KPATKA XAPAKTEPUCTUKA HA TIPOIYKTA
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1. HUME HA JEKAPCTBEHUA ITPOAYKT

6%%’ 31 m zazs

Jlesodnokcaunn Exodapm 500 mg duamupanu tabnerku S,
Levofloxacin Ecopharm 500 mg film-coated tablets

2. KAYECTBEH 1 KOJIMYECTBEH CHCTAB

Beska tabnerka cpappka 500 mg nesodokcauun (levofloxacin), xato neBodhaoKcaunH XeMUXUIPAT.

3a MBbJIHHA CIIMCHK HA NOMOLLHHWTE BELIECTBA BUXTE ToUka 6.1.

3. JEKAPCTBEHA ®OPMA
®dunmupana Tabnerka

KepeMuacHo ucpBcHH, NPOABAroBaTH, GUIMUpaHu TabICTKY, PABUPAHHM C AEHTEHA YEPTa OT JIBETE
cTpaly, pazfenswma ,.8” v ,,3” OT efiHaTa cTpaHa.

Tabuierkara moxe j1a Obae pasaeneHa Ha 1B€ paBHU I03H.

4. K/IMHNWYHU JAHHHN
4.1 TepaneBTHYHH NOKA3ZAHUA

JleotnokcalyH € Noka3aH NPy Bb3PACTHH 3a JieUeHHe Ha ClieaHNnTe HHbeKumy (BK. Touku 4.4 1 5.1);
- OCTBbP MHENOHEPPUT U YCIIOKHEHH UHDEKLIUHY Ha MUKOYHKUTE MMbTHLIA (BK. TOuKa 4.4);

- XpOHHYEH OaKTepUaneH MpPOCTATHT;

- WHXAJIA[MOHEH aHTpaKc: NMPOoPUIaKTHKA clie/l eKCMO3ULUS U JieueHue (BXK. Touka 4.4).

I[Tpu cnennute nudexuun Jlerodnokcauud Exodapm TpsabBa na ce uanonsea camo, KOraro ce cyura 3a
Hermoaxosla ynorpebara Ha Apyrv aHTHOAKTEpHAIHH CPEACTBA, KOUTO OOUYAaHHO Ce Mpenopb4YBatT
3a Jle4eHHe Ha Te3H UH(EKLHH:

- IIHEBMOHHS, TpUaoOUTa B 0OLIECTBOTO;

- oCTbp GaKTepHaieH CHHYUT;

- ocTpa ex3auepdaLust Ha XpoHHYHA oOCTpyKTUBHA OenoapobHa GonecT, BKIIOYUTETHO GPOHXHT;,
- HEYCIIOXHEH LUCTHUT (BXK. Touka 4.4);

- YCIOXKHEHH MHOEKLMH Ha KOXKaTa H MEKUTE ThKaHH.

JlesodioKkcalliH MOXe CHLIO /1a e U3M0/3Ba 32 3aBbPLUBAHE HA KypCa Ha JIEYUSHHE NPU MALIUEHTH,
nokasanu nogodpeHue nNpyu Ha4aIHo JIeUEHHE C HHTPaBeHO3€H JIeBO(IIOKCALIUH.

Tpsb6sa na ce uma npeaBua oHULMATHOTO PHKOBOACTBO 3a MOAXOAALLO U3MOJI3BaHE HA
aHTUOaKTepUallHH CPE/ICTRA.

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

EO?;I/IQOBKa

JleBodnokcauuH TabneTKy ce Npuaarat BeAHBK WK 1Ba MbTH AHEBHO. J1o3Hp

M TEKECTTA HAa MH(EKLMSATA U OT YyBCTBUTEIHOCTTA Ha MPEAoaraeMus nato
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NALKEHTH, KOUTO €a MOKA3alv NoA0OpEeHHe NPU HAYATHO JIeUeHHE C HHTPABEHO rﬁﬂéaoﬂmomaum}; f




nopajay OHOEKBHUBAIEHTHOCTTA Ha MapeHTepaiHaTa 1 nepopanHara GopMa, MOXKe 1a ce npunara

chllaTa no3a.

Morat aa 6b1aT nafeHy clieHUTe NPernopbKH 3a N03HpaHe Ha NeBOGIOKCALMH:
Lozuposka npu RAUUEH ¢ ROPMAITHA ObOpeyHd (DYHKUWS (Kpeamununos Kuupsre =50 ml/min)

Tlokazanne

JAHeBHA 1030Ba cXeMa
(cnopeo mescecmma)

Ipoab/KHTEJIHOCT HA
JIeYeHHEeTO
(cnoped medicecmma)

OcTbp DakTepuaneH CHHYHT 500 mg BenHDbIK JHEBHO 10 - 14 oHun
bakrepuanHo obocTpsiHe Ha 500 mg BeaHDBXK JHEBHO 7-10 nau
XpOHHYHA OOCTPYKTHBHA
6enoapobHa Gonect BKIIL.
OpOHXHT
ITheBmoHus, npuaobuTa B 500 mg BeaHbx unu ABa bt | 7 - 14 gHM
00111eCTBOTO JHEBHO
Octbp nuenoxedpur 500 mg BeAHBK THEBHO 7-10 nan
VcnoxneHu nHekuy Ha 500 mg BeHDBK JHEBHO 7—14 gan
YPHUHAPHHS TPAKT
HeycnoxHeH LUCTUT 250 mg BeAHDBK JHEBHO 3 aHu
XpoHuueH OakTepuaieH 500 mg BeaAHBK AHEBHO 28 nHu
MNOCTATHT
VcnoxHCHH HHDCKUMH Ha 500 mg BeaHDBK MK ABa ['LTH 7 - 14 yun
KOKaTa U MEKHUTE ThKaHU IHEBHO
AHTpaKc npu BAUIIBaAHE 500 mg BenHBX AHEBHO 8 ceamunu
Hapyiuena ovopeuna dvnryus (Kpeamununos Kaupwsre <30 ml/min)
Jlo3oBa cxemMa
250 mg/24 h 500 mg/24 h 500 mg/12 h
KpeartunuHos ITvpsa ooza: 250 mg ITvpsa 0oza: 500 mg ITvpsa oo3a: 500 mg
KJIHPBHC
50-20 ml/min Cneo mosa: Cneo mosa: Cneo mosa:
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 ml/min Cneo mosa: Cneo mosa: Cneo mosa:
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml/min
(BKJIFOUHUTEHO Creo mosa: Cneo mosa: Cneo mosa:
XEeMOJHau3a u 125 mg/48 h 125 mg/24 h 125 mg/12 h
HAIT'

'He ce Hanarat nOMbIHUTENHHM 03U CE XEMONMANN3A WK HENpekbCHATa aMByIaTopHa
neputoHeanHa auanusza (HATLI).

Hapyuena vepnodpoond dvuriiist

He ce Hanara xopekuMs Ha fo3aTa, ThH Kato jeBodaokcalMH He ce MeTabonu3upa B 3HaYUMa CTeneH
OT UepHHs Apod U ce eKCKpeTHpa OCHOBHO 4pe3 Ob0peunTe.

Cm UPUCCKUA 6B3PUCTH

He ce Hanara kopekuusi Ha 103aTa Mpy NalMeHTH B CTapiecka Bb3PacT, OCBEH aKO He C”bI_U,eCTByBaT
JaHHH 3a HapyuleHa 6b0peuna pyHkuus (BX. Touka 4.4 , TeHIUHUT U pYNTYpH Ha cyxoxcunmna u
»YabmkaBane Ha QT uHTepBana“).

HUUH&TH.’DH‘HH! RONVAAUUA

JleBoiokcaliMH € NpOTHBONOKA3aH MpH AcLa ¢ FOHOIIM (BXK. TouKa 4.3).

HauuH Ha npuiokeHue




JleBodnokcauuH Tabnetku TpsAOBa 1a ce norTbluaT 6e3 Aa Ce pa3TPoIIaBaT ¢ JOCTAThYHO KOJAMYECTBO
TeYHOCT. Morar z1a ce pa3fensT no JefqTeNHara yepTa 3a ajantyapaHe Ha go3ata. Tabnerkure moraT
Ja ce NpHeMar 110 BpeMe Ha XpaHEeHe WM Mexay XpaHeHusTa. JleBodiokcaluy TabneTky TpsidBa aa
ce NMpHEeMaT [TOHE 1Ba Yaca NPEAH UM Ciel] MPUIIOKEHUETO Ha XKeJIe3HH COJY, LIMHKOBH COJIH,
MarHe3ui- Wik alyMUHUH-CbABPKALIM AHTUAUMAN WM JUNAHO3HH (CaMo KOMOUHAYUY HA OUOAHO3UH
C QIYMUHUI- WIU MA2He3Uull-CObpIcaju Oygepupawu cpedcmea), u cykpaigam, Tl KaTo MOXKe Na
HAcTBNH HamassiBaHe Ha abcopbuusaTa Ha nesodokcalliH (BK. Touka 4.5).

4.3 IlpornBomokazanus

JleBodokcaluH TabieTky He TpaOBa Aa ce npuarar:

- NpH CBPbXUYBCTBUTEITHOCT KbM aKTHBHOTO BELUECTBO, JPYTH XUHOIOHH, HITH KbM HAKOE OT
TIOMOLIJHUTE BELUECTRA, H30pOEHH B TOuKa 6.1;

- [pH MaLUHEHTH C eMUIIETICHS;

- NpH MaLMEHTH C aHAMHe3a 32 HApYLLIEeHHs Ha CyXOXKHITHATA, CBBP3aHH C MPUIIOKEHUE Ha
Ny OpPOXUHONOHW;

- TpY [ela u FOHOILIH;

- 10 BpeMe Ha OPeMEeHHOCT;

- Mo BpemMe Ha KhpMerie.

4.4 CHocuHaJHH NpeIynpexIeHHd H NPeANa3HH MePKH IpH ynorpeda

Vnotpcebara Ha neBodiokcanyH TpsAOBa Ja ce H30Arsa npy NaLMEHTH, KOUTO Ca HMalli CEPUO3HH
HEXKEJIaHW PeaKHH B MUHAJIOTO NpH ynoTpeba Ha NpoAyKTH, ChIbPKALLH XHHONIOHH WITH
dryopoxuHosioHH (Bx. Touka 4.8). JledueHHeTo Ha Te3M MaLMEHTH C JIeBOGNOKCALIMH TpaOBa 1a ce
3a104Ba Camo NpH JUICa Ha AJITEPHATUBHU BB3MOXKHOCTH 32 JieUeHHe U clie/l BHUMATEIHA OLIEHKA Ha
CBOTHOLIEHUETO NoN3a/puck (Bxk. ChLIO Touka 4.3).

Puck om pesucnenmuocm

MHoOro BEpOSTHO € METULIWIMH-PE3UCTEHTHH S. aureus na AMaT KOPE3UCTEHTHOCT KbM
(TyOpOXHHOJIOHH, BKIIIOYHTENHO JieBoduokcaluH. [lopaau ToBa neBodokcaluH He ce npenopbyBa
3a JIEYEHHETO Ha M3BECTHH WY nofo3upany nHbexmu ¢ MRSA, ocBeH ako naGopaTtopHu pe3yiTaTi
MOTBBPAAT YyBCTBUTETHOCT HA MUKPOOPraHu3Ma CrpsiMo JieBoGuIOKCalluH (M NpenopbYBaHUTe
0OMKHOBEHO aHTUOAKTEpHAIHH CPe/ICTBA 3a JieueHue Ha HHOpeku ¢ MRSA ca cuerenu 3a
HEeNOAXOAALIH).

JleBodnoxcalliH MOXe [ja ce Mpuiiara 3a JieueHue Ha OCTbp OaKTEpHAICH CHHYHT H 0DOCTPSIHE Ha
XPOHHUYEH OPOHXHT, KOraTo Te3H HHAEKLUN ca NPaBUIHO JHarHOCTULIMPAHH.

PesucrentHOCTTA cnipsAMo ¢JIyOpOXHHOOHK Ha E. coli — Hali-4ecTHs naToreH, CBbp3ad ¢ HHOEKIUu
Ha ypvHapHHUA TpakT — Bapupa B EBponeiickus cbio3. [Ipeanucrainure TpaOBa na B3eMaT npeaBua
JIOKaNnHo npeodiaaasaliaTa pe3UCTEHTHOCT cripamMo ¢yopoxuHononu npu E. Coli.

Antpakc npu BamBane: [IpunokeHueTo npyu xopa ce OCHOBaBa Ha JAHHH 3a UyBCTBUTEJIHOCTTA iN
vitro Ha Bacillus anthracis v Ha eKCiepUMEHTAIHY JAaHHH NPU )KUBOTHH, 3a€JHO C OTPAHWYEHH TaHHU
npu xopa. Jlekysalure nekapy TpsbBa fa ce pedeprupar KbM HALMOHATTHUTE W/WIM MEXIyHapOIHH
KOHCEHCYCHH JIOKYMEHTH OTHOCHO JICYEHHUETO Ha aHTpaKc.

Ipoovaoscumenny, un6aIUOUZUPANN U NOMEHYUATHO HEOOPAMUMY CCPUOTHU HEIHCCAAHU ACKAPCINECHU
peaxyuy

CpobLiaBa ce 3a MHOTO peKy Cily4au Ha MPOIb/DKUTEHH (MPOIb/OKABAILLKA MECELH HIT
UHBAIHAM3HPALUM Y IOTEHLHATHO HeOOpaTUMH CEPUO3HU HeXKellaHHU JIEKAPCTBEHH PE
3acArally pa3jiM4HM, NOHIKOra MHOIO CUCTEMH B OpraHu3Ma (MyCKyJHO-CKeJIETHa,
IICHXMKA U CETUBHM OPraHu) Npu NMauUeHTH, [0TyHaBallid XUHOJIOHH U (1yOopoOXHH
HE3aBHCHMMO OT TSIXHATa Bb3PAcT U BEUE ChLIECTBYBalMTE pUCKOBH dakTopu. Jlero
Aa ce crnpe He3abaBHO NpU MbPBUTE MPU3HALIM UK CUMIITOMH Ha BCSIKA CEpPUO3HA HE
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KaTo NaunuCHTUTE TpH6Ba [a Cc€ NOCHBETBAT Aa C€ CBBPKAT C TEXHUA JIEKap, npeanucan JICKapCTBOTO,
34 CbBECT.

Tenounum u PUEKBCGANE Hd CYXONCHTLHE

TenauHnT 1 pa3kbeBaHe Ha CyXOXKHKe (MO-CIELHATHO aXHIIECOBO CYXOXKuIIMe, HO Oe3 aa ce
OrpaHM4aBa caMmo [0 HEro), IOHSAKOra ABYCTPAHHO, MOXKE /a CE MOJyuH OLle B pamkuTe Ha 48 uaca or
3an04BaHe Ha JICYEHHETO C XUHOJIOHU U BITyOPOXHHOJIOHH, KaTO UMa ChOOLIEHHUS 3a TAKMBA, Pa3BUITH
Ce JIOpH 10 HAKOJIKO MeceLia clie] peKpaTsABaHe Ha JIeUeHHETO. PUCKBT OT TEHAMHHT U pa3KbCBaHe Ha
CYXOXXHJIME C€ MOBHUILABA MPH M10-Bb3PACTHH MALMEHTH, MALHUEHTH ¢ OBOpEUHO YBpeKaaHe, MalHeHTH
C TPAHCIIJIAHTHPAH COJIMAEH OpraH, NalKWeHTH, Nody4daBaiyy AHeBHH 1034 o 1000 mg
1eBodIOKCALUMH U TAKWBA, N€KYyBaHH ChITLTCTBALLO ¢ KopTUKOcTepouau. [1o Tazn npuunna
CBITBTCTBALLATA YIOTpeba Ha KOPTUKOCTEPOUAH TpsiOBa na ce u30sraa.

ITpu nbpBUs NpU3HaK HAa TEHAXHUT (Harp. O0JIE3HEHO NOJyBaHe, BH3MAICHHUE), ICYEHHETO C
nesodokcalvH TpsOBa Ja ce npekpaTH 1 fa ce OOMUCIH ATEPHATHBHO JIEYEeHHE. 3aCerHaTHAT(Te)
kpaiinuk(uH) Tpss6Ba na 6bAe(ar) JekyBaH(1) MO NOAXOAALL HAYHH (Hamp. 06e3ABHKBAHE).

Hc Tpsa6Ba na cc 1M3non3BaT KOPTHKOCTCPOUIH, AKO CC TOSBAT MPH3HALM HA TEHAWHOMATHS.

Muornonyc

Crobumapany ca cityyay Ha MHOKIOHYC MPH NALMCHTH, NpHeMaLiy JicBodokcatkH (BXx. Touka 4.8).
Puckrs1 o1 MMOKIOHYC Ce NOBULIABA NPH MO-Bb3PACTHU NALMEHTH M TIPH NaliueHTH ¢ 6LOpedHo
YBpeXKIaHe, aKko 103aTa Ha JIEROMIIOKCAIIMH HE CC KOPHTHPA CIIOPC KPCATHHHHOBHS KIHPBHC.
Jlesodnokcaryn TpaORra fia ce MpekpaTy He3a0aBHO NPH MBPBATA MOSBA Ha MHOKJIOHYC U 1A ce
3anouile NoAXoAAIO JIEYEHHE.

3avoansanws. cewpzanu ¢ Clostridium difficile

[Muapus, ocobeHo ako e Texka, NPOABIDKUTENHA W/ WM KbPBaBa, M0 BpeMe Ha UM Cel JIEYSHHE C
nepodokcalH (BITIOUHTETHO HAKOIKO CEAMHULH Cliell JISYEHUETO), MOXke 1a Oblie CUMNTOMaTH4Ha
3a 3abonsBaHe, cBbp3aHo ¢ Clostridium difficile (CDAD). CDAD moske na Bapupa 10 TEXECT OT JIEKO
JI0 )XMBOTO3aCTpallaBallo, Hal-Texkara GopmMa Ha KOETO € NCeBIOMeMOPaHO3eH KOJHT (BXK. TOUYKA
4.8). ETo 3a10 € BaxKHO a ce B3eMe NpeaBu/ Ta3H AUarHo3a npH NalMeHTH, KOUTO pa3BUBAT TEXKKA
AWapus 10 BpeMe Ha WY CJlefl JICUEHHE ¢ JIEBOGIIOKCALIMH. AKO UMa ChMHEHHUE WIH C€ MOTBbPAU
CDAD, nesodnokcauus TpsaOBa 1a ce cripe He3a0aBHO M BE[HAra Ja Ce 3ao4yHe MOAXOIALIO JEUeHHUE.
JlekapcTBeHHM NPOAYKTH, MOATHUCKAIIM MEPUCTAITHKATA Ca NPOTHBONOKA3aHH IPH Ta3H KJIMHHYHA
CUTYyauusl.

HHI{HGHN??J. nper)pu3rro;m.m‘em: Kb npmm(}mm

XUHOJIOHUTE MOraT [ja CHIDKAT [ipara Ha MpUagbLi U MOTaT [a NpeAW3BUKAT NPHNAAbK.
JleBodokcalliH € MPOTHBOIIOKA3aH MPU MaUMEeHTH C aHaMHe3a 3a ermwierncus (BX. Touka 4.3) U KakTo
NpY ApyruTe XUHOJIOHH, TpAOBa /1a ce mpuiara ¢ MOBULIEHO BHUMAHKUE MPH NALKUEHTH,
NpeApasnoioKEHU KbM MPHUNAaAbLKM UK HA ChITBTCTBALLO JEUSHUE C AKTHBHU BEILIECTBA, KOUTO
CHIKaBaT LiepebpasiHys npar Ha npunagbLy, KaTo TeounuH (Bx. Touka 4.5). B ciyyaii Ha
KOHBYJICUBHU NpUNaabLy (BxkK. Touka 4.8), neueHuero ¢ nesodiokcalitd TpsabBa a ce npekparu.

Hayuenmu ¢ oechunyum na 2noko30-6-thocdham dexudpozenaza

[TauMeHTH ¢ 1aTeHTEH UM U3BEH Ae(deKT Ha TK030-6-hocdat n1exuaporeHa3HaTa akTHBHOCT,
MOTaT /1a MPOABAT CKJIOHHOCT KbM XEMOJIUTHYHH PEaKLIMH, KOTraTo ca JIeKyBaHH C XMHONOHOBH
aHTubakTepuainu cpexacrea. [lopanu Tora, ako neBodoKcalMH Ce U3MON3BA NPU TAKUBA MALlUEHTH,
TpsabBa Aa ce cilefiy 3a eBeHTYyallHa M0sBa Ha XeMOJH3a.

lHayuenmu ¢ 6x0peyHu Vepecoanus
Twit kaTo NeBodioKcalMH ce eKcKpeTUpa OCHOBHO Ype3 6b0peunTe, 103aTa TpOBa aa
ObAe KopHrupaHa npy NaLMeHTH ¢ ObOpeuHo yBpexnaHe (Bx. Touka 4.2).

Pearyuu na cepvxuyvecmeuneanocm
JleBodiokcalliH MOXe Ja MPHYUHY CEPHO3HU, MOTEHLMANHO (aTaHK Peakuyii Ha
CBPBbXYYBCTBUTEJIHOCT (T.€. AaHTHOEAEM 10 aHA()UNAKTHYEH LIOK), TOHAKOra Moc/1e1B




no3a (Bx. Touka 4.8). [lauuenTture TpsAOBa Aa npekpaTaT NedeHHeTo He3abaBHO U [1a Ce CBBbPKAT C
TEXHUS JIEKap WJIH C JIeKap OT CMeLIHa OMOLL, KOWTO 1a MHULIMUPa MOAXOASLIH CIEIIHN AeHCTBHU.

TescKU KONCHU HENCENAaHTL peari

Texxn koxxHu Hexenanu peakuud (SCARs), BktouBaLu TokcuuHa envaepManiia Hekposusa (TEN:
M3BECTHA olule KaTto cuHApoM Ha Lyell), cunapom Ha Stevens Johnson (SJS) u nekapcTeena peakuus ¢
eosnHodunua v cuctemHu cumntoMu (DRESS), kouto Morke na ca sxxuBoTO3acTpallaBaiiy Wiy ¢
JIETAJIEH U3X0[, ce ChbobLIaBaT BbB Bpb3Ka ¢ ynorpebara Ha neBodrokcaluH (Bx. Touka 4.8). [Ipu
MPEONUCBAHETO HA JIEKApCTBEHMS MPOAYKT MalueHTUTe TpsOBa fa 6baaT uHdOpMUpaHu 3a
NPU3HALMTE U CUMITTOMUTE HA TEXKH KOXHH peakuuy U na ObaaT HabnrofaraHy ¢ NOBHUIEHO
BHMMaHHe. AKO c€ NMOSABAT MPU3HALIK U CUMATOMH, NOKA3aTeHHU 32 Te3U peakiyH, NPUIOKESHHETO Ha
neBodiokcalurH TpsAOBa He3a0aBHO Jja ce NpeyCTaHOBH U Aa e OOMUCITH AlTEPHATHBHO JieyeHHe. AKO
HAUMEHTHT € Pa3BUJI cepro3Ha peakuus, kato Hanpumep SJS, TEN unu DRESS npu ynotpebara Ha
AeBo(IOKCALIMH, JIeueHHe C 1eBOGIIOKCaLUH He TPSOBa a ce 3anouBa OTHOBO [PH TO3H NMaLHEHT.

Lucenuxemun

KaxTo npu BCHUKM XMHOJI0HH, ca ChOOLaBaHH HapyllIeHUsl B KPBBHATA 3aXap, BKIIFOYBAIIM KAKTO
XMIOTJIMKEMUS TaKa U XUIEPrJIMKeMHUs, Bb3HHKBAILHK [T0-4€CTO MPH IalHEHTH B CTApYECKa Bb3PAcT,
OGMKHOBEHO NPH MALHUEHTH ¢ J1abeT, NpUeMally ChIIbTCTBALIO JeYEHHE C MEPOPATHO
XMITOTJIMKEMUYHO CPeACTBO (Harp. MUOEHK1aMHUA) Wik ¢ HHCYJIMH. ChoOLIaBaHH ca Clly4Yau Ha
XMIONIMKeMu4Ha koma. [1py nauuenTy ¢ quaber ce mpenopbyBa BHUMATEHO NPOCAEAsIBaHe HA
KpbBHaTa 3axap (Bx. Touka 4.8).

JleyeHuero c neBodokcaluH TpabBa Aa ce cnpe He3abaBHO, aKO MALMEHTHT ChOOLIM 32 HAPYLIEHHS
Ha KpbBHATa 3axap U TpsA0Ba a ce MMa Npe/IBU alITepHATHBHA aHTUDAKTEpHATHA TEPAHS C

He Ty OPOXHUHOJIOHH.

[peonaseane om ghomovyvecmeumennocm

IMpu nepodutokcalyH e crobimaBana GOToHyBCTBUTENHOCT (BXK. Touka 4.8). [Ipenopbusa ce
NalLMEHTHTE [1a HE CE€ M3JIaraT U3/IMLUHO HA CHIIHA CTbHYEBA CBETJIMHA WM Ha u3kycTBeHd UV bun
(Hanp. KBapLIOBa JlaMMa, COSTapHyM) IO BpeMe Ha JieueHUeTo U 48 yaca ciien IpeKpaTsBaHeTo My, C
ues npeanasBaHe oT GOTOYYBCTBHTEHOCT.

Hayuennu, aexyveany ¢ sumaniun K anmazonucmu

[Topagu BBb3MOXKHOTO MOBHLIaBaHe Ha KoarynauuoHuTe TectoBe (PT/INR) v/miu kbpBeHe npu
NaLHEeHTH, JIEKYBaHH C JIeBoduIOKcaliMH B koMOuHams ¢ ButamuH K aHTaronucty (Harp. Bapdaput),
€ HeoOXOAMMO NPOCIEAABaHe HA KOAaryTallMOHHUTE TECTOBE, KOTaTo TE3H JIEKAPCTBA Ca MPUJIaraHK
€HOBPEMEHHO (BHX Touka 4.5).

Hcuxuynu peaxyuu

Cpob1aBanH ca MICHXHYHU PEAKLUH [IPH MALHEHTH, IPUEMalld XHHOMOHH, BKJTIOUHTETHO
JeBodokcalMH. B MHOro peaku ciyyau ca nporpecupaiu A0 CYHLIMIHU MUCITH U
€amo3acTpallaBallo MOBEACHHE, IOHAKOra caMo ciiel €AMHUYHA 1032 NeBodIokcalMH (BK. TOUKa
4.8). B ciyuaii ue nauMeHTHT pa3BHe T€3U peakLuH, NpHeMbT Ha JieBodiokcauuH TpsadBa aa ce
npexpary He3abaBHO, P IbPBHU [IPU3HALKM H CUMTOMH Ha T€3W peakiLUH, U NaLHEeHTHT TpAOBa 1a
6b/ie MOCHBETBaH a C€ CBBPIKE C MpefNCBaLIMs Jiekap 3a cbBeT. TpsabBa qa ce oOMucn
aNTepHaTHBHA He(ITypOXMHONIOHOBA aHTHOAKTEPHATHA TEPAITUS M Aa Ce MPUI0XKAT MOAXOIALLH
mepku. [Ipenopbysa ce NOBUILIEHO BHUMAHKE, aKo J€BOGIIOKCALIHH Ce MpHara Mpu NCHXOTHUHH
NaUWEeHTH WK PU MAaLKMEeHTH C aHaMHe3a 3a [ICHXOTUYHO 3abonsaBaHe.

Yovaacasarne na OT unmepeaina
Heobxonumo e noBuieHo BHUMaHKHe, KOFaTo (JIyOPOXHHONOHH, BKITKOUHTENHO JeBO(IOKS

(namp. xknac 1A u Il aHTHApUTMULY, TPUUMKIIMYHH aHTHAENPECAHTH, MAKPOJ
aHTUNCUXOTHLIH);




- HEKOPHI'MpaH eNEKTPONUTEH AucOanaHe (Hanp. XMIOKATHEMHMS, XUIIOMarHe3neMus );

- cbpaeqHo 3abossBane (Hanp. ChpAe4YHa HEAOCTATbYHOCT, MH(APKT HAa MUOKAp/a,
Opagukapaus).

[MaumenTHTe B cTapuecka Bb3pacT U KEHHTE Morat fa 6baaT no-4yBCTBUTEHH CIPSIMO JIEKAPCTBa,

yawsmxasay QTc. [Topagu ToBa e He0OX0AMMO MOBUIIEHO BHUMAHKE, KOTATO NPH TE3H MOMYIAIUH

ce npuiarat ¢uIyOpoXHHOJIOHH, BKIIOYHTEIHO fieBodaokcaluH. (Bx. Touku 4.2 Ilayuenmu 6

cmapuecka gv3pacm, 4.5, 4.8 n 4.9).

Hepudbepna nesponanis

CpoOluasa ce 3a Cly4aun Ha CEH30pHa UM CEH30MOTOPHA MOJHMHEBPOTIATHS, BOCLIH [0 NapecTe3nH,
XMIOECTE3Hs, AUZECTE3US WK CaboCT MPY MaUUeHTH, NPUeMally XMHOJIOHH H QJIyOpPOXHHOJIOHH.
[MTaumenTHTe, KOUTO MpHEMaT JieBOodIOKCALIMH, TPIOBa Aa ObOAT NOCHBETBaHHM Oa HHPOpPMUpAT CBOS
JieKap, Npelid Aa MpoAb/KAT JISUEHUETO, aKo CE MOsIBAT CUMNTOMH Ha HEBpomaTHs, kaTo OoJika,
ycelluaHe 3a MapeHe, MpaByuKaHe, M3TpbIIBaHe WK c1abocCT, 3a 1a ce MpeIoTBPaTH pa3BUTUETO Ha
NOTEHLMATHO HeoOpaTuMo 3abossBaHe (BX.Touka 4.8).

NXenamoodwiuapuu napyuenus

CpobiapaHy ca cyyau Ha HCpHOAPOOHA HeKpo3a 10 darajiHa YepHOAPOOHA HEJOCTATBUHOCT NIPH
neBOQJIOKCALIMH, MPEAMMHO MPH [TAUMEHTH C TEXKH NoAJIeXaLM 3a601sBaHus, Hamp. cencuc (BX.
Touka 4.8). [Naunenture TpaORa na HGHIAT CHRETRAHMW JIa CNIPAT NEYEHHUETO U /1A ce CRRIKAT ¢ Nekaps
CH, 4KO Pa3BMAT MpU3HALM M CUMIITOMH Ha YepHOApobHO 3a60NABaHE KATO AHOPEKCHA, JKBITEHHLIA,
ThMHA YPHHA, ChPOEXK HIIH OONE3HEH KOPEeM.

Ooocmpste Ha MUACIEHUS 2PABHC

DnyopOXHHOJIIOHUTE, BKJIIOUUTEHO JIEBOQIIOKCALIMH, UMAT HEBPOMYCKYJTHO OlIOKMpaLuo aeicTBHE U
Morart fa o60CTpAT MyCKyJHaTa caboCcT pY NaLMEeHTH C MUACTEHHS rpaBuc. [IoCTMApKETHHIOBH
CEPHO3HHU HEXeJlaHW JIeKapCTBEHH PEaKLIMH, BKIIOUBAILK CMBPT U HEOOXOAUMOCT OT MOJUIbPIKaHe Ha
JMILIAHETO, ca choOLIABaHU NTPU (JTyOPOXHHOJOHH, H3MOI3BAHHU MPH MALMEHTH C MHACTEHHS TPABHUC.
JlesodiokcalyH He ce MpenopbuBa MNpH NALWEHTH C aHAMHE3a 32 MHACTEHUS TPaBUC.

3pumennu napywenus
Axo 3peHureTo 6bae yBpeIeHO UM Bb3HUKHAT HAKAaKBH eeKTH BbpXY ouMTe, He3abaBHO TpsAOBa Aa ce
NPOBEE KOHCYJITALUs ¢ OYeH cnenranucT (Bx. Touku 4.7 u 4.8).

Cynepunexyus

[Tprnoxenuero Ha 1eBOoGIOKCALUH, OCOOEHO MPOABIKUTETHOTO, MOXE 1a JOBEAE 10 CBPBHX PacTex
Ha HEYYBCTBUTEJIHU MUKpoOpraHu3Mu. Tpsabsa na ce npeanpdeMaT NOAXOASAIUH MEPKH, aKO HACTHITH
cynepuHdeKLMs MO BpeMe Ha Teparnusra.

Hpomenu 6 nabopanmoptume u3Cred8anus

ITpu nauuenTy, nexyBasu ¢ 1eBoGIIOKCALMH, YCTAHOBIBAHETO HA OMWATU B YPHUHATA MOXKE J1a fafe
GbaniUBO NONOKHUTENTHH pe3yaTaTH. Moske fa € HeOOX0AUMO J1a Ce MIOTBBPAM TIOJIOKHTEHHS
pe3yJITaT 3a ONUATH C No-cneLudUUIeH METOA.

JleBodnokcalH MOXKe Aa MOTUCHE pacTexa Ha Mycobacterium tuberculosis W nopagu ToBa, MOXe 1a
nane GanurBO OTPULATENHH Pe3yNTaTH Npu GaKTepHUONOruvHaTa AMardo3a Ha TyGepKkoosa.

HU(}'HHI{.’H PUCK OIN gHeepzMAa U (}HU{:'?\'UHIU{ H QOpmania i DB«"]’D{.’IH??UI[!Uf.-’r.."f{.’f)GL'HI(.HH?JUh‘()('?” Hd
CbpOeyHUume Kiany
EnuneMuonoruyHuTe Npoy4yBaHus NMOKa3BaT MOBUIIEH PUCK OT aHEBPHU3MA M JHCEKAIIHs Ha

KJ1amna ciiefl npyueM Ha hIIyopOXHHOIOHHU.

Cpo6lueHn ca cilydau Ha aHeBpH3Ma U JIUCEKaLis Ha a0pTaTa, MOHSIKOra yCI0KHeF :
< | Ef

paskbcBaHe (BKJIIOYMTENHO C JIETAIEH U3XOA) U PETyPryTauus/HEA0CTATHHHOCT Ha RO

CBPACYHMTE KJIAIH [IPH MALMEHTH, nprueMawiy G1yopoXHHOIOHK (Bxk. Todka 4.8). \| 2



3aToBa (IyOpOXMHOIIOHMTE TPsIOBa [a Ce U3MOJNI3BAT caMo cjie]] BHUMaTe/IHa OLleHKa Ha
CHOTHOLIEHHETO 10/13a/PUCK H ClIe] pasriexaHe Ha APYrd TepaneBTHYHH Bb3MOXHOCTH MpPH
NALMEHTH C MOJIOKUTEIHa dhaMHIHa aHaMHE3a 3a aHEBPU3Ma WM BpoAeHo 3a00/sBaHe Ha
CbPACYHHTE KJ1aMH, WK NPA NALHEHTH, AHArHOCTHLIUPAHH ¢ IpeILecTBAalla aHEBPU3MA 1/Unu
AHMCEKaLMs Ha aopTaTa WK 3a00M9BaHe Ha ChbpAEUHHUTE KJTany UITK MPU HaJIH4We Ha ApYTH PUCKOBH
dbakTopu uny 3abonABaHus, peapasnoaaraiu

- KaKToO 3a aHEeBpU3Ma, TaKa M 3a JUCeKalMs Ha a0pTaTa U 3a peryprarauus/HeaoCTaTbuHOCT Ha
CbpIEYHHTE Kiany (Hanp. HapyLUCHHUS HA CheJHHUTEHATA ThKaH, HAMp. CHHApPOM Ha Marfan,
uau cudapom Ha Ehlers-Danlos, cunapom na Turner, Gonect Ha Behcet, xuneproHus,
PEBMATOM/EH apTPUT) WITH JOMLAHHUTENHO

- [pW aHEBpHU3Ma M AMCEKALMA Ha aopTaTa (Hamnp. ChAOBH HapyLUEHUs, HAMp. apTepPUKT Ha
Takayasu, ruraHTOKJI€TbYEH apTEPUMT, WITH W3BECTHA aTEPOCKIepo3a HIIH CHHAPOM Ha
Sjogren), Wiau HOMBIHUTEHO

- IIpH perypruTauus/HeAOCTaTbYHOCT Ha ChPACYHHTE Kilanu (Hanp. nHpeKIuo3eH
e110KAPJHT).

PuckbT oT aHCBPH3Ma W JHUCEKALMA Ha aopTaTa ¥ TIXHOTO Pa3KBECBAHE MOXKE CBIIO /1a €€ MOBHIIH NMpPH
NanMueHTH, TEKYBAHH €AHOBPEMEHHO ChC CUCTEMHHU KOPTHKOCTEPOUI.

B ciyuait Ha BHe3anHa 6oska B KOpeMma, TpBIHHUS KO WK I'bpba naupenTure Tpadsa aa Onaat
MOCHBCTBAHH [ja CC KOHCYJITHpAT He3abaBHO C JieKap B CIIELIHO OTeNIeHHE.

[MarpicHTHTC TpAOBa N8 6BAAT HOCHBCTBAHMY [a MOTHPCAT He3abaBHO MCAMLIFIHCKA MOMOL B Cly4aii Ha
OCTpa JUCIHes, M0sABa Ha chpLebuene (MaNnUTaluH) UM pa3BUTHE Ha OTOK HAa KOpeMa WiTH JOJIHUTE
KpafHULK.

O(.‘H??JD HAaHEpeanum

[pu nauueHTyH, npueMaluy JeBodIIOKCalH, MOXe Aa ce HabnioAaBa ocThp naHkpeatut. [lauueHTure
Tpsa6Ba Aa 6baaT HHPOPMUPAHH 33 XapaKTepHUTE CUMIITOMH Ha OCTBp MaHkpeaTHT. [launeHTure,
KOWTO MMaT rafieHe, HepasnoJoXKeHHe, KopeMeH TUCKOMQOpT, ocTpa kopeMHa 00Jka UK NOBpblIaHe,
Tps6Ba ga 6bIaT NoMIOXKEHH Ha He3abaBHA MEAULMHCKA OLEHKA. AKO Ce MOoI03upa OCThP
MIaHKPEaTHT, ynoTpedara Ha JeBodIOKCaUUH TPAOBa a ce MpeycTaHOBH; ako Ce NOTBbP/IH,
ynotpebarta Ha neBodokcalMH He TpsaOBa aa 3aro4Ba OTHOBO. TpsabBa a ce BHUMaBa NMpH NALMEHTH
C aHaMHe3a 32 NaHKpeaTuT (BXK. Touka 4.8).

Hapywenua na xpvema

KocTHOMO3B4HA HEAOCTATHUHOCT, BKITIOYUTEHO JIEBKOTIEHHS, HEYTPOINEHHS, TAHLUTONCHH S,
XEMOJIMTUYHA aHeMUsl, TPOMOOLIMTONIEHHS, aIUIACTHYHA aHEMHUs MJTH arpaHyJIoLKTo3a, MOXe f1a ce
pa3BHve NO BpeMeE Ha JIeYeHWeTO ¢ Jerodnokcany (rxk. Touka 4.8). [Tpu chMHeHve 3a HAKOe OT Te3u
HapyIUEHHs Ha KpbBTa TpsOBa [a ce ciied KpbBHATA KapTHHA. B ciyyaii Ha aOHOpMHH pe3yTaTy,
Tpa6Ba 1a ce 0OMHUCIH NpeKpaTIBaHE Ha JIEUSHUETO C JIEBODIOKCALIVH.

4.5 BsammopeiicTBHe ¢ APYTH JIeKAPCTBEHH NPOXYKTH H APYrd ¢GOpMH Ha B3aHMO/IeiicTBHE

E(beKTH Ha APYTH JIEKAPCTBEHH NPOAYKTH BbPXY JIEBO(DIOKCALIMH

Keneznu cont, yuHKOGHU CONN, MAPHE3UI- W AIVMURUN-CHOBPHCAUY GHMUGUUOU, QUOAHOIUN
AbcopbuusTa Ha JIeBo(IIOKCALMH € 3HAYUTEIHO HaManeHa, KoraTo To# ce npunara

€IHOBPEMEHHO C JKEJIE3HU COJIH, MarHe3ui- MNKu aTyMUHAK-ChIbPKALIM aHTHALKMAY WK AUJAHO3MH
(camo opmu na OuOaHO3UH ¢ ATYMUHUTI- WU MAZHE3UL-CbOBPICAUU DYpepupauu cpedc,
Hsrnexnaa, 4e e1HOBPEMEHHOTO MPUIOKEHHE Ha (PJTYOPOXMHONOHHU C MYATHBHTAMHHH
LMHK, HamManssa TAxHaTa nepopaita abcopbuus. [Ipenopvuea ce npoaykTuTe, Chiab
IBYBAJICHTHHU MJ1U TPUBAIEHTHH KATHOHH KaTO JKEJ€3HH COJH, LIMHKOBH COJIH, UIH ?‘;
Ay MUHUH-ChABPXKALUM aHTHALIMIK, UIH TUOAHO3KH (CaMO Gopmu HA OUOAHO3UH C |V rﬁ"g{&lgyr
MazHe3uli-Coovpicawu bygepupawyu cpedcmea) na He ce npuemar Ao 2 yaca npes} 1\ 4
cilen IPHJIOAKEHUETO Ha jieBoduiokcaluH (Bk. Touka 4.2). Kanuuesute conu umar m




edeKT BbpXy nepopajiHata abcopbuysa Ha feBodIoKcallvH.

Cyxpangam

BbroHanuuHOCTTA Ha 1€BOQIIOKCALMH Ce HaMallsiBa 3HAYKWTETHO, KOTaTo ce Mpuiara eIHOBPEMEHHO
cbe cykpandar. AKO nauueHTUTe Tps6Ba 1a npuemar U cykpaitdar, u JeBodokcaluyH, Hai-nobpe e
Ja npueMat cykpaidar 2 yaca ciel npuem Ha JeBogokcaluH (Bx. Touka 4.2).

TL’Od}H_THH, d)l‘i’?f[ﬁ‘.-"(bt’}f Wi HOO0OHU HECHCPOUONU NROMUSOCHIRCIMINCANY TeKAPCEd

He ca HabnonaBaHn apMakOKHHETUYHHM B3aUMOACHCTBHS Ha eBO(IOKCALHH C TeODHIMH B
KIMHHYHO NpoyuBaHe. Bbnpeky ToBa MOXke 1a HACTBIK U3Pa3eHO NMOHMKaBaHe Ha LepedpaiHus npar
Ha MPUNAaABLM [P €AHOBPEMEHHO NPHIOKEHUE Ha XUHONOHH C TEODUNUH, HECTEPOUIHU
TPOTUBOBB3NAMTEHH JIEKAPCTBA HJIM IPYTH CPEICTBA, KOMTO CHUXKABAT Mpara Ha MpHIMIagbLH.
KoHueHTpauusTa Ha neBodiokcalut e okono 13% no-Bucoka B MpUChCTBUETO Ha PeHbydeH,
OTKOJIKOTO MPH CaMOCTOATETHOTO MY NMpPUJIOKEHUE.

IIpobeneyuo v yumvemudun

[TpoGenerya ¥ LUMETHANH UMAT CTATUCTUYECKH 3HAUMM €(DEKT BHPXY €NMMUHUPAHETO Ha
JeBoduiokcalyH. brOpeuHUsaT KIMpbHC Ha JIeBO(IOKCALIMH C€ HaMalIsiBa OT UMMETHIUH (24%) u
npo6eneunn (34%). Tosa ce ciyuBa ThH KaTo ABETe JeKapcTBa ca B CbCTOSHHE J1a GIOKHpaT
6u6peunara TyOysHa cekpeuus Ha JieBodIoKkcaluH. Borpeky ToBa Mpy U3NUTBAHUTE 03U B
NpOYYBaHETO, MAJIKO BEPOSTHO € CTATUCTUHECKH 3HAUMMHUTE KHHETHUHH Pa3MKU J1a ca OT KJIMHUYHA
3HAYHUMOCT.

Heo6xoaumo e NoBUILIEHO BHUMAHKE MPH €AHOBPEMEHHO MPHIIOKEHHE Ha JIEBO(IIOKCALIHH C
JieKapcTBa, 3acaraiy ObOpeyuHara TyOyiHa cekpeLys KaTo NpoOeHEeLUA | IMMETUAMH, 0COOEHO Mpu
NauyeHTy ¢ ObOPEeUHH YBPEKTAHHUS.

Hpyea undopmayus

Knunuyau dapmakonoryuHu npoyypaHus okaspar, ye papMakOKMHETHKATA Ha JIeBOGJIOKCAIIMH HE €
3acerHara B KJIMHUYHO 3HaYMMa CTeleH, KOraTo JeBO(IOKCaLMH ce MpHiara 3ae{HO ChC CACIHUTE
JeKapcTBa: Kanuyes KapOOHAT, IUTOKCHH, IIIMOCHKIAMU, PAHUTHIHH.

E(’bCKT‘H HA J1IEBO(MIOKCAUNH BbPXY [APYIH 1IEKADCTBEHH TIPOAYKTH

Q UKTIOCROPUH

[ony>xuBOTHT Ha LIMKJIOCMIOPHH Cce MoBHILIaBa ¢ 33%, KOoraro ce rnpuiara ¢ JeBOQJOKCAIHH.

Bumamun K anmazonucmu

CrobliaBaHy ca NOBUIIEHH CTOMHOCTH NpH KoarynauuoHHd TectoBe (PT/INR) w/unu kbpBene, KoeTo
MOxe Ja Obie TeXKKO, NPH MALKHEHTH JIEKYBaHH ¢ JIEBODIOKCALMH B KOMOMHaLMA ¢ BUTaMUH K
aHTaroHuct (Hanp. Bapdapus). [lopagu ToBa KoarynalMOHHHTE TecTOBe TpAOBa Ja Obaar
[pOCIIesBaHu PY NALUUCHTH, IEKyBaHu ¢ BUTaMUH K anTaroHuctu (Biok Touka 4.4).

Herxapemea, vovasicasaryu OT unmepeaia

JleBodnokcaluH, KaKTO APYTUTe XUHOIOHH, TpSOBa a O'b/ie Mpuiarad ¢ NOBHLIEHO BHUMaHUE MPH
[ALHEeHTH, NPUEMALLH JIEKAPCTRA, 332 KOMTO € U3BECTHO, ue yabnkasaT QT unteprana (Hanp. kiac [A
u III anTHapUTMHLKM, TPULUMKIIHYHH aHTHASTIPECAHTH, MAKPOJIHIH, AHTHNCHXOTHLIM) (BHXK Touka 4.4
Yovnocasane na QT unmepsana).

Hpvea esiygeemeena undopyvaus

B npoyuBaHe 3a papMakoOKMHETHYHH B3aMMOJEHCTBUSA, 1eBOGIIOKCALIMH He 3acsra
dapmakokuHeTHKaTa Ha TeoduHH (KoiTo e TecToB cyOeTpar 3a CYP1A2), koeTo nokaszea,
nesodokcauut He € CYP1A2 uHxudutop.

Jpyru dhopMi Ha B3aHMOAEHCTEHA

Xpana
HsiMa KTHHMYHO 3HaYKMMO B3aUMOeicTBIE ¢ XpaHa. 3aToRA JIEBODNOKCALIMH MOKE ]



HE3aBUCUMO OT IIpHUEMA Ha XpaHa.

4.6 @epruaHTeT, (peMEHHOCT H KbpMeHe

BpemeHHoCT
Hma orpaHuueHH JaHHU 3a ynoTpebara Ha nesoduiokcalidH npy OpemeHHU >xeHu. [IpoyuBanusiTa npu

JKUBOTHH HE MOKa3BaT JMPEKTHH WIM WHAMPEKTHHW yBpeXAally eeKTH ¢ orjlell Ha penpoayKTUBHA
TOKCUYHOCT (B3K. TOYKa 5.3).

Bbnpexu ToBa, mopaau JMNcaTa Ha AaHHU MPU XOpa W NOPaan TOBA, Ye EKCIEPUMEHTATHMTE JaHHN
fpeanonaraT pUcK OT YBPEXKAAHE HA HOCELIUTE TEXKECTTa XPYILLUSIN HA PACTALLUSA OPraHu3bM OT
¢bnyopoxuHoioHUTe, IeBodokcalH He TpAOBa Aa ce npusiara npu OpeMeHHH xeHu (BX. Touka 4.3 u
5.3).

Knpmene
JleBodnokcaurH e NpoTHBOMOKAa3aH NPH KeHH, KOUTO KbpMAT. Hama noctaThuHo uHdopmaLms 3a

CKCKpcLMATA HA ICBOQUIOKCAIIHH B KbPMATA, BHIIPCKH UC OCTAHATHTC (ITYOPOXHHOIOHU CC
eKcKpeTupar B kbpmara. Ilopaau nuncara Ha JaHHK [PY X0pa ¥ OPai TOBA, Y€ eKCIIePUMEHTAITHUTE
JAaHHH MPeJIIoNaraT PUCcK OT YBPEXKIaHE Ha HOCEIIHUTE TEKECTTA XPYILSIN HA PACTALIHUSI OPraHU3bM
OT (TyOPOXHMHOJIOHHTE, JIeBO(IOKCALIMH Ta0MeTKH He TpaOBa Aa ce mpunara npy KbpMaukH (BXK.
rouku 4.3 1 5.3).

MDepTHITHTET
JleBodnokcaunH He NPedU3BHKBA YBpeXk/aHe Ha )epTHITHTETA HITH PENPOAYKTHBHHTE CNIOCOOHOCTH
NpH IUTHXOBC.

4.7 EdexTn BbpXy cnocofHocTTa 32 miopHupaHe H padoTa ¢ MANIHHA

Hsikou HexxenaHu nekapcTBEHU peakUuu (Hanp. 3aMaiiBaHe/BEPTHIO, ChHIMBOCT, 3PUTEIHH
CMYILIEHHS) MOT'aT JIa HapyIIaT CIOCOOHOCTTA Ha MALMEHTHTE 1a ce KOHLIEHTPHUpAT U [a peardpar,
rIopaH KOETO € Bb3MOXKHO [1a Bb3HUKHE OMAacCHOCT B CUTYaLlMHU, IPH KOUTO Te3H CNOCOOHOCTH ca OT
ocobeHa BaxKHOCT (Hanp. wodupaHe Wik paboTa ¢ MallIMHU).

4.8 HexenaHH JJeKapCTBeHH PeaAKIHH

[IpencrareHara no-moiy uH(pOpMaIHs ce OCHOBABa HA JAHHHU OT KIIMHUYHY MMPOYYBAHUS [IPU [TOBEYE
ot 8 300 maumenTH, KAKTO U MPOABJDKUTE/IEH MOCTMAPKETUHIOB OIHT,

HexenaHute peakuuy ca MOAPEJCHH 10 YECTOTA, KATO Hal-4eCTUTE Ca MbPBH, CIIOPEA ClieJHaTa
KOHBEHLIU:

MHoOro uectu (>1/10);

vectd (>1/100 no <1/10);

Heuectu (>1/1000 no <1/100);

penku (=1/10000 mo <1/1000);

MHoro peaks (<1/10000) BKIOUMTENHO OTAESTHU ChOOLICHHUS.

C HEM3BECTHA 4€CTOTA: OT HAJIMUHKUTE JaHHU He MoXke fa Ob/ie HalpaBeHa OLeHKa

B PaMKHUTE Ha BCAKO IpYIHPAHE 10 YECTOTa, HEXKEJIAHUTEC pEaKLIUK ca NPEACTABCHU B HU3XOAALL pea
[10 OTHOLIEHHUE Ha TAXHATA CCPHO3HOCT.

Cucremo- YecTn Heuectn Penxn
OprameH KJiac (=1/100 oo (=1/1000 no (>1/10000 xo
<1/10) <1/100) <1/1 000)




Hndexumu u ['b6uunu
napa3uTo3u HHEKLH,
BKJTFOUHTEITHO
UHQEKUH ¢
KaHauna;
IlaTorenna
PE3UCTEHTHOCT
Hapyenuns Ha JleBKONEHUS, TpombouuToneHus; KoctHOMO3BUHA
KpbBTa H Eosunodunus | HeyrponeHus HEAOCTAaTbYHOCT,
AuMeHara BKJIFOUHTEITHO
chcrtema anyiacTHYHA aHEeMUS,
NaHUUTONEHHS,
arpaHyJIoLIUTO3a,
XEMOJIMTHYHA
aHCMHS
Hapyienns Ha AHIMoE) 1EMm; AHalpunakrideH
UMyHHATa CBpBbXYYBCTBUTEJIHOCT | LIOKY;
cucrema (Bx. Touka 4.4) Anadmnaxrounen
wok” (Bx. Touka 4.4)
Hapymecnus Ha CuHApOM Ha
€HIOKpUHHATa HeaJeKBaTHa CeKpeLHs
cucTteMa Ha aHTHAHY PETH1EH
xopMoH (SIADH)
Hapyiueuns Ha AHopekcus XHUIOTTTHKEMHUS, XunepriiukeMus
MeTabo3mMa u ocobeHo npu (Bx. Toukad.4)
XPaHEHEeTO MalHeHTy ¢ auabet
(Bx. Touka 4.4)
Tlcuxnunu BescbHue TpesoxHoCT; [Nenxornunm peakuun | [lenxoTrunn
HapyLIEHUS Coerosiune Ha | (Hanp. ¢ HapyLUEHUs CbC
00BPKaHOCT; XaOLHHALIIH, camo3acTpariaBaro
HepeHoct napaHos); MOBECHHE,
Henpecus; BKJTFOYBALIH
Bw36yna; CYHLIM/IHA UACALUS
Spku cbHUILA; Wi
Koimapu; OIUT 3a
Jlenuprym caMOyOHHCTBO
(Bk. Touka 4.4);
Maunus
Hapywenus Ha | I'maBoGonue; | CbHAMBOCT; Konsyncus (Bx.touku | Ilepudepna
HEpBHAaTa 3amasiHOCT Tpemop; 43 u4d.d); CEH30pHa
cucrema’ Hucreysus [Napecrezus; HEBpONaTus (BX.
Hapyiienne Ha | TouKa 4.4);
nameTTa Iepndepra
CEH30pHA

MOTOpHA HEBPOTATHA




Arey3sus;
CuHkorm,
HobpoxauectBeHa
BbTpeUepenHa
XUNEPTOHHUS;
Muoionyc

HapyuieHus Ha
ouure’

3puUTeNIHU CMYLLEHHS
KaTo 3aMbI/IEHO
3peHue (Bk. Touka 4.4)

Ipexoana 3ary6a Ha
3peHue (BXK. TOUKa
4.4)

Hapyuwienua Ha CeToBBbpTENK Tunuryc 3ary0a Ha cnyxa;
YXOTO H Hapyiuen cnyx
nabupunra’
Copaeunu Taxukapaus; BeHTpukynapHa
Hapywenus™ Mannuranuu TAXUKAPAHS, KOATO
MOXKe [la 10BEAE 10
ChpACYEH apecT;
BeHTpukynapHa
aputMus U torsade de
pointes (cbobImaBaHu
OpeAUMHO MpH
NaLMEHTH C PUCKOBH
¢dakTopm 3a
YABbIDKaBaHe
Ha QT );
Vasmxen QT B
€JIEKTpOKapauorpama
(BK. Touku 4.4 n 4.9)
CopaoBu Camo 3a iv XUnoToHus
Hapywenus"" dopma:
Dnebur
PeCHHpaTopHPI, Z[y]cn]—[e;{ BpOHXOCl’Ia3’l>M;
rPBAHY U AnepruieH
MeAUacTHHAIHU NHEBMOHUT
HapyLUeHUs
CromariHo- Huapus; AbnpomuHanHa Huapus-
YPEBHH [loepbiane; | Gonka; XEMOparu4Ha,
HapyLUeHUs Tl'anene Hucnencus; KOSITO B MHOIO pedKHu
®naryneHums; Cly4ayu MOXe Aa
Koncrunauus Oble noka3aTesHa 3a
€HTEPOKOJIHUT,
BKJIIOUMTESTHO
niceBgomMeMOpaHo3eH
KOJUT (BX.TOUKa4.4);
[Nlankpeatut (BK.
Touka 4.4)
Xenato- TloBuiienu IToBuuieH XKbrreHuua v TEXKO
OunuapHu 4epHOAPOOHH | OUITUPYOUH B 4epHOAPOGHO
HapyIeHUs €H3UMHU KpPBBTa YBpEXOaHe,
(ALT/AST, BKJTOUHTEJTHO
ajikaliHa
docarasa,

GGT)




Touka 4.4);

XenaTur
Hapyutenus Ha Ob6pus; JlexapctBeHa peakums | TokcHuHa
KOXKaTa U Copbex; ¢ eo3rHoduUNuUs U enuaepmaiHa
MOJIKOXKHATa VY prukapus; CUCTEMHH CHMIITOMH | HEKPOJIN3a;
ThKaH ° Xunepxuaposa | (DRESS) (x. Touka CuHapoM Ha
4.4), ®uxcupaHa Stevens-Johnson;
nekapcteeHa epynuus | Epurema
myntudopme;
Peakuuu Ha
(bOTOYYBCTBUTETHOCT
(Bx. Touka 4.4);
JleBKOLIMTOKJIACTEH
BACKYJIUT;
CroMarur;
XHnepnurMeHTanys
Ha KoXKarta
Hapywenus Ha Aprpanrus; CyXO0XHIHU Pabaomuonusa;
MYCKYJTHO- Muanrusa HapyLIelus Pynrypa ua
CKeJleTiaTa (Bx. Touku 4.3 1 4.4), | cyxoxunue (Hanp.Ha
cucTeMa u BIJTIOUMTENIO aXUJIECOBOTO
CheOHHHTETHATA TEHJIUHUT (HATP. HA cyxoxunue) (R,
ThKAH' AXWUIIECOROTO TOukH 4.3 1 4.4);
CYXOKIIHC), PynTypa Ha
MyckynHa cnabocr, JIUTaMEHT;
KOSITO MOXKE /1a € OT MyckynHa pynTypa;
0cOOEHO 3HaUCHHE Aptpur
M MaLKEHTH ¢
MHACTEHHS TPaBHUC
(8x. Touka 4.4)
Hapyuienus Ha IloBuieH Ocrtpa 6B6peuna
6p6peunte u KpEeaTUHHUH B HEIOCTATHYHOCT
NMUKOYHHTE KpPBBTa (Hamp. nopaau
NbTHULIA HUHTEPCTULIUATIEH
HedpHUT)
061w Camo 3a iv AcTeHus ITupekcus Bornka (BIIOYHTETHO
HapyILeHHS H dopma: 6o7Ka B repba,
edekTH Ha Peakunn Ha IPBOHUS KOLI K
MSICTOTO Ha MSCTOTO Ha KpaliHULIUTE)
TIPHJIOKEHHE uHpYy3HUa
(6onka,
3a4epBaBaHe)

a aHa(bI/IJ'laKTI/I'-IHI/I H aHaq)HJ'laKTOHI[HH peaKiyy MOHAKOra MoraT ja Bb3HMKHAT JOPH CA€[ ITbpBaTa

Ao3a.

b KOXKHO-JIMTABUYHH pEaKLHH ITOHAKOra MoraT ia Bb3HHKHAT AOPH CJIC ITbpBaTa 4034.

*CnobilaBa ce 32 MHOI'O PEJIKM CJyYau Ha NPOABIDKUTENHH (10 MECEeLIM UK FOJHMHHU),
WMHBATTUIM3UPALIH U MTOTSHUHATHO HeoOpaTUMKU CEPUO3HM JIEKaPCTBEHH PeaKLUH, 3aciArally HAKOJIKO,

NOHSIKOTA MHOTO CHCTEMO-OpPraHHU KJIaCOBE M CETHBA (BKJIIOUUTENHO PEaKLMU KaTO TEHAHHHT,
pPa3KbCBaHE HA CyXOXKUIIHE, apTpaiirus, 6ojka B KpaHHULIMTE, HAapyLIEHUE Ha NOXO/KaTa,
CBBP3aHHU C NapecTe3us U HEBPAIrUsl, yMOpa, ICHXWATPUYHU MPOOIeMH (BIIIOHHTEIH
Ha ChHS, TPEBOXKHOCT, MAHUK aTakH, AenpecHs H caMOyOHHCTBEHH MUCIIH), HapyLleH
KOHUEHTpALMATA U YBPEXKAaHe Ha CllyXa, 3peHUETO, BKyca U OOOHAHHETO) BbB BPb3K
Ha XMHOJNOHH U (PJTyOPOXHHONIOHH, B HAKOH CITyYaH, HE3aBUCUMO OT BEUE ChLIECTBY

dakxropu (Bx. TOUKa 4.4).




**[1pn nmaureHTHTe, NpHemMally GpayopoXHHONOHHM, ca ChOOLIEHH cllydau Ha aHEBpHU3Ma U JMceKaLys
Ha aopTara, NOHSAKOra yCc/lOMHEHH Nopaau paskbeBaHe (BKIFOUHUTENTHO C JIETaleH U3X0N) U
peryprurauus/HeocTaTbUHOCT Ha HIKOU OT ChpASUHHTE Knanu (Bxk. Touka 4.4).

Jlpyru HexenaHu peakuyu, CBbp3aHu C MPUIOKEHUETO Ha (UIypOXHUHOIOHH BKJIOYBAT!
- NPHUCTBNK Ha MOpQUPHUS TIPH NALKEHTH ¢ MopdhUpuUs.

CpobLiaBaHe Ha NONO3MPAHU HEXENIaHHW PeaKLHH

Cpobl1aBaHeTO Ha MONO3UPAaHH HEXKENlaHH PeakLMH Cllefl pa3pellaBaHe 3a ynorpeda Ha JieKapcTBEHUS
NPOAYKT € BaxkHO. TOBa NMO3BOJIsIBA 1 NMPOABIDKHU HaOMIONEHHETO Ha ChOTHOIEHHUETO M0J3a/pUCK 32
nexapcTBeHUs! NpoayKT. OT MEAULIMHCKUTE CMELMAIMCTH Ce U3UCKBA a ChoOLIaBaT Besika
NI003UpaHa HexXenaHa peakuus ype3 M3nbiauuTeniHa areHuus 1o jgekapersara yi. ,,Jlamsan ['pyes Ne
8, 1303 Codus, Ten.: +35 928903417, yebcaiit: www.bda.bg

4.9 Ilpegosnpane

Cropen TOKCHKOMOFHUHUTE APOYURAHUS MPH KIUROTHM WITH KAMHUYHO-(apMAKOTOTHYHHTE
Npoy4BaHUs, DPOBEAECHH ChC CyNpaTepaneBTHYHH 03K, Hai-BaXKHUTE NPU3HALIM, KOUTO TpsAOBa Ja ce
OYaKBaT cjie] OCTPO MpeAo3HpaHe Ha JieBo(IOKcalH TabJIeTKH ca CUMIITOMH OT CTpaHa Ha
IIEHTPANTHATA HEPRHA CHCTEMA, KATO OORPKAHOCT, 3AMASHOCT, HAPYINIEHN Ch3HAHUE U KOHRYICHRHU
npHIaoLUH, youakasane na QT purepsana, KAKTO W CTOMALIIIO-YPCBITH PEAKLINH KATO raaeie 1
JTUTABUYHH €pPO3HH.

Cextu ppxy LIIC, BrarOUBaIIM CBCTOAHME HA OOBPKAHOCT, KOHBYJICHH, MUOKIIOHYC, XaTIOLMHALIUY
¥ TpeMop ca

HabJIoAaBaHU IPU MOCTMAPKETHHIOBUS OIIHT.

B cnyuaii Ha npenosupate, TpaOBa Aa ce NPUIOKH CUMITOMAaTHYHO JieueHue. Tpsabsa ga ce
npennpueme EKI" MmonuTopupane, nopaau Bp3MoxkHOCTTa 32 yabKkaBaHe Ha QT nnrepsana. Morar
na 6baaT npunaraHy aHTHALMOM 32 NpeAna3BaHe Ha CTOMALlHATA JIMTaBuLa. XeMoauaiu3a,
BKJIIOUHTENHO NepuToHeanHa ndanuia i HAIT/ He ca edekTUBHH 3a OTCcTpaHsiBaHe Ha
neBodokcaluyH ot opraHusma. He cpiiecTByBa cnenuduyeH aHTUAOT.

5. G®APMAKOJIOI'MYHU CBOMCTBA
5.1 ®apmMakoIHHAMHYHH CBOHCTBA

®apMakoTeparieBTH4Ha rpyna: aHTUOAKTepUATHA XHHOJIOHH, (PJ1yOpPOXHHONIOHU

ATC kon: JOIMAI2

JleBodnokcalH € CHHTETHYHO AHTHOAKTEPHATIHO CPEACTBO OT Kiac G1yOpOXUHOMOHU K e S (-)
€HaHTHOMEPBT Ha PALEMUUYHOTO aKTHBHO BELUECTBO O(IOKCALIMH.

Mexanuzvem Ha Oelicmgue
Kato ¢pnyopoxrnHonoHoBO aHTUOAKTEpUATTHO CPEACTRO, JIeBOGIOKCALMH ASHCTBA BBPXY KOMIUIEKCa
JAHK-THK rupaza u Tonouzomepaza [V.

Bpwzra dhapyuaroxune mura/hapmarodunanuxa

CrenenTa Ha 6aKTepHaiHa aKTUBHOCT Ha JIEBOMIIOKCALIMH 3aBUCH OT ChOTHOLIEHHETO MEXLY
makcuManHara koHueHTpauus B cepyma (C max) unu niowra noa kpusara (AUC) u muHuMaiHaTta
uHxubupaina koHueHrpauus (MIC).

Mexauuzvm wa pezucmenmuocm
Pe3ucreHTHOCT kbM JieBOdIOKCaALMH ce MpuAoOHBa Upe3 NoeTaneH Npouec Ha MyTaLuH B




[Topann MexaHu3Ma Ha AEHCTBUE, KATO LIANO HIMa KPbCTOCAHA PE3UCTEHTHOCT MEXAY
J1eBoGIIOKCALIMH U APYTUTE K1aCOBE aHTUOAKTEPUATHU CPEICTRA.

I panuunu cmoiinocmi
ITpenopbkute Ha EUCAST 3a rpanudnute croiiHoct Ha MIC 3a nesodiokcaiun, pazgensaum
4yBCTBUTEJIHUTE OT HHTEPMEAUEPHO UyBCTBUTEIHUTE MUKPOOPraHU3MH H MHTEPMEIHEPHO

YyBCTBUTEJIHUTE OT PE3UCTEHTHHUTE MHUKPOOPraHU3MH, ca MpeACTaBEHH MO-A0y B TabiuiiaTa 3a
tectBane Ha MIC (mg/l).

CrekTbp Ha aHTHOAKTEPHA/IHA AKTHBHOCT:
CroliHocTuTe Ha MHHUManHaTa nHxuOMpawa koHuexrpaims (MIC), yeranoBenmn ot EBponelickust KomuteT

3a U3NKUTBaHe Ha aHTUMUKpoOHa vyBcTBuTenHocT (EUCAST), 3a neBodiokcaluH ca myOaMKyBaHd Ha
CJICAHUS JTHHK:

https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-breakpoints en.xlsx

[peobnanaBainara pe3HCTEHTHOCT MOJKe Aa Bapupa reorpadcky U BbB BPEMETO 3a ONpeAe/ieHH
BUJ0BE, 10PAJX KOETO € XKeNaTesHO 1a ce ThpcH HH(OpMaLus 3a JIOKAIHATA PE3UCTEHTHOCT, OCOOEHO
MpH JieueHne Ha TeXXKH nHdekuu. [Ipu HeobxoaumocT, TpsabBa Aa ce ThpcH eKCNepTHA KOHCYTaLus,
KOraTo MecTHaTa MpeobiafaBalia pe3suCTEHTHOCT € TaKapa, Ye MPUJIOKEHUETO Ha CPEACTBOTO MOHE
NpU HAKOU BU0OBE HHOEKLMHY, € 0] BHIPOC.

O6u4aiiHO YVBCTBHTEIHH BHIOBE

A'It’poah'lf prﬂ-f'J?UJ'I(J.?ICHH?(:‘JIHH 6(.'”\'?”(!,’7””
Bacillus anthracis

Staphylococcus aureus METULATNH-YY BCTBUTETHU
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus preumoniae

Streptococcus pyogenes

AE;’JU(;HH F[J\flw-ﬂH'H?HNLH??E.:TJ-!H 6£U\'H?I3}}'HI¢'
Eikenella corrodens

Haemophilus influenzae

Haemophilus para-influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Pasteurella multocida

Proteus vulgaris

Providencia rettgeri

Anaepodnu barmepuit
Peptostreptococcus

lpyeu

Chlamydophila pneumoniae
Chlamydophila psittaci
Chlamydia trachomatis
Legionella pneumophila
Mycoplasma pneumoniae
Mycoplasma hominis
Ureaplasma urealyticum

BujioBe, npH KOHTO NPHIOGHTATA PE3IHCTEHTHOCT MOJKE /1A €€ OKAKE NPODJiemM

Aepoanu pav-nonoocumesny caxmepu




Enterococcus faecalis
Staphylococcus aureus METULIANIMH-PE3UCTEHTHY"
Koarynasa Herarusen Staphylococcus spp

Aepodnu I pav-ompuyanmennu oaxmepi
Acinetobacter baumannii
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

Anaepoonu oarxmepuit
Bacteroides fragilis

Hac/ieneTBeHO PE3NCTEHTHN MAMOBE

Aepodui | pav-noaodicumenri oarmeput
Enterococcus faecium

#MHOrO € BEpPOSTHO METULIMJIMH-PE3UCTEHTHH S. Qureus 1a UMAT KOPE3UCTEHTHOCT KbM
(h1yOpPOXHHOJIOHH, BKJIFOYHTENHO JEBODIOKCAIHH.

5.2 ®dapmaxkoKHHeTHYHH CBOHCTBa

Ab6copbuus
IlepopanHo npunokeHus Nesodokcaldt ce abcopoupa ObP30 M NOUTH HABIHO U AOCTHUIA MUK HA

IJ1a3MeHaTa KoHUeHTpaums A0 1-2 yaca cnen npueM. AbconroTHata SuoHanuysoct € 99 - 100%.
Xpanata uma cnab edekrt Bppxy abcopOuusaTa Ha IeBOGIIOKCALIUH.

YcnoBus Ha CTALMOHAPHO ChCTOsSHUE ce nocturaT no 48 yaca cien cxema Ha npunarade 500 mg
BEJHBXK HITU J1Ba ITBTH JIHEBHO.

Paznpenenenue
Ipubnuzurenno 30 - 40% ot neBodIOKCALMH Ce CBbP3BAT ChC CEPYMHHTE POTEUHH.

Cpennuat obem Ha paznpeaeieHde Ha nepodJiokcaiut e npubnusurento 100 | cnen enHokpatHa U
MHOrOKpaTHH A03H oT 500 mg, ¥ noka3Ba LIMPOKO pa3NpeieNeHHE B TEIECHUTE ThKaHH.

[TponnkBate B ThKAHWTE W TEIECHWTE TEHHOCTH

JleBodaokcalliH NpOHUKBa B OpOHXHaIHAaTa JIMrABULA, SMUTETHATA TOKPUBHA TEUHOCT,
anBeonapHute makpodaru, 6enoapodbHaTa ThKaH, Koxara (TEYHOCTTa B MEXYpPHUTE), ThKaHTa Ha
npocraTara U ypuHara. Jlesodiokcauns obaue uMa HE3HAUUTENHO NPOHUKBAHE B IPbOHAUHO-
MO3BYHATa TEHHOCT.

Buorpanchopmauus
JleBodnokcaluu ce MeTaboMM3Upa B MHOIO MaJika CTENeH KaTO MeTabOMIMTUTE ca AE3MET
AeeoduiokcauuH u neodnokcaund N-okcua. Tesu metabonuru npeacrasassar <5% o
€KCKpeTUpaT B ypuHaTta. JIeBonokcaluH € CTepeOXUMHYHO cTabWIeH U He MpeTbpIls
MHBEPCHS.

Enumudnpane



Cnen nepopaliHO U HHTPaBEHO3HO MPHIIOKEHHE Ha 1eBO(IIOKCALIMH, TOH Ce eJTMMHHHPa OTHOCHTENIHO
6aBHO oT nnasmara (b : 6 - 8 h). Exckpeunsta e npeaumuo upes 6s6peuute (>85% ot npunoxkeHara
J103a).

CpeaHusaT npuBHAEH oL TeNeceH KIUPbHC Ha eBodIoKcalWH cliesl eqdHr4Ha no3a oT 500 mg e
175 £29.2 ml/min

Hsima ronemu paznuvku BbB papMakoOKHHETHKATa Ha J1eBODIOKCALIMH Cllel HHTPABEHO3HO U
NepopaHo MPUI0KEHHE, KOETO Mpeanoara B3auMo3amMeHsIeMOCT Ha MEPOPAIHHISL U HHTPABEHOZHUS

nbT.

JInneiiHocTt
JleroduiokcaunH npuTexasa JiMHeiiHa apMakokuHeTvKa B Auana3on ot 50 go 1 000 mg.

CrielinaJTHU MOMYJIaLKMH

Iayuenmu c 6whHpeuna nedocmamnynocm

(bapmakoKMHETHKATa Ha JIeBO(IOKcalMH ce 3acsra npH 6vOpeyHo yBpexaaHe. [1py HamansaBaHe Ha
616peunara Gynkuud, 6L.6pet10To eTHMUIIMpalle U KIMPDLIIC 1aMataBaT, eTMMHUHIAIHOIIUAT
NOJTYKHBOT C€ YAB/DKABA, KAKTO € MOKa3aHo B Tabiruara no-aomy:

Qupmiroruiernkg upy OuOpeund HEQOCIEILUIOCT CIE] eANINYLE nepopwi Josa ot 500 myg

Cle [ml/min] <20 20-49 50-80
Clg [ml/min] 13 26 57
1y [h] 35 27 9

Ilayuenmu 6 cmapuecka eb3pacm
Hsama 3HauuTenHu paznuku BbB papMaKOKHHETHKATA Ha JIEBO(IOKCALIMH NPU MJAAH NALMEHTH U
NaluMeHTH B CcTapiecKka Bh3pacT, OCBEH Te3U CBbP3aHH ¢ pa3NiiKH B KPeaTHHHHOBHS KJIWPBHC.

Ionosu paznuxu

OtaenHu aHATIM3M TIPU MBXKE W JKEHH [10Ka3BaT MAJIKU O 'PAHHUYHH [OJIOBY Pa3/IUKH BHB
¢bapmakokuHeTHKaTa Ha jJeBodiaokcaluH. HiaMa 1aHHU Te3W MONOBH pas3MKH 1a ca OT KIIMHUYHO
3HaueHue.

5.3 IlpeakJHHHYHH JaHHH 3a Oe30macHOCT

HexJIMHUYHHTE JaHHH HE TIOKA3BaT ocobeH PHCK 3a XOpa Ha 0azaTa Ha KOHBCHIUUMOHATHHTE
(bapmaxonomqﬂn Npoy4YBaHus 3a TOKCHYHOCT Ha €AMHHYHA 1034 U NMPU MHOTI'OKpPATHO [MpUJlaraHe,
KapUUWHOI'€HEH MOTCHUHa, pCNIPOAYKTHBHA TOKCUYHOCT U TOKCUYHOCT 3a Pa3BUTHUETO.

JleBo(nokcauyH He MPeAU3BHUKBA HAPYLIEHHE Ha QEePTHINTETA UM PENPOIYKTUBHATA CIIOCOOHOCT
TpY [UTbXOBE U HEFOBUAT €AMHCTBEH edeKT BbpXy M1oaa € 3a0aBeHo Ch3psiBaHe BCICACTBHE HA
TOKCHUYHOCT NpY Maiikara.

JleBodnokcaUuyH He HHAYLMpPA TEHHU MyTaLKH B akTepHallHU KJIETKY WM KJIeTKH Ha 603aiiHULIM, HO
MHAYLHMpa XpOMO30MHH abepaumu B 6€100po0HU KIETKH OT KUTaHCKU XameTep in vitro. Te3u edektn
MOJKeE 12 C€ AbJKAT Ha MHXMOMpaHETO Ha Tonou3omepasa Il. In vivo TecToBe (MHKPOHYKI€ApHH,




KakTo npu apyrure ¢yopoxHHOIOHH, JIEBOQAOKCALMH NOKa3Ba epeKTH BBPXY XpYLUSUTE
(oTenBaHe M 06pa3yBaHe Ha KyXMHH) MPH MIIbXOBE U Ky4eTa. Te3n HaXOOKH ca no-u3pa3eHH MpH
MJ1aJ )KUBOTHH.

6. OAPMALEBTUYHHN JAHHU
6.1 ChnuchbK HAa NOMOIHH BEIECTBA

Cobpuesuna Ha Tabnerkara:
Xwunpomenosa (3 cps)
MukpokpucranHa uenynosa,
KpocnosunoH (tun-B)
Marue3sueB cTeapat

®HUIMOBO NMOKPUTHE:
Xunpomesnosa 2910 (6 cps)
Makporon 400

[Tonucopbar 80

TuraHor auokcua (E171)
Kenezed okcun, yepsen (E172)
Kenesen okcun, xunt (E172)

6.2 HecnBMecTHMOCTH

Henpunosxumo.

6.3 Cpoxk Ha rogaoct

3 roauHu

6.4 CroenuajaHH yCJIOBHA HA CBXPAHEHHE

[a ce cbxpaHsiBa B OpUrdHanHaTa ONaKOBKa, 3a J1a ce Mpe/Nna3y OT CBETIIHHA.
6.5 Bwua u ceabpKaHHe HA ONMAKOBKATA

Al/PVC 6auctepu

OnakoBku ¢ 5 Tabnerku (1 6nuctep no 5 tabnerku), 7 Tabnerku (1 6auctep no 7 Tabnerku) unu 10
Tabserku (2 6auctepa no 5 TabneTkH) B KAPTOHEHA KYTHSL.

He Bcuuky BUAOBE ONMakoBKKW MOraT fa 6baT mycHaTH Ha masapa.

6.6 Crhenuaj HH Npeina3HA MepPKH NPH H3XBBLPJIsiHE H paoTa

HsMa cnelyainy u3nuckBaHus.

7. IIPATEXATEJI HA PASPEIEHHUETO 3A YIIOTPEBA

EKO®APM T'PYII A/l

yn. Atanac [Jykos Ne29, er. 3
1407 Codus, bbnrapus

ten.: (02) 906 90 70

takc: (02) 906 90 71




8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20140367

9. JATA HA ITBPBO PA3PEIIIABAHE/TIOJJHOBSIBAHE HA PASPEIIIEHUETO 3A
YIIOTPEBA

Jlata Ha nmbpBo paspeluaBane: 03 nexemBpu 2014
[Hara Ha nocnengHo nonHoeseaxe: 20 nekemppu 2019

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




