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KPATKA XAPAKTEPHCTHKA HA MPOAYKTA
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1. AME HA JJEKAPCTBEHHS ITIPOAYKT

Butonpun 10 mg Ta0neTku
Vitopril 10 mg tablets

Besika Ta6nerka or 10 mg chabpxka 10,89 mg IH3HHONPHIOB quxuppat (Lisinopri] ‘
dihydrate), expuBasienTeH Ha 10 mg NM3UHONPHI (Lisinopril).

39 IFbIHKA CIIMCHK © MOMOUIRK BEHISCTRA BHX TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka, 64ana, Kpbria, ABOHHOM3MIbKHAA, C MAPKUPOBKA “10” OT eaHaTa CTPana K
C ACNUTENHHN YEPTH OT ABETE CTPAaHU.

4. KJHHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHAH
Apmepuarna xunepmonus

JleueHne HA apTEpHAanHa XMNEPTOHHA.

Copoenna HeOoCmamuvyRoCm
JleueHue HA CHPAEYHA HEAOCTATBHYHOCT.

Ocmvp ungpapkm Ha MUOKAPOQd
KpaTkocpouHO (LIECT CEAMMUHO) JIeUEHHE Ha XeMOANHAMUUHO cTaOHAHU MABKMEHTH B
nbpBUTE 24 Yyaca Ha OCTPHA MHOKAPASH NH}apKT.

Bubpeunu ycnoxcHenus npu ouabem -
Jleuenre Ha GHOpeunn 3abonABanMs OpPW XWMCPTOHULH C nuabeT TN 2 1 HauasHa
Hedponarua (Bux T. 5.1).

4.2 No3upoBKAa 1 HAYHH HA NPHIOKEHHE

Ta6ReTKHTe BATONDUA ca TpeAHA3HAYEHH 3a MepopaneH MpHeM BEAHDK AHEEHO.
KaTo BCHUKHM JISKAPCTBa, IPHEMAHH BEAHBK AHEBHO, BHTOIDHIL TpaOBa Aa ce npuemMa
NpHOIH3HTENHO 1O €JHO H CHLIO BPEME BCCKH JIEH. A6copbumaTa Ha BUTOMPHIT HE CC
NOoBNMABA OT XpaHa. JlosupoBkata TpaOBa ja ObAe ananTvpaxa HHAUBUAYEAHO B

3aBHCUMOCT OT Tpoduna Ha DALMEHTA M MOBIHABAHOTO HA KPBHBHOTO HAIAraHe (BHXK
T. 4.4).

TabnerxaTa Moxe Na Ce pasfens Ha YeTHpPH paBHW YacTH. 3a uenrta TabneTkara ce L

NOCTaBA BbPXY TBBPAA IUIOCKA MOBBPXHOCT C AEAMTENHaTa uepra Harope - H ce
HATHCKA JIEKO € NPBCT.-
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Xunepmonust

Buronpun Moxe Aa Cc€ HM3MOA3IBA CAMOCTOATENHO HIK B KOMOHHALUA C [ApYrH
JIEKapCTBa 32 AHTUXUNEPTEH3UBHA TEPANHAL.

Havanna 0o3a
[IpM nauMeHTH C XMNEPTOHHA NPenopBUMTENHATA HaualHa 1033 € 10 mg. Ilpu
ALHEHTH CbC CHIHO AKTMBUPAHA PEHHH-aHTHOTEH3HH-aNIOCTEpOH cHCTeMa (Mo-
CMELMANHO IPY PEHOBACKY1apHA XHMEPTOHHA, HEAOCTATEYHOCT Ha TEHHOCTH W COJH,
CLP/IEYHA HENOCTATHMHOCT MIM  TEXKa XWAACPTOHUA), Cched TpueM Ha
. MHPBOHAYANTHATA J038 € Bb3IMOXKHO pA3KO MOHWXKaBaHe Ha KPBBHOTO Hansrase.
[IpenopbuHTENHATA HAYAIHA 1038 B TaKWBa Cly4ad ¢ 2,5-5 mg, KaT0 B HAYanNOro
neyeHueTo TpAOBa Ja ca nMpoBeAe MO NEKapCKH KOHTPOJL. [To-HKHCKa HayalHa Jo3a ce
NpenopL4sa U MpH NALMEHTH ¢ GBOpeuHa HEAOCTATBHHOCT (Bl no-aony Tabauua

1).

Hooovpxcawa 0o3a |
O6ukHOBeHO eeKTUBHATA MOAABPIKALLA A03a € 20 mg, NpHA0KEHA BEAHBXK JHEBHO.
[10 DPHHLMI, KO JKeNAHHAT TeparncBTHYEH eeKT He O1AE MNOCTHIHAT 34 NEPHOA OT 2

n0 4 cenMulM, ZO3WpOBKaTa TpAGBa na Gbae ysenunueHa. MakcumanHara n03d,
" MpUJaraHa B JABJTOCPOYHH KOHTPONUPAHH KNUHHWYHH y3cneapanud, € 6una 80
mg/aeH.

Ilayuenmu, 1exyeanu ¢ ouypemuyi _

Cnea 3amouBaHe Ha JIeYEHHe C BHTOMPUN MOXE Aa ¢ NOABM CUMNTOMATHYHA
xunotousi. TOBa € TMO-BEPOATHO MPH NalMeHTH, KOHTO €€ NIEKYBaT ¢ AHYPETHLUM.
IIpy TakuBa MALMEHTH € HEOOXOAMMO BHUMAHUES, Tl KATO NpH TAX MOXEe Ja C€
MONYYM HEJOCTHr HA ENEKTpOnMTH H TeuHocTH. Te Tpss6Ba Aa cnpar npHema Ha
NUYPETHLIH, aKO € BB3MOXHO, 2 10 3 JHY mpeAM Ja 3arnoyHar Je4eHHETO ¢ BHTONPHI.
[Ipy XHNEPTOHULM, HYHUETO NEYEeHHe ¢ AUYPeTHUW HE MOKC Ja Obae cnpaHo,
fle4eHUeTO C BUTONPII TPAGBA Aa 3AM0YHE C HaYa/lHa 1032 OT 5 mg. Tpabsa na Obpar
npocneaaBaHy 6b0peyHaTa PyHKIMA A HHBOTO HA CEPyMHHA kannii. [locneasauiara
N03UupoBKa TPpAGRa Ka Gbae cHoGpa3eHa ¢ NOBIUABAHETO HA KPBBHOTO HATATAHC. AKO

e HeoOXO0AMMO, TSYEHHUETO ¢ AUMYPETHLIH MoXe Aa Obae Bb300HOBEHO (BHXK T. 4.4 H T.
4.5).

Tosuparie npu nayuesmu ¢ 6vbpeyrna nedocmamvyHocm
Io3HpoBKATa MNpH NauUHeHTH ¢ OBOpeyHa HEAOCTaTHYHOCT TpaOBa Aa OBae
choOpaseHa ¢ KpeaTHHHHOBHSA KJIMPBHC, TaKa KAKTO € yKa3aHo Mo-a0iy, B Tabanua 1.




Tabanua 1
Tlo3upaHe npy nauneHTH ¢ 6LOpeUna HEXOCTATLIHOCT

 KpeaTHHHHOB KIMPBHC (ml/min) Hauaana go3a (mg/aeH) | _ I
Tlo-manko or 10 ml/min (BxmounTenHo | 2,5 mg*
| NALMEHTH Ha ANaNIA3a)

- L . N — e —
10-30mUmin 12,5-5mg
31-80mbmin 5-10mg S :‘

* Jlo3MpOBKaTa WMIH 4eCTOTaTa Ha MpHNoXeHue TpaGBa na ObAAT onpeleNcHH B
1aBMCHMOCT OT NOBJIMSABAHETO HA KPBBHOTO HAJIAMaHe.

To3upoBKaTa Moxe Aa Objie NOBULIABAHA NOKATO €& MOCTHIHE aneKBaTeH KOHTPOJ Ha -
KPBLBHOTO Ha/AraHe Wid A0KaTo Oble AOCTHrHAT MAKCHMYM OT 40 mg au3MHONPUAN
NHEBHO.

Coupoeuna HedocmamuvyHocm
[Tpy nauMeHTH CBC CHPACYHA HEAOCTATBYHOCT BHTOMPHI MOKC Ja ce MpeAnncha
KaTO AOMBJIHEHHE KBM JEHEHHETO ¢ NHYPETHLH H KOraTo € He0OXO0JHMO AUTUTARHC
unu Gera-6mokepy. JleueHneTo MOXE Ja 3anoyHe C HadaiHa ao3a or 2,5 mg
BMTOMPHN, €IMH NBT AHEBHO, KATO TpAOBa fna C€ OCBHLUICCTBABA TOJ NeKAPCKH
KOHTPOJ, 3a Aa 6bae npocne/icH edexTsT BbpXy KPBBHOTO HAIATAHC. [ToBHLLABAKETO
Ha fo3aTa Tpabsa Aa crapa.

- Yype3 NOBMINABAHE, HE NO-T0aAMO oT 10 mg;

- Ha WHTEPBASH, HE NO-MANKH OT 2 CEAMHLIH,

- po Hali-BHCOKaTa, MOHOCHMaA OT NauueHTa A03a, 10 MAXCHMAaJIHA J03a OT 35

Mg JM3HHONPHN JHEBHO.

JlosupaHeto TpAOBa fa ¢ cbOOpaseHO ¢ MHAMBHAYAJIHHA KIMHWCH OTTOBOD -HA
nauuenTa. [IpH NalMEHTH ¢ BUCOK PHCK OT CUMITOMATUYHA XHIIOTOHUA, HanpHuMep
[TALIAEHTH C HEAOCTHT Ha COJH, ¢ WK 6€3 XHNOHATPHEMHUSA, TTALIHEHTH C XNNOBONCMHS
WIH NaUHEeHTH, TIPHEMAIIH CATHAHYPETHK, aKO € BE3MOXHO, TE3H HAPYLICHHA Tpabpa
na 6bJaT KOPUrHpaHHW NMpeAd 3anoyBaHe Ha JICUCHHE ¢ BUTOIPMIL. Tpabea ga O6bOAT
npocieaaBand ObOpeuHara PYHKUMA H HHBATA HA CEPYMHNA kanuii (BUK T. 4.4).

Ocmup urighapkm Ha muoxapoa
[MauueHTuTe TpAOBAa Aa nNONy4yaBaT ChOTBETHATa CTaHJapTHA [IpENOPbYHTEAHA
Tepanua ¢ TPOMOOAWTHLM, acTMpUH U GeTa-0/10KepH. BB3MOXKHO € €1HOBPEeMEHHO
HHTPABEHO3HO WJIH TPAaHCACPMANTHO TPHIOKEHHE Ha TIHLUCPHI] TPHHHTPAT
(HHTPOrNMUEPUH) 1 BHTOIPUI.

Hauanna do3a (npe3 nopsume 3 OHu cned ungapxma) |
Jleuenuero ¢ BuTOnpUA TpabBa jga 3amouHe A0 24 uaca CN€A N0ABATa HA ITBPBHTC
cumrToMH. Jleuenuero He Tpabsa Aa Gbie CTApTHPAHO NpPH CHCTONAYHO KPBHBHO
Hanarase, no-Hucko or 100 mmHg. Havyanuara a03a ot 5




[laLMeHTH ¢ HHCKO cucTonuuHo Hansrane €120 mmHg) B Ha4aIo0TO HA neMEeHHETO -
ATH Ipe3 MbpPBHTE 3 IHM cnel WHGapkTa Tpabea Ja noay4asat No-HUCka 4034 - 2,5

mg (Bux T. 4.4). '
B ciyuaii Ha 6BL6peuHa HEIOCTATHUHOCT (KPEaTHHMHOB KIHPBHC < 80 ml/min),

HAYATHATA 1033 BUTONPHA Tpa6ea aa 6bae crobpaseHa ¢ KpeaTHHHHOBHA KINPBHC Ha

nauyeHTa (BHXK Tabauua 1).

Iooovpcawa 003a
MMoaabpxkawara aosa e 10 mg aueBHo. [lpH nauueHTH ¢ XHNOTOHHA (CHCTONHYHO

naNsAraHe O-HMCKO win pasHo Ha 100 mmHg) axeBHaTta nmoanbpxkalua [03a HE

TpaGBa Ja NpeBHillaBa 3 Mg UIH aKo € HeoOX01MMO MOXe BpEMEHHO Aa ¢¢ HaMajH
10 2,5 mg. AXO XHNOTOHUATA NPOABIDKM (CHCTOJNHYHO KPBBHO HAJArAHE O-HHCKO

ot 90 mmHg 3a noseye oT 1 wac), NPUEMET HA BUTONPHA TpsaOBa Aa ce NPEYCTAHOBH,

Jleyennero TpaGBa 13 NPOABIKH 6 CEAMULM, ClE KOETO NALHUCHTBT TpaGpa OTHOBO
na 6bae nperiesat. [TauneHTH ¢bC CUMIITOMH Ha CbpAEYHA HEAOCTATHAHOCT TpAOBa
12 NPOIBIDKAT JEUESHHUETO C BUTONPUI (BUIK T. 4.2).

Bubpeunu ycroxcHerus ecredcmesue na ouabem _

T1pH XUOEPTOHHLM ¢ AXAGET TN 2 H HaYanHa nedponaria no3ata € 10 mg BHTONPH
[IHEBHO, KOATO, aKO € HE00X0aHMMO, MOKE N 6nae nopulueHa a0 20 mg AHEeBHO, 34 A2
ce NOCTHrHe. AMAcTonMuHO Handrase noa 90 mmHg. B caywaure Ha 6pOpeuHa
HEIOCTATBYHOCT (KpeaTHHHHOB KnupbHC < 80 ml/min), Ha4anHaTa A03a BHTONPHII
Tpa6ea na 6bae cbobpaseHa ¢ KPeaTHHHHOBHMA KIHPBHC HA NalueHTa (s Tabmuua

).

Vnompeba npu Oeya

Toil KaTo Ge30nacHOCTTa U eheKTHBHOCTTA NpU A€Lla HE € YCTAHOBEHA, JIEUCHAS Ha

J€lia C TOBA JIEKApCTBO HE Ce NMPENopbYBa.

Ynompeba om nayuenmu ¢ cmapuiecka 6b3pacm

K/IMHHYHUTE M3CJEABAHMA HE Ca YCTAHOBHAM 3aBHCHMOCT MEXY BB3pacTra Ha
MaLMUEHTHTE U epuKacHOCTTa M De30NacHOCTTa Ha BUTONPHIL. Kato ce HmMa npeasii,
ye CTApYECKaTa Bh3PacT Ce CBLP3Ba C HamaileHa OpOpedHa ¢dyHkuus, TpaGea na ce
C/IEABAT YKa3aHuATa B Tabnuua 1, 3a 4a ce onpeaeny HauaiHaTa 1038 BUTONPH IpH
TaKMBa nauMeHTd. Cnea Toea Josuposkata Tpafea Ja Onae cbo0paseHa. ¢
NOBJIMABAHETO HAa KPBBHOTO HAJIATaHE.

Vinompeba npu nayuesmu ¢ 6vbpeuna mpancnianmayui
Tbii KATO HAMA OMUT C MPUIIOKEHHETO HA BUTONPHII MPH NANMEHTH CBC CKOpoUika
6L0peuHa TpaHCNIaHTaLMA, NEYSHHETO HM ¢ TOBA NeKapCcTBO He Ce MpEnopbYBa.

4.3 IlpoTHBOOOKA3AHHA

- CBpBXYyBCTBHTEJIHOCT KbM BUTONPHI, HAKOE OT MOMOILHUTE BELLIECTBA WIH apyr -

ACE-unxubutop.

- AHaMHe3a 34 aHIHO€JEM MNPH NpEALeCTBAINO e

- XepeaurapeH WaH HANONATHYEH AHMTHOCACM. / o
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- Brop# uiM TpeTH TPHMECTBP OT OPEMEHHOCTTA (BHX T. 4.6).

4.4 Cneuuajaiy NpexynpekJIeHHs H OpeAnasHH MEPKH NPH ynoTpeda
CumMnmomamusna Xunomonus

CUMIITOMATHYHA XHMOOTOHHA C€ ¢pella pAAKO NpH N3IHCeHTH C HEYCNOXKHEHA

XUNepTOHMA. XHMOTOHHATA € MO-BEpOATHA MpH ACXHADATHPaHK NALUEHTH MK
TAKMBA C €ICKTPONUTHA HEJOCTATBYHOCT, fPH NEYCHHE C NUYPETUIH, TpH auerTa ¢
OrpaHMYeH TpHEM HA Coj, CheA Auaiu3a, NpH NOBPBILAKE WK auapus WK TpH
[AUWEHTH ¢ TEXKA PEHHH-33BHCHMA XHMMEpTOHMA (BMX T4.D H T. 4.8). Ta3n
“MOOTOHMS C€ ChoGWaBa [NABHO NPH TALNMEHTM CbC 3HAUYMMA CbpACHHA
HEOCTAThYHOCT, MPHAPYXKEHA MK He 0T OpOpeuHa HEAOCTATEYHOCT, TIPH NauHEeHTH
Ha Tepanus ¢ OpHMKOBH AWYpETMUH BBE BHCOKH J03d H npH NAUHEHTH ¢©
XMNOHATPHEMHA MIH (yRKuMoHaIHa 6bOpeuna HEAOCTaTHIHOCT. [Tpy nauueHTH ©

MOBHILEH PUCK OT CUMNTOMATHYHA XMIIOTOHHA B HAYANOTO, AEHEHHETO Tpabba A4 ce

M3BBPIIBA TOR FMOCTOAHEH JIEKAPCKH KOHTPOJ. CpioTo BaXH H 328 MaUMEHTH C

HCXEMMUHa GOJECT Ha CBPLETO WIH MO3BYHO-ChRoBa OOJIECT, NPH KOWTO.

NPEeKOMEPHOTO NOHWKaBaHE Ha KPBBHOTO HaNAraEe MOXE Aa AoBeae 10 HHPAPKT-Ha
MHOKApAa HIH MO3bYHO-CHI0B HHIHACHT. |

[Tpu NOABA Ha XHIIOTOHNMA, NALMEHTHT TPAOBA A3 C¢ NOCTABH B NErHANO MNONOKEHHE M
ako € HEeOoGXOMMMO Jha Ce TIPMIOKH HMHTPABEHO3HO (U3HONOTHYEH pasTBOP- |
KpaTkoTpacH XHNOTOHMYEH OTTOBOp HE € MPOTHBONOKA3GHME 38 JON'BIHHTORAHH ;- .
03K, KOMTO MOTAT I3 GbJaT JaBaHH, 0GUKHOBEHO 0€3 YCAOKHEeHHH, LIOM KPbBHOTO

HalAraLe ce MOBHILIU Cilel yBennvyaaHe obemMa Ha TCHHOCTHTE.

[lpy NAUMEHTH CBC ChpAEUHA HEAOCTATBYHOCT, C HOPMATHO MW HHCKO KPBEHO -

HANSATAHEe, MOXE Ja ce Habmonasa JNONBAHUTETHO TMOHWKABAHC HA KpbBHOTO
Hanarade ciel ynorpe6ara sa puronpui. Tosy edeKT € NpeaBUinM ¥ 0OUKHOBEHO

He € MPUYMHA 33 TPEyCTAHOBABAHC HA JICYEHHETO. AKO XHIOTOHMATA CTRHC -

CUMIITOMATHYHA € HEeoOXOAMMO A03aTa BATOmpHN Ja Onie HaMaieHa HIM a8 ce
PEYCTaHOBU NPHEMBT.

Xunomonust npu 0Cntbp uHMAPKM HA MUOKApoa

He Tpsa6Ba Aa ce 3anousa NedeHHE C BHTONPHI MpU NAUWCHTH C OCTBP nH(papKT Ha
MHOKapJa, OpH KOWTO HMa PUCK OT CEpHO3HO BJOIIABAHC Ha XeMOJUHAMHYHOTO
CLCTOSHHE CNed JleueHue ¢ Basoaujaratop. ToBa Ce OTHaca 32 NalUeHTd Che
CHCTOJIMYHO HaiaraHe, no-Hucko ot 100 mmHg nau rtakuea ¢ KapAMOreHEH ILHOK.

[lpes mepBHTe 3 AHM ciel MHpApKTa [03aTa Tpabba fa Obje HaManeHa, ako

cUcTONMUYHOTO Hamarade e 120 mmHg unu no-uucko. lloaabpikaluara A03d muﬁ#a
na 6pe HAMaleHa A0 5 mg Wi BpEeMEHHO A0 2,5 mg, ako CHCTONMYHOTO HALATAHE €
100 mmHg nin no-Hucko. AKO XHNOTOHHATA € NOCTOAHHA (CHCTOIHYHO HAJIATaHe

moa 90 mmHg 3a noseue or | uac), NEYECHHETO C BUTOMNPHI TpabBa Aa ce

IPeyCTAHOBH.
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AOPMHA UNU MUMPANHG CMEH03a / XUnepmpodUIHQE KapOUoMUOnamus

Kakto Bemuxu ACE-MHXuGHTOpM, Taka M BWUTONpMJ TpAOBa Ja ce npunara ¢
NOBMILEHO BHUMAHHE TIPY fIALMEHTH ¢ MUTPAIHA CTEHO32 W OOCTPYKLMS B H3X0/2 Ha
ABATA KaMepa, KATO a0PTHA CTEHO3a HIIH XMNIepTPodHUHa KapAHOMHUONATHS.

Bvbpeuna nedocmamovynocm |

Tpu nauueHTH ¢ GbOpeuHa HENOCTATHYHOCT (KPEATHHWHOB KIAPBHC <80 ml/min),
HauaJlHaTa J03MPOBKA HAa BHTOMpHI TpabGBa Aa Obae crobpaleHa ¢ KpeaTHHHHOBHA
KNTMPBHC HAa nauueHTa (BiK Tabnwua 1 B T. 4.2), a cnea ToBa, B 32BUCUMOCT OT
OTrOoBOpa Ha TalLMEHTa Ha .neueHuero. PeaoBHOTO HaONIOJAEHHE HA KajlvA M
KpeaTHMHHHA Ca YacT OT PYTHHHATA MEAMLMHCKA MPAKTUKA NPH TE3N NALKCHTH.

TpK HAKOM MALKEHTH ChC ChPAEYHA HENOCTATBYHOCT MOXE /12 BE3HMKHE XUMIOTOHHA |

cnen 3anoupane Ha jedeHne ¢ ACE-MHXUGMTOpH, KOETO MOXE Aa N0BeAe A0
NOMLIHMTEHO Hapylapane Ha GbOpeunata yHnkuwa. Vima cbOOLIEHNA 33 OCTpa
6p6peuHa HeJOCTATHUHOCT B TAKMBA CHTYALlHH, KOATO 0OMKHOBEHO € 0OpaTHMa.

[Ipy HAKOM NAUMEHTH ¢ ABYCTPAHHa CTEHO32 HA OnOpeuHaTa apTepHa HIH ChC
CTEHO3a Ha apTepuATa Ha enNHHCTBEH OBOpeK, NEKYBaHM C ACE-unxuburopu, ce
Ha6GNIONaBa MOBUILABAHE HA YpeATa W CepyMHHA KpEaTHHHH, KOCTO OOHKHOBEHO €
o6GpaTHMO CNEA NpeycTaHoBABaHe Ha TepanusTa. ToBa BaxkH oco0eHOo 33 MAalUEHTH ¢
6BOpEYHa HENOCTATHYHOCT. AKO € HajlHile W PEHOBACKY1apHa XUIICPTOXKA, HapacTea
PHCKBT OT OCTpPa XMMOTOHHA M ObOpeuHa HEAOCTAaTHUHOCT. [Ipn Te3H NALHSHTH
nevyeHueTo TpAGBA Ja 3aNOYHe NOX HEMOCPEACTBEH IEKAPCKN KOHTPOJI C HUCKU 003H
i TIpH BHMMAaTenHo Ao3upaHe. Thil kato jeuerue ¢ ANYPETHLH mMoxe aa Obae
haKTop, KOHTO Ja JONpPUHECE 33 NOBULIABAHC HA CTOIHOCTHTE HA YPEATa U CEpYMHHA
KpEaTHMHWH, Ope3 NMbpBHTE CEAMHLH OT NEUEHHETO C BHTONPHI TEXHHAT NPHEM
TpAGEa aa O'bAe npekbcHaAT K TPAOBa Aa 6b1e npocieaaBata ObOpeuHaTa GyHKaMA.

[Ipi HAKOM NAUMEHTH C XHNEPTOHUA Oe3 BHAKMMO ChHILCCTBYBAllH opOpeuns
326019BaHHsA Ca YCTAHOBEHH NOBHIIEHH CTOAHOCTH Ha ypesi M ¢EpyMEH KpeaTWHHH B
KpbBTa, OOMKHOBEHO HE3HAYMTENHH W TPEXOAHH, oco0eHo KOraTo BHTOMpPHA €

npUeMaH €JHOBPEMEHHO ¢ AuypeTduM. Topa ¢ NO-BEPOATHO 1A CE Habmonasa Opa

[MalUeHTH ¢ Beue ChllecTByBala 6u0peuHa HEAOCTATEUHOCT. B TakMBa Ciiydan Mooke
Na ce HAlOXKH HaMalifigaHe Ha A03aTa W/HAHM NpEeKbCBaHE Ha AMYPCTHKA W/ HIH
BUTOTPHAL.

[Taunents ¢ OCTbp HMHQAPKT Ha MMHOKapaa HE Tpa0GBa Aa 3aMnovBaT jeueHWe ¢

BUTOMPH/, 4KO HMaT CHMITTOMH Ha OTKIOHCHMA B obOpeuHaTa QYHKLNA,

nedUHUPaHN ¢ KOHLEHTPALMA Ha CepyMHMs KpeaTuHWH, Ha/BHLIABalla 177 umol/I
WHHM NpoTenHyphd, Haasnwasama 500 mg/24h. AKO MaUMEHTHT PABMC 6nOpeuna

HEJOCTATHUHOCT M0 BPEME HA JIeYSHMETO C BUTOMPHA (CEpyMHa KpeaTHHUHOBA
KOHUEHTpaLua, HaaBuWiuasamla 265 pmol/l niM  yABOsBAHE  Ha GazoBHnTe
KOHLUEHTPalHMH HAa CEepyMHHMsS KPEAaTHMHWH), NMPUEMBT HA npn Tpabsa aa ce
PEYCTaHOBM, )
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Cepvxyyscmeumennocm / anzuoeoem

MMa choOiueHus 32 peiku clyvyau Ha aHrojeM Ha NuUETO, KpaiiHULMTE, YCTHHTE,

@3Ka, rJI0THCa W/HMNM NapHHKCA IPA NAaLMUCHTH JICKYBaHH € ACE-HHXHOHTODM,

BKIIOUMTENHO ¥ BuTonpui. Tosa MOXKe Ja ce MPOABH N0 BCAKO BPEME Ha TepanHAaTa.

B TakHBa cly4aH, IpUEMBT Ha BUTONPHN TpAGBa Aa ObAe CNPsH He3abaBHO 1 Oa ObAe

HAasHaYEHO NOAXOJAWO JeYyeHwe noj HadmoAcHHE A0 MBLIHOTO H3ue3paHe Ha

cuMnTomMuTe. JIOpPH M B clyyauTe, KOraTto nmojyT € ¢aMo €3UKbT, 6e3 pecnHpaToOpeH

JMCTPEC, TIALMEHTBT MOKE Aa C& HYKNae OT NPOABIKHTLIRG naGmoaenne, Thid KATO
fleyeHHe ¢ AHTHXMCTAMUHH ¥ KOPTHKOCTEPOHAM MOXKE Aa HE € LOCTATHHHO.

MHoro psako ce CbobiLasa 3a CMBPTHH Clly4aH, JB/DKAIIH CC Ha aHTHOC/CM, CBBP3aH
C NapMHreancH €4eM Wid €4EM Ha €3HKa. AKO aHrmoeaema BKi0uBa €3HKa, INOTHCA
AW JIAPMHKCA € MO-BEPOATHO Ja HacTbnu OOCTPYKUMA Ha JMXATENHUTE NbTULLA,

0cOGEHO NPH NAUMEHTH ¢ ONepauUs Ha AWXATENHWUTE MBTULLA. B Takupa cny4ad €

HeOOXOAHMO A4 Ce 3ano4yHe He3abaBHO JIEYCHHME, To MOXe Oa BKAOUBa TNpHEM HA
ajpeHaIMH WMWK NOANbPXKaHE Ha AMINAHETO. [MaunueutsT TpaGea 12 ObAe NOA
HEMOCPEACTBEHO JIEKAPCKO Hab/ioA¢HHE 10 MBJIHOTO OT3BY4aBAHE HA CUMITTOMHTE.

[Ipy UYEPHOKONKH TNALMEHTH BEPOATHOCTTA ACE-uHX@6uTOpHTE A3 NPEAH3IBHKAT
AHrMOEIEM € TO-TOIAMa, OTKONKOTO TNIPH NAaUMEHTHTE C APYT LBAT HA KOXKAaTa.

pu NalMEHTH ¢ aHAMHe3a 33 aHTHOSHEM, KOHTO He € cBbp3aH ¢ npnem Ha ACE-
UHXKOUTOPY, CHILECTBYBA NOBUIUCH PUCK OT aHTHOAEM [PH ynotpebara UM (BHK. T.
4.3). ~

Anagunaxmuynu peaxyu Rpu nayuenmu Ha xemMoouanusa |
ChoOIIEH0 € 33 aHahHNAKTHYHH PEAKLUMK NPH NALMEHTH, MOAJI0XKERN Ha AMansa. G
BMCOKONPOMYCKIUBM MeMOpanu (Hanp. AN 69) 4 B ChUIOTO BpeMe J1EKyBatH C ACE-
uaxuouTOop. IIpH Te3u mauueHTH TpAOBa jJa C€ M3NOA3BAT ApyTH AHATH3NPaIIH
MeMOpaHi Ui /ia & U3NOA3BAT APYTH JEKapCTBa 33 JieUeHHE Ha XHICPTOHUA.

Anagunaxmuvru peaxyuu no eépeme na LDL-runuona achepesa .
YKHBOTO3aCTpallaBaliy aHAQHIAKTHMEHM peakuMy ¢a Bb3MOXHH MPH NAlUCHTH Ha
neuenne ¢ ACE-unxubutopy, nperbpnenu LDL (nanonpoTeHtin ¢ HACKA MABTHOCT)-
adepesa ¢ nexcTpaHcyadat. Tesn peakuuy ce u3dArsaT KaTo BpEMEHHO CC NPEKLCRa
tepanuaTa ¢ ACE-unxu6uropa npeau Beska adepesa.

Anadpunaxmusnu peaxyuu RO 6peme Ha OeCeHCUDUNUBAYUA
Maynentu, npueMamy ACE-dHXuOuTOpH no  BpeME  Hd neyeHde 3a

neceHcHOHIM3anMs (Hanp. ¢ OTPOBAa OT LMMOKPHMIH), MOraT da MOMyqaT TEKKH

anadMNAKTHYHK peakuiuy. Te3n peakiivy MoraT aa Obpat u3berdaTu, KaTo BPEMEHHO
ce mpekbcHe npHeMbsT Ha ACE-HHXHOWTOpH, HO MOrar Aa ce MOABAT OTHOBO NpH
NOBTOPHA HEBHUMATENHA YNOTpeOa Ha TAKKMBA JIEKapCTHa.

Ueprodpobua HedocmamvyHocm
Jleuenne ¢ ACE-HHXUGHTOpY MHOMO PAJAKO €€ CBBbP3Ba ChC CHHAPOM, 3anoupall ¢
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W3X0J B HAKOM ciyyad. MeXaHy3MBT Ha TO3U CHHAPOM HE € HIBCCTCH. AKo
NAUMEHTH HA NCUSHME ¢ BUTONPUA PASBUAT KBATEHULA HAK NOKAXAT NOBHIICHUS HA
YEpHOAPOOHUTE €H3UMH, NPUEMBT Ha JEKAPCTBOTO TpabBa Aa ce NpPEeyCTAHOBH M
NaLMEHTHT NOAJICIKA HA NEKAPCKH KOHTPOL

Heymponenun / azpanynoyumosa |
MMa CLOGIEHHS 33 HEYTPONEHWs / arpaHynouuTo3a, TPOMOOUMTONCHUA U AHCMUA
npu naunent, npuemait ACE-nnuxuburopu. 11py mauudeHT! ¢ HopMalha Ou0OpeuHa
byHkuMA W Oe3 ApyrH YCIOXHABALIM (axTOpH, HEYTPONEHHA Rb3HHKBA PAIKO.
HeyTponeHusTa H arpaHyjloLuTo3aTa ca o0paTHMM ciej [IpeYCTAHOBABAHE HA
neuenneto ¢ ACE-unxuturopa. Buronpun Tpabsa aa ce U3NOf3BA ¢ ocobeno
BHUMaHHe [PH MALMEHTH CbC CUCTEMHH 3a00JABaHHA Ha CHEAMHHUTEIHATA THKaH;
Nan¥eHTH, JEKYBaHW ¢ MMYHOCYTPECOpH; NalUMeHTH, NeKyBaHW C alOlypHHOIN MM
NPOKAaHHAMMA WM DNAUHEHTH, MPH KOWTO € HAIMUC KOMOMHALMA OT TE3H
ycnoxHABamy haxTopy, 0Co0eHO aKO MMaT Hapyllieha Grbpeuna Gyuruns. [1pn
HAKOM MALMEHTH MOTar Aa Ce PasBHAT CEPUO3HHM WH(EKUHHA, KOUTO B PEAKH CRYIAH
He ce MOBJMABAT OT WHTEH3MBHA aHTMOMOTHYHA Tepanus. [1pH TakHBa NaLUEHTH €
He0BXOAMM SIEpHOAHYEH KOHTPO HA HHBATa HA GENUTE KPBBHH KICTKH. [Taupentyre
TpabBa Aa chOGIABAT 32 BCEKH NPU3HAK 33 uHpeKLmS.

Paca

[lpy uepHOKOXH NaNMEHTH BEPOATHOCTTA ACE-uuxubnropure Aa NpeAUIBHKAT
AHTHOENeM € NO0-rofAMa, OTKOJKOTO NpH NAlMEHTuTe © ApYr UBAT HA KowMata.
Buronpun, kakto n apyrute ACE- uHxuGnTopH, MOXE A3 € NO-MaiKo e()eKTHBEH
[pH YEPHOKOXH NALMEHTH, OTKOJKOTO NPH MAlMEHTATe ¢ ApYr UBAT Ha KOXATa,
Haii-BepoATHO MOpaiM HUCKMTE HMBA HA PEHHHA MpH YEPHOKOKATA nomyjauuns,
CTpajalla OT XHIIEPTOHUA.

Kawnuya

ChobliaBa Ce 3a NMOABATA HA Kallikua no BpeMe Ha ynotpebara Ha ACE-
nHxuGuTopH. Task KalHua e HENPOAYKTHBHA, MEPCHCTUpALA W NIPCMUHABE chnel
cnupaHe Ha neveHueto. Kauumuara, npeau3BHkaHa oT ACE- unxubutopu, Tpabea
1a ce uMa NnpeABy, npH JudepeHLHaliHaTa fyarios3a Ha Kkaliiuara.

Xupypzus / anecmesun
Butonpun Moxe jAa OnokHpa BTOPHYHO (OPMHPAHETO HA HIMOTCH3IMH Il cnen

KOMNEHCATOPHO ocBoOOXKIaBaHe Ha PpEeHHH MPpU MAUHEHTH, TNOAJOKCHH Ha

3HAYUTENHM XNPYPruYHE MHTEPBEHLHM WK HA aHECTE3HA C IEKApCTBa, NOHMKABALIA
KPBBHOTO HandraHe. Karo pesynTar ce nojy4apa M3paseHa XMNOTOHUA, KOATO MOMKE
A3 C& KOPHrupa Ype3 B¥BaHe Ha [1]1a3MO3aMECTUTCIH.

Xunepranuemus

Ilo Bpeme Ha nevenue ¢ ACE-HHXHOMTOPH, BIIIOYHTENIHO BHTONPHI, MOXE A3 ce
HaGnioaapa MOKAYBaHe HUBOTO Ha CEPYMHUSA Kalii NP HAKOH NALUCHTH. [launeHTH,
NpH KOMTO HMa PHCK Ja CE MPOABH XUNEpKanueMmus, Ca TEIH Cbi ChieCTBYBAIUA

61L6peuHa HeAOCTATHYHOCT, AHA0ET UK NpUeMaLlin Kalu i-ChXpaHsBaLlid AHYPETHIM,
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NMeTUYHA CON), WIH APYrH JEKAPCTRA, NPEAN3BHKBALIA SHAYUTENHO yBCIUYABAHE Aa
CepyMHHMA Kanuit (Hanp. xenaphH). AKO €IHOBPEMEHHOTO M3M0J38aHe Ha TOPHHUTE
NPOAYKTH € MNOKa3aHO, HMBOTO HA CEPYMHMA kanuii TpaGBa Na c€ KOHTPOJHpa
NEPHOAMYHO NO BpEME Ha JIEYESHUETO (BIXK T. 4.5).

Juabemuyu

[lpd nagHeHTH, NpUeMallid MEpopajHo aHTHAHAOETHH JNieKapcTBa WAM HHCYIIMH,
Tpa6Ba Aa ce OCHILECTBABA HEMNOCPEACTBEH [NIMKEMHUCH KOHTPOJl N0 BpeMe Ha
nepBus Mecel oT neuennero ¢ ACE-HHxubHTOp (BHX 4.5 B3auMoaeHCTBHE ¢ ApYyrH

neKapcTBEHH MPOAYKTH U ApYrd GOpMH Ha B3auMOoJcHCTBHE).

JTumuis
To npUHLKMN KOMOUHAUWATA HA TATUE ¢ BUTONPUN HE CE NPEOOPBLUBA (BHAK T, 4.5),

Bpemennocm u xopmene

JIuzMHOMpHALT He TpaGBa na ce ynoTpebsBa Mo BpEME Ha MbpBuA TPUMECTBP OT
6pemeHHOCTTa. YnoTpebara Ha BUTOMPUI € NPOTUBONOKA3HA Npe3 BTOPHA H TpETHS
TpuMecTbp Ha Opemensoctra (B T. 4.3). Koraro c¢ YyCTaHOBH OpeMEeHHOCT,
IEYEHHETO ¢ NM3HHOMPHN TpAGRa Aa 6Bbje MpeyCTaHOBEHO BBIMOKHO Hali-0bp30
(ux 1. 4.6). He e mpenopbuntenHa ynoTpedara Ha JH3MHOMPUI N0 BpeME Ha

KbpPMEHE.

4.5 BzauMogelicTBHe ¢ ApYrH JeKapcTBeHH NPOAYKTH H Apyra dopmu Ha
B3aHMOaeHCTBHE

Huypemuyu
OGHKHOBEHO MOHHWXKABAIMA KPBbBHOTO HAIATAHE edekT Ha BWTONpPHI C€ YCHIBA NpH

eAHOBPEMEHHO NpHeMane Ha auyperuny. [launeHTH, npHeMally AUYPETHUH, H RO-
CIIELMaNHO Te3H, KOMTO OTCKOPO Cé JeKyBaT ¢ JMYPETHUW, MOrar MoHakora nph
3afouBane Ha JeYeHHe ¢ BMTOMNPHA Aa MojyuaT CH/HO NOHWKaBaHe HA KPBBHOTO
nanarage. PUCKBT OT CHMITTOMATHUHA XHIOTOHHUA [0 BPEME Ha JCUCHHE ¢ BUTORPKI
MOJXE 12 Ce HaMaiy ypes ClUpaHe Ha AMYPETHKA MPEJH HAualoTo Ha JCHEHHETO ©
ToBa nexapcTso (BUXK T. 4.4 1. 4.2).

Xpanumennu O0obaeru, cvovpcawu Kanui, KAMUI-CHXPAHABAWU OUypemuyu wiu
ApUEM HQ KaTuil- CoOBPIAICALYU COMU (Hanp. Ouemuina con)
Bopnpeky ye npu KIMHUYHUTE M3MHTBAHHWA HUBATA HA CCPYMHHA Kanuii 0OMKHOBEHO

ca OCTABaly B HODMANHM FpaHMLy, BH3MOXKHO € A2 BBLIHUKHE XulepKalnemus TpH
HAKOH MAlMEHTH. PrckoBuTe GakTopH 3a pa3BHBAHE HA XMNEpKANHEMHA BK/IOYBAT
6p0peyHa HeAOCTaTBYHOCT, AWA0ET, NMpHEM Ha Kaluii-ChbXxpanspalsd ARYPETHLUH
(Hanp. CIOHPOHONAKTOH, TPHAMTEPEH WM aMuIopui), npdeM Ha XPaHHTENHH
n0GaBKK, ChALPKAM Kanuii WAM TPHEM Ha KanMA-ChAbpiKaliy COAu (uanp.
aMeTHyHa con). YrorpebaTa Ha XpaHWTeNIHW A00aBKH, ChAbpKallH KaJIKi, Kanui-
CHXpaHABALM AHYPETHLH WK NPHEM HA KaNTUH-CHABPKALUH COJK (Hanp. AHCTHYHA
coA) OT NALKEHTH ¢ HapyweHa 61L0peuHa PyHKUHA MO ~EOBEJE A0 3HAUMTETHO
[10BMIUABAHE HAa HHMBOTO HA CEPYMHHA KajlMH. YTarpyy
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CBBMECTHO CBHC CAIMANYPETHLH, MOXKE d CC NoABM XHNOKaNIHeMus, TIPCAH3IBHKAHR

OT TE3H AUYPETHLLN.

JTumuis
Hma cpoblueHus 3a OOpaTHMO MOBHIIABAHE HA TOKCHYHOCTTa ¥ HA CCPYMHUTC

KOHLEHTPALHN Ha NWTHIA NPH €AHOBPEMEHHATa MY ynotpeba ¢ ACE-nuxuburops.

CreMecTHaTe ynotpeba Ha THasuanu auyperuun v ACE-H HXUOMTOpPH MOXE A3

YBCJAHYHN pHUCKa OT TUTHEBA TOKCUYHOCT H Ja 3aCU/IH BCHC ChllecTBYBallla TakaBa.

EnHoBpeMeHHa ynoTpe6a Ha BMTONPANL M JIWTHH He € NpenopbuuTeiHa, HO aKo

oBCTOSTEICTBATA HANAraT Takasa KoMOWHauus, TpaGpa Ja ObaaT nNpocienaBank
BHHMATEIHO HABATA HAa CEPYMHHMS THTHH HA NALMEHTA.

Hecmepoudnu npomueosv3naiumenty 1exapcmeeHy npooyxmu (HITIBC) 3qeono ¢
QUEeMWICANUYUN08A KUceruna 2 3g/0ne6Ho -

[popbmxurensuar (xponuuen) npwem Ha HIIBC  moxe  1a HAMAHE
aHTHXMNepToHHYHKA edext Ha ACE-unxuburopa. HIIBC v ACE-unxuOuTOpHTS
OKa3BAT NONBJIHHTENHO BJAKAHME BBPXY MOBHUIABAHETO HAa HHUBOTO HA CepYMHHA
KaJnii, KOETO MOXe 1a J0Bele M0 BioiaBake Ha GpOpeuHaTa dyHKuuA. To3n edexT

o6MKHOBEHO e oOpatum. B penxku caydan Moxe Aa BBL3HMKHE OCTpa onbpeuna .

HEJOCTATBUHOCT NpM NAlMEHRTH C HapylieHa ObOpeuna dyHKLKMs, KaKTO ¥ FpH
MALHEHTU B CTAPYECKa Bb3PAcT WIH [AEeXUAPATHPAHU TIALHCHTH.

Ipyau anmuxunepmorusnu 1exapcmea
EaxoBpeMeHHaTa ynoTpefa ¢ TakuBa /€KapcTBa MOXKE Aa 3aCHAH XMMOTEH3IHBHMA

edexr Ha suTonpua. EpHoBpeMenHata ynotpeba c rauiiepii TPUHMTpAT W ApYTH
HUTPaTH WM JApYrd Ba3OAMAaTaTOPH MOXKE IOMNBAHMTEIHO Ja NMOHUXKN KPBBHOTO

Hanaraie (Bx. T.4.4).

TPUyUKIUNHY aHMudenpecarnmu / aHmuncuxomuyy / aHecmemuyu
EnnospemenHara ynotpeba Ha ACE- uHXMOWTOpPH € OMPCACICHH aHECTETHLIH,
TPUUMKIMYHK aHTUACTIPECAHTH M @HTHUIICHXOTHULM MOXe Ja  JOBEAC A0
NOIBIHMTENTHO NOHHXABAHE HA KPHBHOTO HanAraHe (Bux T. 4.4).

Cumnamurxomumemuyu

CHMNATMKOMHMETHIM MOTaT I3 HaMalaT aHTUXWNEpTEH3UBHUA e(EeKT Ha ACE-

HHXHOUTOPHTE.

Anmuduabemuyu

EnnaeMHONOTHYHHTE M3C/eABAHHA MOKAa3Bar, 4e CHBMECTHOTO NPHIOKEHHE Ha.
ACE-uHxu6utopu 1 autuauadetHn cpeacrsa (MHCYNUH, NEPOPATHHA aHTHAHA0eTIM |

EKapCTBa) MOXeE Aa NIPUYMHU 3aCHNBAHE Ha eleKTa HA MOHWIKABAHE HA TIOKO3YTA B
KPBBTA ¢ PUCK OT XUnoriukemus. [To-BeposTHO € TO34 (heHOMEH Ja BhIHHKHE npes
NBPBUTE CEAMMUHA OT KOMOHHHMDAHOTO jeueHue W NpU TALKEHTH C 60peuna
HeOCTATBYHOCT.
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Ayemuncanuyunoea KuceauHa, mpomoorumuyi, bema-baoxepu, numpamu

Butonpua Moxe ga Obae ynorpedsBaH €AHOBPEMEHHO € aleTHICaTULHIoBE
KucenMHa (B JO3M, M3MON3BaHA B KapAMOJIOrHATA ), tpomGonuTuy, Gera-6aokeph
1/ Ny HATPaTH. |

4.6 BpeMeHHOCT M KbpMeHe

Bpemennocm |
Butonpun He TpaGea na Obae M3noa3BaH NO BPEME Ha NbpBUA TPUMECTBP OF
6peMeHHocTTa. Koraro GpemenHocTTa € MaHHpana i NoTEbPACHa, Tpa0dpa fa ce
peMHHE HAa aiTEPHATHBHO JIEYEHHE BB3MONKHO Haii-Obp30. He ca npoBEKAAHH
KoHTponupany uicneasaHua ¢ ACE-HHXHOHTOPH NMpH XOpa, HO orpaHHueHusT Gpol
M3cHeNBaHUA ¢ YCTAHOBEHA TOKCHUHOCT TIpe3 IbPBUsA TPUMECTHP Ha OpeMeHHoCTTd

He MOKA3BaT MaNI(OPMaLEH B CHOTBETCTBHE ¢ PETOTOKCHUYHOCTTA NPH X0pa, KAKTO €

ONMUCAHO NO-A0JY.

[TpoTHBONOKA3HO € Aa Ce NpHemMa BUTONPH/ Npe3 BTOPHA U TPETUSi TPHMECTBD OT
OpeMeHHOCTTA.

TlpoapmxutenHa ynotpeba na ACE-MHXuOUTOD Npe3 BTOPUA U TPETHA TPAMECTLP HE

6peMEHHOCTTA MPEAN3BHKBa PETOTOKCHYHOCT NpH X0pa (BAolIaBaHe Ha 6BLOpeuHara

GyHKUMA, ONMIOXHAPAMHHSA, UYePSNHO-IHLCBY neopmauyy) M HEOHATADHS
TOKCHUHOCT (GhOpeuHa HeaOCTATHUHOCT, XHUIOTOHKA, XHIEPKANHEMHA ~ BIX ChIKO
1. 5.3). [IpenopbunTeIHO € HAOMOACHHUE Ha 6rOpeuHara GyHKUMA U YCPEna Ha ILI0JA )

OT BTOPHSA TPUMECTHP Ha OPEMEHHOCTTA. |
Knpmauera, KOUTO ca GHIN H3J0KEHH BBTPEMATOYHO HA BHTOTPHII, Tpabsa aa ce

H3CNeABAT 3a XMIOTOHKUA, ONUIYPHS WIN XUNEPKANKEMAA. BUTONMPHI, NPEMUHAT MPE3

laLeHTaTa, MoXe na Obje OTCTpaHEH OT HEeOHATANHATA LHPKYJAlUA 4ypes

MEPMTOHHANIHA AMANM3a ¢ M3BECTCH KIMHMYEH YCNEX H TEOPSTHHHO MOXKE 18 0BAC.

OTCTpaHeH ¢ oOMeHHa Tpanchy3us.

Kvpuene

He e M3BeCTHO Jany BUTOGPHJ C& €KCKPETHPa B HOBELIKATA KbPMa. JIN3HHONPUALT
Ce eKCKpeTHpa ¢ KbpMara NMpH ILTbXOBE. YNoTpebara Ha BHTONMPWI HO BPpEME HA
KbpMEHE HE € MPENOPbYHTEAHA. |

4.7 EdeKTn BLPXY CROCOOHOCTTA 32 mioPpupane H pafoTa ¢ MAIAHA

TpaGsa na ce WMa TpeABHA, uYe CMNOCOOHOCTTA 32 aKTHBHO yHacTHC B MHLTHOTO
ABMXEHHE WM Ja ce YMpaBjidaear MallMHH, MOXe fIOHAKOora Aa OpJie HamajeHa
Mopasu CBETOBBPTEXK HIN OTNAAHANOCT.

4.8 HexxeNnaHH JeKkapcTBeHH peakiHi

CneaHHTe HexelaHy peakluy, HabnloAaBaHH M IOKA/IBAHM 110 BPEME Ha JICUCHKE C
pronpii u apyru ACE-HHXMGHTOPH, ca NOAPEAEHH N0 YECTOTA, KAaTO C& HINAAIEA
cneaHaTa KnacHpukauusa:
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Miuoro yectu £1/10); uecty £ 1/100, < 1/10); HeuecTH £1/1000, < 1/100); peaxn
£1/10 000, < 1/1000); MHOrO peaKH (< 1/10 000), c Hen3BecTHa yecToTa (OT
HaTHYHUTE A3HHM He Moe 1a Gbie HanpaBeHa OLEHKA).

HapymieHNs Ha KPLBTA B JHMQHATA CHCTEMA:

Peoxu: TIoHUKaBaHe Ha XeMOTJI00WHA, NOHHKABAHE HA XEMATOKPHTA.

Mnozo pedxu: KoctHO MO3BYHE Jenpecus, aHCMHA, TPOMOOLHTONEHNA,
NeBKONEHNs, HEYTPONEHUs, arpaHynouuTo3a (BUX T. 4.4), xeMOMTHYHA AHEMMNA,
nambaaeHonaTHsA, aBTOMMYHHO 3a00/15BAHE.

Hapywenng Ha MeTa60/1H3Ma B XPAHEHETO:

Mnozo pedxu: XHUNOTJIHKEMHS

Hapyieunsi HA HEPBHATA CHCTEMA K NCHXHYHA HAPYIICHHS:

Uecmu: CBEeTOBLPTEX, r1apodosive

Hevecmu: TIpoMeHH B HaCTPOEHHETO, NAapecTe3us, BEPTHIO, BKyCOBU HapyLUEeHHA,
CMYLUCHHA B CbHA -

Peoxu: YMCTBEHH HapyLUEHHA

CupaeyHn ¥ CHA0BH HAPYIIEeHHUS:

Uecmu: OpTOCTATAYHU HAPYLUEHMA (B XUIOTOHMA)
Hevecmu: UndapkT Ha MMOKapAa WIH MO3BHHO-CHA0B MHLUMACHT, KOHTO MOXE 18

nOBEAEC OO TEXKAa XWNOTOHMA NPH BHCOKOPHCKOBH MAaLHEHTH (ssxk T. 4.4),
chpLeOHeHe, TaXMKapaKs, CHHAPOM Ha PeHHo. |
PecnnHpaTOPHH, FPLAHA H MEAHACTHHAJIHH HAPYIWICHHA:

Yecmu: Kalnamua

Hevecmu. PUHUT

Mnozo pedxu: bpoHxocnasbM, CHHYMT, anepruyicH anpeonT/ eo3nHOPHUANS
[MHEBMOHUA

CroMamHoO-4YpeBHH HapYUIeHNA:

Jecmu: Jvapus, NOBPLILAHE

Hevecmu: Tanene, kopeMHa 60J1Ka 1 CTOMAIUHO Pa3CcTPOHCTRO

Peoxu: Cyxorta B ycrara

Muozo pedxu: TlankpeaTWTH, aHTHOEAEM, XCMAaTHT, KBITCHHULA, yepHOApOOHA
HEJOCTATBYHOCT (BUX T. 4.4)

Hapyumiennfi HA KOXKAaTa H NOAKOKHATA THKAH.

Hevecmu: O0puB, cupbex |

Pedxu: CBPbXUYBCTBHTETHOCT/ AHTHOHEBPOTHYEH OTOK: aHTHOHEBPOTHHEH OTOK Ha
MULETO, KpallHMLMTE YCTHUTE, €3HKA, TJIOTHCA w/unu napuHkca (Bux T. 4.4),
YPTHKApHUA, allonelya, ICOPUastc. k
Mhuozo pedxu: CANHO TNOTEHE, NEMQHryc, TOKCHYHA CnUicpManta HEKPOJ3a,
cHHAPOM Ha CTHBBHC-IKOHCHH, EpUTEMa MyATU(DOPME.

JlepMaronornvyH¥TEé TNPOMEHA Morar na ObAaT NPUAPYKEHH OT NOBHIIEHA

TeMIeparypa, BacKyJIHTH, MHAJITKd, apTpalirus, J€BKOLUTO3a w/unu nopuuicH ANA-

THTBP, MOBUILEHA CKOPOCT Ha YTaABAHC Ha CPUTPOLMTHTE, eO3HHOPWINA H
nesKkoLMTo3a, 00puB, POTOUYBCTBUTEIHOCT,

Hapymenns na 6b0pennTe 1 NHKOYHHTE IbTHINAS
Yecrnu: HenpasuiaHo yHKUHOHMpaHe Ha OBOpELHTE
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Mnozo pedrxu: Onurypus / anypms

HapyilieHus Ha penpogyKTHBHATA CHCTeMa H IbpAMTe:

Heuecmu: IMOOTEHTHOCT

Peoxu: [ nHEKOMACTHA

O61M HapymieHus H ¢PeKTH Ha MACTOTO HA NPHJIOKEHHE:

Heuecmu: YMopa, acTEHUSA |

HacaejBaHua:

Hevecmu: YBelMuaBaHe Ha CEPYMHHMTE HMBA HA ypes, KpeaTMHHH, NOBHIABAKE Ha
4epHOAPOOHHTE CH3NMH, XUNEpKanuemus

Peoxu: [ToBHILABAHE HAa HUBOTO HA CepyMHMA OHUIMPpYOUH, XUTIOHATPUEMHA

4.9 Ilpeao3upane

MMa orpaHMyeHd JaHHM 3a Npejo3upane NnpH xopa. B 3aBMCHMOCT OT CTEMEHTa HA

peAO3NpAaHe MOraT Ja C& OYAKBAT CIEAHMTE CHMMITOMH: TEXka XWUMOTOHMA, LUOK,
eneKTPOJUTEH  JucOanaHc, ObOpeuHa  HEAOCTATBHYHOCT, XUMEpBEHTHIANUA,
TaxuKapAus, cbpilcOueHe, Opanykapans, CBeTOBBPTEXK, 6e3NOKONCTBO M Kallllnuua.

[IpenopbYKTENHOTO JIEYEHHE MNpH MPEAO3HPAHE € HHTpaBeHo3Ha KHQY3HA. Ha

du3MONOrHYEH pasTBOp. AKO € Haluue XWNOTOHHA, MALMEHTHTE TpabBa Aa ce
COCTABAT B EFHANO ONOXKERHE. AKO € Bb3MOYXHO, MOXKE Ja Ce Hanpash HHpY3UA ¢
aprnoTen3nH Il wumn moxe Aa Obae OGCHAEHO MHTPABSHO3HO TPHIOKCHWE HA -
KaTeXONaMHHH. AKO NpeA03UPaHETO € U3BBPLUCHO CKOPO, TpabBa Aa ce NpeAnpHeMaT
MEpKH 33 ETMMWHAPAHETO Ha BMTONpHN (HAnp. UpPeaU3BUKBAHE HA NOBPBILAHE,

NPOMHBKA Ha CTOMaxa, TpunaraHe Ha abCOPOSHTH W HATPHEB cyndar). Buronpun
 MOJe /a3 CE OTCTPaH# upe3 XeMO/MaIu3a (BHX T. 4.4 CrneyuanHy OpeRyNpexKIACHHA ¥
crelManHy TpeanasHH Mepku npu  ynorpeba). llpu ycTofiuMsa Ha JICUCHHO

GpanyKapaus, TpAGBa 1a ce H3MON3Ba Neficmelikbp. TpaGBa YecTo Aa ce NPOCIEAABAT :

HHUIHCHUTE NPUIHALU, CCPYMHHUTC KOHUCHTpauHH Ha €AEKTPOJIHTUTE K KpﬁﬂTHHHHﬂ.

5., ®APMAKOJIOIT'MYHA CBOMCTBA

5.1.PapMakoIMHAMHYHH CBOHCTBA |
dapmakorepanesTyyHa rpyna: MHxubutopH Ha aHTHOTEHINH KOHBEPTUPALLNA
EH3HM. "
ATC kox: CO9A AQ3

Butonpun € NENTHAWI JUMNENTHAAsA uHxuburop. Toil HHXMOMpa AHIMOTCH3KH
xoupepTHpamua esuM (ACE), koiito kartanuiupa npesphillaneto na aHrROTEeHINH 1
BbLB BA30KOHCTPHKTOPEH NENTHA aHrHOTEH3UH Il. AHFHOTEH3HH Il cbulo CTUMYNHPA
CeKpeLMATa Ha ANjocCTepOH OT HanObOpeuHaTa MERyna. Huxubupanero Ha ACE
BOAM MO0 HaManABaHe Ha KOHUEHTpPaUMWTE Ha AHrHOTCH3IWH [I, poaewio A0
HaMalABaHE Ha BasonpecopHara A4xTHBHOCT H HaMmaljiBaHC cekpeuMaTa Ha
anpocrepod. HaMansagaHero Ha MAa3MEHWTE HUBA Ha aNA0CTEpPOHA MOKe na AoBeae
10 MOBHLIABAHE Ha CEPYMHATA KOHUCHTPALIMS Ha KaJuil. Broopeku ye ce NpeAnoiara,

4ye MEXaHW3MbT, Ype3 KOHMTO JIM3UHONPHUIBT [OHKWKABa KPBBHOTO HajsraHe. . e

OCHOBHO MOTHCKAHE HA PEHHH-aHIMOTEH3WH-aNJ0CTEPOH CHCTEMATaA, Toli neHcraa

alys Ha peHHH.

a0 e

e
3 ]

LSk T Rt g Tl e,



olle M3ACHEHO Jald MNOBULIABAHETO Ha HUBATA Ha OpaavKUHUHA, CHACH
BAa30MNATATOPEH NENTUI, HCPae pond 3a TepaneBTHHHOTO JeHcTBUE HA JTU3IHHOMNPHI, -
BnusSHHETO HA JM3MHONPMI BBPXY CMBPTHOCTTa M 3aboneBaeMOCTTa OT ChpAEHHA
HENOCTATHMHOCT & M3C/eBana, KATO Ca CPaBHeHH NALMEHTY ¢ NPHEM Ha BUCOKE RO3A
(32,5 mg U 35 mg AHEBHO) ¢ TakuBa ¢ NpHEM HA HUCKA 1033 (2,5 mg HAK 5 Mg
nHepno). [Tpy macnenpann 3164 nauteHTy, 3a NEPHOA CbC CPEAHA NPOABIKHTENHOCT
46 Mecella 3a NPeXXUBENTHTE NALMEHTH, IPH NAMEHTHTE, IpUEManyi BHCOKa 11032, uMa
12% HaMaJeHHe HAa PHCKA OT CMLPT M XOCTIHTanM3auus B KOMOMHMDAHATA Kpaiina
Touka 3a Bcuuku cnyuau (p= 0,002) cpemy 8% HaManenue Ha pUcKa OT CMBPT H
CLPAEYHO-CHAOBA XOCMUTANM3aluA B KOMOWHMpaHaTa KpaiiHa TO4Yka 38 BCHMKH
ciyyad, NpY MAaUMEHTWTE NPHEMand HHCKA 1034 (p = 0,036). HabmoaasaHo ©
JIOHWIKABAHE Ha PHCKA NPU BCHUKM Crydan Ha cMBpT (8%; p = 0,128) v OT CHPACUHO-
¢chaoBa cMbpT (10%:; p = 0,073). B nocT-xoKk aHanu3a 6pOAT HA XOCMHTAIH3HPAHNTE
33 ChPAEYHA HEJOCTATHYHOCT & HaMaJIeH C 24% (p = 0,002) npy NaUUSHTH, NEKYBAHHK
C BMCOKa 1032 JM3HHOMPWI, B CpaBHEHME C Te3d, JIEKyBaHM C HuCKA A03a.
CHMOTOMATHYHUTE TO3H ¢a NOAOGHH NpH NALKMEHTHTE, JTEKYBAHH ¢ BUCOKH H HHCKH
A03H A3HHOMPHIL.

PesynraTuTe OT U3CAEABAHNATA [IOKA3BAT, HE oOLMAT NPodUN HA HeXeNaH! edexru
NONYYEH OT NALMEHTHA NEKYBAHA ¢ BUCOKM M HHCKI AO03M H3NHONPUA & noJo0eH N0
ectecTBO M Opoil. IIpenckasyemure CbOMTHA, BBH3HMKHAIH B CICACTBHE HA ACE
HHXWOMpPAHETO, KATO XMNOTOHMS MJIH M3MEHEHHEe B OBOpeuHaTa hyHKupud, <8 JICCHO
yNpaBifeMK M PAAKO BOAAT [0 MPEYCTaHOBABAHE HA JICUCHHUETO. Kamauuara € no-
PAJKO CpeliaHa Mpy NalUeHTH JICKyBaHh ¢ BHCOKH N03H JIN3WHOMNPHA, OTKOJKOTO
TPH TE€3HU JIEKYBaHU C HUCKH.
GISSI-3 mpoyuBaHe, MpH KOETO e M3n073Ba 2X2 (akTophancH Au3adH 3a 1a ce
cpaBHH edekra OT MpHEM Ha [M3UHONPpUA M [IMLEPHIT TPUHHUTPAT, NpUMEMAHH
CAMOCTORTENHO WiM B KOMGHHALMA, B IPOABIKEHHE HA 6 CEAMHUM NO OTHOWICHKS HA
KOHTPOJIHA Tpyna noka3ssa, ye npu 19 394 mauneHTH, KOUTO ca DU NONNOXKEHH HA -
lieueHne ¢ JHU3MHONPHI B paMKHMTE Ha 24 4aca cnei oCThp HHGApPKT Ha MHOKapAa,
UMa CTATHCTMYECKH 3HAUMMO HaMmansBaHe Ha pucka ot cMBbpTHoeT ¢ 11% (2p =0,03)
No OTHOLLEHUE HAa KOHTpONHATa rpyna.
HamansBaHeTo Ha PUCKA CJ€l NPMEM HA TIMlEpH] TPHHUTPAT HE € 3HAYMMO, HO
KOMGHHAUMATA OT JM3MHOMPWA M THHLEPHA TPHHWTPAT MNOKassa 3HAYHMO
HaMa/lABaHE HAa PHCKAa OT CMbpTHocT ¢ 17% (2p =0,02). B noarpynara Ha
nayMeRTUTe B CTapuyecka Bb3pacT (Haa 79O FOAMHH) W XKeHHd, ONpeACHCHH
NPEeABAPMTENHO KaTO NALUHEHTHW ¢ BUCOK PUCK OT CMBPTHOCT, Ca Ha0Mo aBaHU
sHayuMo noaobpasaHe 3a koMOMHUpaHATa KpaiHa TOUKA Ha CbpACiHaTa dyHKUNA U
HamajgBaHe Ha cMbpTHocTTa. KoMOuHWpaHaTa kpaiHa TOYKA 33 BCHYKY MNALMCHTH
NEKYBAHH C JTM3WHONPUA M KOMOHHALWMA OT JH3MHOMPHA M THAUCDA TPUHHUTPAT B
NpOABIKEHHE HA 6 CeAMMUM, KaKTO W MpY NAUMEHTUTC OT BHCOKOPHCKOBATA
noarpynara JeKyBaHH B MNpOJBL/KEHWe Ha 6 MEceua, CBIIO TOKa3ka JHAYHM
NpesaHTHBEH eeKT Ha nusuHonpun. Kakro 6u Morio Ja ce o4akea OT BCAKO
NeyeHMe ¢ BA3OAMNATATOP, C€ YBENMYABAT CAYYAWTE HA XMNOTOHUA H oulpeuna
“FE -HE S CBbPIAHH C
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B ABOiHO-CNENM, paHAOMH3WPaHHM, MYITHUETPOBH MNpOy4BaHWA, CpPaBHABALLA
NU3HHONPUN ¢ ONOKep HAa KaNUMEBUTE KaHalu, npy 335 xUNepTOHULM ¢ fuadeT THN 2

i ¢ HaualHa HedponaTys, XapaKTepu3upaula ce ¢ MAKpoanNbyMuHypHA, € Npuiaral -

nazudonpun 10 mg u 20 mg JHEBHO B NPOABLIDKEHHE Ha 12 Meceua, BCJISACTBHE HA
KOETO € NIOHMIKEHO CHCTONHYHOTO/AMACTONMEHOTO KpbBHO Hamsrane ¢ 13/10 mmHg
Y € HAMANSHA CKOPOCTTA HA YPHHAPHATA eKCKpeuus Ha afOyMuH ¢ 40%. CpasHenu ¢
NalHenTH, NpyeMaliy 6;10Kep Ha KAILMEBHTE KaHATH H NPH KOWTO NORHKABAHCTO Ha

KPbBHOTO HalAraHe € MoJ0OHO, MALMEHTUTE, JEKYBAHH C TU3UHONPUI, TOKASBAT -

JHAUMTENHO NO-roJAMA PEAYKLHA Ha CKOPOCTTa Ha ypHHAapHara EKCKpEUMA Ha
anGymuH, xoeto aokassa, 4e ACE-WHXMOUTOPHOTO AcHcTBHE Ha JTH3HHOIIPHUI
HAMANABA MHKPOANOYMHUHYPHATA Ype3 JHPCKTEH MCXaHHIbM B 6BLOpEUHNTE THKaHH,
KATO NOMTbIHEHHE KbM MOHMKABALNSA MY KPBBHOTO Hajlsrase edexT.

JleueHHETO ¢ NW3MHOMPHA He OKa3Ba BIMAHME BbHPXY TIMKEMUYHHA KOHTPOX,

[IOKa3aHo. ¢ JHnca Ha 3HauuM edekT BbpXy HHBATa HA TIMKHPaHHA XemMornobuH
(HbAlc). '

5.2.0apMaKoOKHHETHYHH CBOHCTBA 3
JIM3MHONPUIET € NEPOPANHO aKTUBEH HE-CYIDUAPHA-ChABPKALIL ACE- uHxuouTop .

Abcopbyus _

Cnep nepopanHe NMpHMEMaHe Ha TH3HHOMPU, NUKBT B NJ1a3MeHaTa KOHUCHTPalnA ce
nocTHra 3a OKono 7 4aca, Karo Npy MauueHTH C OCThp KH(pApPKT Ha MAOKAPHAA
CHLIECTBYBA TEH/EHINA 32 HE3HAYUTENHO yAbDKaBaHe HA BPEMETO 34 N0CTUTAHe HA
MaKCHMallHa njasMeHa koHuenrpauuA. Ilpy KAMHMYHU NPOYUBAHMA, HA Oa3zaTa Ha

NOJNy4eHH CTOMHOCTH B OTACNEHATA YpUHA, CPENHOTO abcopOUpaHO KOIHUYECTBO HE B
NU3KHHOTIpUA € okono 25%, KaTo WMHAMBHAYaNnHATA papHAOKIHOCT NP BCHUKM NO3M

(5-80 mg) e 6-60%. AGconoTHata OMOHAIMYHOCT HaMalABa 0 OKOAO 16% npu
NaLMEHTH CBC ChpPACYHA HeaocTarTbuHOCT. AGcopOumsTa Ha JM3HHOMNPUA HE CC
NOBJIMABA OT €JHOBPEMEHEH NPHEM Ha XpaHa.

Pasnpedenenue

JIU3UHONDMABT HE Ce CBbP3BA CbC CEPYMHMTE MPOTEHHY, OCBEH C AHTMOTCHIMH-
kouseprvpaius eHsum  (ACE). Hacnexsanua mnph  MIBXOBC NOKa3BaT, u4e
TM3HHONPHABLT IpeMUHaBa ¢nado npe3 KpbBHO-MO3bYHATA Gapuepa.

Enumunuparie

JIW3MHOMPUABT He ce MeTaboiu3upa W CE EKCKPETHpa HambjHO HENpOMEHCH B
ypHHATA. BpeMero Ha noayXuBOT HA JIM3UHOMPWI ¢Jie], MHOTOKPaTHO MPUAOKEHHUE €
12,6 yaca. KNUpbHCHT HA IM3MHOMPKI NIpH 3APaBH J0OPOBOJILM € 0KOJO 50 ml/min.
[lo-ronsMaTa 4acT OT AKTMBHOTO BELIECTBO C& OTHENA B paHHATa (a3a, KOATO NPH
HUCKM KOHLEHTpallMK €€ MOC/AeABa 0T YAbAKEHa TCPMHUHA/IHA ¢ra3a, KOETO HEe BOAM

00 KyMyJaHpaHe Ha NeKapcTBOTO. Tasd TepMHHAIHA $aza sepoaTHO ce Dasupa Ha
HacuTeHO cebp3Bale kbM ACE 1 He € nponopLioHa/iHa Ha o3aTa.

Yeproopobra Hedocmmambirocm
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HapyweHa ueproapoOHa GpyHKUMA NPH NALMEHTH ¢ UHPpO3a HamaliBa adcopOumnaTa.
Ha auvsuHonpua (okojo 30% onpeaeneHo B OTAC/IEHATA ypHHA), & YBENHYaBA -

ekcnoHupaero (npubnusurento 50%) B CpaBHEHHE CLC 3ApaBHTE ao6poBoAIY,
KOETO ¢& ABJIKH Ha 3a0aBeHHA KIIHPBHC.

Bvbpeuna redocmamuvuHocm

Hapymenus B GnOpeusara (yHkums Hamanssar O6bOpEeYHOTO EIMMHMHHPEHE Ha
AM3MHOTIPUI, KOHTO ce eKckpeTHpa ype3 6b0OpeunTe, HO TOBA HAMANICHHUE € KIMHHYHO
3HAUUMO CaMO KOTATO CKOPOCTTa Ha [OMepyiHa ¢untpaums € no-wucka ot 30
ml/min. ITpn neka a0 cpeama 6uOpeuHa HEAOCTATBYHOCT (KPEATHHHHOB KIHPBHC 30

— 80 ml/min) cpeguute AUC cToliHocTH ca ce NOBUIIMIH camo ¢ 13%, 10KaTo ApH.

ocrpa 6bOpeYHa HEAOCTATBYHOCT € Hajnle 4,5-NbTH HapacTeaHe Ha CPENHHTE AU

CTOMHOCTH (KpeaTMHHHOB KAMPBHC 5-30 mi/min). JIM3MHONPHABT MOXKE AR Sune
oTcTpaHeH upe3 aumanusa. [lo Bpeme Ha 4-4yacoBa ‘XeMOoAMasin3a, NAa3sMeHuTe

KOHUEHTPALUHH Ha JM3HHONPWI HaMalABar CpeaHo C 60%, npu auanu3eH KIHPBHC
mexcay 40 1 55 mi/min.

Cuwpoeuna nedocmamvunocm

[TalHeHTHTE CHC CHPACYHA HEAOCTATBYHOCT MMAT YyBENW4YeHA CKCMO3ULUWA HA
AM3NHONMPMIL B CpPAaBHEHWE CLC 3ApaBuTe AoOpoBonuy (NMOBWIIABAHE HA AUC
cToiiHOCTUTE cpefHo ¢ 125%), HOo Ha 0asarta Ha CTOHHOCTHTS ONMpeAcneHH B
OTIENICHATa YPUHA, HAIMLE € e]Ha HamaeHa aGcopOLuus 10 oxono 16% B cpaBHEHHE

CBC 3ApaBUTE A00pPOBOILH.

Iayuenmu 6 cmapyecka 8b3pacm

[TauMEeHTHTE B CTApPYECKa Bb3PACT UMAT O-BUCOKH CTOMHOCTH B KPBBTA H NOBHLIERH -

AUC-croiinoctn (npubanzutento ¢ 60%) B cpaBHEHUE C NTO-MNAAUTE NALUEHTH.

5.3. IIpeAKITHHHYHR JAHHM 32 0€30NnacHOCT

[MpeAKNMHMYHHATE NaHHK 32 DE30MaCHOCT HE NOKA3BAT ocoOeHH PUCKOBE 3a XOpaTa Ha - -

GazaTa HA TPAAMUMOHHUTE (APMaAKOJIOrMMHN W3NHTBAHWA 33 0€30MacHOCT,
TOKCMYHOCT NpY MHOTOKPATHO NpunaraHe, re HOTOKCHYHOCT, KaplMHOreHeH epexT.
VeranoseHo € ue, ACE- HHXUGUTOPHTE, KaTo KNAC, OKa3BaT BWAHKE BBPXY KbCHOTO
pasBHTHE Ha 3apoAviua, KOETO MOXE Aa AOBeAe A0 CMBPT U KOHICHHTRIRM
aHOMaNHK, ocofeHo uepenHo-nuuesd Aedopmaimu. Mma cbilo choOWECHUA 33
deTaiHa TOKCHMUHOCT, 3a0aBsHe Ha BHTPEIIHOMATOYHMSA PacTeX H OTBOPCH ductus
arteriosus. CmaTa ce, 4e T€3H aHOMAIWW B DPA3BHTHETO C€ NbIKAT OT4ACTH Ha

npakoto aekictBrie Ha ACE- MHXMOMTOPHTE BBPXY PEHHH-3HTHOTEH3UH CHCTEMATA KA,

deryca M OTHUACTM Ha MCXEMHA, AbKAA CE€ HA XWINOTOHUA MpH maiikara H
HAMaJISIBaHE HA NNALEHTAPHHA KPBBEH TOK M [IPUTOKA Ha KUCIOPOA 10 3apOAHLia.

6. PAPMAIIEBTUYHHU JAHHN
CnucebK Ha NOMOINHMUTE BemecTBa
Kanuues xuapored ¢pocdar auxnapar
KonoueH CHAHLMEB AUOKCH ],
MarHeaueB creapart

16

Iir-
1
T L,

. T - I _
'I
AT e R J!ﬂv' <1’

. ..
T ke .

-



LlapeBMUHO HHLIECTE

MaHuTOoI
[TpexxenaTUHH3UPAHO LAPEBUYHO HBRILECTS

6.2 HechbBMECTHMOCTH
HenpHioxuMo.

6.3 CpoK Ha rogHocT
3 TOAHMHH.

6.4 CnelHaHH YCAOBHA HA ChXpaHCHUe
Ila ce chxpaHaBa npH Temnepatypa noz 25°C.

6.5 JlaHHN 38 ONAKOBKATAa
[MBX/anymunues 6aucrep.
Onaxosky no 30, 50 u 100 TabneTkA.

6.6 Cnennajny npeanasnyd MepKH NpH H3XBhLPASHE

HsaMa cneuHaiHH H3UCKBaHMA.

7 TIPMTEXKATEN HA PAJPEINEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG,
Stadastrasse 2-18,
D-61118 Bad Vilbel,
['epMaHus

8. HOMEP(A) HA PAZPELNIEHHUETO 3A YIIOTPEBA

20030256

9. JIATA HA ITbPBO PA3PEILIABAHE/NIOJHOBSIBAHE HA

PABPEILIEHHUETO 3A YIIOTPEBA

04.2003

10. IATA HA AKTYAJIU3UPAHE HA TEKCTA

OxtoMmBpu 2008
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