KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA
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1. UME HA JTEKAPCTBEHMUSA ITPOAYKT -

Creor  31-01- 205

Jlesodnokcaunn Exodapm 500 mg punmupanu tadneTku
Levofloxacin Ecopharm 500 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bcesika Tadbnerka cbabpka 500 mg nesodaokcaunt (levofloxacin), kato neBodIOKCALIUH XEMUXKUAPAT.

3a MbJIHUA CMTHUCHK HA [MOMOLIHUTE BELLECTBA BHKTE TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
(Dunmupana tadbnerka

KepeMuaeHO 4epBeHH, MPOABLIATOBaTH, GUIMHUPAHK TaOJETKHU, FPAaBUPAHH ¢ JIe/IUTE/IHA YepTa OT JIBETe
CTpaHH, pazaendua ,.8" 1 ,,3” OT eaHaTa cTpaHa.

Tabnerkara Mmoxe na Obae pa3aeneHa Ha ABE paBHH J103H.

4. KIHUHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

JleBouiokcalMH € nokasaH NpH Bb3pacTHH 3a JIeYeHHE Ha clieHUuTe UH(pEeKUUH (BXK. Toukd 4.4 1 5.1):
- OCTbP MHENOHE(PPHUT H YCA0KHEHH HHPEKLIMH HA MMKOYHHUTE NbTHLIA (BXK. ToUKa 4.4);

- XPOHHYEH DAKTEpPHAIEH NMPOCTATHT;

— HHXaJJaLIMOHEH aHTPAKC: NPOPUIAKTHKA CJie]1 €KCMO3ULIMSA U JIeueHHUe (BXkK. Touka 4.4).

[Ipu cneanute nudekunu Jlesopnokcaunn Exkodapm TpsadOBa 1a ce U3nos3sa caMo, KOraTo ce CuuTa 3a
HenoAxo/asLa yrnorpedara Ha Apyrd aHTHOAKTEpUaIHU CPEACTBA, KOMTO OOHYAMHO ce npenopbyBaT

3a JICYEHHUE HA TE3U UHPEKUHH:

- MHEBMOHMUS, MPUA0OUTA B OOLIECTBOTO;

- OCTbp OAKTEpHAJIEH CUHYMT;

- ocTpa ek3auepOaums Ha XpOHUYHA OOCTPYKTUBHA OenioapoOHa D0ecT, BKIKOUHTETHO OPOHXMT;
- HEYCJIOKHEH LUMCTHT (BXK. TOUKa 4.4);

- YCJI0)KHEHU HH(EKLIMHU HA KOXKATA U MEKHUTE ThbKaHH.

JleBo(p10KCALMH MOXKE CBLLO Ja C€ U3M10/13Ba 3a 3aBbpPLUBAHE HA Kypca Ha JIeYeHUE NMPU NaLHEHTH,
NOKa3asiu rnoaoOpeHUe MpH HavaIHO JICYEHHE C MHTPABEHO3€EH J1IeBOGIIOKCALIMH.

Tpsa0Ba na ce uma npeaBua OPULUHATHOTO PbKOBOACTBO 3a MOAXO/IALLO H3MOI3BAHE Ha
aHTHOAKTEpHAIHU CPE/ICTRA.

4.2 Jlo3npoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
JleBodhiokcaumH TadneTKH ce npuaarat BeAHbK WM Ba NMbTH AHEBHO. Jlo3upoBKa by PRI < \\
M TEXKECTTa Ha MH(PEKUMATA U OT YYBCTBUTEHOCTTA Ha Mpe/rnojaraéMus naroreHe Ln}tﬁ '_:' ) b’*:’f{ | > :
JleBopnokcauunH TabIeTKM MOraT CbhLO Ja C€ MpHJIarar 3a 3aBbpluBaHe HA Kypca H Hl;lgp m’/’ a"
NaLMEHTH, KOMTO ca MoKa3ajau noaoOpeHHe NpH HavaHO JIeYeHHE C HHTPABEHO3€EH [OXCdlnH; -y Vi
M '.;’Q_x
Enys S~



nopaayu 6MoeKBHBAJIEHTHOCTTA HA MapeHTepanHaTa H nepopanyara ¢opma, MOXe Aa ce npunara

CbllaTa Ao013a.

Morat na 6baaT naaeHH cieaHUTe NPEenopbKH 33 403MpaHe Ha NEBOGNOKCALIMH:
Hozupoexa npu nayuenmu ¢ HopMaina 6vbpeuna Gynxkyus (kpeamununos Kiupwvuc >30 ml/min)

Ioxkazanue

JIHeBHa A030Ba cXeMa
(cnopec mexcecmma)

[MpoaBIKHTETHOCT HA
JIeY4E€HHETO
(choped mexcecmma)

OcTbp OakTepuaneH CHHYHT 500 mg BeaHBK AHEBHO 10 - 14 aum
baktepuanHo obocTpaHe Ha 500 mg BeAHDBK AHEBHO 7-10 ann
XPOHHYHA O0CTPYKTHBHA
6enoapobHa OonecT BKUL.
OpPOHXHT
[THeBMOHHSA, NpuaobuTa B 500 mg BenHbK MK aBa nbTH | 7 - 14 nHuU
obl1ecTBOTO AHEBHO
OcTbp NHeSOHeDPHT 500 mg BeaHBXK JHEBHO 7-10 aum
YenoxHeHH HHDeKuuH Ha 500 mg BeaHBK AHERHO 7— 14 gHK
| YpHHApHHA TPaKT
| HeycqioKHEH UMCTHT 250 mg BeAHBK AHEBHO 3 AHH
XpoHHueH bakTeprnaneH 500 mg BeaHB XK AHEBHO 28 nuu
MPOCTATHT
YcenoxHeHu HHdeKuMH Ha 500 mg BeaHbXK WAk ABa NbTH | 7 - 14 AHK
KOXATa H MEKHTE ThbKaHH OHEBHO
AHTpaKc NMpH BAHLLBAHE 500 mg BeAHBLK AHEBHO 8 ceamuim
Hapywena 6vbpeuna dpynuxyun (xpeamununos xkrupvic <50 mi/min)
Jlo3oBa cxema
250 mg/24 h 500 mg/24 h 500 mg/12 h
KpeaTHHHHOB [Tvpsa ooza: 250 mg ITvpsa ooza: 500 mg ITvpea ooza: 500 mg
KJIHPBHC
50-20 ml/min Creo moea: Cneo moea: Creo mosa:
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 ml/min Ciaeo mosa. Creo moea: Caeo moaa:
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 mi/min
{BKTIOYHTENHO Caeo mosa: Creo moea. Creo mosa:
X€MOJHAITH3A H 125 mg/48 h 125 mg/24 h 125 mg/12 h
HAINOD)'

'He ce HanaraT AOMBLJIHMTENHM 03U CIIEA XEMOIHANN3A WIH HenpexbcHaTa ambynaTopHa
nepuToHeanHa auanusa (HAILLR).

Hapyuena yeprodpobra pynxyus
He ce Hanara kopexuus Ha A03ara, TbH KaTo JIeBOPIOKCAUHH He ce MeTabonu3npa B 3HAUHMA CTENeH
OT YyepHUs Apob U ce eKCKpeTUpa OCHOBHO upe3 HrbpeunTe.

Cmapuecka gv3pacm
He ce Hanara kopekuus Ha 103aTa NPH NaLKHEHTH B CTAPHECKa Bb3PACT, OCBEH aKO HE ChLUECTBYBAT
JAaHHM 33 HapylueHa 6b0peuna pyHxuua (BXK. Touka 4.4 ,, TEHAUHHUT U PYNTYPH Ha CYXOXK

.Y AvxasaHe Ha QT uHTepBana®).

IIeduampuura nonyiayus
JlesoghiokcalurH € NPOTHBOMNOKA3aH Npy Jeua H FOHOWH (BXK. Touka 4.3).

Ha4yuH Ha npunoxenune




JlesodnokcaunH TabneTku Tpabea aa ce nornbiuar 6e3 na ce pasTpoLiarat ¢ A0CTATBYHO KOMHYECTBO
TEYHOCT. MoraT aa ce pa3aenar no JeNUTeNHaTa YyepTa 3a azantyupaHe Ha no3ara. [abneTkuTte Morar
Aa Ce NPUEMAT M0 BpeMe Ha XpaHeHe W Mexay xpaHeHuaTa. Jlesodaokcaunn tabnerku Tpabea ga
CE€ NMPHEMAT NOHE BA Yaca NMpean WK CJIEA NPHIOKEHHETO HA XKEME3IHH CONH, LUMHKOBH COJH,
MarHe3ui- HAH ATYMHHUR-CHABbPXKALUK AaHTHALUMAKW WAH AWJAHO3HH (A0 KOMOUHAjut Ha OUOGHOIUH
C QTYMURUL- WU MACHEIUT-CLObpXcauu Oyhepupaiyu cpeocmsa), u cykpaigham, TbH KaTo MOXe aa
HacTBLNH HaManagaHe Ha abcopObumnaTa Ha nesodaoKcaluH (BX. Touka 4.5).

4.3 IIporuBOonoKA3aHHA

JieBodnokcaumuy Tabnerku He TpaOBa ga ce npunarar:

— MPH CBPbXUYYBCTBUTENHOCT KbM AKTUBHOTO BELUECTBO, APYr¥ XUHOMOHH, HAX KbM HAKOE OT
MOMOLUHHUTE BelecTsa, H3bpoeHH B Touka 6.1;

— MPH NAUUEHTH C CMUNETICHUA,

— MNPy NaUHUEHTH C aHAMHE3a 3a HapYLUEHHA HA CYXOXKHITHATA, CBBP3aHH C MPHIIOKEHHE HA
(b1yOpPOXHHOJIOHH;

— NpU A€l U KOHOLIY;

— Mo BpeMe Ha OpeMEHHOCT;

- o BpeMe Ha KhpMEHE.

4.4 ChneuHanHH NpeYHPEXKICHHUA H NPCANAZHE MEPKH npH ynoTpeda

Ynotpebarta Ha nesodnokcauuH Tpabsa na ce u3bsarasa Npy NaLMEHTH, KOWTO Ca HMANH CEPHO3HH
HEXENAHH peakUHH B MHHAIOTO MpK ynoTpeda Ha NPOAYKTH, CbABPKALUK XHHONOHH HITH
bnyopoXHHONOHH (BXK. Touka 4.8). JleueHneTo Ha Te3u nauneHTy ¢ aesodaokcatmt Tpadsa na ce
3anOY4Ba CAMO MPH JIHMCa HA ANTTEPHATHBHHU Bb3MOXKHOCTH 33 NeYeHUE ¥ CNel BHUMATENHA OLIEHKA Ha
CBHOTHOLIEHWETO NoA3a/pHCK (BX. CbLIO ToYKa 4.3).

Puck om peszucmenmuocm

MHOTO BEpPOATHO € METHLWIHH-PEIUCTEHTHH S. qureus fa UMAT KOPE3IUCTEHTHOCT KbM
(AYyOpOXHHONOHH, BKITIOUHTENHO NeeoduiokcaunH. Iopaan ToBa nesodnokcauMH He ce NPeEnopbUBa
33 JICUEHUETO HA W3IBECTHHU MM noao3npaHn HHpekuun ¢ MRSA, ocsen ako nabopatopHu pesynratu
NOTBBLPAAT 4YBCTBUTEAHOCT HA MUKPOOPraH13Ma cnpamo NeBo¢IOKCALHH (K NpenopbYBaHUTE
0OMKHOBEHO aHTHOAKTEpHATHU CPEACTBA 33 JiedyeHHe Ha HHeKkuHH ¢ MRSA ca cueteHn 3a
HEeNOAXOAALILH ).

JleBohnokcauvH MOXKE 1a C€ Npuaara 3a JIeHeHHe Ha ocTbp DakTepraneH CUHYHUT H 0BoCTpaHE Ha
XPOHHYEH OPOHXHT, KOraTo T€3H HHPEKLIHM Ca MPaBHUAHO AHATHOCTHLIMPAHHY.

Pe3ncTeHTHOCTTA cNpAMO DAYOPOXHHONAOHH Ha E. coli — Hali-4ecTHs naToreH, CBbpP3aH ¢ MHPEKLHH
Ha ypUHapHHA TpaxT — Bapupa B Esponeickua cbio3. [Ipeanuceawunre Tpsbsa ga B3eMar npeasui
NoKaHo npeobnagapailaTta pe3HCTEHTHOCT ¢npsaMo GyopoxHHONOHKN npH E. Coli.

AHTpakc npy panwiBade: [1pHaoxkeHHeTo npu xopa ce OCHOBAaBa Ha JaHHH 3a YyBCTBUTENHOCTTA In
vitro Ha Bacillus anthracis 1 Ha eKCIEPUMEHTAIHH JaHHH NPH KHBOTHH, 3a€JHO C ONPAHHYEHH NAHHH
npu xopa. JlekyBawure nekapn Tpabpa aa ce pedepHpaT KbM HALIMOHATTHHTE W/HWJIKM MEXAYHAPOAHH
KOHCEHCYCHH NOKYMEHTH OTHOCHO JIEUEHHETO Ha aHTpPaKC.

TIpoovxcumennu, UNEATUOUIUPALYU U NOMEHYUATHO HEOOPAMUMU CEPUOIHU HEXNCE.IAHU 1eKAPCMBEeHY
peaxyuu

CvobaBa ce 3a MHOTIO peAKH CllyUaH Ha [POABIKHTENHH (NPOADIKABALLH MECEUH HIIH T
MHBAIMAW3HPALLH H NOTEHUHATHO HEeOOPaTHMHU CEPHO3HU HEXKENJaHH NeKapCTBEHH peak
3acArauly pa3siMyH{, MOHAKOTa MHOIO CUCTEMH B OpraHu3Ma (MyCKy/THO-CKENETHA, HEp
MCHXHKA W CETUBHHW OPraHy) Npy NauMeHTH, NOJYy4aBaLIH XHHOJIIOHH H GyOPOXHHOMO
HE3aBUCUMO OT TAXHATA BL3PACT U BEYe ChLUECTBYBALIUTE PHCKOBH dhakTopu. Jlesodn _
Aa ce cnpe He3abaBHO NP MbPBUTE MPU3HAUM HJIH CUMITTOMH Ha BCAKA CEPHUO3HA HEXKE @




KaTo nauMeHTUTEe TPAOBa na ce MOCHBETBAT Aa CE€ CBbPXKAT ¢ TEXHHUA JICKap, MpeAnHcan teKapcTBoOTO,
3a ChBeT.

TeHOuHUM U pa3KbC8AHE HA CYXOXNCUIUE

TeHAMHHUT H pa3KbCBAHE HA CYXOXHIIHE (MO-CMEUHATHO aXHAECOBO CYXOXHIHKE, HO De3 na ce
OrpaHu4aBa camo J0 HEro), MOHAKOra AByCTPaHHO, MOXKE Aa CE NOJIyYH OLUE B paMKHTe Ha 48 waca ot
3aNO4YBaHe Ha JIeYEHHETO C XMHOIOHH H (TyOPOXHHOMNOHH, KaTe HMa cbObLLIeHHA 34 TaKWBA, Pa3BHIIH
¢e OPH AC HAKOKO Meceua ciiefl NpeKpaTaBaHe Ha JiedeHHeTo. PUCKBLT OT TEHAUHHUT KB pa3kbCBaHe Ha
CYXOXKHJIHE CE NOBHILIABA NPH MO-Bb3PACTHU NALUMEHTH, NaUUEHTH ¢ 6B0peuHO yBpexaaHe, NauMeHTH
C TPAHCIUTAHTHPAH CONHAEH OpraH, MauKeHTH, Nosyyasawy aHesHu 403K no 1000 mg
neBO(IOKCALMH H TAKKBA, ICKYBAHHU CHITLTCTBALLO ¢ KOPTHKOCTEpouaH. I1o Tazn nprunua
chNbTCTBALLATA YNoTpeba Ha KopTHKOoCTeporay Tpsabaa da ce n3bdaraa.

[Ipy mMbpBUA NpU3HAK HA TEHAUHMUT (Hanp. Hone3HeHO NOAYBaHe, BLINAIEHHUE), JIeHEHUETO ¢
neBodoKcauHH TpabBa Na ce NPEKpaTH U Aa ce 0OMHUCIH AITEPHATUBHO JedeHHe. 3acerHaTiaT(Te)
kpaiHuk(uH) Tpabsa na Obae(ar) nekysaH(M) no NOAXOAALL HAYHH (Hanp. obe3aBHKBaHe).

He TpabBa na ce H3n0a13BaT KOPTUKOCTEPOMAM, aKO CE€ NOABAT NPH3HAUM HA TEHOMHONATHA.

Muoriaonyc

CovobuaBaHu ca ciyvan Ha MUOKJIOHYC NPH NAaLKEHTH, [IPHEMALLH J1EBOPIOKCALUHWH (BX. Touka 4.8).
PUCKBT OT MHOKJTIOHYC C€ MOBHLIABA MPH MO-Bb3PACTHH NALKWEHTH H NPH nauveHTH ¢ 61u6peyHo
YBPEKIaHE, aKo 403aTa Ha JieBO(DNOKCALIMH He C& KOPHIHpa Criopea KPeaTUHMHOBUA KITHPBHC.
Jlesopnokcaunn Tpadea na ce npexparu He3abaBHO NP MbPBATA NOABA HA MHOKJIOHYC W /1a ce
3anoyHe NoAXOAALULO NeYeHHe.

Jaboaseanur, cevpianu ¢ Clostridium difficile

Hunapus, ocobeHo ako e TexKa, NpoAbKHTENHA W/WIK KbpBaBa, Mo BpeMe Ha WIIH cliell NEYEHHE C
neBodIOKCaUHH (BKTIOYHTENHO HAKOIKO CEAMUUM CREA JICUCHUETO), MOXe a Obae cuMnToMaTuyiHa
3a 3abonasaune, cBbp3ano ¢ Clostridium difficile (CDAD). CDAD moxe na Bapupa no TexXecT OT JIEKO
10 KHBOTO3acTpaluaBallo, Hai-Texkara dopmMa Ha KoeTo e nceBaomeMBpaHo3eH KOHUT (BK. TOUKA
4.8). ETo 32110 € BAXHO Aa ce B3eME NpeaBHI Ta3H AXarHo3a fnpy NauveHTH, KOWTO pa3BHBAT TEKKa
OHAPHA NO BpeMe Ha WK che leyeHHe ¢ 1eodIoKCaurH. AKO MMa CbMHEHHE WJIH CE€ NOTBLPAH
CDAD, nesodnokcauur Tpadsa na ce cnpe HezabaBHO M BeHara aa ce 3anoyvHe noaAXoaAUoO eYeHHE.
JlexapcTBeHy NPOAYKTH, NOATHCKALIMK NEPUCTANTHKATA Ca NPOTHRONOKA3AHH MPH Ta3H KIHHHYHA

CHTYAlUHA.

Hayuenmu, npedpaznoioiceru Kb M npunaovbyu

XHHOJIOHUTE MOTaT [1a CHIKAT (para Ha NpUnagbUy ¥ MOraT Ja NpEear3BUKAT NPUNAADLK.
JlesodnokcaunH e NPOTHBONOKA3aH NPH NALKUEHTH C aHAMHE3a 3a enuaencus (BX. Touka 4.3) H KakTo
[py APYrUTE XHHOJIOHH, TpEOBa ia c€ nMpujara ¢ NOBUILEHO BHUMAHHWE NPH NALMEHTH,
NpeApa3noNOkKeHU KbM NMPHNAABLLUM HIH HA CbIBTCTBALLO ACUYEHHE C AKTHBHH BELLECTBA, KOHTO
CHUXABAT LiepebpanHug npar Ha NpUnNagbln, Kato TeodHanH (BX. Touka 4.5). B cnyuaii Ha
KOHBYJICHBHH npunaasuy (Bx. To4Kka 4.8), neuenuero ¢ nesodnokcauuy Tpabea na ce npexpari.

Ilayuenmu ¢ oepuyum na 2noxo30-6-ghocgham dexudpocenaza

[TauneHTH c naTeHTeH MaK H3dBeH JedeKT Ha MoKo30-6-pocdar JexuaporeHa3HaTa aKTUBHOCT,
MOTAT [a NPOABAT CKJIOHHOCT KbM XEMOJHTHYHH PEeaKLMK, KOTaTo Ca /IeKyBaHK C XHHOJIOHOBH
aHTHOakTepHanHu cpeactTea. [Topanu ToBa, ako N€Bo¢NOKCALMH CE H3NOJI3BA MPH TAKHBA NALMEHTH,
TpabBa 1a ce Cneay 3a eBEHTYa/lHa NMOSBA HA XEMOJTH3a.

[ayuenmu ¢ 6vbpeynu yapeNcoanus
Toii kaTo neBodoKcaLMH Ce EKCKpeTHpa OCHOBHO upe3 61uOpeunTe, n03aTa TpabBa na
6bae xopurvpaHa npH nauxeHTH ¢ 6L6peuHo yepexaaHe (Bx. Touka 4.2).

Peaxyuu na cepvxuyscmsumennocm
JleBogsiokcallid MOXe N3 NMPHYHHH CEPHO3HH, NOTEHUHANHO daTallH1 peakUnH Ha
CBPBXHYYBCTBHTEIHOCT (T.€. aHFMOEAEM A0 2aHAQHUNAKTHUYEH LUOK), MIOHAKOra NMoC/IeaB




no3a (ex. Touka 4.8). [lauveHTHTE TPAOBa Na NPEKPATAT JICUEHHETO He3aDaBHO H 12 Ce CBBLPXKAT C
TEXHHA JIEKAP WK C IEKAP OT CNEWHA NOMOLL, KOHTO Na HHHLUMHPA NOAXOAALULH CNIELIHH ACHCTBHA.

TeHCKU KQHCHU HENCEIARU peaKtiuy

Texku KOxHH HexxenaHn peakunu (SCARs), BKIIOUBALUK TOKCHYHA ennaepMainHa Hekpoania (TEN:
u3BecTHa owe kato cuHapoM Ha Lyell), cuHapom Ha Stevens Johnson (SJS) u nekapcTeeHa peakums ¢
€03UHODHINA U cHcTeMHH cumnToMU (DRESS), kouTO MOXKE da ca »HBOTO3aCcTpallaBally WK C
netaneH nU3xoi, ce cbollaBaT BLB Bpb3Ka ¢ ynotpebara Ha neBoduiokcauuH (Bx. Touka 4.8). Ilpu
NMPeANMCBAHETO Ha NIEKaPCTBEHUS MPOAYKT nauneHTHTe Tpabsa na 6bvaaT HHPOPMHpaHH 3a
NPH3HALHTE H CHMNTOMHTE Ha TEXKH KOXHH peakuMH U Aa bbaat HabnrogaBaHM ¢ NOBHILEHO
BHUMAaHHE. AKO CE€ NOABAT NPU3HALM U CUMITTOMH, MTOKA3ATENHH 3a T€3W PEaKLUH, NPHIIOKEHHUETO HA
nesodiokcaUHH TpabBa He3abaBHO 1a Ce NPEYCTAHOBH M 1a ce OOMHCIN ANTEPHATHBHO NeUeHHe. AKO
NaLHEHTDT € Pa3BUI cepHo3Ha peakuus, kato HanpuMep SIS, TEN win DRESS npu ynorpebara Ha
nesodoKcalHH, NeveHHe ¢ eBognokcalHH He TpabBa na ce 3ano4sa OTHOBO NMPH TO3H NALMEHT.

Huceaukemus

KakTo np# BCHYKH XHHONIOHH, €a CbOOLIaBaHH HApYLUIECHHA B KPBBHATA 3aXap, BIIIOYBALUIH KAKTO
XHUMOTIKKEMHS TaKa W XHMNEPIJIHKEMHA, Bb3HMKBALLH M0-4ECTO NMPH NALHEHTH B CTAPYECKA BBIPACT,
0OHMKHOBEHO MpPH NaUHEHTH ¢ AxabeT, NpUeMally CbNBTCTBALLO JIEYEHHE C NEPOPATHO
XUTIOrNTUKEMUYHO CpeacTBO (Hanp. raubeHkAaMKua) HaM ¢ MHCYJIHH. CboOLIaBaHK ca ciiyyan Ha
XHnorinkemrHuHa koma. [Ipu nauneHTH ¢ Anaber ce NpenopbHBa BHHMATENHO NPOC/IENsABaHE HA
KpbBHATA 3axap (Bxk. Touka 4.8).

JledyenuneTo ¢ nepodnokcaurH Tpadbea na ce cnpe HezabaBHO, aKO MAUHEHTLT ChOOLUM 32 HApYLIEHUS
Ha KpbBHATa 3axap W TpabBa Ja ce HMa Npeasua aTTepHATUBHA aHTHOAaKTEpHANTHA TEpANHA C
HEIYOPOXHHOIOHH.

[Ipednazeane om homovyscmgumennocm

[Mpu nesodnokcaunH e crobiuasaHa GoToUuyBCTBUTENHOCT (BX. Touka 4.8). [Ipenopbuba ce
MaLMEHTUTE 1a HE C€ HINAraT M3JWLIHO Ha CHIHA CAbHYEBA CBETIMHA MK Ha W3KycTBeHH UV nbun
(Hanp. KkBapuUoOBa J1amMna, COIaprUyM) No Bpeme Ha JieueHHETO U 48 yaca criien NpeKkpaTABaHETO MY, C
uen npeanaspaHe oT GOTOUYBCTBATENHOCT.

Hayuenmu, _aexysanu c eumavun K anmazonucmu

[Mopaay BB3MOXKHOTO NOBHILABaHE Ha koaryaauuorute Tectose (PT/INR) w/unn xbpeexe npu
NaLMEeHTH, NEKYBaHH ¢ NeBoduiokcaurH B KoMOHHauua ¢ BUTaMuH K aHTaronuctu (Hanp. apdapus),
€ HeoOXOAMMO MPOCEASBAHE HA KOAryMalUHOHHHTE TECTOBE, KOTaTO TE3M JIEKApCTBA Ca NpUnaraHd
€AHOBPEMEHHO (BHXK TOYKA 4.5).

Hcuxuunu peaxyuu

C1o0LIaBaHH ca ACHXUMHH peakuMH MpHU NaLKHEHTH, NPHEMALLH XHHOJIOHH, BKIKOYHTEIHO
nesodokcaudH. B MHOro peiku ciiy4au ca nporpecHpany A0 CYHUHAHH MHCIIU H
CaMO3acTpalllaBallio NOBEAECHHE, NOHAKOra CaMo el eAMHHYHA 103a JIEBOQUIOKCALMH (BX. TOUKa
4.8). B cayuait ye nauMeHTLT pa3BUe TE3W peakuni, NPHEMBT Ha neBogIoKcauMH Tpadea aa ce
npekpary He3abaBHO, NPU MbPBH NPH3HALM H CHMTOMH Ha TE3H PEaKLMH, H NAUKEHTHLT TpAOBa Na
ObAe NOCHLBETBAH Aa Ce CBBPXKE C NpeaAnucBatuvs Jekap 3a cheeT. Tpabsa na ce obmucnu
anTepHaTHBHA He(pYPOXHHONOHOBA aHTHOAKTEPHANHE TEPANHA H 112 C€ NPUIOKAT NOAXOAALIH
MepkH. [IpenopbyBa ce NOBULLEHO BHUMAHHE, aKO JIEBOPNOKCALIMH CE NpUTara NpH NMCHXOTHYHH
NaLHeHTH WK NPH NALMEHTH ¢ AHAMHE3a 3a NCUXOTHYHO 3abonssaxe.

Yovaxcasane na QT uwmepsaia
Heobxoaumo e noBULIEHO BHUMAHHE, KOraTo (TyOpPOXHHOMOHH, BKITIOYHTENHO NEBO(IOKCALIMH CE

Hanpumep:

- CHHAPOM Ha BpoaeH yawnkeH QT uHTepsan;

- e IHOBPEMEHHO NMPUIOIKEHHUE HA IEKApCTBA, 38 KOMTO € U3BECTHO, Ue yanmkasaT Q
(vanp. knac lA n [ll aHTHApUTMHLIM, TPHLMKITHHHHA AHTHIENPECAHTH, MAKPOITHIH,
AHTHNCHUXOTHLIH);




- HEKOPHUTHPaH eNeKTPOAUTEeH aucbananc (Hanp. XUNnokanueMus, XUrnoMarHe3HeMHus ),

- cupAedHO 3abonaBaHe (Hanp. CbpAevHAa HEAOCTATLHMHOCT, HHGAPKT HA MHOKap/a,
Opaaukapaus).

[launeHTHTE B CTapyecKa BL3PACT M XXEHHTE MOraT Aa ObAaT NO-4yBCTBUTENHH CNPAMO JIEKApPCTRa,

yabmkasawiy QTc. [opaan Tosa € HEOOX0AUMMO NOBHIIECHO BHUMAHHE, KOFaTo NPH TE3H MONyIaunH

ce npuaarat GpaAyopOXUHOIOHH, BKJIKOUYHTENHO IEBOPNOKCAUHH. (BX. ToukH 4.2 [layuenmu 6

cmapuecka eévzpacm, 4.5, 4.8 1 4.9).

[lepughepua nesponamus

CbolOwasa ce 3a cayyan Ha CEH30PHA UK CEH30MOTOPHA NOJIMHEBPONATHA, BOACLUM A0 NAPECTE3HH,
XHNOECTE3HA, AU3ECTEIUS UK c1abOCT MPH NALUHEHTH, MPUEMALIK XHHONOHH H (DITYOPOXHHOJIOHH.
[TaunenTute, KOUTO Npuemat nNesodnokcaluy, Tpadsa aa 6baaT nocbBeTBaHK 1a HHPOPMHUPAT CBOA
nekap, Apean Ja MpoAbIXKAT JIEUEHHETO, aKO Ce NMOABAT CUMITTOMH Ha HEBpONaTHA, KaTto Donka,
ycelllaHe 3a napeHe, MpaByUYKaHe, H3TpbBaHe WIH cnabocT, 3a 1a ce NpeaoTBpaTH Pa3BHTHETO Ha
noTeHUHaTHO HeoOpaTuMo 3abonaBaHe (Bx. Touka 4.8).

XenamoburuapHu HapyuieHus

CovobLiaBaHH ca ciyuaH Ha yepHoapoOHa Hekpo3a qo QatanHa yepHoapoOHa HEAOCTATHLYHOCT NpPH
nesodnoKcauuH, NPEeAMMHO NMPH MALHEHTH € TEXKKH NoANexatiy 3abonaBaHus, Hanp. cencHc (Bx.
Touka 4.8). [TauneHTnTe TpabBa na 6bAaT CbBETBAHU Aa CNPAT JICHEHHETO U A& CE CBBLPXKAT C JIEKaps
CH, aKO Pa3BHAT NPU3HALIH H CUMNTOMH Ha YepHOApOoOHO 3abonsBaHe KATO aHOPEKCHA, K b/TEHHLA,
ThbMHa YPHHa, CbpOex WiH BonesHeH kopeM.

Obocmpane na Muacmenus 2paguc

@OnyopOXHUHOJOHHTE, BKJIKOYHTETHO NEBOQNOKCALUH, MMaT HEBPOMYCKYJIHO O/10KHpallo AeiicTBHE H
MOraT a oDOCTpAT MYCKYJTHaTa ¢/1a00CT MpH NauHeHTH ¢ MHacTeHUd rpaeuc. [locTmapkeTdHroBu
CEPHO3IHHU HEXKENAHU NEKAPCTBEHM PEAKLIMH, BKTIOUBALIM CMBPT H HEODXOAHMOCT OT NOAABbPIKAHE HA
AULLIAHETO, ¢a cbobaBanu npu GIyOpOXHHOIOHH, H3NOI3BAHU NMPH NAUKWEHTH C MMACTEHUA TPABHC.
JleBodnokcaumH He ce NpenopbYBa MPH NAUMEHTH ¢ aHAMHE3a 334 MHACTEHHA TPABHC.

Ipumennyu HapyuieHus
AKo 3peHHeTO Obae yBpeaeHO HAH Bb3HHKHAT HAKAKBH e(PeKTH BbPXY OouHTe, He3abaBHo TpaOBa na ce
NpoBee KOHCYJITALMA C OMEH CRELHATHCT (BXK. ToukH 4.7 1 4.8).

Cynepurghexyun

[TpunoxxeHueTo Ha neBodaokcaurH, 0COBEHO NPOALIKHTENHOTO, MOXKE Aa NOBEAE A0 CBPbX PAaCcTEX
Ha HeYyBCTBUTEIHU MUKpoopraHu3smu. Tpabsa aa ce npeanpueMar nogXoAslUH MEPKH, aKO HACTbIH
cynepuH(pEeKLHs O BpeME Ha TepanuaTa.

IIpomenu 8 aabopamoprume u3zcre08anus

[lpu nauneHTH, NeKyBaHH ¢ NeBOGIOKCALMH, YCTAHOBABARHETO Ha ONUATH B YPHHATA MOXKE 4 AaAe
danuuBo NONOXKHUTENHH pe3ynTaTh. Moxe na e HeoOxoaMMO fa ce NOTBBLPAH NMONOXKHTETHHS
pe3yATaT 3a ONHATH C NO-CneUnpHyeH METOA.

JlesodnokcaumMH MoXxe aa NOTHCHE pactexa Ha Mycobacterium tuberculosis v nopaan Tosa, MOXe Aa
aane GanallMBo OTPMLATEIHM pe3ynTaTH npu fakTepuonorHiHaTa 1MarHo3a Ha Tybepkornosa.

Iloguwien puck om anespuzmMa U OUCEKAYUWA HA aoPMAma U Peypeumayus/HeoocmamvyHocm Ha
chpoedHume Kianu

EnuaeMHoNorHuHUTE NpOyyYBaHWUSA NOKa3BaT NOBHLIEH DUCK OT aHEBPU3Ma U AMCEKALIMA HA aopTaTa,
0COO€HO MpH NaLUKEHTH B CTAPYECKA BbL3PacT, KAKTO H OT PErypruTauqsa Ha a0pTHaTa U MH “
Knana caes npueM Ha GyoOpOXUHONOHH.

CboblueHH ca Ciiy4an Ha aHEBPH3Ma U IMCEKALMA Ha a0pTaTa, NOHAKOra YCI0KHEHH
pa3kbcaaHe (BKJIIOUYHMTENHO C JIETANEH H3XO0) H perypruTaumMa/HEAOCTaTLYHOCT Ha H
CbpPAEYHHTE KNAMH NMPpH NaUHEeHTH, NpHEMALLH PIyOPOXHHONOHH (BX. Touka 4.8).




3aToBa sryopoxuHonoHuTe TpaOBa Aa ce W3NON3BAT CaAMO Cle]l BHUMATE/IHA OLEHKA Ha
CBHOTHOLEHHETO NOM3A/PUCK M CNER pa3riexJaHe Ha APYTrH TEPANEBTUYHH Bb3IMOKHOCTH MPH
MaUXUEeHTH C MOJOXKHUTE/IHA PaMHIIHA aHAMHE3a 32 aHEBPH3MA WIHM BPOAEHO 3a00/19BaHE Ha
CbPACUYHHTE KNAMK, WK NPH NALKUEHTH, AMATHOCTHLIHPAHH € NpeailecTBalla aHeBpH3Ma 1/ Hau
JUCEKALMA HAa aopTaTa WiH 3abonsBaHe Ha CbpAEYHHUTE KNAMK WK NPH HATMYKME HA XPYTH PHCKOBH
¢dakTopu win 3abonaBaHus, npeapa3nosaraiu

- KaKTO 33 @aHEBPH3MAa, TAKa W 33 JHUCEKAUNA Ha a0pTaTa M 3a perypruTauua/Hea0CTaTbYHOCT Ha
CBPACUYHHTE KJI1and (Harp. HapYLUEHHS HA CbEAHHWTENHATA ThKaH, Hanp. CHHApoM Ha Marfan,
uaH cunapom Ha Ehlers-Danlos, cuuapom va Turner, 6onect Ha Behcet, xuneprouus,
PEBMATOHIEH apTPHT) MK AONBAHHUTENTHO

- py aHEBPHU3MA U AMCEKALIMS HA a0opTaTa (Harp. CbAOBH HAPYLUEHHWA, HAND. APTEPUUT Ha
Takayasu, ruraHTOKNneTbYEH apTEPHHUT, HIU HIBECTHA aTEPOCKAEPO3a HWIH CHHAPOM Ha
Sjégren), WIKH AOMBLIHUTEIHO

- NPH peryprutrauns/HeJ0oCTaThYHOCT Ha ChpAeYHHTE Kiany (Hanp. HHeKLUHo3eH
CHOKAPIHT).

PHCKBT OT dHCBPH3IMad H QHCEKALIMA HA a0pTaTa U TAXHOTO Pa3KbCBAHE MOXKE CBLUO 114 C€ MNMOBHILLH NPH
HAUHCHTH, NCKYBAHK CAHOBPCMCHHO CBC CHCTEMHHU KOPTHKOCTEPOHIH.

B cnyuaii Ha BHe3anHa 6onka B KOpema, rpbAHUs KOW WU rbpba nauueHTUTe TpaOea aa 6bvaar
NOCbBETBAHM [1a C€ KOHCYJITHpPaT He3abaBHO C JieKap B CIEIHO OTAENEHHE.

IlauneHTtuTe TpsaOBa Aa OBAAT NOCHLBETBAHM Ja MOTHLPCAT He3abaBHO MEAMLIMHCKA MOMOLL B C/Ty4ai Ha
OCTpa AMCIIHEs, NOABA Ha ChpuebueHe (NanfnuTaurK) WK pa3BUTHE HA OTOK HA KOPEMa WM 10JIHHUTE
KpaHHHLIH.

Ocmvp nanxpeamum

[Ipu naumeHTH, NpueMawy nesodoKcaLMH, MOXe Ja ce Habaloaasa ocTbp naskpeatHr. [launeHTure
TpabBa na 6vAaT HHPOPMUPAHH 38 XapaKTEPHHTE CHMITTOMH Ha OCTHP NaHkpeaTHT. [lauueHTHTE,
KOMTO MMAT rajicHe, HepasrnonoXXeHHe, KopeMeH AMCKOMPOpT, ocTpa kopeMHa Honka v nospblLUaHE,
TpaOBa na ObaaT noanokeHw Ha HezabaBHa MEAHLIMHCKA OLEHKA. AKO ¢e Noa03upa OCTbP
naHKpeaTuT, ynotpebara Ha nesoduiokcauuH Tpabea aa ce NpeyCcTaHOBH; aKO C€ NOTBBLPAM,
ynorpebara Ha JieBogaokcauH He Tpabea aa 3anousa oTHOBO. Tpabsa na ce BHMMaBa NpPU NaUHEHTH
C aHAMHE3Aa 3a naHkpeaTuT (BX. Touka 4.8).

Hapywenua na xpvema

KocTHOMO3bYHA HENOCTATLYHOCT, BKJIKOMHTETHO JIEBKONCHHUA, HEYTPOTNIEHHA, NAHLUTONEHHUS,
XE€MOJ/IUTHYHA 8HEMHUS, TPOMOOUMTONEHUS, anjlacTHYHa aHEMHSA WM arpaHyaoLHTO3a, MOXKE [1a Ce
pa3BHe MO BpeMe Ha JieyeHHeTo ¢ neBodnokcaurH (Bx. Touka 4.8). [Ipu cbMHEHUE 38 HAKOE OT Te3H
HapyllE€HHs HA KPbBTA TPAOBa Aa ce cieaH KpbBHATA KapTHHA. B ciyuail Ha abBHOpMHHM pelyaTarty,
TpabBa 1a ce OOMHCIM NpeKpaTABaHE Ha NEYEHHETO C IeBO(IOKCALHH.

4.5 BzaumogeHcTBHE C APYTH JIEK2PCTBEHH NPOAYKTH R ApPYrE GopMH HA B3aHMoaelicTBHe

Edexru na Apyrv ICKapcTBEHHU NMPOAYKTH BbPXY AE€BO(IOKCALUH

Keresnu coru, YunKogu CORU, MACHEIUL- WU ATYMUHUU-COOLDHCAUIU AHMUAYUOU, OUOAHO3UH
AbcopbuuaTa Ha neBodIOKCaALUH € 3HAYUTENIHO HAMaNEHa, KOraTo Tol ce npunara

€1HOBPEMEHHO C XKENE3HH CONMH, MArHe3HH- WIH ATYMHHHHA-CHABPXKALUKM AHTHAUHAH KW OUAAHO3HH
(cavo hopvu Ha OUOAHO3UH C ATYMURUT- UIU MACHEIUL-CbObpXICcauiu Oydepuparyu cpedcmaay.
H3rnexna, 4¢ €AHOBPEMEHHOTO NPHAOKEHHE HA PIYOPOXHHONOHH ¢ MYJITHBHTAMMUHH, CHIObLP
LUMHK, HamMa/19Ba TAXHaTa nepopaiHa abcopbuns. [lpenopbuBa ce NPOAYKTHTE, ChABPKAUIM
ABYBANEHTHH HJIH TPHBANCHTHH KATHOHH KAaTO KENE3HHA CONU, HHHKOBM COJH, HJIH MarHe
ATYMHHUA-CHLOBPKALLHM aHTHALIMAN, UK AWAAHO3UH (cavo opMu Ha QUOGHOZUH C AIYM
MazHe3uti-cvovpicauiu Oyepupawiu cpedcmea) 1a He ce NPUEMAT A0 2 yaca npead UM
cnen NpUAOKEHUWETO Ha nesoduiokcaumH (Bx. Touka 4.2). KanuuesuTte connw wMatT MUHH




edeKkT BbpXy nepopaniHaTa abcopbuua Ha eBOUTOKCALUH.

Cyxpaigpam

bHoHannWuyHoCTTa Ha NEBOPAOKCALUMH C€ HAMANABA 3HAYUTENHO, KOraTo Ce npwjara e AHOBPEMEHHO
cbe cykpandar. Ako nauneHTHTe TpabBa na npueMart W cykpaidar, u nesodaokcalnH, Han-106pe e
Aa npHeMar cykpandar 2 yaca c/jiea npHem Ha JieBoduiokcalMH {BxkK. Touka 4.2).

Teogurun, herbyghen wiu nododOHU HeCMEPOUOHY NPOMUBOEHINUIUMETHU JeKAPCMEU

He ca HabnoaaBaHu papMakOKHHETHHHH B3aHMOAEHCTBUA Ha NeBOMIOKCALUNH C TEODUITHH B
KNHHHYHO npoyuBaHe. Bunpekn ToBa MOXe 1a HACTBHNH U3pa3eHO NOHW)KAaBaHE Ha LiepeOpanHus npar
Ha NpUNaabuUMN NPY €AHOBPEMEHHO MPUNOKEHHE HA XHHONOHM C TEOPHINH, HECTEPOUIHH
MPOTHBOBB3MNAJIMTENHHN ICKAPCTBA WK APYrH CPEACTBA, KOMTO CHUXXARAT Npara Ha mpunagbLH.
KonueHTpauusaTa Ha nesonokcauuH € okono 3% no-BHcoka B NPHCHCTBHETO HA heHOYdeH,
OTKOAKOTO MPHU CAMOCTOATENHOTO MYy MPHAOKEHHE.

[Ipobeneyuo u yuvmemuoun

IpobeHeuna 1 UMMETUAHH MMAT CTATHCTHUECKH 3HAYMM e(PEKT BbPXY ENUMHHUPAHETO Ha
nesodnokcaurH. brOpeyHUAT kKnupBHC HA NeBOPIOKCALIMH CE HAMalTABa OT UMMETUANH (24%)
npobeneuna (34%). Tosa ce cnyusa Thbi KaTo ABETE N€KapCcTBa ca B CbLCTOAHHE Aa Diokupar
O16peuHarTa TyOynHa cekpelns Ha nesodokcandH. Bbrpekn TOBa NpH W3NMUTBAHUTE AO3H B
NPOYYBAHETO, MAJIKO BEPOATHO € CTATHCTHYECKH 3HAYHMHTE KHHETHUHH PAIMKM Aa €A OT KJIMHHYHA
3HAYHUMOCT.

Heobx0aHMO € NOBHLLEHO BHUMAHHE NMPH €AHOBPEMEHHO NPHIIOKEHUE Ha NeBOPIOKCALIMH C
neKapcTBa, 3acaraiu 6nopeunara TybynHa cexpeuus kato npobeHeuna H UKMETUIAHH, 0cOOeHOo npH
natueHT! ¢ 6B6peyHN yBpexKaaHus.

Apyvea ungpopmayus

KnuHnuuu papMakonorHyHi npoyuBaHHs MOKa3BaT, Ye GapMakoKHHETHKATA Ha NEBOdIOKCALHH He €
33acerHara B KJIMHHYHO 3Ha4MMa CTereH, KOraTo JieBoquIOKCalMH ce Npuara 3aelHO CbC CleAHHTE
neKapcTBa: KajgiueB KapOOHAT, AUrOKCHH, NMHOEHKNaMHA, paHHTHIHH.

EdexTu Ha nesodiokcaumH BLPXY APYrH N€KAPCTBEHHU NPOAYKTH

Liuxaocnopun
[MonyKHBOTBHT Ha UHKIOCTIOPHH ce noBxasa ¢ 33%, korato ce npuiara ¢ 1eBogIOKCallKH.

Bumawun K aunmazonucmu

CrobwaBanu ca nosuieHKH CTORHOCTH NpH koarynauroHHH Tectose (PT/INR) n/unm kupeene, koeto
Moxe na 6bae TEHKO, NPH NALMEHTH NEKYBaHH ¢ eBoduiokcauud B koMOuHauus ¢ BuTaMuH K
aHTaroHHcT (Hanp. sapdapuH). [lopasu Tosa koarynauMoHHuTe TecTose TpibBa na 6vaar
NPOCIEASBAHH NPH NALMEHTH, NEKYBaHH ¢ BUTaMHH K aHTaroHUCTH (BHX TOuKa 4.4).

Jexapcmea, yovaxcasawu QT unmepsaia

JlesoghioKcauMH, KakTo APYrHTE XHHOJIIOHH, TpaOBa aa Obae npunaraH ¢ NOBULLEHO BHUMAHHE MPH
NALMUEHTH, NPUEMALILHY JIEKAPCTBA, 3a KOUTO € U3BECTHO, e yabmxkaeatr QT uHTeprana (Hanp. kaac 1A
11 aHTHapHTMHUM, TPMUKKIIHYHH AHTUAENPECAHTH, MAKPOJIHIH, AHTHINCHXOTHLH) (BHX Touka 4.4
Yovaxcasane na QT unmepsana).

QQ Yed CHliecmeend HH@OQ;HGHHH

B npoyuBaHe 3a papMaKOKHHETUMHU B3aUMOAECHCTBHSA, N€BOIOKCALIHH HE 3acara
dapMakoKHHETHKAaTa HA TeodunuH (koiTo € TecToB cyOcTpaT 3a CYP1 A2), koeTo nokaszga, ue
nesodnokcaurH He € CYP1 A2 uuxubutop.

Hpyrn dopMH Ha B3aumoaeincTBu

Xpana
Hsama KIHHAYHO 3HAYUMO B3aUMOAEHCTBHE C XpaHa. 3aToBa 1€BOAOKCALWH MOXE Aa




HE3aBHCHUMO OT MPHUEMA Ha XpaHa.
4.6 PepTHAUTET, OPeMEHHOCT H KbpMERE

bpemeHHOCT

Mma orpaHnueHy aanHH 3a ynorpedara Ha feBodpnokcaumH npv 6pemeHnH sxeu. IlpoyusanHusaTa npu
XKHBOTHH HE NOKA3BAT AUPEKTHH HIH HHAMKPEKTHH YBpPEKAaLUM e(eKTH € Orfiell HA PENpOayKTHBHA
TOKCHYHOCT (B3. TOYKa 5.3).

Bovnpeky ToBa, nopaay AMNCaTa Ha AaHHU NPH XOpa W NOpaav TOBA, Y€ EKCNEPUMEHTATHUTE JaHHU
npeanoaaraT pUcK OT YBPEXKIaHE Ha HOCEWHTE TEXECTTa XPYIUAIHN HA PACTAIUMA OPraHH3bM OT
$nyOpOXHHONOHUTE, NeBodrokcalnH He TpadBa na ce npunara npy OpeMeHHH xeHH (BXK. Touka 4.3 4

5.3).

KbpmeHe

JleBodrokcalHH € NMPOTHBOMOKA3aH NPH XKEHH, KOUTO KbpMAT. HaMa goctaTb4Ho nHdopmauma 3a
EKCKpELHATA Ha NeBONOKCALMH B KbPMaTa, BBNPEKH Y€ OCTAHAIHTE DITYOPOXHHOJIOHH Ce
exckpeTupaTt B KbpmMata. [lopaay nuncara Ha JaHHY NpPY XOpa U NOpaaU TORA, Y€ EKCNICPUMEHTATHUTE
AAHHH MNPEANONAaraT pUCK OT YBPEXKAAHE HA HOCELLHTE TEXECTTA XPYLWIA/IM Ha pacTALUMA OPraHH3IbM
oT $hayopOXHHONOHUTE, NeBodokcaunH TabneTku He TpsOBa ga ce npuiara Npu KbpMadkH (BXK.
TOYkH 4.3 1 5.3).

DepTUIKTET
JlesoioKCaUWH HE NPEAH3BUKBA YBPEXIAHE HA (PEPTHIMTETA WK PEMPOLYKTHBHHUTE CNOCOOHOCTH
[MPH M1BbXOBE.

4.7 EdexTH BLpXy cnocobHocTTa 38 Mo HpaHe H pafoTa ¢ MALIHHEA

Hskou HexxenaHu nekapcTBeHK peakuMy (Hanp. 3amailBaHe/BepTHTo, CbHAMBOCT, 3pUTENHY
CMYLIEHHS) MOraT a HapyLuaT crnocoOHOCTTA Ha MauWeHTHTe 12 C€ KOHLIEHTPHpAaT U 1a pearvpar,
nopanau KOeTo € Bb3MOXHO 1a Bb3HHKHE ONACHOCT B CHTYaUHH, NPH KOKWTO TE€3H CNOCOOHOCTH ca OT
ocobeHa BaXXHOCT (Hanp. wodupaHe uan pabora ¢ MallKHA).

4.8 Hexenans JeKapCTBEeHH PeaKnHH

[IpencraseHara no-4ony HHPOPMALIHE ce OCHOBABa Ha AAHHH OT KIIKHHYHH NPOYUBAHHA APH NoBeue
oT 8 300 nauneHTH, KAKTO H NPOABLILKUTENICEH MOCTMAPKETHHIOB OTNHT.

HexxenaHuTe peakuMH ca NoapeacHH MO Y€CTOTa, KaTO HaW-4eCTHTE ¢a TbPBH, CNOPEN cneaHaTa
KOHBEHLUA:

MHoro 4dectu (>1/10);

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

HedecTH (=1/1000 no <1/100);

peaku (=1/10000 no <1/1000);

MHoro peaku (<1/10000) BKIIOYMTENHO OTACTHH CHOOLIEHHA.

C HEM3BECTHA HECTOTA: OT HAIMYHUTE AaHHH He MOXeE Aa Oble HanpaBeHa OLCHKA

B PAMKHUTEC Ha BCAKO pyrMnupaHe rno HeCToTa, HEOXKCNAHHUTC pEaKliMit Ca MPEACTABCHH B HHU3XO0OAL1l pCll
MO OTHOLUCHHC HA TAXHATA CCPHO3HOCT.

Cucremo- YecTn HeunectH Peaku C HeH3BecTHa
oprauen kaac | (21/108 o (=1/1000 o (=1/10000 no 4ecToTa
<1/10) <1/100) <1/1 000) (oT HaAE




Hudexkunu 1

[MOHyHU

napa3suTo3H HWH(PECKLIMH,
BKJTHOYMTENHO
HH(pEKUNH C
KaHIKnAa;
[laTorenHa
PE3UCTEHTHOCT
Hapywenuns Ha JleBkoneHHus; TpombouuToneHus; KocTHOMO3BbYHA
KpbBTa H EosuHopunna | Heytponexus HEAOCTATBYHOCT,
nuMdHara BKJIFOMUTENHO
CHCTEMA aruiacTH4YHa aHEMHA,
MaHUMTONEHHS,
arpaHyaouHTO3a,
XEMOJ/IHTHYHA
aHEMHS
HapymeHus Ha AHFHOCNEM, AHaduNaKTHYEH
UMYyHHaTa CBpPBLXUYBCTBHTENHOCT | LWIOK?,
cucTema {BX. TOUKA 4.4) AHadunakTonaeH
tok? (Bxk. To4ka 4.4)
HapyweHnna na CHHApPOM Ha
€HAOKPHHHATa HeaJaeKBaTHa CeKpeLus
CHUCTEMA Ha AHTUAUYPETHUEH
xopMoH {SIADH)
Hapyliexua na AHopekcus XHUNornuKeMus, XHUNeprivkeMus
MeTaboIHIMa U ocobeHOo npu (BXk. TOUKa4.4)
XpaHEHETO nauneHTH ¢ anaber
(BK. TOuka 4.4)
[TcuxHUHH BeicbHHe TpeBoXXHOCT; [TcuxoTHuH#u peakuuy | [ICHXOTHYHH
HApyLIEeHHA Cocrosinne Ha | (Hanp. ¢ HapylUeHHs CbC
odbpKaHocT; XaTIOLHHALIHMA, caMo3acTpallaBsaio
HepsHoct napaHos); MOBEAEHUE,
Henpecus; BKJTIOUBALLLH
B130yna; CYHUHMAHA KaeaLus
Spkn cbHULLA, WJTH
Kowmapu; ONMT 3a
I[eﬂnpuym CaMOYGHﬁCTBO
(BX. TOuKa 4.4);
Manus
Hapywenus na | ['nasobonue; | CbHIHBOCT; Konpyncua (sx.Ttoukn | [Nepudepna
HepBHAaTa 3amMasHOCT Tpemop:; 4.3 v 4.4), CEH30pHA
cucTeMa’ Hucreyauns [NapecTe3us; HeBponaTHs (BX.
Hapyuienue na | To4ka 4.4);
naMeTTa [epudepHa
CEH30pHa

MOTOPHA HEBpONaTHSA
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Arey3us;
Cuukon;
HobpokauecTeeHa
BbTpEYEpeEnHa
XHUMNEPTOHUS;

MuoknoHye

HapyweHns Ha
ouure’

3PHMTE/IHH CMYLLIEHHS
KaTo 3aMbIIeHo
3peHue (BX. Touka 4.4)

I[lpexonna 3ary6a Ha
3peHHUe (BXK. TOYKA
4.4)

HapyiueHuns Ha CseroBbpresk | TuHHTYC 3aryba Ha cnyxa;
YXOTO H HapyweH cayx
nabupuHTa’
Crpaeunu Taxukapans: BentpukynapHa
Hapywienns™ Mannutaumu Tax¥Kapaus, KOATO
MOKe Ja AoBeIe 10
CbpAEUEH apecT,
BenTpukynapHa
apUTMHA H torsade de
pointes (cbobliaBaHH
[IPEAUMHO MpPH
MaLHEeHTH C PUCKOBH
dbakTopH 3a
yAB/HKaBaHe
Ha QT ).
Yawmxen QT B
€JIeKTpoKapauorpamMa
(Bx. ToukH 4.4 1 4.9)
CnaosH Cawo 3a iv XHNOTOHUA
Hapyweuns™ dopma:
Qnebur
PecninpaTophm, Jlucnxes bpoxxocnasbm;
rPBAHU U AJlepruyeH
MEAHACTHHAIHH MHEBMOHUT
HapYWEHHS
CroMawHo- Huapus; Ab6aomMuHanna HKunapusa-
YpEeBHU [Mospbwane; | Oonka; XeMOparvuHa,
HapyLIEHUA ["anene Hucnencus; KOSTO B MHOTO peKH
QnaryneHums; Cny4Yau MOXe aa
KoHcTrnaums 6bae nokalzaTtenHa 3a
€HTEePOKOJIMT,
BKJIIOUHTEJTHO
nceeaoMeMOpaHo3eH
KOJUT (BK.Touka4d .4);
[lankpeaTHT (BX.
TOuKa 4.4)
Xenaro- [MoBuweHnu [osuuieH baTEHHUA U TEXKO
OunuapHH YyepHOAPOOHH | OunupyOHH B YEPHOAPOOHO
HapylLIEHHUS EH3UMH KpPbBTa yBpEKaaHe,
(ALT/AST, BIJTHOMMTETHO
ankanHa cny4vau Ha dartanHa
¢docdarasa, T

GGT)




To4Ka 4.4);
Xenarur
Hapyuienus Ha Ob6pus; JlexapcTBeHa peakuns | TokcHyHa
KOXATa Y Copbex; ¢ €O3HHODHANA U enuaepMaHa
NogKoXHaTa YpTukapus; CUCTEMHH CHMNITOMH HEKPOJN3a;
TbKaH ° Xunepxuapoiza | (DRESS) (sk. Touka | Cunapom Ha
4.4); OukcupaHa Stevens-Johnson;
neKapcTBeHa epynuusa | Epurema
MyaTHDOpME;
Peakuun na
({hOTOHYBCTBHTENHOCT
(Bx. TOuKa 4.4);
JleBkouuTOKNACTEH
BACKYJIHT;
Ctomarur;
XunepnurMeHTaum
Ha Ko)kaTa
HapywienHna Ha ApTtpanrus; CyXOXHNIHH Pabaomuonusa;
MYCKYNHO- Muanrus HapyLUEHHUA Pyntypa na
CKeJleTHaTa (Bx. ToukH 4.3 1 4.4), | cyxoxunue (Hanp.Ha
CHCTEMA M BKJTHOUHTESTHO- aAXHIIECOBOTO
CbhbEANHHTENHATA TEHAHHMUT (HANp. Ha CYXOXKHNUE) (BXK.
TBKaH aXHNEeCOBOTO Toukh 4.3 u 4.4);
CYXOXKMITUE); PynTypa Ha
MyckynHa cnabocr, JIWFAMEHT:;
KOATO MOXe 1a € OT Myckynna pynTypa;
OcOBEHO 3HauEHHE ApTpHT
NPH NALKUEHTH C
MHACTEHHUs MPaBHC
(BK. TOUKa 4.4)
HapyuieHns Ha [MoeuiueH Octpa 6b6peuna
6u6peuuTe H KPEaTHHHH B HEAOCTATbYHOCT
MTAKOYHUTE KPbBTA (Hanp. nopaau
NbTHLIA HHTEpCTHLHANEH
HedpHT)
O6wu Cavmo 3a iv AcTeHus [Tupexcus bonka (BKJIIOUHTENHO
HapyLIeHUs Y Qopma: bosnka B repba,
e(eKTH Ha Peakuuu Ha MPBbAHUA KOLL H
MACTOTO Ha MSCTOTO Ha KpaHHHLIATE)
NPUIOKEHHE HHY3IHS
(bonka,
3a4YcpBABaAHE)

? aHadUNaKTHYHHU K aHadUNAKTONAHU PEaKUHH NOHAKOra MOraT a Bb3HHKHAT AOPH CleA mbpBaTa
A03a.
® KOXHO-IMraBHYHH PeakiMH MOHAKOra MOTaT a Bb3HMKHAT A0PH CJIeA MLPBATa 103a.

*Covoblasa ce 3a MHOIO peKH Cy4an Ha MPOABIKUTENHHU (A0 MECELM UITH FTOAMHH),
WHBAJIMAK3HPALLH H NOTEHUHATHO HEOOPATHMH CEPHO3HM JIEKAPCTBEHH PEAKLIMH, 3aCATaLLH HAKONKO,
MOHAKOI'a MHOIO CUCTEMO-OPTraHHH KJ1ACOBE H CETUBA ( BKNIOYHTE/IHO PEAKLIHH KATO TEHIUHHT
Pa3KbCBAHE HA CYXOXKHIHe, apTpanrud, 60/1ka B KpalHHUUNTE, HapyLIeHHE HA NOXOAKaTa, HEBRQAMAAY
CBBLP3aHH C NapPEeCcTE3UA H HEBPAITHA, YMOpa, NCHXHATPHYHH NPobieMu (BKIKOUHTENHO .-‘-'/-:, W erdin /kffo
Ha CbHH, TPEBOXHOCT, MAHUK aTaku, Aenpecus ¥ caMoyOHHCTBEHH MHUCIIH), HAPYLLIEHHE ,,, “-‘“ RIIE \ ©
KOHUEHTpaLUATa U YBpeKAaHe Ha CyXa, 3peHHeTo, BKyca H 0OOHAHMETO) BB Bpb3Ka -

Ha XHHOJIOHH H QJIYOPOXHHOMNOHH, B HAKOU CTyHaH, HE3ABUCHMO OT BEYe ChLIECTBYBA %
.
C‘I;,
-
\ ‘

dakTopu (Bx. Touka 4.4).




**[1py nauneHTHTE, NpHEMaLLH (TYOPOXHHONOHM, €A ChOOLIEHH CAYYaH HA AaHEBPU3IMA W AUCEKALHA
Ha aopTaTa, MOHAKOra YC/SOXKHEHH NOPAIH pa3KbCBaHE (BKIIOYMTENHO C IETANEH U3XO0A) H
perypruTauna/HeJocTaTb4HOCT HA HAKOH OT ChPACYHHUTE Kianu (Bx. Touka 4.4).

Jlpyru HexxenaHu peakuus, CBbP3aHH C MPHWIOKEHHUETO Ha GyPOXHHOIOHH BKAIOYBAT!
— NPUCTBLIW HA NOPPUPHA MPU NALIUEHTH C OPPHPHA.

CrobuiaBaHe Ha NOA03MPAHH HEXENAHU PEAKLIUY

CbobUaraHeTo Ha NOJ03HPAHK HEXENAHHU peakUKMH cied pa3peluaBaHe 3a ynotpeba Ha iekapCcTBEHHS
MPOAYKT € BAXHO. TOBA NO3BOJIABA A4 NPOABLHKH HAONIOAEHHETO HA CLOTHOLEHWETO NON3A/PUCK 34
NEKAPCTBEHUS NPOAYKT. OT MEAWUMHCKHUTE CNELIMATACTH C€ U3HCKBA Aa CLOoDIaRaT Beaka
NoAO3HPAHA HEXKENaHAa peakuns uypes M3anbaHuTeHA areHuMa 1o jgekapersara yi. . Jamau [pyes® Ne
8, 1303 Codms, Ten.: +35 928903417, yebcanT: www.bda.bg

4.9 IIpeao3upane

Criopea TOKCUKOJOTMYHHUTE NPOYYBAHUA NPH KUBOTHH UIIH KIIHHUYHO-(PapMaKkOIOrHYHHUTE
MPOY4BaHHW4, NPOBEACHH ChC CylpaTepanesTHUHH 1034, HAl-BAKHUTE ApU3HALIK, KOHTO TpsOBa na ce
O4aKBaT cjef OCTPO npeao3npaHe Ha neroduiokcalHH TableTky ca CHMIITOMM OT CTpaHa Ha
LEeHTpa/iHATa HepBHA CHCTEMA, KaTO 00BLPKAHOCT, 3aMafgHOCT, HAPYLIEHO Cb3HAHHE U KOHBYJICHBHH
npHNagbLUM, yobnkasaHe Ha QT HHTEpBaia, KAKTO M CTOMALUHO-4YPEBHH PEaKLMH KaTO raacHe
AHWTaBHYHH €PO3HH,

Edextn spopxy UHC, BritouBaluH cbCTOAHWE Ha OOBPKAHOCT, KOHBYJICHH, MHOK/IOHYC, XallOUHHALIUH
M TpEMOp ca

HabnonaBaHH NpY NOCTMAPKETHHIOBUA OTHT.

B cay4ait Ha npeao3upaHe, TpaOBa Aa ce NpUIOKH CUMITOMATHYHO NedeHne. Tpabea na ce
npeanpueMe EKI” MmoHuTOpHpaHe, nopaan BL3IMOXHOCTTA 2a yabbkasaHe Ha QT wHTepsana. Morar
aa ObaaT npuiaradyd aHTHALKWOK 3a Npeana3BaHe Ha CTOMAaUIHATA MrasMua. Xemoadanuaa,
BKITFOUHTENHO NepuToHeanHa avanu3a n HAII e ca edpekTHBHHU 33 OTCTpaHsBaHE Ha
nesodnokcalunt ot oprainsma. He couiecTsysa cneunduyer aHTHIOT.

5. ©®APMAKOJIOTHYHH CBOHCTBA
5.1 dapmaxkoIHHAMHYHH CBOACTBA

®apMakoTepaneBTUYHA rpyna: aHTHOAKTEPHANTHY XHHONOHHU, (PAYOPOXHHOIOHH

ATC koa: JOIMAIL2

JleBonokcalUUH € CHHTETHYHO aHTHOAKTEPHATHO CPEACTRO OT KNac PIYOPOXHHONOHH H e S (-)
€HaHTUOMEPDLT HAa PAUEMUYHOTO AKTHBHO BELUECTBO OPNOKCALIHH.

Mexanuzvm Ha delicmeue
KaTto ¢yopoXxHHOI0HOBO aHTHOAKTEPHANHO CPEACTBO, JIEBO(IOKCAUHH AEHCTBA BbPXY KOMILIEKCA
JHK-JTHK rupa3a 1 Tonousomepasa 1V,

Bpvika gpapuarkoxunemurxa/papmaxkoouravuxa

CteneHTa Ha HakTepHasiHa aKTHBHOCT Ha JIeBOGUIOKCALIMH 3aBHCH OT CHOTHOLIEHHETO MEXAY
MaKCHMManHaTa KoHueHTpauuns B cepyma (C max) wau nnowra noa kpueata (AUC) v MunumanHara
HHXHOHpaula koHueHTpauusa (MIC).

Mexanuzvm Ha pezucmernmuocm
Pe3ncTEHTHOCT KbM NeBOdUIOKCAUMH ce NpyuaACOHBa Ypes NoeTaneH npouec Ha MyTauu

MecTa U Ha aeete TonousoMepasd Tvn 11, JIHK rupasa u tonouzomepaza 1V, lpyru m
PE3HCTEHTHOCT KaTo OapHeEpH Ha NpOMyCKIKBOCTTA (decTo nNpu Pseudomonas aerugi
MEXaHH3MH 3a eIyKC, MOraT CbLUO 1A MOBAHAAT HAa YYBCTBHTENHOCTTA CNIPAMO JIEB
Habntonaea ce KpbcTOCAHA PEIUCTEHTHOCT MEXAY NEBOPIOKCAUNH W APYTH dTyopo




[Topaan MexaHH3Ma HA AeHCTBHE, KATO LSO HAMA KPBCTOCAHA PE3UCTEHTHOCT MEXAY
neBo(OKCAUMH U APYTUTE KJ1aCOBE aHTHOAKTEpHATHH CpeACTRa.

[panuvnu cmounocmu

[penopbvkute Ha EUCAST 3a rpaHnunHukTe croiiHocTi Ha MIC 3a nepodnokcaumn, paznenswm
YYBCTBUTENHHTE OT HHTEPMELHEPHO HYBCTBUTETHUTE MUKPOOPTraHU3MH U HHTEPMEIHEPHO
YYBCTBHTEJIHUTE OT PE3IUCTEHTHHUTE MUKPOOPraHuiMH, ca NpeacTaBeHU no-a0y B TabaHuaTa 3a
TecTBaHe Ha MIC (mg/l).

CnekTbp Ha aHTHOAKTEpHATHA AKTHBHOCT:
CTofiHOCTHTE HA MUHKWMAaNHaTa nHxMOuMpaiia kosueHTpauua (MIC), yctaHoBeHun o1 EBponeiickus KoMHTET

3a M3NUTBaHe Ha aHTUMHKpoOHa uyBcTBUTENHOCT (EUCAST), 3a nesodiokcauuH ca nybaUKyBaHH Ha
CNEAHHSA JIMHK:

https://www.ema.europa.cuw/documents/other/minimum-inhibitory-concentration-mic-breakpoints_en.xlsx

[Ipeobnanasainata pe3MCTEHTHOCT MOXE Ja BapHpa reorpad)cki U BbB BPEMETO 3a ONpeaeNeHH
BHIOBE, MOPAM KOETO € KENATENHO Ja CE ThPCH KH(POPMALIHA 33 NOKANTHATA PE3KCTEHTHOCT, OCOOEHO
Nnpu JeueHHe Ha TeXXKH HHpekumH. [1pu HeobxoammocT, TpabBa aa ce THPCH excnepTHa KOHCYATaLKA,
KOraTo MecTHaTa npeodnanasaiia pe3MCTEHTHOCT € Takaea, Ye NPUJICKEHHETO Ha CPEACTBOTO NMOHE
MpY HAKOH BHAOBE MH(EKLMH, € MO BLNPOC.

O6nuaiing YYBCTBHTEIHA BAIOBE

Aepobnu I pav-noroxcumeanu baxmepuu
Bacillus anthracis

Staphylococcus aureus METULUMIHH-YYBCTBUTEJTHH
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobnu [ pav-ompuyamennu baxmepuu
Eikenella corrodens

Haemophilus influenzae

Haemophilus para-influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Pasteurella multocida

Proteus vulgaris

Providencia retigeri

Anaepobru baxmepuu
Peptostreptococcus

Hpyeu
Chlamydophila pneumoniae

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

Braose, NpH KORTO N O0HTATA PE3IHCTEHTHOCT MOXKE A8 C€ OKANKE I €M

Aepodnu I pav-noioxcumenu 5axmeguu




Enterococcus faecalis
Staphylococcus aureus METHLIMLTHH-PE3HCTEHTHH”
Koarynaza weratusex Staphylococcus spp

Aepobru [ pav-ompuyamernu baxmepuu
Acinetobacter baumannii
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

Anaepobru baxmepuu
Bacteroides fragilis

HacjieacTBeHO PE3RCTEHTHH HIAMOBE

Aepobnu { pav-noioxcumernu baxmepuu
Enterococcus faecium

* MHOTO € BepOSTHO METHUMIHH-PE3UCTEHTHHU S. gureus 1a UMaT KOPEIUCTEHTHOCT KbM
$NYOPOXHHOAOHH, BKTHOYHTENHO N€BOPIOKCALMH.

5.2 ®apMakOKHHETHYHH CBOHCTBA

Abcopbunsg
[Tepopanno npunoxeHus nesognoxcaurH ce abcopdupa 61-P30 H NOUTH HANMBJHO M JOCTHIra MUK HA
niaasMeHaTa KoHLEeHTpauus ao 1-2 vaca cnea npueM. AbcontotHata GnonanuuHocTt e 99 - 100%.

Xpanara uma cirab edekt Brpxy abcopburara Ha neBoduioKcaUMH.

Ycnosus Ha CTaUMOHAPHO CLCTOAHHE Ce aocTUraT a0 48 yaca cnen cxema Ha npunarade 500 mg
BEJIHDBXK MJIM J1IBA MLTH JHEBHO.

Pa3n eneHue
[Ipubnuzurento 30 - 40% ot neBodaOKCaUMH CE CBBP3BAT CHC CEPYMHHUTE MPOTEHHH.

Cpennuar obem Ha pasnpeaecicHue Ha JieBogaokcauHH € npubausurtendo 100 | cnen enHokpaTHa K
MHOroKpaTHHU A03u oT S00 mg, U NOKa3sa WHPOKO pa3npeacneHUe B TENECHUTE ThKAHH.

[IpOHHKBAKE B ThKAHHTE U TENECHHUTE TEHHOCTH

Jlesodpnokcaumd NpoHHKBa B OpOHXHaANHATA TMraBUUA, ENUTENHATA TTIOKPHBHA TEYHOCT,
anseonapHure Makpodary, 6enoapobHara ThkaH, KOXAaTa (TEHHOCTTa B MEXYPHUTE), TbKAHTA Ha
npoctarara ¥ ypuHarta. JlepodnokcaunH obaye iMa HEIHAYHTENHO MPOHUKBAHE B rPbOHA4UHO-
MO3BYHATA TEYHOCT,

buoTpaHcpopMauns .
JlesodnokcaunH ce Mmetabonu3anpa B MHOIO Manka cTeneH Kato metabonnrure ca ae
neodniokcauuH U nesoguokcaunH N-okcua. Tezn merabonuru npeacrapnspat <59
€KCKpeTHUpaT B ypuHaTta. JleBoQIoKkcaUMH € CTepeOXHMHYHO CTa0WNEH K He NPeTh
HHBEPCHAL.

EnvumMuHupate




Cnen nepopaiHO M HHTPABEHO3HO MPHIIOKEHHE Ha N1eBOGNIOKCALIHH, TOH C€ eTUMHHHPA OTHOCHTEIHO
6aBHO OT nna3mara (t, : 6 - 8 h). Exkckpeuusra e npeaumHo upes 6vbpeumte (>85% ot npunoxeHara
ao3a).

CpeaHHAT NpUBHIEH OOLI TENECEH KAUPBHC Ha TeBOPAOKCAUHH Clel eArHKYHA a03a oT S00 mg e
175 £29.2 ml/min

Hsama ronemu pauinku BbB papMakOKHHETHKATA Ha NeBOGAOKCALIMH Clel HHTPABEHO3HO U
MepopaJHO NPHIOKEHHE, KOETO NMpeanoara B3anMo3aMeHseMOCT Ha NepopaTHUA H HHTPaBEHO3HUS
MbT.

JlnnenHHoCT
JleBodnokcalMH npuTexasa TMHEHa dpapMakoKHHETHKa B Anana3oH oT 50 o 1 000 mg.

CneuyanHy nonviauuu

[Tayuernmu ¢ 6v6peuna Heoocmamuvynocm

QapmMakokHHEeTHKaTa Ha feBO(pIOKCaUMH ce 3acara npu 60peuHo yepexaate. [lpn HamansaBaHe Ha
O6nOpeuHaTa ¢pyHKUHA, 6BOPEUHOTO ENTUMHHUPAHE U KIIHPBHC HAMANABAT, €IMMHUHAUMOHHUAT
NONYXHBOT ¢ YIL/KABA, KAKTO € NnoKazaHo B Tabnavuara no-aony:

(PapMakoKHHETHKa NpH OLOpeuHa HeAOCTAaTBYHOCT ClER €AWHHYHa nepopaiHa no3a ot 500 mg

Cle [ml/min] <20 20-49 50-80
Clg [m/min] i3 26 57
t.[h] 35 27 9

ITayuenmu 6 cmapuecka sv3pacm
Hsama 3HauyMTeNHH pa3nvky BbB (JapMAaKOKHHETHKATA Ha N€BOGMAOKCALMH NPH MAAAM NAUHEHTH H
NaLUHeHTH B CTapyecka Bb3pacT, OCBEH Te3H CBLP3aHM C PATMKH B KPEATHHUHOBHSA KITHPLHC,

Honosu paznuxu

OraenHn aHANH3K NPH MBXKE W HKEHH NOKA3BAT MAJIKH A0 FPAHUYHU MOMOBH PaIHKH BHB
(apmakokHHeTHKaTa Ha neBopnokcaurH. HaMa naHHH T€3d NOMOBY paznvKH Aa ca OT KJIIHHHUYHO
3HaAYEHHE.

5.3 [IIpeaxsIHHHYHH JAHHE 32 0€30NaCHOCT

HexkHHWYHUTE AaHHX HE NOKAa3BaT OCOOEH PHCK 3a XOpa Ha 0a3ara Ha KOHBEHLIMOHATHHUTE
(bapmaxonoruqﬂu ApoyuBaHHA 3a TOKCUYHOCT Ha €AHHHYHA 0034 B NMPpH MHOTOKPATHO MpHJIaraHe,
KApUHHOICHCH NOTCHUMKAN, pCNpOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3sBUTHUCTO.

JlesodnokcauMH He NpeAH3BHKBA HapylIeHHe HA GEPTHAUTETE WIH PENPOAYKTHBHATA CNOCOOHOCT
NPH MTbXOBE U HEFOBUAT €JHHCTBEH €QEKT BLPXY M10Aa € 3ab0aBeHO Ch3pABAHE BCACACTBHME Ha
TOKCHYHOCT MPH Maikara.

JleBodnokcaumH He HHAYUHPA F€HHU MYTAUWH B OaKTepHaHH KNETKHU WK KIETKH Ha 003aitHHUM, HO
HHOYUHpa XpOMO30MHH abepaunu B 0€10ApOOHH KIIETKH OT KHTAHCKH xamcTep in vitro. Tesn €
MOYe [a Ce Ab/hKaT Ha HHXHOHUpaHeTo Ha TonousoMmepasa ll. In vivo TecToBe (MUKPOHY
pa3MaHa Ha CECTPHHCKH XpoMaTuIu, HenpeasuaeH cuures Ha JIHK, noMuHaHTHH neT
He MOKa3BaT HHKAKbB NreHOTOKCHYEH MOTEHLIHA.

[IpoyuBaHUWs NpH MULIKH NOKA3BAT, Y€ eBODIOKCAUHH KMA HOTOTOKCHUHA AKTUBHO
MHOTO BHCOKH J03H. JlesognokcaluuH He NoKa3sa HHKAKbB MEHOTOKCHYEH MOTEHLUH
$HOTOMYTAreHHOCT K HAMANABA TYMOPHOTO Pa3BHUTUE MPHU NPOYUBAHE 33 GOTOKAHLUE




Kakro npu apyrure gayopoXHHONOHH, NTEBO(IOKCALHH NOKa3Ba €peKTH BbPXY XPYLUAIHTE
(oTnenBaHe ¥ oOpa3yBaHe HA KYXWHH) NMPH MWILXOBE M KyyeTa. Te3u HaX0OKW ca Mo-H3pa3eHH npu
MJ1aAH XKHBOTHH.

6. GAPMAIIEBTUYHHU JAHHH
6.1 Cnuchbk HA NOMOILIHH BElECTBA

CobpueBuHa Ha Tabnerkara:
Xunpomenosa (3 cps)
MukpokpucTaiHa uenynosa,
KpocnoeuaoH (tun-B)
MarHesues cTeapar

(DUIMOBO NOKPHTHE:
Xunpomenosa 2910 (6 cps)
Makporon 400

Honucopbar 80

Turanos anokcun (E171)
Xenesen okcug, uepseH (E172)
Xenezen okcua, xbiart (E172)

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox uarognocr

3 roanHy

6.4 Chnennajfn yc/IOBHA HA ChXPAHEAHE

Jla ce cbxpaHaBa B OPHIrHHATHATA OMAKOBKA, 3a J1a C€ MPEANa3y OT CBETIHMHA.

6.5 Buan cbIbpXxaHHE HA ONAKOBKATA

Al/PVC 6nucrepu

OnaxoBkH ¢ 5 Tabnerku (1 6Gancrep no 5 rabnerku), 7 Tabnetku (1 6aucrep no 7 Tabnetku) unu 10
Tabnetkn (2 6ancrepa no 5 TabneTkH) B KAPTOHEHA KYTHA.

He Bcuuxy BHaOBE OnakoBkn Morart aa 6baaT mycHaTH Ha nasapa.

6.6 CnennalHH npeaAnasHA MEPKH NPH H3XBLPAsHE H paborTa

Hsama cneuranHH H3IHCKBaHHA.

7. INPUTEXATEJ HA PABPEHIEHHETO 3A YIIOTPEDBA

EKODAPM I'PYIT A

yn. AtaHac [lykos Ne29, et. 3
1407 Codnsa, bvarapus

Ten.: (02) 906 90 70

¢akc: (02) 906 90 71




8. HOMEP(A) HA PAPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20140367

9. JATA HA ITBPBO PAZPEILIABAHE/MTIOJHOBSABAHE HA PAZPEHNIEHHETO 3A
YIIOTPEBA

Jlata Ha nbpBo pa3pewasatxe; 03 nexemepu 2014
Jara Ha nocneaHo noaHosaeaHe: 20 gekemspu 2019

10. JATA HA AKTYAJIHU3HPAHE HA TEKCTA




