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1. HWME HA JIEKAPCTBEHUS ITPOAYKT o n o"“PE Y
Axsurwt 10 mg/12,5 mg punmupanm Tabnerku JIRTA “a“'é‘;ﬂyﬁ 2

AxBunwi 20 mg/12,5 mg duamupanu TabneTku
7/ N 503 05v0/

Aquimil 10 mg/12.5 mg film-coated tablets

Aquinil 20 mg/12.5 mg film-coated tablets 18. 11 2009

2. KAYECTBEH H KOJIUYECTBEH CHhCTAB

Beska tabnetka chabpxa 10 mg kBuHanpun (quinapril) (xaTo KBUHAIIPHIOB xuapoxiaopua) H 12,5 mg
Xuapoxjopotuasua (hydrochlorothiazide).
Besaka tabnetka chabpxa 20 mg xBHHanpun (quinapril) (KaTo KBHHAMPHIOB XHAPOXJIOPHA) U 12,5 mg
XUIPOXJIOpoTHa3UL (Aydrochlorothiazide).

3a ITBJIHUSA CITHCHK HA MOMOLIHMTE BELIECTBA, BHKTE TOUKA 6.1

3. JIEKAPCTBEHA ®OPMA

®unmupaHa TabneTka

10 mg/12,5 mg: npackoBeHH, ABOMHO H3IBKHAMH, OBAJIHU Tabnerkn, MapkupaHd ¢ “10” or enHarta
CTpaHa, ¢ A¢JIUTE/IHA YePTa OT ABETS CTPAHH.

20 mg/12,5 mg:  npackoBeHH, ABOHHO H3ITBKHAIHM, OBATHH TablETKH, Mapkupand ¢ “20” or egnara
CTpaHa, ¢ ACTUTEIIHA YEPTa OT ABETE CTPAHH.

HenutenHara yepta € caMo 3a YJIE€CHABAHE Ha CUYMBAHETO, 3a M0-T€CHO MOTUTbIIAHE, a HE 3a Aa pa3neid Ha

pPaBHH JI03H.

4. KIMHUYHH NAHHH

4.1 TepaneBTHYHM NMoKa3zaHuA

JleyeHre Ha eceHLMAIHA XMIIEPTOHHA.

Tasy jukcupana koMOHHALMA € MOAXOAAINA 32 MALMEHTH, YHETO APTEPHATHO HANSTaHE HE € AJeKBATHO
KOHTPOJIHPAHO OT MOHOTEPAIHUA ¢ KBUHATIPWIL,

4.2 JIo3upoBKa M HAMHH HA NPHII0KCHHE

IIpeay npunaraHero Ha QukcHpaHa xkoMOWHAUMS ce TpenophYBa TUTPUPAHE Ha J03aTa HAa OTAEJIHHTE
KOMOOHEHTH. Koraro ¥ma KIMHMYHH OCHOBAaHMS, MOXE Ja c¢ OOMMCIM AMPEKTHO TIpEMHUHAaBaHe OT

MOHOTEpanusA KbM PUKCHpaHa KOMOHHALNS.

[lepopanHo mpuinoxeHHe.
Tabnetkara Tpsa6ra fa ce nornbiia ¢ AOCTATHYHO KOJHYECTBO TEHHOCT (Hanp. yaiua Boxa).
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IIpedwecmeawa duypemuuna mepanus
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Crex mepBata J03a OT QHKCHpaHaTa KOMOMHALIMSA, MOXKE 1a C€ pPa3BHe CHMIITOMATHYHA XHITOTOHHMS; T10-
rojiiMa BEPOATHOCT 33 TOBA CBHUIECTBYBA MPH MALHCHTH, KOUTO Ca C XMIOBOJIEMHS W/WIN XHIIOHATPHEMHS,
BCIIEACTBHE Ha MpeAllecTBalla AWyperh4yHa Tepanusa. IIpM TakuBa nmauMeHTH, AMYPETHYHATA TEParus
Tps0Ba Ja 0bJie npeycTaHoBeHa 2 10 3 AHH Npeay 3aoyBaHe Ha JIeYeHHe ¢ PUKCHpaHaTa KoMOHHAIMA. AKO
TOBAa € HEBB3MOXKHO, IEUEHHETO TPAOBa Aa 3ancUHe ¢ 5 mg KBHHAIIPUJI CAMOCTOATENHO.

Hayuenmu ¢ ygpedena 6vbpeuna ¢pyuxuus

IIpu nauyeHTH ¢ KpeaTHHMHOB KNMPBHC Mexay 30 u 60 ml/min, Ro3uTe HA OTAEITHUTE KOMIIOHEHTH TPAOBa
fa ObAaT onpeaeneHn 0cobeHo BHUMATEHO, NPeM Aa ce NpeMHuHe KbM (HKCHpaHaTa komM6uHawus. Tpsbsa
Ja ce NMoJAIbpKa Bb3MOKHO Hall-HMCKaTa 03a Ha (GHUKCHpaHaTa KOMOHHAIMA.

OuKcHpaHaTa KoMmOMHAIMg € TNPOTUBONOKAa3aHa NpM IANMEHTH ¢ TEXKKO OBOpeuHo yBpexiaHe
(kpeatuHUHOB KIMpBHC < 30 ml/min) (Bxk. Touka 4.3).

Hayuenmu 6 cmapuecka ev3pacm

[Ipy nauueHTH B cTap4ecka BBH3pacT, AO3MTE Ha OTICAHHTE KOMIOHEHTH TpsaGBa Aa GBIaT ONpelcsieHH
0cODEHO BHHUMATENHO IPEAM Ja C& NpeMHMHE KbM (UKcHpaHaTa koMmOuHaius, Tpabsa ga ce moanbpxa
BE3MOKHO Hal-HMCKATa J03a Ha PUKCcHpaHaTa KoMOHHALHS.

Ynompeba npu deya

He ce npenopruyBa ymotpebata nmpu aena M IOHOIIM, MOPAAM JIAINCATAa Ha JAHHH 3a 0E30MacHOCTTA H
¢MKaCHOCTTA.

4.3 IIpormBonmoxazanug

- CBpPBEXYYBCTBHTENIHOCT KbM KBHHATIPUII, HAKOE OT IOMOLHUTE BEILECTBA MM KOUTO U a € Apyr
ACE-unxunbutop.

- CBpBXUyBCTBUTEIHOCT KbM XHAPOXJIOPOTHA3H WIH JPYTH CYIhOHAMMIHN IPOH3BOAHH

- AHaMHe3a 3a anrvoejiem npu npeawectrania tepanus ¢ ACE-uaxuburop

- HacnecTeReH UM wauonaTuveH aHrHoeIeM

- Texko 6B0peyHo yBpexKaaHe (KpeaTHHUHOB KIHPBHHC < 30 ml/min)

- Texxko yepHOAPOOHO yBpEXK1aHe

- BTopu u TpeTH TpUMeCcThp OT OpeMeHHOCTTA (BXK. TOUKH 4.4 U 4.6)

- KspMeHe (Bx. Touka 4.6).

4.4 Coennanan NnpeAynpexAeHHd H NpeINazHd MepKH NpH ynoTpeda

Keunanpun

Cumnmomamuyuna XunomoHnus

CHUMNITOMATHYHATA XWNOTOHMS ¢¢ HaOlofaBa psfiKo NPH MALMEHTH C HEYCHOXHEHA XHIepToHua. [lpH
MAUMCHTH C XHINEPTOHHA, MOJyYaBalllH KBMHATIPW/, XMIIOTOHUATA € [10-BePOATHO 1a CE€ pa3BHe, aKo
[MAUUEHTHT € ¢ XHIOBOJIEMMA, HaMp. BCACACTBHE HA AUYPETHUYHA TEpaIlus, OTPAHHYEH TMPUEM HA COM C
XpaHara, HAJIH3a, IHAPHS WK TOBPBIIAHE, WIIH CTPaja OT Te)KKA PEHHUH-3aBUCHMAa XHIEPTOHHUS (BK. TOUKH
4.5 wn 4.8). CumnroMaTHYHa XUNOTOHHS ¢ Owia HaGMojNaBaHa TNpH  MAUUEHTH CbC ChpJCYHa
HEOCTAThYHOCT, ¢ WM Oe3 npuapyxasama O6s0peyna HegocTaTsuHOCT. [lo-BepoATHO € ,I;[afﬂ%'ﬂ-'ﬁﬁ.&ﬂzg Ba
MPH MalUEeHTH ¢ MO-TEXKa CTEINEH Ha ChpAeYHA HEAOCTATBUHOCT, KOETO € cnencmngf %ymwapya
BUCOKH N03H OPHMKOBH AHYPETHIH, XUIOHATPUEMUA WIH ¢(YHKUHOHAIHO 6B6pey) @qﬁl,s‘pqygﬂaﬂe\’hf}t\
NAlMEHTH C MMOBHUHICH PHCK OT CHMNTOMATHYHA XUIMIOTOHMA, HAYAJIOTO HA Tepallv m;a f/a,namm]aaﬂa’m\ ﬁa“
n03aTa TpsAdBa jfa Obe BHUMATETHO KOHTpoaupaHo. [Tono6HH chobpaxkeHus ca Ba H:H{H npﬂ na_u‘neyfﬂma ]}
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UCXeMHUYHA OONeCT Ha CHPLETO WIKM MO3BUYHO-CHA0BA 00MeCT, MPH KOUTO BHE3AMHOTO U CUITHO TIOHH2KABAHE
Ha APTEPUATHOTO HaJraHe MOXKe A4 JA0BeJIE Ao MH(pApKT Ha MUOKapAa WIA MO3BbYHO-ChAOB HHIHUAEHT.

[pu nosBa Ha XUMOTOHHA, TALHUEHTHTE TPAGBa Aa OBJAT NOCTABCHH B JIETHAIO MO PO MOTOMEHHE H 2KO €
Heo6xoauMo, TpabBa Ja NOJy4aT HHTpaBeHo3Ha WH(QY3ud Ha ¢usvosorudeH pasTop. Ilpexoanara
XUIIOTOHHUA HE € TMPOTHBOIMOKA3aHHE 3a IM0-HATATBIIHA TEpaludA, KOATO MOXKE [a MNPOAB/IKH Clled
HOPMAJIM3MPAHE HA aPTEPHAIIHOTO HaISITaHe W MOBUIABAHE HA LMPKYJIUpaIng 00eM.

CmeHno3a Ha GOPMHA U MUMPARHA KNARA XUNEPMPOPUUHA KAPOUOMUONAMUS

Kakto v octasanure ACE-unxubuTOopH, KBHHANpUI TpAOBa Ja ce¢ Ha3Ha4vaBa C INOBHUICHO BHMMAaHUWC Ha
NalHeHTH CbC CTEHO3a Ha MUTpaJIHAaTa Kiana U oOCTpyKuMs Ha M3XOOALIMA MOTOK OT JABaTa Kamepa Kato
aOpTHA CTeHO3a HIKM XuneprtpoduyHa Kapamomuonarud. B cioyyan Ha 3HaUMMM HapyWCHHA Ha
XeMOIMHAMMKATA, He TpAOBa Aa ce mpuiara pUKcHpaHa KOMOMHALIMAL

Vepexcoane Ha bvbpeunama Qyuxyus

B ciyuan Ha 6B6pedHy yBpexaaHus (KpeaTHHUHOB KIMpPbHC < 60 ml/min), HauamHaTa 1032 Ha KBHHAMPHII
TpabBa Ja ce KOpurupa choGpa3sHo KIMPBHCA Ha KpeaTWHHMHA (BX.Touka 4.2), a ciiell ToBa A03aTa CE
onpenens Kato VHKUMA OT OTrOBOpa Ha NALMEHTa KbM JICUCHHeTO. lIpH TE3M MalMeHTH, CJICMEHT OT
MEULMHCKATA NPAKTHKA € PYTHUHHOTO MPOCAEIs1BaHE HA KAJIMH W KpeaTUHHH.

[lpy HAKOH MAUMEHTH ¢ JIByCTpaHHa cTeHO3a Ha ObOpedHaTa aprepus WIM CTEHO3a Ha apTepHUATa IpH
eMMHCTBEH 6BOpeK, KOUTO ca OMIM JIeKyBaHH ¢ MHXMOMTOPH HAa aHIMMOTSH3HH-KOHBCPTHPALIMA €H3MM, Ca
HaGN01aBaHy MOBUIICHH CTOMHOCTH Ha ypesTa H KpeaTHHHHa, OOMKHOBEHO 0OPAaTHMH CJIE] NPeKpaTsBaHe
Ha nevyenreto. TOBA € BAJIMAHO B roSMa CTElEH NMpH nauueHTH ¢ 6p0pedHa HepocTaTbyHOCT. [1pK HANTHMYHE
B JOITBJIHEHHE HA PEHOBA3aJIHA XMIIEPTOHHA, CHIIECTBYBA [10-BHCOK PHCK OT Pa3BUTHE Ha TEKKA XHIIOTOHHUA
¥ GBpOpeuHa HeJOCTATHYHOCT. IIpy TakMBa MALMEHTH, NCUSHHETO TPAOBA Na 3amovHE MOJ BHHMATEIHO
MeIHUHHCKO HABMIOACHHE ¢ HUCKM A03H U BHAMATEIIHOTO UM THTpUpaHe. Thil KaTo JICUSHHETO C ANYPETHIH
MOKE 12 JOTIPHHECE AOMBJHUTEHO 33 FOPEONUCaHoTo, To TpAOBA Ja ObIe MPeyCTAaHOBEHO M B TEHECHHE HA
IbPBHTE CEAMHULIM Ha TepanuATa ¢ KBHHANPHI [a ce npocieu Op0pevHaTa QyHKLM.

[Tpy HAKOM NMAlMEHTH ¢ XWUNepToHHs Oe3 NposBM Ha mpeamecTsamo 6bOpeyHO-CHAOBO 3aboniBane, ce
HabmIodaBa [OBHMILICHWE HAa CTOMHOCTHTE Ha CEPpYMHHMTE ypesd M KPEaTHHUH, KOeTO OOHMKHOBEHO ¢
HE3HAYMTESTHO H Obp30 MPEX0JHO, 0cO0eHO KoraTo KBHHANPWI € Oui1 Npunaral eJHOBPEMEHHO ¢ IHYPETHK.
ToBa ¢ MO-BepOATHO Ja Ce NOSBM NPU NALKEHTH ¢ NpeamecTsamso O6B6peuHo yBpekaane. Moxe na ce
HAJIOKH HaMaJIABaHe Ha J03aTa W/HIIM NpeKpaTABaHe Ha JeUSHHETO ¢ JUYPETHK /WM KBHHAIIPHII,

Tpancnaaumayust na 6vopex
Hsama HaTpymad OMUT MO OTHOLIEHHWE IIPWJIAraHeTO Ha KBHHATPWI Ha NAallMEHTH CBC CKOPO MpOBeAeHa
On6peuHa TpaHcmanTaims. CaenoBaTenHo, He Ce NpenopbyBa JICUEHUE ¢ KBHHATIPHIL.

Hayuenmu na xemoouanusa
[Mpu naupenTy auanuzupadu ¢ Membpanu ¢ Bucoka ckopocT (high-flux) u nexysanu egHoBpeMerHo ¢ ACE-
HHXHGUTOPH, ce choOIIaBa 33 Bh3HUKBaHe Ha aHahWIakToMAHH peakumu. [Ipu TaxuBa maunentu TpsdBa Ja

ce pasrJie/la U3MOJI3BAHETO Ha Pa3/IMUuEH BUJ, NHAIM3HA MeMOpaHa WM aHTHXHIIEPTCH3UBEH MEJHKAMCHT OT
pa3fiMyeH KJIAC.

Cepobxuyacmaumeniocm/anauoedem

[Ipy nauMeHTH JIeKYBaHH € HWHXMOMTOpDH HA AaHTHOTCH3WH-KOHBEPTHPALUS €H3HUM, BKIHOUYHTENHO
KBUHAMNPWII, UMa NOJYYEHH peaKkd chOOMICHHs 3a aHrMOSAEM Ha JIMUETO, KpaWHHULMTE, YCTHHTE, €3HKa,
[JI0THCA W/HIH JJapuHKca. ToBa MOXE Ja Bb3HHKHE BBB BCEKM MOMEHT IO BPEME Ha JIE:‘-I@HH&E{GHB TaKHBa

clIy4au, MPWIOKEHHETO Ha KBHHANPHI TpsabBa BegHara Aa ObAe IpeyCTAaHOBCHO H n;lfaan@{mef ne,gmﬂmo

H KOPTHKOCTCPOHAH MOXKE Jla HC € J0CTaTb4HO.




MHoOro psjlko aHrMO€AeM C OTOK Ha JIapMHKCA WIM Ha e3uka Moxke ja Obiae daraned. [Ipu maipentH ¢
aHIraXHpaHe Ha €3MKa, IJIOTHCA WIH JTapHHKCA CHLISCTBYBA BEPOATHOCT 3a OOCTPYKIMS Ha AMXATECJIHHUTE
TbTHILA, OCOOEHO TaKMBa ¢ daHAMHE3a 3a ONlepaLs, 3acdAramla JUXATeTHHTEe Nbrvina. B Takuea ciydau
He3abaBHO Tpa6Ba Ja ce MPWIOXKAT CNIEIIHH TEPANeBTUYHU MEPKU. 1€ MOXe Ja BKIIOUBAT NPHIIOKEHHETO
Ha aJpeHaJIHH W/HJIH NOAABPKAHE HA TIPOXOJAUMOCT HA AMXATe/HUTe MhTHILA. [lanmeHTET TpaGea na Obae
0] HENPEKBCHATO JIEKapCKO HAOMIACHHE A0 BJIHOTO H TPAHHO OT3BYUYaBaHE HA CHMIITOMHMTE.

[TatinenTy ¢ aHaMHe3a 3a aHTHOeAEeM, KOUTO He € Oun cBbpaaH ¢ neuenne ¢ ACE-uHxuburop, Morart Aa ca B
[OBUILIEH PUCK OT aHrHoeaeM nokato nosyuaBaT ACE-uHXuburop (BxK. Touka 4.3).

Anagunrakmoudru peaxyuu no gpeme Ha agepe’a na AUNOnpomeuru ¢ Hucka nivmnocm (LDL)
B peaku cnyuaun npy naudenrtH, noixyvasamu ACE-uHxubuTopy 1o ppeme Ha adepesa Ha JIUNOMIPOTCHHUTE
C HUCKAa IUTBTHOCT € JEKCTPaHOB cyiagar, ca HaOMioJaBaHH >KHUBOTO3AacTpallaBallld aHA(HUIAKTOKIHH

peakuun. Tesm peakumu ce M30ArBaT 4pe3 BPEeMEHHO NpekparTiaBaHe Ha Tepamuata ¢ ACE-uHxuburopu
npeau Beska adepesa.

Aragurakmoudnu peakyuu no gpeme Ha 0ecencuburu3ayus

[TaumenTy, nonyvyapamu ACE-uaxnburopu no Bpeme Ha JeceHCUOMIN3HpalLla Tepanus (Hanp. hymenoptera
venom,) NOJIy4aBaT TPYAHO 3aTUXBAlK aHADUITAKTONAHY peakuud. [Ipy chIUTe NaUUMEHTH TE3W peaklHH ca
Ounu u3berHat upe3 BpeMeHHO IpekpaTaBaHe npuema Ha ACE-MHXUOWTOpH, HO Te ca ce NOABABAIU
OTHOBO P HENpPeAHAMEPEHA YIIOTpeda 1pH MOBTOPHO NMPUIOKEHUE Ha NEKAPCTBEHUS NPOIYKT.

Heprnodpobua nedocmamvuHocm

B penku ciiydau npunoxenuero Ha ACE-uHxuburopu € OWI0 CBBP3aHO ¢ Pa3BUTHETO HA CHHAPOM, KOHTO
3aM04YBa ¢ XOJIeCTaTUYHA XKBJITEHULA U Nporpecyupa a0 yJIMMHAHTHA YepHOApOoOHAa HeKpo3a H (IMOHAKOra)
CMBPT. MexaHH3MBT Ha BB3HMKBAHE Ha TO3HW CHHAPOM He ¢ sAccH. [lauyenrure, nmomyudaBamu ACE
WHXUOUTOPH, KOUTO PasBHAT XKBJITEHHILA WM C€ YCTAHOBHM TMOAYEPTAHO IMOBHIICHME HA YE€PHOAPOOHMTE
eH3UMH, TpabOBa na npekparat npuema Ha ACE uHxuOuTOopa H Aa nojydar NOAXOAAIO MeIAULIHHCKO
Ha0moaeHue (BK. Touka 4.8).

Heymponenus/Azparnyroyumosa

[Ipn naumentn, nonyyaBamm ACE-unxubutopy € wuMano ChHOOINEHHMS 33  pPa3BUTHE Ha
HEYTPONCHHs/arpaHyJjionuTosa, tpomdoLmroneHus U anemus, [Ipu 6onnuTe ¢ HopManHa OuOpeuHa GyHKLIMA
1 6e3 NONBIIHATEIHHU YCIIOKHARALM (PAKTOPU, HEYTPOIICHHS ce pa3BuBa paako. Criel| CliupaHe Ha TepamuaTa
¢ ACE-HHXHOUTOP, HEYTPOIEHHUATA W arpaHyiouMTos3ara ca obparumu, Keunarnpun tpsadsa ga ce U3noi3Ba
¢ M3KMIOYUTEIIHO BHHMAHWE NPH AUUCHTH C KOJAT€HHH CBHAOBH 3a00MABAHUA, Ha HMYHOCYIIPECHBHA
TEPAIHS, JICUCHUE C ATOIYPUHOJ WIH NIPOKAUHAMKI, WM NpU KOMOUHALIMSA OT TE3M YCIOKHABAUIH QaKTOPH,
0COOEHO MpH HAMYHME HA TIPEABAPHUTENIHO CBINECTBYBAINO HapyllcHue Ha O6bbpevHara ¢pynkuua. Hakou or
TE3W MAUMEHTH Pa3sBUBAT CEPHO3HH MH(QEKUMH, KOUTO B HAKOU CIy4YaH HE ¢a OTTOBOPWIH Ha MHTEH3WBHA
aHTHOMOTHYHA Tepanus. AKO NpH TaKUBA MALMEHTH C€ M3MO0JI3Ba KBHUHANPWI, TIPENOPbYBa C€ NEPUOIUYEH

KOHTPOJ Ha IEBKOUMTHUSA Opoii. [laumenTure TpabBa na ObAaT NOCHBETBAHH Jla ChOOLIIABAT 3a BCAKA MPOABA
Ha UHpEKLHA.

Emuuvecxu paznuxu

Kakro npu octananure ACE-uHXUOUTOPY, KBUHANPUIT MOXE J1a € MO-Cado ¢PeKTHBEH B TIOHIKABAHETO HA
KPBbBHOTO HAJIATAHE MPH YEPHOKOXKHUTE, OTKONKOTO TPH HEUEPHOKOXKH, BEPOATHO Nopaau npeobiafaBaHeTo
Ha [10-HUCKHA PEHUHOBH HMBA CPEA Y€PHOKOXKATa MOMyJ1aluA ¢ XHIIEPTOHHYHA OONECT.

Kawnuya

HMMa cpoOmieHus 3a mosBa Ha kKawnuua npu usnoizeaHe Ha ACE-unxubutopu. Ilo xaRa anmp:a
KaliMuaTa OOMKHOBEHO € HEMPOIYKTHBHA, IEPCUCTHPAIIA K H3UE3BA CIIE/ I‘lpeyCTaHDBHB

Kammuara uagynupada ot ACE-unxuduropuy, TpabBa aa ce pasriexaa KaTo 4acT ;;rr
AUArHOCTHYHMA IJ1aH HAa KallTHIATa.

Xupypeuunu unmepeenyuu/Anecmesus | E;f‘".-. \ o A e



[1pH nauMeHTy, NoUIeXKall{ Ha roJIeMH XUPYPrdYHH UHTEPBEHIIMH WJIH 110 BpEME HA AHECTE3MS C BELECTRA,
NMPEeAU3BMKBALM XUNOTOHMS, KBUHANpuUn Moke na Onokupa ofpa3yBaHeTo Ha aHruorensuH II, nomyuen
BCJICACTBUE HA KOMIEHCATOPHOTO OCBODOXAABaHE HA PEHHH. AKO CE pa3BHE XHUIIOTOHHUS U ce NPUEME, HE TH
CC AB/DKH Ha TO3W MEXAHH3BM, ChINATA MOXKE Ja ObAe KOMICHCHpaHa Ype3 yYBeJTHYaBaHe Ha obeMa.

Xunepxanuemus,

[Ipn Hakou naumentH aekyBaHH ¢ ACE uHXMOWTOpH, BKIIOUMTENHO KBMHANpW, € Gwio HabaoJaBaHo
MOBUIIABAHE HAa CEPYMHOTO HHBO Ha Kaaws. IlalMeHTH ¢ pUCK OT pa3sBHUTHE HAa XMIEPKANUEMHUS ¢a TE3H C
ObOpeyHa HEJOCTATBHYHOCT, 3axapeH nauabeT WIM TaKWBa, M3MOM3BAIIM EJHOBPEMEHHO M  KAJHii-
ChbXpaHABAIlH JAUYPETHLH, KATMEBH A00AaBKHM HIIM KaJTHEBH 3aMECTHUTE/IM Ha COJITAa, WIH TAKHBA, IpHEMAallH
APyrd JIeKapcTBa acOUMHUPaHH ¢ [IOBMIIEHO HHMBO Ha Kanui B cepyma (Hamp. XemapHH), AKO
€JHOBpPEMEHHaTa ynoTpeda Ha rOpecnOMEHAaTUTE JIEKapcTBa C€ CUHTA 3a NOAXOAMINO, C€ MNpenopbysa
pPENOBHO KOHTPOJIHMPAHE HA CEPYMHUSA KUK (BXK. To4Ka 4.5).

Hayuenmu cve 3axapen ouabem

IIpe3 mepBus Mecel oT JiedeHdeTo ¢ ACE unaxubutopn, naumentute ¢ guaber JeKyBaHM ¢ NEpopaiHH
aHTHAWAOETHU CPEeACTBAa WM UHCYJIMH, TpsAOBa Ja M3BBPIIBAT peJOBEeH KOHTPOJ Ha KpbBHATA 3axap (BiK.
To4yka 4.5).

JIumuii

KoMOunalMsaTa Ha NMTHUA C KBHHANPWI/XUAPOXJIOPOTHA3WA HE C¢ MPENopbuBa, TOPAAM MOTEHIMAN 3a
pa3BUTHE HA JINTHEBA TOKCHYHOCT (BXK. TO4Ka 4.5).

bpemennocm

[Ipunoxennero Ha ACE-HHXHOHTOpH He TpabBa ja 3aroysa 110 BpeMe Ha GpeMEHHOCT. AKO He C¢ MpHEME
33 M3KIAKOYHTENHO HEOOX0OUMO, NALMEHTKHTE ITaHUpalld OpeMeHHOCT TpAOBa Aa NPEMUHAT Ha JIEUEHHE C
aAJNITSpHATHBHA AHTHXHIICPTEH3MBHA Tepanuid ¢ M3BeCTeH npodua Ha 0e30MacHOCT MO OTHONIEHWE Ha
OpemenHoctTa. Ilpy auarHocTHuMpane Ha GpeMeHHocT, Tepanuara ¢ ACE-unxuburopu Tpsabea na 6wac
He3a0aBHO MpPEYCTAHOBEHA, M aKO CE€ Hajlara Ja ce NMpeMHHE Ha aJITePHATHBHO JieueHue (BXK. ToukH 4.3 u

T.4.6).

Xuopoxropomuaszuo

bvbpeuno yspescoare

Ilpu naumentH ¢ ObOpeyHO yBpekaaHe, NMPHIOKCHHETO HA THA3UAHH IUYPETULH MOXE Ja BJIOILHU
azoremuaTa. [lpy TakMBa mauMeHTH MOrar sa ce pa3BUAT KyMYJaTHBHH €(heKTH Ha aKTMBHOTO BELIECTRO.
Axo rnporpecupaioTo 6u0peuHo yBpeKJaHe CTaHe KIMHUYHO MPOSBEHO M CE YCTAHOBH ¢ INOBHMILABAHE Ha
HCOCITHYHNS a30T, € HEOOXOAMMa BHMMATE/IHA NPEOLIEHKA Ha TeparnuAaTa, Kato ocobeHo BHHMaHue TpabBa
na ce 06BpHe Ha CUpaHeTo Ha JHYPETHYHOTO JieueHue (Bx. Touka 4.3).

Heprodpobuo yepescoane

Tuasnaure Tpabea na ce npuiarat ¢ BHUMaHUe NPU MALUMEHTHTE ¢ YBpeleHa YepHOApoOHA (yHKIMA HIH
POTPECHBHO YE¢pHOAPOOHO 3abonsBaHe, TBH KaTo MaJKH TPOMCHHM BBB BOJHO-CNICKTPOIMTHHS GanaHc
MOJKe Ja YCKOPAT MosABaTa Ha 4epHoApoOHa KoMa (BxK. Touka 4.3).

Memaborumnu u enookpurru egpexmu

JleyeHneTo ¢ THA3MOW MOXKE [a HApYILIM FAIOKO3HHUA TojlepaHC, IIpu maiMeHTHTE ¢ AMabeT MOXKe Ja e
HeoOXoiMMa NIPOMAHA Ha J103aTa HA MHCYJIMHA WIH NEPOPANHUTE XHUIIOTTIMKEMUYHY CPeacTBa. JIaTeHTHUAT
3axapeH auader Moxke a2 cTaHe MaHH(ECTEH M0 BpEMe Ha JISYEHKETO ¢ TUA3W/IH,

[loBumieHHero Ha xosnecTeposia M HHMBATA Ha TPUIJIMUEPHAMTE MOXke Aa ObAe CBBP3aHO C . TH3U/IHaTa

THYpeTHYHA Teparmud. I1Ipy HsakoM manueHTH, MpHeMAIld THA3UAN, € BE3MOMKHO chopﬂBaHe Ha nmna‘ra
XUMEepYyPUKEMUS HIIH NOJATpPa. . .

Egexmu gupxy erexmporumnus banranc




KakTo npu BCHYKM MALMEHTH HA JHYPETHYHO JIEYECHHS, € HEOOXOAMMO MNPOCAE/AABAHE HA CEPYyMHHTE
€JIEKTPOIMTH I1Pe3 ONPEJCIICH UHTEPBAl OT BpEME,

Tnasupure, BKIIOMHTEHO XUIPOXTOPOTHA3HJ, MOTat ja NOBEJ4aT A0 HapylleHHe Ha GajaHca Ha
CJICKTPOJTATHTE  (XMHOKAHEMHS, XWIOHATPHEMHMS W XHIOXJIOpPeMHYHA alkano3a). [IpeaynpeaurenHu
[IPU3HALM HA BOAHWA WIH €JIEKTPOJMTEH AUcOAllaHC ca CyXoTa B ycTaTa, Xaxja, ¢aabocT, jneraprus,
CBHIIMBOCT, O€3MOKOMCTBO, MyckynHa Gojka MM KpaMmnW, MyCKY/HA ClaGoCT, XWIIOTOHMS, ONHIYDHA,
TaxXuKapJus U HapyLIeHUs OT CTpaHa Ha CTOMALIHO-YPEBHUSA TPaKT, KATO rajieHe U MTOBPLLIAHE.

Bonpekn, ue mpu ynorpebaTa Ha THasMAHM AMYPETHLH € BB3MOXHO DPasBHTHETO HA XMIOKATHEMEHS,
COIHOBPEMEHHOTO JICYEHHE C KBUHATIPHUJI MOXKE A4 HAMAIM HWHAYUMpaHAaTa OT JAUYPETHUKA XHITOKAIHEMMA.
PUCKBT OT XHMnoxanuemus € MO-TOJIAM TNPH NALMEHTHTE ¢ YEpHOAPOOHA IUPO3a, MPH NALHEHTHTE ¢
dopcupana Iuypesa, Ipy NAHEHTHTE ¢ HeaJeKBATeH MepOpaseH MPUEM Ha eJIeKTPOJIMTH U MPH MALMEHTUTE
Ha HOJNekKAlI0 icueHHe ¢ KopTHkocTepouan unu AKTX (Bx. Touka 4.5),

Ilpy eneMaTO3HM MaUMEHTH, B rOPEIO BpeME MOXE Jia Ce pPa3BHE XHIIOHATPUEMHS BCICACTBHE HA
paspexjaHe. HeAOCTHIBT Ha XJIOPHAM KaTO LSO € JIEK H OOHKHOBEHO HE H3HCKBA JIeUeHHeE.

TuazuauTe MOraT jJa NMOHWXKAT €KCKpelMATa Ha KaluuMid dYpes ypMHaTa M Ja JOBENAT Aa MOoABaTa Ha
MEPHOJMYHO NIEKO MOBHMINEHHE HAa CEPYMHHMA KAIUM NpPH OTCHCTBUETO Ha M3BECTHHM HapyLICHHA Ha
KaJiiueBUs  MeTaboaM3bM. 3HAUMTeHATa XHMIEPKAILMEMUS MOXe Ja ObJe NpU3HAK HA  CKPHT
xunepnaparupeouu3sM. llpuemsT Ha THasuau TpsadBa aa 6bAe NpeycTaHOBEH NMpejxd NMPOBEKAAHETO Ha
H3CNIEIBAHHA Ha (QYHKLUMATA HA NApalllMTOBUAHWATE XJIe3W. THA3WAWTE ca MOKA3ald MNOBHINEHHE HA
CKCKpCLHATA HA MAarHE3UH C ypUHAaTa, KOETO MOXE Ja JIOBEAE A0 XHUIIOMAarHe3ueMus.

Anmuoonune mecm

XHAPOXJIOPOTHA3UIBT, ChAbLPXKAINl C€ B TO3M JIEKAPCTBEH NPOAYKT, MOXKE Aa JOBEAE HO MOJOMKMTENEH
pE3yATAT B AHTUAOIUHT TECT.

Hpyeu
Peakliui Ha ¢BPBXYYBCTBHTEIHOCT MOTAT Ja C€ TIOABAT NPHU MaLMEHTH ¢ WM Ge3 aHaMHE3a 32 ANeprus Wik

OpoHxuanHa actMa. Chobmeno € GMIIO 3a BB3MOXKHOCTTA 3a OGOCTpSAHE MIIM aKTMBMPAHE HA CHCTEMEH
ePHTEMATOAEH IYITYC.

Keunanpui/xudpoxaopomuasu)

Puck om xunoxanuemus
Kombunaumsta ot ACE-MHXMOMTOP W THA3WAeH JAMYPETHK HE H3KIIOYBA MOABATA HA XMIOKAJIUEMMA.
Tpadsa na ce nposexxaa peIOBHO MOHUTOPHUPAHE HA HUBOTO HA KaJIHS.

Jumuii

KBHHAapUI/XUAPOXNIOPOTHASHA HE C¢ MPENophuBa B KOMOHHALWA ¢ JINTHIA, TOpagdl PUCK OT Pa3BUTHE Ha
JIMTHEBA TOKCHYHOCT (BK. TO4YKa 4.5).

4.5 BzamMonelcTBHE ¢ APYTH JE€KAPCTBEHA NPOAYKTH B APYTH OopMHE Ha B3auMogeHcTBHE

Keunanpun

Tempayuxaunu
To3u eKapCTBEH NMPOAYKT ChABPKA MArHE3Mi, KOWTO GOPMHUpa XeNaTHH KOMIUIEKCH C Temﬁmme H

.y

[0 TO3W HAYHH HamalisBa TAXHaTa abcopbunsa. KomGuHanuaTa Tpadea aa ce nu3barea.

Kanuti-cvxpanasawu ouypemuyu uiu kaiueeu 0obasxu

ACE-nHxubutopure HaMansaBar 3arybara Ha Kaluii MPOBOKMpaHa OT JAHYPETHLIATE.
JHYPETHUM (KaTO CHHMPOHOJNAKTOH, TPHAMTEPEH MM aMWIOPH), KATTHEBHTE
CBHABPXKAIIUTE 3aMECTHTE/IM Ha COJITa, MOTAT Ja XOBEJAT AC 3HAYMTEIHO [MOBHIIABA




AXo0 eHOBpeMeHHaTa ynoTpeda e rokasaHa, TIOpajii W3pa3eHa XHIIOKATHEMHUI, Te TpsAOBa Aa ce H3NO3BaAT ¢
IIOBULICHO BHUMAHWE U NPH Y€CTO MPOCIICASBAHE HA CTOMHOCTUTE HA CEPYMHUA Kaauit (Bk. Touka 4.4).

Luypemuyu (muazuonu u 6pumrosu)

IlpequiecTBama Tepanus ¢ BHUCOKM [OO3M JWYPETHLH, MOXKE Aa AOBele IO ACXUApATAllHA U PUCK OT
[PEKOMCPHO HAMAJISIBAHE HA KPBBHOTO HANIMraHe CJiefl HAYAJIOTO HA TEPaNMATa ¢ KBHHANpHn (BX. TOYKa
4.4). BeposTHOCTTa OT XHMOTEH3HBHH e(DEKTH MOXKe 1a ce peAylHpa upes CIIMpAHE HAa AUYPETHKA, 4Upe3

NOBUIIABAHC HAa LMPKyIupamus oOeM WIM MpHeMa Ha COJ, MPEAM HA4YaloTO HA TEPalMATA C HUCKH M
HapacTBalll{ A03HU KBUHATIPHIL.

Hpyzu anmuxunepmen3usiu cpeocmea
EnroBpemenHaTa ynorpeba Ha Te3u NPOTYKTH, MOXKE Ja MOBUIIN XMIOTEH3UBHHUTE eheKTH Ha KBUHATIPHJI.

EHOBpeMeHHaTa ynoTpeba ¢ HUTPOTJIMIEPHH U APYTH HUTPATH WIH BA30AWIATATOPH, MOXE /13 JIOBEAE IO
AOITBJIHUTEJIHO TOHIDKABAHE Ha apTePHANTHOTO HAJIATaHe.

Jumuii
Mma cboOuieHus 3a 0OpaTHMO MOBMIIABAHE HA CEPYMHHMTE KOHLIEHTPAUMH HA JIUTHH M TOKCHUHOCT npu
CAHOBPEMEHHO NpHIOXKeHHEe Ha UTHH ¢ ACE nuxuburopu. Ynotpebara Ha KBUHAOPWI B KOMOHHAHMSA C

IMTHH HE C€ MPenopbUBa, HO aKO KOMOMHALMATA c& OKaxXe HeOOX0AMMAa, CEPYMHHTE HURA HA JIMTHS TpaOBa
BHMMATETHO JIa C€ NpPOCaSIABAT (BXK. TOUKa 4.4).

I puyuxruunu anmuoenpecanmu/Anmuncuxomuyu/Anecmemuyu/Hapromuyu

EnHoBpeMeHHaTa ynoTpe6a Ha HAKOM JIEKApCTBEHH MPOXYKTH H3MOJ3BAHH KATO aHECTETHLIM, TPHIHKIMYHHA
aHTUACTIPECAHTH M aHTHICUXOTHLH ¢ ACE-UHXUOUTOPH, MOXE J1a JAOBeAe A0 ACIBIHUTETHO HOHHKABAHE
Ha apTEpHATHOTO HalsATaHe. Moxke 1a BE3HHKHE OPTOCTATUYMHA XMITOTOHUSA (BX. Touka 4.4).

Hecmepouonu npomueosvsnarumennu npooykmu (HCIIBC), exmouumenno 2> 3 g ayemuicantuyunosq
KUCENUNA

XpoHnunoto mnpwioxenne Ha HCIIBC moxe na orcnaGu aHTUxunepreHsuBHUA edexkt Ha ACE-
UHXUOUTOpA.

HCIIBC u ACE-unxuburopure uMaT aMTUBEH €hEKT 110 OTHOLIEHNE NOBHILABAHETO HA CEPYMHHSA Kauil U
MOXE J1a I0BeaT 0 BiotlaBaHe HAa ObOpeunaTa Qynkums. Tezu edexru oGUKHOBEHO ca 06paTHMH. Parko
MOX€E Aa Cc¢ pa3sBHE OCTpa OBOpeYHa HEJOCTATHYHOCT, MpPEJMMHO IPU MALUMEHTH ¢ KOMIPOMETHpaHa
OpOpeuHa QyHKUMA, KATO HANMPHMEP NPH MALMEHTH B CTAPYECKA BH3PACT WM JCXHUAPATHPAHH NAIMEHTH.

Cumnamuxomumemuyu
CHMINaTHKOMHMETHIIATE MOT'aT a peAyLMpaT aHTHXHNepTeH3HBHUTe edekTH Ha ACE-uHxuGutopure.

Anmuouabemnu

EnuaeMHONOrMYHATE NIPOYYBAHMA Ca TIOKA3aIM, Y€ €IHOBPEMEHHOTO NPHIIOKEHHE Ha ACE-unxuburopu u
aHTHAWaOETHH JIEKAPCTBEHH NMPOXYKTH (MHCYITHH, HEPOPATHH [IPOTHROTHAOETHH CPEACTBA), MOXKE 1A YCHIH
OHIDKABAIIMA KPbBHATA 3aXap e(eKT C PHCK OT XHMOTIHKeMHs. To3u PEHOMEH M3ryexIa € 10-BepOSTHO
fla ¢€ NMOABH NPE3 MLPBUTE CCAMULIHM OT KOMOHHHMpPaHaTa Tepanvis U IIpU NalyeHTH ¢ GL6pedHo yBpexaaHe.

Aumuayuou
AHTHaUMIUTE MOraT Ja HaMaiaT 6MoHann4HoctTTa Ha ACE-unxuburopure.

Anxoxon
AJIKOXOJBT YCHJIBA XWIIOTEH3NBHUTE edekTH Ha ACE-unxuburopure.
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Kanyuesu conu

[1py NPHIIOKEHUETO UM 3a€JHO C THA3HAHHU JAUYPETHLH, BCISACTBHE HA HAMANCHATa eKCKPELIMsA, MOXe Aa ce
HabJ101aBa MOBUILEHO HUBO HA CEPYMHHA KaTIMA.

Cvpoeunu anuxo3uou
IloBHIIIEH PUCK OT JUMMTAIMCOBA TOKCHYHOCT € CBBP3aH ¢ MIPOBOKHUPAHA OT THA3WIU XHUIIOKATHEMHUSL.

XGIIEC?HHPMHHOS{I CMOJAA U KOoRecmunon

AbcopbumaTra Ha XMAPOXIOPOTHA3HA HaMansaBa ¢ 85 % npH eTHOBPEMEHHO NPUIOKEHHE ¢ XOJIECTHPAMUH U

¢ 43 % xoraro ce npuiara 3aeaHo ¢ koaecTunon. Ilpoaykrure TpsaGsa ga ce mpueMar Npe3 MHTEPBAIH OT
HAKOJIKO Yaca.

Cyngonamuonu ouypemuyu
CyndonaMuaHuTe JMypeTHIM Tpabea Aa ce npueMart | yac npegu win 4 go 6 uaca cje TO3M JeKapcTBEH
MPOJYKT.

Heoenonapusupawyu MycKyaHu perakcanmu (Hanp. mybokypapusog Xaopuod)
EgekTsT Ha TE3H jiekapcTBa MOXe Z1a O'bAe MOTEHIUPaH OT XHAPOXIOPOTHASH]L,

Jlexapcmeenu npodyxmu, 3a koumo ce 3Hae, we mozam 0a npogoxupam torsades de pointes

Ilopagn pucK OT XHNOKAJIMEMMA, KOraTo XWAPOXJIOPOTHA3K/ ce MpWilara 3aeJHO ¢ JIEKAPCTBEHH NPOIYKTH,
acoUMupanu ¢ lorsades de pointes, Hanp. HAKOH AHTHAPUTMHUIM, HAKOM AHTHMICHUXOTHIHM U ApYrv
JICKapCTBEHHU TPOAYKTH, 3a KOHTO € H3BECTHO, Y€ IPeJHN3BUKBAT forsades de pointes, e HeoOxoguMma
IpeAna3IMBoCT,

Keunanpun/Xudpoxropomuazuo 8 kombunayus

JTumuii
JAuypeTruMTe MOXE JAa MOBUIIAT PHCKA OT JIMTUEBA TOKCHYHOCT M JIa YBEIHYAT Bede BHCOKHS PHCK OT
autueBa TOKCHYHOCT ¢  ACE-waxubutopu. Ilopaam ToBa, koMOMHaUMATa OT KBHHANPHI U

XHJPOXJIOPOTHA3K/ ¢ JIMTHH HE ce MPEIopbhYBa, a aKe € JoKa3aHO HeoOxoauma, TpsabBa Aa ce M3BBPLUBA
BHUMATEJIHO MOHUTOPHPAHE HA HUBATa HAa CCPYMHUS JIMTHH.

Hecmepouoru npomusogv3nanumentu r1exapcmeenu npooyKmu

OnucaHo €, 4e KOrato HECTCPOHUIHHUTE MPOTHUBOBBINAINTEIHM JiekapeTeeHH npoaykTH (HCIIBC) u ACE-
HHXUOUTOPUTE C€ MpUIarart CbBMECTHO, T€ NpPOSBABAT aJWTHBEH e€(PeKT M0 OTHOLIeHWE NOBULIABAaHE Ha
CEpYMHHUA Kanvil ¥ HaMangBaHe Ha 0b0peunara pynkuus. [IpuHIMmHO Te3u edexT ca 0bpaTHMH.

Psagxo moxe 1a ce passue octpa Ob0peyHa HENOCTATHYHOCT, MPEANMHO MPH MAlIMEHTH ¢ KOMIIPOMETHPaHA
ObOpeuHa PpyHKLMA, KaTO HanpuMep MU NAUHCHTH B CTApPYECKa BB3PAcT WIH JEXHIPATHPAHH MALIKEHTH.
XpounyHoto npuiaoxenue Ha HCIIBC Moxe pa orcnabu anTuxuneprenszuBuua ecoekt Ha ACE-
nHxuoOutopa. Ilpunoxennero Ha HCIIBC Moxe pga oTcmabu  AuypeTHYHMS, HATPUYPETHUHHA W
AHTUXUIIEPTEH3UBHUA €(PEKT HA TUA3HMIHUTE JHYPETHIIH.

Tpumemonpum
Eanospemennara ynorpeba nHa ACE-uHXuMOMTOpH M THa3MaW ¢ TPUMETOIPHM IOBUINABA PUCKA OT
XUNEPKAJIMEMHS,

4.6 DBpeMeHHOCT H KbpMeHe

bpementocm

Ynorpebara Ha ACE-HHXHOUTOpU HE ce NpenophuBa IPe3 IThPBHA TPHUMECTHP
Touka 4.4). Ynorpebara Ha ACE-HHXHUOUTOPH € MPOTHBONOKA3aHA TPE3 BTOPHA H'frpe
OpemeHHOCTTa (BX. TOUKH 4.3 U 4.4),




EnuaeMHONOrHYHHTE J0KA3aTeICTBA 110 OTHOILEHHE PHCKA OT TEPATOTeHHOCT clied excrno3nums na ACE-
HHXUOHMTOPH Npe3 ITbPBUA TPUMECTBP OT OpeMEHHOCTTa, HE ¢a KaTErOPUYHH, BCE MAK HE MOKE 1a Obae
H3KITIOUCHO JICKO IOBHILICHHE Ha pUCKa. AKO Tepanuata ¢ ACE-uHXMOMTODM He € CBIIECTReHa,
MALMCHTKUTE IUIaHUpalln OpeMeHHOCT TpabBa JMa NpeMHUHAT Ha AITEPHATHEHO aHTHXHIIEPTEH3IUBHO
NIEYEHHE, KOETO € C yCTaHOBeH mpogui Ha 6esomacHoct npH ynorpeGa mo Bpeme na GpemenHoct. [Ipn
IMarHOCTHIIHpaHa OpeMeHHOCT, iedeHneTo ¢ ACE-HHXUGHTOpH TpabBa Ja 6bAe MPEyCTAHOBEHO, H AKO Ce
HaJiara, Jla ¢€ 3alo4YHe aJITepHAaTUBHA TePaIIH4.

HokasaHo ¢, 4e wu3nmaraneto Ha ACE-uHxuOHTOpM mpe3 BTOpHS U TPeTHS TPUMECTBP MHIYLHpPA
(GeTOTOKCHYHOCT NpH Xopa (HamasneHa 6x6peyna QyHKIMSA, ONMIOXMAPAMHUOH, 3a6aBeHa OCH(pUKALMA HA
Yeperna) U HCOHATaIHA TOKCHYHOCT (OBbOpeyHa HeMOCTATHYHOCT, XHIIOTOHMS, XMNEPKaNAHeMus) (BX. TOYKA
5.3). AKO c€ YCTaHOBH, € 10 BpEME Ha BTOPHSA TPUMECTHP Ha GpeMenHocTTa € n3nonssad ACE-unxuburop,
IIpEropepUBa €€ YNATPA3BYKOB KOHTpoNn Ha OnOpeynata QyHkuusa u deperia. Beberara, yuuro Maiiku ca

npueManu ACE-unxuburopy, Tpabsa ga 6braT BHUMAaTeHO Ha0JII0JaBaHY 34 XHIIOTOHUA (BX. TOUKHM 4.3 ©
4.4),

KBHHanpui nmpeMuHaBa Mpe3 IUIALEHTATa, OTCTPAaHABA CE OT HEOHATATHATA LMPKYJIAlMA MOCPEACTBOM
MEPUTOHCAIHA AMaM3a € U3BECTEH KIMHMYEH €(PEeKT M TEOPETHHECKM MOXe Aa ObAe OTCTpaHeH upes
0OMEHHO KPBBOIPEIMBAHE.

ONMUTBT ¢ XHAPOXJIOPOTHA3KMA MO BpeMe Ha OPEMEHHOCT € OrpaHM4eH, 0cOGEeHO Mpe3 TLPBHUS TPUMECTHP.
[IpoyuBaHusTa NPK KUBOTHH €& HEAOCTATRYHN. XHIPOXIIOPOTHA3U NPEMUHABA IUIalleHTapHaTa Gapuepa.
B13 ocHOBa Ha ¢apMakoIOTHYHMA MEXaHM3BM Ha JeHCTBHE Ha XHAPOXJIOPOTHA3WA, ymoTpebara My Ipe3
BTOPHS M TPETUA TPUMECTBP MOXe J1a KOMIPOMETHPa (PETOITAlleHTApPHOTO KPphBOOOpallieHHE H J1a IPUUHHH
(heTaNHU ¥ HEOHATAIIHM €(PEKTH KATO MKTEpP, HAPYLICHHE HA ENEKTPONMTHUA OanaHc U TpoMGOLUTONEHHUS.
XUAPOXJIOPOTHA3KWA He TpabBa Ja ce MU3MOA3Ba 32 JIEUGHHE Ha OTOUM CBBP3aHH C OpPEeMEHHOCTTA,
reCTaliOHHA XUIMCPTOHHA WIM MPECKAaMIICHA, IOpag¥ PHCK OT HAMAISBAHE HA Ma3MEeHUS o0eM U
nnaueHTapHa xumnonepdysus, 6e3 dnaronpuareH edexT BbpXy Xxoja Ha 3abongBaHero. XuapoXI0pOTHAZM]
He TpADBa Ja ce M3MO0JI3Ba 32 JICYSHHE HAa €CEHLMATIHA XMIIEPTOHM NPH OPEMEHHH >KEHH, ¢ H3KIIOYEHHE Ha
CJIyMauTe, FIPH KOUTO HE MOXKE J1a Ce U3MOJI3Ba ApYyra Tepanusl.

Kvpmene

OrpaHu4eHUTe (PapMAKOKMHETHYHM JIaHHH NIOKA3BAT MHOTO HUCKH KOHLEHTPALMH HA KBUHANPHI B KbPMaTa
(BX. Touka 5.2). BBIpPEKH, Ye Te3dW KOHIUEHTPALUMU BEPOSATHO HAMAT KIMHMYHO 3HAaYeHMe, ynorpebaTta Ha
KBHHAMPWI M0 BpeMe Ha KbPMCHE HE ce MPEMopbUuBa IPH HEJOHOCEHH AELa H MPe3 ITLPBHTE CEAMMLM CIE
paXXJaHETO, NMOPAAM XUMOTCTHYHHA PHCK OT CHPACYHO-CHAOBH M OBOpedHH edheKTH, H Thil KaTo NHICBA
AOCTaTb4eH KNUHUUCH onut. Ilpu mo-roneMu aeuna, ynorpebara Ha KBHHATIPHII OT KbPMEUIH MAWKHU MOXKE Aa
ce OOMUCIIH, aKO €€ CUMTa, Ye TOBA JIEYUEHHE ¢ HeoOX0MMO 3a MakikaTa, a IETeTO ce HabMoJaBa 3a nosBa Ha
KaKBHTO € [1a € HEeXKEJIaHU PeaKLMHu.

XHUIPOXJIOPOTHA3HA Ce €KCKPETHpa B KbpMaTa. [IpHeMBT Ha THA3MAM OT KbPMEIM KEHH CE CBHP3BA C
HaMaABaHe U AOpH MOTHCKAHE HA MJIEYHATa cexpenys. MoraT a ce MosABAT M CBPBXYYBCTBHTETHOCT KBM
NPOU3BOJIHH Ha CyIQPOHAMHUIUTE, XUMIOKATHEMHS M HYKJIEApHA JXBJITEHHIA.

HOP&HH BCPOATHOCTTA OT PAa3BHTHC Ha CECPHUO3HH HEXKEIAHH peaKUHH Nnp1u KbPMCHH /€114, PCLHICHUETO JaJiv

Aa C€ NMpOAB/IKH ¢ KbPMEHETO WIH Aa Ce MPEYCTaHOBH TepaInuATa, TpADBA Ja ce B3eMe Karo ce MpeLcHU
3HAY€HHETO Ha Ta3u TEpaAMUA 3a MaMkara.

4.7 Edextn BLpXy criocoGRoCcTTa 32 modupane n paboTa ¢ MANIAHY

AKBHHMJI MOBAMsBA B MA/Ka 0 yMEpeHa CTENeH crocoOHOCTTa 3a modupaHe U pato

YTIPaBJICHHE Ha MPEBO3HO CPe/ICTBO MM padoTa ¢ MaluHM, TpAOBa Ja ce UMa NpeIBsH
Jla C€ MOABAT CBETOBBPTEIK WIH ¢1aboCT.

4.8 Hexenanu sexapcTBeHH peaKnuH
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[Io Bpema Ha neyeHneTo ¢ kBHHANpwi und Apyrd ACE-uHxuburopH, ca 6uinM HaGMIONABAHU ClEIHUTE
HEXEJIaHH PEaKLUM B OITUCAHUTE YECTOTH:

MHoro dyecTH
YecTH
HeuectH
Penku
MHoro peaku
HewnzsecTHH

Keunanpun

1/10

1/100, < 1/10

1/1 000, < 1/100
1710 000, < 1/1 000
< 1/10 000

(He Morar xa OBAAT ONpenesieHH OT HAJTMYHUTE NAHHU)

NIV IVIVIY

Hapywenus na xpvema u numgnama cucmema

Heuectuy:
Penaxn:
HeuspectTu:

TpombouuToneHus
ArpaHyiaoumMro3sa
3a gpyrure ACE-nHxubutopu € 6ui1o 1oKIaJBaHO 32 JEKO MOHKEHUE HA CTOMHOCTUTE

Ha XeMOIVIOOMH M XemaTokpuT. He Moke 1a ce M3KMIOYM Jaind Te3d HabiioleHds ca
PYMNOBO CrICUM(PHAIHH,

Hapywenua na memaboausma u xpareremo

HesusecTHU:

[IpexomHO mMOBHUICHHE HA CEPYMHMS KpeaTHHMH M ypes, 0COGEHO BBB BpB3KA C

NpHApYKaBalla Tepanus ¢ JuypeTuld. He Moxe [a ce M3KITIOUH Janu Te3n HabmoneHus
ca FPyYIOBO CASUHAPHYHH.

Heuxuunu Hapyuenus

YecTH:
HeuecTH;
Peaku:

be3csHue, OTHAJHAIOCT, CHHIIMBOCT, ACMPECUBHO HACTPOCHHE
HapyiieHus Ha CbHS, HEPBHOCT
Henpecus, o6bpkBaHe

Hapywenus na nepernama cucmema

YecTH:
HeyecTH:
Penkn:

3aMailBaHE, HapylIeHHe HAa PABHOBECHETO, COMHOJIEHTHOCT.
[lapecre3us, cuHKON
Hesponatus

Hapywenus na oxomo

Penxu:

AMONMONHA, 3pUTENIHH HAPYLICHUA

Hapywenus na yxomo u nabupunma

Penaxu:

Tunuryc

Covpleunu Hapyuenus

HeuecTn:

MHoro peaku:

Iannuranuu, TaXUuKapaus, AHTHHA [EKTOPUC, ACHCTOIUS
PUTLMHU HapyLueHUA

Cvoo8u Hapywienus
YHecTu: XUNOTOHUA
HeuecTu: Bazoannaranus

MHoro pesiky:

MHpapkT Ha MHOKap/ia WK MO3BUHO-CBHA0B HHLUMAEHT, BEPOATHO BTOPHYEH, BCJIEICTBHE
Ha TE)KKa XMITOTOHUA NPH BUCOKO-PUCKORH MTAalMeHTH, GeHOoMeH Ha Raynaud.

HeuzpectHu: Ilpu npyrn ACE-unxubutopn e 6uno choOumieHo 3a BaCKYIHT. HpH _Ta3y HeKeNnaHa
peakiia He Moxe Jia Ob/ie H3KITIOYeHA TPYITOBa CIeU(HYHOCT. r,&f"; . H “' ;;,;ﬁ‘m
e TN
Pecnupamopnu, epvonu u meduacmunannu Hapyuwenus {88/ G TN
Yecru: Kaunuua Sha et Ve
Penxn: BponxocnasbMm, BlOWAaBaHe Ha 4CTMa, PUHHT 1 ERNER G T O /i
N .
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Cmomauno-upegHu HapyueHus

Yecru: ["'anene, noppuliaHe, Uapys

HeuecTu: Jducnerncus, kopeMHa ©Oo0Jika, aHOpEKCHUA, CYXOTa B YCTaTa, QJaTyleHLus,
XPaHOCMHUJIATEIIHK pa3CTPONCTRA.

Penku: IIpoMsHa BB BKyCa, KOHCTUNALMA, NAHKPEATHT

MHoro peaku: Wneyc, HTECTHHAIEH aHTHOEIEM

Xenamonbuiuapru HapyuieHus
Penku: Hapyuwenus Ha yepHoaApoOHaTa QyHKIIHA
MHoro peakm: Xenarur

Hapywenus na xoxcama u nOOKONCHAMA MbKaH

Heuectu: Ex3aHTeM, TpYpHTYC, ypTUKapus, ekchonuaTvBeH AepMarur, auadopesa, aToNCLMs,
(OTOYYBCTBHTEIHOCT

Penxu: [Temduryc, ncopuaznc nogobeH eK3aHTEM

MHoro peaxu: Eputema MyarudopMe, OHHXOTH3A

B cnyyalh nHa Texku KOXHHM peakLMu, Tepanuara TpsOBa aa ObAe cnpsHa BeAHara M ce Hajara
3aABJDKUTEITHO JIEeKapCKo HabmroaeHue.

Hapywenua na myckyno-ckeremuama cucmema u coeOuHumennama mokau
Peaxu: Muanrus, aptpanrus, 6oska B repba

Hapywenus na 6vbpeyume u nuxounume nomuya
Penku: Hapymiena 6u6peuna pyHKUMA, XHNIepKaTHeMHS

Hapywenus na 8v3npouszeooumenrama cucmema u copoama

Heuectn: MMIOTEHTHOCT

HeunspectHu: [Ipn Bcnuku ACE-uHxubuTopn € iMano ¢ho0meHns 338 THHEKOMACTHS U He MOXKeE J1a ¢e
H3KJIIOYH, Y€ Ta3H HEXEJIAHA peaKkLus € rpyrnoRo-cneuduyna,

Obwu napywenus u epexmu Ha MICMOMO HA NPUAOICEHUE

YecTu: ['naBobonue, ymopseMocTt, 60NKU B rEpANTE
HeuecTn: ACTEHUA
Peaxu: AdruoeieM (C OTOK Ha JIMIETO, YCTHHTe, e€3uka W apunkca). Yecrorara Ha

AHrMOHEBPOTHYHHWA  OTOK €  II0-BMCOKAa  TNpH  YEPHOKOXKHM  [ALMEHTH,
CHHAPOMBT BK/TIOUBA IIOBHIIEHA TEMIEpaTypa, CEPO3HUT, BACKYJIUT, ApPTPHT, NO3UTHUBHH
TUTpH 3a ANA, noBuinasane Ha SR, €03HHOMUITHS U JIEBKOLIUTO3A.

Xuopoxnopomuasuc

[lo Bpema Ha neueHHeTo ¢ KBUHanpun wik JApyru ACE-mHxubuTOpH, ca OuaM HabroJaBaHM clieIHUTE
HEXEIAHH PeaKLHMH B OTTHCAHUTE YECTOTH:

MHore yectu > 1/10

YectH > 1/100, < 1/10

HeuectH > 1/1 000, < 1/100

Penxu > 1/10 000, < 1/1 000

MHoro peaku 1/10 000

HenssecTtHu (He MoraT aa ObAAT ONpeeIeHH OT HAIMYHUTE JaHHH)

Hupexyuu u ungpecmayuu
HeuecTn: CHanoaaeHUT

Hapywenus na xpeema u aumgrnama cucmema
Heuectu: TpomGouuronenus
Penxu: JleBKONeHUA, NOTHCKAHE HA KOCTHHUS MO3YBK

MHoro peaku: Heyrponenus/arpaHyionuTo3a, arulacTHYHA aHEMHUSA, XeMOJUTHYHA aH
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Hapywenus na memabonusma u xparnenemo

Yecru: EnckrponureH  aucOanane  (BKIIOYMTENHO  XWIOHATPUEMHS M XHITOKAJIHEMHUSA),
XUTICPDYPUKEMHA, XHICPIINKEMHUA, T[JIFOKO3YypHs, TMOBUIIEHHE HA XOJEeCTeposa H
TPUTTTHUEPUIHTE,

Heuectw: AHOpexcHd

Heuxuunu Hapywenus
Heuyecru: HapymeHnus Ha cpHi, Jenpecus
Peakn: be3nokoHCcTBO

Hapywenusa na nepeuama cucmema
Heuectu: [lapectesus, 3aryba Ha aneTur
Penkm: 3aMmaiiBaHe

Hapywenus na oxomo
Penxu: KcaHToncus, NpexoaHo 3aMBIiICHO 3peHHE

Hapywenus na yxomo u aabupunma
Heuecty: Bepruro

Copoeunu HapyuieHus
HeuecTn: OprocTaTHuHa XHMIIOTOHHA, CHPJACYHH APUTMHUH

Cvoosu Hapyuenus
Penaxu: HexpoTHsHpalll aHTHUT (BaCKYJIUT, KOXKEH BaCKYJIMT)

Pecnupamopuu, 2peOHU U MEOUACMIUHANHY HADYULEHUSA
Peaxu: PecnparopeH AUCTpec CHHAPOM (BKJIIOYBALI THEBMOHMT U OeNoapobeH 0TOK)

Cmomamino-upesnu HapyuieHus
Heuecru: Bb3nanenne Ha cToMaxa, [uapus, KOHCTHIIALMA
Penku: [ lankpearur

Xenamobunuapuu HapyueHus
Penku: Kenrennua (MHTpaxenaraiaHa X0JIeCTa3Ha X BIATCHHLIA)

Hapywenus na xoxcama u nOOKONICHAMA MbKaH

Peaku: Peaxii Ha ()OTOYYBCTBHTENTHOCT, OOpHMB, YpTHKapusa, aHadWIAKTHYHU pPEaKLUM,
TOKCHYHA eNUAepMaliHa HEKPOJIH3a.
MHOro peaxu: KoxxeH nynmyc noaodeH CHHAPOM, peakTHRALIMA Ha KOXKEH JIYITyC epUTEMAaTOIEc.

Hapyuienusa Ha Myckyno-cxeiemuama cucmema u CoeQuHumeIHama moKkan
He4ectu: MyckynHu cnazMy

Hapywenus na 6v6peyume u nuxoynume nemuwya

Peaku: Hurepctuunanen Hedpur, 6v6peuna quchyHKIus
Tt -
TS,
Obwu napywenua u eghexmu Ha MACMOMO HA NPUAOICEHE T R
Heuectu: Cnabocr RS -a’ff\ﬁ
il .H:T- l_a'"r *:'1"1-.'-1 . - F )
Penkn: IlouieHa remMnepaTypa ; / P TR ANE A
i - (f.gjf** N e ‘al i
i IE ; ,hl.l*f. :f_:' Il"-::lun;‘rl'l | :_,.1'- ] 1
4.9 Ilpenoznpane l\, R S R
NEANT & =y
B ﬁ’*_:""' RHH.._. o - s.ﬁth f“l
Cwnmomu RN R e /jr
- Ry %;{.:_H f.,.-'
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CUMNTOMHTE Ha TMpefo3UpaHe ca yBENWYCHA AUYpe3a, eNeKTPONMTEH AMCOAnaHc, TEXKA XMIIOTOHMS,
HApYUICHNE HAa Ch3HAHMETO (BKIIIOYMTENHO KOMa), KOHBYJICHH, Flape3a, ChbPACYHA apUTMHUA, GpaJHKapIus,
O0BOpeYHa HeJOCTATBYHOCT.

Hevenue

AKO TIOTJIBIUAHETO € CTaHAI0 HAcKOpo, TpAGBa ha ce MpeanpueMaT MepKH 3a NpeAOTBPATSBAHE HAa
abcopOumsTa (Hanp. croMalmiHa NPOMMBKA, MpHiIaraHe Ha aGcOpGeHTH M HaTpues cynadar xo 30 MUHYTH
clie/] MOTNIBIIAHETO) U YCKOPSABAHE HA eNMMHHMPAHETO. AKO HACTBIM XHUIOTOHMS, MALKMEHTHT TpAbBa Ja
OBl MOCTaBeH B MPOTHBOIIOKOBO NOJIOXKEHME HA TANOTO M GBP30 a My Ce MPHIONKAT BOAHO-COJEBH
3amMecTuTeNH. Jla ce obmuenu niedenne ¢ anrvorensuu II. Bpaaukapauara W TeXKMTe BaralHM peakiiu
TpAOBa Ja ce JieKyBaT C NpWIAraHeTo Ha aTponuH. Jla ce WMa mpeasus ynoTpebata Ha neucMenkesp. Ot
3HaYCHHE € HeMPEKhCHATOTO MOHMTOPUpaHe HAa BOJAHO-COJIEBUS DalaHC, alKaHO-KUCENMHHOTO PABHOBECHE
U KpbBHaTa 3axap. [IpH pasButTHe Ha XMOOKanMeMus, Aa ce NMPHIOKH KATHIA.

5. ®APMAKOJOI'MYHU CBOUCTBA
5.1 ®apMakoaIRHAMHYHH CBOHCTBA

®apmaxoTtepanieeThuHa rpyna: ACE-uaxuturopu u quypeTHLn
ATC kon: CO9B A06

To3u nexapcTeer npoaykT e komOuHaus oT ACE-HHXHOUTOpP KBHHATIPHIT ¥ ANYPETHK XHIPOXIOPOTHA3HL.
EIHOBPEMEHHOTO [TPUJIOXKEHHE Ha JBETE BeLIECTBA, HAMANABA APTEPHATHOTO HATATAHE B TMO-TO/SMA CTEMEH,
OTKOJIKOTO BCEKH OT KOMIIOHEHTHTE [IPUIOKEH caMoCcToATeTHO. KBunanpui noao6Ho Ha octananute ACE-
WHXUOMTOPH, NIPOTHBOAEHCTBA Ha 3ary0aTa Ha Kaluii, KOETO € XapaKTepHO 3a XUAPOXIIOPOTUAZHL,

KBHHanpui1 e npo-ieKkapcTBo, KOETO ¢& XHAPOIHU3UPA N0 aKTUBHUA MeTabOIMT KBHHATIPHIIAT, MOILEH JIBJIFO
JeHCTBAIl MHXHONTOpP Ha aHrHOTeH3WH-KoHBepTHpamus eH3uM (ACE) B nnasmara u ypunara. ACE
KaTaJld3upa NpeBpbIIAHETO HA aHrHoTeH3uH | B aHrvoreHsuH I, koliTo OT cBoA cTpaHa ¢ MoIIeH
Ba3OKOHCTpUKTOP. UHxubupanero Ha ACE Boau 10 HamansBaHe Ha KOHLEHTpaUHATa Ha aHrHoTeH3uH I W
[IOHW)KaBaHE CeKpeuuaTa Ha angocTepoH. OCBeH TOBa BEPOATHO ce HHXUOWpa M MeTabosuaMa Ha
OpagukuHuTe. B KIMHHYHY M3TNHTBaHKs € OWIO YCTAHOBEHO, Y€ KBHHATIPHIT € JIMOMHO-HEYTPAJIEH H HE
MposiBiBa OTpPHUATENIEH e(eKT BBbPXY NIIOKO3HHA MeTabonn3bM. XeMOAMHAMHUYHHTE H3MEPBAHUS ca

YCTaHOBWIIM, Y€ TMPHIOKEHHETO Ha KBHHANIDWI BOAH JO TNOHWKAaBaHS Ha MNepudepHOTO apTEpHaNHO
CBIIPOTHUB/ICHHE.

Karto 1o, HiMa KJIMHHYHO 3HAYMMM NPOMEHH B GBOpeYHHs KPBHBOTOK WIM CKOPOCTTAa HA INIOMEpyhHara
¢unTpaums. KeMHanpuIat MoHwkasa apTepUATHOTO HANATAHE B JIErHAIO, CEAHANO H HAMPABEHO MOIOKESHHE
Ha TANOTO. MakcuMamHuAT edekT ¢e noctvra caef 2 1o 4 yaca B fipenopb4yaHaTa 1o3a. JOCTHUraHeTo Ha
MAKCHMAJTHUAT [MOHMXABAIL apTEPHAIIHOTO HAIATaHE €QEKT, MOXE Ja OTHeMe 2 10 4 CeaAMMIIH MpHU HAKOH
NauMeHTH. He ca HallMYHM JaHHH OTHOCHO 3a001eBaeMoCT/CMBPTHOCT.

XHAPOXJIOPOTHA3N/ € THa3UAEH AMYPETHK M € AHTHXMIEPTEH3MBEH areHT, KOWTO MOBHIIABA PEHHHOBATA
aKTMBHOCT B 1uiasMara. Toit Hamanaea 656peunaTa peabcopOIMs Ha €IEKTPOIMTH B AMCTATHHTE KaHATIETA
H TNOBHIIABA SKCKPELWMATA HA HATPHM, XJIOPHAM, Kalnui, marHe3ui, OukapboHatu W Bojga. Moxke nma ce
Hamaly eKCKpeIMATA Ha KAIHMH. ENHOBPEMEHHOTO NPUIIOIKEHHE Ha KBUHATIPHII H XUAPOXJIOPOTHA3H I, BOIH
A0 MO-CHIIHO W3pa3eH XWMMOTEH3HBCH e(eKT B cpaBHEHWE ¢ e(eKTUTE M Ha ABATA arEeHTA JaBaHM
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buoHanmu4HoCTTa Ha aKTHBHUS MeTabonut KeuHanpuiar e 30-40% ot gageHara nepopaina J03a
KBUHAMNpHI. [IMKOBH NiasMeHM KOHUCHTPaUMH Ce AOCTUraT NpuSIH3UTeNHO cief 2 aca. AGcopbiuuaTa Ha
KBHHANPUI HE CE MOBJIMABA OT MPHEM Ha XpaHa, HO XpaHa ¢ MHOIO BUCOKO CHABPIKAHUE HA MA3HUHH MOIKE
Jla HaMaJld YCBOEHOTO KosuyecTBo. Hpubinsnrenno 97% oT aKTUBHOTO BEIIECTBO C€ CBBP3BA C IUIA3MEHHTE
NpoTeHHH. [Ipu MHOTOKpaTHH M03H, KBMHANPUIAT UMa MOTYXHUBOT OT 3 Yaca. CTaLMOHAPHO CHCTOSHME Ce

aoctura 3a 2-3 nHW. KBUHAanpwiaT Ce €KCKpeTHpa HelpoMeHeH mpe3 OnGpeuure. KIMpLHCHET My e
220 ml/min.

Npu nauuentd ¢ HapyweHna ObOpeuHa (yHKUMA, NONY)KHBOTBT HA KBHHATIPMIAT ce€ YIABIDKABA, A
[NIa3MEHHTE KOHLEHTpalMM ce MoBUmaBar. [Ipy nmaiMeHTH ¢ Texko yBpeneHa 4epHOApoOHA (GyHKUMA,
KOHLEHTPALMMTE Ha KBHHATIPHIIAT HAMAJIABAT, II0PaAy HHXUOHpaHe Ha XUAPOIH3aTa Ha KBUHATIPHIL.

Kvpmene

Cnen enuHduHa nepopanHa jo3a or 20 mg KBHHANPWI TPWIOKEHA HA WIECT KBPMEUIM >KEHH,
CBOTHOLICHHEeTO M/P (KOHUIEHTpallMK B KbPMATa H [U1a3Mata) 3a KBuHanpui € 6una 0,12. Keunanpun He ce
OTKpHBa B KbpMara 4 yaca cien npHeMa. HupaTa Ha KBHHanmpwnar B MJISKOTO ¢a GHJIM MOJ rpaHMLIaTa Ha
oTKpHBaeMocCT (<5 pg/l) BBB Beako Bpeme. U3unciieHo e, ue kbpMeHuTe Gebera Guxa nonyunnu 1,5 % ot
MaHYUHATa N03a KBUHAMPUI OTHECEHA KbM TEJIECHOTO TEIIO.

Xudpoxaopomuazuo

broHamHYHOCTTa Ha XuapoxyopoTHasua € 60-80 %. HeroBuar xuypeTHdeH edexr ce nposABiBa B PAMKHTE
Ha 2 4yaca c/ie]l [IpHIaraHeTo My, ¢ MakCHMalleH eekTt okono 4-1 uac. EdexkTsT npoasmkasa 6 — 12 gaca.
XUAPOXNIOPOTHA3KMA C€ EKCKPETHPA HENMPOMEHEH Npe3 6b0penute. HeroBHsT cpelieH MIa3MeH MOIyKHUBOT €
B AManazoHa 5 Ao 15 yaca.

[lomyXMBOTBT Ha XHAPOXJIOPOTHA3ZH € YARIKEH NPH MALMEHTH ¢ HapyweHa 6n0peuna gpyHkums.

5.3 IlpeaknuHHYHH JaHHK 33 0€30NMACHOCT

[IpenxNMHUYHHTE JAHHH HE TMOKa3BaT oOcobeH pHUCK 3a Xopara Ha 0a3a Ha KOHBEHLIMOHAITHHUTE
(bapMaKoJIOTHYHH H3NUTBAHHA 33 GE30MaCHOCT, TOKCHYHOCT [PY MHOTOKPATHO IIPHIIAraHe M KapHUHOreHEH
noTeHMan. He ca nposexxaaHH M3NMHTBaHMA 3a T€HOTOKCHYHOCT WIM KAaHLEPOreHHOCT Ha KOMOMHAIHUATA
(KBHHANPWT/ XHUAPOXJIOPOTHAZHUL ).

[lpoyuBanusTa 3a penpoOAYKTMBHA TOKCHMYHOCT MpPH I[UIBXOBE TIOKa3BaT, Ye KBMHANPUI W/WIK
XUAPOXJIOPOTHA3H/[ HE OKa3BaT HEONarolnpusaTHH eQEKTH BbPXY (EPTUAHTETA W PENPONYKTHBHHTE
Bb3MOKHOCTH M He ca TeparoreHHH. 3a ACE-uHXHOUTOpUTE Karo KJIac J€KapCTBEHH TPOAYKTH €

YCTaHOBEHO, Y€ ¢a (eTOTOKCHYHH (IIPHYNHABAT YBPExKAaHe WK CMBPT Ha eTyca), ako ce MpHUarar mpes
BTOPUA WIH TPETHA TPUMECTHP OT OPeMEHHOCTTA.

6. ©OAPMALIEBTUUHHU JAHHH

6.1 CioHchLK HA DIOMOLIEHTE Bell{eCTBA

Covpyesuna Ha mabremrxama

Maruesues kKapboHaT, TEXKbK /{”:f;j:“-,mff -
Kanumes xyuaporerddocdar / N i‘,., Pt
Hosnzon K30 /7 é;:f%“ 4 41
Kpocnosuaou (tum A) { E % i-;"f-:f"";‘f.ﬁ'
MarsHesuer cTeapar \\1 L u%n\\g*f:@fﬁm i
Obeusgxa 1\,1;&%% S
Xunpomenosza 3cP Nac Ay
XHIpoJs103a TR
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Twuranor anokxcun E171
Makporon 400

Xunpomenosa 50 cP

KeneszeH okcun, xweat E172
Kenesen okcup, uepsen E172
KeneseH okenn, uepen E172
6.2 HecnBmecTumocTn
Henpunoxumo.

6.3 Cpok Ha rognoct

2 TOAHUHH.

6.4 CuennaNHH YCJIOBHA HA ChXpPaHeHHe
Jla ce cvxpansasa nox 30°C.

6.5 lannau 3a onakoBKaTa

AkBunHuI 10 mg/12,5 mg dunmupanu tabneTky

[lommamun/anymunnit/PVC-anymMuHuesr GaucTepn, chabspxamu 10, 28, 30, 50, 100 u 300 (10 x 30)

TadIeTKH.

AxsuHWn 20 mg/12,5 mg ¢punMupaHu Tabnerku

tHonuamu/anymunnit/PVC-anyMuHne By Onmucrepn, cpabpxxamu 14, 20, 28, 30, 50, 56, 60, 100 u 300 (10 x

30) TabneTkm.
boaxnuHy onakoBkM oT 50 u 250 TabneTky,

He Benuky BHIOBE onakoBku Morar Aa GbOaT TyCHATH B npogaxoa.
6.6 Cnenrajamu NpeANasHA MEPKH OPH H3XBBPAAHE A padoTa

Hama crieliMa vy U3UCKBaHMA.

7. IIPUTEXXATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA

Tesa ®apmaciotukbic brarapus EQOJT
yn. H.B. Toron 15, eT. |

Codusa 1766
bunrapus

8. HOMEP(A) HA PAZPEHIEHHUETO 3A YIIOTPEEA

9. JATA HA HNOBPBO PA3PEIIABAHE/MMOAHOBABAHE
YIIOTPEBA

10. JATA HA AKTYAJIU3BHPAHE HA TEKCTA

OxroMmepu 2009
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