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1. HME HA JIEKAPCTBEHMHWA ITPOAYKT
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Tapanux 500 mg punmMupaHn TabneTku

Tavanic 500 mg film-coated tablets Paspewenue M

samne- ke AN, A6 05,

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB osperuie Ne U S 4L L. (i -G 21]25
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Beaka ¢unmMupana tabnetka Tasanuk 500 mg cwvabpxka 500 mg neodnokcaumn (levofloxacin) kato
neBOMIIOKCALIMH XEMUXHKApAaT.

3a NbAHMA CIUCHLK HA MOMONIHHUTE BEILECTBA BHXKTE TOYKa 0.1,
J. JEKAPCTBEHA ®OPMA

OuamupaHa TadbneTKa.

brenoxbsareHnkaBo-6e1u 00 YepBeHUKaBo-6enu puaMUpaHu TabaeTKK ¢ ACNUTEIHA YepTa.
TabsneTkaTa Moxke Aa ObAE pasjieneHa Ha paBHH MOJIOBHHM.

4. KINMHHYHHA N1AHHHA

4.1 TepaneBTHYHH NOKaA3aHHA

TaBaHuK ¢ noka3zaH NpH BL3PACTHU 34 JICHECHHE Ha CleIHUTE HH(pEeKLHM (BX. ToukH 4.4 U 5.1):
® OcTbp NUENOHEDPUT H YCIOKHEHN MH(EKLIMK HA NUKOYHUTE MbTHIIA (BXK. TOUKa 4.4)

® XpOoHHUeH DaKTepHaseH NpoCcTaTuT

¢ AHTpaKc iipH BAULIBAHE: NPOPUNAKTHKA CAEeA EKCIO3ULIMA Y IeYeHHE (BX. TouKa 4.4).

3a no-aony nocoyennte MHpexkuuu TapaHuk TpabBa ga ce M3MoA3Ba caMo Korato ynotpebara Ha
aHTUOaKTepHANHU NpenapaTd, KOUTO OOMKHOBEHO C€ NPENOopbYBAT 33 MbPBOHAYAHO jIEYEHHE Ha TE3M
MHODEKILIMHU, c€ CYUTA 33 HENOAXOAA1IA.

e Octbp DakTepHaneH CUHY3UT

¢ OcTpa ex3aLiepObaLua Ha XpoHHyHa OOCTpyKTHBHA OenoapobHa 6onect, BKIFOUUTETHO OPOHXUT
¢ [THeBMOHMUA, NpraOOHTA B OOLLIECTBOTO

¢ YCN0KHEHH HH(pEKLIMH HA KOXKATA U MEKHTE ThbKaHH

¢ HeycnoXHEeH LHCTHT (BXK. ToYKa 4.4)

TaBaHNK MOXe CbLIO Ja c€ W3MOJ3Ba 3a 3aBbpLUIBaHC Ha KypcCd Ha JICHCHHUE TIpH MAUHCHTH, TNOKa3aJlH

MoA00peHHe NNPH HAYAIHO JIEYEHHE C HHTPABEHO3€eH AeBO(JIOKCALIHH.
Tpsabea na ce uMa npeaBHA 0pHLUANHOTO PBKOBOJACTRO 3a MOAXOAALIO U3M0/13BaHE HAa aHTUOAKTEPHAIHH

CpeJcTBa.

4.2 Jlo3npoBKa B HAYHH HA TIPHJIOKEHHE

TasaHKK TaOJNIETKH C€ MPHNATAT BEAHBX UIH ABa MbTH AHEBHO. J03UpOBKaTa 3aBUCH
Ha UHPEKUHUATA U OT YYBCTBUTEIHOCTTA Ha NMpeArofaraeMus NaToreHeH NPHYHHHT
MOraT CbILO Aa ce MpHaraT 3a 3aBbpLIBAHE HA Kypca Ha JIeYEHWE TIPH TIaLHEHT,
MoAOOpeHNe NpH Ha4YaNHO JEYEHHUE C HHTPABEHO3eH NeBOQUIOKCANMH MOpaay Ou
[apeHTepanHaTa ¥ nepopanHara ¢opma, MOXKe Ja ce NpUjiara ¢hbllaTa 4034,

Ho3upoBKa
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Morat Ada 6'I:,EI,3.T AAJCHH CICAHHUTE TNPECITIOPBKH 33 JO3HPAHC HA TaBaHuK:

Ho3zupoeka npu nayuernmu ¢ nopmaina 6vopeuna pynryus (kpeamununoe Kiupwvuc > 50 ml/min)

IHoxkazanue Fluenua J030Ba ¢XemMa IIpoabaxkuTEIHOCT Ha
(cnoped mexcecmmay) lteueHHEeTO
(cnopeo medcecmma)

OcTbp baKTEpHANIEH CHHY3HT P00 mg BeAHBX JHEBHO [10 - 14 nnn
bakTepuanHo obocTpsiHe Ha 300 mg BEIHBXK AHEBHO 7 - 10 nun
XpOHYUYHa 0OCTpYKTHBHa OenoapoOHa)
Oonect BKJI. OPOHXHUT
[IHEBMOHHA, NpUAOOUTA B 500 mg BeAHBX MK ABa NbTH |7 - 14 AHM
E)ﬁmecmom IIHEBHO A

CTBP NUEJIOHEPPHT 500 mg BeAHBXK AHEBHO 7 - 10 nHu
Y CN0XKHEHH HHPEKLHUH Hal500 mg BeAHBXK AHEBHO 7 - 14 nHH
[YpUHAPDHHA TPAKT
HeycnoxHed UHCTHT 250 mg BEAHBXK AHEBHO 3 AHH
XpoHH4YeH DakTepuaneH npoctatit  |500 mg BEAHBK AHEBHO 28 aHK
YCNnoxKHEHN HHPEKUMU Ha KoxkaTta U (500 mg BeAHBX MaK aBa NbTH [/ - 14 1HM
MEKUTE ThKaHU InHEBHO
AHTpaKc Npy BAHILBaHE 500 mg BEAHBXK AHEBHO 8 ceaMHLH
Cneyuannu nonyiayuu
Hapywena 6vbpeuna gynkyus (kpeamununos xaupvuc < 50 ml/min)

Ho3oBa cxema
250 mg/24 h 500 mg/24 h 500 mg/12 h
vpea ooza: 250 mg |17‘bp6’ﬂ ooza: 500 mg vpea ooza: 500 mg

KpeaTHHHHOB KJIHPBHC
50-20 ml/min “1ed moea. Lc.qea mosa. "1ed moaa.

125 mg/24 h 50 mg/24 h 250 mg/12 h
19-10 ml/min ICed mosa. IC1ed mosa. ICned moesa.

125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml/min ICred mosa. ICneod moea: ICreo moesa.
(BKIIOUHTETHO 125 mg/48 h 125 mg/24 h 125 mg/24 h
xemoauanusa u HATIJ1)

'He ce Hanarar J0IMLTHUTENHM JO3H CIIEA XEMOIHANH3A WK HENPEKbCHATA aMOYIaTOPHA NepUTOHEATHA

ananuza (HATI).

Hapywena wepnoopobua hynxkyua

He ce Hanara KOPCKUHA HA 103aT4, ThHU KAaTO J]EBO(I)J]OKC&L[HH HC CC MET&ﬁOHHZ&HpH B 3HA4YHUMa CTCNEH OT

YyepHHUs Apod K ce eKCKPETUPA OCHOBHO 4pe3 H1LOpeluTe.

[lonyaayun e cmapuecka 6v3pacm

He ce Hanara kopexums Ha 103aTa NpH NMaLHEHTH B CTAapYE€CKa Bb3pacT, OCBEH aK{]
3a HapyuleHa ObOpeuHa ¢yHKuHa (BX. Touka 4.4 "TeHAHHHUT MU pynTyj|

"Vasmxasade Ha QT uHTepBana").

lTeduampuuna nonyiayus




Tapanuk € MpoTUBONOKA3aH NPH A€LIA U FOHOWIH (BXK. TOYKa 4.3).

HauyuH Ha npuaoxKeHue

TapaHuk TabneTku TpaOBa Ja ce NOrABLWAT, O€3 1a Ce pa3TPoLUABaT U € A0CTATHYHO KOJIHYECTBO TEYHOCT.
Morar na ce pa3aensT no JAeJMTe/IHaTa YepTa 3a aAanTHpaHe Ha fo3aTa. [abdneTkuTe MoraT Aa ce NpueMar
10 BPEME Ha XpaHEHE WM MexX Iy XpaHeHusaTa. TapaHHuk TabneTku TpsOBa aa ce nmpyeMar MoHe /iBa yaca
npead HIW CJed NPUIOKEHUETO Ha JKENE3HU COJNHM, UMHKOBH COJIH, MAarHe3uWi- HIM anyMHHHH-
CbAbPXALIA AHTHALUAN WU AUTAHO3HUH (CaMO KOMOUHAYUU HQ OUOAHO3UR C WIYMUNUU- WIH MAHE3Ul-
cvovpocawu bygepupawyu cpedcmsa), v cykpandart, ThH KaTo MOXKE Ja HACTbLNY HaMalsBaHE Ha
abcopbuuaTa My (BX. Touka 4.5).

4.3 IIpoTnBONOKa3aHHA

Jlesodnokcauud TadneTkn He TpAOBa Aa ce npuaarar:

® [IPH TNAUMUCHTH, CBPbXYYBCTBUTENHH KbM JEBOQIOKCALMH WIM APYFH XWHOJIOHH, WJIM HAKOE OT
MOMOLLHHWTE BELECTBA, U30pOeHH B TOYKa 6.1

® [IpH NALIHEHTH C ENHIIETICUR

® NPH NAaLUMEHTW C aHaMHe3a 3a HapYILUIEHUS Ha CYXOXKMWIMATA, CBbP3aHU C NPUIOKEHUE HA
$b1yOPOXHHOJIOHH

® NIPKU AL WIH IOHOLIH

® 110 BpeM¢E Ha OPEMEHHOCT

® NIpH KbPMaUKH,

4.4 CnenvaaHu npegynpexkaeHusi H NMpeANna3Hl MEPKH NpH ynorpeda

Ynorpebata Ha neBodnokcaudH TpAOBa aa ce u3dAresa npv NAUMEHTH, KOUTO €A HMAJIM CEPHO3HMW
HEXEJMaHW PpEeakKLHU B MHHANOTO NpH ynorpeGa Ha MNPOAYKTH, ChbAbPXKALIKM XWHONOHH MIH
(BAYOpOXUHOJIOHH (BK. TOUKa 4.8). JleueHueTo Ha Te3U NALMEHTH C JieBOIIOKCAUMH TpADBA 1a Ce 3arno4ypa
CaMO NpH JIUNCa Ha aNTepHAaTHBHM Bb3MOXHOCTH 3a N€YEeHHE MW CJIeJ BHHUMAaTeslHa OLEHKA Ha
CHOTHOLIEHHETO NOJ3a/pHUCK (BXK. ChIIO ToUKa 4.3).

Puck om pesucmenmuocm
MHOro BEpOATHO € METULIMJIMH-PE3UCTEHTHHU S. qureus 1a UMAT KOPE3UCTEHTHOCT KbM (JIyOPOXHHOJIOHM,

BKJOUYHTENHO ncBodaokcauunH. Ilopaau toBa neBodoOKCaUMH HE ce MPENopb4Ba 3a JICUEHUETO Ha
M3BECTHU MY noao3npaHu yAHPekunn ¢ MRSA, ocBeH ako nabopaTOpHM pe3ynTatH  NOTBLPAAT
YYBCTBHTEJIHOCT Ha MHUKDOOPraHM3Ma chpsaMo NeBoQOKCaluH (M NpenopbyBaHUTE OOMKHOBEHO
aHTHOAKTEpHUallHU CPECTBA 3a JieueHUue Ha UHpeKuMa ¢ MRSA ca cueteHH 3a HenogxoasiuH).

JleBodnokcaliyn MOXE Aa c€ npuiara 3a JcYeHUe Ha OCThp OAKTepPHANEH CHHY3UT W 0BOCTpAHE Ha
XPOHHYEH OPOHXHUT, KOraTo Te3n HH(PEKLUHU ca NPaBHUIIHO AHATHOCTHLIUPAHH.

PesucteHtTHOCTT2 cnpsAMO GAyopoXHHONOHHU Ha E. coli - Halt-4ecTHAT NaTOreH, CBLP3aH ¢ HHPEKLMK Ha
YPHUHApHHUSA TPakT - Bapupa B EBponelickus curo3. [Ipeanucsauure Tpsabea Aa B3eMaT NMpeaBUA JIOKAJIHO
npeobnagaBamiaTa pe3MCTEHTHOCT CNIPAMO 1yopoXuHonoHu npu E. Coli

AHtpakc npy BauiuBane: [IpunoxxeHUeTo nNpu Xopa ce OCHOBAaBa Ha AaHHHM 34 quc BATE RELo Ha
Bacillus anthracis 1 Ha eKCNEPUMEHTANHK NaHHU TIPU XKHUBOTHH, 33€1HO € OrpaH / | Y
JlekyBawuTte nekapu TpadBa na ce peepupar KbM HALMOHANHUTE W/UTN MEXAYE
JOKYMEHTH OTHOCHO JICHEHHETO Ha aHTPAKC.

Hpoodvaxcumennu, uHe@INOUIUPAWU U ROMEHYUATHO HEOOPAMUMU CePUOHU X
peaxyuu




CpobO1iaBa ce 3a MHOIO PEAKM Cayd4ad Ha NPOABLMKHUTENHH (MPOAb/KABAIM MECEUU UAU TOAUHMH),
MHBAJIMAM3UPAILIHN H NOTEHLHAIHO HEOOPAaTHMH CEPUO3HHU HEKENAHH NEKAPCTBEHH PEaKLIMH, 3acarally
pa3iAuyHU, NMOHAKOTa MHOIO CUCTEMH B OpraHHU3Ma (MYCKYJIHO-CKEJIETHA, HEpPBHA CHCTEMa, [CHUXUKA U
CeTHWBHW OPraHH) NpH MalUKUEHTH, NOJy4YaBallld XMHONOHHU U (AyOpOXMHOIOHH, HE3aBUCUMO OT TAXHATA
BL3pacT U Beye ChbUIeCTBYBAaLLUTE pUcKOBHU dakTopu. JleBodiokcaunn Tpadsa ga ce cnpe He3abaBHO npu
MbPBHTE NPH3HALK WIK CUMIITOMH Ha BCAKA CEPUO3HA HEXKEJaHa peaKuus KaTo NalueHTUTE TpadBa jaa
ce MOCHLBETBAT /1a C€ CBbPXKAT C TEXHHUA ACKap, NIpeanucal JeKapcTBOTO, 3a ChBET.

Tenournum u pazkvceane HA CYyxoxcuIue

TeHIUHUT U pa3KbCBaHE HA CYXOXKUIIME (TTO-CTIELMATHO aXUJIECOBO CYXOXKHITUE, HO O3 /1a ce orpaHMyaBa
caMo JI0 Hero), MOHAKOra AByCTPaHHO, MOXKE Aa Ce MOJy4YH OLUE B paMKMTE Ha 48 yaca OT 3aloyBaHe Ha
JeYEHHUETO ¢ XUHOIOHHW M (PIIyOPOXHHOIOHH KaTO MMA CbOOIUECHHA 33 TaKMBa, pasBUIIM CE€ J0PH 0
HAKOJIKO MECeLIa CNie NPEKpaTABAHE Ha NEUEHUETO. PUCKBT OT TEHAMHHT M pa3KbCBAHE HA CYXOXKUJIUE Ce
MOBULIABA TPH TO-BB3PACTHH NaLWEHTH, MNalKWeHTH ¢ ObOpeyHo yBpexaaHe, MNaUUEeHTH C
TPAaHCIIAHTHPAH CONUAEH OpraH, NpU MALMEHTH, NTOJIy4YaBawy AHeBHHU 1034 1o 1000 mg aesoduiokcaumH
M TAKWBA, JICKYBAaHH CbITBTCTBALLO ¢ KOPTHKOCTEPOUAH. 110 Tasu npruyMHa CLITBTCTBALLATA yNoTpeOda Ha
KOpTHKOCTEepouaH TpaOBa aa ce u3bsrea. [py mppBust npu3Hax Ha TEHAUHKUT (HaNp. 00J1e3HEHO NOYBAHE,
BL3MA/ICHHE) NleYeHHeTo ¢ neBodokcauuH TpsaOBa Aa ce mpekpaTH U Aa ce OOMHUCIN aNTEPHATHBHO
neyeHue. 3acerHaTuaT(re) KpalHUK(UK) TpaOBa aa Obaec(aTr) nekypaH(M) NO NOAXOAAL] HA4YUH (Hanp.
oOe3apuxkBaHe). He TpabBa na ce M3MOJ3BAaT KOPTHKOCTEPOHUIAHM, AKO C€ TNOABAT NPHU3HALK HA

T€HAWHONATHS,
MHOKIIOHYC

CroOuiapaHyd ca ciy4yad Ha MHOKJNOHYC MPH NauyeHTH, npyemMauiy aeBodaokcaurH (Bx. Touka 4.8).
PuckbT OT MHOKJIOHYC C€ MOBHIUABA NMpPH TMO-BL3PACTHH MALUMEHTH M MPU NAUUEHTH ¢ OBOpeuHO
YBpEXKIaHE, aKO A03ata Ha aeBO(QNOKCAUHH HE €€ KOpUrupa Cropei KpeaTHHOBUS KIIMPBHC.
JlepodnokcaluH TpabBa Aa ce npekpaty He3abaBHO MPU MMbPBATA NOABA HA MUOKJIOHYC U 1a C€ 3aNOYHE
NOAXOIAUIO JICUEHUE.

3abonssanua cevp3anu ¢ Clostridium difficile

Ilnapus, ocobeHO aKo € TexkKa, NMPOABLILKUTENHA W/HWIN KbPBAaBa, NO BPEME HA WIM CJIEH JICUYEHHUE C
nepodIOKCalMH {BKNOUHUTENHO HAKOJAKO CEAMHULM ClEH JEYEHHETO), MOXKE Ja ObAe CUMIITTOMATHYHA 34
sabonasane, cebp3ano ¢ Clostridium difficile (CDAD). CDAD Moxe aa sapupa no TeXxecTt oT JIEKO A0
’KHUBOTO3acTpallaBallo, Hal-Texxkara popma Ha KOETO € NICeBAOMEMOpaHO3¢eH KOaUT (BXK. Touka 4.8). ETo
3alll0 € BaXKHO Ja €€ B3EME NPEABMI Ta3u AUArHo3a Mpy MauMEHTH, KOMTO Pa3BHBAT TEXKKA AHAPHA IO
BpeME Ha WIM ched JNedeHHe ¢ neBodiokcauuiH. AKO MMa CbMHeHHE WM ce notebpau CDAD,
nepodnokcauuH TpaOBa aa ce cripe He3aDaBHO W BeJHara JAa €€ 3anoyHe NOAXOAALLO JICYEHME.
JlekapcTBEHU NPOAYKTH, MOATHCKAlLUH NEPUCTANTHUKATA, €a TMPOTUBONOKA3AHK NPH Ta3sh KIWHWYHA

CHUTYyaLUA.
Ilayuenmu, npedpaznoioxcenu KoM npunaoviyu

XHWHONOHUTE MOraT Ja CHWXKAT Mpara Ha nNpUnagbUH W MOrat na npean3BHKaT NPUNaabk.
JleBodIOKCaUMH € NPOTHBONOKA3aH MPH NALMUEHTH C aHAMHE3A 3a €NUIIENCHs (BXK. TOYKa 4.3) W, KAKTO
NpH APYTUTE XHHOJIOHH, TPAOBA Aa Ce MpHJIara ¢ NOBUIUEHO BHUMAHHE NP NaLMeHTH, NPeApasnoIoKeHH
KbM NPHNaZBLM MM HA CHITTCTBALLO JIEYEHHE ¢ AKTHBHH BELLECTBA, KOHTO CHIKaBALLETR OpaReys npar
Ha NpUNaAbLUM, KaTo TeODHIIHH (BX. Touka 4.5). B ciiydyai Ha KOHBYJICHBHH NPHUDE 1@*::

JIEYEHHUETO € NeBOPIOKCAUMH TPOBa Aa ¢e NPEKpaTH.

Hayuenmu ¢ oehuyum na 2110Kk030-6-pocham oexudporenasa

Jis .
AT TH]}__HQC® oraT
Enygmh® 2~

[lauMeHTH ¢ NaTeHTEH WK U3ABEH AeEeKT Ha rOK030-6-¢ocdaT aexnaporeHas
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Ada NpPOABAT CKJAOHHOCT KBbM XCMOJIMTHYHH PCAKUHH, KOrato ca JCKYBAaHH C€ XHHOJOHOBH
aumﬁamepuanﬂu CPpCACTEA. Hopaﬂu TOBA, dKO HEBO(IJJIOI{CHU,HH CC H3NO0J/I3BAa NpPpH TAKHBAa NALIUCHTMU,
TpHﬁBﬂ Ad CC CJICAH 34 CBCHTYAJIHA ITOABd HAa XCMOJIH3A,

Hayuenmu ¢ 6v0peunu yapexcoanus

Tt kaTo neBOPAOKCalMH c€ EKCKpeTHpa OCHOBHO 4Ype3 0b0peumTte, Ao3ata Ha TaBaHuk TpaOBa Aa Obae
KOPUrMpaHa NpY nauueHTH ¢ 0b0peuHo yBpexaaHe (BX. Touka 4.2).

P CAKYUU HA CEPBXHYECMBUMENROCI

JleBognoKCaLMH MOXKE 12 MPUHHHU CEPUO3HH, MOTEHUHATHO GaTanHH peakLy Ha CBPbXYyBCTBHTENHOCT
(T.€. aHrvoezem [0 aHadunakTHYEH LHOK), MOHAKOra MNOCNEABallM HayajmHaTta no3a (BkK. Touka 4.8).
[TaunenTuTe TpaOGBa a NPEKpaTAT JEYEHUETO HE3A0ABHO M 1A CE CBBPIKAT ¢ TEXHMA JICKAp WK C JIeKap
OT CIEHIHA NOMOLLL, KOUTO a8 HHULHHPA NOAXCAALLH CICIIHA ACHCTBUA.

Teoxcku xooxcrnu nexceranu PpeaKkyuu

Texkn koxxHU Hexenanu peakuun (SCARs), BkmouyBalin TokcuuHa enuaepmantHa Hekponausa (TEN:
H3BECTHA oille kaTo cuHApoM Ha Lyell), cunapoM Ha Stevens Johnson (SJS) u nekapcTeeHa peakims ¢
€O3UHOGHUNHUA U cucTeMun cumniToMd (DRESS), U ocTpa reHepanusupaHa eK3aHTEMaTo3Ha MycTyno03a
(AGEP) xouto MOXKe aa ca :KMBOTO3acTpalllaBallyd UIK € JICTAJICH H3X04, ¢€ ChOOMIABAT BB BPb3Ka C
ynotpebara Ha nesoaokcaund (Bxk. Touka 4.8). [lpn npeanuceaHeTo nauveHTUTe TpsaOBa Aa ObaaT
MHPOPMUPAHHU 3a MPU3HALIMTE U CHMITTOMHTE Ha TEXKH KOXHH peaklMu M Ja 0baar HadmozaBaHU ¢
MOBHIIEHO BHHUMaHHE. AKO €€ NOABAT NPU3HALUH W CHMITOMM, MOKAa3aTE/IHM 3a TEe3W peaKlliH,
NPHIIOKEHHETO Ha JiesopaokcaunH TpaOBa He3abaBHO 1a ce NPEYCTAHOBU U Aa C€ OOMMHCIIN aJITEPHATHBHO
NeyeHue. AKO NaLUCHTHT € pa3Bun cepHo3Ha peakums kato SJS, TEN, DRESS uan AGEP npu
yroTpebara Ha jieBO(JIOKCALIMH, TEYEHHETO ¢ eBOGIIOKCALIMH He TpAOBa aa ce 3aro4YBa OTHOBO NPH TO3H
[IALUEHT.

Hucenuxemus

KakTo nmpv BCUUKH XHHO/IOHM, ca CbOOLIABAaHM HApyLUEHHMs B KPbBHATa 3aXap, BKIOUBAILM KaKTO
XHUIOITIMKEMHSA, TaKa U XHUIEPrIMKEMHSA, Bb3HUKBALIM M0O-4ECTO NMPHU NAUMEHTH B CTApuecKa BB3PacT,
OOKMKHOBEHO NPH NaLMUEHTH ¢ AHA0eT, NpUeMallld CbITETCTBALIO JICUEHUE C TIEPOPANTHO XUIMOMTTHKEMUYHO
CpeACTBO (Hanp. rnudOeHKNaMua) Wian ¢ HHCYAuH, ChoObIaBaHy ca cayyan Ha XUMOMITMKEMHAYHA KOMa,
[Tpn nauueHTH ¢ AHAdET ce nNpenopbuBa BHUMATETHO NPOCieAsBaHe HAa KpbBHATA 3axap (BK. Touka 4.8).
Jleuernue ¢ TaBanuk tpabea aa ce cnpe He3abaBHO, aKO NALMEHTHT CbOOIIM 3a HAPYLIEHHE Ha KPbBHATA
3axap ¥ Tpsa0Ba Ja ce MMa npeaBUA aNTepHaTUBHA aHTUDAKTEpHaHa Tepanus ¢ HehAYOPOXHHONOHH.,

IIpeonazeane om ghomouyecmeumennocm

Ilpu nesodnokcaliyH € cboOUIaBaHa (POTOUYBCTBUTENHOCT (BX. Touka 4.8). [Ipenopbura ce nayueHTHTE
Jla HE Ce W3JlaraT H3JIMLIHO HA CHJIHA C'IbHYEBA CBETJIMHA HIK Ha u3KycTBeHHW UV abum (Hanp. kBapiioBa
naMna, cosapryM) no BpeMe Ha JeueHHeTO U 48 4aca cie NpeKpaTaBaHeTO My, C LieJ Npeana3BaHe oT
(OTOYYBCTBHUTERHOCT.

Hayuenmu, 1exysanu ¢ eumanun K anmazonucmu
[lopaay BB3MOXKHOTO MOBHUINABAHE Ha KoarynauuwoHHuTe TecToBe (PT/IN}
NaLUeHTH, JICKYBAHU ¢ JeBODNOKCallMH B KOMOHHALMA ¢ BUTaMUH K aHTaro

HEOOX0AMMO MpOCNEAIBAHE HA KOAaryJALMOHHHTE TECTOBE, KOTraTo Te3H
€AHOBPEMEHHO (BHX TOYKA 4.5).

[cuxuunu PEAKHUU




CbofllaBaHH C€a MNCHUXKWYHW PEaKLMM NOpH  MNALUWEHTH, TNPHEMAalld XWHOJOHH, BKJIIOUHMTEIHO
nesodiokcaud. B MHOro peaku cinyyam ca nporpecvpanu A0 CyyulUHIHA MUCIY Y CaM03acTpaluaBallo
MOBEJCHHE, MOHAKOra €aMo cJeJ eJHHMYHa fao3a nepoduokcauuH (BX. Toyka 4.8). B cayvait ue
NaLHAEeHTbT pa3BUe TE3W PeaKLHM, NMPUEMDBT Ha NeBOMIOKCALMH TpAOBa Ja ce npeKpaTu He3abaBHO, NpH
ITbPBH MIPH3HALIA U CUMIITOMH Ha TE€3U PEaKklUuH, U NMaUUEHTHT TpsaOBa Aa ObAe MOCHBETBAH [1a CE CBBPHKE
C MpeAnucBalllMs Jekap 3a cbhBeT. TpsabBa na ce obMucaM anrepHaTHBHa HedJyOpPOXWHOJIOHOBA
aHTWOAKTEpHATHA TEPANHSA U A3 CE MPWIOXKAT NOAXOAAUN MepKH. [1penopruBa ce NOBHILICHO BHHMAHHE,
ako JNeBO(IOKCALMH C€ Mpunara fnpud MNCUXOTUYHKH MAUMEHTH WAWM NPH HAUMEHTH ¢ aHaAMHeE3a 3a
[ICUXOTHUYHO 3a00,1BaHE.

Yowaocasane na QT unmepsana

HeoOxoauMo € MOBHILIEHO BHHMaHHE, KOrato (GJyOPOXHHOJIOHH, BKAKOYHUTENHO JIEBO(MNOKCALMH C€
NpHIaraT Npy NauUEeHTH ¢ U3BECTHU PUCKOBH (JaKTOPH 3a yab/kaBaHe Ha QT uHTepBana, Kato
HanpuMmep:

-CUHJPOM Ha BpOACH YAbMXKEH QT

-€IHOBPEMEHHO NPHUI0KEHUE HA JIEKAPCTBA, 32 KOUTO € U3BECTHO, 4e yabmkasaT QT unTepsana (Hanp.
Knac IA u HI anTHapuTMHUY, TPHUKMKAWYHH aHTHACHPECAHTH, MAKPOINAHU, AHTUTNICUXOTHLIN )
-HEKOPUTUPaH ENCKTPOJIMTEH AUcOaNaHe (Hanp. XHNOKaAJIUEMHUSA, XHITIOMArHe3ueMHs )

-ChbpIEUHO 3a00JiIsiBaHe (Hamp. CHLPACUHA HEAOCTATHLUHOCT, UHGAPKT HAa MUOKapjaa, Opaaukapaua)
[lTaueHTHUTE B CTap4ecKa BBL3pPacT M XEHUTEe MorarT Aa OBAAT MOo-4HYBCTBHUTE/IHU CNPAMO JICKAPCTRa,
yabmkasauin QTc¢. Ilopaan Tosa ¢ HEOOXOAMMO MOBHLIEHO BHUMAaHKE, KOrato nMpy T¢3d NONyjaalliy ce
npujarat ¢payopoXHHOIOHH, BKIFOYHTEIHO N€BOGIIOKCALMH,

(Bx. Touku 4.2 Ilayuenmu 6 cmapuecka ev3pacm, 4.5, 4.8 u 4.9).

Iepughepna neeponamus

Crobluara ce 3a cayuyay Ha CEH30pHa MM CEH30MOTOPHA TNOJMHEBpONAaTHs, BOJACLIM 10 TNApecTe3HH,
XHMOECTE3HA, AU3ECTE3UA MAM ¢aboCT MpPH MAUXACHTH, NPHEMALUY XUHOJOHH U (JIYOPOXHUHOJOHH.
[TauMeHTHTE, KOMTO NpUemMar JieBoduiokcauus, Tpsibea na ObaatT nockBeTBaHM Aa WHOpMHpaAT cBOA
neKap npeauy Aa NpoAbIIKAT JICYEHUETO, aKO CE NMOABAT CUMIITOMM Ha HEBpONaTHA, KaTo 00JiKa, ycelliaHe
33 NapeHe, MpaBy4KaHe, U3TPbLNBaHe WM ¢nabocCT, 3a Ja c€ NMpeJoTBpaTH Pa3BUTUETO HA MOTEHILHAIHO
HeobpaTuMo 3abonsaeraHe (BxK. Touka 4.8).

XenamobuiuapHu HapyuieH Wi

CpobmaBaHy ca Cly4ad Ha 4€pHOApPOOHA HEKpo3a A0 (aranHa 4epHOAPOOHA HEAOCTATHLYHOCT MPH
neBO(IOKCAUUH, TIPEAUMHO NPH NMaLMEHTH ¢ TEXKKU NOAJIEKAUIU 3a00n9BaHUs, HATIP. CENCUC (BXK. TOYKA
4.8). IlauuentnTe TpsabBa Aa OBAAT CHBETBAHU Aa CNIPAT JICUSHHETO H JIa CE CBBLPIKAT C JEKaps CH, akKo
PAa3BUAT MPH3HALIM U CHMIITOMY Ha YE€PHOAPOOHO 3a001ABAHE KATO aHOPEKCHA, X BATEHHIA, ThMHA YPHHA,

CBpOEK UM 001E3HEH KOpEM.
(Obocmpane Ha MUACmenwl 2pasuc
®NyopOXKHONOHUTE, BKJIOYUTEIHO ACBOGIOKCALIMH, UMAT HEBPOMYCKYJHO OA0KMpaulo AeHCTBHE W

MOraT fga oODOCTPAT MYCKYaHata ¢naboCcT Npu MalMeHTH ¢ MHACTeHUs rpaBuc. [locTMapkeTHMHTOBH
CEPHO3HH HEXENAaHH JIEKAPCTBEHH peakLMH, BKJIKOYBALWIH CMBPT U HEOOXOAMMOCT OT NOANBLPXKAHE HA

3pumennu HapyueHuA

AKO 3peHHeTO Obae YBPEACHO UM Bb3HHKHAT HAKAKBH €(EKTH BBPXY OYHTE, He3a
NPOBEAC KOHCYATAUMS C OYEH CIICUHANNUCT (BX. TOYKH 4.7 U 4.8).
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Cynepurnghexyus

[puaoxeHUeTO Ha JieBOPAOKCALIMH, OCODEHO NPOILIKHUTEIHOTO, MOXE 1a JOBEAE A0 CBPBXPACTEK HA
HEUYYBCTBHTEJIHH MHMKpoopraHuimu. TpsbBa na ce npeanpuemMar MNOAXOASALIM MEPKH, aKO HACTLIIH
cyrneprvH(peKUns no BpEME Ha TeparMATa.

[Ipomenu 6 rabopamoprume u3c1e08anus

[lp nmaiMeHTH, ACKYBaHU ¢ NEBOGIOKCALHMH, YCTAHOBABAHETO HA ONMWATH B ypHHAaTa MOXeE 1a Aaje
¢GaNuBo MOJNIOKHUTENHU pe3yaTaTh. Moxe aa e HeoOX0QHUMO 1a ce NOTBBPAHU NONOKHUTEIHUS pe3yaTar

33 OIHATH ¢ NO-cNELH(UUYEH METOA.

Jlepodrokcaumn Moxe Aa noTucHe pactexa Ha Mycobacterium tuberculosis W nopaaM ToBa MOXe Aa
naae ¢anueo OTPULATETHU PEe3YJITaTH NpU OAKTEpUOJIOrMYHATa IKarHo3a Ha TyOepKoJio3a.

Anespusma u oucexaywsil Ha aopmama u pecyp2umayust/ HeOoCmamb4YHOCm HA ChpoeuHume Kianu

EnuaeMHONOTHYHUTE MPOYYBAHHA MOKA3BaT MOBHULUEH PHUCK OT aHEBPHU3MA W AMCCKAlLIMA Ha aopTarTa,
0CcODEHO MpH NMaLMEHTH B CTApUYECKA Bb3PACT, KAKTO U OT PETypPruTaLids Ha a0pTHaTa U MUTPa/lHATa Kaana

ciea nprueM Ha (UIyOPOXHHONOHH.
CboOLIeHY Ca C/ly4ad Ha aHEBPH3MAa U IUCEKaUMa Ha a0pTaTa, MOHAKOra YCIOXHEHH NTOPaiHn pa3KbLCBaHE

(BKJIIOUHTEJTHO € JICTANICH U3XO0A) K PerypruTalua/HeA0CTATBYHOCT Ha HAKOU OT ChPACYHUTE KIAIH TNPH
MalMeHTH, NPHEMaLIH QIIYOPOXHHONOHHU (BXK. To4Ka 4.8).

CnenoBareHO QUIYOPOXHHOJIOHHTE TpAOBa Ja €€ M3NOA3BAT €aMoO Clied BHUMATENIHA OLEHKA Ha
ChOTHOLIEHHETO NON3a/PUCK H ClIEA pa3ryieXKIaHe Ha APYTH TEPANEBTHUYHHN Bb3MOXHOCTH NTPH NALKEHTH
¢ NON0XKHUTEJIHA (PpaMHIIHA AHAMHE3a 3a AHEBPHU3Ma WM BPOACHO 3a00n9BaHe HA ChPACYHHUTE KJIANH, UK
NpH MaLMEHTH, AMATHOCTULMpaHW ¢ NPEAlUECTBAILA AHEBpHU3MAa W/MIM AWCEKALMA Ha aoprata MM
3a0015BaHEe Ha CHPACYHHUTE KNanu, WJIH MpPH HaJHYME HAa APYFK PHCKOBH (PAKTOPH UNIM 3a00JiaBaHMA,

rnpeapa3noJjaramy

- KaKTO 3a aHeBpM3Ma, Taka M 3a JAUCCKALMsg Ha aopTaTta W 3a PErypruTauua/HeA0CTaTBUYHOCT Ha
CbhpJAeUYHHTE KNanH (Harp. HapyLEeHUs Ha CbeAHHHTEIIHATa ThbKAaH KaTo CUMHAPOM Ha Marfan, Hin cuHapom
Ha Ehlers-Danlos, cunapom Ha Tumer, 6onect Ha Behcet, xuneprodunsa, peBMaTOUAEH apTPHT) HIN

JAOMbLJIHUTEJTHO

- IpY AHEBPU3MAa U AUCEKALMsl Ha aopTaTta (Hamfp. CbAOBH HapylUeHWA KaTo apTepuMT Ha Takayasu,
FHTAHTOKJIETBUYEH APTEPUNT WJIM U3BECTHA ATEPOCKIIEPO3a MK CHHAPOM Ha Sjogren) WK JAOMTbIIHUTENIHO
- TIPH PEryprurauus/HEA0CTaTLYHOCT HA ChPACYHUTE Kianu (Hanp. UHMEKLMO3EH EHAOKAPAUT).

PucksT oT AHCBPpHU3MA H JUCEKallMA HAa aopTaTa H TAXHOTO pa3KbCBaHC MOXKCE CbhLWO da C€ MOBHUIUYM TNPH
NAalUUCHTH, NTCKYBAHH CAHOBPEMCHHO CbC CHCTCEMHH KOPTHKOCTCPOHIH.

[1pn BHe3anHa 6oaka B KOpeMa, rpbAHHA KOLI UNHM Ibp0a nauneHTHTE TpAOBAa Aa ObAAT NOCHLBETBAHH Aa
CE KOHCYJITHpAT He3a0aBHO C JIEKap B CNEWHO OTACIICHUE.

[launenTuTe TpsiOBa 1a ObAaT NOCHBETBAHM Ja NOTHPCAT HE3abaBHO MEAMLIMHCKA MOMOIL B cliy4ai Ha
KpaHHHULIH.

Ocmvp nankpeamum

[lpy nanueHTH, mpHeMaluM NeBodIOKCalMH, MOXKe Ja ce HabnwoaaBa oCcThp
TpAOBa Aa ObAAT MHPOPMHUPAHH 3a XaPAKTEPHUTE CUMITTOMH Ha OCTHLP NAHKpPE
MMaT rajeHe, HEPa3noJoXKEHHE, KOpeMEH AUCKOMGOPT, OCTpa KopeMHa 0onka
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1a ObaaT NMOMOKEHM Ha He3zabaBHa MeAMUMHCKA oOUEHKAa. AKO C€ NOAO3Hpa OCTbP MaHKpEaTur,
ynotpebata Ha neBOQUIOKcaLMH TpsAOBa jJa ce€ MNpPEYCTAHOBH; aKO c€ MNOTBLpAM, ynotpedaTta Ha
nesodyioKcaluH He TpsOBa Aa ce 3ano4YBa OTHOBO. TpsAdBa fa ce BHUMAaBa NMPH NALMEHTH ¢ aHAMHE3a 3a
MaHKpeaTHT (BX. TOUKa 4.8).

Hapywenua na xpvema

KOCTHOMO3bYHA HEHOCTATBYHOCT, BK/AKUYUTECAHO JEBKONCHUA, HEYTPONECHUS, MNaHUMTOMECHUA,
XEMOJIMTHYHA aHEMUS, TPOMOOUMTONECHHUA, aN1acTHYHA aHEMHA WIIK arpaHyJIOLUTO3a, MOXKE 11a C€ pa3BUE
No BpEME Ha JICYCHUETO ¢ JieBoduiokcalunH (Bx. Touka 4.8). [Ipy cbMHEHHE 3a HIKOE OT Te3U HapyLUEeHHS
Ha KpbBTa TPsAOBa Ja c€ clIeAM KpbBHaTa KapTuHa. B ciyuaii Ha aDHOpMHM pesyntaTu, TpsbBa na ce
OOMMC/IH NPEKPaTABaHE HA JIEHEHHETO € JI€BOQUIOKCALMH.

Hampuu

Toea nekapcTBo cbabpaxa no-Manko ot | mmol Hatpui (23 mg) Ha TabneTka, T.e. MOXKE Aa CE Kaxe, Ye
MPAKTHYECKH HE CbABPXKA HATPHUH.

4.5 BianmoaeiicTBHe ¢ ApYIrd JIEKAPCTBEHH NPOAYKTH H Apyrn GopMH Ha B3aUMOaeHCTBHE

EdekTH Ha ApYTrY NE€KapCTBEHU NMPOAYKTH BLpXY TaBaHHK

XKenesnu coau, yunkosu Coau, MACHE3UU- Ul QIYMUHUU-COOBPICAWY AHMUAYUOU, OUOAHO3UN

AbGcopOuusaTa Ha NEeBOQUIOKCALMH € 3HAYUTENHO HaMmaneHa, korato TaBaHMK TableTKU ce€ npunara
€IHOBPEMEHHO C XKENE3HU COJIM, MArHe3Wi- HAY ANYMUHUH-ChABPXKAUIA aHTHAUMAY WIH AWJAHO3MH
(camo popamu HA OUCARO3UH ¢ ATYMUHUN- WIH MACHE3UH-COOBPICAU Dyhepupaiiu cpedcmea).
Marnexna, ue €IHOBPEMEHHOTO TMNPUIOKEHHE HA (PAYOPOXMHONOHU C MYNTUBUTAMHUHH, CbAbPHAILIM
LIMHK, HaManfBa TAXHaTta nepopadHa adcopouusa. [lpenopwuBa ce npenapature, CbABPAKALY
JABYBAJIEHTHH MNH TPHBAJIEHTHH KAaTHOHMU KAaTO KEINE3HH CONW, UMHKOBH COJIH, WIIH MArHe3Wi-, WM
anyMMHHR-CBbABPKALLM aHTHALMANW, WIK JMAAHO3HH (caMo opmu Ha OUOGHO3UH C ATVMUHUN- UM
MazHe3ui-crobpucawyu Oypepupawju cpeocmea) He TpAOBa Aa ObAAT NpUEMaHH OO 2 4aca NpeaH HIH
cael npuiokeHWeTo Ha TaBaHuk TabneTku (BxK. TouKa 4.2). KanuueBuTe cCOnyM uMaT MUHUMANEH eeKT
BbpPXY NepopanHata adbcopbims Ha neBogJIOKCALHH.

Cykpangham

buoHanu4yHocTTa HA TaBaHUK TabNeTKH C€ HAMANABA 3HAUMTEIHO, KOraTo ce Npuara € iHOBPEMEHHO CbC
cykpandar. AKO NauMEeHTUTE TpAOBa Aa npHeMaT M cykpasdgar, u TaBaHHK, Hal-a00pe € Aa npueMar
cykpandar 2 yaca ciel npuaoxenneTo Ha TaBaHUK TabneTku (XK. Touka 4.2).

Teoghunun, ghenbyghen uru nodobHu necmepoucHu NPOMUBOE8LINATUMEHU JIeKapcmea

He ca Habmonapanu papMakoOKMHETHYHH B3aMMOAEHCTBHUSA Ha JIEBOQUIOKCALMH C TEOPUIHH B KTHHHYHO
npoyuBaHe. BbnNpeku TOBa MOKE Ja HAcTbMH H3PA3CcHO TNOHWXKAaBaHE Ha uUepedpanHua npar Ha
NPUNAABLKA TNpPU  E€AHOBPEMEHHO TMPUIOKEHUE HAa XHHOJOHW ¢ TEOQPHUIMH, HECTEPOUIHH
NPOTHUBOBB3NAIUTENHH IEKAPCTBA WU APYIU CPEACTBA, KOUTO CHUXKABAT Npara Ha NPUNaAbLU.
KorueHTpauusita Ha nesodaokcaunH € okoyio 13% no-BUcoka B NpucbeTBUHETO HA PeHOydeH, OTKOIKOTO
MpH CAMOCTOATEIHOTO MY NMPHIIOKEHHE.

lipobeneyuo u yumemuoun

neBodokcaluMH. bLOpeuHHUAT KIHMpBHC Ha ACBOQUIOKCALMH €€ HamalfaBa OT
npobeHeumn (34%). Toea ce cnyusa, TbH KaTO ABETE JIEKAPCTBA €A B ChCTOAHUE 1A §
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TyOynHa cekpeuus Ha neBobhNOKcauMH. Brnpexky ToBa, NMpH U3NMTBAHHUTE N03H B NPOYUBAHETO, MAJIKO
BEPOATHO € CTATUCTHYECKW 3HAUUMHUTE KMHETUYHH Pa3/IMKU 214 €a OT KJIHHHYHA 3HAYUMOCT.
HeobxoauMo e noBULICHO BHUMAHHE NPH €IHOBPEMEHHO NPHJIOKEHHUE HA JIEBOPIOKCALMH C JICKapCTBa,
3acaram  OnOpeyHaTa TyOyNnHa Cexpeuds, Kato MNpoOSHEUMA H UUMETHAMH, OCODEHO npM
naLHeHTH ¢ OBLOpEUHH YBpEKAAHHA.

[pyea cvujecmeena ungpopmayus

KnuHuyHn papMakoIoruHu npoy4yBaHMsA NOKassar, ye PapMakOKMHETHKATa Ha JIEBOQIOKCALUMUH He €
3acerHata B KJIHHHYHO 3Ha4YuMMa CTEINEH, KOraro JIEBOMIAOKCAUMH CE€ TpUaara 3a€aAHO CLC CIACAHUTE
NIeKapCTBa: KaauueB KapOoHaT, AUIrOKCHH, MNHOEHKIIaMH, pAHUTHAHH.

EdekTu Ha TaBaHHK BBPXY JIpDYIH NEKAPCTBEHH NMPOAYKTH

H{uxknocnopun
[Tony>KHBOTBLT Ha LMKJIOCTIOPHH €€ NMOBUIIABa ¢ 33%, KOraTo ce npuiara ¢ JeBO(pAOKCALIMH.

Bumaniun K anmazonucmu

Crobu1aranM ca NOBHUILEHU CTOMHOCTH Nipy KoaryjaauuoHHW tectose (PT/INR) w/nnn xbpeene, koeto
MOXeE Ja Obje TEXKKO, NPH MNALMEHTH JIEKYBAaHW C JIEBO(JIOKCAUHH B KOMOHMHauusa ¢ BHTaMHH K
aHTaroHUCT (Hanp. sapdapuH). [lopaaun ToBa KoaryJauMOHHUTE TeCTOBE TPAOBaA Aa OBbAAT NMPOCNEAIBAHA
[MPH NMaUHEHTH, JIEKYBAHH ¢ BUTAMHUH K aHTaroHUcTH (BuxK Touka 4.4).

Hexapcmea, yovaxcasawu QT unmepeaia

JleBorokcauMH, KaKTO APYTMTE XHHOJOHH, TpsAOBRa na Obae mpuaaraH ¢ NMOBUIIEHO BHUMaHHE NpH
NalMEHTH, NTPUEMALLIH IEKAPCTBA, 33 KOMTO € U3BECTHO, Ye yabmkasaT QT uurepsana (Hanp. knac [A w
Il aHTHApUTMUYHH, TPULUMKNIHYHH AHTHAENPECAHTH, MAKpPOIWAHM, AHTHNCHUXOTHLM) (BUXK Touka 4.4
yabmxkasaHe Ha QT nHTepBana).

Hpyza cvuyecmeena ungopmayus

B npoyuBane 3a papMakOKHHETUYHH B3auMOAEHCTBHUS, NeBodokcaluH He 3aciara papMakoKUHeTHKATa
Ha TeoHIHH (KOKTO ¢ TecToB cybcTpar 3a CYPIA2), xoeTo nokassa ve nesodaokcalut He ¢ CYPIAZ

HHXUOUTOP.

Hpyru dpopMu Ha B3aKMOACHCTBHUA

Xpana

Hama KNHHHYHO 3HAYWMO B3aUMOJCHCTBUE ¢ XpaHa. 3aroBa TaBaHMK TabNeTKH MOrar aa c€ npunarar
HE3aBUMCUMO OT MpHEMA HA XpaHa.

4.6 GepTuanTeT, 5peMEHHOCT U KbpMeHe

bpeMEHHOCT

MUma orpaHuueHH JaHHMW OT ynotpedaTta Ha JIEBOQUIOKCALMH NPU OPEMEHHH KEHW/ | {PONDe
’KUBOTHH HE MOKa3BaT AUPEKTHH HNH HHAUPEKTHH YBpexaauld €(peKTH ¢ Or /Ry RROE,
TOKCHUYHOCT (BX. TOUKa 5.3). W

Bbnpeku ToBa, mopaau JIMnNcata Ha JAaHHU MPU XOpa U NOpaav TOBa, 4e EKCileH
NpeAnonaraT puck OT YBPEXAAHE Ha HOCEIUMTE TEXKECTTa XPYUISUIM Ha parss
(bayopoXHHONOHHTE, NEBOMIIOKCALMH He TpAOBa aa ce npunara npu OpeMEHHH

LAl o

\N

Fl

L
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5.3).

KLpMeHe

TaBpaHHK € NPOTUBONOKA3aH MPH KEHHU, KOUTO KupMAT. HaAMa noctaThbuHo MHGpOPMALIMA 32 €KCKPELUATA
Ha eBO(QIOKCALIMH B KbPMATa, BBIIPEKH e OCTAHAWINTE (JIyOPOXHHONOHU C€ €KCKPETHpAT B KbpMarTa.
[lopaau nuncara Ha AaHHKW [PU XOpa U MOpPaAM TOBA 4€ CKCIIEPUMMEHTAIHWTE JAHHHU MNPEANoarat puck
OT YBPEXAAHE HAa HOCELINTE TEKECTTa XPYLUAJHW HA pAaCTALLMAA OPraHU3bM OT (PIYOPOXHHOJIOHUTE,
nepodiokcalMH TabJeTKU He TpsAOBa Aa ce npunara NpyU KbPMauky (BxK. TOUKH 4. U 5.3).

bepmurumem

JleBodiokcallMH HE NpEAM3BUKBA YBPEAAaHE Ha PEPTUIIUTETA UM PENPOAYKTUBHUTE CMNOCOOHOCTH NpH
MJIbXOBE.

4.7 EdexTH BBpPXY cniocobHoCTTA 32 mopupaHe H paboTa ¢ MALLIHHH

TaBanuk noBnugBa B MaJika 10 yMEpeHa CTENEH ¢nocoOHocTTa 32 WwodHpaHe U paboTa ¢ MalllKHH.

Hakon HexeslaHM NeKapcTBEHU peaKlMHW (Hanp. 3aMaiBaHe/BEPTHUTO, ChHIHBOCT, 3PUTEIHHA CMYIICHUSA)
MOraT Ja HapylaT CNoCOOHOCTTA HA MALMEHTUTE [a C€ KOHUEHTPUPAT M Ja pearupar, rnopajiyd KoeTo €
Bb3MOXKHO /18 Bh3HUKHE OMACHOCT B CHTYALIMMU, IPH KOUTO TE€3W CNMOCOOHOCTH Ca OT 0CoOEHA BAXHOCT

(Harnp. wodurpaHe WK pabota ¢ MallIMHA),
4.8 Hexke/1aHH TeKAPCTBEHH PeaKLIHH

[IpeacraBpeHara no-101y UHGOPMALIUA C€ OCHOBABA HA JaHHH OT KJIMHWYHH NPOYYBAHUS APH MOBEYE OT
8 300 naumeHTH, KaKTO ¥ NPOABIKUTENEH NOCTMAPKETUHIOB OTTHT.

YectoTuTe B Tabnuuara ca achuHupaHu cboOpa3HO CNeJHAaTa KOHBEHLMA: MHOro Yectd (>1/10), vecTu
(>1/100 no <1/10), Heuectu (=1/1 000 no <1/100), peaku (=1/10 000 no <1/1 000), mHoro peaku (<1/10
000), ¢ HeusBecTHA YecTOTa (OT HAJIMYHUTE JAHHHW HE MOXe 1a Obe HAanpaBeHa OLCHKA).

B paMKuTe Ha BCAKO IPYNUPAHE MO YECTOTA, HEKEJIAHHUTE PEaKUHK ¢a NPEeACTABEHH B HU3XOAALL pea No
OTHOILEHHUE HAa TAXHATa CEPHO3HOCT.

Tabaunua ¢ HexeNnaHu peakLHU;

Cuctemo- YecTH Heuectn (=1/1 000 [Peaxn IC HeM3BeCcTHA
opraen kiaac (21/100 go  |mo >1/10 000 no <1/1 mectoTa (o1
<1/100) <1/100) 00) HAJTHYHHTE JAHHH
He MOXe 1a Obje
HallpaBeHA OUEHKA)
Undexumn H I ' 5OM4HH
HHecTaluu HHEKLIMA,
BKJIKOYHUTEJTHO
HHPEKLMH C
Kananaa
IlaToreHHa
[PE3UCTEHTHOCT
Hapywenus Hal UleBkoneHus TpoMOOUMTONEHN [KOCTHOMO3BUH; |
KpbBTa H Eo3nHopHANs HeyTtponeHus HeN0CTaTh YOS, %
M HaTa BIOUHTEHE / SRy Y
CUCTEMA [ATJIACTHY Y
NAHUMTO
ArpaHy oLl
XEMOJATHY
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MO2Ke A
Hanpas¢

AHEM U
HapyteHus Ha AHIHOEAEM AHaunakTHueH
MMYHHaTa CBPBLXUYBCTBUTEIIH [LIOK"
cucTeMa OCT (BXK. Touka 4.4) |AHadUNaKTOHAECH
IBOK® (BX. TouKa 4.4)
HapyweHna Ha CuHapoM Ha
CHAOKpPUHHATA HeaJeKBaTHaTA
CUCTEMA CEKpeLMS Ha
AHTHAHYPETHYEH
xopmoH (SIADH)
HapyuweHua Ha AHOPEKCUHA XUNOTrIHKEMUS, XUANEPriuKeMus
MeTaboNIM3Ma M 0CcobeHo MpUYBXK. Touka 4.4)
XPAHEHETO MALMEHTH ¢ IUAbET
(BXx. TOYKa 4.4)
[ICHXUYHH Bescbuue  [TpeBOXKHOCT [Icuxnunu peakumy [ ICMXOTHYHHM
HapyleHns * CBCTOAHHE Ha( HaTIp. CHapYyLIEHHUA ChC
OOBLpKaHOCT XaJHOLUHALMH, camo3acTpallaBalio
HepBHOCT [1apaHos) TTOBE/ICHHE,
Ulenpecus BKJIFOYBALIH
B130yaa CYHKUHAHH  MMCAM
HApKH cbHUILA HITH OTIHT 3a
KoimmapH caMOyOMICTBO  (BXK.
Jleaupruym Touka 4.4)
Manus
Hapyuenus Ha [['naBobosine [CrHIHBOCT Konsyncus (Bx.IlepudepHa ceH3opHa
HEpBHATAa BamasHoct [Tpemop TOYKH HEBpONaTHA (BXK.
cucreMa* Ulucryesns 4.3 u4.4) TOYKa
[lapecTe3ns 4.4)
HapylueHus Hall lepudepua ceHzopHa
naMeTra MOTOpPHAa HEBPONATUA
KBx. TOouka 4.4)
ITapocmus,
BKJIIOYHTEJTHO
[AHOCMHS
JIHCKnHE3us
ExcTpanupamuaHu
HApYLLEHUS
Areysus
(CuHkon
JlobpokauecTBeHa
BLTPEUEPEIHa
XHUNEPTOHHA
MHOKIIOHYC
Cucremo- YeeTn HeuecTH Penaxku IC Hen3BecTHa
jopraer knac (=1/100 g0 (=1/1 000 no (=1/10 000 no <1/1jgecTOTA /- ‘SQ,\\W
<1/10) <1/100) 000) HA THYH WY e 9 1K
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HapywieHus na
ounTe*

prTEJ’[HH
CMYILIEHUS
KaTo 3aMbIJIEHO

BPEeHUE (BXK. TOUYKA
4.4)

IIpexoaHa 3aryba Ha
3peHUE (BX. TOYKA
4.4), yBeUuT

Hapywmenus Ha
'VXOTO M
NnabuprUHTa™

ICBeTOBBpTEK

TunuTyC

3aryba Ha ciyx
HapyiueH cnyx

ICrpaeuHy
HapyLieHus **

Taxukapams
[TannuTauuu

BeHTpuKytapHa
TaXHKapAnsa, KOSATO
MOXeE 1a Q0BeAE A0
ChLp/AcUEH apecT
BeHTpHKYyAapHa
ApUTMUA U torsade de
pointes (ChroOLaBaHu
NnpeAUMHO NpH
NalLMEHTH C PUCKOBH
kpakTOpH 32
abakaane Ha QT),
abmxeH Ha QT B
NeKTpoKapanorpaMar
( Bx ToukH 4.4 u 4.9)

(CbaoBy
Hapymexnua™**

iCamo v

]gbo;ma:
P nedur

3U

X UIMTOTOHHA

PecnupaTtophu,
PLAHU U
MeIHaCTHHAJH
H HapYLUE€HHA

HucnHes

bpOHXOCNA3bM

ANepruyeH
MHEBMOHHUT

CToMaLluHO-
YpEBHU
HAapyLUEHHA

AdaoMHUHaNHa
bonka
&chencm]
NaTyjaeHUHUSA
KoHcTHNALIMA

Jnapms,
[loBpbluaHe

["anene

U napusa-
XEMOParuyHa,

KOSTO B MHOTO PE/IKY
caydaHd Moxe aa 6bae
NnoKa3saTeliHa 3a
CHTEPOKOJINT,
BKJIFOUHUTENHO
ncesaoMeMOpPaHO3eH
KOJIUT (BX. TOUKa 4.4)
| laHkpeaTuT

(BK. TOYKa 4.4)

Xernaro-
ounMapHu
Hapy LUEHWU$

[losuineny  [[loHileH
YepHOAPOOHH ONANPYOHH B KPLBTA
H3UMH
ALT/AST,
aJIKaiHa
ibocdartazsa,
GGT)

EK’I:J‘ITEHHL[H H TEXKKO
ePHOAPOOHO
[YBpexKaaHe,
BKJIKOYHTETHO CTyuan
Ha (paTasiHa ocTpa
yepHOAPOOHa
HEAOCTATBLYHOCT,
IPEAHMHO NPY 7~
MaLHEHTH C PR
NoANEXKalll
rabonsBan
To4Ka 4.4)
XenaTHuT

= e

<K& 7 o -
S [ jPRRS
: o AN P -,
A
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Cuctemo- YecTH Heueern (>1/1 OOOE)mK“ HEH3BECTHA

opraHen kaac (=1/100 no  jmo >1/10 000 ao <1/1ljmecToTA (o1
<1/10) <<1/100) 000) HAJIHMHHUTE JAHHH He
MOKe aa 119 (-

HATIpaBE€HA OLICHKA)

HapyweHua Ha O6puB UlekapcTBeHa TokcHuHa
KOXaTa W Cppbex peaKumst ¢ enHaepmaHa
[IOAKOXKHATA Y pTuKapus CO3HHODUAUA B HEKPOJIK3a
TbKaH ° Xunepxuaposa ICMCTEMHH ICHHAPOM Ha Stevens-
ICUMIITOMH Johnson
KDRESS) (Bx. EpureMa myntugopMme
Touka 4.4), PeakuMH Ha
iPUKCHpaHa IpOTOUYBCTBUTENHOCT
[IEKaPCTBEHA (BXK. Touka 4.4)
epynuus VleBkouuTOKIIacTEH
BACKYJIUT
KCToMaTuT
XUNepnUrMeHTalus
Ha KoXKara
Octpa
reHepanu3upaHa
€K3aHTEMaTO3Ha
NyCcTYyJ103a ( BXK. TOYKA
4.4)
HapyueHus na ApTparus ICYXOKHITHH Pabaomuonusa
MYCKYJTHO- Muanrus HapyuwieHus (Bx. |Pynrypa Ha
CKEJIETHATA mouku 4.3 n4.4), Kyxoxuare (Hanp. Ha
cUcTeMa u BKJIIOYHTETHO AXHIIECOBOTO
CHCAUHUTEIHAT TCHAMHHUT (Hanp. KCYXOXHINHE) (BK.
a ThkaH™* Ha axuinecoBoTo [TOo4kW 4.3 1 4.4)
CYXOXHINE) PynTypa Ha TMraMeHT
MycKkyaHa MycKysHa pynTypa

cnadocT, KoATo  |[ApTpHT
MOX€E Aa € OT
0COOEHO 3HA4YECHHE
NPH NALIMEHTH ¢
MHACTEHHSA MPABHC
(BK. TouKa 4.4)

HapyuieHus na [TopuiueH OcTpa 6b0peuHa
OLOpeunTe U KPEaTHHUH B KPBBTA [HEAOCTATHYHOCT
MMUKOYHUTE \Hanp. nopaan
MbTHLLA HHTEPCTULIMAJICH
HEPPUT)
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00N Camo 3a iv  |ACTeHMA [Tupexcus bonka (BKIKOYHTENIHO
HapylleHus U [ghopma: bonaka B repda,
edexTn Ha Peakiyin Ha PBAHHS KOLI H
MACTOTO Ha MSCTOTO Ha KpaHHULIUTE)
npunoxeHue* |MHpysus

Koonka,

B3aYEepPBABAHCE)

“aHadMnakTHYHH ¥ aHaPHUIAKTOUIHU peaKUUX NOHAKOra MOraT 1a Bb3HUKHAT JAOPH CJie/ mbpBarTa

A403a.
ﬁKO}KHO-HHFHBH‘IHH PE€AKILIMH MMOHAKOTIa MOTraT Aa Bb3HHUKHAT AOpPH CJIEA IThpBATa A034.

Jpyru HexxeNaHW peakLiMK, CBbP3aHH C NPHIOKEHUETO HA (PAYOPOXHHOIOHH BKJIKOYBAT:
e [IpycTbny Ha nopdupus Npyu NaUHEHTH ¢ NIOpHUPHA

*CpoOLiaBa ce 3a MHOTO PeIKH CJIYYaH Ha NPOABIKMTEHH (10 MECELIH MIIN TOJIMHN), HHBANHAH3UpaLIH
U MOTEHLHAJHO HeoOpaTHMH CEepHO3HH ACKAPCTBEHH PEaKLMH, 3aCArallll HAKOJIKO, IMOHAKOra MHOTO
CHCTEMO-OPraHHM KJ1acOBE U CETHBRA (BKNHOUYHTENHO PEAKUHH KATO TEHAWHHUT, Pa3KbCBaHE HA CYXOXHIIHE,
apTpanrus, 00JIKa B KpaliHULMTE, HAPYLICHHE HA TMOXOAKAaTa, HEBPOMATHH, CBBP3AHH C MMAPECTE3HH,
AeNnpecHus, YMopa, HapyllieHHWe Ha NaMeTTa, HapyllIEHU Ha ChHA W YBPEXKJaHe Ha Cliyxa, 3peHHETO, BKyca
H ODOHAHHETO) BbB Bpb3Ka C YNOTpeOarTa Ha XMHONOHH K (IYOPOXUHOJIOHH, B HAKOH C/1y4YaH, HE3aBUCHMO
OT B€Y€ CHLIECCTRYBALIMTE PHCKOBH (pakTopy (BXK. Touka 4.4).

** [Ipu1 nauneHTHTE, NpUeMaIny GIyOpPOXHHOJIOHH, €A CbOOLLEHH CNTyYan Ha aHEBPH3Ma M AUCEKALIMA Ha
aopTaTa, MOHAKOra YCJIOKHEHM TOpaau pasKbCBaHe (BKJIKYMTENHO C JIETaleH U3Xoa) M
pPEryprufrauus/HeAOCTATBYHOCT HA HAKOH OT ChpACHHUTE Knanu (Bx. Touka 4.4)

CrobluaBaHe Ha NQAO3MPAHK HEXEJIAHU PEAKLIUY

Cpo0laBaHeTo Ha NMOAO3ZUPAHHU HEXEJTAHW peaklUMU Ccie]l pa3pellaBaHe 3a ynotpeda Ha NeKapCcTBEHHs
NPOAYKT € BaxkHo. ToBa 1o3Bongsa Ja NpoAbMKU HabMOAEHNETO Ha CHLOTHOLUEHWETO NOJI3a/pHCK 3a
JIeKapCTBeHUS NPOAYKT. OT MEAUUMHCKMTE CMEUHANUCTH C€ M3MCKBA A3 ¢boOlllaBaT BCaKka NoA03HpaHa
HexXceNlaHa peakuua upe3 U3nbaHnTeNHa areHumMs no aexkapcteata yi. "Jlaman 'pyes"” Ne 8, 1303 Cods,
Ten.: +35 928903417, yebcalT: www.bda,bg,

4.9 Ilpeno3upaHe

CnopeJl TOKCUKOJIOTUUHHUTE NPOYYBAHUS NPH MUBOTHU MM KTHHUYHO-DapMaKOJIOTHYHUTE NPOYYBaHHs,
MPOBEAEHHU CbC CYMPATEPANEBTUYHH 103H, Hal-BAXXHUTE NPU3HALM, KOWTO TpsAOBa Ja c€ ovakeBaT clej
OCTpO MNnpeao3upaHe Ha TaBaHUK TabJieTKH, Ca CUMMITOMH OT CTPaHa HA LIEHTpaJIHATA HEPBHA CHCTEMA,
KaTo OOBPKAHOCT, 3aMasgHOCT, HApYLIEHO Cb3HAHUE W KOHBYJCHBHHM MpUNaabuy, yabkaBane Ha QT
UHTEPBAJId, KAKTO Y CTOMAIIIHO-YPEBHU peaklMH KaTo racHe W JIMraBHuHH €pO3HH.

Edektu upxy LIHC, BkIto4BalLM CbCTOSHHE HA OOBPKAHOCT, KOHBYJACHH, MUOKJIOHYC, XaMMOLIMHALIUY K
TPEMOp ca Hala0AaBaHH NPHU NMOCTMAPKETUHIOBUS OIHT.

B cnyuait Ha npeno3upane, TpaOBa Aa ce MPUN0XH CUMITOMATHUYHO JeyeHue. Tpabea aa ce npeanpuemMe
EKI MoHHTOpHpaHe, nopaan Bb3MOXKHOCTTA 38 yabkaBaHe Ha QT uHTepBana. Morat pga Obaar
NpujlaraHd aHTHalMAM 3a NPEANa3BaHE Ha CTOMALHATA JIMraBUUA. XEMOAUAN3a, BKJIKYHTEJIHO
neputoHeanHa ananusa H HAILJ] He ca edekTHBHU 3a OTCTpaHsBaHe Ha JeBodyioKcall, ' RS FITRRNA.
He chuiecTByBa cneuUdprUUeH aHTHAOT. &

5. PAPMAKOJIO'NYHH CBOHCTBA

5.1 ®apMaKoAHHAMHYHH CBOHCTBA
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dapMakoTepaneBTHUHA rpyna: aiTHOaKTepHaNHH XHHOJIOHH, (1yOPOXHHOIOHH

ATC xoa: JOIMAIL2
JleoduiokcaunH € CHHTETUMHO aHTHOAKTEPHAIHO CPEACTBO OT Kaac (AYOPOXHHOMOHH U € S (-)

CHAHTHOMEPHT Ha PALEMHYHOTO AaKTHBHO BELLECTBO O(JIOKCALIMH.
Mexanuzvm Ha oeticmeae

Kato dnyopoxuHo10HOBO aHTHOAKTEpHAHO CpPEACTBO, NEBOgNOKCALMH OCHCTBA BBPXY KOMILIEKCA
JHHK-IHK rupasza u TonousomMepasa [V.

Bpv3ka hapmaxoxunemuxa/ gpapmaxoounamuxa

CreneHta Ha OakTepManHa AaKTHBHOCT Ha JNEBOQUIOKCALMH 3aBHCH OT CBOTHOLIEHHUETO MEXKAY
MaKCUManHata KoHUeHTpauus B cepymMa (Cmax) v nuomra noa kKpusata (AUC) M MHUHHMManHaTta
nHxudupaina konueHrpauusa (MIC).

Mexanuzvm na pesucmenmuiocm

Pe3uCTEHTHOCT KBbM J1€BOGUIOKCALIMH C€ MpUACOUBA Ype3 M0CTANEH MPOLEC HA MYTAlLlMH B TAPreTHHUTE
Mecta U Ha asete Tononszomepasu tun I, JIHK rupasza u tonousomMepasza 1V. JIpyru mexaHU3zMu Ha
PE3UCTEHTHOCT KaTo OapuepH Ha MponycKIMBOCTTA (4ecTo NMpHU Pseudomonas aeroginosa) 1 MEXaHU3MH

3a ehyKc, MOTAT ChILO Aa NOBJIUAAT HA YYBCTBUTEIHOCTTA CIIPAMO JIEBOMIOKCALIUH.

Habnionama ce KpbCTOCaHa PE3UCTEHTHOCT MEXKAY JIEBOGIIOKCALIMH U ApYyTrH PpnyopoxHHoaoHH. [lopaan
MEXaHH3Ma Ha JefiCTBHE, KaTo LAJIO HAMA KPbCTOCAHA PE3UCTEHTHOCT MEX/1Y JIEBOMNOKCALIMH Y APYTHTE
KJIACOBE aHTHOAKTEPHATHH CPE/ICTRA.

I panuunu cmounocmu

[Mpenopekure Ha EUCAST 3a rpanuunute croitHocty Ha MIC 3a neBodnokcailvH, paszaensiiy
YYBCTBHTEJIHUTE OT YYBCTBUTE/JHUTE OPraHU3MH C TMOBHILEHA €KCMO3HWUMA H YYBCTBHTEJNHHUTE C

MOBHINIEHA €KCMO3ULIUA OT PE3UCTEHTHUTE OPraHU3MH, ca NMpEACTABEHHU N10-10J1y B TaDJIMLIATA 38 TECTBAHE
Ha MIC (mg/]).

Knunnunu MIC rpaununu croiivoctd Ha EUCAST 3a neBodgnokcauus (Bepcus 10.0, 2020-01-01):

IlaToren YyBcTBHTEIEH Pe3ncteHren
Enterobacterales <0,5mg/1 ] >1 mg/l
Pseudomonas spp. <0,001mg/l >] mg/]
Acinetobacter spp. <0,5mg/] |
Staphylococcus aureus |
<0,001mg/I
Coagulase-negative staphylococci
Fnterococcus spp.’ <4 mg/l
Streptococcus pneumoniae <0,001mg/l
Streptococcus groups A, B, C and G| <0,001mg/]
Haemophilus influenzae ‘ <0,06mg/1
Moraxella catarrhalis <0,125mg/l
Helicobacter pylori | <Img/l
Aerococcus sanguinicola and <2mg/l
urinae’
Aeromonas spp. <0,5mg/1
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DOK-DJ] (Hecevpzanu ¢ sudoseme) <0,5mg/] >] mg/l
SPAHUYHU CIOUHOCMUY

1: caMo NIpU HEYCNOXKHEHY UHPEKLUK HA YPUHAPHUSA TPAKT
2: UyBcTBHUTENHOCTTa MOXKE /1a ObJie M3BEACHA OT YYBCTBUTEIHOCTTA KbM LMITPOQIIOKCALUH

IIpeobnanapaniata pe3HCTEHTHOCT MOXE Ja BapUpa reorpaCcku U BbB BPEMETO 32 ONPEACICHH BUOBE,
nopajn KOETO € JKEJNATEJHO Aa c€ ThpPCH MHpOpMauMs 3a JIOKAJHATZ PE3UCTEHTHOCT, OCOOEHO npH
JcdeHue Ha TeXKH HHpeKuMuH. [1pn HeobxoauMocCT, TpabBa Aa € ThbpCH EKCIIEPTHA KOHCYTALUA, KOTaTo
MeCTHaTa NnpeodJaaaBama Pe3UCTEHTHOCT € TaKaBa, Y€ NMPUNOKEHUETO HA CPEACTBOTO MOHE NMPU HAKOU
BU10BE HHEKLIUH, € NOJ BBIIPOC.

O0uyaliHO YYBCTBHTEJIHH BH/IOBE

Aepobruu I pam-nonodxcumennu baxmepuu
Bacillus anthracis

Staphylococcus aureus Memuyuiun 4y8cmeumeIHu
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobnu I pam-ompuyamennu bakmepuu

FEikenella corrodens
Haemophilus influenzae
Haemophilus para-influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris

Providencia rettgeri

AHaepobru bakmepuy

Peptostreptococcus

Apyzu
Chlamydophila pneumoniae

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

Bugose, npH KOUTO NPHACOHTATA PE3HCTEHTHOCT MOKeE JIa C€ OKAXKe NpodJieM
Aepobnu I pam-nonoxcumennu 6axmepui

Enterococcus faecalis

¥
Staphylococcus aureus METHUNWIHUH pe3UCmMenmuu
Koarynasa HeraTtuBeH Staphylococcus spp

Aepobnu I pam-ompuyamennu baxkmepuu

Acinetobacter baumannii
Citrobacter freundii
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Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeuruginosa
Serratia marcescens

AHaepoOuH DAKTEPHH
Bacteroides fragilis

Hac1ecTBEHO PE3HCTEHTHH L1AMOBE
Aepobun C'pamM-nooxHTeTIHH ODAKTEPHH

Enterococcus faecium

*MHOro € BepOATHO METHLMIMH-PE3UCTEHTHH JS.aureus Aa HMAT KOPE3IUCTEHTHOCT KbM
GIYyOPOXHHOMOHHU, BKIIOYUTETHO IEBOQIOKCALMH.

3.2 PapMaKOKHHETHYHH CBONCTRA

Abcopbuns

[1pu nepopanHo npuaockKeHUE NeBOPIOKCALNH c€ a0CopOupa OBP30 M NMOYTH HAITBJIHO W JOCTHTA MUK Ha
1a3MeHara KOHUeHTpauus ao 1-2 yaca. AbconroTHaTa OuoHanH4HOCT € 99-100%.

XpaHata uma cnab edekT BepXy adbcopOuusTa Ha JIeBopNOKCALHH.

YcnoBusi Ha CTALMOHAPHO CBCTOSHUE ce JocTHrat Ao 48 yaca cnen cxema Ha npunarade 500 mg BeaHBK
WJIH ABa IMbTH JHEBHO.

PaznpeaeneHue

[1pnOausznrenno 30 - 40% ot nerodpaoKcallMH ¢ce CBBP3BAT CbC CEPYMHUTE NMPOTEHHH.

Cpeanusar obGem Ha pasnpenencHue Ha aepoduiokcaunH ¢ npubansurenHo 100 | cnen enHokpaTHa M
MHOrokpaTH# A03H OoT 500 mg ¥ noka3ea IIUPOKO pa3npeae/ICHHUE B TEIECHHTE ThKaHHU.

llpoHHKBaHE B TEKAHUTE U TENECHUTE TEYHOCTH

JlepodokcaunH NpoHUKBa B OpOHXHMATHATA JIMIABHLA, €NUTE/IHATA NMOKPUBHA TEYHOCT, alBEOJIAPHUTE
mMakpodaru, 6enoapobHaTa TbKaH, KoxaTa (TEHHOCTTa B MEXYPHUTE), TbKaHTa Ha NpPOCTATa W ypHHATA.
Obaue, 1eBOPIOKCALHH UMA HE3HAYUTETHO NMPOHHUKBaHE B rpbOHAYHO-MO3bLYHATA TEYHOCT.

buotpancgpopMalus

nesodiokcauuH KB aesodnokcaudd N-okcua. Tesu Metabonntn npeacraeasear
€KCKpETHpaT B ypHHara. JIeBODJIOKCAUNH € CTepeOXMMHYHO CTabWICH H He

HHBEPCHS. :

Ennmutupane \ -
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Cnen nepopaJHO W MHTPABEHO3HO NMPUJIOKEHHUE HA NeBOMIIOKCAUUH, TON €€ €TUMHUHHPA OTHOCHTETHO
OaBHO OT Mnasmara (ty: 6 - 8 h). Exckpeunsara € npeIuMHO Ype3 Ob0penute (>85% oT npunoxeHara 103a).

CpeaHusaT npyBuaeH 0011 TeneceH KIUMPBHC Ha NEBOQIOKCALMH cliell eAUHMYHA A03a oT S00 mg e
175 +/-29.2 ml/mMun.

Hama ronemu pasnvky BB (PapMaKOKHMHETHKATA Ha JIEBOGIOKCALMH CHEA HHTPABEHO3HO U MEPOPANHO
MPUIIOKEHHUE, KOETO NPEANONara B3auM0o3aMeHAEMOCT Ha TIEpOpanHUs U UHTPABEHO3HUS ITHT.

JIMHe HHOCT

JlegognokcallMH npuTexasa JuHelHHa papMakoKMHEeTHKA B Avana3oH ot 50 go 1 000 mg.

CneuManHy nonyjaaunn

Hayueumu ¢ 6vOpeuna nedocmamvynocm
dapMaKoKHHETHKaTa Ha JieBo(JIOKCALMH ce 3acara npH 0b0pedyHo yBpexaaHe. [Ipy HamanspaHe Ha
ObOpeuHaTa (QyHKUHA, OBOPEUYHOTO ENUMHUHUPAHE U KJIIMPBHC HAMAJISABAT, €JMMHAHALMOHHHUAT

NOJNY>KHUBOT €€ YABLJKABa, KAKTO € NOKa3aHo B TaOJIMLATA NO-A0JY:

@apMakoKHHETHKA Npy ObOpeUHa HEAOCTATHYHOCT CHIEA €AMHUYHA NepopaiHa ao3a ot 500 mg

Cle [ml/min] <20 20 - 49 | 30-30
Clg [ml/min] 13 | 26 57 |
ti2[h] 35 27 9

Ilayuenmu ¢ cmapyecka ev3pacm

Hama 3HauyuTeNHH pa3nvky BbB (apMaKOKMHETHKATa Ha NEBOQJIOKCAlLMH MPU MJAJH U NMALKEHTH B
CTapyecKka BL3PACT, OCBEH TE€3H CBBP3aHM € Pa3IMKK B KPCATHHUHOBHUS KITUPBHC.

flonoeu pazruxu

OTaenHn aHaau3¥ TPUH MbXKE M JKEHH NOKa3BaT MAJIKM 10 TPaHWYHX TONOBH pa3lMKH BbB
dbapMakokMHeTHKaTa Ha JeBodokcaudH. HsaMa AaHHM Te3W NOAOBM Pa3iMKU Aa €a OT KJAWHHYHO
3HAYCHUE,

5.3 llpeakIHHHYHH JaHHH 32 6€30MACHOCT

HeknMHMUHMTE JaHHM HE MOKa3BaT oCcOo0EH PUCK  3a Xxopa Ha 0azara Ha KOHBEHLHOHAJHUTE
¢apMakonOrM4HU MNMPOYYBAHHA 3a TOKCHUHOCT Ha €AMHHUHA A03a U MpPH MHOTOKPAaTHO MNPU/IAraHe,
KapUMHOIN¢HEH NOTEHLIHA, PENPOAYKTHBHA TOKCHYHOCT U TOKCUYHOCT 3a Pa3BUTHETO.

JleBodnokcauuH He NPEIU3BUKBA HAPYLIEHUE HA PEPTUNUTETA UM PEMPOAYKTUBHATA CIOCOOHOCT TpH
MIBXOBE H HEMOBUAT €AUMHCTBEH €PEKT BLPXY I10Aa € 3a0aBE€HO Cb3pABaHE, BCJIEACTBUE HAa TOKCHUHOCT
npu MankaTa.

JleBoOKCAUMH HE MHAYUHpPA MEHHH MYTalMK B DAKTCPHATHU KIETKU WK KIETKH M

HUKAKBB NEHOTOKCHUEH NOTEHLHAAI.
[TpoyuBaHus NpY MHULLKH MOKA3BaT, Y€ NEBOP/IOKCALlMH UMa (OTOTOKCUYHA AKTUB

BUCOKH J03u. JleBoduiokcalluH He nNoKa3Ba HUKAKBB IEHOTOKCUYEH MMOTEHLHAN
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GOTOMYTAreHHOCT U HaMaNABa TYMOPHOTO Pa3BUTHE NPU NpoyYBaHE 3a POTOKAHLIEPOTEHHOCT.

KaxTto npn apyrute GayopoxHHONOHH, TeBOPIOKCALMH MOKa3Ba €PEKTH BbPXY XPYLIAIUTE (OT/IENBaHE
K oOpa3yBaHe HA KYXHHH) MPU MIBXOBE M KydeTa. T€3U HAXOAKH €a MO-U3Pa3CHHU MNPU MJIAIM JKHBOTHH.

6. PAPMALLIEBTHYHH JAHHHA

6.1 CnHcbK HAa MOMOLUHHTE CPEeACTBA

TaBanuk 500 mg punMupaHu TabNETKH CHABPXKA CICHHTE NMOMOIIHH BEILECTBA 3a Maca Ha
tabnerkara 630 mg:

Tabnemno aopo:
Kpocnoeuaon
XUNpoMenosa
MHKpOKpHUCTaNHA LIENy103a
Harpues cteapun ¢pymapar

Hoxkpumue na mabaemxama:

XHUIApOMENo3a

TuraHor quokeua E 171

Tank

Makporon

XKbnT xeneszen okeua E 172

Yepeen xenesed okcua E 172

6.2 HecnBMecTHMOCT

Henpunoxumo.

6.3 Cpok Ha roanocTt

3 roauHu

6.4 Cneuua/IHH YCJIOBHA HA ChbXpPaHeHHe

To3n nexapcTBEH MPOAYKT HE H3UCKBA CTNICLMAJIHHA YCIIOBUSA HA ChXPAaHEHHE.
6.5 Bua H cbaAbLpXKaHHE HAa CNIAKOBKATA

PVC/ anymuHueBH OIHCTEPH, CHABPXALLM GUIMUPaHH TaOJETKH.
OnaxkoBka ¢ 5 Tabnetku no 500 mg.

6.6 CnenHaIHH NPEeANA3HH MEPKH NPH H3XBbp/IsiHe

HenvtenHata yepra no3possiBa aAanTHUPAHE Ha 403aTa NPU NMaUUEHTH ¢ HapylieHa 6b0peuna pyHKLuS.

KakTto np# BCHYKM JIEKAPCTBA, HEH3NOJ3BAHUAT JIEKAPCTBEH NPOAYKT TpaOBa 1
ChOTBETCTBHE ¢ MECTHHUTE M3MCKBAHUS 3a Ola3BaHE HA OKONHATa cpeaa. '

7. NNIPUTEXATEJ]I HA PAZPEULIEHUETO 3A YIIOTPEBA

Sanofi Winthrop Industrie

82 avenue Raspail
94250 Gentilly
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DpaHums
8. HOMEP(A) HA PABPELLIEHHETO 3A YIIOTPEDBA
20020443

9. IPUTEXATEJI HA PAJPELIEHUETO 3A T1IAPAJIEJIEHR BHOC

"UB dapma” EOO/I, 6yn. "MakenoHua" Ne 6, et. 4, an. 17, Codus, buarapug

10. JATA HA IIBPBO PA3PEIIABAHE/IIOAHOBABAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

JlaTta Ha nwspBo paspewasane: 04.06.2002 r.

Iata Ha nocnaeaHo noaHossBaune: 31.07.2012 r.

11. IATA HA AKTYAJINBUPAHE HA TEKCTA
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