KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA



1. HME HA JJEKAPCTBEHHUSI IIPOXYKT o020 627

R/ P47 F1h -1800Y
Tpureiic IIntoc 5 mg / 25 mg TaGnetku
Tritace Plus 5 mg / 25 mg tablets 09-10- 20m

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Beska Tabnerka chabpxka 5 mg pamunpun v 25 mg xuapoxnoporuasua (5 mg ramipril / 25 mg
hydrochlorothiazide)

3a MBJIHMA CTHCBK HA NMOMOLHHKTE BEIIECTBA, BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetku 5 mg/25 mg
benu no nouru 6enu npoabIAroBaTH TabNeTKH ¢ Ne/IMTE/IHA YepTa, FPABHPAHH OT JABETE CTPaHH C
HNW u noroto Ha komnanusTa. Tabnerkara Moxe na Oblle pa3zienieHa Ha PaBHH MOJIOBHHH.

4. K/IMHUYHMA JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

JleyeHue Ha XUNEPTOHUA

KomOunaumsaTa ¢ puKCHpaHH 03H € MOKa3aHa NMPH MaLMEHTH, YHETO KPBBHO HANATaHE HE €
AOCTaThYHO 100pe KOHTPOJIHPAHO MPH CAMOCTOATETHOTO NPHJaraHe Ha PAMMITPHIT WIH
XHIPOXJIOPOTHA3H/L.

4.2 [lo3HpoBKa H HAYHH HA MPHJIOKEHHE

HOBHQDBKE

Ilpenopwusa ce Tpureiic [Lnoc na 6bae npueMaH BeHBK AHEBHO, 110 €HO M CHILO BPEME BCEKH JIEH,
OOMKHOBEHO CYTPHH.

Twit kaTo Nprema Ha XpaHa He npomeHs GuoHanuuHocTTa My, Tpureiic [lnoc Moxke na 6bae npueman
npey, Mo BpeMe Ha WM cliesl XpaHeHe (BXK. Touka 5.2).

Tpureiic Imoc TpaGpa na ce nornbina ¢ reynoct. He TpsaGea aa ce abBue Wi pasTpoLiasa.

Bv3pacmuu
Jo3ara Tpsa6sa na Ob/1e HHAMBHIYaIU3HpaHa criope npoduia Ha naiKeHTa (Bx. Touka 4.4) u

KOHTpOJIa Ha KPBbBHOTO HansaraHe. [Ipunaranero Ha ukcHpaHaTa KOMOHHALMS OT paMUIPHI H
XHJIPOXJIOPOTHA3K/I OOMKHOBEHO Ce NPeNnopbyBa Clie/l TATPHpaHe Ha I03aTa ¢ eJJMH OT OT/IETHHTE
KOMIIOHEHTH.

Tpureiic [Lmoc Tpabsa na 6Bae 3anouBaH ¢ Hal-HUCKaTa BE3MOXKHA 103a. AKO € HeoOXoauMo, 103aTa

Mo3Ke /1a Ob/ie MPOrpecHBHO YBEIMYaBaHa /10 JOCTHIaHe Ha JKeJTAHOTO KPBBHO HAJIAraHe; MAKCHMAJIHO
JOnmycTHMHTE 1034 ca 10 mg paMunpun U 25 mg XUAPOXJIOPOTHA3H AHEBHO.

Cneyuannu nonyaayuu

Iayuenmu, rexyeanu ¢ ouypemuyu




TIpy mayueHTH, eTHOBPEMEHHO JIEKYBAHH C AHYPETHLIH, C€ TIPENOPEYBA MOBHIIEHO BHUMaHHE, Thil
KaTo MOXe Aa BL3HHKHE XHIIOTOHHMS chiell 3alouBaHe Ha nevennero. Tpabea ga ce uma npeneun
HaMalABaHe Ha J03aTa Ha JUYPETHKA WIH CIIHPaHETO My, NpeH 3anousaHe Ha jevenne ¢ TpHreiic
Throc.

AKO CIIMDAHETO He € BB3MOXKHO, C€ NPEropbyBa Je4eHHETO Aa Obe 3amovHaTo ¢ Hal-HHCKaTa
BB3IMOXKHA 1032 pamMunpun (1,25 mg nuesdo) Ges fa e B komOuHawus. [Ipenopetea ce B mocneacTane
Aa ce MpeMHHE KEM MBEPBOHAYAIHA JHEBHA J03a OT He Nokede oT 2,5 mg pamunpun /12,5 mg
XHAPOXJIOPOTHAMA,

Hayuenmu ¢ 6vbpeuno vepexcoane

Tpuretic [Imoc e npoTHBONOKa3an Npw Teskko 6LOpeUHO YBpEKIaHe, NOPaAH XHAPOXTOPOTHAZHIHATA
KOMIOHEHTA (KPeaTHHHHOB KIHPBHC < 30ml/min) (8. Touka 4.3)

ITauveHTn c Hapyntenne Ha 6u0peyHaTa (yHKIMA MOTAT Ja M3HCKBAT HamaneHu 103K Tputeiic Thmoc.
[TaukeHTH ¢ HMBA Ha KPEATHHKHOB KIHUPBHC Mexkay 30 u 60 ml/min Morat na 6snarT nekysauu camo ¢
Hali-HHCKHTE J03H Ha (PHUKCHpaHaTa KOMOMHAIMS PAMUNIPHIL M XHIIPOXJIOPOTHA3HA, Clel
CAMOCTOATENHO [PHIAraHe Ha paMunpun. MakcMMalHKTe JOMYCTHMH J03M ca § Mg PaMHTIPHT M

25 mg XuAPOXNOPOTHAZHI AHEBHO.

Hlaywenmu c weprodpobne yepexcoarne

IIpn nanpenTH ¢ neko 10 ymepeHo YepHoapoOHO yepexknaHe, neueHHeTo ¢ Tpureiic [Loc Tpadea na
6B/1€ 3aM0YHATO CaMO MOJI CTPHKTHO MeUUMHCKO HAONIOAEHHE ¥ MAKCHUMATHMTE AHEBHH A03M ca
2,5 mg paMunpun 1 12,5 mg XuapoxnopoTHazua.

Tpureiic [Lmoc € NpoTHBONOKA3aH MPH TEXKO 4epHOAPOSHO yBpexaaHe (k. Touka 4.3).

Buwipacmnu nayuenmu

Hauanuure goz2u tpAadea aa ObAaT NO-HUCKH M MOCIEABALIOTO THTPHPAHE Ha Jo3aTa TpabBa Ia 6b1e
no-6aBHo, NOpajiH MO-TONAMATA Bb3MOXKHOCT OT HEXKENaHH PeaKkUMH, 0coGeHO NPH MHOTO Bb3PacTHH
H HEMOUIHH MALHEHTH.

Heduampuuna nonynayus
Tpureiic [Lmoc He ce mpenopbusa 3a ynotpeda npH Neua i 0HOwWM 10 18 roauHu, nopaau
HEIOCTATHYHHK JaHHH 33 6e30MacHOCT H e(pHKacHOCT.

HaunH Ha npunoxeHne
[NepopanHo npunoKeHnE

4,3 IlpornBonokazanusg

- CepbX4yBCTBHTEIHOCT KbM aKTHBHOTO BeillecTBO HIH KBM Apyr ACE HHXHOHTOp (MaxuGHTOp Ha
AHTHOTEH3WH KOHBEPTUPALIHA €H3KMM), XHAPOXIOPOTHASHA, APYT THASHACH AHYPETHK, CYNQoHaMuIH
MJTH HAKOE OT MMOMOINHHTE BELIECTBd MOCOYEHA B To4Ka 6.1).

- AHaMHe3a 3a aHI'HOEAEM (HACIE/ICTBEH, HAHOTIATHYEH WK BeaencTaue nedeHue ¢ ACE uaxuburopu
WIH aHTHOTeH3HH 1] penentopun anraronncti {AlIR As))

- ExnospeMenHa Tepanus ¢be cakobyTpwi / BancapTaH (BIDKTe Touka 4.4 u 4.5).

- EKCTpakopnopanto nedeHye, BONELIO A0 KOHTAKT Ha KPBBTA C OTPHLIATEHO 3aPEAEHHA [IOBLPXHOCTH
(BAK. TOUKA 4.5)

- 3HaunMa ABYCTpaHHa CTeHo3a Ha GpGpeuHara apTephs WK cTeHo3a Ha OrOpevuna aprepus ua
€IMHCTREH (PyHKUMOHHpa1 6H6pek

- Bropu unH TpeTH TpuMecTEp Ha BpeMeHHOCTTA {BK. TOukH 4.4 1 4.6)
- KepMeHe (k. Touka 4.6)

- Texko yrpexaHe Ha Ob0peunara (GpyHKINA ¢ KPEaTHHHHOB KMPbHC oo 30 mi/my
HeTHATM3HPAHH TAUMEHTH




- K/TMHHYHO 3HaYHMH eneKTPOJIHTHH HapylleHHa, KOMTO MOTaT Jja ce BOIIAT Clief] Ne4eHHe ¢
Tpureiic Ilmoc (Bx. Touka 4.4)

- Texxko yspexnane na yepHoapobHaTa hyHKINA,

- UepronpobHa eHlieanonatusa

- EnoBpemennara ynotpeba Ha TpuTefic MOC ¢ aMMCKHPEH-CHABPIKALA NPOSYKTH €
NPOTHBONIOKA3aHa NPH NALMEHTH ChC 3axaped quadeT win 6u6peuno yepesknane (GFR < 60
mi/min/1,73 m2) (Bx. Touku 4.5 u 5.1).

44 Croeunajnp Opeaynpe:IeHAs H IPeIna3sHH MepKH IIpH ynorpeda
. Cneyuannu nonyaayuu

bpemennocm: Jleuenue ¢ ACE nHxubutopu KaTo paMunpun Wi aHrHoTensuH 11 penentopHu
anrarondcTH (AIIRAs) He TpaGea fna ce 3ano4sa no speMe Gpemendoct. [Ipn naupedTkuTe,
MaHHpaws Aa 3abpemenear, repanuara ¢ ACE urxuburopu /AIIRAs TpaGea na ce samenn ¢
ANTePHATHBHO AHTHXHNIEPTEHIHBHO JICUCHHE, KOETO HMA YCTAHOREH NMpodusi Ha 6e30MacHOCT Npu
ynotpeba no BpeMe Ha GpeMEHHOCT, OCBEH aKO He Cé CYHTA 3a KpaiiHo HeoOxonuMa. [Tpu
ycTaHoBaBaHe Ha 6pemennocr, neyennero ¢ ACE wnxuburopn/ AIIRAs tpaGea na 6sae cripsso
He3a0aBHO H, aK0 € yMecTHO, TpAOBa Ja OB 3a0uHaTa alTEPHATHBHA Tepanns (Bk. Touky 4.3 u
4.6).

. Hayuenmu ¢ ocoben puck om Xxunomonus

- Ilayuenmu ¢ noguuena aKxmusHOCH Ha PEHUNH-AHZUOMEHIUH-AROOCTNEPOH CUCIEMAA
JTauneHTH ¢ NOBUIIEHA AKTHBHOCT HA PEHMH-aHTHOTEH3HH-AJIIOCTEPOH CHCTEMATA CA H3JIOXKEHU Ha
PHCK OT CHJIHO H3Pa3eHO MOHWKABAHE HA KPBBHOTO HANAraHe M BIOIIABaHe H2 GOpednara pyakums,
nopagu ACE uHxuGupane, ocobeHo xorato ACE MHXuGHTOp WM CBITBTCTBALY JUYPETHK CE TIpHEMa
34 OPBB MMBT HITM NPH HAYATHO MOBHINABAHE Ha 103aTa. 3HAYMMA aKTUBHOCT HA PEHHH-aHrHOTEH3HH-
alIOCTEPOH CHCTEMATA MOXE /13 C€ OYaKBa H € He00XOAHMO MeIHIIMHCKO HalmoAeH e, BKIIOUBALIO
NpocienABaHe Ha KPLBHOTO HalAraHe, MpH:

- [ALMEHTH C TEXKKA XHIIEPTOHHS

- NALWEHTH C NeKOMIEHCHpaHa 3acToMHa ChpIeYyHa HeaOCTATEYHOCT

- NALMEHTH ¢ XEMOAHHAMUYHO BJIOIIEH JSBOKaMepeH U3XOAAL WIH BXOAMAL KPEBOTOK (HAMp. CTEHO3a
Ha a0opTAaTa HIH MUTPANHATA Kiamna)

- NALHENTH € €IHOCTPAHHA CTeHO3a Ha OnOpeyunaTa aprepus ¢ BTOpH pyHKuMOonupain 610pex

- IALMEHTH, NpH KOUTO HMA HITM MO2Xe Ja HACTHITH HaMalleH 00eM Ha TeleCHHTE TEYHOCTH WIH COIH
(BKIIOYHMTENHO NALMEHTH, MPHEMALH JHYPETHLIA )

- DAUHEHTH C uyepHoApodHa Mpo3a WK aCLMT

- D2UHEHTH, IONIOXKEHH Ha FONAMa XUPYPTHYHA HHTEPBEHLHA HIH aHECTEZHA CbC CPEACTRA, KOMTO
NPeAH3BHKBAT XUIIOTOHUS

O6GHKHOBEHO ce MpenopbLYBa KOPHTHPAHe HA NEeXHUIPATALMATA, XHITOBONEMHATA HIH COJIEBHS
AEPHUNT NPy HAYIOTO Ha ledeHreTo (IPH MALHEHTH ChC ChPACUHE HEIOCTATRYHOCT 0baue
KopexLusTa TpAbBa Aa Ob/le BHUMATENHO NpeneHeHa CpsMO pycKa oT o0eMHO HATOBAPBAHE).

- ITayuenmu, usnodicenu Ha PUCK oM CuPOEYHA U MOZVYHA UCXEMUS 8 CAYHAU Ha Ocmpa
XUNOMOHUA
Hauanoro Ha TepanHaTa H3HCKBA CTPOT MEIMLMHCKH KOHTPOJ,

. ITvpsunen xunepardocmeponuzvm
KomOuHaiaTa paMHNIpu + XHAPOXNOPOTHA3KA He € H300p 3a neyeHre NpH TbpPBHYEH
XHIEPANIOCTEPOHHILM. AKO PAMHNPHI + XMAPOXJIOPOTHASHA CE H3MON3BA NPH MALMCHTH C.
» s
IEPBHYEH XUMEPANAOCTEPOHHIEM C& M3UCKBA BHHMATETHO NPOCNeAABaHe Ha TLU1a3
Kanns.

Bwapacmnu nayuenmu
Buxre Touxa 4.2.



. [Tayuenmu c ueprodpobro 3abornsane
EnexTpoauTHu HapylueHus, MOpaay JHYPETHYHA TEpanius, BIIIOUHTENIHO XHAPOXIIOPOTHAZU] MOTAT
Aa NPUYKHAT YepHOAPoOHa eHIlehanonaTHs NPH NalKeHTR ¢ yepHoApobHo 3abonssade.

XHpYPrH4HH HHTEPBEHIIKH
Ilpenoprusa ce, KOTaTo € BE3MOXHO, JICUEHHETO ¢ KHXHOWTOPH Ha aHrMOTEH3HH KOHBEPTHpaLua
€H3UM KaTo paMUnpHN, a Obe NpeKbCHATO €IHH JIEH MpPe/IH XHPYPrHYHA NpoLeaypa

Opocnenseane Ha 6u6peuHara Gynknua

Bbr6peynarta dyHups Tpabea fa 6bAe oLEHEHa MPEAH H 110 BpeMe Ha TEPanuATa H A03aTta Tpabsa aa
6bae kopurupaHa 0cobeHo Mpe3 TLPBHTE CeAMMIM OT neueHHeTo. OcobeHO BHHMATETHO
NpoCieaaBaHe C& W3MCKEA NIPH MALKMEeHTH ¢ 6b0peuno yBpexaane (Bxk. Touka 4.2). Hma puck ot
BiollaBane Ha OBOpeuHaTa QyHKLuA, 0coGeHO NPY NALHEHTH ChE 3aCTOHHA ChPACYHA
HEJOCTaTHYHOCT MM cie/t ObOpeuna TPaHCIUIAHTALIMA HIH ¢ PEHOBACKY1apHO 3a0onaBaHe,
BKJIHOYMTEIHO NIALMENHTH C XEMOJHHAMMYHO 3HAYHMa yHHJIaTepaiHa cTeHo3a Ha 6L0peyHaTa aprepus.

br6peuno yspexnane
[ipu naupenTy ¢ 6B0peuno 3abongeane, THa3MAMTE MOTaT Aa NPeIA3BUKAT ypeMHus, KymynarHpau

€(QEKTH Ha aKTHBHHTE BEIIICCTBA MOTAT J1a c& NPOABAT NPH NAUHEHTH ¢ HapyiDena 656peuna dpyHKums.
AKO HacTEITH nporpecks Ha GpOpevHoOTO YBpekKnaHe, yCTAHOBEHO Ype3 TMOBHILLCH HEDENTLYEH a30T €
Heo0X0MMa BHHMATENHA IPEOLICHKA Ha TEPATMATA C OIJIE HA [IPEYCTAHOBABAHE HA AHYPETHYHATA
Tepanus (Ba. Touka 4.3).

Enexrponuren aucbananc

HeobxomuMo € na ce H3BBPLUBA [IEPHOAMYHO H3CIEIBAHE HA CEPYMHHTE EEKTPOJIHTH Mpe3
NOAXOASIIM HHTEPBANK, KAKTO NPH BCEKH MAlIHeHT, PHEMaIl] JMypeTHYHa Tepanis. Tuasuanre,
BKJTFOYHTENTHO XHAPOXJIOPOTHAZMI, MOTAT Aa NPHYHHAT AUCOATaHC Ha TENIECHHTE TeUHOCTH WIIH
eneKTponuTeH aucbananc (XMNoxkanneMus, XHNOHATPHEMMS ¥ XUNIOXJIOpeMHYHa ankanosa)., Brnpeku
9¢ XHITOKAIHEMHS MOXE 13 ce pa3BHe MpH ynoTpebaTa Ha THASMAHA AHYPETHLIH, ChITBTCTBAILATA
TEpanks ¢ PaMHUNPHIT MOKE 1A HAMATH JUYPEeTHK-HHAYLHPaHATa XUITOKanueMus. PHCKET oT
XUNOKANHEMHA ¢ HaH-ronaM NpH NalueHTH ¢ 9epHoApoOHa LMpo3a, pH naudeHTH ¢ dopcHpana
IMype3a, NpH NAUMEHTH, NPUEMAITH HETIOAXOLILIM ENeKTPOIHTH U NNPH NANMEHTH, [IPHEMAaliy
CHITBTCTBAILA TEPAMUA ¢ KOpTHRocTeporaH Win AKTX (Bx. Touxa 4.5). ITsprOTO ONpenendte ua
Ia3MeHHTe HHBa Ha Kayus TpadBa Jia ce W3BBPILY Npes OLPBaTa ceAMHULA Cel 3anoyBane Ha
neyeHHeTo. IIpenopbpa ce KOpHrupaHe, ako C¢ YCTaHOBH HHCKO HHBO Ha KaTHd. Mojke Ja HACTBIH
JHTYTALHOHHA XHIOHATPHEMHA. B HayaloTo NOHWKEHOTO HUBO HA HATPHA MOXe Aa Oble
ACHMMITOMHO ¥ NOPAJH TOBA € BAXXHO peXOBHOTO My micnensane. Mscnensanero TpaGea aa e no-4ecto
NpH NaUMeHTH B CTapyecka BB3PacT H UMPOTHYHH NAUMeHTH. THazuaMTe BOOAT A0 NOBHIIEHA
€KCKpELlHA Ha MarHe3u#l B ypHHAaTa, KOeTo MOKe A2 JAOBENE A0 XHIIOMATHE3HEMHA.

Ipocneigrane Ha eNCKTPONMTHTE: XHIEPKATHEMHS
ITpu uakoK nauuedTH, NeKysawu ¢ ACE nnxuburopu, BrmountenHo ¢ Tpureiic Ilmoc, ce Habxtonasa

Xurepranuemus, PHCK OT XHTIEpKaIHEMHES KMA NIPH NalMEHTH ¢ OBOpetHa HeIOCTATBYHOCT, Ha
Bb3pact > 70 roaMHH, ¢ HEKOHTPOJIHPAH 3axapeH AMabeT WK TAKHBa MPUEMAIH KAJIHEBH COJIH,
KajiHi ChXpaHARAINN OUYPETHIM W pYrH AKTHRHH BEIIECTBA NOBKINABALUM [U1a3MEHHTE HUBA HA
KaJlHA WIH CLCTOAHWA KATO NeXWApaTalHg, OCTpa ChplaevHa ASKOMTISHCalnA, MeTaboInTHA auuao3a,
AKO €IHOBpeMEHHATA yHorpedfa Ha NOCOYEHHTe CPEACTBA CE CYHTA 33 IOAXOAAIIR, GPENOPBYRA CE
PENOBHO NPOC/ICAABAHE HA CEPYMHMA KaJuh (BK. TOUKka 4.5).

{Ipocrednaane na erekmporumume. Xunonampuemun
I1pH HAKOH MALMEHTH, JIEKYBaHH ¢ pamunpun ¢ Habmoaasad CHHIAPOM Ha HEaneKB

aHTHARypeTH4eH xopmoH (STADH) u nocneasama xunonatpuemus, Fpu naipen
BB3PACT ¥ APYTH MALHEHTH C PHCK OT XHIIOHATPHEMHA, C& NPENOpPhYBa PeIORHO
CEPYMHHTE HHBA HA HATPHAL



Yeproopobna enyedharonamun

EnexTponHTHA HapyllleHHa nopaiH JUyPeTHYHa Tepanks, BKTIOMHTENTHO XHAPOXIOPOTHAZHA MOraT
1A NPUUMHAT YepHOApoOHa eHledanonaTis NpH MaLMeNTH ¢ YepHoapoOHo 3abonsneane. B cayyaii Ha
yepHOApoOHa erlledanonarTus eUeHKETO TpAORa Na ce npexpaTh He3abaBHO.

Xunepranyuemun
XHApoxyiopoTHaZHaa cTUMyaHpa 0b6petinaTa peabeopSimia Ha Kamu|a M MOXKe 13 IPUUHHA
xunepkampemni. Topa MOxe Ja MONpPeYH NPH W3C/AEIBAHE HA MApaTHPEOHaHATA QyHKIMA.

Anzuoedem

AHruoenem ¢ cboOLIABAH TIPH NaUHEHTH, JeKyBaHH ¢ ACE uHXHOUTOPH, BKIFOYHTEIHO PAMHITPHI
{BK. Touka 4.8). PUCKBT OT anrHoeieM Moxke fa 6b1e yBeTHYEH MPH MaLHEeHTH, NPHEMAIITH
¢JHOBPEMEHHO JICKaPCTEA, KOHTO MOrar Ja npean3sukar aHruoeneM kaTo mTOR (Tapreran na
panaMHupH, TpH 603aiiaNALKM) HHXHOMTOPH (Hanp TEMCUPOIHMYC, €BEPOITHMYC, CUDOJIHMYC) HITH
BHAATJIHITTHH WIH HHXHOMTOPH Ha HEMPUNH3KH (TAKHBA KATO PaLeKaJOTpHA H
caKyOUTpII/BasICapTaH).

B ciyuaii Ha anrnoenem, npuemsT Ha Tputeiic [Liroc Tpabsa aa ce npexkpary.

Tpabea nezabapHo na ce HazHauW cnewHa Tepanui. [aupeHTeT TpA6Ba Aa Gbe NocTaBeH Aoz,
HaOmiofeHHe MoHe 32 12 10 24 Yaca u W3MHCAH CJIGA HAITBJIHO OTHIYMABAHE HA CHMITOMHTE.

HHTecTHHATEH aHrHoeaeM ¢ ChodaBaH nNpy nauMeHTH, tekysani ¢ ACE uHxHOUTOpH,
srmoynrenno Tpureiic Ilmoc (k. Touka 4.8). IIpu Te3u nanueHTH c¢ Habmoaaea abAOMHHAIHA
Gonka (¢ umu 6e3 rafese U Nopphiane). CUMITOMMTE Ha MHTECTHHANEH aHTHOEAEM [IPEMHHABAT
cnel criupade Ha ACE uaxuburopa.

Anagunaxmurnu peaxyuu no apeme na decercuburuzupane

BepoaTHOCTTa OT mosABA H TE&XECTTa Ha aHa(hHIaKTHYHE H aHA(QHNAKTOMAHM peaKlMM KbM OTpoBaTa
Ha HACEKOMH H JPYTH alepreHu ca nosuieHn npu ACE uaxubupaue. TpsOsa fa ce wmMa nipeasu
BpEMEHHO NpexkbeBaHe Ha Tpurelic [Imoc npeau neceHcuBUIH3ALIMA.

Heymponenus/azpanynoyumosa
Panko ca HabmoORaBaHH HEYTPONIEHH/arpaHy IOUHTO32, CHO0INABAHA € CBINO K KOCTHO-MO3BYHA

cynpecus. [Ipenoprusa ce npocneansane Ha Gpos G KPEEHH KIETKH, 3a 1A C€ YCTAHOBH
€BEeHTYaIHa ieBkonenus. [To-uecTo npocneassaxe ce Npenopbyea B HAYAIOTO HA IEYeHHETO H NPH
NALMEHTH ¢ HapyineHa Obpeuna GyRKIMA, NPpU TakHBa CbC CHITETCTBALIA KOJIATEHO3a (HAMp, TYTIyC
€PHTEMATOEC WK CKICPOAEPMHA), H NIPH JICKYBAHH C APYTH JIEKAPCTBEHH MPOAYKTH, KOHTO MOTFAT A4
NPHYHHAT MPOMEHH B KPBBHATA KapTHHA (BXK. Touka 4.5 1 4.8).

Ocmpa Muonu U 3aKPUMob2band 2AAVKOMa

XuapoxnopoTHasuz, cyndoHaMu, MOraT 4a NPHYHHAT WAMOCHHKPATHYHA peakuus, BOASINA A0 OCTpa
NPeXoHa MHOMHA H OCTPA 3aKPHTORMERIHA [V1ayKoMa. CHMITTOMHUTE BKIIOYBAT OCTPO HA4aso Ha
HAMAJIEHa 3PHTEITHA OCTPOTa MITH 04YHA 60/ka i 0OOHKHOBEHO HACTBIIBAT B PAMKHTE Ha 4acoBe B0
CEAMHIIM 0T HAYAIOTO Ha jieueHHeTo. HenekypaHata OcTpa 3aKpHTOBIBIHA TTIAYKOMA MOXE fia AOBEAE
[0 NOCTOAHHA 3aryda Ha 3perneTo. OCHOBHOTO JleYeHHe e CIIHpaHe Ha XHAPOXJIOPOTHAZHA KOJIKOTO €
BE3MOXHO 110-05p30. HaBpeMeHHO nekapcTBEHO WK XHPYPTHYHO JIEUEHHE MOXKE 1 ¢e OGMUCITH, aKo
BETPEOYHOTO HANATAHE OCTAHEe HEKOHTPONIHPaHO. PlickoBuTe QakTOpPH 32 pasBUTHE Ha OCTpa
33KPHTOBIBIHA [1ayKOMa MOXKeE JIa BIIIIOUBA aHAMHE34 3a aNleprus KbM cy1(pOHaAMUIH KM
NEeHHUHIIAH.

Emuuvecrku paznmmun
ACE HuxubHTOpHTE NPHUHHABAT AHTHOEIEM C M0-BUCOKA YECTOTA TIPH YEPHOKO!
OTKOIKOTO MPH OCTAHAJIHTE.
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Kakro v apyrute ACE unxu6uTopH, paMMIpii Moxe 1a 6B/1e No-Maliko ¢EKTHBEH TIPH IOHWKABAHE
Ha KPBBHOTO HAJIATaHE MPH YSPHOKOKH MALIMEHTH, OTKXIKOTO MPH OCTAHATHTE, NOPaIy No-4eCTOTO
Ha/IMYHe Ha XMIEPTOHUA ¢ HHCKH PEHUHOBH HHBA MPH YEPHOKOXKATA MOMY/IALMS,

Cnopmucmu
XHAPOXNOPOTHAZH]] MOXKE 1A Aafie NON0MKHTENEH aHATMTHYEH Pe3y/ITAT IIPH aHTHIOTIHHT TeCTOBETe.

Memaborumuu u endoxpunnu eexmu

TuaskaHaTa Tepanud MOXKe 0a HapYLIM CIFOKO3HMA Tonepanc, [Tpu nanmenTH ¢ auaber Moxke fa ce
HAIOKH KOPUTHPaHe Ha 103aTa Ha HHCYJIHHA WITH NIepopajiHiTe aHTHHabeTHH cpecTea. JlaTented
3axapes Auaber MOXKe Ja ce NPOSBY 1O BpeMe HA THAIMIHATA TEpanus.

IloBMineHH HHBa Ha XOJIECTCPOa ¥ TPHITIHUSPHANTE C¢ CBBP3BAT ¢ THA3HAHA AHYPETHYHA TEPATHA.
Moske 1a HACTBIIH XHIEPYPHKEMHSA ITH 12 C& YCKOPH BB3HHKBAHETO Ha TIOJArpa MpH HAKOM
TaIHEHTH, MPHEMALIH THAZWAHA Tepanus.

Kavinuya

Ipu ynorpebata Ha ACE muxuGUTOpH € choGuaBana kamnuna. XapakTepHo e, ue 1% €
HEelPOAYKTHBHA, IPOAB/DKHTE/IHA U OT3BYUaBa C/IE] NPEKpaTABaHe Ha Tepanuata. HHAyuupaHara ot
ACE HMBEXHOHTOD KalllIHIa, TpAOBa a ce pasrieXkaa KaTo HacT or AudiepeHIHANHATA JHATHO3a Ha
KalTHLA.

Upyeu

Peakumuy Ha ceHCHOHNM3ALIMA MOTAT fia Ce [POABAT PH NAUMEHTH ¢ WiTH (¢3 aHaMHe3a 34 aJleprus
unH 6ponxuanna actMa. Crofmaga ce 3a BB3IMOMKHOCT OT 00OCTpAHE WK aKTHBHPAHE HA CHCTEMEH
€pHUTEMATO3EH JIYMyC.

Heoiino baoxupane Ha peHuH-anzuomenzuH-aroocmepongeama ciicmema (PAAC)

HMwma nanny, 4e enHoBpeMeHHara ynotpe6a Ha ACE uuxuburopw, anruorensus ll-penenropru
G1okepH WM AJIHCKUPEH TIOBMIIIABA PHCKA OT XHIOTOHHS, XMIEPKATHEMHS H HaMaIsEaHe Ha
6rOpeuHara dbyHxung (BrrouMTenHo ocTpa 6x0peyna HeaocTaTsMHOCT). Tlopaau ToBa He ce
npenopbuea ABolino Onokupane Ha PAAC upes komGuuHpanara ynorpeta Ha ACE uHxuGuropH,
aHrHoTeH3uH [I-penienTopun 6TOKepH W aTHCKHPeH (BX. ToukH 4.5 1 5.1).

AKO Ce Mpeli€HH, Ye TePAHATA ¢ JBOiHO GnokHpaHe e abcomoTHo HeoOXoAHMa, ToBa TpAGRa Ja
CTaBa caMo NOA HabIIOACHNETO Ha CIEeUMAIHCT H MPH 4eCTO BHUMATEIHO MOHHTOPHPAHe Ha
61u0peuraTa QyHKiIME, SNEKTPONANTHTE W KPHBHOTO HANATAHE,

ACE naxunbuTopy 1 anrdorensud ll-peuenrropun 6nokepu He TpalBa fa ce HINON3BAT €AHOBPEMEHHO
NpH MauHeHTH ¢ aualeTHa HedponaThs.

HeMenaHomeH pak Ha Koxara

B aBe enuaeMHOIOrHYHE MPOYYUBAHHA, OCHOBABALIM CE HA IATCKHA HAUMOHANCH PAKOR PETHCTED, &
Ha0JI101aBaH NOBHIIIEH PUCK OT HEMeNnaHoMeH pak Ha koxara (HMPK) [GasanHOKTeThueH KapUHHOM
(BKK) u ckramoszHok1eThYeH kapunioM (CKK)] npu HapacTeama ekeno3uiing Ha KyMyJIaTHBHA 1034
xuppoxinopotHasug (XXT3). Porocencubunuaupaniure edexrn ga X XT3 MoraT aa aeicTBar Kato
BEpOATEH MEXaHH3BM 3a pasBuTue Ha HMPK.

[Tarwenture, npuemamy XXT3, tpabea fa 6pnar undopMupanu 3a pucka o1 HMPK u ckBeTBaHu
peoBHO 1a MPOBEPABAT KOXaTa CH 3a HOBH JIe3HH H He3a0aBHO Aa chobLiasaT pH nosea Ha
NOJO3PHTENHH KOXKHH Jie3uu. Ha narpmenture tpabBa na ce npenopbyaT Bb3MOKHH NPEBAHTHBHH
MEpKH, KaTO OrPaHHYEHO H3NaraHe Ha CIIBHYCBA CBETIMHA H YITPABMOJICTOBH JbYH, 4 B CITy4ail Ha

MOTEHIHAIHO
BIGTIOUBAIIO XHCTONOMHYHM H3CNEABAHMS HA OMONICHYHHA MATEPHATTH. Hpepazmexc,aa_
Ha XXT3 mowme 1a ce HAIOXH W NPH MaLHEHTH, KOHTO ca HMAITH NpeAXoaeH HMP]dl(B‘aK epl
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4.8).

4.5 BianmopeificTBHE ¢ IPYrH JiexaPeTBeHN MPOAYKTH H APYrH (OPMHA Ha B3aEMoJeiicTEHE

HaHHu OT KTMHHYHH NPOYYBAHHUA [IOKA3BaT, 9e JBOHHOTO GroKHpaHe HA PEHUH -AHTHOTEH3HH
anpocTepoHoBara cHerema (PAAC) upes kombunmnpanarta ynotpeba Ha ACE anxubHTOpH,
aHrHOTeH3uH 11-peuenropan Gnokepu MM ATHCKHPEH C€ CBbP3BA C NO-BHCOKA YECTOTA HA HEXKEITaHH
CHOMTHSA, KaTO HANPHMED XHIIOTOHHA, XKIIEPKANHEMHs H HaMalsBaHe Ha GbOpeyHaTa GyHKUMA
(BKmounTENHO OcTpa OBLOpevHA HEIOCTATHYHOCT), B CPABHEHHE ¢ YIIOTpe6aTa caMo Ha eIHO
cpeacTeo, aeiicteamo Bbpxy PAAC (Bx. Tourkan 4.3, 4.4 u 5.1).

IIpotHRONOKazZaHH KOMOMHALIHH

(B TouKM 4.3 1 4.5). JledeHueTo ¢ paMHNpHN He TpaGBa na ObAE 3aI0YBAHO MpejH Aa Ca HIMHHATK
36 vaca OT MPUEMAHETO Ha NOCNEeHATA 034 OT cakobyTpwi/sancapran. CakoGyTpun /Bancapran He
Tpa6Ba 1a 611e 3an0YUBaH [fpey Ja W3MHHATH 36 Yaca oT NpHeMa Ha MoCJIENHAaTa no3a TpuTeiic
Imoc.

Excrpakopnopaiso jeueHue, BOAELIO A0 KOHTAKT Ha KPBBTa ¢ OTPHLIATENHO 3apeeHH NIOBbPXHOCTH
KaTO HaNpHMEp JHAIH3a WIH XeMOo(QuITpalHa ¢ ONpeaeIeHH BHCOKONPOTYCKIHBH MemGpar# (Harp.
MOJIMAKPHIOHHTPHITHA MeMOpaHH) B adepe3a Ha JIHIONMPOTEHHH ¢ HHCKA IUTBTHOCT ¢ AEKCTpaH
cyndar, Mopany NOBHLIEH PHCK OT TEXKKA aHadINaKTONAHA peakiHs (BK. Touka 4.3). AKO e H3MCKBa
noxoGHo neveHHe, HEOOXOAUMO € Aa ce OOMHUCIM H3MOM3BaHE HA PA3lIHYEH THIT AHANHW3Ha MeMOpaHa
WIH padIHYeH KNac aHTUXHITEPTEH3HBHO CPECTERO.

Ipennazuu Mepki OpH ynorpeda

Kanuesu conu, xenapun, Ranuli-CoXpanaeauiy Ouypemuyn u Opyeit AKMUBHU 6eUecBd ROBUIABAIYY
HIA3MERUME HUBA HA KA (6KIIONUMETRO anzuomenzun Il anmazorucmu, mpumemonpum,
MAKPOAUMYC, HUKTOCROPUH). BB3MOXKHO € 11a € NPOSBH XHIICPKATHEMHS, MOPAIH KOETO C& H3HCKBA
CTPHKHO TIPOCIEAABAHE HA CEPYMHHA KAAHH.

Aumuxunepmen3usri CpeOCmBa (Hanp. OHYPemuYy) 4 Opy2u 8eHjecmed, KOUmo MO2am 0a ROHUNCam
KPBBHOMO HalAzane (Hanp. HUmpamu, mpuyjukiuyHy GRMUOenpecanmu, anecmemuyu, RPEKOMEpPen
npuem Ha arkoxon, bakaoger, aidysosun, OOKCAI0IUN, NPAZOIUH, MAMCYAOIUH, MEMPA303UN}: MOXKE
Jla ce 0YaKBa yBeM4aBaHe Ha PHCKA OT XMNOTOHUA {BXK. TouKa 4.2 3a THypeTHiH)

Bazonpecopru cumnamuxomMumemuyy u Opyeu éeujecmed (enunepun), koumo mMo2gm 0a Hamaam
QHMUXUNEPMEN3uGHUR edhexm na pamiumpun. NIPENOPBYBA C& CTPHKTHO NPOCTIENABAHE HA KPHEHOTO
nandrase. Ocee ToBa, eeKTHT HA BA30NPECOPHHTE CUMIIATHKOMHMETHLIM MOKe fa Objie otcnaben
OT XMAPOXIIOPOTHASHI.

Anronypunon, UMyHOCYRPECOpY, KOPIUKOCMEPOUOY, NPOKAUHAMUD, Yumocmamuyu u Opyau

Bewjecmea, Koumo mozani 0a npomensm GPosa HA KPLEHUME KAeMKuy: NOBULIEHA BEPOATHOCT OT MOSARA
Ha XeMaTOJIOTHYHH peakiuu (Bx. Touka 4.4).

H 13 yCHIH eeue noBrmeHH oT ACE uuxuOHTOpa pHCK OT IMTHEBA TOKCHYHOCT.
KOMOMHALMATA OT PAMHAPKI H XHIPOXIIOPOTHA3HI C IUTHIA He Ce TIPENOpHYBA.
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Anmuduabemnu cpedcmesa, 6KIOYUMENHEG UHCYAUH, MOTAT 1A BH3HHKHAT XMITOT/IMKEMHYHH PEaKUHH.
XHuapoxIopoTHa3HIBT MOXe Ja oTciabu edekra Ha aHTHAHaGeTHUTE NexapeTra. [opaay Toea ce
npenopbida ocobeHo CTPHKTHO NPOCIeIABAHE HA HUBATA HA KPHBHATA 3aXAp NPe3 HAYANHMS (IePUOS
Ha e/[HOBPEMEHHOTO NpWIAraHe.

Hecmepouonu npomugosv3nanumenty cCpedcmed u ayemuiCanuyuioaa KUCErUHa: MOKE JIa ce OYaKBa
HaMaJIABaHe Ha aHTHXHIepTeH3HBHHA edext na Tpureiic Ilmoc. OcBeH TOBA, CEITBTCTBALOTO
neuenne ¢ ACE unxubnropn n HCIIBC moxke 1a nosese A0 MOBHILIEH PHCK OT BIOIIABAHE HA
OnOpeyHaTa GYHKIHA H Na YRETHUH KalUeMHATA,

Hlepopamnu anmuxoazyranmuy. aHTHKOAryIaHTHHAT eeKT MoXe 1a (bae HamasleH TopaaH
eMHOBpeMeHHaTa ynoTpeba Ha xuApoXIOpoTHaZUT.

Kopmurocmepoudu, AKTX, amdhomepuyun B, kapbenoxconon, conemu Konuvecmea caadvy Kopew,
Aaxcamugu (B cITyyad Ha MPOAB/LKHTENHA yNOoTpeba), n APYrH CpeAcTBa, KOHTO YREJIHYABAT yPHHHATA
EKCKPELIM Ha KQIull #id HAMATAGam NRA3MERUA KATUH: TIOBHIIEH PUCK OT XHIOKATHEMUS.

Huzumanucosu npenapamu, arxmueHu 6eLecnea, 3a KOUMO € usecmuo, ve yovrocam QT- unmepsana
¥ qumuapumyMuyy; TAXHATA TPOAPHTMHYHA TOKCHYHOCT MOXKE [Ia C€ IIOBMIUH HIH RHTHAPMTMHYHHAT
HM e(eKT 1a HaManee MPH HaJIMYHE Ha CHEKTPOJIMTHH HapylueHus (Hanp, XMIIOKAIHEMHS,
XHIIOMarHE3HEMHA).

Memunoona: BE3MOXKHA € XEMOIH3A.

Xorecmupamun wiu Opyzu nepoparHo npuwiazanu tionoobMennu sewyecmsa: HaMmariena abecopbuus Ha
xuapoxnopornazua. CynponaMUAHNTE THYpETHLM TpaOBa Aa ObaT B3eMaHH [IOHE €IHH YaC PEeIH
HITH YeTHPH JI0 [lecT Yaca ciej Te3H NeKapcTea.

Kypape-nodobnu muopenaxcanmu: Bb3MOXKeH € YCHIIEH H YABKEH MHOpeakcupal eQexT.
Kanyueeu coru u nosuuasayu nrasmenus Karyull iexapcmeenu npodykmu: B Cliydal Ha
€IHOBPEMEHHO NPHIATAHE ¢ XHIPOXTIOPOTHAIMA MOKE [1a €€ OYAKBA MOBHUILIEHA CEPYMHA
KOHUEHTPALMA Ha KAJIUHA, NOPaJH KOETO C€ H3IMCKBA CTPHKTHO NPOCIEAABAHE HA CEPYMHMSA KAILIHM.
Kapbamasenun: pucK OT XMIIOHATPHEMHS [IOPATH ATHTHBHHA eEKT ¢ XHAPOXJIOPOTHAZHE,
Hoo-coonporcao kormpacmuno eeuecmso. B cydait Ha Aexuapataiyd, IpeaQH3BHKAHA OT
AAyPeTHUHM, BKIIOUMTERHO XHAPOXAOPOTHAZAL, HMa NOBKICH PHCK OT ocTpo O10pedno yepexkaaHe,

ocobeHo npu ynorpeba Ha 3HaYMMH 103K HOA-ChABPKANIO KOHTPACTHO BELIECTBRO.

Henuyuntoy: XHapOXTOPOTHA3ZHA C€ EKCKPETHPA B JUCTANHUTE TYOYAM H HAMANABA €KCKPELMSITA HA
NEHHULKTHHA.,

Xunun: XMAPOXIIOPOTHAZH, HAMATABA EKCKPELMATA HA XHHHH.

Xenapur: Be3MOKHO € [I0BHIIABAHE Ha CEpYMHHTE HMBA Ha KAIHS,

mTOR unxubumopu unu eurdgzirunmuy : TOBHUIEH PHCK OT Pa3BUTHE HA AHTHOEIEM € BEIMOXKHO [IPH
MAUHEHTH, MPHEMAIITH €IHOBPEMEHHO NieKapcTea, kato mTOR uHXuOHTOpH (Hanp TeMCHpOIUMYC,

€BEPOIHMYC, CHPOIHMMYC ) HIIH BANAArTHNTHH. C NOBHIIEHO BHUMaHUe TpabBa fa ce H3Mo3Ba, KOraTo
ce 3ano4Ba neueHme (B touka 4.4).




Henpunusux (NEP) uixuburopu: [ToTeHUMANHO NOBKILEH PHCKA OT pa3RHTHE HA AHTHOETIEM € €
AOKAIBAH 1P NAUMEHTH, npreManiy eaHorpeMenHo ACE uwxnbutopu v NEP unxuburopu kato
palekasoTpun (BXK To4ka 4.4)

Caxobympun /eancapman
Ennospemennoro npunoxerue Ha ACE HHXHGHTOpPH cBbe cakoGyTpuiL/Bancapras e
NPOTHBONOKAZAHO, Thi KaTO TORaA yBENNUABA PHCKA OT AHTHOENEM.

4.6 DepTHINTET, OPEMCHHOLT R KbpMEHE

bpemennocT
Tpureiic Imoc He ce npenopbuBa MO BpeMe HA MbPBHS TPHMECTEP Ha GpeMeHHOCTTA (B, Touka 4.4)

¥ € [IPOTHBONOKA3aH 10 BPEME Ha BTOPHA M TPETHA TPUMECTEDP Ha OpeMeHHOCTTA (BXK. TOUKa 4.3).

EnunemMHon0rHYHH NaHHKM OTHOCHO PHCKA OT TEPATOTEHHOCT ciel ekcrosHums Ha ACE unxuGuropu
IO BpEM€E Ha IThPBHA TPUMECTHP OT OPEMEHHOCTTA He ca yOeIuTeI M, HO JIEKO IOBHIUABAHE HA PHCKA
He Moxe Ja Obae H3kmoueHo. IIpu nauveHTKUTE NnaHupamm GpeMeHHocT, Tepanuata ¢ ACE
WHXHOMTOPH Tpsa0Ba a ce 3aMEHH ¢ aTePHATHBHO AHTHMXMUIIEPTEHIUBHO JIEYEHHE, KOETO HMa
ycTanoseH npodun Ha Ge3onacHocT Npu ynotpeba nio Bpeme Ha GPEMENHOCT, OCBEH aKO HE c€ CYMTa
3a KkpaitHo HeoOXoauma. [Tpi ycTaHoBaBaHe Ha OpemenHocT, neyeHueto ¢ ACE uaxuburopu Tpstea
na Oobae cnpaxo He3a0aBHO B, aKO € YMECTHO, TpAOBa 1a ObAe 3an04HaTa ANTEPHATHBHA TEPaNuL.
HapectHo e, ue TepanuaTa ¢ ACE nuxubutop /anrnorensut Il peuentopen anraronuet (AIIRA) no
BpeMe HA BTOPHA H TPETHA TPHMECTDP NPHUIHHABA (eTOTOKCHUHOCT NpH Xopa (HamaneHa 6nlpeuna
GyHKUMA, OJMroXUPaMHHOH, 3abaBeHa OcudHKALHA HA Yepena) 1 HEOHATATHA TOKCHYHOCT
(616peuHa HenOCTATEYHOCT, XHIIOTOHHA, XUNEpKanHeMHa) (Bxk. cbino 5.3 , JIpeaknHHUYHYA AaHHHA 3a
He3onacHocT”). B cy4aii Ha excriosnuma Ha ACE unxuGurop npes BTopus TPHMECTBD Ha
GpemMeHHOCTTa, ce NpenopbYBa poeepka Ha 6bOpeunara QyHKUMA K Yepena ypes yITPasBYK.
Horopoaenu, unuTo Maiiku ca npremand ACE uaxuCuropn, Tpsbea na 66AaT CTPHKTHO
HaOmoNaBany 3a XUNOTOHNA, OTUIypHI H XunepKanneMHia (Bxk. ¢bilo ToukH 4.3 1 4.4).

XuApoXJIOpOTHAZHABT, B CyHail Ha MPOIBIDKHTEIHA eKCTIO3UIMA TIO BpeMe Ha TPETHA TPHMECTHP Ha
OpeMeHHOCTTa, MOMKE 1A MPHUMHY GeTONNANSHTAPHA UCXEMUA M PUCK OT M30CTABAHE B PacTesxa.
OcseH ToBa, pelKH CITy4Yau Ha XHIIOTJIHKeMUs H TPOMOOLMTONMEHMS [IPH HOBOPOJIEHH ca CHOGIAaBaHH
B CiTy4ail Ha eKCIO3HLIHS HETOCPEICTBEHO IPeaH TEPMIHA. XuApOXIOPOTHAZHABT MOXKE Ja HAMalTH
ofemMa Ha ITa3MaTa KaKTO M BTPENNaleHTapHHs KPBBEH TOK.

Kbpmene
Tpureiic [Imoc e npoTHBONOKA3aH MO BpeMe HA KBPMEHE,

Tlpy npunarareTo Ha TepaneBTHYHH JI03H PAMATIPHII H XHAPOXIOPOTHAZH], HA KBPMELLH 3KEHH €
BBL3MMKHO PAMMOPKT H XMAPOXNOPOTHA3KA N C& eKCKPETHPAT B KEPMATa B TAKOBA KOJIMYECTBO,
KOETO Na OKa3ea edekT BLpXy KbpMaueto. [lopan vegocraTeuna HHGpopmaLs oTHOCHO yrioTpeGaTa
HA PaMHIPHI IO BPEME Ha KbpMeHe (BiK. TOuKa 5.2) 3a NpeanoYuTaHe & 4JITEPHATHBHO JIEUeHHE C [10-
Aobpe ycTaHoBeH Npodun Ha 6€30NacHOCT O BpeMe Ha KbpMeEHe, 0c0BeHO TIPH KbpMeHe Ha
HOBOPOJIEHO /M HEAOHOCEHO KbpMaue, XHAPOXIIOPOTHA3H ce eKCKpeTHpa B KbpMaTa. Tuazuaute
NpHEMaHH OT MaliKH KbPMaUKH C€ CEbPIRAT ¢ HAMANABAHE UK AOPK NOATHCKAHE HA NAKTAIMATA.
Moske na ce nNposBH CBPBLXYYBCTBHTEIHOCT KbM aKTHEHHTE BELIECTRA - ICPUBATH Ha CYNdOHAMMAKTE,
XHIOKaNMeMHS H HKTep. Ilopaan BE3MOXKHOCTTA 3a CepHO3HH peaKLMU MPH KbPMayeTaTa H OT ABeTe
AKTMBHH BeLIecTBA, TPA6Ra Aa Obie B2eTO pellenHe qamH Ja Obae NMpeKpaTeHo KbPMEHETO Wil A
OBIe npekparena TEPANUATA, KaTO Ce BIEMe MPE/IBHI 3HAYEHHETO HA TepallkATa 3a maiikara,

4.7 EdjexTn Bhpxy cnocodHOCTTA 32 mMopHpaHe H paboTa ¢ MAIIHEM
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Hsxon cTpanmynu edekTH (HANP.CHMIITOMH Ha NOHHKABAHE HA KPBBHOTO HAAraHe KATO 3aMaiiBaHe)
MOTaT [a HapywaT crocoGHOCTTA Ha MMALMEHTa 32 KOHLEHTPaUua H peaklii, €10 3a1i0 OpeAcTaBisBa
PUCK B CHTYallHH, TIPH KOMTO Te3H crnocoOHOCTH ca oT ocoleHo 3Havenne (Hanp. wodupane 4 paboTta
¢ MallWHH).

Tora mosKe aa ce ¢iysn 0coOEHO NIPR HAYAIO HA JIe4eHNeTO WX NP PEMUHABAHE OT JAPYTH
npenapati. Cen MbpeaTa J03a WIK NOCNEABALIO IOBHIIABAHE HA 10aTA HE € NPENOPLMUTENIHO
modupane WiH pabioTa ¢ MALUMHH 3a HAKOIKO Yaca.

4.8 Hexenann JeKapcTBeHH PeaknHu
Obobwen npoguna Ha bezonacHocm

IpodurbT Ha 6e30MACHOCT HA PAMUAPI + XMAPOXIOPOTHA3M BKIIOUBA HEKENAHU JTEKAPCTBERH
PeakilyH, NPOABABALUM CE BBB BPB3Ka C XHIIOTOHHA H/HIM ¢ HaMAJISBaHE HA TENECHHTE TEYHOCTH,
MIOpajaH MoBUIIEHA AAype3a. AKTHBHOTO BEIIECTBO PAMHNPH/L MOXKE Ia PHYHHM YIOPHTA CYXa
KalIMLa, A0KaTO AKTHEHOTO BEIECTBO XAPOXJIOPOTHA3MI MOJKE A JOBEAE 0 BIOIIARAHE
MeTalo/IH3Ma Ha rMIOKO2aTa, MHIKAKTE H THKOYHATA KHee/IMHA. J{BeTe aKTHBHY BeIeCTBA HMAT
TIPOTHBOMONOKHY ©(PEKTH BEPXY InasMeHnd kamui. Cepuosnure HesKeNaHH JIEKAPCTECHH peakIiy
BKJIIOYBAT aHTHOETIEM MITH aHa(MIaKTHYHA peakums, GbGpeuHo MW uepHOAPoSHO yBpexaaHe,
MAHKPEATHT, TEKKH KOKHH PEAKLIMH W HCYTPONeH!s/arpanynolMTO3a,

Tabruven cnuchk Ha ReXCEIanUMe IeKAPCMBERN PEAKIUI

UYecToTaTa Ha HEXKENIAHHTE PEaKLMK ce ONpEAE, Ype3 H3MO0J3BaHe Ha CIEAHATA KOHBEHLIHA'

Mmuoro yectn (= 1/10); yectu (> 1/100 z0 < 1/10); vewectu (= 1/1 000 no < 1/100); penxu (> 1/10 000
Ao < 1/1 000); muoro peaxu (< 1/10 000), ¢ Hen3BecTHa yecToTA (OT HAMMHUTE NAHHH HE MOXKE A3
6w1e nanpaBeHa OLIEHKA).

Ilpu BCAKO rpyIMpaHe B 3aBUCHMOCT OT YECTOTATA, HEXKENTAHHTE JIEKAPCTEEHH PEAKLIMH Ce H3GposBaT
B HH3XOAAI Pej M0 OTHOLICHHE HA TAXHATA CEPHO3HOCT.

Yectn Hewectn MHuoro peaxn | C HensBecTHa
YecToTa
Hapyvuenus na onwxen Gpoii Ha KocTHO- MO3BYHA
Kpbema u OenuTe KPEEHU CYTIPecHH,
Aumdrnamea KJIETKH, NOBMKEH HEYTPOIEHHA,
cucmemd Gpoii yeppeHH BIHOYUTENHO
KPEBHH KJTETKH, arpaHyIoLHTO3a,
HaManeH DaHLUTONEHWA,
XeMOTTTO0HH, e03HBOPUITHA,
XeMOJIATHYHA XEMOKOHLEHTPALIHA,
aHeMHA, HaMaJleH CBBP3aHA ¢
opofi TpoMGoHTH HAMANABAHE HA
TeTeCHH TEYHOCTH
Hapyuwienus na AHapHNAKTHYHH WK
HMVYHHAMA aHa(HIAKTOHIHA
clcmema PEAKLHH, KAKTO KbM
paMHIPIT Taka H
KBbM
XHAPOXIOPTHA3H,
aHTHHYKIICApHH
aHTHTENRaCace ...
YBEMMMUEH™ o
Hapywenun na @cﬁﬁ.’ e LGN
EHOOKPUHHAmMA
CUCIEMU
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Hapyuwenua na | HeagexsatHo | AHopekcHA TNoeHIEHO MOHHKEHO
MemadoruzmMa ¥ | KOHTPOJIHMpaH | HAMaJABaHE Ha CBABPIKAHME HA | CHIBPYKAHME HA
xpanenemo 3axapeH ANeTuTa, MOHWKEHO | Kanwil HaTpUB KPLETA,
Aualer, CBOBPKAHHE Ha OBDKalo ce Ha | [mokozypus,
HamanieH KaJldii B KPbBTa, paMHIIpHIa mMeTabonuTHa
CIIOKR03EH Haka, TRDKAII0 ce anKanosa,
TOJepantc, Ha XHUIOXTOPEMHH,
YBEITMUEeHA XHIAPOXJIOPOTHA3H] XHTIOMarde3nemMHs,
KpBBHA 3axap, XHIOKATIHEMHA,
YBEAUIEHO IeXMApaTalus,
CBALpKAHHE JBIDKAILA ce Ha
Ha MHKO4Ha XHIOPOXJIOPOTHA3HL
KHCEITHHA B
KpBETAa,
obocTpane Ha
MOaarpara,
YBETHYEHO
CHAbLPKAHUE
Ha
XONECTEPOI H
[ wnun
TPHUITHLEPH]T
B KPBBTA,
ILIDKALIO C¢
Ha
XHIPOXJIOpOT
HA3H),
Hewuampuynu MotHcHaTo CocrodHHe Ha
HAPVIEeHUR HACTPOEHHE, aNaTHd, oOBpKaHOCT,
TPEBOKHOCT, OesmokoiicTBo,
HEPBHOCT, HapyLIEHO
HapyIleHHd Ha CBHS, BHHMaHHue,
BITIOYUTENHO
CBHJIMBOCT,
Hapywenua na | I'maroGomne, | CBeTOBBpTEK, MozsuHa HCXemMHuA,
HepsHama 3amaiiBaHe napecTe3ns, TPEMOp, BKJIIOYHTEIHO
cucmema HAPYLIEHO HCXEMHYEH HHCYNT H
paBHOBecHE, ycelnaHe TPaH3HTOPHA
3a napese, HCXEeMHYHa aTaka,
OMCTey3us, arey3us NCHXOMOTOPHH
HapyLIeHHH,
MapocMHA
Hapywenua ua 3pUTEIHM CMYTIEHMS, Kcanroncus,
ouume BKJTFOUHTE/THO HamManeHa
3aMblIIeHO BIXKIAHE, JIAKPHMALIHA OPaIH
KOHIOKTHBHT XMIPOXTIOPOTHAZMAR,
Octpa
3aKpMTOBI'RIHA
TTIAyKOMa Topajgu
XUAPOXJIOPOTHAZH]
Hapywenun na TunuTyC YBpexaaHeHA TITYRE
XOMO U
aabupunma
Cwpoeunu MuokapaHa nexemus,
HApYWeHUA EKIOYHMTE/HO aHTHHA
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NEKTOPHC,

TaxuKapaws,
apUTMHA,
NATIHTALHH,
nepudepes eneM
Cvoosu Xunorouus, Tpombo3a cerp3ana
Hapyuenus NOHHXKABaHE Ha ChC CHIIHO HaMallEH
OpPTOCTEATHYHOTO ofeM Ha TenecHuTE
KPBBHO HaNATaHe, TE4HOCTH,
CHHKOTI, 3a4epBasaHe CTECHABAHE Ha
CbAOBETE,
xunonepdysus,
deHoMeH Ha
Raynaud, Backynur
Pecnupamopnu. | Henpoaykrue | CaHy3HT, AMCIIHEs, Bpoxxocna3tm,
ZPbOHU U Ha [pa3Helna | 3amylieH HOC BKIIOUHTENHO
Meouacmunany | KauuMia, obocTpeHa acTMa,
U Ha HUs OpoHxHT
AneprudcH
aJIBEONUT,
HeKapAUOTeHEH
benoapoben ook
nopajgH
XMJIPOXJIOpPOTHAHIA
Cmomamuno- CToMalTHO-4YpEBHO TNoBpbiuaue, IManxpeatuT (coydan
upeaHy BL3NaneHne, Adgroszen ¢ daranen u3xon ca
HAPYULEHUA XPaHOCMIJTATENIHH CTOMATHT, chobLasaHu
CMYIIEHUSA, KOPEMEH | TJIOCHT, M3KITFOYHTETIHO PAIKO
AucKoMpopT, auapui, Gonka | npx nesenne ¢ ACE
IOHUCTIETICHA, TACTPUY, | B rOpPHaTa 4acT | HHXHOMTODH),
rageHe, 3ancK Ha KopEmMa, MOBHIIIABAHE Ha
CYXOTa B NAHKPEeACHUTE
T'HHTHBHT cBbp3aH ¢ | ycrata €H3HMH, aHTHOeJEM
XH/IPOXJIOPOTHAZHAA Ha TBHKOTO Y€pBO
CuanoaneHHT
CBBp3aH C
XHAPOXJIOPOTHA3HL
Xenamo- XonecTaTHieH WITH Octpa yepHoapoOHa
bunuapny LHTONTHTHYEH HEJOCTATBYHOCT,
HapyueHua XEMATHT KbITEHHLA,
(M3KMOYMTENHO XONeCTATUHHO
PAIKO ¢ ¢araneH XenaToueayaapHo
H3X0]), TOBHIIEHH YBpeAIaHe
HUBA Ha
4epHOAPOOHUTE
EH3UMH W/ WIH
KOHIOTHPaHHA
OunHpyGHH
Kankynoza
XONELMCTHT NOpalK
XMAPOXJIOPOTHAZH /A
Hapyuenus na br6peuno
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Gvbpeyume u YBPEKIaHE, ChIIEeCTRYBalla
RUKOYHLIMeE BIJTIOUHTEITHO 0CTpa NPOTEUHYPHA,
RuIUEYa 6pOpeuna
HEOCTATBbYHOCT, HHTepeTHIMANeH
NONHYpPHUS, IOBHILIEHA nedpuT CBBp3aH ¢
ypes B KpbETa, XHAPOXJIOpOTHA3HAA
TIOBHIIIEH KpeaTHHHH
B KpBRTA
Hapyvuwenusa na AHTHOEIEM, Tokcruna
KoNCama u HIKITIOYHMTEITHO PAIKO STHACPMATHA
HoQKONCHAMA oBCTpYKLHS Ha HEKPONH3a, CHHIPOM
MK BBIYXOHOCHHTE Ha Stevens-Johnson,
OBTHIIA B pe3ynTaT epurema
OT aHTHOEAEM MOXKE MYITH(OPME,
na uma datanen nemduryc, obocTpeH
U3X0[; ICOPHATHYEH NICOPHA3HC,
JAEPMATHT, ekconuarusen
XHMnepxuapo3a, 00pHB JEPMATHT, PEaKIHA
B 4ACTHOCT MaKyJo- Ha
NANyJIo3eH, cbpbex, (OTOHYBCTBHTEIHOCT
ANOTICIHA , OHHXOITH34,
neMPHUroMaeH HIH
JMXEHOHAEH
€K3aHTEM WIH
€HaHTEM, YPTHKApHs
CHeremeH
€pUTEMATO3EH JIYIIyC
nopanu
XHIPOXNOPOTHAZMAS
Heonrazmu — HeMenanomen pax Ha
dofiporauecmae KOKATa
HU, (basanHOKNETHUEH
3AOKAYECHBEHY KapIUHOM H
U Heonpedenenu CKBAMO3HOKIIETEYEH
(6. KUCHY U KAPLHMHOM)
noauny)
Hapyenun na Muanrus Aprpanrus,
MYCKYRHO- MYCKYITHH CTIa3MM
CREACHAMA
cucmema u Myckynna cnabocr,
CheQUHUMeHa CKENIETHO-MYCKYJ/IHA
ma muKan CKOBAHOCT, TETAHHA
nopagn
XHAPOXJIOPOTHA3HAA
Hapywenua na CHHOpoM Ha
EHOOKDUHNHamA HeasleKBaTHa
cucmema CeKpeLIu Ha
aHTHAVYDCTHYEH. .
xopmosF (SIADH) .
Hapywenua na An KT AGHIH]D.
UMYHHGMA aH :
cucmema péai
iR pa
\{\\ {:::‘\
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T2aKka n C

XHAPOXJIOPOTHA3H,
MOBHUILNCHH
AHTHHYKII€apHH
aHTHTeNa

Hapyiuenus na ITpexonsa epekTHIHA TToHuwxeHo aubuno,

SL3INPUTROOUME WMNOTEHLHA THHEKOMACTHSA

ARAING CUHCTREMA

u evpoama

Obwqu Ymopa, 'pbana 6onka,

HAPYEHUA 1 acTeHus NHpeKcHs

edexmu na

MACMOMO HA

RPURONCEHUEC

OnKcanKve Ha N30PaHH HeXENaHH Peakiii

Hemenanomen P4K H4 KOMATa.! B'b3 QOCHOBA HA HANHYHHTE JAHHH OT €eNMHAEMHUOJIOIHYHH n_povqnamm €
HafmonapaHa 3aBHCHMA OT KYMYJIATHBHATA J03a Bpb3ka Mexay XXT3 u HMPK (Bx. ¢bmo To4kH 4.4
us.l)

CrobniapaHe Ha MNONO3IMPAHH HEMKETAHH PEeaKIHH
CrobuiaBaHeTo Ha NOJO3MPAHH HEXENAHU PEaKLIM| Clej] Pa3peluaBaHe 3a ynorpeba Ha NeKapcTBeHUs
MPOAYKT € BaxkHO. TOBA NO3BONIABA a NPOABIDKH HAOMOASHHUETO Ha CHOTHOLUSHHETO [10JI38/PHCK 32
JIEKApPCTBEHHSA NPOAYKT. (T MEAMLIMHCKHTE CIIELIMANINCTH C€ H3HCKEA Aa choOLIaeaT BCAKa
NO/I03HPaHA HeXeNaHa peakLys upes:

HManbnuuTenHa areHuns 110 NeKapeTpara,

yi. . Jaman I'pyep” Ne 8

1303 Codus,

Tem: + 3592 890 34 17,

yebcaiiT: www.bda.bg.

4.9 Ipexo3npane

Cumnromu

Cumntomure, cebp3alu ¢ npefosupane Ha ACE uHxubutopu Morar aa BKIKOMBAT [PEKOMEPHa
neprdepHa BazoaunaTauus (¢ NOAYEPTAHA XHITOTOHNMA, 1IOK), Gpagukapans, eNeXTpONTHTHH
HapyleHus, 6L0peuHa HeAOCTATBYHOCT, ChPASYHA APHTMHAS, HAPYIICHHE HA ChIHAHHETO,
BKJTHOMHTETHO KOMa, iepeOpanHi KOHBYJICHH, NIape3H H MApATHTHYEH UNeyC.

I[Tpy npeapa3nonioXeHn NalHeHTH (Hanp. NPOCTATHA XHTIEPIUIa3HA) MPeIo3UpaHeTo Ha
XHIPOXNOPOTHAZMA MOKE A3 MPEAMIBUKA OCTPA PETEHLIMA HA YPHMHA,

Mepk# npu npezo3upane
IManueHTsT TPaOBa Aa ObAe CTPHKTHO HabmoaBaH, NeueHHeTo TPAGBA aa Obie CHMIITOMATHYHO H

noaaepxawno. [Ipeanaranure MepkH, BKIKOYBAT [THPBOHAYANHA ASTOKCHKALMA (CTOMAIIHA NPOMUBKA,
NIPWIAraHE Ha a1copOeHTH) M MEPKH 3a BB3CTAHOBABAHE HA XEMOAHHAMHUYHATA CTAGHNIHOCT,
BKIIIOYHTENTHO NpHIarane Ha anda 1-anpeHepriadHe AroHUCTH WiH aHrHoTeH3HH 11
(anruorenznHamun). PaMHUNpUIAT, aKTHBHHAT MeTabOIUT Ha paMUOpW, ce OTCTPaHABa
HE3a7I0BOITMTENHO Ype3 XEMOANANTH3a oT 06110To KpBpBooOpalleHue.

5, GAPMAKOJOTMYHU CBOHCTBA

5.1 TapMakoAHHAMHYIEH CBOHCTEA
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PapmakorepanesTuyHa rpyna: ACE- uHxu6uropu v auypetnum, ATC kon : CO9BAOS

MexaunasM Ha neiicTBHE

Pamunpun

Pamunpunar, akTHBHUAT MeTaOOHT Ha NPeLIeKAPCTBOTO PaMHIPHII, HHXHOHpa eH3uMa
AHNENTHIRIKapOOKCHIIENITHAA3 | (CHHOHMMH: AHTHOTEH3MH-KOHMBEPTUpAL] eH3UM; KHHuHa3a 11). B
nna3Mara H ThKaHHTE TO3M EH3HM KaTanu3npa KOHBEPTHPAHETO HA AHMHOTEH3MH | 10 akTHBHHA
Ba30KOHCTPHKTOP aHTHOTEH3HH I, KAKTO M MHXMOHpa pasTpaXkIaHETO HA AKTHBHMS BAZOAHIIATATOD
6panukuHuy. [ToHmKeHoTO 00pasyraHe Ha aHTHOTeH3MH 11 v uEXHOVpaHe Ha pasrpakIaHETO HA
OpanvKHHKH, BOIAT A0 Ba30JHIATaLMA.

Twi karo aHrHotensHH Il cTHMynHpa ocBOOOKAABAHETO HA ANAOCTEPOH, PAMBIIPHIIAT BOAH 10
HAMaJIB2HE Ha AMA0CTEPOHOBATA cexpes. CpeqHOCTATHCTHYECKH NOBIUABAHETO OT MOHOTEPAIHA ¢
ACE uHxuburop e no-crabo npu uepHokoxH (adpo-kapuboka paca) XMNIEPTOHUYHH NIALMEHTH
{oOMKHOBEHO MOMYNIALMA C XHIEPTOHHA C HHCBK PEHHH), OTKOIKOTO IPH HEUEPHOKOMKH MALIHEHTH.

XHapoxnopoTHazHi

XHApOXJOpOTHA3H] € THA3HIEH JHYPeTHK. MeXaHH3MBT HA AHTHXMNEPTEH3UBHAS eEKT HA
THA3UAHWTE JHYPETHIM He € HAMb/IHO u3iAcher. Te naxubHpat peaGeopOLpaTa Ha HATPHIE B XIOPHAH
B AucTanHute TySynu. [losuwenara 616peuHa ekckpeLus Ha Te3H HOHH ce CBITHTCTBA OT OBHLIEHO
OTAENIAHE HA YPHHA (MOPaJH OCMOTHYHOTO CBEP3BaHe Ha Bojia). Kannepara u MarHe3HeBa ¢KCKpelHa
C€ MOBHILIABAT, HAMAIABA CE EKCKPELMATA HA MHKOYHA KucenuHa. BraMokeH MEXaHH3bM Ha
aHTHXHMIICPTEH3HUBHO AEHCTBHE HA XHAPOXIOPOTHA3HIA MOXe Ba Obae: npoMeneH HaTpHeB Hanasc,
HaMaJlsiBaHe KOTMMECTBOTO Ha eKCTPaleTy/lapHaTa TEYHOCT K [UTa3MeHUs ofeM, MPOMAHA B

ObOpeuHaTa ¢p10Ba PESUCTEHTHOCT, KAKTO K NOHIHKEH OTTOBODP KbM HOpEMUHE(DPHH H AHTMOTEHIHH
IL.

DapMakoIHHAMUYHH eQeKTH

Pamunpun
ITpunaranero Ha paMHIIPUI BOJM A0 3HAYHTETHO NOHHMXABaHE Ha nepudepHaTa apTEpHATHA

PE3HCTEHTHOCT. B nopeyeTo cryuay HAMa 3HaYUMHU POMEHH B OBOPEYHHA KPHBOTOK H CKOPOCTTA Ha
rnomepyaHata ¢unrpauus. [IprnaraseTo Ha paMUOpPI NpK NALHEHTH ¢ XHNEPTOHUS BOOH 10
NOHKKABAHE HA KPEBHOTO HajlATaHe B H3NPABEHO H JIETHANO TIONoKeHHe, Ge3 KOMIICHCATOPHO
TIOBHINABAHE HA CHpJe4HATa YECTOTA.

Ipu noseyeTo NaUMEHTH HAYAIOTO Ha AHTHXHIIEPTEH3UBHHA e(eKT HA €HOKpaTHATA 103a ce
nposesea 1 10 2 yaca caea nepopanyo npunoxkenue. [ukosuar edext wa eanokpaTHaTa 1034,
OOHMKHOBEHO ce 10CTHra 3 10 6 Yaca c/le) nepopaHo NPHIMKEHHE, AHTHXHIEPTEH3HBHUAT eeKT Ha
€IHOKpaTHA J03a OOHKHOBEHO NPOALIKaea 24 vaca.

MaKCHMAIHHAT AHTHXHIEPTEH3HWREH e()eKT Ha NPONBIDKHTENHO JICUYEHHE ¢ PAMKIIPHI OOMKHOBEHO
HacTbnRa ced 3 ao 4 ceamuum. [lokazaHo e, 9e aHTHXUNEPTEH3UBHUAT e)eKT e MOCTOAHEH TIPH
IJbAroTpaiiHa Tepanus NpoAL/DKABALIA 2 TOTHHH.

PA3K0TO NpekbCBaHe MPHEMA HA PAMHINPHA HE BOAM 10 OBp3 M npekomepen pebayHn edexr Ha
nobBHINABAHE HA KPBEBHOTO HAJIATAHE.

XUIpoXAOpOTHAZH
C XHIpoXI0poTHA3K/ HAYAIO0TO HA JHYPe3aTa HaCThIIBA [0 2 Yaca U NMKOBHUAT e(DEKT HacTwIBa 10 4

4aca, KaTo JeHCTBHETO MPpOALIKaBa MPHOIHIHTENHo 6 1o 12 yaca.
HauvanoTo Ha aHTHUXHIIEPTEH3HBHHA e)eKT HACTBIBA CNeA 3 10 4 IHM 1 MoXKe [a MPOLBJLKH N0 ¢1Ha
CeIMHLA Cllefl NMpeKpaTARaHe HA TEPaTTHATA. T

EdekTsT Ha MOHHWKaBaHE Ha KPBBHOTO HANATAHE CE NPHIPYKABa OT IEKO NOBHINABAHE B
Ha (pUATpHpaHe, GEOpedHaTa ChA0BA PE3UCTEHTHOCT M aKTUBHOCTTA HA IU1A3MEHHA Pe

f

Knunuuna eduxacnocm u bezonacnocm ‘(
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EnHOBpEeMEHHO NpHIarane Ha PAMHNPHI-XHUAPOXI0POTHAIH]
IpH KNIMHUYHH H3MUTBAHHS, KOMOMHALMATA BOAH A0 MO-TONIMO HAMATABAHE HA KPBBHOTO HAJIATaHE,

OTKOJIKOTO [IPH CaMOCTOATE/IHOTO NPHIaraHe Ha MpoJyKTHTe. BepodaTHO upes Gnokupase Ha peHuH-
aHTMOTEHIHH-JIN0CTEPOH CHCTEMATA, €AHOBPEMEHHOTO TIpUJlaraHe Ha pAMMIPHI H
XMAPOXJIOPOTHA3MA BOIH 10 00paTHMa 3aryba Ha kanuil, cCBbP3aHa ¢ TO3H KJ1ac JHYPETHLH.
Kombunanuara or ACE —MHXHOHTOp ¢ THA3MAEH AMYpPETHK 1aBa CHHEPTHYEH eDEKT M HAMANABaHE Ha
PHCKa OT XHMOKANHEMHA, IPOBOKMpaHa NIPH CaMOCTOATENHA YNIOTpeda Ha AHYpeTHKA.

JpokHa 61oka/ia Ha peHHH-aHTHOTEH3MH- AII0CTepoHoBaTa cucteMara (PAAC)

Hee roiemn paHIOMH3APaHH KOHTPoaHpaHu npoy4ysanng — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Tekywo riofarHo HanMTBaxe 3a
KpaHHH TOYKH Ha TEJIMKCAPTAH, CAMOCTOSATENIHO H B koMOuHaLHsA ¢ paMunpun) H VA NEPHRON-D
(KnuHIYHO NpoyuBaHe CELP3aHO © pa3BHTHE HAa HedponmaTHd ApH AuabeT, MpoBEAEHO OT
MHHHCTEpPCTRO 110 BHIPOCHTE HA BeTepaHHTe) ~ npoy4eat ynotpefara Ha koMGuHaimaTa or ACE
HHXHOHTOp M aHrpoTen3uA ll-peuentopen Ookep.

ONTARGET e npoy4sate, NPOBEASHO NP NALKMEHTH ¢ AHAMHE32 32 CHPAEYHO-CBAOBA WM
MO3BYHOCBA0BA DONECT, WIH 3aXapeH AuadeT THN 2, NPUAPYKEHH C AaHHH 33 YBPEKIaHe Ha TAPreTHH
oprand. VA NEPHRON-D e npoyuBane npH nau4eHTH che 3axaped auaber Tin 2 H AuafeTHa
HedpolaTHA.

Tesu mpoyuBaHHA He nOKa3BaT 3HaYUM OGnaronpHATEH eeKT BbpXY OBOpEUHHTE HWALTH ChpacuHO-
CbJOBHTE NOCTECAHLIA U CMBPTHOCT, KaTo CHINEBPEMEHHO ca HAOMONaBaAHH MOBHILEH PHCK OT
XHIEpKaIHeMHs, OCTPO YBpexKaaHe Ha OLOPELHTE W/HIH XMITOTOHHA B CPABHEHHME ¢
MOHOTepanuaTa. Kato ce uMaT npenru/| CXOAHHTe MM GapMaKOJHHAMHYHH CBONCTBA, TE3H PE3YNTATH
ca npunoxumMu 1 3a pyri ACE uaxuGuropu ¥ aHrdotenzud 11-penentopun 6nokepu.

ACE naxs0HTOpH H aHrHOTeH3HH [I-peienTopHn 6okepu cnenopaTenHo He TpAGBA Ia ce U3MON3BAT
€IHOBPEMEHHO MPH TTALUHEHTH ¢ AHaleTHA HedpomIaTHa.

ALTITUDE (Knuau4HO NpoyuBaHe NPOBEASHO C ATHCKHPEH NPU NANMEHTH ChC 3aXapeH AnabeT THI
2 ¢ M3M0JI3BaHE HA CHPACYHO-CBAOBH H OBOpeuHH 3aonaBaHHA KAaTO KpaiiHn TOYKH) € Mpoy4BaHe,
npe/IHA3HAYEHO Aa H3C/IE/Ba NojI3aTa oT N00aBIHETO Ha aTHCKHPEH KBM cTaraapTHa Tepanus ¢ ACE
WHXHOMTOP WK aHrHOTEH3HH 1-penenToped GOKep NPH NALMEHTH Che 3axapeH Anader THI 2 U
XpoHniHo 6B0peyno 3a00/1aBane, CbpaeYHO-CBA0BO 3abonseane Win M asete. [IpoyusaneTo €
NPEKPAaTEHO MpeKAEBPEMEHHO NOPaly NOBUILIEH PHCK OT HebIAaronpuUATHH nocequum. Kakro
CbPAEYHO-CBA0BATA CMBPT, TAKA H HHCYJITHT ¢4 NIO-4€CTH B rPYNATa Ha aTACKUPEH, OTKOJIKOTO B
rpynara Ha nnaueto, a npecTaBiABaLIMTE HHTEPEC HEXKENAHN ChOHTHA M CEPHO3HE HEXENaHH
CHOHTHA (XHIIEPKATHEMHA, XHITOTOHMA K OL6peyHa aucdyHKINA) ce chobiarar Mo-4ecTo B rpynara
Ha aTHCKHPEH, OTKOAKOTO B (pynarta Ha niaiebo.

Hemenanomen pak Ha koxara: B3 ocHOBA Ha HATHUHHATE JaHHM OT SNMHAEMHOIOTHYHE [IPOYYBAHHA €
HabTI0faBaHa 3aBHCHMA OT KyMYNIaTHBHATA J03a BpE3ka Mexay XXT3 u HMPK. Envo npoyusane
BKJIIOYBA DOMYNALKA, CheTosMIa ce ot 71 533 cimyyan Ha BKK 1 8 629 cmyuan ua CKK, i nomynauus
ot ceoTBeTHO 1 430 833 M 172 462 noaxopawn Koutpony. Bucokara ynorpeba na XXT3
(xymynazusno > 50 000 mg) ¢ cesp3ana ¢ kopurupand OR 1,29 (95% JH: 1,23-1,35) 3a BKK u 3,98
(95% I¥1: 3,68-4,31) 3a CKK. HabnronasaHa € AcHa Bpb3ka KyMYJTaTHEHA 03a-0TrOBOP KaKTo 3a
BKK, Taxa 1 3a CKK. [Ipyro npoyuysaHe noka3ea BB3MOKHa BPB3Ka MEXIY paka Ha ycture (CKK)
excrioznimATa Ha XX T3: 3a 633 cryyan Ha pak Ha ycTHHTe e NoabpaHa nonynaws ot 63 067
NOAXOAALM KOHTPOIIH, KATO Ce M3M0N3RA CTPaTerys 3a BieMaHE Ha NMpo0K, onpeeieHa OT pHCKa,
JleMOHCTpHpaHa e BpB3Ka KyMyJIaTHBHA 103a-0TroBop ¢ Kopurupad OR 2,1 (95% I[I/I' 1,7-2 6)

BHCOKATA xyMynamBHa ;losa (~ 100 000 mg) (Bx. cbio Touka 4.4).

5.2 dDapmaxoxkuHeTHYHH CBOHCTBA
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Dapmaroxunemuxa u Memaboausvm

Pamunpun

Abcopbuus

Cnen nepopanno nprnosenre paMBRnpH ce abeopbupa GBP30 B CTOMALIHO-YPEBHAS TPAKT: MHKOBa
nja3MeHa KOHLEHTPAIH Ha PaMMIPUI CE JOCTHra B PAMKMTE Ha eXMH Yac. B3 ocHoBa Ha
BLE3CTAHOBABAHETO B YPHHATA, CTETICHTa Ha abcopOLus e MoHe 56% W He ce MOBNHMARA 3HAYHMO OT
NPHCHLCTBHETO HA XPaHa B CTOMAIIHO-UPEBHHA TpakT. BHoHammMHoCTTa Ha akTUBHKA MeTabonuT
PaMMIIpHIAT Clle/l NEPOPanHo NMPUNIOKEHHe Ha 2,5 mg M 5 mg pamunpun e 45 %. [THkoBa IUIa3MeHa
KOHLEHTPALMA Ha PAMHNPWIAT, €AHHCTBEHHA aKTHREH METabONHT HA paMHMNPENI ce AocTHra 2-4 vaca
clel npHeMa Ha paMMITpHA. CTallHOHAPHHTE IUTa3MEeHH KOHLISHTPALHH HA PAMHIPHIAT CJIe/l
NPHTaraHe BEAHBLXK AHEBHO Ha oOM4aHHK 103K PAMMIPHII CE NOCTUrAT Clen OKONO YeTHPH JHH
neyeHHe.

Paznpenenenne
CBbp3BaHETO ¢ NNA3MEHHTE IPOTEHHH HA PAMMIIPEUI € OKOJIO 73 %, a TOBa Ha PAMHNPHIAT OKOJIO
56 %.

Buotpanchopmaniisn
Pamnnpﬂ.n [MOYTH HANBKIHO CC MeT360HH3Hpa A0 paMHITPHIIAT, H A0 NHKETOIMHIIEPA3IHHORB £CTED,
JHKCTONHUIICPA3HHOBA KHCEAHWHA, H [NTIOKYPOHKHJHTE HA PAMHATIPHI H PAMHIIPHAAT.

EnumuHupane
EkckpennsTa ha MeTafonutute e npeaumuo GeGpeuna. Ilna3menaTa KOHLEHTPAIMS Ha paMUNPHIAT

Hamanasa 1o nonudasos Hauu. [Topaam Heroroto cwiHo, HackHwawo cesp3sane ¢ ACE H 6aBHoTo
pasgcnane oT eH3HM4, paMunpuiIaT MoKa3ea YABIAKECHA TEPMHHAIHA CIHMHHALIHOHHA d)a:;a [IPH MHOTO
HUCKH MJIa3MeHH KOHLEHTPALIHH.

e MHOTOKPATHO NIPHNIaTaHe Ha J03H PAMHIIPHN, BEAHEK THEBHO, €QEKTHBHHAT ONYKHBOT Ha
pamunpunar e 13-17 4aca 3a 1034 oT 5-10 mg u n0-ABBT 3a NO-HHCKKTE 1038 1,25-2,5 mg. Tasu
pasliuKa € CBbP3aHa ¢ KanaluTeTa 38 HACHILAHE Ha €H3MMa Ype3 CBhP3BAHE ¢ PAMHIMPHITAT.
EnHoxpaTHa nepopanHa fo3a paMHNpPAIT AaBa HEOTKPUBAEMO HUBO HA PAMMIIPII H HETOBHTE
meTabonuty B kbpmarTa. Obaye edeKTHT IPH MHOTOKPATHO TIPUNATAHE € HEM3BECTEH.

[TatmenTty ¢ 6B6peyuHo yRpexaane (Bx. Touka 4.2)

Br6peunara exckpeLs Ha paMHIIPHIIAT € HAMa/ICHA NPH NALMEHTH ¢ HapylieHa 666pedna GynKkImsg,
H OBOpeHHNAT KIMPEHC Ha PAMHITPHIIAT € NIPONOPUHOHAIHO CBLP3aH ¢ KPeaTHHUHOBHSA KJIHPBHC.
Toea poau no NoBMLIEHA T1A3MEHa KOHLIEHTPALMA Ha PAMHIIPHIAT, KOATO HAMAINIABA 10-H6aBHO
OTKOJIKOTO MPH HHAHBUAM ¢ HopManHa 6p6peuna dynkuua.

INanuenTn ¢ yepHoApoOHO yBpexknane (B, TOUka 4.2)

ITpu nanuenTH ¢ HapywieHa YepHOAPoOHa ByHKLEA, MeTabONM3MpaHeTO Ha PAMUIIPHA J10
paMHnpHnar € 3a6aBeHo, Mopaay HaMaleHaTa aKTHBHOCT Ha YePHOJPOGHHTE ecTepasH H IIIa3MEHHTE
HHB2 Ha PAMUIIPHII TIPH TE3H NAIWEHTH Ca NOBHIICHH. [THKORHTE KOHLIEHTPAUMH HA PAMMITPUIIAT IPH
Te3H MalMEHTH, ofaue He ce pasTHYaBaT OT Te3H Hal/IONABAHM MIPH WHIMBHIM ¢ HOPMA/THA
YepHoapobHa GyHKIHA.

XHOPOXNOPOTHAIKA

AGcopbuna
Craen nepopanso npunoxenue okoio 70 % ot xuapoxaopoTrasHaa ce aGeopbHpar oT,

4peBHMA TPakT. [[HKOBA T1a3MeHa KOHHEHTPAUHA HA XHAPOXIOPOTHA3H CE AOCTHT
1,5 no 5 vaca.

Pasnpenenenue \\
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CBBpP3BaHETO ¢ MIA3MEHHTE NPOTEHHH HA XMAPOXNIOpoTHazua € 40 %,

buotpancdopmManus
XHIApOXIOpOTHAZH/ NPETHPIIABA HEZHAYATENIEH YepHOAPoOeH METAGOIHIEM,

Enumunupane

XWApOX/I0pOTHa3HN € eMTMMHHMPA MIOYTH HATBITHO (> 95 %) B HenpoMeHeHa gopma npe3 6bOpewHTe;
50 no 70 % oT enHOKpAaTHa MepOpAITHA 033 Ce ENUMHHHUPAT B PAMKHTE Ha 24 yaca.
EnuMuBanuonHuaT MONyKHBOT € 5 710 6 uaca,

Maunentn ¢ 6s6pevHO yBpexkaane (Bx. Touka 4.2)

brOpeunarta exckpenys Ha XHIPOXIOPOTHA3H] € TIOHHXKEHA NPH TALWEHTH ¢ Hapywena 6b6peuna
GynKuma v 666peuHHa KIMPBHC Ha XHAPOXJIOPOTHA3K/ € CBBP3aH NPONOPLUMOHATHO ¢
KpeaTHHHHOBHA KJIHPBHC. TOBa BOAM N0 MOBHIIEHA NMNTa3MeHA KOHLEHTPALMA Ha XHAPOXJIOPOTHA3HI,
KOATO Hamanaea no-6aBHO, OTKONKOTO NPH HHAMBIAK ¢ HopMaiHa Ob6peuna gyHKLms.

TNanmenT ¢ YepHopobHO yBpexkaane (Bik. TouKa 4.2)

IIpu naumenTH ¢ yepnoapobHa unposa GapMakoOKMHETHKATA HA XMAPOXIOPOTHA3H]L HE Ce IPOMEHS
3HauMmo. (DapMaKOKHHETHKATA HA XWAPOXIOPOTHA3K HE € MPOYUBAHA MPH NIALMEHTH ChC ChpIeyHa
HEAOCTATHYHOCT.

PaMHIIpHI B XMAPOXNOPOTHASH
EaxoBpeMeHHOTO NpHIArade Ha pAMUNPII K XMADPOXIOPOTHAZH] HE 3acAra TAXHaTa GHOHANHYHOCT.

KoMOrHupaHUAT NPOAYKT MOXE a ce cuMTa KaTo GHOEKBMBANIEHTEH HA TIPOAYKTUTE, CHABPIKAILM
OTAETHUTE KOMIIOHSHTH.

53 IlpeaxaauAvHH JAHHH 33 GezomacHOCT

I[Ip1 m1bX0BE W MUMIKA KOMOHHALMATA OT PAMMIPHI B XMAPOXTIOPOTHAZH] HAMA OCTPa TOKCHYHOCT
Ao 10 000 mg/kg. IIpoy4panusaTa NMPH MHOTOKPATHO NpHIIaraHe, NPOBEASHH NPH IIBXOBE H MAMYHH,
NOKA3BAT CAMO HapyLUEHHA B eleKTpolnuTHAR GanaHc.

He ca mpoBexxnann npoyuBaHHa 3a MYTAréHHOCT H KapIHHOMEHHOCT ¢ KOMOHHALIMATA, KATO
[pOYYBAHHATA ¢ OT/IC/IHHTE KOMIIOHEHTH HE NOKA3BaT PHCK.

PenponykTuBHH npoy4YBaHUA NpH IUTLXOBE M 3alilli MOKa3BaT, Y€ KOMOMHALMATA € JOHAKEE No-
TOKCHYHA OT CAMOCTOATENIHHTE KOMITOHEHTH, HO HHTO €HO OT NIPOY4BaHMATA HE MOKA3Ba
TepaToreHeH eekT Ha KOMOMHALIMATA,

6. OAPMAIIEBTHYHHA JAHHHN
6.1 CnHeLK HA IOMOIMHHATE BEIIeCTBA
Tabnerku 5 mg/25 mg

XHIIPOMENo3a

NpeXETAaTHHU3UPAHO HAPEBUYHO HHINECTE
MHKPOKPHCTAIHA LETYI103a

HaTpHEB CTeapHIdyMapar

6.2 HecLBMecTEMOCTH

Henpunoxumo.

6.3 Cpox na roguocr

3 roanuu.
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6.4 CnenuajiHn yc/I0OBHA HA ChXpaHeHHE
To3H NexapcTBeH MPOIYKT HE HIHCKBA CMIEUHAIHH YC/IOBHSA 3a ChXPaHEHHE.
6.5 J{agHM 33 ONAKOBKATA

5 mg/25 mg: onakosxu ot 10, 14, 18, 20, 28, 30, 45, 50, 56, 98, 99, 100, 300, 320 Tabnetkn 8 PVC/alu
6nucrepu

He Bcuuky BHIOBE OMAKOBKK MOTAT Aa ObJaT NycHaTH B npofaxda.

6.6 CpoennanHu npeANa3HH MEPKH NPH HIXBLPIAARE

HeM3nonspaHHAT nexapCTBEH NPOAYKT WIH OTNaTbyHHTE MaTepHATH OT Hero Tpabea aa ce
HM3XBBPIAT B CHOTBETCTBHE ¢ MECTHHTE H3UCKBAHHA.

7 IMPHTEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA

CAHOQ®HU FBJITAPHA EOOA

Gya. ,.lapurpancko moce™ 90

rp. Copua 1784
brarapus

8. HOMEPA HA PASPENIEHHATA 3A YITIOTPEBA
20030628

9. JATA HA ITBPBO PA3BPEINTABAHE/ MOJHOBABAHE HA PAZPEINIEHHETO 3A
YOOTPEBA

Jata Ha mepro paspewasane: 07.10. 2003r.
ITonHoBABaHe Ha pa3zpeIcHHeTO 3a ynotpeba:.05.10.2016 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA
18.03.2019 .
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