M30pOeHH B TOUKa 6.1

4.4  CpoeuuaJHu mpeaynpe:kaeHUs U MpeanasHd MEPKH MPH ynorpeda

Beuuku mpenynpeskaeH s, CBbP3aHH € BCAKO OTACIHO aKTUBHO BELIECTBO, H30POCHHU I10-701Y, C€ OTHACAT U
3a ¢pukcupanata komomaamwms [Ipecrapmym-Ko.

Csvp3sanu ¢ nepuroonpu

Cneyuanuu npeoynpexcoeHus

Cspwxuyscmeumentocm/AHeuonespomuyer Omox:

Psaaxo ce cho0OmiaBa 3a aHTHOHEBPOTHUYEH OTOK Ha JIMLETO, KpallHUILIUTE, YCTHUTE, IUTABULIUTE, €3HKa,
IJIOTHCA W/WIIK JTAapUHKCA ITpH nanueHTu JeKyBanu ¢ ACE nHXuOUTOpH, BKIIOUNTETHO NEPUHIONIPHI (BXK.
touka 4.8). Toll MOke /1a HACTBITH 110 BCSAKO BpeMe MpH JieueHue. B te3u ciyvan [Ipectapuym-Ko tpsoBa na
Obe cupsiH He3a0aBHO, TPsIOBA Ja 3alI0YHE CHOTBETHO MOHUTOPUPAHE, KOETO MPOABIIKABA JOKATO HACTHIN
II'BJTHO M3JIEKyBaHE Ha CUMIITOMHUTE. B ciydanTe, Ipu KOUTO OTOKBT 00XBallla CaMo JIMIIETO U YCTHHUTE,
CBCTOSIHUETO OOMKHOBEHO NMpeMUHaBa 0e3 JiedeHne, BbIIPEKH Y€ aHTUXUCTAMUHOBUTE CPEJICTBA MOHSIKOTra
o0JieK4yaBat OIJIaKBAHUSATA.

AHTHOHEBPOTHYHUSAT OTOK, CBHP3aH C OTOK Ha JIapHHKCa, MOXke 1a Ob1e dartaneH. [Ipun oOxBamnrane Ha
€3WKa, MIOTHCA WM JIAPUHKCA, Ch3AaBalll0 PUCK OT OOCTPYKIUS HA AUXATSIHUTE TBTHUINA, TPIOBa He3a0aBHO
Jia ce TIPUIIOKH CIENTHO JieueHue. To BKIIIOYBA BhBEKIAHE HA aiPCHAIMH H/UJIH OCUTYpSBaHE Ha
MPOXOJMMOCT Ha AUXATeTHUTE MbTHINA. [laiueHThT TpsiOBa fa Ob/Ie O CTPOro MEAMIIMHCKO HAOI0ICHUE
JOKAaTO HACTBIIN ITBJIHO U TpaﬁHO NMpEMHUHABAHC HA CUMIITOMAaTUKATaA.

[TanmenTn ¢ anamue3a 3a HecBbp3aH ¢ ACE nHXHOUTOPHO JIeueHHe aHTHOHEBPOTHYEH OTOK MMAT IMOBUIIICH
PHUCK OT aHTHOHEBPOTHUYEH OTOK, JTokaTo npuemat ACE uHXuOuTOp (BXK. Touka 4.3).

Hma penku choOIICHUS 32 MHTECTHHAICH aHTMOHEBPOTHUCH OTOK MPH narueHTH jekyBanu ¢ ACE
uaxuburopu. Te3u MalMeHTH ca ce MPECTaBsUTH C KopeMHa 0oJika (¢ win 0e3 rajieHe U MOBPBIIAHE); HIKOU
OT Te3H CJlyyau He ca OWJIM MPEe/IIeCTBAHN OT aHTHOHEBPOTHUYESH OTOK Ha JIMIETO, @ HUBOTO Ha ectepasa C-1
€ OMII0 HOpMATHO. AHTHOHEBPOTHYHKST OTOK € OWJI JMarHOCTHIMPAH C IIOMOIITa Ha POIEIyPH,
BKJTIOYBAIIH a0IOMUHAIHA KOMITIOThPHA TOMOTpadus WM YJATPa3ByK, UK [10 BpEMe Ha orepanusi, a
CHMIITOMATHKATa € MPEeMHUHaNA HarbIHO cies cnupane Ha ACE nuxuburopa. HTeCTHHATHUAT
AHTHOHEBPOTUYCH OTOK TPAOBaA Jla ce BKJIIOUH B Ju)epeHIHaIHATA JHArHO3a TPH MAlMEeHTH, IPUEMAIIN
ACE unxubuTopH, KOUTO CE MPEJICTaBsAT ¢ KOpeMHa OoJika (BxkK. Touka 4.8).

KoMOuHMpaHeTO Ha MEPUHIONPHII ChC CAKYOUTPHJI/BAjJICApTaH € MPOTUBOINOKA3aHO MOPaan YBEJIUYEH PUCK
oT aHTHOeaeM (BX.Touka 4.3). JleueHne cbe caKyOMTpHII/BajicapTad He TPsOBa Ja ce 3amoyBa Ipean aa ca
U3MUHAIH 36 Yaca OT IPUEMaHETO Ha MOCJIC/IHATA JI03a OT JICUCHUETO ¢ MEPUHIONPUIT. AKO JICYEHHETO ChC
cakyOHTpHII/BAJICAPTAH € MPEKPATCHO, JICUCHUETO ¢ TIEPHHIONPUI He TpsiOBa Jia ce 3arovBa mpeiu Ja ca



W3MUHAIM 36 Yaca OT IIPUEMaHETO Ha MOCJIeHATA J103a CaKyOuTpuIl/BajicapTaH (BK.ToUkH 4.3 u 4.5).
EnnoBpemennata ynorpebda Ha ACE unxubutopu ¢ NEP nnxubutopu (Hamnp. parekagotpuia), mTOR
WHXUOUTOPH (HAIIP. CHPOIMMYC, €BEPOITHMYC, TEMCHPOJINMYC) U TIIUITHHY (HAIIP. IMHATJIATITHH,
CaKCaTJUTITHH, CUTATJIAIITHH, BUJIIATJINIITHH) MOXKE /1a IOBEJE /10 MOBHIIIEH PUCK OT aHTHOEIeM (HaIp.
MolyBaHe HA JAUXaTeIHUTE IIBTUIIA WK €3HKa, ChC WK 0e3 HapylleHo auinaHe) (Bxk. Touka 4.5). TpsoBa na
ce TIOJIX0K/Ia ¢ TOBUIIIEHO BHUMAHKE KOTraTo ce 3armousa panekanorpimi, mTOR uaxuburopu (Hamp.
CUPOJIMMYC, EBEPOIUMYC, TEMCHPOJIMMYC) ¥ TIIUIITHHH (HAMp. JIMHATIUIITHH, CAKCATJIUIITHH, CUTATJIMITTHH,
BUWJIJIATJIMIITHH) TIPH MAIMEHT, KoiTo Beue npuema ACE unxuburop.

Anaghunakmouonu peaxyuu no 8peme Ha apepesa na runonpomeunume ¢ Hucka niomuocm(LDL):

Psnko, nanuentn npueMamu ACE naxuOutopu no Bpeme Ha adepesa Ha JIUMONPOTEHHUTE C HUCKA
wrsTHOCT (LDL) ¢ nexctpanoB cyngaT noiydaBat >KUBOTO3aCTpallIaBaIly aHaQUIAKTOMAHN peakiuuu. Tesn
peakuuu ce u3dareart upe3 BpeMeHHa oTMsiHa Ha ACE nHXHOUTOPHOTO JieueHHe Ipeau Besika adepesa.

Anaghunaxkmouonu peaxyuu no epeme Ha 0eceHCUuOUNU3AYUA:

Nma mammentu npuemaru ACE HHXHOUTOPH 1O BpeMe Ha IeCEHCUOMIN3UPAIIIO JICUCHUE (HAIp. ¢ OTPOBa
Ha IUITOKPIUTA HACEKOMH ), KOUTO TIOIydaBaT aHa(MUIaKTONIHN peaknnu. [Ipu Te3u manuenTy peakuunTe ce
n30sTBat Ype3 BpeMeHHo criinpaHe Ha ACE nHxuOnuTopuTe, HO MOTaT Jla ce MMOBTOPSIT MPH CIIyvaifHa
MPOBOKAIUSL.

Heymponenus/Aepanyroyumo3sa/Tpomboyumonenus/Anemus:

Cro0maBa ce 3a HeYTPOIICHHsI/arpaHyJ IONUTO3a, TPOMOOIIMTOIICHUS M aHEMHUS TIPH TTAITUEHTH TTPUEeMAIIH
ACE unxubutopu. [Ipu nanuentu ¢ HopmaiaHa 060pedHa QYHKIINS U JTUICA HA IPYTH YCIOKHSIBAIIN
(hakTopu HEyTpOTNEeHUs HAacThIIBA pPsAAKO. [lepuHaonpun TpsaOBa na ce mpuiara ¢ U3KIFOYUTEITHA
MPENAa3IHMBOCT IPHU MAINUEHTH ChC ChJI0BA KOJIATEHO3a, IMYHOCYIIPECOPHO JICUCHHE, JICUYCHHE C aJIOMyPUHOI
WJIM TIPOKAWHAMUJ MJIH ¢ KOMOWHAITUS OT TE€3H YCIOKHABAIIM (aKTOPU, 0COOCHO MPH MPEIIIeCTBAII0
HapyleHue Ha ObOpeuHaTa GyHKiusa. Hsikon oT Te3u maiueHT pa3BuBaT CEPUO3HA HHPEKIIUH, KOUTO B
OTJICTTHH CJIy4au He ce MOBJIMSBAT OT MHTCH3WBHA aHTHOUOTHYHA Tepanus. B Te3u ciryuan mpu ynorpeba Ha
MIEPUHJIONPHII, C€ MPETTOPHYUBA MEPUOJIUITHO U3CIICIBAHE Ha JICBKOIIUTUTE, a TAIIMECHTHT TPIOBa Ja ce
WHCTPYKTHPA Jia ChOOIaBa 3a BCEKU MPU3HAK HA HH(EKIHs (HAIp. BB3MAICHO I'bpPJI0, TEMIIEPaTypa).

Penosacxyrapna xunepmonus:

[Ipu nanmeHTH ¢ IByCTpaHHA CTEHO3a Ha ObOpEeYHAaTa apTepHUs I CTEHO3a Ha apTepHsITa TIPH €IMH
(hyHkImoHnpa 6s0pek, ekyBanu ¢ ACE uHXuOUTOpH, CHIECTBYBA TIOBUIIIEH PUCK OT XUTTOTOHHS U
O0BOpeUHa HeOCTATHUHOCT (BXK. Touka 4.3). JIeueHHeTo ¢ TUYPETUIM MOXKE J]a CTAHE TOTPHHACSI (GaKTop.
3arybara Ha 060peuHa QYHKIMS MOXE Ja HACTHIN MPU MUHHUMATHA U3MECHEHHS B CEPYMHUS KPEATHHUH
JIOpH IIpY TIALIMEHTH C €IHOCTPaHHA CTeHO3a Ha ObOpeyHaTa apTepusl.

lsotino brokupane na cucmemama penun-aneuomen3un-aroocmeporn (RAAS):

WNma nannu, ye eqaoBpeMeHnHaTa ynorpeda Ha ACE naxubuTopu, anruoteH3uH ll-penentopau Gokepu nmm
ANMCKUPEH MOBUIIABA PUCKA OT XWIIOTOHUS, XHUIEPKaJHMEMHUs M HaMaisBaHe Ha ObOpeunHaTa (yHKOUS
(BrimrounTenHo ocTpa ObOpeyHa HenmoctaTh4HOCT). [lopagu ToBa He ce mpenopbyBa IBOWHO OJOKHMpaHE Ha
PAAC upe3 kombunupanata ynorpeba Ha ACE maxubutopu, anruorensus ll-penentopHu Omokepu Win
anuckupeH (Bx. Touku 4.5 u 5.1).

AKO ce TIpeleHH, e TepanusaTa ¢ JBOHHO OJIOKUpaHe € abCOMOTHO He0OX0MMa, ToBa TpsiOBa Jia CTaBa camo
o HAOJIOICHUETO Ha CICIHAIMCT W MPH YeCTO BHUMATEITHO MOHHUTOpHpaHe Ha ObOpedyHara (QyHKIHS,
EJIEKTPOJIUTUTE ¥ KPBBHOTO HaJISITAHE.

ACE unxubutopu u anruoTeHsuH |l-penentopHu Giokepu He TpsOBa Ja ce WU3MOI3BAT €AHOBPEMEHHO TPH
MAIUEHTH ¢ TMa0eTHA HepOomaTusl.

II'spBHYEH an0CTEPOHU3BM:



ITaneHTH ¢ THPBUYCH XUTICPATIOCTEPOHUIBM KATO IISUIO HE CE BIUSIAT OT JICUCHHUE C AaHTUXUIICPTCH3UBHU
JIeKapcTBa, ASUCTBAIIN Ype3 NHXNOMpaHe Ha cucTeMaTa peHHH-aHrnoTeH3uH. [lopaan ToBa ynorpebaTa Ha
TOBa JIEKapCTBO HE C€ MPENophyBa.

bpemennoct

He tpsi6Ba na ce 3amousa neuenne ¢ ACE maxuburtop mo Bpeme Ha OpeMEHHOCT. AKO MIPOIBIDKABAHETO HA
nederneTo ¢ ACE nHXuOHUTOp ce TpereHu 3a KpaltHO He0O0X0AUMO, TTAITUEHTUTE, TIAHU PAIIH
3abpeMeHsIBaHe, ce/[Ba JIa MPeMUHAT Ha alTepPHATHBHA aHTUXHUIEPTEH3UBHA TEpParHs, KOATO UMa JOKa3aHO
Oe3omacen npodut Ha ynorpeba nmpu OpemenHoct. [Ipu ycraHoBsiBaHe Ha OpemeHHOCT JedeHueTo ¢ ACE

MHXUOHUTOPH TPsIOBA Ja ce cIipe He3abaBHO M aKko € He0OX0ANMO, Ce 3all04YBa alTepHaTUBHA Tepanus (BK.
Touku 4.3 1 4.6).

Ilpeonasnu mepxu npu ynompeba

Xunomonus:

ACE unxuOurtopute MOraT Jia Ipeu3BUKAT ClaJaHe Ha KPbBHOTO HayisraHe. CHMIITOMAaTHYHA XUIIOTOHHUS
ce HaOJIFo/1aBa PSIKO TP HEYCIOKHEHU XUTIEPTOHUIIN U € TI0-BEPOSTHO JIa HACTBHITH ITPH TAITHECHTH C
HaMaJIeH IUPKyJrpall o0em, Hanp. Ipy AUYPETHIHO JIeYeHre, OTpaHIYeH IIPHUEM Ha TOTBapCcKa Coll,
JMan3a, JHapys Wi MOBPBINaHe WIH C TeKKa PEHUH-3aBUCUMa XUTIepTOoHUA (BK. Touka 4.5 u 4.8). Ilpun
MAIUEHTH C BUCOK PHCK OT CHMIITOMATUYHA XUIIOTOHUS € HEOOXOIUM CTPOT KOHTPOJ HA KPHBHOTO
Haysirane, ObOpevyHaTa QyHKIUS U CepyMHUS KaJluid 1o BpeMe Ha seuenue ¢ [Ipectapuym-Ko.

Criute ChOOpaKeHHsSI Ce OTHACAT M 3a IMAIIMCHTH ¢ UCXEMHYHA 0OJIECT Ha CHPIIETO MIIM MO3BUHO-CHI0BA
OoJect, Ipy KOMTO MPEKOMEPHOTO CIaJlaHe Ha KPhbBHOTO HAIISITAHE MOJKE J1a JOBEE 10 MUOKApJIeH HHPaPKT
WA MO3BYHO-CHI0B HHIIAIECHT.

[Tpu HacThIIBaHE HA XUIOTOHHMS MMAMEHTHT TPSAOBA J1a Ob/Ie MOCTABEH B XOPU3OHTAJIHO MOJI0KEHUE U, aKO €
HEO00X0IMMO, J1a TI0JTyYH HHTPaBeHO3HA HH(Y3Us Ha pa3TBOp Ha Hatpues xuopua 9 mg/ml (0.9%).
ITpexoAHHUAT XUIIOTOHUYECH OTTOBOP HE € MPOTUBOIOKA3aHUE 3a TPUEM Ha JOMBJIHUTEIHH J031, KOUTO
OOMKHOBEHO MOTaT Ja ObIaT NpUIIoKeHH Oe3 3aTpyAHEHHE, KOTraTO KPbBHOTO HAJIATaHEe CE MOBHUILH CIIE/
00E€MHO 3aMeCTBaHE.

Cmenoza na aopmuama u MUMpPAIHAMA K1ana / Xunepmpo@puuna KapouoMuonamus.:

Kaxro mpu nmpuemane ra npyru ACE naxuOnuropn, EpUHIOIPIUI TPsOBa 1a Obie pHJIarad ¢ MOBUIIIEHO
BHUMaHHE ITPH MAIMEHTH ChC CTEHO3a HAa MUTpAITHATA KJara U OOCTPYKIUS Ha JICBOKAMEPHOTO U3TIIACKBAHE,
HAaIp. IpY a0PTHA CTEHO3a WM XUMIEPTPO(PUYIHA KapAHOMHOIIATHS.

bvbpeuna neoocmamvynocm:

[Ipu 6B0pedHa HeJOCTaTHYHOCT (KpeaTHHUHOB KIHPBHC < 60 ml/min) ce nmpernopbuBa HHAUBUIYAITHO
TUTPUpaHEe Ha J103aTa Ha OTJEIHUTE KOMIIOHEHTH (BK. TOUKa 4.2).

PyTrHHOTO M3cnenBaHe Ha Kallusl ¥ KPEaTHHHUHA € YacT OT HOpMaJTHAaTa MEIUIIITHCKA MPAKTHKA TIPH
MAIUEeHTH ¢ ObOpeYHa HeTOCTATHYHOCT (BK. TOUKa 4.8).

[Ipu HsIKOM MAIIMEHTH C IByCTPaHHA CTEHO3a Ha OBOPEUHUTE apTePUU WU CTEHO3a Ha apTepUsiTa KbM
eAMHCTBEH O0BOpeK, JekyBanu ¢ ACE naxuOuTopH, ce HabIo1aBa MOBUIABaHEe HA KPhBHATA ypes U
CEepyMHHUS KPEaTHHHH, 0OMKHOBEHO 00paTHMO CJie]] CTIMpaHe Ha JIeYeHHeTo. ToBa € 0COOEHO BEpOsSTHO MPH
ManyeHTy ¢ ObOpedHa HeAOCTATHFIHOCT. AKO ITPH TOBA € HAJIHUIE U OBOPEIHO-CHIOBA XUTICPTOHHS,
CBINECTBYBA MTOBUIIICH PUCK OT TEXKA XUIIOTOHMS U ObOpedHa HeJoCTaThYHOCT. Hakon xunepronunu 6e3
sIBHA TIpeIIIecTBama 0b0peuHa choBa 0OJIeCT MoyyaBaT MOBUIICHNE Ha KPhBHATA ypesi K CEPYMHUS
KpeaTHHUH, OOMKHOBEHO HE3HAUUTEITHO U MPEXO0HO, OCOOCHO IIPU THOBPEMEHHO MPHIIOKEHUE Ha
MEPUHIONIPHII M TUypeTHK. [10-BEpOATHO € TOBA Jia HACTHITH IIPH MAIMSHTH C HAJIMYHA ObOpeYHa
HEJOCTaThYHOCT.

Yeproopobra HedocmamvyHOCm:



Psnxo, ACE nuHXHOUTOPHUTE Ca CBbP3aHU ChC CHHIPOM, KOWTO 3al04Ba ¢ X0JIeCTaTHYHA JXbJITCHHUIIA U
mporpecupa 10 GpyIMuHaAHTHA YepHOAPOOHA HEKpo3a U (ITOHIKOTa) CMBPT. MeXaHU3MBT Ha TO3W CHHIPOM
He e n3sicHeH. [larmenTtn monyvaBanw ACE nHXHOUTOPH, KOUTO pa3BUBAT XKBITSHHIA WIIH 3HAYUTEITHO
MOBUIIIEHUE HA YePHOAPOOHUTE eH3UMH, TpsiOBa na cipaT ACE naxubuTopa 1 Aa moiydaT ChOTBETHO
MEJUIIMHCKO TpociensBaHe (Bx. Touka 4.8).

Paca:

IIpu manmenTr ot yepHaTa paca ACE nHXHONTOpHTE IPUIHHSBAT [TO-YECTO aHTHOHEBPOTUYEH OTOK,
OTKOJIKOTO TIPH MAIMEeHTH OT JIpyTa paca.

[Mono6Ho Ha npyru ACE mHXuOUTOpH, MEPHHIOIPIIT MOXKeE J1a Obe M0-ca0d0 eheKTUBEH 3a MOHIKABAHE
Ha KPBBHOTO HaJISITAHE MIPU MAIIMEHTH OT YepHATa paca, OTKOJIKOTO IIPH TE€3H OT ApyTa paca, BEPOSATHO
MOPaIN MO-4YECTUTE HUCKO-PEHUHOBU CHhCTOSHUS CPEJI MOMYJIAINATa Ha YePHOKOKUTE XUTICPTOHHITH.

Kawnuya:

CrobmaBa ce 3a kanumna npu ynorpeda Ha ACE nnxuOutopu. XapakrepHara KallldLa € HeMpOyKTHBHA,
yIopuTa U IpeMHHABa cJie]] ciupaHe Ha JeueHneto. KamnunaTa npeansBukana ot ACE unxuduropu
TpsOBa 1a ce MMa NpeABU]] KaTo YacT OT AudepeHnaniara 1Marno3a Ha Kalumiara.

Xupypeus/Anecmesus:

[pu manyeHTH MOJIOKEHH HA TOJIIMa XUPYPrUYHA HAMECA WK 110 BpeMe Ha aHECTE3Hs ChC CPEICTBA
npenu3BuKBaIy xunoTonus [Ipectapuym-Ko Moxe na 610kupa o0pasyBaHeTo Ha aHTHOTeH3UH 11 B
pe3yiTaT Ha KOMIIEHCaTOPHO OCBOOOXKIaBaHe Ha peHuH. ToBa ieueHne TpsiOBa Aa ce cipe eIHO ASHOHOIIHE
nmpeau oncpanusdaTa. AKo HacTBIIH XHUIIOTOHHUSA, 3a KOATO CC MPEIECHU Y€ CC IBJIKU Ha TO3W MEXAaHU3bBM, T
MOKe J1a ObJlle KOpUTHpaHa Ipe3 00EMHO 3aMeCTBaHE.

Xunepkcmuemuﬂ:

[pu Hsxon naunentu nexkyBanu ¢ ACE nHXuOuTOpH, BKIIOYUTEIHO EPUHAONPHII, ce HalIII0JaBa
noBuIaBane Ha cepyMHuust Kaunid. ACE nHXHOUTOpUTE MOraT Aa Npeu3BUKAT XUTICPKATUEMHUSI, ThI KaTo
WHXUOMpAT 0cBOOOXKIaBaHETO Ha amocTepoH. OOMKHOBEHO edeKTa He € 3HAYNM IPU MAIUEHTH ¢ HOPMaJTHA
0b0peunHa GpyHKIMA. PuckoBruTe (haKTOPH 3a pa3BUTHE Ha XUITEPKATUEMUS BKIIIOUBAT OHOpeTHa
HEI0CTAaThYHOCT, BJIOIIaBaHe Ha ObOpeuHaTa GyHKLMs, Bb3pacT (> 70 roguHu), 3axapeH nuader,
NpUApy’KaBallyl CbCTOSIHUS, O-CIENHUANIHO JeXUIpaTalus, OcTpa ChbpAeyHa JeKOMIIeH CalUsl, METa0OIUTHA
auI03a U eTHOBPEMEHHa yroTpeOa Ha Kallii-ChbXpaHsBaIly TUYPETUIH (HAIP.CIUPAHONAKTOH, eTUICEPEHOH,
TPUAMTEPEH WIH aMUJIOPU]T), KaJTMeBH 100AaBKH MIIH KaJIMA-ChABPIKAIIH 3aMECTUTENIN Ha TOTBapCKaTa Codl;
MAIUEeHTH TTpUeMaIIy APYTH JIEKapCTBa CBhP3aHU C TIOBUIIICHHUE HA CEPYMHUS Kalnui (Harmp. XemapuH, Ko-
TPUMOKCA30JI, U3BECTEH OIIIe KATO TPUMETOMPUM/CyI(haMeTOKCa30i1) U 0COOEHO aHTArOHUCTH Ha
aNJOCTepOHA MM AHTMOTEH3MH PELENTOPHH OJIOKepH. YIoTpebaTa Ha KaJIMeBH JOOABKH, KaJlnii-
ChXpaHdBallll JNYPETUIN UITN KaJ’IHﬁ-C’bI{’bp)KaHlH 3aMECTUTECIIM Ha roTBapCKara COJI, OCO6CHO npu
MAalMeHTH ¢ HapyIleHa 0b0pedyHa (GyHKITHS MOXKE Jia IOBEJE 10 3HAYNTEITHO TTOBUIIICHUE HA CEPYMHUS
Kanmnid. XuTepKaarueMHusITa MOXKe JIa TPUIUHA CEPUO3HH, TTOHAKOTa (aTaH apuTMun. Kamwmit
CBhXpaHIBAIIMTE TUYPETHIIM U AaHTUOTEH3WH PEleNTOpPHATE OJ0KepH TPsOBa [la ce M3IIONI3BAT C BHUMAHHE
npu nanuenTy, npuemainu ACE nHxuOuTOpH, M cCepyMHUS Kanuii 1 Ob0peyHaTa QyHKIUs TpIOBa 1a ce
HabmronaBaT. B cimywanTe, Korato eTHOBpeMEHHATa yIoTpeba Ha HEpHUHIONPUI WK HIKOE OT
rOpeclioMEHaTUTE CPEJICTBA CE CMsTa 32 YMECTHA, Te TPsAOBa Ja ce U3I0JI3BaT C TIOBUIIEHO BHUMAaHKE U IIPH
YEeCTO M3CJIEeIBAaHEe Ha CepyMHHMS Kanuil (BXK. Touka 4.5).

Juabemuyu:

[Ipu nuaGetuiy JieKyBaH! ¢ TIEPOPATHH MTPOTHBOIUAOSTHY CPEACTBA WM MHCYJIUH TIMKEMUYHUAT KOHTPOI
TpsiOBa Ja ObJie CTPOTO MOHUTOPHPAH IT0 BpeMe Ha IbpBUs Mecel] oT JieueHueTo ¢ ACE naxubutop (BxK.
Touka 4.5).

Cesvpsani ¢ amMioOUnUL.:




Ilpeonasnuu mepxu npu ynompeba
be3zonacHocTTa 1 eMKaCHOCTTA HA aMJIOAMITMH IPU XUIIEPTOHUYHHU KPU3H HE € YCTAHOBEHA.

Cvpoeuna nedocmamvyHoCm:

HaHI/ICHTI/I CBhC ChbpACUHA HEAOCTATHbYHOCT TpH6Ba Ja 6’LI[3T JICKYBaHH C ITOBUIICHO BHUMAHUEC.

B aparocpouHo miane60-KOHTPOIHPaHO MPOYYBaHEe PH MALUEHTH C TeKKa ChpJiedHa HEA0CTATHYHOCT
(xmac III m IV mo NYHA) cpo0maBanara yectora Ha 6e1oapo0eH OTOK € Omia Imo-BUCOKa B TpyIaTa Ha
JIEKyBaHUTE C aMJIOIMIIMH, OTKOJIKOTO B Iutane6o rpymnata (Bx. Touka 5.1). Biiokepure Ha KaallHeBUTE
KaHaJM, BKITFOYUTEHO aMIIOTUNKH, TPSIOBA Jla Ce M3MOJI3BAT C MOBHUIIICHO BHUMAHUE MPY NAIIUEHTH C
3acToiHa ChpJeYHa HEJAOCTAThYHOCT, Thil KATO T€ MOTaT Aa MOBUIIAT PUCKA OT OBACHIN CHPACYHO-CHIOBU
CHOUTHSA U CMBPTHOCT.

Yepeoena ueprnoopodona gynxyus

[Tony>»MBOTHT Ha aMIIOJTUIINH € yIBIDKEH, a cToiiHocTuTe Ha AUC ca mo-BUCOKHU TPH MAIMEHTH C HapyIIeHa
YepHOAPOOHa (PYHKIIMS; HE Ca YCTAHOBEHU MPEMOPBKH 3a no3upane. CienoBaTeaHo, aMIOIUIIH TpsiOBa 1a
Cce 3aIMoyHe ¢ Hall-HUCKaTa JI03a U JIa ¢ MPOsSBY BHUMAHKE, KAKTO B HAYAJIOTO Ha JICYCHUETO, TaKa ¥ TIPU
MOBHIIIaBaHE Ha jo03ata. [Ipy manueHTy ¢ Texxka 4epHoApoOHA HEJOCTATHYHOCT, MOXKE Ja He HAJIOKHU 0aBHO
TUTPUPAHE HA JI03aTa H BHUMATEIIHO MOHUTOPUPAHE.

Cmapuecka ev3pacm:
[loBumaBaneTo Ha Ao03aTa MPU XOpa B CTapyecka Bb3pacT TPsOBa Ja ce U3BHpPLIBA C BHUMAHHE (BXK. TOUKU
42u5.2).

bvopeuna neoocmamvunocm

[pu TakMBa MANMEHTH aMIIOUITAH MOJXKE JIa ce Tpuiiara B oonyaitau no3u. [I[poMeHuTe B MiIa3MeHUTE
KOHIICHTpAIIMH Ha aMJIOJIUIIIH HE ca CBhP3aHH ChC CTENEHTa Ha OBbOPEYHOTO YBpEKIAHE.
AMIIOUIINH HE MOXKE JIa CE TUATTU3UPA.

Ceswpszanu ¢ Ilpecmapuym-Ko

Benuku npenynpexneHns 3a BCSIKO €IHO OT aKTMBHUTE BEILECTBA, U3PEACHH [I0-TOpe, Ce MpUarat ChLIo U
3a (ukcupanara komOunaus Ha [Ipectapuym-Ko.

Ilpeonasnuu mepxu npu ynompeba

Tomownu eewecmsa:

[lopaan HanuuKe Ha JAKTO3a, MALMEHTH C PEIKU HACIEICTBEHHU MPOOJIEeMHU TajJaKTO3Ha HEMOHOCHMOCT,
TIII0K030-TaJlaKTO3Ha Maja0copOIHs MK OO JIaKTa3eH Ae(pUIMT He TPsIOBa Ja MpueMat TO3H JIEKapCTBEH
MPOIYKT.

Bzaumooeticmeust.

EnnoBpemenHata ynorpeba Ha [Ipectapuym-Ko u nutreBu npenapaTti, Kaluii-CbXpaHsBaIlly JICKapCTBa WIN
KaJueBH 100ABKH, WM JAHTPOJICH HE CE MpernopbyBa (Bxk. Touka 4.5).

4.5 B3aumopeiicTBHe C IPYTrH JIeKAPCTBEHU MPOAYKTH U APYrd (popMH HA B3auMoIelicTBUE

Cesvpsanu ¢ nepunoonpui

I[aHHI/I OT KIMHHWYHHM [pPOYyUBaHUA IIOKa3BaT, 4YC I[BOI>'IHOT0 6JIOKI/IpaHe Ha PpCHUH - QAHTHMOTCH3UH
annocreponoBara cucrema (PAAC) upes komOuaMpanata yrmorpeda Ha ACE uaxuburopu, anrnoten3ud 11-
pELENTOPHN ONOKEpH WM ANHCKUPEH CE CBHP3Ba C MO-BHCOKA YECTOTA HA HEXENaHW CHOWTHSA, KaTo
HAMpUMep XHUIOTOHUS, XWIMEPKATHeMHUss W HaMmajsBaHe Ha ObOpeyHaTa (QYHKIHS (BKIIOUHUTEIHO OCTpa



0BbOpeuyHa HeJOCTaThYHOCT), B CPABHEHHE C yroTpebaTa caMo Ha €IHO CPeJACTBO, AekcTBaiio Bbpxy PAAC
(Bk. Touku 4.3, 4.4 u 5.1).

Jlexapcmea, nosuwasawu pucka om areuoeoem

EnnoBpemenHata ynorpe6a Ha ACE uHXubuTOpu che cakyOUTpHil/BajcapTaH € MPOTUBOIIOKA3aHa, Thi KaTo
TOBa MOBHUIIIABA PUCKA OT aHTuoeeM (BK.ToUkH 4.3 u 4.4). CakyOuTtpuii/BajcapTad He TpsOBa Ja ce 3armovBa
Mpean J1a ca M3MUHAIHM 36 Yaca OT IMpHeMa Ha TociieHaTa /103a OT TepamusaTa ¢ mepuHaonpui. Jledenue ¢
TIEPUHIOTIPIII He TPSIOBA Ja ce 3armoyBa Mpeayn Ja ca U3MUHaM 36 Jaca ciief] mprueMa Ha TocJeTHaTa 103a OT
cakyoutpmi/Bancaptas (Bxk.Touku 4.3 u 4.4).

EnnoBpemenHata ynorpe6a Ha ACE naxuburtopu ¢ parekanorpmi, mTOR WHXUOUTOPH (HAIP. CHPOIUMYC,
€BEPOJIMMYC, TEMCHUPOIMMYC) ¥ TJMINTAHU (HAmp. JIMHATIWITUH, CAKCATJIMITUH, CUTATJUITHH,
BHJIJATJIMIITAH) MOXE J1a TOBEE JI0 MOBUIIICH PUCK OT aHTHOEEM (BK.Touka 4.4).

Jlexapcmea, npeduzsuxeayyu XunepKaiuemus

Brropeku, ue cepyMHUSI Kaiuii OOMKHOBEHO OCTaBa B HOPMAaJHHM T'PAaHHIM, XUIEPKAIUEMHsS MOXE Ja Ce
MOSIBM TIPY HAKOMW TAIMeHTH, JekyBaHu ¢ [Ipectapmym-Ko. Hsikon nexapcTBa MM TepaneBTHUYHH KJacoBe
MOraT Ja YBEJMYaT dYecToTaTa Ha XHUIEPKAJIHMEMHUS: AaMCKUPEH, KaJlWeBU COJM, KaJMi-ChXpaHsABaIIH
JUYypeTUIM (Hamp. CHUPOHONIAKTOH, TpuamrtepeH wiam amuiopun), ACE-uHXuOWTOpH, aHTaroOHHUCTH Ha
anruoteHsus-1I peuentopute, HCIIBC, xenapunu, MMyHONOTUCKAIIX CPEACTBA, KATO LUKIOCHOPUH HIU
TaKpoOJIMMYC, TPUMETONIPUM M M KOTPUMOKCA30Jl (TPUMETONPUM/CylIhaMeTOKCa30I), Thil KaTo € U3BECTHO,
ye TPUMETONPHM AEWUCTBA KAaTO KalIWH ChXpaHsABall AMYPETHK KaTo amuiopun . KomOuHammsara oT Te3u
JIeKapcTBa yBeNMYaBa pHCKa OT xurepkanuemus. [lopaam ToBa, komOuHmpaHeto Ha Ilpectapumym-Ko c
ropecrioMeHaTUTe JISKapCTBa HE ce MPenopbhyBa. AKO € MpenicaHa eIHOBpeMeHHa ynoTpeda, TpsoBa Jia ce
HOJXO0’KAa C BHUMAaHUE U C YECTO MPOCIIESIBAHE Ha CEPYMHUS KaJIUi.

Eonoepemenna ynompeba, koamo e npomueonoxkazana (exc. mouka 4.3):

Anuckupen:

[Ipu naumentute ¢ nuabeT WM HapylleHa ObOpedHa (DYHKIMSA ce yBelIHYaBa PUCKA OT XHIIEPKaJIHEMHUS,
BJIOIIIaBaHe Ha ObOpeuHaTa (GyHKIMS U ChbPACUYHOCHA0BATA 3a00JIEBAEMOCT U CMBPTHOCT.

Excmparxopnopannu neuenusi:

ExcTpakopropaiiHu nedeHus, BOACIIU 10 KOHTAKT Ha KPHBTa C OTPHUIATEITHO 3apeJICHH MTOBBPXHOCTH, KaTO
HampuMep Juaiu3a WId XeMOQWITpalus C ONpelesieHH BHCOKOIPOIYCKIMBA MeMOpaHH (Harmp.
MOJIMAKPUIIOHUTPHIIHK MeMOpaHu) u adepesa Ha JIMIONPOTEHHU C HUCKA IIBTHOCT C JCKCTPaHOB Cyidar,
MOpanyd TOBHUIIICH PUCK OT TEXKKHM aHA(PIIAKTOMTHU peaknuu (Bk. Touka 4.3). Ilpm HeoOXommmocT OT
NOJIOOHO JIeYeHHE TPsAOBAa Jla ce OOMHUCIM W3MOJN3BaHE Ha JPYr TUMN JHAIM3HU MeMOpaHU WM Ha
AHTUXUTIEPTEH3UBHO CPEJICTBO OT JIPYT KIac.

Eonoepemenna ynompeba, koamo ne ce npenopvysa (6. mouxka 4.4) :
Anuckupen: OCBEH IpH MaIUEHTUTE C TUa0eT WM HapylleHa ObOpevHa QyHKIHS ce yBEeIrIaBa prUCKa OT
XUIMEePKATUEMUs1, BIIOIIIaBaHe Ha ObOpeuHaTa pyHKIMS U ChPACYHOCHI0BATA 3200J€BaEMOCT U CMBPTHOCT.

Kombunupano neuenue ¢ ACE- unxubumop u aneuomensun-peyenmopen 61oxkep:

B nurepatypara ce cb00111aBa, ue MpH MAlMEHTH ¢ YCTAHOBEHO aTePOCKIEPOTUIHO 3200 sIBaHe, ChpcyHa
HEJIOCTATHYHOCT WM THa0ET ¢ KpaHO OPTaHHO yBpekKaaHe KoMOMHNpaHoTo jedeHrne ¢ ACE- nHXubuTop u
AHTHOTEH3WH-PEIETITOPEH OJIOKEp € CBHP3aHO C IMOBUIIIEHA YeCTOTa Ha XUIIOTOHHUS, CHHKOII, XUTIEPKATUEMHS
U BJIOLIaBaHE Ha ObOpeuHaTa GyHKIUS (BKIIOUUTEIHO OCTpa ObOpevHa HeJOCTATHYHOCT) B CPAaBHEHUE C
ynoTpebaTta Ha €IMH PEHUH-aHTHOTEH3UH-ANJOCTEPOH — AeHCTBal] areHT. JIBOHHOTO O10KupaHe (Hamp. upe3
komOuHupane Ha ACE- HHXUOUTOpP ¢ aHTaroOHUCT Ha aHTHOTeH3MH-1I perientopuTe) TpsiOBa 1a ce
OrpaHu4aBa caMo JI0 OT/EJIHU CIy4Yad ¢ HETIOCPEACTBEHO Ha0oeHne Ha ObOpeuHarTa QyHKIHS, cepyMHUsI
KaJiii ¥ KpPbBHOTO HAJISITAHE.

Ecmpamycmun:
Puck om yeenuuaeane na nedxcenanume peaxyuu, Kamo aHeUOHEBPOMUYEH OMOK (aH2uoedem,).
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Kanuti-cvxpansasawu ouypemuyu (Hanp. mpuammepet, amuiopuo ...), Kaiuesu COol.

XumnepkanveMus: (MOTEHIIMAIHO (haTarHa), 0COOEHO CHBMECTHO ¢ OBOpedHa HENOCTATHUHOCT (AUTHBEH
xunepkanuemudeH edekrt). KomMOMHUpaHETO HAa TEPUHAONPUI C TOPEIMOCOYSHUTE MEIUKAMEHTH HE Ce
npenopbuBa (eoc.mouxa 4.4). Axo BIPEKU TOBa € MOKa3aHa KOMOMHMpaHaTa ynotpeba, Ts TpsiOBa Oa ce
MPOBEK/Ia BHUMATEIIHO M MPH YECTO MPOCJCIIBaHe Ha CTOMHOCTHTE HA CEpyMHHMs Kaiui. 3a ymorpeba Ha
CIIUPOHOJIAKTOH NPH ChPJCUHA HEJOCTATHUHOCT BHXK MO-T0Y.

Jlumuesu npenapamu:

Nma cpoOmieHns 3a 00paTUMO TMOBHINICHUE HA CEPYMHUTE JINTUEBU KOHIICHTPAIIUU M TOKCHYHU PEaKIIuU
(Te)xKa HEBPOTOKCHYHOCT) MpH eHOBpeMeHHO npuioxenue ¢ ACE naxuburtopu. KomOunarusata ot
MIEPUHJIOTIPUII M INTHEBH IPENapaT He ¢e IpernophuBa. AKO KOMOMHAIMATA € TOKa3aHO He00X0oauMa ce
MpenophyBa BHUMATEIICH KOHTPOJI Ha CEPYMHUS JIUTHH (BXK. TOUKa 4.4).

Eonospemenna ynompeba, uzuckeauia cCneyuaino SHUMaHue .

IIpomueoduabemnu cpedcmea (UHCYIUH, OPATHU XUNOLTUKEMUYHU A2eHMU):

EnuaeMuonornyHuTe Mpoy4YBaHus MPeInoJiarat, ye eIHoBpeMeHHoTo npuiiokeHue Ha ACE- uHxuburopu u
MPOTHUBOINA0ETHU METUKaMEHTH (MHCYJIMH, OPATHU XUTIOTJINKEMUYHH BEIIIECTBA) MOXKE J1a JTOBEE 110
3acuiieH e(peKT Ha HaMmallsiBaHe Ha KPhBHATA 3aXap C PUCK OT XUIOTINKeMus. ToBa SBICHHE U3TIICK/IA € TI0-
BEPOSATHO JIa Bb3HUKHE MTPe3 MbPBUTE CEAMULIM Ha KOMOMHHPAHOTO JICUEHUE W IIPU MAIIMEHTH ¢ ObOpeuHa
HEJIOCTATHhYHOCT.

Kanuti-necvxpanssawu ouypemuyu:

[TanmenTHTe, IpHEMAaIIN JUYPETUITH, H 0COOCHO OHE3H ChC 3aryda Ha 00eM W/WITH COJTM MoraT Jia
MOYyBCTBAT MPEKOMEPHO TIOHM)XKaBaHE Ha KPBBHOTO HaJsAraHe cliel 3arnouBane Ha neueHue ¢ ACE-
MHXUOUTOP. BB3MOXKHOCTTA 32 XUIIOTOHUYHU €PEKTH MOXKE /1a C€ HaMaJli Ype3 CIIMPaHe HA ANYPETUKA HITH
Yype3 yBelInyaBaHe Ha o0eMa HITH ITpreMa Ha COJIM MPeId HA4ajJoTo Ha JISYeHHE C HUCKU U ITOCTETIEHHO
HapacTBAIH J03U TIEPHHIOTIPHIL.

Ipu apmepuanna xunepmorus, KOTaTo IPEIHIIHO JICUEHUE C TUYPETUK MOXKE Ja € IPUYMHNIIO 3ary0a Ha
conu/o0eM, TpsiOBa niwm nipenu 3anouBaHeTo Ha ACE- MHXUOHUTOp /1a ce crpe MuypeTHKbHT (B TAKbB CIydaii
BITOCJIE/ICTBHE MOKE TIOBTOPHO JIa c€ BbBEJE KaJuii-HeChXpaHABall JUYPETHK), niu npueMbT Ha ACE
WHXUOUTOP JIa Ce 3aloyvHe ¢ HUCKa 1032 U IPOTPECUBHO JIa HAPACTBA.

Ipu xoneecmugna copoeuna HedOCMamvyHOCH, TeKy8ana ¢ ouypemux, npueMbT Ha ACE- naxuburop
TpsIOBa Jia 3aI0YHE ¢ MHOTO HUCKA J103a, 10 BB3MOXKHOCT CJIe]l HAMAJISIBaHE Ha JI03aTa Ha CBBbP3aHHS KaIni -
HEChXPaHABAII TNYPETHK.

BbB Bcnuku cirydau TpsiOBa 11a ce HaOmoaBa Ob0pevHaTa GyHKIHS (HHBAaTa HA KPEaTHHHH ) TIPe3 IbPBHUTE
HSIKOJIKO ceaMuIM Ha JeueHneto ¢ ACE- nnxuburop.

Kanuti-coxpanasawu ouypemuyu (eniepenon, CHUpOHOAAKMOHK):

C emuTepeHOH WJIM CIIMPOHOJIAKTOH B HUCKHU 03¢ OT 12,5 no 50 mg Ha neH u ¢ ACE- nHXuOnTOpH B HUCKH
JIO3H:

[Ipu neuyenune Ha cepaeuna HegoctaTbyHOCT OT Kiac II-IV (NYHA) ¢ dpakuus Ha nztnacksane < 40% u
npeaumHo nedeHre ¢ ACE- nHxubutopn n OpMKOBH TUYyPETHIM CHIIECTBYBA PUCK OT MOTEHIMATHO
(haTtanmHa xurnepkaIneMus, 0cOOCHO TP HEClIa3BaHe Ha MPeANUCaHUTE TPENOPHKHU 32 Ta3W KOMOMHAIIHSL.
IIpenn na 3amovyHeTe KOMOMHHPAHOTO JICYEHHUE, TPOBEPETE OTCHCTBUETO HA XUIIEPKAINEMHUS U HapyIlIeHa
0bOpeuHa QYHKIIHUA.

[IpenoppuBa ce HemocpeACTBEHO HAOIIOICHHE 32 KaJHEeMHUs U KPeaTHHUHEMHS €KECEIMHUIHO MIPe3 MMbPBHS
Mecel] OT JIEYEHUETO U €KEMECEUHO BIIOCIIECTBHUE.

Hecmepouonu npomusosvsnanumennu aexapcmeenu npooykmu (HCIIBC) exnouumento
AyemuICanuyuno8a Kuceauna = 3 g/0en:
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Koraro ACE naxuburopu ce mpueMaT eTHOBPEMEHHO C HECTEPOUIHN MPOTHBOBB3MANUTEIHN JIEKAPCTBEHU
MPOIYKTH (Hamp. alleTUICATHAIIAIIOBA KACEIMHA B TPOTHBOBB3MAIUTETHHA 103UpoBKH, COX-2 MHXUOUTOPH U
HecenektnBHr HCIIBC) Moxke nma HacTeiu oTciabBaHe Ha aHTUXHIEpTeH3WBHUS edexT. EqHoBpemeHHaTa
ynorpeba Ha ACE wunxuburopm m HCIIBC moxe nma nmoBeae A0 TMOBUIIEH PHUCK OT BIOIIABaHE Ha
ObOpeuHaTa (yHKIUS, BKIIOYUTEIIHO BB3MOXHA OCTpa OBOpeYHa HENOCTATHUYHOCT W IOBUIIIABAHE Ha
CEepyMHHUS KaJuid, 0COOCHO NpH MalWeHTH C Jioma TpeamecTsama ObOpeuHa Qynkuus. KomOunanumsita
TpsiOBa J1a ce mpuIara ¢ MOBUIIEHO BHUMaHue, 0cOOEHO MpH X0pa B cTapyecka Bb3pacT. [lannentute TpsioBa
Jla ObIAT JOCTATHYHO XUIAPATHPAHU U TPSAOBA Aa ce MPEIBUIN KOHTPOINpaHe Ha OhOpeuHaTa GYHKITAS CIET
3armovyBaHe Ha KOMOWHUPAHO JIieYeHUe, U IEPUOIUIHO CIIE/ TOBA.

E()HO@DeMeHHa Vnompe6a, KOANMO U3UCK6Ad 6HUMAHUe.

Cumnamuxomumemuyu:

CHUMITaTUKOMHMETHUITUTE MOTAT JIa HAMaJIsAT aHTuxurnepreH3uBautTe eexti Ha ACE nuaxuburopure.
Ipenapamu cvovporcawu 31amo:

Hurtpuronmau peaknum (CHMIITOMaTUKAaTa BKIIFOUBA 3a4epBSIBaHEe Ha JIUIETO, TajicHe, IOBPbBIIaHe U
XUIOTOHHUSA) C€ CHOOIIABAT PSIIKO MMPU MAINMEHTH HA JICYCHHUE C HMHXKEKIMOHHU PENapaTi ChIbPIKAIIH 3JIaTO

(maTpueB ayporromanar) u eanoBpeMenHa ACE uHXHOUTOpHA Teparnusi, BKIFOUUTEIHO C HEPHHIOMPHIL.

Cevp3atu ¢ amioounun
Eonoepemenna ynompeba, Kosmo He ce npenopvued .

Hanrtponen (undysus): [Ipu :xuBoTHU ca HaOMIOJaBaHU JIETATHO KAMEPHO MBXIEHE U ChPACYHO-CHIOB
KOJIATIC B KOMOMHAIUS C XUTIEpKaIUEMUs Ciie]] TPUEMaHeTo Ha BeparnaMull 1 HHTPaBEHO3HO AaHTPOJICH.
[Topaau puck OT XUIEpKaTUeMus, ce IPEOPHYBa Jia ce U30sTBa JHOBPEMEHHOTO MPHIIOKECHHUE C
AQHTarOHMCTH Ha KAJIMEBUTE KaHAJIM KaTO aMJIOTUITHH MTPH MAIlUSHTH, IPEAPaA3NOoN0oKeH! KbM MaJUTHEHA
XHUIIEPTEPMUS U IIPU OBJIAsIBAHE HA MAJIMTHEHA XUIIEPTEPMHUSL.

E()HO@DeMeHHa Vnompe6a U3UCKBAUWA CNeYUATIHO BHUMAHUE

CYP3A4 unaykropu: Ilpu eqnoBpemenHo npuiarane Ha mozHatia CYP3A4 unaykropu, mia3MeHaTta
KOHIICHTpAIsI Ha aMJIOIUITNH MOXKe Ja Bapupa. [lopanu ToBa, KpbBHOTO HAJSTaHE TPAOBA /1a Ce MPOCeIaBa
U J1a ce 0OMMCIIM IPOMSIHA Ha /103aTa KAaKTO 110 BPEME, TaKa U Clie]l €IHOBPEMEHHO JIe4eHHE 0COOEHO ChC
cwan CYP3A4 unaykropu (Hamp. pudaMITiIimH, KbJIT KAHTAPHOH ).

CYP3 A4 nnxuburopu (poTeazHy ”HXUOUTOPH, a307HU MPOTUBOIBOMYHH CPEACTBA, MAKPOIUIH, KaTO
€PUTPOMUIIMH W KIAPUTPOMHUILIMH, BeparmaMuil I IUITHA3EM), MOXKeE Jia TOBEJIE 10 3HAaYUMO
yBeJIMYaBaHe Ha eKCIO3UIMITA Ha aMJIoUIHH. KIMHnYHAaTa 3HAYMMOCT Ha Te3W (apMaKOKHHETHIHU
BapHalK MOXeE Ja € II0-U3pa3eHa Ipu Xopa B cTapuecka Bb3pacT. ToBa MoKe [1a HAJIOXKU KIMHUYHO
npocliieASBaHe U KOPEKIMs Ha J103aTa.

CrpliecTBYBa IOBUIIEH PUCK OT XUIIOTOHMS MIPU MAIL[UEHTH, IPUEMAIY €JHOBPEMEHHO KIAPUTOMMIIMH C
amstogunuH. [IpenopbyuBa ce BHUMATEIHO NMPOCIEIIBaHe Ha MAIUEHTUTE, KOTaTO aMJIOUITNH ce ITpremMa
€JHOBPEMEHHO C KJIaPUTPOMUIIIH.

Eonoepemenna ynompeba, koamo mpabea 0a ce uma npeoguo :

E(i)CKTI/ITe Ha MOHMXaBaHC HAa ApTCPUATTHOTO HAJIATaHC Ha aMJIOAWIINH CC HACJIarBaT KbM INOHUKABAIIIUTEC
KPBBHOTO HAJIATAHC e(beKTI/I Ha JPpYIru JICKApCTBCHU CPCACTBA C AaHTUXUTICPTCH3UBHU CBOICTBA.

Takponumyc:

C’BH_IGCTBYBa PHUCK OT IMOBUIIIAaBAHE Ha HUBAaTa Ha TaKpPOJIMMYC B KPbBTa, KOraTo C€ nnpuemMa €JHOBPEMEHHO C
aAMJIOJUITNH. 3a Ja ce n30erHe TOKCUYHOCTTA Ha TAaKpOJIUMYC, IpUEMa Ha aMJIOJUIIUH ITPpU MAUCHTHU, KOUTO
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CC JICKYBAT C TaKpOJIMMYC, U3HCKBa IIPOCJICAABAHC HA HMUBATa HAa TaAKPOJMMYC B KPbBTAa U KOPUTUPAHE Ha
Jo3ara, KoraTto ToBa C€ Hajara.

Mexanusvm yen na panamuyur (mTOR) unxubumopu:

mTOR uHXUOUTOPH KaTO CHPOIAUMYC, TeMCHpOIuMYc U eBeposnumyc ca CYP3A cybcTpaTi. AMIOIUIUH €
cab CYP3A unxuburop. [lpu ennoBpemenna ynorpe6a Ha mTOR nHXuOUTOpH, aMIOIUITUH MOXKE 12
nmoBumM excrio3uitusaTa Ha mTOR uaxubuTopuTe.

Luxaocnopun:

He ca MPOBCIKAAHU TPOYUBAHUA 3a JICKAPCTBECHU B3aHMOI[CI>iCTBHH C IUKJIOCTIOPUH U aMJIOAWIINH IIPpH
3[paBy TOOPOBOJIN WM JIPYTH TOMYJIAUK ¢ U3KITIOUSHHE TIPH MalUeHTH ¢ ObOpeyHa TpaHTUIAHTAIHS, TPU
KOUTO Cca HaOJIF0IaBaH! MMOBUIIICHH TIPOMEHH B KOHIICHTpAIMUTE Ha IUKIocopuH (cpeano 0% - 40%).
TpsbBa ma ce 0oOChaM MpoceAsBaHe HAa HUBATa HAa MUKIIOCIIOPHUH TIPY MAIIMEeHTH ¢ ObOpedHa
TPaHCIJIAHTAIUS, KOUTO MTPUEMAT aMJIOJIUITNH, U JI03aTa Ha [UKIOCIIOPUH Ja C€ HaMaJIu IMPU HeOOXOUMOCT.

Cumeacmamumn:

EnHOBpeMeHHUSAT mpHeM Ha HAKOJIKO 103U oT 10 Mg ammogunud ¢ 80 My cuMBacTaTHH € 0Bed 10 77%
MOBHIIIABAaHE HA EKCIIO3UIMATA HA CHMBACTaTHH B CPAaBHEHUE CaMO ChC cuMBAacTaTHH. [Ipu manuenTy,
IpreMaIy aMJIOIUIIMH, OTpaHuYeTe 103aTa Ha cuMBacTaTuH Ha 20 My KHEBHO.

Lpyeu KOM614Hauuu .

[Ipu KIMHUYHY POYYBAHUS 32 B3AUMOACHCTBHUS aMIIOJUITMH HE MOBJINABA (apMaKOKHHETHKATA HA
aTOpBACTAaTHH, IUTOKCHH, BaphapuH.

Yrorpebara Ha aMJIOIUITHH C TPEUTIIPPYT UM COK OT TPEHTIPPYT HE CE MPENOphIBa, Thil KATO IPH HIAKOH
MAIUEeHTH OMOHAIMYHOCTTA MOJKE JIa Ce TIOBUIIINA U TOBA J1a JOBEE 10 3aCHIBaHE HAa aHTUXUIIEPTEH3UBHUTE
eexru.

Cevpsanu c IIpecmapuym-Ko:

Eonospemenna ynompeba, kosmo u3uckea cneyuaiino HUMaHue .

baxmnoden:

YBenudeH aHTUXHUIIEpTeH3NBEeH ehekT. KOHTpOI Ha KPBBHOTO HAJSTaHE M KOPEKITUS Ha
AHTUXUTIEPTEH3WBHATA J103a, aKO € He0OXO MO,

Eonospemenna ynompeba, kosmo mpsabea 0a ce uma npeosuo .

- AHTHXUTNIEPTEH3UBHU cpezcTBa (Hamp. OeTa-010KepH) U Ba30IUIaTaTOPH :
EnnoBpemenHata ynorpeba Ha Te€3U CpeJICTBA MOXKE JIa 3aCHIIH XUTIOTCH3UBHUTE e(DEKTH HA
NEPUHIONPHI B amiounuH. EjqHoBpeMeHHaTa ynorpeba ¢ HUTPOTIIMIIEPHH U PYTH HATPATH WK IPYTU
Ba30/IMJIATATOPU MOXKE JIOMBIHUTEIHO JIa MOHMKK KPHBHOTO HAJSATAHE U CJIEJOBATEITHO H3HCKBA
MOBHIIEHO BHUMAaHUE.

- Koptukocteponm, TeTpako3akTH] : HAMaJICHHE Ha aHTUXUTIEPTCH3UBHUS e(PeKT (3aIpbhKKa Ha COIH U
TEYHOCTH JIbJDKAIIA CE HA KOPTUKOCTEPOHTUTE).

- Anda-6nokepute (1pa3o3uH, andy303uH, TOKCA3031H, TAMYJIO3WH, TEPA303UH): YBEIIMUCH
AHTHXHIICPTEH3UBCH €(EKT U MOBHILCH PHCK OT OPTOCTATHYHA XUITOTOHHS.

- AMudocTrH: MOXe J]a 3aCHUIIH AHTUXUTICPTEH3UBHUS €(eKT Ha aMIIOAMITHH.

- TpULUKINYHY aHTHIETIPECAHTH/aHTUIICUXOTUYHU CPEICTBA/aHECTETHIIN: YBEINYCH aHTUXUTIEPTEH3UBEH
e(beKT 1 YBCJIIMYCH PUCK OT OPTOCTATUYHA XHUIIOTOHMUS.

46 @epTUIANTPET, OPeMEHHOCT H KbPMEHe
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[pensua epexTrTe HA BCSIKO €THO OT AKTUBHUTE BEIIECTBA B TO3HM KOMOWHHMPAH JICKAPCTBEH MPOJYKT BHPXY
OpeMeHHOCTTa M KbPMEHETO:

[Mpecrapuym-Ko He ce mpemnopbuBa mpe3 MbpBUs TPHMECTHD Ha OpemeHHocTTa. [Ipectapuym-Ko e
MPOTUBOIIOKA3aH IPe3 BTOPHUS U TPETHUS TPUMECThP Ha OPEeMEHHOCTTA.

IIpectapuym-Ko He ce mpenopbuBa B iepuojia Ha KbpMeHe. TpsOBa J1a ce MpeneHu Aalu Jia ce IPeKpaTH
kbpMeHeTo uiH [Ipectapuym-Ko, mpenBu/i 3HaUSHUETO HAa TOBA JICYCHUE 33 MaiiKaTa.

bpemennocm:

CBbP3aHHU C IEPUHIOIPHUII

Ynorpebara Ha ACE nHXMOUTOPH HE ce MpenopbyBa Mpe3 MbPBUS TPUMECTBP OT OpeMeHHOCTTa (BXK. TOUKA
4.4). Yuorpebata Ha ACE uHXHOUTOPY € IPOTHBOIOKAa3aHa IIPe3 BTOPHS U TPETHS TPUMECTBP OT
opemenHocTTa (BXK. Touka 4.3 u 4.4).

EnupeMuonornyauTe JaHHU OTHOCHO TepaTtoreHHus puck ciie ACE MHXuOUTOpHA SKCIIO3UIIHS TIPE3
I'bPBUSI TPEMECTHP HAa OpeMEHHOCTTa He ca yoenuTenHu. Bee nak, He MOXe /1a ce U3KITI0UH JIEKO
yBenuyaBaHe Ha pucka. OCBEH KOraTto npoabibKaBaHeTo Ha jeueHueTo ¢ ACE naxuburopu mo BpemMe Ha
OpeMEeHHOCTTa CEe CUMTa 3a KpaifHO HEOOXOMMO, TTPH MMAIIMCHTH, TUTAHUpAIy 3a0peMeHsIBaHe, TO TPSAOBa Aa
CE€ CMEHH C aNTepHATUBHA aHTUXUIICPTCH3UBHA TEPAITUs, KOSITO UMa JI0OKa3aHo Oe30maceH mpodui Ha
ynortpeba npu 6pemenHoct. [1pu ycranoBsiBane Ha OpeMeHHOCT, jiedeHneTo ¢ ACE unxuburopu TpsoBa na
ce crpe He3a0aBHO M aKO € HEOOXOAMMO Jia ce 3aroyuHe ITepHATHBHA Teparusl.

3a excniozunusata Ha ACE nHxuOuTopHa Tepanus mpe3 BTOPHS U TPETUSI TPHMECTHP Ha OpEeMEHHOCTTA €
M3BECTHO, Y€ TPEIN3BUKBA (DETOTOKCUIHH €PEKTH IIPH JYoBeKa (TIOHIKeHa ObOpedHa hyHKIHs,
OJINTOXHIPAMHHOH, 3a0aBsHe Ha YepelTHaTa OCH(pHUKANMs) M HEOHATaTHa TOKCHIHOCT (OhOpeduHa
HEJ0CTaThYHOCT, XUIIOTOHUS, XUTIEpKaIneMus) (Bx. Touka 5.3).

B cnyuait Ha ACE nHXuOHUTOpHA €KCTIO3UIUS OT BTOPUS TPUMECTHP HA OPEMEHHOCTTA CE MPEnophyBa
YJITPa3ByKOBO U3CJIeIBaHEe Ha ObOpeuHaTa (QYHKIUS U Yeperna.

bebera, unnto Mmaiiku ca mpuemas ACE naxubutopu TpsiOBa 1a 0bAaT HaOMIOJaBaHW BHUMATETHO 32
XUTOTOHUSA (BXK. Touka 4.3 u 4.4).

CBBbp3aHU ¢ aMJIOIUIMH

be3omacHocTTa Ha aMIIOIMTIMH 110 BpeMe Ha OpEeMEHHOCT MPH XOpa He € YCTaHOBEHA.

B nipoyuBaHusi ¢ )KUBOTHHU € HAOJIOIaBaHA PEIIPOTYKTHBHA TOKCUYHOCT IPH BUCOKH JIO3H (BXK. TOUKa 5.3).
VYrorpeba o Bpeme Ha OPEMEHHOCT Ce TPEeopbYBa CaMo KOTraTo HiMa 1o-0e301acHa anTepHaTHBa U KOTaTo
OonectTa cama 1o cebe CH HOCH MO-TOJISIM PUCK 32 Maifkara M IUIoJa.

Kvpuene:

CBBp3aHH ¢ HEPUHIOIPUT

[Topaau nunica Ha HanMWYHA WHGOPMAIHS OTHOCHO yIOTpebaTa Ha MEPHHIONPIII B TIEPHOAa HAa KbPMEHE,
TIEPUHIOTIPIIT HE C€ TIPEMOPhYUBa U IPEMHUHABAHETO KbM AITEPHATHBHA Tepamus, KOSTO € C IMOo-J005bp
YCTaHOBEH MPOQHI Ha 0E30MMaCHOCT B MEPHOA HAa KbPMEHE € 3a IIPEIIIOYNTaHe, 0COOEHO KOTaTo ce OTHACS
3a KbpMEHE Ha HOBOPOJCHO HIITM Ha IPEKACBPEMEHHO poJieHO Oehe.

CBBp3aHH ¢ aMIOININH

AMIIOIUIINH ce eKCKpeTupa B KbpMarta. JlenbT Ha MaifunHaTa 103a, IpUET OT HOBOPOJECHOTO, € OWII OLIEHEH B
MHTEPKBapTHIICH JUamna3oH ot 3 - 7%, ¢ MakcuMmaiiHa cToHHOCT oT 15%. Edexra Ha amiionunuH BbpXy
HOBOPOJICHHUTE HE € N3BECTeH. Pemenne, namm 1a ce npoIbKu/IpeKbCHE KbPMEHETO HIH J1a ce
MPOABJDKH/TIPEKbCHE TepaIMATa ¢ aMJIOJUNKH, TPAOBa ja ce B3eMe KaTo ce MMa MPEBH/I IT0JI3aTa OT
KbPMEHETO Ha JETETO U Toj3aTa OT TepanusATa ¢ aMJIOJUIIUH 32 MaiKaTa.

Depmunumem.
CBBp3aHO ¢ NEPUHIOTIPUIIL:

Hsma edext BbpXy pernpoayKTuBHaTa QyHKUMS WK PEePTUIUTETA.
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CBBp3aHO € aMJIO/IUIINH:

CrobmaBa ce 3a 00paTuMu OMOXMMHYHU TPOMEHH B TJIABHYKHUTE HA CIIEPMATO30UIUTE TIPH HIKOH
MAIUEeHTH, JICKYBAHH C KaJIIHMEeBH aHTaroHNUCTH. KIMHWNYHUTE JaHHW ca HEIOCTAThYHU OTHOCHO
MOTEHIIUATHUA e(eKT Ha aMJIOAMIINH BbpXY depTuiurera. B enHo mpoydBaHe C MIIbXOBE Ca OTKPUTH
HexeNaHu e(peKTH BbpXY MBKKHS QepTHIUTET (BXK. Touka 5.3).

4.7 EdexTn BbpXy cHocOOHOCTTA 32 mo¢upaHe U padoTa ¢ MAIIUHH

Hsma npoyuBanus 3a edexrute Ha [Ipectapuym-Ko Bbpxy criocobHOCTTa 32 modupane u paboTa ¢ MaLlMHU.
AMIIOIMTIMH MOKe J]a IOBJHsE B cilaba 10 yMepeHa CTeleH CIIoCOOHOCTTa 3a odupane U padora ¢
MalluHA. AKO NAaMEHTUTE, IPUeMald aMJIOTUITHH, [T0JTy4aT 3aMaiBaHe, I1aBo0oIne, yMOpa W rajicHe,
cocoOHOCTTa MM JIa pearupart Moxe aa Obje HapyuieHa. [IpernopbuBa ce MOBUILICHO BHUMAaHKE, OCOOCHO B

Ha4aJI0TO Ha JICUCHUCTO.

4.8 HesxeaaHu JieKapCTBeHU PeaKIMH

a. O00011eH nmpodhua Ha 6E30MacHOCT
Haii-gecto ch00IIaBaHNTe HEXKEIAH! JIEKAPCTBEHN PEAKINHU C IEPHHIOIPHII U aMJIOIUTINH, TaBaHH
MOOT/IEITHO, Ca: e[IeM, ChHIMBOCT, 3aMaiiBaHe, T1aBodore (0COOSHO B HAYAIOTO Ha JIEYEHUETO), AUCTEeY3HH,
MapecTe3uH, 3pUTSITHA HAPYIICHHUS (BKIIOYUTEITHO AUTUIONHS), THHUTYC (IIYM B YIIUTE), CBETOBBPTEXK,
ChpleOreHe, 3a4epBsBaHe, XUOTOHUS (M e(PEeKTUTE, CBhP3aHU C XUIIOTOHUSATA), IUCITHES, KAIIUIUILIA,
KOpeMHa 00JiKa, rajicHe, MOBPBIIAaHe, JUCIEIICHS, TPOMSHA B HABUIIUTE HA Je(eKalys, Tuapus,
KOHCTHIIaLUs, IPYypPUT, 0OPUB, €K3aHTEMa, IIOTyBaHEe Ha CTaBUTE (ITOIyBaHEe Ha TJIE3€HUTE), MYCKYJTHHU

CHa3MH, yMOpa, aCTCHHS.

0. Cnichk B TaOJIMYEH B HAa HEXKEJIAHUTE JIEKAPCTBEHU PEaKIIH
CrennuTte HeKellaHUTE JISKApPCTBEHU PeaklMy ca HaOMroJaBaH! 10 BpeMe Ha KIMHUYHHUTE MPOYYBaHUS
I/I/I/IHI/I MMOCT-MapKCTUHI'OBATa yHOTpC6a C NICPUHAOIIPUIT WIIN aMJIOJJUITUH, ITPUEMAaHU IMOOTACIHO, U Ca
CTeMeHyBaHH ChITIACHO CHCTEMO-OpranHaTa kinacudukanus 1o MedDRA 6a3a qanau u criopen yecTorara

HUM:

Meuoro vectu (>1/10) ; wectu (>1/100, <1/10) ; mewectu (>1/1000, < 1/100) ; peaxu (>1/10 000, <1/1000) ;
MHoro peaku (<1/10 000), Hem3BecTHO (OT HAIMYHHUTE JaHHH HE MOXeE Jia ObJie HallpaBeHa OIICHKA).

MedDRA He:xenann peakuuu YecToTa
CucTemMo0-OpraHnau AMJI0IMTIMH IMepunxonpu
KJIAcOBe
Nudexuun u Punut Heuectn MHoro peaku
uHdecTannu
Hapymenus Ha Eosunnodumnus - Heuectun™

KPbBOHOCHATa U
J'lI/IM(l)HaTa CUCTEMHU

JleBKoOTIEHUsI/HEYTPOTICHUS (BXK. TOUKA
4.4)

MHoro penku

MHoro penku

ATrpaHyIonnuTo3a WM MaHIUTOIIEHUS
(Bk. TOouKa 4.4)

MHoro penku

TpombonuTonenus (Bx. Touka 4.4)

MHoro peaku

MHoro peaku

Ensumuo 00ycnoBeHa XeMOJIMTHYHA
aHeMUsl IPH MALMEHTH C BPOJIEH
nepuuut Ha G-6PDH (Bk. Touka 4.4)

MHoro penku

Hapymenus Ha CBpBX4yBCTBUTEIHOCT MHoro penku Heuectu
HMYHHATA CHCTEMA

Hapymenus Ha CuHIpoM Ha HeaJleKBaTHA CEKpeIus Ha - Penxn
€HJIOKPHHHATA cUCTeMa aHTUaMypeTHYHHUs XopMoH (SIADH)

Hapymenus Ha Xunormukemus (Bx.T. 4.4 1 4.5) - Heuectn™
MeTabo1u3Ma 1 Xwurnepkanuemus, oopaTuMa ciej - Heuectn™
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XpaHeHeTo MIpeKpaTsABaHEe Ha JICUCHUETO (BXK.T.4.4)
XHUMOHATPUEMUS - Hewectn™
XUnepriukeMus MHoro peaxu -
Ilcuxu4yHM HApyHIEHUSA bescbHue Heuectun -
[IpoMenu B HACTPOECHUETO Heuectn HeuecTtun
(BKJIIFOUHMTEITHO TPEBOXKHOCT)
Henpecus Heuectn Heuwectn™
Hapyienus Ha cbHs - Heuectn
Hapymenus Ha HepBHaTa | ChHIUBOCT (0COOCHO B HAYAIOTO HA Yectu Heuectn*
cucremMa JICICHUETO)
3amaiiBane (0cOOCHO B HAYAIOTO HA Yectn Yectn
JICYCHUETO)
I'maBoGoue (0coOeHO B HAYAIOTO Ha Yectun Yectn
JICYEHUETO)
Jucreysus Heuectn Yectu
Tpemop HeuecTtn -
XHUIMOEeCTe3Un Heuectn -
[TapecTte3uu Heuectun Yectu
Cunkon Heuectn Heuectn™
CobcrosiHue Ha 00BPKAHOCT Penxu MHoro peaku
XUNepTOHYC MHoro peaku -

[lepugepna HeBponaTus

MHoro peaku

Mo03bUHOCHI0BY HHIIUACHTH, BEPOSITHO
BTOPUYHH, B CJICJICTBHE Ha NTpEKajIeHa
XUIOTOHUS MTPU BUCOKOPUCKOBHU
narueHTy (Bx.T. 4.4)

MHoro peaku

Excrpanmupamuiau HapymeHus

C HeusBecTHA

(excTpanupaMuIeH CHHAPOM) YeCTOTa
Hapymenusi Ha ounTe 3puUTesHu HApYLICHUS Yectn Yectu
Jlunnonust Yectn -
Hapymenus Ha yxoTo 1 [IIym B ymmute Heuectun Yectu
JIAOMPHUHTA
Bepturo - Yectu
CbpaeyHn HaApyLIeHUS [TannmuTanuu Yectu Hewectn™
Taxukapaus - Heuectu™

Crenoxkapaus (Bx.1.4.4)

MHoro peaku

MpuokapaeH nH(papKT, BEPOATHO
BCJIEJICTBHE HA IIPEKOMEPHA XUIIOTOHUS
IIPY BUCOKOPUCKOBHU IALIMEHTH (BXK.
TouKa 4.4)

MHoro penku

MHoro penku

AputMmus (BKIIOUUTEITHO OpaanKapIus, Heuectn MHoro peaxu

KaMepHa TaxuKapIus U MpeIChpIHO

MBXKICHE)

®enomeH Ha PeitHo - C HemsBecTHa

4EeCTOTa

Cb10BM HapylIeHUSA 3auepBsiBaHe Yectun Penxu*

Xunotonus (1 epeKTH CBbP3aHu C Heuectun Yectn

XHUIIOTOHHS)

Backymut MHoro peaku Heuectu™
PecnupaTopHu, rpbanu u | Jlucnuest Yectu Yectu
MeJIUACTHHAJTHHA Kanmmmna Heuectn Yectn
HapyumieHus: bpouxocnazsm - Heuectu

Eo3unoduiaHa mHeBMOHHUS

MHoro peaku

CToMalHo-4YpeBHH
HApYUIeHUs

I'mHruBasiHa Xunepruiasus

MHoro peaku

Kopemna 6oika

Yectu

Yectu
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lanene Yectu Yectu
IToBpbiiane HeuecTtn Yectu
Jucrencus Yectn Yectn
Hapymena gedexarust Yectn -
Cyxora B ycTata Heuectn Heuectn
Huapus, Yectu Yectu
Konctunanms Yectn Yectn
[Tankpeatut MHoro peaku MHoro peaku
lNactpur MHoro peaku -

XenaTo-0MmanapHu
HApylIeHus!

XenaTuT, KbIATCHUIIA
XemaTut, MUTOCTATUYCH WIIN
xoJiectaTudeH (BXK. Touka 4.4)

MHoro penku

MHoro penku

[loBumraBane Ha YepHOIPOOHHUTE
€H3WMHU (Hali-4ecTO CBHP3aHH C
X0JIecTasa)

MHoro peaku

Hapymenus Ha Ko:kaTa
MOAKOKHATA ThKAH

Otok Ha Quincke
AHTMOHEBPOTHYCH OTOK Ha JIUIIETO,
KpaﬁHHHHTe, YCTHHUTE, JIUTABUIIUTE,
€3WKa, TJI0THCA W/WIH JIapuHKCa (BXK.
TouKa 4.4)

MHoro penku
MHoro penku

Heuectu

MyntudopMeH epuTeM

MHoro peaku

MHoro peaku

Anonenus Heuectu -
ITypnypa Heuectu -
IIpoMenu B 11BeTa Ha KOXKaTa Heuectn -
Xunepxuaposa Heuectn HeuecTtn
[Ipyputyc Heuectun Yectu
OO0puB, ex3aHTEMa Heuectn Yectu
Yptukapus (Bx.1.4.4) Heuectun Heuectn
Peakiuu Ha POTOUYBCTBUTEITHOCT MHoro peaku Heuectn*
[Memdurons - Heuectu™
BiiomaBaHne Ha nicopuasuc - Penxu
Cunzpom Ha Stevens-Johnson MHoro peaku -
Excdonmatusen nepmatut MHoro peaku -
ToxcuuHa enuaepMaiHa HEKpoau3a C HeusBecTHa -
yecToTa

Hapymenus Ha OTtok Ha cTaBuTE (MMOAYyBaHE HA Yectu -

MYCKYJIHO-CKeJleTHATa TJIe3eHa)

cucTeMa Aptpanrus Heuectn Heuectn™

CheIMHUTEJHATA ThKaH
Mpuanrus Hewectn* Hewectn™
MycKyJiHM cria3Mu Yectu Yectu
Bonka B repba Heuectn -

Hapymenus Ha MUKIUMOHHY HapyILIEHUs, HUKTYPHSI, Heuectun -

0bOpenUTEe M MMKOYHUTE | MTOJIAKUYPHUS

bTHIIA brOpedna HemOCTaTHUHOCT - Heuectu
OcTtpa 6B0peyHa HETOCTATHYHOCT - Penku
Amnypust/onurypust - Penku*

Hapymenus Ha Epexrnnna nucdyakmms Heuectn HeuecTtun

Bb3IPOU3BOJUTETHATA

cHCTeMa M rbpaaTa I'unexomactus Heuectu -

OO01M HApyIIeHUS U OTtox Muoro yectu -

eexTH Ha MIICTOTO HA [lepudepen egem - Heuectu*
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NPUJI0KEHUE Ymopa Yectu -
I'ppana 6omnka Heuectn -
Actenust Yectu Yectu
bosika Heuectn -
@U3NYECKO HEPA3MOJIOKEHUE Heuectn Heuectu*
[Tupexcus - Heuectn™

HN3cnenanus [loBumraBane Ha TEIECHO TETIIO, 3aryda Heuectn
Ha TEJECHO TErJI0
[ToBuiaBaHe Ha ypesiTa B KpbBTa - Heuectu™
[ToumaBaHe Ha KpeaTUHUHA B KPbBTA - Heuectu™
[loBumaBaHe Ha OMIMPYOHHA B KPBBTA - Penku
[ToBumasane Ha YepHOAPOOHUTE - Penxu
€H3UMHU
[ToHnxaBaHe Ha XeMOTTIOOMHA U Ha - MHoro peaxu
XEMaTOKPUTHTE

HapansBanusi, oTpaBsHusg Heuectn™

U yCIIOXKHEHMUS, ITanane -

BB3HUKHAJIM B Pe3yJTaT Ha

HWHTEPBEHIIUU

* YecToTa, M3YKMCIICHA OT KIMHUYHHUTE MPOYYBAHMS 32 HEXKEJIaHH JICKAPCTBEHH PEaKLUK OTOCISI3aHU B
CIIOHTaHHU JOKJIAIU.

Cpo0111aBaHe Ha NOAO3MPAHH HEKEIAHH PEAKIIMU

CroOmaBaHeTo Ha IOJ03UPAHU HEXKETAHHW PEaKIMH CleJl pa3pellaBaHe 3a ymnoTpeda Ha JIEKapCTBEHHS
MPOJAYKT € BakHO. ToBa MO3BOJISIBA Jia MPOJBIIKH HAONIOJCHUETO HAa ChOTHOIICHUETO II0JI3a/pUCK 3a
JieKapcTBeHUs MpoaykT. OT MEIUIMHCKUTE CHCIMAIMCTH C€ M3UCKBA Jia ChOOIIAaBAaT BCSKa IMOJ03UpPaHa
HEXXeJIaHa peakKInsl Ype3 HaIllMOHAIHA CUCTeMa 3a ChOOIIaBaHe:

bovarapus

M3nbnautenna arenuus no nekapcersata (MAJT)
Va. ,,Jamsau ['pyes® Ne 8

1303, rp. Codust

Tem.: +359 2 8903 417

yeOcaiiT: www.bda.bg

49 TIlpeno3upane
JlunicBa naopMarus 3a penosupane Ha [Ipecrapmym-Ko mpu xopa.

3a aMJIOJTUITHAH OMHUTHT C YMHIIUIEHO MPEI03UpaHe MPU X0pa € OrpaHryeH.

CHUMIITOMH: HATMYHUTE JAHHU TIPEJIIojaraT, 4e 3HauuTeITHOTO MPEeI03upane Ou MOTJIO Ja AOBEJE /IO TEKKA
nepudepHa Ba3ouIaTaIUs U Bh3MOXKHO JI0 pediiekcHa Taxukapaus. ChoOIaBaHo € 3a u3paseHa u
BEPOSTHO MPOIBJIKUTEIHA CUCTEMHA XMITOTOHHS JI0 IIOK, BKIFOYUTEIHO ¢ (haTajicH U3XOI.

Hexapanorenen 6e101po0eH OTOK ce ChOOIIaBa PSIKO KAaTO IMOCISANIIA OT IPEI03UPAHE C

aMJIOJIMITH, KOWUTO MOXeE J]a Ce IPOSIBU ChC 3a0aBeHO Havyano Ha edekra (24-48 ygaca cien

MIOTJTHIAHE) M J1a M3UCKBA M3KyCTBeHA BEHTMAIMS. PaHHNTE peaHNMallMOHHH MEPKH

(BKIIIOUMTEITHO HATOBAPBAHE C TCYHOCTH) 32 MOIbPIKAHE HA IEPPY3UsITa U ChPICYHHSI JEOUT MOTaT

Jia ObaaT ycKopsiBaiy (GaxkTopH.

JleueHne: KIMHUYHO 3HAYMMAaTa XUIIOTOHUS, AbJDKAILA CE Ha IPE03UpaHe ¢ aMJIOAUIINH, U3HCKBA
npearnprueMaHe Ha aKTUBHU MEPKH 32 MOATbPKaHe Ha GYHKIUHUTE Ha ChPACYHO-CHI0OBATA CUCTEMA,
BKJIIOUUTENTHO YeCTO MOHUTOPUPAHE Ha ChpJeYHaTa U AUXaTelHaTa (yHKIUH, TOBJUTaHe Ha KPAaHUIUTE U
IpocileisBaHe Ha LIUPKYJIaTOPHUS 00eM U Juype3ara.
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BoBexmaneTo Ha BA30KOHCTPUKTOP MOJKE Jia TIOMOTHE 32 Bh3CTAHOBSBAHE HA CHIOBUS TOHYC U KPHBHOTO
HaJsITaHe, IPH YCIIOBHE Ye HSIMa MPOTHBOITOKa3aHus 3a ynorpebata My. IHTpaBeHO3€H KalIfieB TIIFOKOHAT
MOJKe J1a OKa)ke ONarompusTeH eeKT 3a mpeoJosiBaHe Ha e(heKTUTe OT OI0KagaTa Ha KaIIMEeBUTE KaHAIH.
B Hsxou cirydan MoKe /1a € OT 1oJI3a CTOMAIHA TPoMUBKa. [IpritoskeHneTo Ha aKTUBEH BBIJICH IIPH 3[[PaBH
JIOOPOBOJIIY JIO J1Ba Yaca ciie]] mpueM Ha 10 mg aMJIOIUIMH € HaMaJIHIIO CTEIIeHTa Ha abcopOnus Ha
aAMJIOTUTTHH.

Toit KaTO aMJIOAWITHH C€ CBHP3Ba BBB BIUCOK IPOIICHT ¢ IIA3MEHUTE TPOTEUHH, TUATTN3aTa BEPOSITHO HIMA
Jla € OT I10JI3a.

3a nepuHIONPHI UMa OTPaHWYCHH JaHHU 3a Mpeo3upane npHu xopa. CUMITOMUTE CBBP3aHHU C MPEI03UpaHe
Ha ACE nHXHOUTOpU MOTAT J1a BKJIIOYBAT XUIIOTOHUS, IMPKYJIATOPEH IIOK, EIEKTPOJIMTHH HapyIIeHUS,
O0BOpedHa HEJJOCTATHYHOCT, XUIIEPBEHTHIIALINS, TAXUKAPIHSL, TIAJITUTAINN, OpaJuKapaus, 3aMaiiBaHe,
0€3MOKOHCTBO U KallUIUIIA.

[IpenoppruBaHOTO JI€UECHHE HA IPEIO3UPAHETO € MHTPABEHO3HA MH(DY3HS Ha cTaHIapTeH (PU3HOIOTHYCH
pa3tBop. IIpn HacThIBaHE Ha XUITOTOHMA NALMEHTHT TPAOBa Ja ObJe MOCTABEH B MOJI0KEHHE KATO IPH LIOK.
[Ipu HAMTUYHOCT MOJKE J1a ce UMa MIPEABH/ U JIeueHHe ¢ MH(QY3HUs Ha aHTHOTeH3uH 1l u/uim HHTpaBeHO3HU
kaTexonamuHu. [lepunmonpun Moxe 1a Ob/Ie OTCTpaHEeH 0T CUCTEMHOTO KPbBOOOpaIlCHHE upe3
xemoanammsa (Bx. Touka 4.4). IloctaBsiHe Ha €IEKTPOKAPINOCTUMYIIATOP € MTOKa3aHO MPU PE3UCTEHTHA KbM
Tepanus Opaaukapans. HeoOxoamm e HempeKbCHAT KOHTPOJI Ha )KU3HEHHUTE MTOKA3aTelH, CEpyMHHUTE
SJICKTPOJIUTH ¥ KPEaTHHUHA.

5. ®APMAKOJIOTUYHUA CBOMCTBA
5.1 ®apmakoamHAMHYHH CBOIiCTBa

®dapmaxorepanetuuna rpyna: ACE naxuburopu u xanuesu antaronnctd, ATC xox: C09BB04

Hepunoonpun:
MexaHu3bM Ha JIENCTBHE

[lepunmonpui € ”HXUOUTOP HA €H3MMA, KOUTO KOHBEpTHpa (IIpeBpblLIa) aHrHoTeH3uH | B anrunorensux |l
(Anrunorensun kouBeprupan] eH3uM, ACE). KonBepTHpanusaT eH3uM, Wik KHHAa3a, € eK30IeNTrHAa3a, KOsSTO
yJIeCHSABA MPEBPBILIAHETO HA AaHTHOTEH3UH | BB BAa30KOHCTPUKTOpPA aHTHOTeH3UH [l 1 chllleBpeMEeHHO BOAM
JI0 pasrpaxkJaHe Ha Ba3oauiaTaTopa OpaJMKUHHH JI0 HeakTuBeH xentanentua. Muaxubunusra na ACE
HaMaJsiBa IUIa3MeHaTa KOHLEHTpalus Ha aHrMoTeH3:H 11, KoeTo Boau 10 moBuIleHa [1a3MeHa PEHUHOBA
AKTHUBHOCT (Ype3 NHXUOMUpaHe Ha oTpulaTeIHaTa oOpaTHa Bpb3Ka HA PEHMHOBOTO OCBOOOXKIaBaHE) U
MOHMKaBa cekpeuusaTa Ha anpoctepoH. il kato ACE nnaktuBupa OpaaukuHuH, naxuoupaneto Ha ACE
BOJIY U JI0 MOBUILIEHA aKTUBHOCT Ha MUPKYJIUpAIIaTa U JIOKaJHA KaJUKPEHH-KUHUHOBH CUCTEMHU (IO TO3U
HAYMH U JI0 aKTUBHpaHE Ha MPOCTarjiaHJHOBaTa cucTemMa). Bh3MOXKHO € TO3M MeXaHU3bM Ja JOIIpHHACA 32
XUIOTEeH3UuBHOTO AelicTBue Ha ACE nHXnOUTOpHUTE M OTYACTH € OTTOBOPEH 3 HAKOU OT TEXHUTE HEXKEJIaHU
edexTu. (Hamp. Kanumra).

[lepunrmonpun neiicTBa Ype3 akKTUBHUS cH MeTaboMUT nepuHaonpuiaT. OcTaHaTuTe METaOOIUTH HE
IIOKa3Bar N Vitro uaxubunusa Ha aktusHocTra Ha ACE.

Kinnununa edukacHocT U 6€300aCHOCT
XUnepToHus:

HepHHHOHpI/IH € aKTHBCH IIPpHU BCUYKHU CTCIICHU Ha XUIICPTOHUA : JICKA, YMEPCHA, TCXKKA, Ha6moz[aBa (]
NMOHMW>KCHUEC Ha CUCTOJIHOTO U JUACTOJIHOTO KPBbBHO HAJIATAHC U B XOPU30HTAJIHO YU B U3IIPABCHO MTOJIOKCHUC.

[epunponpun HamMansaBa NepruEepHOTO CHOBO CHIIPOTHBICHHUE, KOETO BOAM A0 MOHMKEHUE Ha KPHBHOTO
Haysirane. Benencteue Ha ToBa nmepudepHUST KPHBOTOK HapacTBa 0e3 eeKT BbPXY ChpJliedHaTa YeCTOTa.

BBOpedHHSIT KPBBOTOK 1O TTPaBUIIO HApacTBa, JoKaTo riaoMepyrHata ¢puntpanus (GFR) obukHoBEeHO HE ce
MPOMEHSI.
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AHTHXUTIEPTEH3UBHOTO JEHCTBHE € MAKCUMATHO MEXIy 4 u 6 "aca cie eTHOKpaTHA [103a U Tpae moHe 24
yaca: MUHUMaHUTE edextn ca okono 87-100% ot MmakcumanHuTe ehexTH.

[MoHmKeHneTo Ha KPHBHOTO HaJsiTaHe HACTHITBA Obp30. [Ipy pecrioHepy HopMalM3anusaTa ce MOCTUTa B
paMKHTE Ha eJIMH MeCell U MPojbkaBa Oe3 rmosia Ha Taxuuiakcus.

CriupaHeTo Ha JICYSHUETO He BOM 10 pedayH-edekT.

[lepunponpui HaMansABa JIeBOKaMEpPHATA XUIIEPTPODHSL.
[Ipu YoBeka e MOTBBPACHO, Y€ MEePUHAONPHUII TIOKa3Ba ChIAOpa3LINpsBaIIn cBolicTBa. Toil momoOpsiBa

€JIaCTUYHOCTTA Ha T'OJIEMUTE apTCPUU U HaMaJIABA OTHOMICHUETO MEAWAIJIYMCH Ha MAJIKUTC apTCPHUU.

CrabuiaHa KopoHapHa O0JIECT HA CHPIIETO:

[IpoyuBanero EUROPA e MHOTOLIEHTPOBO, MEXIYHAPOJHO, PAaHIOMHU3UPAHO, IBOWHO-CIIAIO, T1ae0o-
KOHTPOJMPAHO KIMHUYHO U3NUTBAHE C MPOIBIKUTETHOCT 4 TOANHU.

O6mio 12 218 nanueHTH Ha Bb3pacT HaJ 18 ronuHu ca OWIN paHIOMU3UPaHH Ja MoJydyaBaT § mg
NEPUHAONPHIT TepT-OyTriIaMuH (eKBUBaJIEHTHU Ha 10 mg nepunaonpuin apruaut) (n=6110) nm mnane6o
(n=6108).

[Ipoyuenara momynanms € ¢ JaHHK 32 KOpOHapHa OoJiecT Ha ChpIleTo 0e3 JaHHU 33 KIMHAYHU IPOSIBU HA
chpaedHa HemocTaThaHOCT. 0610 90% OT manuenTrTe ca O ¢ MpEeaIIecTBaIl MUOKapIeH HHMAPKT U/ AN
IpemecTBalia KopoHapHa peBackysiapusanus. [loBedeTo nanyeHTH ca moayyuiain U3MUTBAHOTO CPEICTBO
3a€JHO C KOHBEHI[MOHAJIHO JICYEHUE BKIIOUBAIIO TPOMOOLMTHA WHXUOUTOPH, JIMIIUIOTIOHMKABAIIN
cpencTBa u Oeta-0JI0KepH.

OcHOBeH KpuTepHi 3a eUKacHOCT € KOMOMHAIMATA OT ChbpACYHOCHI0BA CMBPTHOCT, HedaTaieH
MUOKap/ieH HHPAPKT W/UIH ChPACUYEH apecT C yCIelHa pecycuuTanus. Jleuenuero ¢ § mg mepuHI0NpUII
TepT-OyTHiIaMuH (eKBUBaJeHTHH Ha 10 mg mepuHIONPHIT apriHIH) BEIHBXK THEBHO € JOBEJO 0
curHA(prKaHTHA aOCOMOTHA peAyKIUS Ha TIIaBHUS KpaeH n3xon oT 1.9% (20% pemyKiust Ha pelaTHBHUS
puck, 95%CI [9.4; 28.6] — p<0.001).

[Ipu nauyeHTH ¢ MPeKUBSIH MUOKapIeH HHPAPKT W/WIIK PeBacKyIapU3alus B CpaBHEHHUE ¢ Iianedo ce
HaOJ0/1aBa abCOI0THA PEAYKIUS Ha TJIaBHUS KpacH u3xoj oT 2.2%, choTBeTCTBaIM Ha 22.4% peayKius Ha
penatuBaus prck (95%ClI [12.0; 31.6] — p<0.001).
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JlaHHU OT KIMHUYHWUTE IPOYYBAHMUS 3a JIBOVWHATA 0JOKAaa HAa CUCTEMaTa PEeHUH-aHTMOTEH3UH-AJI0CTEPOH
(RAAS):

JlBe ronemu pangomusupanu kKontpoiupanu npoyusanus — ONTARGET (ONgoing Telmisartan Alone and
in combination with Ramipril Global Endpoint Trial - Tekymo riodanHo U3nUTBaHE 3a KpaifHU TOYKH Ha
TeJIMHCapTaH, CAMOCTOATENHO U B KomOuHaius ¢ pamunpmin) 1 VA NEPHRON-D (Knunudno npoy4uBane
CBBP3aHO C pa3BUTHE Ha HeponaTus npu 1uabdeT, MpoBeZeHO OT MUHHCTEPCTBO MO BBIIPOCUTE HA
BETEpaHNTe) — MpoyYBat ynorpedaTa Ha komOnHanmsTa oT ACE naxubnurop u anrnorensud ll-penentopen
omokep.

ONTARGET e npoyuBane, mpoBeJeHO MY MALMEHTH C aHaAMHE3a 3a ChbPACYHO-CHI0BA HIIM MO3bYHOCHJ0OBA
OosecT, WK 3axapeH nuadeT TUM 2, TPUAPYKEHU C JaHHH 33 yBpeXkKJaHe Ha eeKTOpHHU opranu. VA
NEPHRON-D e npoy4Bane npu naiueHTH CbC 3aXapeH auadeT Tun 2 U auadeTHa HepomaTHs.

Tesu npoyuBaHuUs HE TTOKA3BaT 3HAYMM OJIATONPUATEH €(DEKT BbPXY OBOPESIHUTE H/HIIA CHPICIHO-CHIOBUTE
HOCJIEIMIN U CMBPTHOCT, KaTO CHILEBPEMEHHO ca HAaOJIIOAaBaHH MMOBHUILIEH PUCK OT XUIEPKAIUEMHUS, OCTPO
yBpexIaHe Ha ObOpenuTe U/Uik XUIIOTOHUS B CpaBHEHHE ¢ MOHOTepanusiTa.Kato ce nmar npeasun
CXOIHUTE UM (papMaKOJAMHAMUYHHU CBOMCTBA, T€3U PE3yNTaTH ca NpriIoKuMH U 3a Apyru ACE nnxuburopu
u anrnoteH3uH II-penentopuu Gokepu.

ACE unxubutopu n anrnoteHsut II-penentopau O10kepu ciegoBaTeTHO HE TPSAOBa J1a c€ U3IMOI3BAT
S€THOBPEMEHHO TIPH MMAIMEeHTH ¢ AunabeTHa HedpormaThs.

ALTITUDE (Knuan4HO npoy4BaHe MPOBEACHO ¢ aTMCKUPEH NPH MALHEHTH ChC 3aXapeH quadeT TvI 2 ¢
M3I0JI3BaHE HAa CHPIACYHO-CHIOBU U OBOpeyHH 3a00iABaHMs KaTo KpaiilHU TOYKH) € IIPOyYBaHe,
npeJHa3Ha4YeHo Ja U3CIeBa 1oj3aTa OT 100aBsSHETO Ha alMCKUPEH KbM cTaHAapTHa Tepamus ¢ ACE
WHXHOUTOP WIIN aHTHOTeH3UH [[-perienTopen 60kep Mpy MAIlMEeHTH ChC 3aXapeH TuabeT THI 2 U XPOHUYHO
0B0pedHo 3a00iIsIBaHe, ChPACUYHO-CHIOBO 3200 IIBaHe WK | JIBeTe. [[poydBaHeTO € mpeKpaTeHo
IPEXIEBPEMEHHO NTOpaiy MOBHUILEH PUCK OT HEOIaronpusaTHy nocueaniy. Kakro cbpaedHo-cpaoBaTa
CMBPT, TaKa U HHCYJTHT ca II0-YeCTH B rpynaTa Ha aJlICKUPEH, OTKOJIKOTO B TpylaTa Ha mianebo, a
NPECTABIABALINTE HHTEPEC HEXKENaH! CHOUTHS 1 CEPUO3HU HEXKENIaHU ChbOUTHUS (XUIIEPKaTHEeMus,
XUIMOTOHHA U ObOpeyHa AUCPYHKINS) ce ChOOIABAT 0-4eCTO B rpynaTa Ha alICKHUPEH, OTKOJIKOTO B
rpynaTa Ha 1aneoo.

Amnoounun:

MexaHu3bM Ha JIEUCTBUE

AMIIOIMTIUH € HHXUOUTOP Ha BXOASANINS KAIIHNEB HOHEH MOTOK OT TUXUAPOIMUPUANHOBATA rpyma (Oiokep Ha
0aBHHTE KaHAIW WJI aHTATOHUCT Ha KaJIMEBUTE HOHM) K MHXUOUPA TpaHCMEMOPaHHUS BXO/JIAII TIOTOK Ha
KQJILMEBU MOHU B ChPJICYHATA U ChJA0BATAa MyCKYJIaTypa.

MexaHu3MbT Ha aHTUXUTIEPTEH3UBHOTO JIEWCTBIE HA aMJIOJIUIIHH CE€ JBJDKU Ha MPSIK pelakcaHTeH eexT
BBPXY ChJOBaTa IaJiIka MycKyJaTrypa. TOUYHHUAT MEXaHU3bM, 10 KOWTO aMJIOJUIIMH 00JeKYaBa aHTMHATa HE
€ HaIBbJIHO M3SICHEH, HO aMJIOJIMITHH HaMaJIsiBa OOl HICXEMHUYEH TOBAp Upe3 CIECAHUTE JIBE NCHCTBUSL:

- AMIIOIUNVH pa3mupsiBa nepuepHUTE aApTEPHOIH M TaKa HaMaIsiBa 00MOTO epUPEePHO CHIPOTUBIICHUE
(cnenHaTOBapBaHe), Cpelly KOETO pabOTH ChpIeTo. Thil KATO ChpJicUHATA YECTOTA OCTABA HEMPOMEHEHA,
TOBa OTOPEMEHSIBAHE HA CHPIICTO HAMAJISIBA MUOKApIHATA KOHCYMAIUsl Ha EHEPTHS U KUCIIOPOTHUTE
HYXKIH.

- MexaHU3MBbT Ha JCHCTBHE HA aMJIOIUIIMH BEPOSTHO BKIIIOUBA M TUJIATAIMS HA TJIABHUTE KOPOHAPHHU
apTepUu M Ha KOPOHAPHUTE apTEPUOITH B HOPMAJTHU M UCXEMHUYHH CETMEHTH. Ta3u JUIaTalus IOBUIIaBa
CHAOISIBAHETO C KUCJIOPOJ HA MHOKap/a MPHY MAINUEHTH ChC CIIa3bM Ha KOPOHAPHUTE apTepuu (BapuaHTHA
aHrurHa Ha Prinzmetal).

Kinnunyna edukacHocT U 6€300aCHOCT

[Ipu nauyeHTH ¢ XUNEPTOHUS €IHOKPATHUS THEBEH IPHEM OCUTYPSIBA KIMHUYHO CUTHU()MKAHTHA PEAYKIHUS
Ha KPBBHOTO HAJISITAaHE U B XOPU30HTAIHO, U B IIPAaBO MOJIOKEHHUE Npe3 Lenus 24-yacoB uatepsali. [lopagu
0aBHOTO Ha4aJo Ha ACHCTBHETO MY, OCTpaTa XUIIOTOHUS HE € XapaKTEepHa 3a MIPUIIOKESHUETO Ha aMIIOAMITUH.
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[Ipn manmeHTH ¢ aHTWHA €THOKPATHOTO JTHEBHO MPUJIOKEHHNE Ha aMJIOTUIINH YABIKaBa OOIIOTO BpeMe Ha
HaTOBapBaHe, BPEMETO JI0 [10sIBa Ha aHTMHA U BpeMeTo A0 1-mm nenpecus Ha ST-cerMeHTa U HamassiBa
€IHOBPEMEHHO OpOos Ha AaHTMHO3HUTE MPUCTBIIN U OPOsl Ha KOHCYMUPAaHUTE TabJIETKU TIIULIEPHUII TPUHUTPAT.

AMJ'IO,Z[I/IHI/IH HE CC CBbP3Ba C He6J'Ial"OHpI/IHTHI/I MeTaOOIUTHU C(bCKTI/I HJIM IPOMCHHU B IIJIA3MCHUTC JIMIIUAN U
€ IMOAXOJ4111 3a yHOTpC6a IIpyu ManueHTH € aCT™Ma, I[I/Ia6€T " noaarpa.

Hayuenmu c ucxemuuna boaecm na copuemo (MBC)

EdextnBHOCTTA HA aMITOAMTIMH 32 TPO(GMIAKTHKA HA KIMHUYHA WHIIUACHTH MIPH MMaIHEHTH C ICXEMUYHA
ooxect Ha ceprieto (MBC) e orieHeHa B HE3aBHCHMO, MHOTOIIEHTPOBO, PAHIOMHU3UPAHO, ABOHHO-CIISTIO,
1ane60-KOHTPOIMPAHO KIMHUYHO MpoyyBaHe npu 1997 mauuentu: CpaBHEeHNE HAa aMJIOJUITUH CIIPSIMO
eHaJIaTpHJI 32 OTpaHnvaBaHe Ha mosiBata Ha TpomOo3a (Comparison of Amlodipine vs Enalapril to Limit
Occurrences of Thrombosis) (CAMELOT). Ot Te3u naruenTy, 663 ca jgekyBanu ¢ amioaunus 5-10 mg, 673
MalyeHTH ca JIeKyBaHu ¢ eHajganpui 10-20 mg, a 655 manueHTy ca JISKyBaHH ¢ II1are6o0, B TOIIBIHCHHE KbM
CTaH/JapTHA TEPAIUs ChC CTATUHH, OeTa-0IOKepH, TUYPETUIN U alleTHIICATUIINIOBA KUCEINHA, B
npoabDKeHHe Ha 2 TonuHu. OCHOBHUTE Pe3yNTaTH 3a eUKaCHOCTTA OT JICYEHUETO ca MPEACTABEHH B
Tabnuua 1. Pesyntatute mokassar, ue JICUEHHETO C aMJIIOAUIINH € CBBP3aHO € MO-MaJIKO XOCIIHTAIN3AINHN 32
CTEHOKapAMs U MPOIeTypH 3a peBacKynapusauus npu nauentu ¢ UbC.

Ta6auna 1. Yecrora Ha 3HaunMuTe KIMHUYHM cbOuTUS ipu CAMELOT
YectoTa HA CHPICYHO-CHIOBUTE ChOUTHUS, OpPOi AMIIOIUINH cpenty miaanebo
%
Knuamaan AwmitonunuH IImame6o Enamanpun OTHOCUTENICH P -croitrocT

CHOUTHS puck (95% JAN)

IIspBrYHA KpaiiHa 1ea
Hexenanu 110 (16,6) 151 (23,1) 136 (20,2) | 0,69 (0,54-0,88) 0,003
ChPJCUHO-

ChJIOBU

CHOUTHS
OTIenHH KOMIIOHEHTH
Koponapha 78 (11,8) 103 (15,7) 95 (14,1) 0,73 (0,54-0,98) 0,03
peBackynapusa
s
Xocnuraausa- 51 (7,7) 84 (12,8) 86 (12,8) 0,58 (0,41-0,82) 0,002
U 3a
CTEeHOKapAns
Hedaranen 14 (2,1) 19 (2,9) 11 (1,6) 0,73 (0,37-1,46) 0,37
MU
WHcynT win 6 (0,9) 12 (1,8) 8(1,2) 0,50 (0,19-1,32) 0,15
THUA
Cwpreuno- 5(0,8) 2(0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
CHJIOBA CMBPT
XocnuTanusa- 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0,46
nus 3a 3CH
[pexwussia 0 4 (0,6) 1(0,1) NA 0,04
ChpJeYeH apecT
HosonosBuia 5(0,8) 2(0,3) 8(1,2) 2,6 (0,50-13,4) 0,24
ce nepudepHa
ChJIOBa 00JIECT
Crokpamenus: 3CH, 3acroitHa cbpaeuna HegoctarbuaocT; [, mosepureneH uatepsair; MU, MmuokapaeH
nHpapkT; TUA, TpaH3UTOPHU UCXEMHUTHH aTaKH.

22



Cvpoeuna nedocmamvyHocm

XeMoIuHAMAYHY W3CJICABAHIS U KOHTPOJIUPAHHN KIMHIUYHN MIPOYIBAHUS ¢ (PU3NUECKO HATOBapBaHEe TIPH
MAIUEeHTH ChC ChpaedHa HemoctaThbaHoCT Kiac [I-1V mo NYHA nokasBat, 4e aMIOAuIH He BOIH 10
KIMHUYHO BIIOIIABaHE, OIICHEHO Upe3 TOJIepaHca KbM (PU3NUECKO HaTOBapBaHe, PpaKIUATa Ha U3TIIACKBAHE
Ha JIsiBaTa KaMepa U KIMHUYHATA CUMITOMATHKA.

ITrane6o-kouTpOaMpano kinaundHO nmpoyuBane (PRISE), mpearasnadeno 3a omeHKa Ha MAIHEHTH ChC
cepaeuna HepoctaThuHOCT Kitac [II-1V mo NYHA, monygaBamu aurokcuH, nuypetunu 1 ACE uHXuOuTOpH,
€ TI0Ka3aJio, Y€ aMJIOJUITHH He BOIH JI0 TTOBUIIABAaHE HAa PHUCKA 33 CMBPTHOCT MJIM KOMOWHHpaHa CMBPTHOCT
1 3200JI€Ba€MOCT IIPH ChPJICYHA HEIOCTATHYHOCT.

B mpocneasBaiio, IpArocpovHo, miarne6o-KOHTPONIUpano KIMHUIHO mpoy4sane (PRISE-2) ¢ ammoaumun
MIPH MAIMEeHTH ChC ChpaeuyHa HenocTaTbuHoCT Kiac -1V mo NYHA 6e3 kinHuYHN CUMITOMH WITH
OOEKTHBHU HAXOAKH 3a Bb3MOKHA NN HAJIMYHA UCXEMHUYHA Oosect Ha ChpUECTO, HA ITOCTOAHHA TEPpAIIUs C
ACE wHXHOUTOpPH, TUTUTAIHC U JUYPETHITH, aMIIOAUITHH HAMa e(heKT BhpXY 00IIaTa ChpIeIHO-ChI0BA
cMbpTHOCT. [Ipu chiiaTa momynamus, MPHIIOKEHUETO Ha aMJIOMIIAH € CBhP3aHO C YBEIIMUeHa YecToTa Ha
CBHOOIIEeHHS 32 6e0POOEH OTOK.

[IpoyuBane 3a neveHue 3a npodunakTuka Ha cbpaedeH npuctol (ALLHAT):

PannoMu3upaHo ABOHHO-CIIAIO IPOyYBaHe 3a 3a00J1IeBaeMOCT-CMBPTHOCT, HapeueHo Antihypertensive and
Lipid-Lowering Treatment to Prevent Heart Attack Trial (ALLHAT), Geliie mpoBeA€eHO C I€]I CPaBHEHHUE
MEX]y IT0-HOBH JICKAPCTBEHH CPEJICTBA: aMIIOMUIHH 2.5-10 mg/neH (KaaueB aHTarOHUCT) WIIN JTH3UHOTIPUTT
10-40 mg/nen (ACE uHXuOUTOpP) KaTO MBPBU M300p M THA3HIHUS JUYPETHK XJIopTanuaoH 12.5-25 mg/nen
IIPY JIEKa 10 yMEpeHa XUIEPTOHHSL.

O6m10 33 357 XunepTOHUIM Ha BB3pacT 55 WK TIOBeYe TOMHH Ca PaHJOMU3UPaHH U MPOCIECHH 32 CpeleH
cpok ot 4.9 roguau. [TarueHTHTE Ca MMaTd MUHIMYM €JIMH JIOMBIHUTENeH puckoB (dakrop 3a KBC,
BKITFOUMTEITHO TIPEKUBSH MUOKap/eH HH(MAPKT WU HHCYIT > 6 Mecena Mpe/ii HAOUpaHeTo WK
JIOoKyMeHTalus 3a apyra arepockieporndtna CCh (061mo 51.5%), muader tum 2 (36.1%), HDL-C < 35 mg/dL
(11.6%), neBokaMepHa XUIEePTPO(Hs YCTAHOBEHA C eJIEKTpOKapAnorpaMa uin exokapauorpadus (20.9%),
TroTroHOMyIIeHE (21.9%).

'naBHUST KpaeH KpuTepHii e koMOuHanus BrrouBama garanmna KbC unu Hedaranen MmuokapaeH HHapPKT.
[To oTHOMIEHNE HA TTIABHUS KpaeH KPUTEPH HE € YCTAHOBEHA CUTHU(UKAHTHA Pa3inKa MEXIy JCUCHHETO
Ha 0a3aTta Ha aMJIOJIMIIMH M JieueHne Ha 6a3ara Ha xiopranuaon: RR 0.98 95% CI1(0.90-1.07) p=0.65. Cpen
BTOPUYHHUTE KPalHHHU KPUTEPUH, YECTOTATA HA ChPACYHATA HEAOCTATHUHOCT (STUH OT KOMITOHCHTHUTE Ha
cOOpHUS KOMOWHHUPAH ChPJACYHOCHIOB KPaeH KPUTEPHii) € CUTHU(PHUKAHTHO MO-BUCOKA B aMJIOAUTITHOBATA
rpyma, B cpaBHEHUE ¢ xyopranugonosara rpymna (10.2% % vs 7.7%, RR 1.38, 95% CI [1.25-1.52] p<0.001).
ITo oTHOIICHKHE Ha O0IaTa CMBPTHOCT, 00aye, JIMIICBA CUTHU(MKAHTHA Pa3InKa MEXKY JICUCHUETO HA
0a3zara Ha aMITOJUITMH M JIEYeHHETO Ha Oa3zaTta Ha xiopranmunod RR 0.96 95% CI [0.89-1.02] p=0.20.

52 dapmakoKHHETHYHU CBOICTBA

CrenenTa 1 00XBaTHT Ha a0COPOIMs HA IEPUHIONPHII ¥ amioaunuH ot [Ipectapuym-Ko He ca
CUTHU(UKAHTHO Pa3IMIHU, CbOTBETHO, OT CTETICHTAa K 00XBaTHT Ha aOCOPOIHS HA TICPUHIOTIPUI U
aMJIOJMIIAH OT WHAWBUIYaJTHUTE TabIeTHN (HOpMHU.

Illepundonpun:
AOGcopOuus

Cren nepopaliHo IPUJIOKEeHHE a0COpOIUATa HA IEPUHIONPIUIT € Obp3a U MUKOBaTa KOHIISHTPAIIHS Ce
noctura 3a 1 gac. ITnazMeHusT noiry>kMBOT Ha IEPUHIONPUII PaBeH Ha 1 vac.

Ilepungonpui e IeKapCcTBEH MpeIIecTBEHUK. JIBageceT U ceieM MpoIeHTa OT IpHIoJKeHaTa 1032
TIEPUHOTIPIIT JOCTHTA KPHBOTOKA MO popMaTa Ha aKTHBHHS METaOOJIUT MIePUHIONIPHIIAT. B mombiHeHne
KbM aKTHUBHUS EPUHIOIPUIIAT, ICPUHIONPUI 1aBa TIeT MeTab0INTHA, BCHYKUTE HeakTuBHU. [InkoBaTa
MJa3MEHa KOHIICHTpAIHs Ha MEPUHIONPUIIAT c€ TocTrra 3a 3 10 4 Jaca.
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Tt KaTo MOTTBIIIAHETO HA XpaHa MTOHIKaBa KOHBEPCHUATA JI0 IEPUHAONPUIIAT, a C TOBA U OMOHAINYHOCTTA,
TIEPUHIOTIPIII ApTHHHUH TPSIOBa Aa Ob/ie MPUIIOKEH NMEPOPATHO B €IHOKPATHA THEBHA /1032 CYTPUH IPEIH
XpaHEeHe.

I[CMOHCTpI/IpaHa € JMHEHHA 3aBUCHMOCT MCXKAY A03aTa Ha NNCPUHAOIPUI U IIJIa3MCHATa MYy CKCIIO3HULIH .

Paznpenenenue

O06embT Ha pasnpezenenue e npubnusurtenHo 0.2 1/kg 3a HecBbp3anus nepuHaonpuiaT. CBp3BaHETO HA
MEePUHIOTIPIIIAT C TIa3MeHuTe IpoTenHu € 20%, TIaBHO ¢ aHTMOTEH3WH KOHBEPTHUPAIIUS €H3UM, HO €
KOHIICHTPAIIMOHHO 3aBHCHMO.

EnuMunupane

[lepunponpuniaT ce eMMMUHUPA B ypUHATA M KPAWHUAT MOITY)KUBOT Ha HECBBbp3aHaTa (pakius e
npubu3uTenHo 17 gaca, KOeTo BOAM 10 AOCTHTaHE Ha PaBHOBECHH KOHIIEHTPAINH 33 4 THU.

Crapuecka Bb3pacT, ChpAeYHa HEJIOCTATHYHOCT, ObOpedHa HEIOCTATHUYHOCT

EnvMunanmsaTa Ha IepuHAONPUIIAT € HaMaJleHa IPH XOpa B CTapyecKa Bb3PACT U CHIIO MPH MMAIUEHTH ChC
ChpJICYHA WM OBOpEYHA HEAOCTATHYHOCT (BXK. Touka 4.2). CinenoBaTesHO, OOMYaWHUSAT MEIUIIMHCKH
KOHTPOJ TPpsIOBa Jja BKIIFOUBA YECTO U3CIIC/IBAHE HA KPCAaTHHIHA U KaJIHS.

YepHOompoOHA HETOCTATHUYHOCT

JMamu3HUAT KITUPHHC HA TIEPUHAONPIUIAT € paBeH Ha 70 ml/min.

dapMaKOKWHETHKATA Ha TIEPUHAONPUII € IPOMEHEHa P MAaIMeHTH C IMPo3a: YePHOAPOOHUAT KIMPHHC Ha
MalYrHAaTa MOJIEKYJia € HaMaJleH HalloJIOBUHA. Bce mak, KoiarmuecTBOTO 00pa3yBaH NEpUHAONPUIIAT HE
HaMaJIsiBa U CJICJIOBATEIIHO HE € HEO0O0X0IMMa KOPEKIUs Ha J03aTta (BX. Touka 4.2 u 4.4).

Amnoounumn:
AOcopO1us, pa3peaeiieHie, CBbP3BaHe Ha IIa3MEHHUS IPOTEUH

Cren mepopaiHo IPUJIOKEHNE Ha TEPAIleBTHYHH 03K aMJIOIUTIHH ce abcopOupa 100pe ¢ MMKOBH KPHBHH
HUBa MeXTy 6 n 12 daca cneq nmpuema. M3uncnenara abcomoTHa OnoHaTHIHOCT € Mexay 64 u 80%.

OO0embT Ha pasnpezenenue e npubnumsurenHo 21 1/kg. In vitro npoyuyBanus mokaspar, 4e NPHOIM3UTEITHO
97.5% oT unpKyIupanys aMmIOAUINH € CBbP3aH C IJIa3MEHUTE IPOTEHHH.

buonamiuaocTTa Ha AMJIOJIUIIMH HE CC MOBJIMABA OT IIPHEMA Ha XpaHa.

buorpauchopmanust/Enmmuanpane

KpallHUAT enuMUHAIMOHEH MOTY>KUBOT € 0K0JIO 35-50 yaca U € CbBMECTUM C €JHOKPATHO THEBHO
Jo3rpaHe. AMIOTUIINH ce MeTa0OIN3upa EKCTEH3UBHO OT YepHUs ApoO 10 HeakTuBHH MeTabomut ¢ 10%
OT IIbPBOHAYAITHOTO CheAuHeHUe U 60% 0T METabOIMTHTE CE CKCKPETUPAT B ypUHATA.

Crapuecka Bb3pacT

BpewmerTo 3a qocturane Ha MaKCUMalHa TUTa3MeHa KOHIIGHTpAIlUs Ha aMJIOJUIINH € CXOJ/IHO IIPU X0pa B
HarpeaHaia Bb3pacT U IMo-MJIaanu Xopa. KJH/Ip’I)HCT)T Ha aMJIOJWIINH ITOKa3Ba TCHACHIMS KbM ITO-HUCKHU
CTOWHOCTH ¢ mocesaio nopumenrne Ha AUC 1 enmMMUHAIIMOHHAS TTOITYKMBOT IPH  XOpa B HaNpeaHa a
BB3pacT. HapactBareTo #a AUC (muromrra mox KpuBaTa BpeMe-KOHIIEHTPAIiA) X BpEMETO Ha
MOJTyeTMMUHUPAHE TPH MAIUEHTH ChC 3aCTONHHA ChPJIeYHA HEAOCTATHYHOCT Ca OHMITH CIIOpE]] O4aKBAaHOTO 3a
MpOoyYBaHATa Bb3pPacTOBa rPyIia MallUCHTH.

[ManmenTn ¢ HapylIeHa YepHOAPOOHA QYHKIIUS
Hannunu ca MHOTO MaJIkKO KJIMHUYHU JaHHU OTHOCHO IIPUEMAHETO HA aMJIOJUIIMH OT ITALMEHTH C HAPYILIECHA
yepHOApoOHa QyHKIKA. [lanmenTn ¢ YepHOIPOOHA HEAOCTATHYHOCT UMAT HAMaJIeH KIIMPHHC HAa aMIIOAUITHH

B Pe3y/ITaT Ha YIBJKEHUS OIy-KHBOT U roBuinaBaneTo Ha AUC ¢ okono 40-60%.

5.3 IlpeAKJIMHUYHM JAHHM 32 0€30MACHOCT

Ilepunoonpun:
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B m3nuTBaHMs 32 XpOHUYHA TIEPOPATHA TOKCHIHOCT (TUTHX0BE U MAaMYHH) TAPTETHUST OpraH ¢ OLOPEeKbT, C
00paTUMO YBpEeXIaHe.

B in vitro wiu in Vivo mpoyuBanust He ¢ HaOII0JaBaHa MyTareHHOCT.

W3nutBaHuATa 32 peNPOAYKTUBHA TOKCUYHOCT (TUTHXOBE, MHIIKHY, 3aHIM 1 MATMYHH) HE TIOKa3BaT JAHHH 32
E€MOPHUOTOKCUYHOCT MJIM TEPATOreHHOCT. Bee nak, umMa JaHHM, 4Ye MHXUOUTOPHUTE Ha aHTHOTCH3MH
KOHBEPTHUPAILUS SH3UM KaTO KJ1ac MPEIU3BUKBAT HEXeJaH! e(DEKTH BbPXY KbCHOTO (PETATHO pa3BUTHE,
BOJICIIH 110 peTaTHa CMBPT U BpOIeHU e()EeKTH MTPU TPU3adH U 3aiIH: HaOIto1aBanu ca ObOpETHH JIC3UN U
MOBHUIIIEHUE Ha TIepU- ¥ MMOCTHATAIHATA CMBPTHOCT. HsiMa HapymieHne Ha pepTUIHTETa KaKTO TIPH KEHCKH,
TaKa ¥ TIPU MBKKU TUTBXOBE.

B mpnrocpodyny M3NUTBaHUS MPU TUIHXOBE U MUIIKH HE € Ha0III0IaBaHa KaHIIEPOT€HHOCT.

Amnoounumn:
Penpoodyxmusna moxcuunocm:

[TpoyuBaHus BbPXY PENPOAYKTUBHOCTTA TP ITHXOBE M MHIIIKH [TOKa3BaT 3aKbCHSIBAHE HA JaTaTa Ha
paXkIaHe, yIbJDKEHA MPOIBIDKUTETHOCT HA PAXKIAHETO M HAMAJICHA JKU3HECTIOCOOHOCT Ha TIOTOMCTBOTO TPH
JI031 TIPUOIU3UTETHO 50 MBTH MO-BUCOKH OT MAKCHUMAHHUTE TPETIOPBUYUTEITHH 03U TIPH XOPa, U3UHUCIICHH
Ha 0a3a mg/kg.

Hapywenus eve pepmunrumema:

Hsama edextn BbpxXy GepTunnTeTa Ha IUTHXOBE, TPETUPAHU C aMJIOJUIHH (MBXKKH 3a 64 THU U J)KeHCKH 3a 14
JTHY TIpeJI OTLTOKAane) B 1o3u Hax 10mg/kg/nen (8 mbTU™® MO-BUCOKH OT MAaKCHMAITHO MPENIOPbUYUTEIIHATA
3a xopa 103a oT 10 mg /m?, u3uncnena Ha 6aza mg /m?). B qpyro npoyusaHe, B KOETO MbKKH IIIbXOBE €A
OunM TpeTUpaHu ¢ aMJIOAUINH Oe3mnat 3a 30 THU B 03U, CPABHUMH C TE3U IPH YoBeKa, Ha Oa3ata mg/kg,
MOKa3BaT HaMaJlsABaHe B IJla3MaTa Ha (hOJIUKYJIO-CTUMYJIUPAIIHS XOPMOH M Ha TECTOCTEPOHA, KAKTO U
HaMalsBaHe Ha TUTbTHOCTTA HA CIIEPMATA U Ha OpOsi 3peiH CIIEPMATO30U N M CEPTOJIMEBH KIICTKH.

KapuuH oceHesa, mymacenesa.

Hsima naHHU 3a KapLHHOTEHHOCT NMPH MIBXOBETE U MUILIKUTE, TPETHPAHU C aMJIOJTUIINH B TUETaTa 3a JIBe
TOJIMHU B KOHIICHTPAIMH, U3UUCIICHH J]a OCUTYPAT JHEBHHU n030BH HUBA oT 0,5, 1,25 u 2,5 mg/kg/nen. Haii-
BUCOKATa /1032 (IIPY MUIIKK OJIM30 10, @ IPY IUTbXOBE J1Ba IBTH* 110-BUCOKA OT MAKCUMAaJIHATa
NIPENOPBYMTENHA KIMHMYHA 1032 0T 10 mg, u3umciena 3a mg/m?) e 6uina 61M3Ka 10 MaKCMMaIHaTa
TOJIEpHpaHa J103a 3a MULIKH, HO HE U 32 IIbXOBE.

Hpoy‘lBaHI/IHTa 3a MYTAarcHHOCT HC ITOKa3BaT JICKAPCTBCHO O6yCHOB€HI/I C(bCKTI/I HHWTO HA TCHHO, HUTO Ha
XPOMO30MHO HUBO.

*p3unciieHa 3a marueHTH ¢ teriio 50 kg.

6. DOAPMAIIEBTUYHU JAHHA

6.1 ChnucbK Ha IOMOLIHUTE BelecTBA
JlakTo3a MOHOXUIPAT

MukpoxkpucTaina nenyiosa (E460)

Cunuues muokcu, kojouaeH oe3someH (E551)
Marne3sueB creapat (E470B)

6.2 HecbBMEeCTUMOCTH

He e npunoxumo.
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6.3 Cpok Ha rogHocTt

3 roguH"

6.4 CnenmajHu npeana3Hy MepKHU NPU ChbXpaHeHUe

CoxpansBaiiTe OmaKoBKaTa IUTHTHO 3aTBOPEHA, 32 JIa Ce Tpenasu oT Biara. ChXpaHsBailTe B OpUrdHaIHATA
onakoBKa. To3u JiekapCTBEH MPOAYKT HE U3UCKBA CIIEUAIHN TEMIIEPATYPHHU YCIOBUS Ha ChXpaHEHHE.

6.5 Jlanau 3a omakoBKaTa

5,7, 10, 14, 20, 28, 30 wiu 50 TabneTKky B TOJUIIPONUIICHOBA ONIAKOBKA, CHA0eHA C YILTHTHUTEN OT
MOJIMETUJICH C HUCKA TUTHTHOCT U 3aIlyIIaNKa OT MOJUETUIICH C HUCKA IUTHTHOCT, ChABPIKAIl CYIIUTEIL.
Kytus ¢ 1 onakoBka ot 5, 7, 10, 14, 20, 28, 30 wiu 50 tabiaeTku.

Kytus ¢ 2 onakoBku ot 28, 30 numm 50 TabneTku.

KyTns ¢ 3 onakoBku ot 28 TabneTKH.

Kytus ¢ 3 omakoBku ot 30 TaGeTKH.

KyTus ¢ 4 onakoBku ot 30 TaGJICTKH.

Kytus ¢ 10 orrakoBku ot 50 TabieTkw.

He Bcuuku BUIOBE OMAKOBKM MOTaT Jia ObJaT MyCHATH B IPOAAK0A.

6.6 Cnenmuajnu npeana3HN MepKHU MPH U3XBbPJIsiHE

Hsama CIICIUAaJIHN U3MCKBAHMA.

7. INPUTEXATEJ HA PASPEIIEHUETO 3A YIHIOTPEBA
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex

OpaHuus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA
[TPECTAPUYM-KO 5 mg/5 mg Tabnerku: 20080113
IMPECTAPUYM-KO 5 mg/10 mg ta6nerku: 20080114
I[TPECTAPUYM-KO 10 mg/5 mg Tabnerku: 20080115
IMPECTAPUYM-KO 10 mg/10 mg tabnerku: 20080116

9. JATA HA ITbPBO PA3ZPEINABAHE/IIOJHOBSABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

26.06.2008

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA: 07/2022 r.
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JAHHU BBPXY OITAKOBKATA
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

ITpectapuym-Ko ® 5 mg/5 mg tabnerku
TIePUHIONPUIT APTMHUH/AMIIOIUITHH

Prestarium-Co® 5 mg/5 mg tablets
perindopril arginine/amlodipine

2. OBSIBABAHE HA AKTUBHOTO/MTE BEIMECTBO/A

Enna tabneTka chbppika 3,395 MQ nepuHAONPHI CHOTBETCTBANIM HA 5 MQ NepUHIONIPHI apruHuH U 6,935
MQ aMJIOANIMHOB Oe3MIaT ChOTBETCTBALIM Ha 5 MY aMIIOANIINH

3. CIIUCBK HA IIOMOIIHUTE BELLIECTBA

C’BZ[’Bp)Ka JIAKTO3a MOHOXHApAT.
3a moBeue I/IH(I)OpMaLII/ISI MPpOYCTCTC JIUCTOBKATA.

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

5 TabneTKu

7 TabaeTKu
10 TabieTku
14 TabineTku
20 TabneTku
28 TabneTku
30 TabneTKu
50 TabneTku
56 TabneTku
60 TabneTku
84 TabneTku
90 TabneTkn
100 Tabnerku
120 TabneTku
500 TabneTku

5. HAYMH HA ITPUIATAHE U ITBT/UMIIIA HA BBBEXKJIAHE

[lepopanno mpunoxenue. [Ipeau ynorpeba mpouerere JIMCTOBKATA.

6. CHELHUAJIHO ITPEAYHPEXJAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MSACTO JAJIEYE OT IIOI'VIEJA M TIOCETI'A HA JIELIIA
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Ja ce cpxpaHsBa Ha MSICTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHNUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJIUMO

‘ 8. JATA HA U3 TUYAHE HA CPOKA HA TOAHOCT

Tonmen no: {MM/YYYY}

9. CIHHEHHUAJIHU YCJI0OBUSA HA CbXPAHEHUE

ChxpaHsBaiiTe OMaKOBKaTa IUTBTHO 3aTBOPEHA, 3a Jia ce MPE/Iasy OT Biiara.

10. CHEIUWAJIHU NNPEANA3ZHU MEPKU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHMTE ITPOAYKTHU WJIN OTHAABYHU MATEPHUAJIN OT TAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
DpaHuus

12.  HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEGA

Perucrpanuonen Ne: 20080113

‘ 13. TAPTHUJAEH HOMEP

ITaptunen Ne:

14. HAYHH HA OTIIYCKAHE

ITo nekapcko npeanucaHue.

| 15. VKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIpecrapuym-Ko 5 mg/5 mg

17. YHUKAJIEH UAEHTU®UKATOP - IBYNU3MEPEH BAPKO/{
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JByn3mepeH 6apkoJi ¢ BKIIOUCH YHUKAICH UIACHTH(PUKATOP.

‘ 18. YHHUKAJIEH HWAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHUMYM JAHHH, KOUTO TPABBA JA CBbABPXKXAT MAJIKUTE EJMHUYHHU
II'bPBUYHU OITAKOBKHA

KOHTEWUHEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT U ITbT HA BBBEXKJIAHE

IIpectapuym-Ko ® 5 mg/5 mg Tabnetku
TIePUHIONPUIT APTMHUH/aMIOUITHH

IIepopanno npunoxeHue.

‘ 2. HAYMH HA ITPUJIATAHE

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

T'ogen mo: {MM/TTTT}

4. IMAPTUJAEH HOMEP

ITaptunen Ne:

5. CBHAbPKAHUE KATO MACA, OBEM WJIN EJVUHNIIN

5 TabneTKH

7 TabneTKn

10 Tabnerkn
14 TabneTku
20 TabneTKu
28 TabneTku
30 TabneTku
50 TabneTku

| 6. JPYIO

CobKpaliieHus Ha JTHATE OT CEIMUIIATa
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ipectapuym-Ko ® 5 mg/10 mg Tabnetku
TIEPUHIOTIPUIT APTHHUH/AMJIOTUITHH

Prestarium-Co® 5 mg/10 mg tablets
perindopril arginine/amlodipine

2. OBSIBABAHE HA AKTUBHOTO/MTE BEIECTBO/A

Enna Tabnerka cpappka 3,395 My nmepuHAONPHI CHOTBETCTBAIM Ha 5 MY nepuHaonpui apruauH u 13,870
Mg aMJIOAUIIMHOB Oe3uiaT choTBeTCTBaNM Ha 10 My amitoIumuH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Cpabpprka JaKkTO3a MOHOXHIPAT.
3a moBeue nHMOPMAIIHS IPOYETETE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

5 TabneTkn

7 TabaeTKU
10 TabneTku
14 TabneTku
20 TabneTku
28 TabneTku
30 TabneTku
50 TabneTku
56 TabneTKku
60 TabneTkn
84 TabneTku
90 TabmeTku
100 TabneTku
120 TabineTku
500 TabieTku

5. HAYMH HA ITPUJIATAHE U ITBT/UIIIA HA BBBEXKJIAHE

ITepopamao mpuioxenue. [Ipenn ynmorpeda mpoueTeTe INCTOBKATA.

6. CHELNUAJIHO ITPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MACTO JAJIEYE OT IIOTJVIEAA U TIOCEI'A HA JELIA

I[a CC CbXpaHsBa Ha MsCTO, HCAOCTHIIHO 3a ACLA.
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‘ 7. APYI'U CHENUAJIHU NPEAYIIPEXJIEHUS, AKO E HEOBXOJANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

Tomen mo {MM/TTTT?}

9. CIIEHUAJIHU YCJIOBUS HA CBXPAHEHUE

CBXpaHHBaﬁTC OIllaKOBKaTa IIJIbTHO 3aTBOPEHA, 3a /1a C€ IpC€aIa3u OT Bjiara.

10. CHEIWMAJIHU IIPEAITA3HU MEPKU ITPU U3XBBPJISHE HA HEU3IIOJI3BBAHA YACT
OT JIEKAPCTBEHMTE INPOAYKTHU NN OTHAABYHU MATEPHUAJIN OT TAX, AKO CE
N3UCKBAT TAKUBA

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

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

12. HOMEP(A) HA PASBPEHIEHHUETO 3A YIIOTPEBA

Peructpanmonen Ne: 20080114

| 13. MAPTMJEH HOMEP

ITaptunen Ne:

14. HAYMUH HA OTIIYCKAHE

IIo JICKapCKO ONpeaArncaHue.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUS HA BPAIJIOBA A3BBYKA

[pecrapuym-Ko 5 mg/10 mg

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

JIByn3mepeH 0apKoJI ¢ BKIIFOUEH YHHKAJICH UCHTH(UKATOD.
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MHUHHUMYM JAHHH, KOUTO TPABBA JA CBbABPXKXAT MAJIKUTE EJMHUYHHU
II'bPBUYHU OITAKOBKHA

KOHTEWUHEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT U ITbT HA BBBEXKJIAHE

Ipecrapuym-Ko ® 5 mg/10 mg Tabnetku
TIEPUHIOTIPUIT APTHHUH/aMJIOTUITHH
IlepopasHo NPUIIOKEHHE.

‘ 2. HAYMH HA ITPUJIATAHE

l 3. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

Topen mo: {MM/TTTT}

4, IMAPTUJIEH HOMEP

ITaptunen Ne:

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

5 TabneTKu

7 TabaeTKu

10 TabieTku
14 tabnerkun
20 TabneTku
28 TabneTku
30 TabaeTKu
50 TabneTku

| 6. JIPYTO

C’BKpaH_[CHI/IH Ha JHUTC OT CCAMUIIaTa
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JAHHMU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ipecrapuym-Ko ® 10 mg/5 mg Tabnetku
TIEPUHIOTIPUIT APTHHUH/aMJIOTUITHH

Prestarium-Co® 10 mg/5 mg tablets
perindopril arginine/amlodipine

2. OBSIBABAHE HA AKTUBHOTO/MTE BEIIECTBO/A

Enna tabneTka chappika 6,790 mg nepunaonpui cborBeTcTBanm Ha 10 Mg nepunponpui apruauH 1 6,935
MQ aMJIOAWTIMHOB Oe3MIaT ChOTBETCTBALIM Ha 5 MY aMIIOANTIHH.

3. CIIMCBK HA ITIOMOIIHUTE BEHIECTBA

C’BZ[’Bp)Ka JIAKTO3a MOHOXHApAT.
3a moBeue I/IH(I)OpMaLII/ISI MpOYCTECTC JIUCTOBKATA.

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

5 TabneTKn

7 TabaeTKu
10 TabneTku
14 TtabieTku
20 TabneTku
28 TabneTku
30 TabneTKu
50 TabneTku
56 TabneTKu
60 TabaeTku
84 TabneTku
90 TabneTku
100 TabneTku
120 Tabnerkn
500 TabneTku

5. HAYMH HA ITPUJIATAHE U ITBT/MIIIA HA BBBEXK/IAHE

Ilepopanno npunoxxenue. Ilpenn ynorpeba npoueTere JUCTOBKATA.

6. CHELNUAJIHO ITPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'VIEJA U TIOCEI'A HA JIELIA

36




Ja ce cpxpaHsBa Ha MSICTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEINUAJHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

Tonen no {MM/TTTT?}

9. CIHHEINUAJIHH YCJI0BUSA HA CbXPAHEHUE

ChxpaHsBaiTe OMaKOBKaTa IUTBTHO 3aTBOPEHA, 3a JIa ce TPe/Iasu OT Biiara.

10. CHEIMAJIHU NPEANIA3ZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3MMOJI3BAHA YACT
OT JIEKAPCTBEHMTE ITPOAYKTHU WJIN OTHAABYHU MATEPHUAJIN OT TAX, AKO CE
MN3UCKBAT TAKUBA

11. HMME U AJAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
OpaHuus

12.  HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

Perucrpanuonen Ne: 20080115

‘ 13. TAPTHUJEH HOMEP

ITapTunen Ne:

14, HAYHH HA OTIIYCKAHE

IIo nexapcko npeamnucaHue.

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAMJIOBA ABBYKA

Ipecrapuym-Ko 10 mg/5 mg

l 17. YHUKAJIEH UIEHTU®UKATOP - IBYU3MEPEH BAPKO/]

JBynsmepeH 0apkoa ¢ BKJIIOYCH YHUKAICH UICHTH(PHUKATOP.
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MHUHHUMYM JAHHH, KOUTO TPABBA JA CBbABPXKXAT MAJIKUTE EJMHUYHHU
II'bPBUYHU OITAKOBKHA

KOHTEWUHEP

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U ITbT HA BBBEXJIAHE

Ipectapuym-Ko® 10 mg/5 mg tabnetkn
HEePUHIOTIPHII APTHHHH/aMIIOAUTTHH
Tlepopanno mpuiioxeHue

| 2. HAYMH HA IPHJIATAHE

l 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

Topen mo: {MM/TTTT)

4. IHAPTUJAEH HOMEP

ITaptunen Ne:

5. CbABbPKAHUE KATO MACA, OGEM WJIN EJIMHULIN

5 TabneTKu

7 TabaeTKu

10 TabneTku
14 TabineTku
20 TabneTkn
28 TabneTku
30 TabneTKu
50 TabneTku

| 6. JIPYIO

CrKpallleHus Ha THUTE OT CeMHMIIaTa

TTOH
BT
CP
YET
TET
Cbb
HE]]

39



JAHHMU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

IIpectapuym-Ko ® 10 mg/10 mg TabneTku
TIEPUHIOTIPUIT APTHHUH/aMJIOTUITHH

Prestarium-Co® 10 mg/10 mg tablets
perindopril arginine/amlodipine

2. OBSIBABAHE HA AKTUBHOTO/MTE BEIIECTBO/A

Enna tabnetka chppka 6,790 Mg nepuHaonpui choTBeTcTBaM Ha 10 My nepuHIONpHI apruHIH U
13,870 mg am10auIMHOB OE€3UIaT CHOTBETCTBAIM HAa 10 MY aMJIOIUITHH.

3. CIIMCBK HA ITIOMOIIHUTE BEHIECTBA

C’BZ[’Bp)Ka JIAKTO3a MOHOXHApAT.
3a moBeue I/IH(i)OpMaI_II/IH MpOYCTCTEC JIUCTOBKATA.

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

5 TabneTKn

7 TabaeTKu
10 TabneTku
14 TtabieTku
20 TabneTku
28 TabneTku
30 TabneTKu
50 TabneTku
56 TabneTKu
60 TabaeTku
84 TabneTku
90 TabneTku
100 TabneTku
120 Tabnerkn
500 TabneTku

5. HAYMH HA ITPUJIATAHE U ITBT/UMIIIA HA BBBEXK/JIAHE

Ilepopanno npunoxxenue. Ilpenn ynorpeba npoueTere JUCTOBKATA.

6. CHELNUAJIHO ITPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'VIEJA U TIOCEI'A HA JIELIA
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Ja ce cpxpaHsBa Ha MSICTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEINUAJHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

Tonen no: {MM/TTTT}

9. CIHHEINUAJIHH YCJI0BUSA HA CbXPAHEHUE

ChxpaHsBaiTe OMaKOBKaTa IUTBTHO 3aTBOPEHA, 3a JIa ce TPe/Iasu OT Biiara.

10. CHEIMAJIHU NPEANIA3ZHU MEPKU ITPU U3XBBPJISHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHMTE ITPOAYKTHU WJIN OTHAABYHU MATEPHUAJIN OT TAX, AKO CE
MN3UCKBAT TAKUBA

11. HMME U AJAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
OpaHuus

12.  HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

Perucrpanuonen Ne: 20080116

‘ 13. TAPTHUJEH HOMEP

ITapTunen Ne:

14, HAYHH HA OTIIYCKAHE

IIo nexapcko npeamnucaHue.

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAMJIOBA ABBYKA

Ipecrapuym-Ko 10 mg/10 mg

l 17. YHUKAJIEH UIEHTU®UKATOP - IBYU3MEPEH BAPKO/]

JBynsmepeH 0apkoa ¢ BKJIIOYCH YHUKAICH UICHTH(PHUKATOP.
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MHUHHUMYM JAHHH, KOUTO TPABBA JA CBbABPXKXAT MAJIKUTE EJMHUYHHU
II'bPBUYHU OITAKOBKHA

KOHTEWUHEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT U ITbT HA BBBEXKJIAHE

IIpectapuym-Ko ® 10 mg/10 mg TabneTku
TIEPUHIOTIPUIT APTHHUH/aMIIOUTTHH
IlepopasHo NPUIIOKEHHE.

‘ 2. HAYMH HA ITPUJIATAHE

l 3. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

Topen mo: {MM/TTTT}

4, IMAPTUJIEH HOMEP

ITaptunen Ne:

5. CbABPKAHUE KATO MACA, OBEM WJIN EJIUHUILIN

5 TabneTKu

7 TabaeTKu

10 TabieTku
14 tabnerkun
20 TabneTkn
28 TabneTku
30 TabaeTKu
50 TabneTku

| 6. JIPYTO

C’BKpaH_[CHI/IH Ha JHUTC OT CCAMUIIaTa
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JIMCTOBKA
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JlucroBka: Mndopmanus 3a nauueHra

Mpecrapuym-Ko 5Smg / Smg Tadaerkn
Ipecrapuym-Ko 10mg / Smg Tadnerku
Ipecrapuym-Ko Smg / 10mg TadaeTku
Mpecrapuym-Ko 10mg / 10mg TadaeTku
nepunonpui apruaus/amnoaunus (perindopril arginine/amlodipine)

HpoqueTe BHUMATEJIHO OsAjaTa JIMCTOBKA MPEIH a 3alI0OYHETE Ja NIpueMaTte ToBa JICKapCTBO, Tbi
KaTo TH CbAbPJKa BaKHa 3a Bac I/IH(l)OpMaIll/lH.

- 3amasere Ta3u JUCTOBKA. MOKe 1a MaTe HyK/a Ja S MPOYETETE OTHOBO.

- AKO MMaTe HSKaKBH JIOBJIHUTEIHN BBIIPOCH, TIOTIATaiiTe Bammis nekap, papManeBT Wil MeIUITTHCKA
cecTpa.

- Toga nexapcTBO € npennucaHo Tu4yHo Ha Bac. He ro mpeoTcThnBaiite Ha Apyru xopa. To Moxke Aa UM
HaBpe/iv, HE3aBUCHUMO, Y€ MPU3HAIUTE Ha TSIXHOTO 3a00JI1BaHE ca ChIIMTE KaTo BammTe.

- AKO TIONTyYUTE HAKAKBH HEKEJIAHU JICKAPCTBCHH PEeaKIMu yBenomere Bamms nexap,papmareBT uimm
MEIUITMHCKA cecTpa. ToBa BKIIIOUBA U BCHUKH Bb3MOKHU HEXKEJIAHHU PEaKlMy, HEOIMUCAHU B Ta3U
JMCTOBKA. Brokre 1.4.

Kakso ChABbP:KA Ta3U JIMCTOBKA:

Kaxso nmpencrasmisasa [Ipectapuym-Ko 1 3a kakBo ce u3non3sa
Kakso tpsi0Ba na 3Haere, npenu na npuemere Ipecrapuym-Ko
Kak na npuemare IIpectapuym-Ko

Bb3MOKHH HEXENAHU PEAKIIUU

Kak na cexpansare Ha IIpecrapuym-Ko

ChabpxaHue Ha OIAKOBKATa U JOIBIHUTENIHA HH(OpMAaLUs

o E

1. Kakso npexncrasiassa Ilpecrapuym-Ko u 3a kakBo ce u3anosissa

[pecrapuym-Ko ce mpeamnucsa 3a jJeueHne Ha BUCOKO KPBBHO HAIATaHE (XUIEPTOHMUS) U/WIM JICUYCHUE HA
cTabuiIHa KOpoHapHa 0osecT (ChCTOSHIE, TIPH KOETO CHAOSIBAHETO C KPBB Ha CHPIIETO € HAMAJICHO HITH
OJIOKHpaHoO).

[TanuenTy, npuemMaly Ipeayu ToBa NEPUHAOIPUII M aMJIOIUIINH B OTAEIHU TaOJETKH, MOTraT BMECTO TOBA Ja
noiyd4ar enHa tadnerka [Ipecrapunym-Ko, kosiTo chabpxa U IBETE CbCTAaBKU.

ITpectapnym-Ko e komOuHanus OT 1B€ aKTHBHU BELIECTBA, NEPUHAONPHI U aMJIOJHUIHH.

[lepunmonpui € ”HXUOUTOP HA aHTHOTEH3UH-KOHBepTHpawus eH3uM (ACE nuxuburop). AMiuoaumuH e
KaJIIMEB aHTAarOHUCT (KOWTO MPUHAIEKH KbM KJIAC JISKAPCTBEHHU CPEIICTBA, HAPCUCHH AUXHUIPONUPHIUHN).
3aenHo Te MpeAU3BUKBAT pa3lIUpsIBaHE U OTITyCKaHe HAa KPbBOHOCHUTE CHJIOBE Taka, ue KpbBTa IpeMUHaBa
M0-JIECHO TIPE3 TAX U YJIECCHSBAT ChpIeTO By pu moaappkaneTo Ha 100BP KPHBOTOK.

2. Kaxkso TpsidBa na 3Haere, npeau n1a npuemerte Ilpecrapuym-Ko

He npuemaiite Ilpectapuym-Ko

- aKo MMaTe ajJeprus KbM IepHHIONpuI Wi Hikoi apyr ACE mHXuOUTOp, WM KbM aMJIOJMIINH WIH KbM
JpYTH KaJIHeBH aHTATOHUCTH, WM KbM HSIKOS OT IPYTUTE ChCTaBKU Ha TOBA JIEKapCTBO, (M30pocHU B
TOUKa 6),

- aKo cTe OpeMeHHa cieJt TpeTus Mecel (ChIo Taka e 1mo-1oope aa nzdsareare [Ipecrapuym-Ko mpes
paHHaTa OpEeMEHHOCT — BI)KTE 4acTTa 3a OpeMEeHHOCT),

- aKoO CTe IOJTy4aBaJIi CHMIITOMH KaTO CBUPKAIIO AUIIAaHE, HOAyBaHE Ha JIMIETO WM €31Ka, CHIICH
CbpOEIK MITH TeXKKH KOXKHU 00pHBH NpHu npeunino jedeHne ¢ ACE naxuburtop mimm ako Bue winn 4inen
Ha BameTo cemMeicTBO € MMai TakKuBa CUMIITOMH NPU IPYTH 00CTOSATEICTBA (CHCTOSIHUE, HAPEUCHO
AHTHOHEBPOTHYEH OTOK),
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- aKo MMaTe 3axapeH auadeT wim nmpobiemu ¢ 6bOpenuTe U ce JIeKyBaTe ¢ JIEKapCTBO 3a MOHMKAaBaHEe Ha
KPBBHOTO HaJsITaHe, ChABPIKAIIO AIUCKUPEH,

- aKo MMaTe CTECHSABaHE Ha aOpTHATa ChpJEyYHa Kiana (a0pTHA CTEHO03a) WK KapJUOICHEH II0K
(cbCTOSIHME, B KOETO CHPLETO HE MOXKE J1a JOCTABS JOCTATHYHO KPBB KBbM TSIIOTO),

- aKo MMaTe MHOTO HHCKO KPbBHO HaJsiraHe (XUIOTOHUS),

- aKo cTpazaTe OT ChplleuHa HeJOCTaThbUHOCT Ciie] HH(apKT,

- aKo cTe Ha Auajr3a WM HAKaKbB APYT BUJ QUITpalus HAa KpbBTa. B 3aBUCHMOCT OT amapaTta, KOUTO ce
usnounsBa, [Ipecrapuym-Ko moxe na e Henmoaxoadui 3a Bac,

- aKo mMarte nmpobjaemMu ¢ ObOpenuTe, pH KOETO cHAOasIBaHeTo Ha Bammre 660penu ¢ KpbB € HaMalleHO
(cTeno3a Ha ObOpeyHaTa apTEpHs),

- aKo MPOBEXJATE WM HACKOPO CTE MPOBEKAANIHN JICUCHHUE ChC CAKyOUTPHII/BaJIcapTaH, JICKapCTBO,
M3I0JI3BAHO 32 JICUCHUE HA ChpJEYHA HEAOCTaThUHOCT, Thi KaTO PUCKBT OT aHruoeneM (0bp30
NOIyBaHe MOJ KoXaTa B 00J1acT KaTo I'bpJIOTO) € MoBHILeH (BX.“IIpeaynpexaeHns 1 npeamnasHu MepKu
u ,,Jlpyru nexapctsa u I[Ipecrapuym-Ko®).

IIpenynpeskaeHust U NpeanasH MepKH

Axo Bue nmate HIKOE OT CIIeTHUTE ChCTOSHUSA, MOJIS CHOOIIETEe TOBA Ha Bammms nekap, ¢papmaieBT Wid

MEeIUIMHCKA cecTpa npeau aa npuemeTte [Ipectapuym-Ko:

- xurnepTpoduuHa KapJuOMHUOIaTHs (3a00JIIBaHe HA CHPIIEYHUS MYCKYJ) WIIH CTEHO3a Ha ObOpeyuHa
aptepus (CTECHEHHE Ha apTepHsTa, KOsSTO cHabsBa ObOpeKa ¢ KpbB),

- ChpledYHa HEAOCTAThYHOCT,

- CEepHO3HO MOBHUILIABAHE HA KPHBHOTO HaJsIraHe (XUIEPTOHUYHU KPU3H),

- BCSIKaKBH JPYTH ChbpACYHH IpOOIEeMH,

- 4epHOIPOOHHU MpoOdIieMH,

- ObOpevyHH MPOOIEeMH WM aKO CTE Ha TUAIN3a,

- UMaTe HeoOMUalHO MOBUIIEHU HUBA HA XOPMOH B KPBBTA, HAPEUEH AJIJJOCTEPOH (IITbPBUYCH
aJI0CTEPOHU3BM),

- CcbhAOBa KoJareHo3a (00JIeCT Ha CheIMHUTENIHATA ThKaH), KaTO HAIIPUMEP CUCTEMEH JIyITyC epUTEMAaTO3yC
WM CKJIEPOAEPMHUS,

- nuaber,

- aKo cTe Ha AMeTa C OTPaHMYEHO ChAbpPKaHUE HA TOTBAPCKA COJI MM M3IIOJI3BATE 3aMECTHTENIN Ha
roTBapcKaTa Cojl, KOUTO ChABPXKAT KaJuii (100pe OanmaHCHpaHOTO HUBO HA KaJIMI B KPBBTA NMa BaXKHO
3HAYCHUE),

- aKo cTe B HallpeJHaja Bb3pacT u fo3ata Bu TpsiOBa na Obae yBeslndeHa,

- Axo npuemare HAKOE OT CIETHUTE JICKApCTBA, U3IOI3BAHU 3a JICUCHUE Ha BUCOKO KPHBHO HaJISTaHE:

o .aarunoreHsuH Il penentopen 6iokep™ (ARB) (M3BecTHU OIlle KaTO CapTaHU — HAIPUMED
BaJicapTaH, TeJIMHACAPTaH, HpOecapTaH) ocoOeHO, ako nMaTe ObOpedHHU MPoOIeMH, CBBP3aHU
¢ nuaber.

O aJIUCKUPEH.

Bammst nexap Moxe nepruoJuyHoO J1a mpoBepsiBa ObOpeuHara Bu GpyHKIMA, KpbBHOTO HaJsiTaHE U

KOJIMYECTBOTO HA €JIEKTPOIIMTHTE (HAIp. Kajuii) B KpbBTa Bu.

Bwxre cpio nnpopMmalmsTa o3ariaseHa ,,He npuemaiite I[Ipecrapuym-Ko®.

- PHUCKBT OT aHT'HOEJIEM € TIOBHILEH, aKO IIPUEMAaTe HAKOE OT CIEAHUTE JIEKapCTBa!

- panekamoTpui (M3MOJI3BaH 3a JICUSHUE Ha THAPH)

- CHPOJIMMYC, €BEPOJIMMYC, TEMCUPOJIUMYC U APYTH JEKapCTBa, IPUHAJIC)KAIIN KbM KJIac JIEKapCTBEHH
npoayktu, HapedeHd mMTOR nHxuOutopu (M3M013BaHM, 3a Ja Ce MIPEIOTBPATH OTXBBPIISIHETO Ha
TpaHCIUIAHTUPAHHU OPTaHU U TIPH PaK),

- cCaKkyOuTpHJI (HaJIMYeH KaTo (PMKCHpaHa J1030Ba KOMOMHAIIMS C BaJcapTaH), M3MOJI3BaH 3a
MPOABIDKATETHO JISYeHNE Ha ChP/IeYHa HEI0CTaThYHOCT,

- JMHATIIUIITAH, CAKCATJIUIITAH, CUTATIIUIITAH, BUIIATIHMIITHH U IPYTH JIEKApCTBa, PUHAICKAIIH KbM
KJIac JIEKapcTBEHH IIPOAYKTH, HApHUAH INIMIITUHY (M3II0JI3BAaHU 3a JICUCHHE Ha AUa0eT).

- aKO CTC C YCPHOKOX IIPOU3XO0[, Thil KaTO PHUCKBT 3@ aHTUOCACM IIpU Bac moxe Ja € IIo-rojisiM 1 ToBa

JICKaApCTBO MOXKC 1a € I0-MaJIkO e(i)eKTI/IBHO 3a NOHUKaBAHC Ha KPBBHOTO Bu HaJIAraHe, OTKOJIKOTO IIpU
ManueHTH, KOUTO HE Ca YCPHOKOKHU.
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Anruoenem

AHFI/IOGIICM (Te>1<1<a AJICPpruyHa peaknus ¢ moayBaHE Ha JIMIIETO, YCTHUTE, €3UKa UJIN I'bPJIOTO, KOATO MOXKE
Jla 3aTPYIHU MPETITBINAHETO WK AWIIAHETO) € CHOOIICH MpH MaIueHTH, TekyBanu ¢ ACE naxuduropu,
BKirounTenHO ¢ [Ipectapuym-Ko. ToBa Moxe J1a ce ciydd 10 BCSKO BpEME Ha JICYEHUETO. AKO pa3BUETE
TaKWBa CUMITOMHU, TpsOBa 1a cripeTte siedeHunero ¢ [Ipecrapuym-Ko 1 HezabaBHO Aa mocetuTte nexap. Buxre
CBILO T.4.

Tps6Ba na kaxere Ha Bammus nexap, ako MUCIHTE, Y€ cTe OpeMeHHa Wi OMXTe MOTJIH Jja 3a0peMeHeeTe.
[pecrapuym-Ko He ce nmpenopbuBa rnpe3 paHHaTa OpEMEHHOCT U HE TPsI0Ba Jja ce mpreMa ako cte OpeMeHHa
CJIe]] TPETHS MECell, Thi KaTo MOXKe Jla IPHYMHU CEPHO3HH Bpeau Ha BameTo Oebe, ako ce u3noi3sa mpe3
TO3M MEePUOJ (BIIKTE YacTTa 32 OPEMEHHOCT).

Korato nmpuemare Ilpectapuym-Ko , Bue TpsioBa chino ga nadopmupare Bamms nexap wim MeTUITHHCKAS

MepPCOHAIT:

- ako Bu mpezpcron 001a aHecTe3us W/HITH ToJisiMa Oeparus,

- aKo HarocleJbK cTe OoJieyBany OT JUapHUs WM TTOBPbBINAHE,

- axo TpsOBa ga Obaetre nmooxkeH(a) Ha LDL adepesa (oTcTpaHsBaHe Ha XoyiecTepoli oT BamaTta kKpbB ¢
MallllHa),

- ako Bu mpezacrou neueHne 3a HaMaIsIBaHE YyBCTBUTENHOCTTA Bu KbM eeKxTuTe Ha aneprus ot
y>KHJIBAHE OT IT4Yeja WK Oca.

Jlena u roHOIIHN

[Ipecrapuym-Ko He ce mpenopbuBa 3a ynoTpeda npH Jena 1 IOHOIIH.

JApyru nexkapcrBa u [Ipectapuym-Ko

Wndopmupaiite Bammist nexap win papMareBT, ako IpueMare, HACKOPO CTe MPHEMANTH HIIK MOXKeE J1a
npreMare KaKBUTO U Jja OMIJIO IPYTH JIEKapCTBa.

Bue tpsa6Ba na n36srBate npueM Ha [Ipectapnym-Ko 3aemHo c:

- nuTui (ynoTpeOsBa ce 3a JieueHHe Ha MaHUsI WK JICTIPECHS),

- ecTpaMycTHH (M3MO0J3Ba Ce NMPHU JICUYCHUE HA PaK),

- Kanui-ChbXpaHsBAIH JIeKapCTBa (TpUaMTEpeH, aMUIIOPHT), KaTHEBU T00aBKU UM ChIbPIKAIIN KaTui
3aMECTHUTENI Ha TOTBapcKaTa CoJll, IPYTH JIEKapCcTBa, KOUTO MOTAT ia TOBUIIAT KAJIUs B TSUIOTO (TaKUBa
KaTO XeMapuH, JeKapCTBO U3IOJI3BAHO 32 pa3perkIaHe Ha KPBBTA U 3a MIPEJAOTBpaTIBaHE HA ChCHPEIIH;
TPUMETONPUM H KO-TPUMOKCA30JI, IO3HAT Ol KATO TPUMETONPUM/CYI(haMeTOKCca30l 3a JIeUeHHE Ha
nH(MEKINY, MPUIMHEHN OT OaKTepHs,

- Kanuil-ChbXpaHsBAIH JICKApCTBa, U3MOI3BaHHM 32 JICYUeHHE Ha ChbpACYHa HETOCTATHYHOCT: CIJICPEHOH U
CIIUPOHONAKTOH B 1034 OT 12,5 mg 10 50 mg Ha neH.

Jleaenueto c IIpectapnym-Ko moxe na Obe MOBIUSHO OT APYTH JIeKapcTBa. Moxke Ja ce Halloku Bammsr
JeKap 1a npoMeHu Bamrata 1o3upoBKa W/uiM 1a B3eMe Ipyru npeanasHu Mepku. HenpemenHo yBenomere
Bammust nexap ako npuemaTe HSIKOE OT CIEIHHUTE JIEKapCTBa, Thi KaTO MOXKE /1a € HEOOXOUMO CIICLIMAJIHO
BHUMAaHHE!

- JIpyrH JIeKapcTBa 3a BUCOKO KPBBHO HaJsIraHe, BKIIOYUTENIHO aHrHoTeH3uH 1l penentopuu Onokepu
(ARB), anuckupen (BHXTe ChIIO HHPOpMaIUITa o3ariaBeHna ,,He npuemaiite [Ipecrapunym-Ko* u
LI IpeaynpexxIeHns 1 peaa3Hi MEPKH MpH yrnoTpeda‘) MM JUypeTHIH (JeKapcTBa, KOUTO
yBeJIMYaBaT KOJMYECTBOTO YpHUHA POU3BEICHO OT OBOpenure),

- JIeKapcTBa, KOWTO Hai-4uecTO ce M3MOI3BAT 3a JIeUeHHe Ha Arapus (pameKa oTpUII) WK 3a Ja ce n30erHe
OTXBBPJIIHETO HA TPAHCIUIAHTUPAHU OPraHy (CUPOJIUMYC, €BEPOINMYC, TEMCHPOIUMYC U IPYTU
JIeKapcTBa, IPUHAUISKAIIN KbM KJIac JeKapcTBeHH mpoaykTy, HapeueHn mMTOR naxuburopn).
Bxk.touka ,,IIpenynpesxxaenus u npeana3Hyu MEpKH Ipu ynotpeoda“,

- cakyOuTpwi/BancapTaH (M3M0JI3BaHH 32 MPOJBIDKUTEIHO JICUeHHE Ha ChpACYHa HEOCTATHYHOCT).
Bix.Touka ,,He nmpuemaiite [Ipectapuym-Ko* u ,,[Ipenynpexnenus u npeanasHu MEpKA MpH yrmoTpeda“.

- HECTEepPOWIHHU IMPOTHBOBB3MAIUTEIHN CpeACTBa (Hamp. nOynpodeH) 3a obieKkyaBaHe Ha OOIKaTa UK
BHCOKH JIO3H alleTHIICAIHIMIIOBA KHCeIHHA (BELIECTBO, KOCTO CE ChABbP)KA B MHOT'O JICKapCTBa,
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W3I0JI3BaHM 32 O0JIeKYaBaHe Ha OOJIKa M MOHM)KAaBaHE HAa TEMIIepaTypara, KakTo U 3a MpeloTBpaTsBaHe
Ha ChCHPBAHETO Ha KPHBTA),

- JIeKapcTBa 3a JICUCHHE Ha auadeT (KaTo Hamp. HHCYJINH),

- JIeKapcTBa 3a JIeYeHHE Ha ICHXWYHU HAPYIICHNS, KaTO HAMp. ACTIPECHs], TPEBOXKHOCT, MIM30(PEHHS U
T.H. (Hamp. TPUIUKIAYHN aHTUACTIPECAHTH, aHTUTICHXOTHITN, IMUTIPAMUHOBH aHTH/ICTIPECAHTH,
HEBPOJICTITHLIN),

- UMYHOCYIIPECOpH (JIeKapcTBa, KOUTO HAMAJSBAT 3aIMTHUTE MEXaHU3MHU Ha OpraHu3Ma), U3IO0JI3BaHU 32
JieueHHe Ha aBTOMMYHHH 3a00JIIBaHMsI WM CJIe TPAaHCIUIaHTAMOHHA XUPYPTHUs (Hamp. HUKIOCTIOPUH,
TaKpPOJIUMYC),

- tpumerornpuM 1 Ko-TpuMokcazon (3a JieueHne Ha HHPEKIINH)

- aJoImypuHOI (3a JICUeHUE Ha IMojarpa),

- TpoKawHaMH[I (3a JIeYeHHe Ha HEPUTMUYHA ChpIeYHa IEHHOCT),

- Ba30OAMJIATATOPU BKIFOYUTEITHO HUTPATH (TIPOIYKTH, KOUTO pa3IIupsiBAT KPHbBOHOCHHUTE CHJIOBE),

- edeapuH, HOpaJAPEHAIVH WM aipeHANNH (JIeKapCcTBa, M3MOJI3BaHH 32 JIEYeHHE Ha HUCKO KPBBHO
HaJsIraHe, MOK MUJIM acTMa),

- Oaknoden wiu AaHTpojeH (MHQY3HsI) U ABETE M3MOJI3BAHH 33 JICUCHNE HA MYCKYJIHO BTBbPASABAHE MIPH
0oJiecTH, KaTO MYJITUILICHA CKJIEPO3a, TAHTPOJICH ce M3MOJI3Ba U 32 JICUCHHE Ha 3JI0Ka4eCTBeHA
XUIIEPTEPMHUS 110 BpeMe Ha aHecTe3us (CUMITTOMH, BKITIOUYBAIIM MHOTO BHCOKA TeJIeCHa TEMIIEpaTypa u
MYCKYJHO BTBBP/ISBAHE),

- HIKOW aHTHOMOTHIIM, KaTO Hampumep prubaMITAIINH, EPUTPOMHUIINH, KIIAPUTPOMHUIINH (32 HH(EKITHS,
MpUYMHEHA OT OaKTepus),

- Hypericum perforatum (>xbaT KaHTapHOH, OWJIKa, U3MOJI3BAHA 3a JICUCHHE Ha JCTPEeCHs),

- CUMBAcCTaTUH (JEKapCTBO 3a MOHIKABAHE HA XOJIECTEPOa),

- aHTHeNWICNITHYHH CPEJICTBA, KaTo Hamp. kapbamasenuH, peHobapouTan, GpeHuTonH, GocheHnTonH,
MIPUMHU/IOH,

- WTpaKOHa30J], KETOKOHAa30JI (JIeKapCTBa, U3MOJI3BAHH 32 JICUCHNUE Ha THONIHN HH(PEKITUN),

- anda-0yokepH, U3MOJI3BAHU 32 JICUCHNE Ha yBEJIMUeHA IIpOoCcTaTa, KaTo HAIp. IPa3031H, an(y303HH,
JIOKCa303WH, TAMCYJIO3HH, TE€Pa303HH,

- amMuQoCcTHH (M3IO0J3BA Ce 3a MPEOTBPATIBaHE WM HaMAJIIBaHE Ha HeXellaHUTe e)eKTH, IPUUHNHEHU OT
JIPYTH JIEKapCTBA WM JIbYEJICUeHUE, KOUTO CE MPUIIAraT 3a JIeueHHe Ha pakK),

- KOPTHUKOCTEPOUH (M3I0JI3BAT CE 3a JICUCHHUE Ha PA3IMYHK ChCTOSHUS, BKIFOYUTEIHO TEKKA acCTMa U
pEBMAaTOUJICH apTPUT),

- 3JIaTHH COJIH, OCOOCHO NP UHTPABEHO3HO MPHIIOKEHUE (M3TOI3BAHN 32 JICUCHHE Ha MPOSBUTE Ha
PEBMATOUIHUS APTPHT),

- PUTOHABHp, HHAWHABHUD, HENPUHABHUD (T.HApP. MPOTEa3HN HHXUOUTOPH, N3IIOI3BAHY MIPH JICUEHUETO Ha
XUB).

IIpecrapuym-Ko ¢ Xxpanu 1 HANMTKH

[Ipecrapuym-Ko Tpsi6Ba na ce npuema npeau XpaHeHe.

Xopa, npuemanu [Ipectapuym-Ko , He TpsiOBa 1a KOHCYMHUpAT COK OT rpeindpyT uinu rpeindpyT.
[Mpuunnara 3a TOBa €, 4e Te3H MPOAYKTH MOXKe Jia JOBEAAaT O TOBUIIIaBaHEe HA HABATA HA aKTUBHATA
ChCTaBKa aMJIOJIUITUH B KPBBTA, KOETO MOXKE JIa MPETU3BUKA HEMPEABHIMMO ITOBHINIABAHE HA
aHTUXuNepTeH3UBHUA ekt Ha [Ipectapuym-Ko.

BpeMeHHoOCT, KbpMeHe U (pepTHIANTET

AKko cTe OpeMeHHa MIIM KbPMHUTE, CMSTaTe, 4e MOXe Ja CTe OpeMeHHa, WK IJIaHupaTe OpeMEeHHOCT,
NoChBETBaTE ce ¢ Bamms nexap miu papmanesT, npean ynorpebdara Ha TOBa JIEKapCTBO.

Bbpemennoct

TpsiOBa na kaxkete Ha Batust jiekap, ako MUCIIHTE, Ye cTe OpeMeHHa (Wiin OMXTe MOTIIH Jia 3a0peMeHeeTe).
Oo6ukHOBeHO Bammsar nekap e Bu mocwsBeTBa na cripete mpuema Ha Ilpectapuym-Ko npean na
3a0peMeHeeTe WK BeAHara, oM pa3bepere, ye cte OpeMeHHa, u 1ie Bu nocwsBeTBa Aa B3emMate Ipyro
nexapctBo BMecto [Ipectapuym-Ko. IIpectapuym-Ko He ce npenopbuBa mpu paHHa OpeMEHHOCT U He
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TpsiOBa J1a ce B3eMa cJie]] TPETUsl Mecell OT OPEeMEHHOCTTa, Thil KATO MOXKeE Jla MPUYMHH CEPHO3HA Bpe/ia Ha
Barreto 6e6e, ako ce M3I0JI3Ba CIIe/l TPETUSI Mecel] OT OPEMEHHOCTTA.

Kbpmene

YCcTaHOBEHO €, Ye aMJIOTUIIMH MPEMUHABA B KbpPMaTa B Malku konudectBa. Kaxxete Ha Barms nekap ako
KbPMHUTE WM MUCJIMTE Jia 3amovuHeTe Aa kbpmute. [Ipectapuym-Ko He ce mpenopbuBa 3a Mallku, KOUTO
KBpMAT 1 Bammsat nekap TpsOBa aa udepe Apyro JedeHue 3a Bac, ako xenaere 1a KbpMHTE, 0COOECHO
korato 6edeto Bu e HOBOPOJICHO WK € OWIIO MPEXKIEBPEMEHHO POJICHO.

Ilopupane u padoTa ¢ MAIIUHU

IIpecrapuym-Ko Moxe ma mosimsie Bamrara cnocoOHOCT fa modupaTe Wi Aa paboTUTe ¢ MAIlIMHA. AKO
TabneTkuTe By mpequ3BUKBAT rajicHe, 3aMassHOCT WM yMOpa WM MPUYHHABAT rI1aBo0ore, He modupanTe
U He paboTeTe ¢ MaIllMHK U ¢e CBBpKETe ¢ Bamus nekap He3abaBHO.

Mpecrapuym-Ko cbabp:ka 1akTo3a MOHOXHIpPAT.
Axo Bammsr nekap Bu e ka3an, ye nMaTe HEOHOCUMOCT KbM HSIKOM 3aXapH, CBhpKeTe ce ¢ Bamus nekap
MIpesu J1a B3eMaTe TO3U JIEKapCTBEH MPOIYKT.

3. Kak na npuemare IIpectapuym-Ko

Bunaru npuemaiite ToBa JeKapCcTBO TOYHO KakTo Bu e kazan BammsT nexap nnu gapmarneBt. Ako He CTe
CUTYPHH B HEIIO, onuTaiTe Bamus iekap wiu GpapMarieBT.

ITormeiraiite BammTe TabneTku ¢ yaina Bojia, 3a IPEANOYMTaHe IO €IHO U CHII0 BpEMe BCEKH JIeH, CyTPHH,
Npeau XpaHeHe. Baiumsar jiekap 1me peim, Kos € TouHaTa 7032 3a Bac. O0uualinata f103a ¢ eHa TabneTka
JTHEBHO.

IIpectapuym-Ko 0OMKHOBEHO ce MPEANUCBa Ha MAlMEHTH B3eMallli Beue MePUHIONPUI U aMJIOJAUIIUH B
OTIEIIHU TaOJIETKH.

Ynorpe6a npu geua u I0HOLINA
Ynorpebara npu Jena 1 IOHOIIHN He Ce MPernophyBa.

AKo cTe mpHe/IH noBeye oT Heodxonaumara no3a Ilpectapuym-Ko

AKo TIpreMeTe IpeKaIeHo MHOTO TabJIETKH, CBBPIKETE Ce ¢ Hali-OIM3KOTO 3aBe/IcHUE 3a Obp3a ITOMOIIT UJTH
croOmiere He3abaBHO Ha Bamms nexap. Haii-BeposTHUAT eekT B ciaydail Ha mpeqo3upaHe € HUCKO KPHBHO
HaJIsIraHe, KOeTo MoXke 1a Bu Hakapa /1a movyBcTBaTe BUEHE Ha CBAT WJIM Jja IpUnagHeTe. AKO TOBa ce
CIIy4H, MOJKE JIa IOMOTHE 3a€MaHETO HA XOPH30HTAIHO MOJIOKEHHE C TOBJUTHATH JOJTHU KPAHHUIIH.
[ToBHIIIEHO KOIMYECTBO TEYHOCT MOXKE JIa ce HaTpyna B Oenute 1podoBe (06e10ApoOeH 0TOK), MPUUHHIBAWKA
3ayX, KOWUTO MOXe Ja ce paspue 110 24-48 daca cienx mpuema.

Axo cTe nponycHaau aa npuemere Ilpecrtapuym-Ko

Baxno e ga mpuemate BarreTo jexapcTBO BCEKH JIEH, Thil KATO PeJOBHOTO JICYEHHE HMa TT0-I00po
nerictBue. Bee mak, ako 3a0paBuTe Aa mpuemete eana go3a Ipecrapuym-Ko, mpuemete crieariara mo3a mo
obuvaitHoTO Bpeme. He B3emaiite ABOiiHA /1032, 3a 1a KOMIIEHCUpPATE IIPOITyCHATATA J1034.

AKko cte cpesu npuema Ha [Ipectapuym-Ko

Toit kaTo meuenuneTo ¢ [Ipectapuym-Ko e 00nkHOBEHO MOXUBOTHO, Bre TpsiOBa ma 00chauTe ¢ Bamms
JieKap MpeJ Jia crpeTe nprueMa Ha BaiuTe TabneTk.

AKO MMaTe HSIKaKBHU JOMBIHUTEIHU BBIIPOCH, CBBP3aHH € YIOTpedaTa Ha TOBA JIEKAPCTBO, MOJIS ITOMTUTANTE
Bamus nekap, GpapMarieBT i MEeTUIIMHCKA CECTPA.

49



4, Bb3MOKHH HexeJTaHU pPe€akumumn

KakTo BCHYKH JIeKapcTBa, TOBA JIEKApPCTBO MOXKE Ja MPEIN3BUKA HEXEJIAHH PEaKIUU BBIIPEKH, Ue HE BCEKH

T MOJTy4aBa.

AKO TIOJTyYUTE HAKOS OT CJICTHUTE HEXKETTAHHW PEAKIIHH, CIIPETe MpreMa Ha JISKAPCTBEHHUS IPOAYKT BeIHAra

U choOIIeTe Ha Bamms nekap He3adaBHO:

- BHE3aITHO XPUITEHE, 00JIKAa B I'bPUTE, HEJOCTHUT HA Bh3yX WU 3aTPyIHEHO JHIIAHE,

- TOJyBaHE Ha KJICTIAYMTE, JIMIETO UK YCTHUTE,

- IOJyBaHE Ha €3UKa M I'bPJIOTO, KOETO 3HAYUTEIIHO 3aTPyAHABA AMUIIAHETO,

- TEXKU KOKHU PEaKIMH, BKIIFOYBAIIN CUJICH KOJKE€H 00pHB, KOIIPHMBHA TPECKa, 3aUepBsABaHE HA KOXaTa 110
LSJI0TO TSUI0, CUJICH ChPOEK, U3MPHIIIBAHE, JIOIICHE M ITOIyBaHE Ha KOXKAaTa, Bb3MAJCHUE Ha JTUTaBUIIUTE
(curmpoM Ha Stevens Johnson, TOKCHYHA eTUepMaTHA HEKPOJIH3a) WIH JPYTU AIEPTUYHH PEAKIHH

- TEXKO 3aMaiiBaHe WJH MPUIIOIIABAHE,

- ChpJCYEH MPHUCTHII, HEOOMUaiHO Obp3a WM aOHOPMaJTHA ChpJCYHA IEHHOCT, i 00JIKa B THP/UTE,

- BBb3MAJCHUE HA NMAHKPeaca, KOSTO MOXKE Jia PUYMHU TSKKU KOPEMHU OOJIKU U OOJIKH B Ibp0a,
MPUIIPYKESHH C YYBCTBO 332 HEPA3MOJIOKCHUE.

CroOIaBaHu ca CIeJHATE YeCTH He:KeJIaHU peaKuu. AKO HIKOU OT TAX By npuduHsSBaT MPoOIeMHU HITH
NPOIbJLKABAT MOBEYe OT eiHA ceAMULA, TPAOBa a ce cBbp:keTe ¢ Bamus jexap.

- MHoro yecTu HekelaH! peakinuy (Morat aa 3acersar noseue ot 1 Ha 10 4oBeka): O0TOK
(3agbpikaHe HA TEYHOCTH)

- UYectu HexenaHu peakiuu (MoraT na 3acersat 1ol Ha 10 4oBeka): rmaBoOosMe, BUEHE HA CBST,
CBHHIIMBOCT (0OCOOCHO B HAYAJIOTO HA JICYEHUETO), CBETOBBPTEK, CKOBABAHE MIIM YYBCTBO 3a
U3TPBIIBAHE HAa KpaHUIINTE, 3pUTEITHU CMYILEHHUS (BKIIOYBAIIH JIBOMHO BIDKIAHE), IIIyM B YIIUTE,
chprebreHe (ycemane Ha yIapuTe Ha ChPIIETO), 3adepBsBaHe, JICKO 3aJIUTaHe TOpaa HUCKO
KPBBHO HaJsITaHe, KallUTHIIA, HEIOCTUT Ha BB3/AyX, TaJieHe (ycellaHe 3a MOBNTaHe ), TIOBPhIIaHe,
0O0JIKM B KOpeMa, HapyIlIeHrne Ha BKyca, AUCIIETICHS WIH 3aTPYTHEHO XpaHOCMUJIaHe, IPOMSHA B
HaBUKa Ha JedeKanus, TMapusl, 3areK, alepruIHy peaknuu (KaTo Harp. KOKHU 0OpUBH, CHpOex),
MYCKYJIHH KpaMIIH, JJeCHa yMOpa, c1a0ocCT, o JyBaHe Ha Ilie3eHuTe (Mepud)epeH OTOK).

Jpyru choOIiaBaHu HEKENAHU PEaKIMU ca BKIIOYEHU B CIIUCHKA MO-A0Ty. AKO HSKOS OT TSAX CTaHE
cepro3Ha WM 3a0esie)KnuTe IPYTH, HEOIMCaHH B Ta3H JIMCTOBKA HEXKEIaHHU PeaKlnu, MOJisl yBegomete Bammst
nexap win GapMareBT

- Hedecrtn Hexenanu peakiuu (Morat jaa 3acerHat A0 1 Ha 100 goBeka): Obp3u IPOMEHH B
HaCTPOEHHETO, TPEBOXKHOCT, eTpecHsi, 0e3ChHIE, HApyIIeH!S Ha CHHS, TPETIepeHe, IpUMasIBaHe,
3ary0a Ha 4yBCTBHTEIHOCTTAa KbM 0OJIKa, HEPABHOMEPEH ITYJIC, PUHHT (3aITyIIeH HOC WK Xpema),
KOCOIIa]], YepPBEHH TIeTHA 110 KOXKaTa, 00e3I[BETsIBaHEe HA KOXKaTa, OOJKU B I'bp0a, apTpairus
(6onku B craBuTe), MUANTUs (OONKH B MYCKYJIUTE), IpbAHA O0JIKa, HAPYIICHHUS B YPUHUPAHETO,
[0-4eCTO YPUHHUPAHE MPe3 HOILITA, YBEINYeHa YeCTOTa Ha YPUHUPAHETO, OOJKa, YyBCTBO HA
HEpasIoJoKeHne, OpOHXOCIa3bM (IPUTHCKAaHE B I'bPANTE, CBUPKAILO JHUIIAHE M HEJOCTUT Ha
BB3IlyX), CyX0Ta B YCTaTa, aHTHOHEBPOTHYCH OTOK (CHMIITOMHU, KATO CBHPKAIIIO JHIIIAHE,
MOIyBaHEe Ha JIUIETO WM €3MKa), 00JIACTH Ha U3MPHIIBAHE 110 Ko)KaTa, ObOpPeUHHU MpoOIeMu,
AMITOTEHTHOCT, TTIOBUIIICHO MTOTEHE, HUITHK Ha €03uHO(PIIN (T O€M KPbBHU KJIETKH ),
TUCKOM(OPT WM YBEIWYSHHE HA ThPIUTE MPH MBXKETe, HalaBaHe WK 3ary0a Ha TerJo,
TaXHKapTHsl, BACKYJIHUT (Bbh3MaJICHNE Ha KPbBOHOCHHUTE CHI0BE), PEaKIINU Ha
(hoTtoceHcuOmm3anus (IOBHIIICHA YYBCTBUTEIHOCT HA KOXKAaTa KbM CITBHIIE), BHCOKA
TeMIeparypa, ajaHe, IpoMsHa B Ja0OpaTOpHHUTE MOKa3aTeIn: BUCOKO HUBO HA KaJIMil B KPbBTa,
00paTUMO MpU CIUPaHe, HUICKO HUBO HA HATPHUH, XUITOTJIMKEMUs, (MHOTO HUCKU HHBA Ha
KpbBHATa 3axap) MpH MalyeHTH ¢ AUa0eT, yBeInYeHa KpbBHA ypes U yBeTUYEeH KPeaTHHUH B
KpBBTa .

- Pemku Hexemanu peakiuu (Morar ma 3acerHaT mo | Ha Ha 1000 uoBeka): ocTpa OBOpeuHa
HEIOCTAaThUYHOCT, CHUMIITOMH Ha chcrosHHe, HapeueHo CHAJIX (cuHapoM Ha HeaaeKBaTHa
CeKpelysi Ha aHTUINYPETHYCH XOPMOH). TBMHA Ha IIBAT ypWHA, TaJicHe WM TOBpBIIAHE,
MYCKYJHH KPaMIli, ChCTOSTHIE Ha OOBPKAHOCT U MPHIIAbIIH, HAMAJICHO WJIH JIUTICBAIIO OT/ICIISTHE
Ha YpWHA, BIIOIIABAaHE HA IICOPUA3UC, NMPOMSHA B JIAOOPATOPHUTE MOKA3aTENU: ITOBUIICHU
YepHOJAPOOHH €H3UMH, BUCOKH HUBA Ha CEPYMHHSI OMIMPYOUH.
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- MHoro penku HexxelaHu peaknuu (Morat fa 3acerHat o 1 Ha 10 000 4oBeka): ChbpACUHOCHI0BU
HapymeHus (rpbaHa 0onka, cbpaeyeH HH(APKT ¥ UHCYIT), €03NHO(IITHA THEBMOHHUS (PSIIBK BUL
ITHEBMOHUSI), IOAYBAaHE HA KJIENA4YnTe, JIULETO UM YyCTHUTE, IIOJyBaHE Ha €3UKa U I'bPJIOTO,
KOETO MpeIU3BUKBA 3aTPYJHEHO JUIIAHE, TEKKH KOXKHU PEAKIIMU BKIIOYBALLY CUJIEH KOXKCH
00puB, KOIIPUBHA TPECKA, 3aU4epBsIBaHE HA KOXAaTa IO LSJIOTO TUI0, CUJIEH ChPOEeXK, U3NPHUILBAHE,
JIOILEHE U MOyBaHe Ha KOXKaTa, Bb3MajeHUe Ha MeMOpaHUTE Ha JIMTaBULIUTE (CHHAPOM Ha
Stevens Johnson), myatudopmen eputem (KoxkeH 0OpUB, KOWTO YECTO 3aII04Ba C YEPBEHU
CBpOALIM METHA 10 JTULETO, PBhLETE WK JOJHUTE KPaHHUIIN), YYBCTBUTEIHOCT KbM CBETIIMHA,
IPOMEHU B KPHBHUTE MApaMETPH, KaTO HaMaseH Opoil Ha OeuTe U YepBEeHUTE KPBBHU KIIETKH,
MOHWKEH XEeMOTJIO0MH, HaMalleH Opoi Ha TpPOMOOLIMTHTE, HAPYIICHUS HA KPBBTA, Bbh3MaJCHNE Ha
MaHKpeaca, KOeTO MOXKe J]a TPeIN3BHKa TeKKH KOPEMHH OOJIKH B OOJIKU B T'bp0a, MPUAPYKEHH C
YyBCTBO Ha TEXKKO HEPA3IOJIOKECHIE, a0HOpMaIHa YepHOAPOOHA QYHKITHS, BH3TAJICHIE HA
yepHUs Apo0 (XenaTuT), MOXKBJITIBaHE Ha KoxaTa (KBITEHHUIIA), TOBHUIIIABAaHE HA YEPHOAPOOHUTE
€H3UMH, KOETO MOXKeE Ja Ce 0Tpa3H Ha HAKOM JabopaTOpHH U3CIeABaHMs, IOAyBaHE Ha KOpeMa
(racTpuT), HEPBHU HAPYIIEHHsI, KOUTO MOTaT Aa MPEAN3BUKAT YYBCTBO Ha C1a00CT, U3TPBIIBAHE
WM BKOYaHEHOCT, IOBHIIIEH MYCKYJICH TOHYC, TMOJyBaHE HA BEHIUTE, BUCOKA 3axXap B KPbBTa
(xumnepriavuxemus).

e C HemsBecTHa 4ecToTa (OT HAIMYHUTE JAaHHW HE MOKE Jla ObJie HampaBeHa OICHKA 3a YecTOoTaTa):
TpernepeHe, CKOBAaHOCT, CKOBAaHOCT HA JIMIIETO, 3a0aBEHH JBMIKCHUS W MpOBJIa4YeHa, HebalaHcHpaHa
II0XO0/IKa, MPOMSIHA B I[BE€Ta, U3TPhIIBaHE U OOJKAa B NMPBHCTUTE HA PBIETe MM Kpakara ((heHOMEH Ha
Petino).

AKO TOJTy4YUTe HAKOHM OT Te3U CUMITOMH, C€ CBBpXkKeTe ¢ Bamms nexap Bb3MOKHO Hail-CKOpO.

CpoliaBaHe Ha HesKeJIaHH PeaKIuu

AKO TIOTy4YuTe HAKAKBU HEXKEJAH! JICKapCTBEHH peaKIuy, KOHCYJITHpaiiTe ce ¢ Bamms nekap vmm
(hapmaneBt. ToBa BKIIIOYBa BCHYKY BB3MOKHU HEOIMICAHU B Ta3u JIMCTOBKA, HEXXENIaHH peakimu. MoxeTe
CBIIO J1a CHOOITUTE HEXENaH! PEaKIVK TUPEKTHO (Ha MOCOYCHHUS TI0-/I0ITy aJipec):

H3npaHuTe/HA areHIUs 10 JeKapcTBaTa
yi. ,,Jdamsn I'pyeB® Ne§

1303 Codus

Ten:+359 28903417

yebcaiit: www.bda.bg

Kato cpobmaBate HexenaHu peakuy, MOXKETe Ja JaJleTe CBOS MPHUHOC 32 MOTy4YaBaHe Ha TOBeYe
MH(pOPMAL OTHOCHO 0€30MaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Cbxpanenue Ha Ilpecrapuym-Ko

CbxpaHsBaiiTe TOBa JIEKapCTBO HA MACTO, HEJOCTHITHO 3a JeNa.

He usnon3BaiitTe ToBa JeKapcTBO ciiell CPOKa Ha TOAHOCT OTOENA3aH BbPXY KapTOHEHATa OIMAKOBKA U
KoHTelHepa. CpOKBT Ha TOAHOCT OTIOBAps HA MOCIEAHUS ACH OT TIOCOYEHUS MECELI.

CbxpansBaiiTe olakoBKaTa IUIbTHO 3aTBOPEHA, 3a Jla ce Ipeanasy oT Biara. Jla ce cbXpaHsBa B
OpWTHHAJHATA OTaKOBKa. T03H JIeKapCTBEH MPOIYKT HE N3MCKBA CIEIMATHI TEMIIEPATypHH YCIOBHUS Ha
ChXpaHCHHUE.

He uzxBbprsiiTe gexkapcTBaTa B KaHAIU3aUATa WIKM B KOHTEHHEpa 3a JOMalIHK oTnagbuu. [lonuTaiite

Bamus (bapMaL[CBT KakK Jia 1a U3XBBPJIIUTC JICKApCTBATa, KOUTO BEYC HC U3II0JI3BATC. Te3u MCPKH 1IIC
CIIOMOT'HAT 3a OIa3BaHC Ha OKOJIHATa Cpca.

6. Cobabp:kaHne HA OMAKOBKATA M JOMbJIHUTETHA HHGOPMAIIUS
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Kaxso cbabp:ka IIpectapuym-Ko

- AKTHUBHHTE BEIIECTBA Ca ICPUHIONPHUI APTHHUH M aMJIOIUITHH.
Ipecrapuym-Ko 5 mg / 5 mg : eqna tabnerka chappka 5 My MepUHIONPHUII ApTHHUH U 5 mg
aMJIOIWITIVH.
IMpectrapuym-Ko 10 mg / 5 mg : exna tabnerka cbappxa 10 mg nepuHIONPHI aprHHUH U 5 mg
aAMJIOJIMIIVH.
IMpectrapuym-Ko 5 mg / 10 mg : exna tabneTka Chappika 5 mg nepuHAONPHI apruHuH 1 10 mg
aMJIOJMIIHH.
IMpectapuym-Ko 10 mg / 10 mg : eana tabierka cbhabpka 10 mg nepuHIonpui apruaut u 10 mg
AMJIOAMTIVH.
- JIpyruTe ChCTaBKHU B TabJIeTKATa ca: JaKT03a MOHOXHIpAT, MarHe3ues creapar (E470B),
MUKpOKpHcTanHa 1enynos3a (E460), cunumues nuokcnn, konouaeHn 6e3soaeH (ES51).

Kak m3ruexna lIpectapuym-Ko U KakBO CbIbpaka 0NMaKOBKATA

IIpectapuym-Ko 5mg / Smg Tabnetku ca 6emu TabieTku ¢ yabbkeHa ¢popMa, ¢ IbJDKHHA 8,5 MM u ¢
mupuHa 4,5 MM, rpaBupanu ¢ 5/5 oT eHaTa CTpaHa U %5 OT Jpyrara cTpaHa.

Ipecrapuym-Ko 10mg / Smg Tabnetku ca Oenu TabNeTKu ¢ TpUBrbiHA popMa, ¢ pazmep 9,5 mm x 8,8 mm
x 8,8 mm, rpaBupanu ¢ 10/5 or efHaTa cTpana u %> OT apyrara cTpaHa.

IIpecrapumym-Ko Smg / 10mg TabieTkn ca Oenu TablIeTKH ¢ KBaapaTHa GpopMa, ¢ IbDKHHA § mm U ¢
mupruHa 8 MM, rpaBupanu ¢ 5/10 ot eqHaTa CTpaHa U %57 OT Apyrara CTpaHa.

IIpectapuym-Ko 10mg / 10mg ca Genu kpbrimm TabIeTKH, ¢ AuaMeTsp 8,5 mm, rpaBupanu ¢ 10/10 ot enHaTa
cTpaHa M %5 OT Japyrara cTpaHa.

TabneTkuTe ce npenarar B kytuu ot 5, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84, 90, 100, 120 unu 500 Tabnerkw.
He BcHYKM BHIOBE OMAKOBKY MOTAT Ja OBJAT MyCHATH B IPOIaK0a.

[puTexkaTes1 HA pa3pelIeHUETO 32 YNIOTPeda U MPOU3BOAUTEJ

IIpureskaTesn Ha pa3pelIeHUETO 32 yHoTpeda

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHuus

IIpouszBoaure

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy

DpaHuus

n

Servier (Ireland) Industries Ltd
Gorey Road

Arklow - Co. Wicklow
Hpnannus

n

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warsaw

ITonmia
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Mecmen npeocmagumen Ha npumedsicameisl Ha paspeuweHuemo 3a ynompeoa:

CEPBUE MEJMKAJI EOO/]

Ten: 921 57 00
Codus

To3m JieKapcTBeH MPOIYKT € pa3pellieH 3a ynoTpeda B Ibp:KaBHTe-YJIeHKH HA eBPONEiiCKOTO
HKOHOMHMYECKO MPOCTPAHCTBO MO/ CJIeIHUTE THPTOBCKH MMEHA:

benrnsa
bovarapus
Kunsp
PenyOnuka Uexus
Ecronns
dunnangnus
OpaHuus
I'vpuus
Wpnannns
HUranus
JlaTBUs
JInTBa
JlrokceMOypr
Manta
Xomanaus
ITonma
Tlopryranus
PymbHUs
CrnoBakus
CrnoBeHus

JlaTa Ha mocjeaHo mMpepasriexkaaHe Ha jgucroBkara: 07/2022 r.

COVERAM
[Ipectapuym-Ko
COVERAM
PRESTANCE
COVERAM
COVERAM
COVERAM
COVERAM
ACERYCAL
COVERLAM
PRESTERAM
PRESTERAM
COVERAM
COVERAM
COVERAM arg
Co-Prestarium
COVERAM
PRESTANCE
PRESTANCE
PRESTANCE
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	Ако Вие имате някое от следните състояния, моля съобщете това на Вашия лекар, фармацевт или медицинска сестра преди да приемете Престариум-Ко:
	Други лекарства и Престариум-Ко
	Престариум-Ко с храни и напитки
	Бременност, кърмене и фертилитет
	Бременност
	Трябва да кажете на Вашия лекар, ако мислите, че сте бременна (или бихте могли да забременеете). Обикновено Вашият лекар ще Ви посъветва да спрете приема на Престариум-Ко преди да забременеете или веднага, щом разберете, че сте бременна, и ще Ви посъв...
	Кърмене
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