1. HME HA JEKAPCTBEHMA NPOAYKT
Panaxy, @unmupanu tabnerkn 20 mg

Ranacuy, film- coated tablets 20 mg

2. KAYECTBEH M KOJTMYECTBEH CHCTAB
Besaka rabneria chabpxa 20 mg KBMHANPWI (KATO XHAPOXJIOPHA).

3a IbJIHASA CIIHCHK HAa MOMOLHHTE BELIECTRA BX. Touka 6.1.

3. JEKAPCTBEHA ®0OFPMA

@unmMupana tadnerTka.

benu go noutu 6enu oBanuy, hunMUpany Tabnerky. OT egHaTa cTpaHa, CUMETPHYHO OT ZIBETE CTPaHH Ha

DENWTEIHATA YepTa ca OTrnevaraHy sgauuTe ,,Q” 1 ,,20”. pyrara crpaHa Ha TableTkara Chluo € ¢
OeMUTENHA YepTa.

4. KIMHHYHU JAHHU

4.1 TepaueBTHYMHA MOKa3AHHN

Ecenunanua xunepronus u 3acToliHa CxpIeYHa HEOOCTATHYHOCT.

4.2 103 pOBKA H HAYHH HA NPAIOKEHHE

34 NEPOPATHO NPUNOAKEHME.

AbcopbumaTa Ha KBMHAMPUN HE CE MOBJHARA OT HAIMUHETO Ha XpaHa. TabneTkure TpaOBa fa ce norTbuar
UesH ¢ Yala BoJa.

Ecedunanta xunepToHus
MoHoTepanus:

[IpenopsuurenHara mppBOHayanHa fo3a keuHanpui ¢ 10 mg BeAHBbX JHERHO. Tozara Moke na 6bae
MOBMINABAHA B 3aBUCUMOCT OT KIHHRuKKg edekT. Halt o0mo, nosara Moxe 1a Obae NOBULIEHA, AKO
XKefanus TepaneBTHUYEH edexT NPH NpbpBOHAYANHATA 033, He € [TOCTHIHAT 33 3 00 4 ceaMMLIA.

NALUMEHTH € TIOAXON%A eXHOKPATHA IHEeBHA J034.

ChINbTCTRBAINDG NeYEeHHE ¢ ARYPETHIA;

B3moxcHa ¢ nosiBa Ha CUMITOMATHYHA XHIIOTOHMS ITPH 3aIT0YBAHE HA JIEICHHUETO C
CyYBa [10-4ECTO UPH NAlHEeHTH, JeKyBaHK ¢ auypeTulE. [Ipenopbysa ce NOBUILCHO E
MAUMeHTY, ThH KaTO € Bh3MOMKHO Ja MMAT XHITOROJIEMHA MNH XHNOHATpHEMHA.




[lpy BB3IMOXKEOCT NeueHueTo ¢ ZMypeTiLR TpAOBA na ce crpe or 2 70 3 OHM Npend 3anoYBaHe Ha
NEYECHKUETO C KBUHANDPUIY.

[Ipu MAUMEHTH ¢ XMIIEPTOHMSA, NPH KOUTO JICUEHHETO ¢ AMYPETHIE He MOXKE [ia Ce Cpe, Ne4YEHUEeTO ¢
KBUHANPHN TPA6Ba Ia ce 3anouHe ¢ 103a 0T 2.5 mg. Tpabea na ce cnensr 6b6peunaTa GyHKUMA U HABATA HA
KanKi B cepyma. [loaaspikainara nosa KBHHANpHI TpAOBa fa ce npuiaoku chobpasHo OTroBopa Ha

KPLBHOTO HanArame. JleyeHHETo ¢ NUYPETHLM MOKe Nia Ce IOAHOBH NIPH HEOGXOAMMOCT. (BIXK OLLE pasaen
4.4n45). '

3acToiHa ChPIEYHA HENOCTATEYHOCT:,

KBuHanpun Tps6ea na ce nara KaTo HOITBJIHEHHE KbM HIIH KAaTO KOMOMHAIMA ¢ AHYPETHK W/ WK JUTHTAIMC,
KLIOCTO € NOAXONALX0. SleyeHneTo MOKe Na 3aIOYKe B amﬁynaTopHH ycnoeHa. Moke 1a ce 3anouHe
le4eHue MpH amMOyraTopHu natmenT. Ho npH nanMesT’ ¢ Te)Ka WM HecTabuHa ChpieYHa
HEAOCTATLYHOCT, peRyUHpana 650peuHa GYHKUNS, XHITOBONEMHA, XMIOHAPTPEMHSA WM CHTOIHYHO KPbBHO
Hanarawe < 90 mmmg Hg, nedennero Tpsbea na 6bae 3anounato B Gonauua. Topa BOKH M NpH CHLNBTCTRALIO
ACICHHE C ApYTk Ba3OAMNATHPAIM ar¢HTH ¥ BHCOKM JO3H OpuMKOBH IMypethin (>80 mg dyposemun)
KakTO ¥ 3a nauuenTd nan 70 roaumua se3pacT. [TauweHTsT TpaOBa BHUMATENHO Ja ce Habnioaasa npes
TbPBHTE 2 CEAMMUM W BHHATM, KOTaTO J03aTa Ha KBMHAIPI WK HA AUYPETHKA C& NPOMEHH.
[TvpBOHaYanHO ce pHnara nosa ot 2.5 mg, Cnel KOETo NalHeHThT Ce CHeNM BHMMATENHO 32
CHMITTOMATHHA XUNIOTOHMA. [losaTa KBHHANPHII MO>Ke MOCTETIEHHO Na Ce THTPYBa 10 40 mg Ha e,
pasficiieHa Ha npa npuema. OSukHOBEHO 1034 OT 10-20 mg Ha AeH, pasAcieHH B ABa NpHEMa Ca eheKTHBHM
3a NONAbPAHALIO JTedeHHe. [[annenTn ¢ 1eKa 10 YMepEHO TexKa ChpAEYHA HENOCTATBYHOCT, KOUTQ NOHE 32

Mecel ca OHNH XeMOASHAMHYHO CTAGHIIHM NPH OJHEBEH NpieM or 20 mg pasgeneH B QB¢ A03U, MOraT Chulo
Ja npyeMar 003aTa BEIHEXK JHEBHO.

Hapyuwena 61x6peuna dbyHkums:

[IbpeoHayanHaTa no3a KBHHanp#a TpA0Ba Ja ce MOHMKM IIPH MALMENTH C HapylleHa Obx0peuHa QpyHKuUMA,

HMaHKH NpeIBHI Ye [U1a3MEeHATA KOHUCHTPALUWA HA KBUHANIPHIIAT ¢& NMOBHLIABA MIPH peayLIMpaH
KpeaTuHHHOB KnubprHCe. IIpenopbyear ce creaHuTe MbPBOHAYATHHE O3HM:

Kpearuannos xnabprac (ml/min) IIpenopsYHTENHA BaYanua no3a (mg)

>60 10
30-60 5
10-30 2.5

Mo vacTosmem Hama WHQOPMALMA OTHOCHO NAIMEHTH C KPEAaTHHHMHOB KNHBpBHC nox 10 ml/min,
BKIIOHMHATENHO NALMEHTH Ha JHATIH3A.

Huanuvzara He BiHse BBPXY €TUMHHHPAHCTO HA KBHHaNpunar. Tpabea Ja ¢ce ¥Ma npenpun npoMsaHa B
A03aT4, 2KO €€ NOY4YH HE3ANOBOJMTENEH OTTOBOD B PAMKHTE Ha 3 Mecela.

|Ipunoxenne npy nauventy  crapuecka Bb3DAcT:

Mmakixku NPEBHL, Ye C HanpeABaHe Ha BB3pacITa OnOpeunara byukLus Hamansea, Tpabsa na ce 00bpHE

BHHMaHHE Ha TO3H aKT IpM X0pa B HAalpeAuaa Bb3pacT. Ilopamu Toea, leMeHreTo ¢ KBHHANpH Tpabea ia
CE 3an04He ¢ 5 mg Ha eH.

Hpunokenne npu neua 1 joHowM:

be30nacTHOCTTa M €)eKTHBHOCTTA HA KBREANPH He ca YCTAHOBEHH npu Aena 1 HOWH. Ilopanu Tosa,
ynorpebara Ha TO3H NPONYKT He € fIpenOpHYKTENHA 33 Te3H BB3PacTOBH IPYIIH.

4.3 YlpormBonmokasamas

- CBPBXYYBCTBUTEITHOCT KbM KBUHANPHN, KbM €JIHa WK ITOBEYE OT CHLCTABKUTE HIIH Kb _@ﬂi‘
MHXHOUTOPH. 3

- HaumenTu ¢ anamuesa 3a anruoenem, cebpsan ¢ npeamecTsamo neueHue ¢ ACE u
- Hacneacteen wnu unnonatiues ansruoenem.

- [ipn BTOpH 1 TpeTu TpUMecTHp oT HpementocTTa (Brvk paznen 4.4 u 4.6)
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4.4 Coenmanue mpexynpexACHHS B NPeANAIHHE MEPKH NPH ynoTpeda

Humecmunanen anzuoedem:

Humecmunanen anzuoedem e doxnadsean npu nayuenmu, rexyeanu ¢ ACE unxubumopu . Tezu nayuenmi ca
umanu aboomunanna bonxa (¢ unu 6es zadene u NOBPDUANE); 8 HAKOU CIYHAU HE € UMANO Npeouecmsaiyd
aHaMHE3Aa 3a aHzuoedem Ha auyemo u C-1 ecmepaznume nusa ca bunu Hopmanku. Anzuoedemvm e bun
OuGZHOCIMUYUDAK upe3 npoyuedypu, SKNIONBaU ABOOMURANEH CKeHep WU YAMPA36YK, URU NpU XUpypeuiHa
UHMEPBCRYUA, KAMO cumnmomume usvessam cnred cnupare na ACE unxubumopa. HumecmuHRanHuam

anzuoedem mpabea da ce exmouea 6 dupepenyuarnama duazroza na nayuenmu ua ACE uncubumopu ¢
aboomurnanna 6oaxa.

CUMNMOMamuTHG Xunomonus

CumMnITOMaTUYHAT XUTIOTOHMS ce Habmonasa pAaKo MpM MALMEHTH ¢ HEYCI0oKHEHA Xunepronns. [To-
0OHYaHO & XUNOTOHMATA A CE NOSBH NMPH XHNEPTOHMYHH MALMEHTH, TEKYBaHH ¢ KBHHANPHII, KOMTO Ca C
XUTOBONEMHUA (HANIPUMED MO BpeMe Ha JISHeHUe C TNy PETHIM, OrpAHHYEHa Ha COJ AMeTa, AHANU3a, JHaPHA

HJIK IOBPBLIARE) WK TEXKKA PEHHH-3aBHCHMa XuUreprouus (Bk 4.5 B3aumonelicTeud ¢ APYTH J€KapCTsa U
APYTH THIIOBE B3aMMOIEHCTBHA H 4.8 Hexxenanm nexkapcreeHn peakims). CHMITOMaTHYHA XHIIOTOHMA €

HaDNI01aBaHA PN HALMEHTH C KAPAMATHA MHONATHHE, aCOUMHPaHH ¢ HIH 6e3 650peuHa HeZoCTaThUHOCT.
PHCKBT OT TOBa € NOBHINEH TIPH MAUMERTH C TeXKH KapayalHy MUONIATHH, KaTo pe3ynTaT OT [IOBHALIEHATA
ynorpeba ra SpUMKOBHMIHH IHYPeTHIH, XMIIOHATpeMus iy penyunpana opbpedra QyHKivaA. Havanoto Ha
NEYCHHETO H MOTHUQHKALIMKTE Ha 03aTa TpaOBa 1a ce cixeasT BHEMATEIHO NPY NalHeHTH ¢ NOBHMIEH PHCK
OT CHMIITOMATHYHA XUNOTOHUA. [Togo6H1M MepKy BakaT  3a MAIMeHTH ¢ HCXEMHYHO ChpAeYHO 3aboqpate

WK nepedpoBackynapsa 6omect, mpH KOMTO 3HAUMTENHMA Clak B KPHBHOTO HaNAraHe MoXe 1a A0BeAE 1O
Muoxapien wHdapir wim nepeSposackynapeH MHLUMAEHT.

AKO C€ NOABK CUMIITOMATHYHA XMNIOTOHMS, DAIHEHTHT Tps0Ba Na ce MOCTaBy B JIECHANO NOJOKEHHE K 8KO €
HEOOXONHMO Na Ce NPUNOIKH UHTPaBEHO3HA HHOY3MA Ha pH3MoNormyeH pasteop. [lpexoneH XMNOTOHUYEH

OTrOBOP HE € NMPOTHBOMNOKA3EH 3a CleIBAlllK JO3H, KOMTO MOraT Aa ce npuemar 0e3 npobiemy npH
NOBWIIABAHE HA KPBBHOTO HANSraHe.

Cmenosa na aopmuama unu mumpannama xaana /xunepmpo@uuna KapouoMuonamus

Keunvanpun, kakro apyrure ACE HHXHOUTOPH TpabBa Ha ce npueMa ¢ NOBHIIEHO BHAMAHME NpH NaUMEHTH

ChC CTEHO3A HA MUTPATHATA Kana WM 3aTPYIHEHHA B W3THaCKBaHEeTO Ha KPBBTA OT JIABaTa KaMepa,
ALLKAUM CC Ha Aa0pTHA CTEHO03a H XMNEPTPOPHYHA KAPAHOMHOTIATHA.

bwvbpeuna nedocmamvyrnocm

[1pu 6p6peuna negocTaTEUHOCT (KPEATMHMHOB KITHBPHHC < 60 ml/min) HavanHaTa 4o3a Tpabea Aa ce

CbOOPA3K ¢ KPETHHHHOBMSA KNUBPBHC Ha naudenTa (siok 4.2 JJo3uposka X Ha4yMH Ha NPHIOXKEHNE) U

Nocneasauto ¢ OTTOBOpPA Ha MAalMEeHTa KbM NeueHueTo. [Ipy Te3u (TalfHeHTH C/IeiB& PYTHHHO Ja ce
MPOCRENABAT CTORHOCTHTE Ha KaNMi M KPEaTHHHH.

[ToBHweHns B8 CTORHOCTHTE HA KPBBHATA Ypea | CEPYMHHS KpeaTHHHH ca HabnionapaHu 1pH HAKOK
nauneHTH, nekysann ¢ ACE nnmxuburopu ¢ Gwiarepanun creHosd Ha 6p0peunara aprepys WM CbC
CTeHO3a Ha OvOpednara apTepus Ha €NMHCTBEH OeOpek, KOeTo 1o NpUHUMN & o0paTHMO P CNUpaHe Ha
neueHueTo. Tosa e 6uno HabMORABAHO MO-CIIEUMANHO NPHU NaMeHTH ¢ GB0peyuna HeRoCTaTbYHOCT. [1pH
NALMEHTH ¢ PEHOBACKYNAPHA XHIIEPTOHHA MMa MOBMINEH PHCK OT TeXXKA XHMIIOTOHMS WM Op0peuna
HeROCTaThYHOCT. [1py Te3u nanmenTy neyeruero TpaOBa fa ce 3aroyHe ¢ HUCKH JO3H, KOUTO BHHMATEITHO
Aa CC THTPHUPAT NOX CTPOT MEIULHHCKH KOHTpOJ. BeaHara moM neyeHHeTO ¢ IHYPETHLIH NPEAU3BHKA

T -
MOABATA Ha ropecnoMeHarTvs deromen, To Tpabra na 6nae cnpsHo 1 6b6peuHaTa GyHKUYEHETE
Npe3 NbPBUTE CEAMMUM OT NEYSHUETO C KEHHAIPHIT.

Haxou xuneprosuyHu nauuenTy 6e3 NpeaUIINa KIMHHYHA H3gBa Ha OB0peuHo 320

PasBUAT NOBMUICHAE B HUBATA Ha KPHBHATA ypea ¥ KpeaTHHHHA, KOHTO HOPMAIHO C4\B®
¥ Ca NpexXonns, 0COOEHO KOraTo KBHHANPHI Ce NpueMa eNHOBPEMEHHO C AHYPETH

3
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NOBE4E NpH NALKMCHTH C aHAMHE3a 34 Op0petHa HegocTaThbYHOCT. Moxke Oa C& HanOXu peayuupaHe Ha
RO3aT2 W/ UMM CNIMpate Ha JISYEHUETO C JHYPETHUM WM KBHHAIPHIT.

bvbpeuna mpancnaanmayus

HaMa naHHM 3a npyuemMa Ha KBMHANPI (IpY OAUMEHTH ¢ HaCKOPOIHA, 6r6peyHa TpaHCIMNaHTAUMS.
CneaosarenHo NIEYEHHETO ¢ KBHHATPHI HE Ce IIPeNophYBA.

Hayuenmu na xemoduanuza

Hoxknaneauu ca aHapHIIaKTHYHH peaKLiM [IPH NAUMEHTH, TIOIOKEHH Ha JUanu3a ¢ BUCOKO MPONYCKIHBH
MEMODaHM, KOHTO eXHOBpeMERHO ¢a Ha neuennte ¢ ACE urxuburop. 3a Te3u nauneHTH Tpabra na ce

NpeUeHM ynorpedara Ha APYIH THNOBE TUANTHM3HY MEMOPAHH MITH IPYTH KJIACOBE aHTH-XMNEPTEH3WBHK
NPOIYKTH.

Xunepuyecmeumennocm/ anzuoedem

B peaxu cmyvau npu naumenty nexysann ¢ ACE MHHXMOHTODH, BRIIOIHTEITHO H KBHHAIPHI €2 A0KIAABaHH
AHIHOEAEM Ha NMHULETO, KPaBHNLWTE, YCTHHTE, €3MKA, IIIOTHCA W/HIH JTapuHKca. 10Ba MOXe Ja ce NOSBH Mo
BCAKO BpeMe Ha NeYeHHeTo. B Te3M ciydau ynorpedarta Ha kKBHHANPII TpAOBa Oa ce cnpe HesabaBHO M Ja ce
3aNOYHEe NONXORAWIO IeyeHHe U HaDMioaeHHe, 3a Ja ce OTRLPAM, e CUMITTOMMTE Ca HAITBJIHO H3YE3HAH
NPpEan NAUMEeHTHT ga 6bae u3nucad. Moxe fa e HeoOxoaumMo HabmoaeHHe Ha TTALIMEeHTHTE 34 .uw}r NEPHOD
OT BpeMe, NOPY B CTyYaMTe caMO C TIOAYBAHE HA e31Ka, NOPH H 6€3 peclHpaTOpHA NpodneMH, Tbi Karo
NEHEHHETO C AHTHXHCTAMHHH ¥ KOPTHKOCTEPOHIH MOXE Ja € HEXOCTATHYHO.

B MHOro pemx Ciyus ca NOKNANBAHN CMBPTHU CIYYaH KaTo Pe3yNTaT OT arMoeeM B KOMOGUHAUMS ¢
NapyvHIHHeaNeH eneM WK ejeM Ha e3uxa. [lanmeHTy ¢ eqeM Ha e3uKa, rI0THCa WK JIApUHKCA Ca C NNOBUILCH
PHCK OT 3amyliBaHe Ha peCIHpPATOPHUSA TPAKT, 0COOCHO MALMEHTH ¢ NPETHPIAHA ONEpaMa Ha
PECNHMpaToOpHMA TPakT. B Te3u cmyyawt TpsaGBa ma ce npeanpueMe CrielHo ieyeHue. Jo MoXe ha ce ChCTOH
OT NPHICXKEHHE Ha aAPEHANMH W/WIH NOIIBPKAHE HA MPOXOXMMOCT Ha HXaTeTeHHTe MbTUia. [IalMeHTsT

TpabBa 1a 60e noanoXKeH Ha CTPOro MEIHUMHCKO HaOMoOeHHe, JOKATO CHMITTOMMTE HE H34YE3HAT HATTBIHO
1 OKOHUYATENHO.

ACE vHxu6HTOpHTE NpeaM3BHKBAT NOABA HA AHCHOEEM M10- 4ECTO NpH YEPHOKOKH NALMEHTH, OTKOJIKOTO
f1p¥ HEYEPHOKOKH.

lMaunenTu ¢ anamHesa 3a aHrMoeAEM, HeaCOLMHpaH ¢ NeueHHeTo Ha ACE HHXUOUTOPH, MOXE Na
MIPUTEXABAT NO-BUCOK PHCK OT aHrMoeneM mpk teparus ¢ ACE uaxuburopH (Bix 4.3 [IpoTuBONOKA3aHNA).

Anagunakmuuny peaxyuu npu LDL (nunonpomeun ¢ nucxa nismmocm) agepesa
B penxu ciysan npu naumenty, usnonseamm ACE urxuGurops no speme Ha LDL adepesa ¢ nexcrtpaH

Cyngar, ca ce nosABABATH XMBOTO3ACTpAllIaBAlIM aHabUTAKTHYHE peakugy. Te3u peakiyau ce U30arear Karo
BPEMEHHO CE NpeycTaHoBH npuema Ha ACE mrxuburopu 3a Beaka adepesa.

Hecencubumayus

T
MNauuenTH, wanonssaim ACE uHx#HGHTOPH N0 BpeMe Ha NeceHCHOMTH3UpalLo Neyesne (Hanp. c.gpaaaﬂe Z
XUMEHONTEPA), Ca MOKA3ANH XHITOCPOYHH aHaDUNAKTHIHH peaxuny. Te3n peakunH 3a Own u3dersaTy 3

TE3W NaumneHTH, Korato ACE HHxubuTOopuTe ca BpeMEHHO CIIPEHH, HO ¢a CE IOSBHIIK OTHOBO NpH
NOAHOBABAHE HA TIPUEMA NPH HEBHHMaHHE.

YeproOpobua nedocmameynocm

ACE unxuburopure psaxo ce acOLMHUPAT CHC CHHAPOM, 3amoyBall ¢ XQJACCTAaTHYHA XBITEHHULA H
NPEepacTsall B OCTPa YEPHOAPOOHA HEXPO3a U (TIOHAKOTA) CMBPT. MEXaHM3MHTE HA Pa3B 3 ‘:ﬁ? _
CHHAPOM ca HeusBecTHH. [JaumenTrre, n3nomspamu ACE muxaburTopy, KOUTO Pa3BHBAT K ICHIAL
NOKA3BAT 3HAMMTENHO NOKAYBAHE HA YEPHOAPOOHUTE SHIUMH, TpAOBA Na CIpaT ynoTpghaga A1a, gEk;
WHXHONTODH H J1a IOMTYYAT NOJXOIAMM MHIWLIMHCKH TPIKH.

Heymponenus/ Azpanynoyumosa




Heyrponenus/ ArpaHynomiTosa, TpOMOOLMTONECHHA W aHEMHES Ca DOKTAABAHM NP NAUMEHTH, NPHEMALIK
ACE unxuburopu. Heyrponenusra PAIOKO Ce NOABARA IPM MalieHTH ¢ HopManHa 6bp0peuna dyskuus U Oe3
ycnoxxuasawy paxropu. Heyrponenusra n arpaHyJIoUHMTO3aTa ca 0OpaTHMH NpH CNUMpaHe Ha JIEYEHHETO C
ACE unxu6uropu. Kevuanpun Tpatea aa ce HpHeMa C NOBHIIEHO BHHMAHHE OT NALFeHTH C aHOMAJKH4 B
ChOOBUA KONAreH, KOHTO Ca Ha HMYHOCYIpECHPALLIO JISYEHHE, AMYNYPHHOM WITH POKAHHAMKA, HIH
KOMOHHAIMS OT TE3H KOMITIEKCHH DAKTOPH, B Y4aCTHOCT NpH NpemuecTsama Ox0peyHa HENOCTATBYHOCT.
HAKOH OT Te3U NMAUKMEHTH Ca PAsBHITH CEPHO3HE HHDEKIMH, KOUTO B HAKOM CITy4al He Ce IIOBNUSBAT OT
nevenne ¢ anTHSuoTHM. [lpenophysa ce nepHOIMYSH MORHTOPHET Ha Opos Ha DenuTe KpbBHM KIIETKH, aKO

KBMHANIPUI CC M3MON3Ba OT TE3M NAUHMEHTH H MALMEHTHT TpaOBa fa 6boe nomMoneH Ja chobliara 32 BCAaka
MpoABa Ha HHOEKLIMA.

Emnuvecku pazauvun

[Nono6Ho #a apyrure ACE HHXMOHTOPH, KBHHAIIPHS MOXe J1a 6BAe No-Manko eheKTHBEH B pefylUMpaHe Ha
KPHBHOTO HanAraHe NpH YEPHOKOHM NALMEHTH, CPABHEHO C HEYEPHOKOKHTE, BEPOSTHO KAaTO pe3ysIrar OT
FlO-UINPOKO 3aCTHIIEHMTE HACKH HHBA HA PEHUH MIPH NONYIALHMATA HA YEPHOKOKH XHIIEPTOHHUH.

Kawnuya

fpu ynorpeSara Ha ACE mrxuburopH ce chobmasa 3a kammaua. Tasu kauwmuua e HEINPOMYKTHBHA,

YNOpHTE N OT3By4aBa IpK NpekpaTaBaHe Ha nedenneTo. Munyuupanara or ACE HHx#OMTOpH KaliHua
Tpa0Ba fa ce ¥Ma npeasHun B AAQEepeHUHaTHaTa JHArd03a Ha KAULTHIATA.

Xupypeusn/ Anecmesusn

Keunanpun moxe na 6noxupa NPOXYKUMATA HA aHrKoTeH3uH II BTOpHUHO, 3a 1a KOMOEHCHPa NPOAYKUHATE
Ha PCHYH TIPH NALHEHTH, TTOLI0KEHM Ha rojIaMa XMPYPradHa MHTEPBEHUMS WK 06112 aHecTe3un, KOKTO

MOFaT A2 NIPEAU3BHKAT XMNOTOHMS. XIpH clryyai Ha XMIOTOHMS, TH MOXE 2 Ce npeoaonee Ypes
yBennuagaHe Ha 0bema Ha TeUHOCTH B OpPraHH3Ma.

Xunepxanemus

[Ipu nskon naumeHTH nexysaHn ¢ ACE MHEXHOUTODH, BKIIOUHTEHO KBHHANDKT, ca HabTo1aBaHH
MOBUINCHH HABA Ha cepyMeH Kanui. [lanmenTruTe ¢ prck ot xunepkanemMus ca TesM ¢ 6x6peuHa
HENOCTATLYHOCT, IMabeT, eNHOBPEMEHHO NTPHEMALIHTE KaTMH-ChXpaHABAIIH JHYPETHLM, KanuesH 10dasku
WiH DpveMalin Kpyry MEANKAMEHTH, CRBP3aHH C [TOBUIIaBaHEe HA HHBATA HA CEPYMHHA Kayiui (Hanp.
XenapuH). PENOBHUAT MOHMTOPHHI HA HMBATA Ha CEPYMHHMS KaTHi ce TpenophuBa MpH HEOGXOAMMOCT OT

€QHOBpEeMEHHA ynoTpeba na rope CrioMEeHaTHTE JexapeTea (MK 4.5 BzaumoneficTBye C Ipyry NeKapCTBEHH
NPOLYKTH H APYTH QOPMH Ha B3aMMOIEHCTBEE).

Luabem

[To Bpeme Ha mMupBUA Mecell OT NeueHmero ¢ ACE HHXUOHTOPH ITPH AHADETHIM Ha 1epOpaNHY
SHTHAMA0ETHU NIeKaPCTBEHH NPONYKTH WIH HHCYNMH, TpaGBa CTPOro Na ce CIENST HKBATA HA KPhBHATA
3axap (BuX 4.5 B3auMoneicTeie ¢ Apyry TeKapCTBEHH NMPOAYKTH M IpYrd GOpMH Ha B3aUMOEHCTBHE).

JTurmui

Kato uano ne ce npenoprusa komMGuHaLMATA OT IWTHI B KBuHanpun (s 4.5 B3aumozelcTaue C APYIH
NexapcTBeH NPONYKTH H ApYrH GOpMH Ha B3auMoaeeTRUE).

bpemennocm

Lo epeme Ha Gpemennoct e Tpa6Ba na ce arousa nevenre ¢ ACE muxu6uropn. OcBeH ako

nposbkHTe HaTa ACE HExuburopHa Tepamua He ce okake HeoOXOMMMA, NAUMEHTKHTE IUTaHUpPaLLM
OpemeHHOCT Tps6Ba Na GBIAT NOCHBETBaHM [a IPEMUHAT KbM ANTEPHATHRHA XUIIEPTOHKRME;
cTabunen npodun Ha 6e3onacTHocT 3a ynorpeba npu 6pemenny. [Tpy IMarHOCTRUMPAHZA;

nevennero ¢ ACE nxxuburopu Tpabsa fa ce cnipe He3a6aBHO M aKO € BH3MOKHO Ja Cf
aNTEPHATHBHA Tepanud (BK 4.3 1 4.6) .

YnoTpebara Ha KBHHAIIDIN HE CE MPENOPHYBA NPH KbPMELLH MaiKH.



4.5 BzammopnelicTBue ¢ APYrH NeKAPCTBEHR NPOAYKTHE K xpyra ¢opMH Ha B3aEMOJeRCTBHE

fempayuxauny

PaHaky cbhbabpika Marnezuit, KoiTo dOpMHpa XemaTeH KOMIUIEKC C TETPALMKINHHTE, PeayLUMpaiky TIXHATA
abcopbuus. Tazu komMGuHaLms Tpa6ra Ja ce Habarsa.

Kanuti-coxpanssaugu duypemuyu unu xanueeu dobasxu

ACE naxuburopure peaylHMpaT HHIYLIMPaHATa OT OUMYPETHIIMTE 3aryda Ha kamii. Kanun-crxpaHseallnTe
AKYPETHLIM (KATO Hanp. CIIMPOHOJIAKTOH, TPHAMTEpeH WK aMHIOPUA), KanuesuTe 100aBKH MY Kanu-
CHALPKAUINTE 3aMECTHUTE)IH HA COMTTa MOTAT Ja JOBEAAT JO 3HAMUTETHO NOBMIIABAHE HA HUBATA Ha
CepyMHHs xanu#. 11py HasHauena eqHOBpeMeHHa yrioTpeba Ha ACE MHXMEUTODH NPH NOKA3aHa
XunokanemMus, Te Tpsabea Ja ce npuUnaraT ¢ BHUMaHue 1 NPH YeCT MOHMTOPHMHL Ha HHBATa H& CepYMHHA
xanui (Buok 4.4 Crieumantn NpenynpexaeHHs | IpeanasHu Mepku NIPH yNnoTpeGa).

Huypemuyu (muazudu unu 6pumxosu ouypemuyu)

Ipenxoxknamoro neyenme ¢ BUCOKH A03H AHYPETHLIN MOXKE Ja JOBEIE OO XUMOBOIEMUA H PUCK OT
XMMOTOHKA YIpY 3amnoYBaHe Ha JieueHHe ¢ ksuHanpuy (Bwk 4.4 CrneusanHu [pesynpexIcHia ¥ NpeanasHy
MEPKH NpH ynoTpeba). XunoToHHyHUTe edexTH MoraT na 6LaaT HaMaleH NP CridpaHe Ha NpHemMa Ha

AVYDETHLH, NOBHINABAHE Ha 00eMa WM IIPHEMA Ha COJT MM IIPH 3arno4YBallo NpHd NO-HUCKK JO3W JEYEHHE C
KBUHANpPUN.

Jlumui

HoxnansaHo € o6paTumo NOBHINABANHE HA MHTHEBHMTE HHBA H TOKCHYHOCT NpH €TJHOBPEMEHEH [PHEM Ha
nwrud 1 ACE umxuBuropn. EnnospemenHata yrorpeba ¢ THa3HAHA JHYPETHIIM MOXKeE Aa FIOBHLUMA PHCKA OT
JINTHCEA TOKCUYHOCT M Ji2 YBETMYH Beye NOBUIICHHS PHCK OT MTHEBATa TOKCHYHOCT npH ACE
HHXMOHMTOPH. YrioTpebaTa Ha KBHHAITPKN B KOMOMHAINA ¢ JUTHIE He Ce ITpenopLusa ¥ BBIIPEKH TOBA, aKO
Takapa KOMOWHAUMA ce HaNara, € HeOOXOAMMO JTHTHEBMTE HURA na GBIaT CTPHKTHO MOHHTOpUpaHH (Brxk
4.4 Crneumanys npenynpesKIeHus W mpeanasHu MEpPKH NpH ynotpeda).

1 puyurnuunu anmudenpecanmu / Anmuncuxomuyu / Anecmemuyu / Hapxomuyu

EaHoBpemenHara ynorpeGa na ACE MHXMGMTOPH ¢ ONpeNeIeHH aHeCTETHLE, TPMUHKIMIHH
AHTUACTIPDECAHTH M GaHTHIICKXOTHIIH MOKE 4 JOBEXe 10 NOCNeABAlIO NOHHKABAHE HA KPbBHOTO HATIAIaHe
(Bwx 4.4 Cneunanuu npexynpesxaeHus ¥ NpeNasHu MEpKY IIpH yroTpesa).

Hecmepoudnu u npomusoevsnanumennu nexapcmea (NSAID)

XpOHHYHMAT nipueM HAa NSAID moixe 12 ROBeAE OO NOHUMKEHME Ha aHTH-XHIepToHMYHKS edexr Ha ACE
uHXHOUuTOpHTE. NSAID u ACE HHXHOHTOPHTE HMAT KOMYNATHBEH e(EeKT BBPXY NOBUILIEHHETO Ha HMBATE
Ha CEpYMHHUA KAMH, KOETO MOJke Aa OBeXe N0 BiIoLIapaHe Ha Gs6peunara dyHxums. Karo uano ey
edexTd ca oOpaTumu. B PEIKM CTy4Mad MOXe na ce noABd 6LOpeyna HeNOCTaThYHOCT, NO-CIEUHANHO ITPH
MAUHEHTH C HapymIeHa 6v0peyna GyHKIMA KATO TE3H B CTapyecKa BhL3PACT M NEXMAPATHPAHH MALMEHTH.

Cumnamomumemuyu
CHUMIIaTOMUMETHUUTE MOTAT DA NOHMKAT aHTU-xunepToHuuduTe epexrd Ha ACE unxuburopure.

Aumu-ouabemuyu

ENUaeMHONOrMYHMTE U3CIeIBABNS NoKa3BaT, 4e eaxospeMenyna npueM Ha ACE uHxuburopu 4 aHT-

SHA0ETHLM (MHCYNHH, NEPOPATHI XUIOTTMKEMHYHH areHTH) MOTAT Ja ZOBe4aT 4O 3HAUYMTENAHA PeaYKUHA Ha
KPBEHATA FNIOKO3a C PHCK OT XHTIOTNHKeMUA. T03H deHoMeH ce HabMonaBa [o-4ecTo NO BpEME Ha MBPBHTE
CEAMMUM OT KOMOMHHMpALIATa Tepanus ¥ PH NALMeHTH ¢ 656peyna HeIOCTATYHOCT.

{pumemonpum

[lo Bpeme wa exHoBpemenen npuem Ha ACE MHXHGHTOPH B TPHMETONDEM € IOKIanBa
XMNEpKaJIeMHS.

Anmanuuou
AHTAUMIATE PENYUHPAT OHOROrHUHATA HAAYHOCT Ha ACE MHXAOUTOPUTE.
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ANONYPHHON, UHTOCTAYHYHH H HMYHOCYTIDECUBKY AreHTH, CHCTEMHH KOPTHKOCTEPOHAH HIH NPOKavHaAMMI:
CAHOBpeMeHHaTa yniotpeba ¢ ACE uuxuGuropn Moxke fa JOBEE N0 NOBMLIEH PHCK OT NIEBKOMEHMS.

ANKOXO0N, 6apGHTYpaTH KM HAPKOTHLM: MOXe 13 C& HaGTIONABA 3ACKIBAHE HA OPTOCTATHYHATA
XHMIIOTOHHS.

Jpyra xvneproHHuHM NeKapcTBa: MOKe Ja HMa KOMYJATHBEH e(peKT WX YCUIIBaHe.
4.6  Bpemenmoct B KLpMene

Bpemennocm

Ynorpebara Ha ACE uHxuGuropure He ce TIPenopBL4Ba Npes IIBPBUA TPUMECTHP Ha OpeMeHHOCTTa (BIK

pasnen 4.4). Ynorpebara na ACE uHXHOGHTOPH € NpOTHBOMOKAZHA Tnpe3 BTOPHA H TPETHSA TPUMECTHP HA
OpemenHoCcTTa (BUOK pasnen 4.3 u4.4).

Hama y6enurenun enunemmonorming JOKa3aTeNCTRA, KACACIliH PUCKa OT TEpaTOreHHOCT BCISACTEHE Ha
noanarade Ha ACE usxuburopu npes TbPBHA TPHMECTHP; BBIIPEKH TOBA HE MOXKE [a Ce M3KAI04H ciabo
yBeNniapaHe Ha puCcka. UCBEH aKO HE € HaNMKUTETHA POIBKMTeNHaTa Tepanus ¢ ACE unxuburop,
AlMERTKUTE TL1aHMpatm SpemeHHocT Tpabea na NpeMUHaT KBEM alITePHATHBHA aHTH-XMNEPTOHUYHA
Tepanks ¢ ycTaHoseH npodmit Ha Ge3onacTHocT 3a ynorpeba npy Gpemerny. [Ipy yCTaHOBSABAHE Ha

Opemennoct, neveruero ¢ ACE MHXuOWTOPH TpabBa He3abaBHO Ja ce crpe U aKo € BB3MOXKHO Jia Ce
3arovHe anTepHATHBHA Teparnus.

3Hae ce, ye nognaraneto va ACE HHXHOMTOpHAaTA TepalHi no BpeMe Ha BTOPHA U TPETHUA TPUMECTBP
PEAM3BHKEA HOBELIKA PETOTOKCHYHOCT (HamaseHa 616peuna GyHKUEA, ONUroXiIPaMHIOH, H30CTaBAHE Ha
OCHPHUMPAHETO Ha Yeperia) M HEOHATATHA TOKCHYHOCT (656peuHa HeLOCTATEYHOCT, XMIIOTOHHS,
Xunepkanemus). (suwxk cumo 5.3 ,Jpenxnuumany nayvxu 3a BezonacHocT”). AKO Ce HAIOXHM noJnaraHe Ha
ACE unxu6uTopHa Tepanus 110 BpeMe Ha BTOPHA TPHMECTHP OT OPEMEHHOCTTa, C€ IIPEnopbUBa
YRTPa3BYKkOBO crenene Ha OnOpeunara pyHxums 1 yepena Ha nirona. HopoponeHn, YMnTo Maiiky ca Grnu

honnoxenu na ACE unxuburopra tepanus, Tpabea ga 6BaaT CTPMKTHO HAOIOAaBasM 3a IOABATA Ha
XUMOTOHMA (BKOK CBILO pa3nen 4.3 w 4.4) .

Kvpmerne

KeuHanpun ce exckpernpa B xbpMara. He ce npenopnusa ynorpe6ara Ha KBHHAIPHI TIPH KbPMELIM KEHH.
(BiOK pasnen 5.3)

4.7 Edexrn BLpXy cnocofrocTTAa 34 modprpane B pabora ¢ MATIARA

Hama nandu 32 edexra na KYHaupua BepXy CnocobHOCTTA 3a modupade. Br3MOXKHA € ITOABa Ha 3aMaAHOCT
1 YMOpa, KOeT0o TpAGBa fa ce MMa MpeaBUz npH wodupane U paboTa ¢ MALIHHH.

4.8 HexenaHs jiexapcTBeSH PeaKNHE

Habmonasanu ca crieiHuTe HeXeNaHH PEAKLMH IO BPEME Ha NeveHueTo ¢ keunanpun 1 apyru ACE
HHXUOuTOPH. B TO3M pa3fen YeCTOTHTE Ha HEMENAHHWTE PeakilHM Ca ONMpeReNneHH KaKTo creapa: MHOro

4ecTH (>1/10); yectn (>1/100 501/10); HeuecTH (>1/1,000 n01/100); pemxu (>1/10,000 xo /1,000); mHoTO
penku (<1/10,000), HeussecTun (He MoraT na 6BAaT OMpeaeNeHH OT HATHYHHITE JAHHH).

Hapywenun na xpvema u numgrama cucmema:
CiyyalHU: XeMOIMTHYHA aHEMHS, TPOMEOLMTONEHHS

Heuectn: HeyTponenus (8K pasaen 4.4)
PelKy: arpaHynouMTO3a, aHOMATTHY Ha JIEBKOIMTHTE

Heuxuunu napywenun:

HeuecTu: Bapywienue Ha CBHA, HEPBHOCT
Penxu: nenpecus, oGupkeane, CHHIHBOCT




|
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Hapywernun na nepenama cucmema:
HecTH: 3aMasHOCT, rnaBobonue

HeuecTn: napecTesus, CHHKON, CHLHIMBOCT

Pefku: HesponaTHs, nepebpanna xemoparusi, MPeXooHH HCXEMUYHY OPUCTHIM
Henspecran: Hapywenus B 6ananca

Hapywenua na ovume:
Penxu: amGrwonus, susyanum HapymeHus

Hapywenua na yxomo u nabupunma:
Penks: mwyM B yuiuTe
HeuecTu: ceerosnprex

Copoeunu napyuenua:

Heuecru: chpuebuene, Gonka B I'bpANTE, TAXHKAPOMA, aHI'HHA MEKTOPUC, ACHCTONMA, HHGAPKT Ha MHOKapOa

Cvo06u napywenun:
YecTu: xunorouus

Hevectu: Bazopunaraums, OPTOCTATHYHA XUTIOTOHMUS

Pecnupamopuu, zpednu u meduacmunannu Hapywenun:
Hectn: xammmua, urderumm na FOPHHATE XUXATEAHH ITETHINA, 3aXyX, GAPHHIHT, CHHY3IHT
Heuectu: GporHxHanen cniasbM, BIOIIABAHE HA ACTMATA, PHHHT, €03HHOGHIEH THEBMOHHT, GPOHXHT

Cmomauno- ypesnu napywenun:
Yectu: ragene, [IOBPLILIAHE, THAPUA

HeuecTn: ancnencus, kopemua Gonka, cyxoTa B ycTara, ChGUpaHe HA Fa30BE, FACTDUT, TIOCHT, HeYC
Penxu: sxycoen HapyLIeHHA, 3aNeK, MaHKpPEaTHT
HewussecTHH: uMTeCTHTANEH aHPHMOETEM

Hapywenua na xoncama u NOOKOMNCHAMO IMTBKAH:

HeuecTu: exsanreMa, chpbe, YPTHKApHI, eKCPONHaTUBEH NepMaTHT, OOpHB
Peaxu: onnemusaBaHe, GoTOUYBCTBUTENHOCT, neMouryc, ncopoasuc-noaodHa exzaHreMa, CHHIPOM Ha

Stevens-Johnson, TokcHuHa enmaepManHaHexpoT3a, epuTEMa MyJITHHOPME, AHMHOHEBPOTHYEH e1eM (BIDK
pasienu 4.3 u 4.4)

Heussecthnu: enem

Hapywenun na mMyckynno-crenemuama u coedunumennama mokan:
PenKu: MHaNr#s, apTparus, 6onka B repba

Hapywenun na 6vbpeyume u nuxounume memuiia;
Penku: Hapywenms Ha 656peunara byHKuMs

Heuectu: uadexnum Ha mHKOYHY IIBTHILE, JH3YPHA, YECTH NO3HUBH 32 YPHHHpPaHE

Hopywenua na ev3npoussodumennama cucmema u zepoama:
PeaKu: MMNIOTEHTHOCT

Xenamo- 6wruapruu Hapyuernun:

MHoro penkn: HapylueHus Ha vepHOAPOGHAT hYHKIINA, XONECTATHYHA KbITEHHLA
Penku: xenatur

Heuectu: uepnospobua HenocTaThuHOCT

Hapywenun na memabonusma u Xpanenemo:
HYeeTH: xunepranemus

Obwu napywenus:



-

HecTu: ymopa
HewecTu: Tpecka, anadhunaxtuuna peaxuMs

AOKnagBaHK ca peaky CITy4ad Ha arpaHyJIOLUT03a, KAKTO ¥ Ha CHHAPOM BKIIOYBAIL TPECKa, CEpO3MT,

MUANTHA, APTPANTUA /APTPHUT, NOIUTHRHHE TATPH Ha aHTHHYKJICAPHUTE AHTHTEN4, [NOBHIICHHE HA
CPMTPOLMTHATZ CCAHMEHTAHOHHA CkopocT /ERS/, eO3HHOMIIHA B NeBKkoumTo3a. [Ipu ynotpebara Ha

Zpyra ACE HHXHGHTODH Ca HaGNIOABAHK MMHEKOMACTHA H BaCKYJIUTUT M HE MOKE [1a C& 3aKITFOMH, Y& TE3u
HEXENAHK EPEeKTH ca KIac creLpIHH.

Jlaboparopuu pezynratu: ACKTIAABAHO € BPEMEHHO YBe/ICUeHHEe Ha HUBATA HA CEPYMHHA KPEATHHMH U Ypea,

OCOBEHO MMPH KOMGHHUPAHO NEYEHHE C JHYPETHIM. IIpu ynorpebara Ha apyrn ACE nHxuGuropu e

CHO0WABAHO 32 cniaba peXyKiHA Ha XeMOTIOOHHA M xeMaTokpHTa. He MOXe 1a ce 3a1H0YM, 4e Te3M
Hab/IroAeHUs ca Ktac cneuHdHYHy,

U3cnenBanus: nommnkenye p Opoa na TpoMBouTITe U GenmuTe KPBBHH KNETKH KaKTO M yBe/lyaBaHe Ha

YEPHOAPOOHUTE EH3IUMHE | cepymBus Ommupy6un. Crobirasany ca ciy4aH Ha XEMONHTHYHA AaHEMHS NPY
NAUKEHTH € BpOJCH aed@HImT Ha G-6-PDH.

4.9 Ilpenosapane

Cumnmonty

CHMITTOMMTE Ha DpeJI03MpaHe ca Texka XHMITOTOHMA, IMOK, BUENeHeHHe, Opaaukapans, e1eKTpOIHTHH
HapyweHns 1 0L0peyna HenoCTaTLYHOCT.

Jevwernue

Tpabwa na ce B3emar MEPKH 324 penorspaTiasaHe Ha abcopbumara (Hanp. CTOMALIHKY IPOMHBKY,
aSCopOeHTH ¥ HaTpues cynadar B pamkure Ha 30 MUH cen [OTITBLIAHE ) H YCKOPEHO OTCTPaHABaHE, ako
NOTBIUARETO € CTAHAIO JOCTA CKOPO. AKO Ce MOABH XMIOTORHS, MAUEHTET Tpa6Ba Oa ¢ NOCTABH B
fI€THaNO NONOKEeHME U 6BP30 Na My ce Jajie col B 00eMHH N0BABKH. Tpabpa na ce B3eMe npeaBul ACHEHHE

C aHruoTeHsnH Il. bpanuxapnuarta u ceprozHuTe BarycHn peakimu TpabBa Aa ce nexyear ¢ atpornuH. Ja ce
HMa npeaByl ynorpeda Ha neificMefknp.

5.  @PAPMAKOJOIAYHM CBOVCTRA

3.1 @apmakosEHAMHYHR CBOHCTBA
PapmaxoTepanestiyna rpyna: ACE HHxuOHTOpH. ATC xon: CO09AAQDS.

Keunanpun xunpoxnopuz e XHIOPpOXJIOPHUIHATA COJ Ha KBHHANPHI. Ta3M MONEKyAa UMa 3 XUpaiHK UEHTBHPA
H € YHCT CTepeo H3oMep.

KBuranpun e npo-nekapcrees NPOIYKT, KOKTO C& XMIPOAUINPA OO AKTUBHMA METAOOIUT KBHHAIIpHIAT-
NOTCHLYANECH ABArOACHCTBAL HHXHOMTOP Ha AHTHOTEH3HH koHBepTHpaus eH3uM (ACE) B nnaszMara A
TekauuTe. ACE xatanusupa npeBphiiaHeTo Ha anruoTedssH I B anruotensuH [, noTeHupanex
Ba30KOHCTPUKTOP. Huxubupadero na ACE BoaH Ja HaMaTgIBaHe Ha KOHIIEHTpauMATa Ha aHrHOTeH3UH 1l K
PEOYUHPAHE Ha CEKpeLHATa Ha al0CTEPOH; BEPOATHO ce HEXMOHpa i MeTabonusMa Ha GpanukunuHa. [1pn
KITHHAYHH U3CNENBAHMA CE OKa3Ba, Ye KBMHATIPHII € HEYTPAeH O OTHOWEHHME HA JANMIHUA 1 [THOKO3HUS
meTabonusbm. Keunanprn Hamanspa o61moro nepubepHo i 610peuHo apTepuaiHo ChNPOTHEACHIE Kaxg
UANO HAMA 3HAYMMH MPOMEHH B NIPUTOKA HA KRB B OLOpewHTe M cTeneHTa Ha OLOpeuHI PrINY? A d D
KBHHANPHIAT BOQH N0 MOHWKEHUE HA KPHBHOTO HAIATAHE B JIEFHANO, M3NPaBEHO U Cf - H§1 93¢ i pHY -‘
MaxcuManKuaT edext ce nocTHra crien 2-4 yaca rpy NPIUTATaHE Ha NPSHOPHYHTENH ' R AT s
TALKUEHTY MOKE Nla OTHEME OT 2 A0 4 CeAMMINM NPEaM Oa Ce NMOCTHIHe MAKCHMATHUA |

Ha KPLBHOTO HanArane. B ekcnepumentanuy XHMTICPTOHHYMHK MOJEIIU NIPH XKMBOTHA €

BEHTPUKYNapHa XUnepTpodus npH ynorpedaTta Ha keuHanpui. Hama naHHU 33 CMb]
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KbaeTo € Bb3MOXHO KBHHATIPHI MOXKE [1a ¢€ H3MOJI3Ba ¢ APYr'H MPOAYKTH, NOHHKABAIIH KPBBHOTO

HanaraHe, EMTHOBPEMEHHHAT NMPHEM Ha THA3HIHH JUYPETHLIM IOBUIIABA XMIIOTOHHYHHA €(PEeKT Ha
KBHHATIPHIL

IIprieMBbT Ha KBUHANIPHII OT NALKMEHTH Che 3aCTOHHA ChpACYHA HEAOCTAaThbYHOCT HAMaJIABa NepHpepHaTa
CHAOBA PE3UCTEHTHOCT, CPEAHOTO aPTEPHATTHO HANATAHE, CHCTOTHOTO H JHACTOMHOTO KPBBHO HAJIATAHE B
[TYJIMO-KAIMIIAPHOTO HAISAraHe; NOBHILIABA CEPCYHHI MUHYTEH 00eM.

3.2 PapMaKOKHHETHIHH CBoHCTBa

bHOHATHYHOCTTA Ha aKTHBHHUA MeTabOoNuT KBUHANpuaT € 30-40% oT npenmucaHaTa nepopaiHa 4o3a
KEMHANpHI. MakcHMalHHUTe MNa3MEHHA HHBA Ce NOCTUraT cief npHOIUsHTentHo 2 yaca. A6copObimara Ha
KBHHAMPHI HE C€ TIOBJIHABA OT €AHOBpEMEHHNS NPUEM Ha XpaHa, HO foraTata Ha Ma3HMHH XPaHAa MOXE Ja
Hamai ycBosigaHeTo. IIpubnusurenno 97% or 1eKapcTBEHOTO BEHIECTBO € CBBEP3aHO C IUIa3MEHH
npoTeHHH. KBHHaNpuiaT MMa noy>kMBOT OT 3 4aca IpH noBTapsll ce npueM. CTaOWwiHg HHBA ce JOCTUrAT
3a 2-3 aan. KBHHANIPHIIAT OCHOBHO C€ OTAENA HempoMeHeH oT 6b0penuTe. KnunpbHCBT ce pasHaBa Ha 220
ml/ min. J{ranu3aTta He BiHAe 3HAYMTENHO BEPXY OTCTPAHABAHETO Ha KBUHANpWL. KBHHanpunar He ce
BB3CTAHOBABA B AMaTH3aTa HA nanMeHTH ¢ OpOpevHa HeAOCTATEYHOCT; NPHOMU3IUTENHO 2.5% OT 103aTa Ha
MeTabOIMTAa KBHHAIPWIAT € Bb30OHOREHA Clleq NMepUTOHEaTHA AHaJIH3a H 5.4% cnea xeMoauaHuaa.

3a naureHTH ¢ 6pOpeUHa HeZOCTATHYHOCT MONYKHBOTHT € YABIDKEH H IUTaA3MCHATa KOHLICHTpallig Ha
KBHHANMpHIAT € nosumieHa (Bl 4.2 J103¥poBKa U HAYKHH Ha NpUIOKeHHe). 1 IpH MalHeHTH ¢hC TeXKKa
YepHOAPOOHA HEROCTATHYHOCT € YCTAHOBEHA NO-HACKA KOHLIEHTPALHA Ha KBUHATIPWIAT KaTO CAEICTBHE OT
MOHMXKCHATA XHAPOIA3a Ha KBHHATIPHL.

53 Ilpeaxk/EARYHE JAHHH 38 0e30MACHOCT

IpeaxKnAHWYIHKTE JaHHH HE MTOKa3BaT CHUISCTBEH PUCK 34 XOpa, KaTO ce KMAT NpeaABHA KORBEHUHOHAIHHTE
H3CJIEABAHAA 3a (hapMakonorndHa 0e30nacTHOCT, TOKCHYHOCT © NNOBTApALIWTE C€ A03H, F’eHOTOKCHYHOCT H
KapUMHOreHHH CBOMCTBA. [IpH H3CICABAHHATA BHPXY PENPOXYKTHBHATA TOKCHYHOCT HE Ca HaOMOJaBaHH
HeXXeaHK e()eKTH Ha KBHHANIPH BBPXY (DEPTHIHOCTTA H PENPOAYKTHBHOCTTA NPH IUTBXOBE, KBHHANPHI HE
[10Ka3Ba H TepaToreHen edexr. KOHUSHTPAIHHTE HA KBHHAIIPUIAT B KbpMaTa ca OHd 3-5% OT IIa3MCHHUTE
KOHLEHTpal|H 3-5 yaca cnex nozupane. I'pynara Ha ACE urxuGuropute HMa $peTo TOKCHUHH eeKTH
(NpenH3BUKBAIIH JC3HH W/ HIH CMBPT Ha QeTyca), KOraTo ce IpHnara npes BTOpHus HIH TPETHA TPUMECTHP.

6. ®APMAIEBTHYHH JAHHHA

6.1 Chnacbk HA NOMOIHHTE BeIlecTBA

Copuesuna na mabnemxama:
MUKPOKPHCTaNIHA Uenyso3a (E 460),
KpOCMOBUAOH, (THI A)

MarHe3uer KapOoHar (TexkeK) (E 504),

marHezneB creapart (E 470B),
nosuzor K-30 (E 1201).

Dunmoso nokpumue:
nendTrH (E 322),

oIk {BHHII aTKOXOJ),
tank (E 553B),

THTa"HOB AHOoKCHA (E171)
KCaHTaHOBa ryma (E 415).

6.2 HecLBMECTHMOCTH

He ¢ npriokuMo.
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6.3 Cpox Ba rognocT

2 TOoANHHU

6.4 CoennajiHu npeJna3Hd MEPKH NPH ChbXpPaHEHHE

He cwpxpansBail npu Temnepatypa nox 25°C.

6.5 lauuu 32 OoNaKoBKATA

brucrepu o OPA /Aluminium/PVC/Aluminium

OnakosxH 0T 110 14, 28, 30, 50, 98 wnu 100 duamupanu Tabnerku,
He BcH4KkM BHIOBE ONAKOBKH MOTaT Aa ObJar IMyCHATH B Mpoaaxkoa.

6.6 CpnenHajHH Npeana3id MEPKH OPH H3XBLPJAAHE H pabora

HsaMa cneuHa/THA U3HCKBAHMA.

7.  IlpATexares Ha paspemieHHETO 3a ynoTpeda
RANBAXY UK LIMITED

20 Balderton Street

London W1K 6TL
BenankobpuTaHus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

9. JATA HA AKTYAJIH3UPAHE HA TEKCTA

Maii, 2008 r.
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