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Tasanuk 500 mg punmMupany TabneTky  EMAIMP - 6?390//25-03-2[125
Tavanic 500 mg film-coated tablets

1 UME HA JEKAPCTBEHHA ITPOAYKT

.................

2 KAYECTBEH U KOJIHYECTBEH CbhCTAB

Bcaka ¢punmupana tabnerka TaBanuk 500 mg ceappxxa 500 mg neBodmoxcaumH (levofloxacin) karo
neBodoKcalHH XEMHXHUAPAT.

3a IIBJIHUA CNIUCHK HA MTOMOIIHHUTE BEINECTRA BIDKTE TOUKA 6.1.

3 JEKAPCTBEHA ®OPMA
dunmMupaHa TableTKa.

BnenoxeareHUKaBo-6eH a0 yepBeHUKaBo-6enu punMupanu tabaeTku ¢ JeMTeiHa YepTa.
Tabnerkara Moxe 1a ObJie pa3aeicHa Ha PABHH TONIOBHHH.

4 KIMHAYHH JAHHH
4.1 TepaneBTHYMHH NOKA3AHMSA

TaBaHuK € IOKa3aH NpH BB3PACTHH 3a JIEUEHUE Ha CACAHUTE HH(peKuud (Bx. TOYkH 4.4 1 3.1):

. OcTbp MUETOHEPPHUT M YCIOXKHEHH HHGEKIMH Ha ITUKOYHHUTE ITHTHILA (BXK. TOYKA 4.4)
. XpoHH4eH OakTepHalleH NPOCTaTUT
. AHTpaKC NpH BAMIIBAHE: MPOQHIAKTHKA CJIe[ €KCMO3UIMA K NedeHHe (BXK. TOUKa 4.4).

3a no-mony nocoyeunte HHdekuun TaBaHUK TpAOBa Ja ce U3MOM3Ba CaMO KOraro ynorpebara Ha
aHTHOAKTEPHAJIHH NpenapaTH, KOUTO OOHKHOBEHO C€ MPEMOPHYBAT 334 TBPBOHAYAIHO JIEYEHUE HA TE3H
HH(bEKIHH, e CMATA 33 HEMOAXOAALIA.

. OcTbp OaKTEepHaNEH CHHY3UT

. OcTpa ex3auepbaums Ha XpoHHYHA OOCTpYKTHBHA GenoapobHa 601eCT, BKIIKOYHTEIHO
OpOHXHT

. [THeBMOHHSA, MPUAOOUTA B OOIIECTBOTO

. YcnoxxHeHH HHPEKLHM HAa KOXKaTa U MEKUTE ThKaHU

. HeycnoxkHeH UHCTHT (BK. TOUKa 4.4)

TapaHHK MOXKe CBLIO & C€ H3MON3BA 3a 3aBBLPLIBAHE HA KYPCa Ha JIeYeHHEe NPH NalWEHTH, NMOKA3aIH
noaoOpeHre NpU HA4YaJIHO JIEYEHHE C HHTPABEHO3€EH JIEBOQUIOKCALIUH.

Tpsabpa na ce uma npeasUA 0OPHLUMATHOTO PBKOBOACTBO 32 MOAXOAALIO H3MON3BAHE Ha
AHTHOAKTEpPHAJIHHA CPEACTBA.

4.2 JO03HPOBKAa H HAYHH HA NPHJIOKEHHE

TasaHWk TAaONETKH Ce NMpHJaraT BeIHbX WIH ABa ITbTH AHEBHO. [lo3dpoBKkaTta 3aB
TEXECTTa Ha HHPEKLUATA U OT YyBCTBHTETHOCTTA Ha NpeanoiaraeMHsa NaTorex
TaBanvik TaONETKH MOTaT CHILO Aa C€ NPWIArar 3a 3aBbplIBaHE HA Kypca Ha JIeY
KOMTO ca MOKa3aJid noaodpeHne NPy HaYalHO IeYeHHe ¢ HHTPAaBEHO3€EH JIeBON
OHOEKBHBAJICHTHOCTTA Ha MapeHTepanHaTa i nepopaiHara gopMa, MOXe Aa ce I
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Ho3nposka

Morat naa 6baaT JaAeHH cleJHHUTE NMPenophKH 3a Ao3upaHe Ha TaBaHHK:

Hozuposka npu nayuenmu ¢ HOpMaHa 6vbpeuna Qyukyus (kpeamunuros kauperc > 50 ml/min)

Hoxkazanue JAHeBHa 1030Ba CXeMa IIpABOKHTEIHOCT HA
(cnoped medicecmmay JIEYECHHAECTO
(cnoped mescecmma)
OcTbp GaxTepHANIEH CHHY3MT 500 mg BeAHBAK THEBHO 10 - 14 aun
bakTepuanuo obocTpsHe Ha 500 mg BeOHBX THEBHO 7-10 nuu
XpoHHYHa 00cTpykTHBHA GenoapobHa
OonecT BKJ1. OPOHXUT
IInesmMoHUA, NTpHACOHTA B 500 mg BenHBX WiK aBa MbTH | 7 - 14 num
ob1IeCTBOTO IHEBHO
OcTbp NHENOHEPPHT 500 mg BeIHBX NHEBHO 7-10 nuu
YcnoxHeHH HHPEKIMH Ha 500 mg BeIHBXK AHEBHO 7-14 nau
| YPHHADHUS TPaKT
HeycnoxHeH LIHCTHT 250 mg BeIHBX AHEBHO 3 OHH
XpoHHueH OaktepuasieH npoctatuT | 500 mg BeAHEXK JHEBHO 28 nHuU
YenoxHeHH HHpeKUWr Ha koxara i | S00 mg seAHBX Wik ABa bTH | 7 - 14 aHu
MEKHTE TEKAHU IHEBHO
AHTpakc npH BAMIIBaHEe 500 mg BeIHBXK IHEBHO 8 ceqmuIH
Cneyuannu nonyiayuu
Hapywena 6v6pevna gynryus (kxpeamununog xnupvrc <50 mi/min)
Mo3zoBa cxema
250 mg/24 h 500 mg/24 h 500 mg/12 h
KpeaTHHHHOB [Tvpea 0oza: 250 mg | [Tspea ooza: 500 mg [Ivpea ooza: 500 mg
KJIHPBHC
50-20 ml/min Cneo mosa: Cred moasa: Cneo moea:
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 ml/min Creo mosa: Cneo moaa: Creo moesa:
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml/min Cneo mosa. Cneo mosa: Cneo mosa:
(BKJIIOUHTENHO 125 mg/48 h 125 mg/24 h 125 mg/24 h
xemonuanuza 1 HATIN)'

'He ce HanaraT JOMBIHHTEIHHY JO3H C/IEH XEMONHATIH3A WIH HenpeKkbcHaTa aMOylaTOpHa
nepuroHeanya qHanusa (HAILA).

Hapywena uepnoopobra pyrrxyus

He ce Hanmara kopekuus Ha A03ata, Thil KaTo JIEBOPIIOKCAUMH HE ce MeTaboIM3upa B 3HaYyuMa CTeleH
OT 4epHus Ipob U ce €KCKpeTHpa OCHOBHO 4pe3 OBOpeLuTe.

Ionynayus 6 cmapyecka év3pacm

v

He ce #amara KOPEKLHA Ha A103aTa IpY MalHCHTH B CTAPYECKa BB3PaAcCT, OCBCH AKO HE ( @ £

JJAaHHH 3a HapyumieHa ObpOpeyHa pyHkuua (BXK. Touka 4.4 ,, TEHAHHUT U PYIITYPH Ha CYX{bK

,, Y meipkaBate Ha QT uHTepsana”).




lleouampuyuna nonyrayus
TaBaHHK € MPOTHBOIIOKA3AH IIPH Aiela H IOHOLIH (BXK. To4Ka 4.3).

HayuH Ha npunoxeHue

TaBanuk Tabnerxu Tpabpa Aa ce morTeLWIAT, 6€3 oa ce pa3sTpoLIABAT H ¢ AOCTATHLYHO KOMHYECTBO
TeYHOCT. MorarT Aa ce pasZieNar no ACJHTEIHATA YePTa 3a ajanTupaHe Ha nosata. Tabnerkure Morat
a ce IIPMEMAT MO BpeMe Ha XpaHeHe WIH MeXIy XpaHeHusATa. TaBaHuk Tabnerku TpsbOpa na ce
NpHEMAT NOHE JBa Yaca MpeaH WM Clie] NPWIOKEHHETO Ha JKee3HH CONNH, LIMHKOBH COJIH, MarHe3ui-
WIH aJTyMHHHH-CHIBPKALDNA aHTHALIIM WA AUTAHO3UH (CaMo kombunayuu Ha OuOaro3uH ¢
QAYMUHUNE- WU MazHe3uld-coovpoicawu bygepupawu cpeocmsa), ¥ CyKpandart, ThH KaTO MOXeE 12
HACTBIIM HaMaJIgBaHe Ha abcopbumsaTa My (Bx. Touka 4.5).

4.3 IIporuBonokazanusg

JleBoduiokcaurH TabneTku He TpaOBa Aa ce Npuiarar:

° NPH [TALMEHTH, CBPBXYYBCTBHUTE/IHH KbM JIEBOQUIOKCALIMH WIH APYrd XHHOJIOHH, WIH HAKOE OT
NOMOIIHUTE BellecTBa, H3OPOEHH B TO4YKa 6.1,

MNMPpH NANHEHTH C CITWICIICHA,

NpH MalMEHTH ¢ AaHAMHE3a 32 HAPYLIEHUs HA CYXOXHIIHATA, CBbP3aHH C NIPHIOKEHHE Ha
G yOpPOXHHONMOHY,
. MpH ella UITH IOHOMIH,
o BpeMe Ha OpEMEHHOCT,
NpH KbPMaYKH.

4.4 Cnennanan npeaynpexients H NpeANa3’HH MEPKH NPH ynoTpeda

Ynorpebara Ha nepodnokcalliH TpaOBa Aa ce U3bArea NpH NauMeHTH, KOUTO Ca UMaJld CepHO3HH
He:KeJlaHH peakliMM B MUHAIOTO ITPU yrioTpeba Ha MPOAYKTH, ChABbPXKAIIM XHHOJIOHH HITH
dnyopoxuHonoHH (Bx. Touka 4.8). JleueHueTo Ha T€3U MAaLIMEHTH C IEBOQIIOKCALMH TpAOBa 1a ce
3aMoYyBa CaMoO ITpH JIMIICAa Ha aJITEPHAaTUBHY BB3MOXHOCTH 3a JIeYeHHe M clie] BHHMaTellHa OLEHKA Ha
CBOTHOIIEHUETO MON3a/pHCK (BXK. CBLIO TOUKA 4.3).

Puck om peaucmenmnocm

MHOro BEpPOATHO € METHLIMJIMH-PE3UCTEHTHH S. qureus 1a UMAT KOPE3IUCTEHTHOCT KbM
$IyOpOXMHONOHH, BITIOUHTENHO NieBoduiokcauuH. ITopaay ToBa neBOGUIOKCALIMH He Ce MpenopbyBa
33 JICUEHHETO Ha H3BECTHH WIH nojacsHpanu uHekuuu ¢ MRSA, oceeH ako nabopatopHy pe3ynratd
NOTBBPAAT YyBCTBHUTENHOCT HA MHKPOOPraHH3Ma CrnipaMo neso¢UIoKkcalMH (M IpenopbYBaHiTe
OOMKHOBEHO aHTHOAKTEpPHAIIHHM CPEACTBA 3a JieueHUe Ha WHPek1mu ¢ MRSA ca cuetenu 3a
HETMOOXOOALLIH ).

JleBodokcallMH MOXKeE Ja c€ Ipuiiara 3a JjedeHue Ha ocThp DakTepHasieH CHHY3HT H ODOCTpsiHE Ha
XpOHHYEH OPOHXHT, KOraTo Te3u HHQEeKUHMH ca NPaBWIHO IHarHOCTHLIHPAaHH.

Pe3uCTEHTHOCTTA CIIPAMO (BITyOpOXHHONOHH Ha E. coli — HaH-4eCTHAIT MAaTOreH, CBBP3aH ¢ HH(EKLHH
Ha YPHHapHHA TPakKT - Bapupa B EBponeiickua c¢bio3. [Ipeanuceaiure TpadBa na B3eMar npeaBHa
NIOKaJTHO mpeobiiagaBaniata pe3uCTEHTHOCT CipaMo dutyopoxuHononu nopu E. Coli.

AHTpaKc npH BauIBaze: I1punoxxeHHeTo npyu xopa ce OCHOBaBa Ha IAHHM 32 YyBCTB
vitro Ha Bacillus anthracis v Ha eKCNEpUMEHTATHH JaHHH NMPH )KUBOTHH, 3aEAHO C O
npH xopa. JlekyBamunTe jiekapy TpaOBa fa ce pedepupaT KbM HaLMOHATHHUTE W/ HIH
KOHCEHCYCHH JOKYMEHTH OTHOCHO JICYEHHETO HA AHTPAaKC.




IIpoovsicumennu, uH6AIUOUSUPAWYYU U NOMEHYUARHO HEOODAMUMU CEPUO3HYU HEXCENaHU NeKAPCMBERU
peaxyuu

Cpol1asa ce 3a MHOrO peAiKH CIy49ad Ha NPOABI/DKUTENHH (MPOOB/DKABAIM MECELIM WIH TOAHHH),
HHBAMAU3HPAIIH H MOTSHLHAIHO HeOOpaTHMH CEPUO3HH HEXKENIaHH JIEKApCTBEHH PEaKLHY,
3aCATAllH PA3IHYHH, MOHAKOra MHOIO CHCTEMH B OpPraHH3Ma (MyCKyJ/IHO-CKEJIETHA, HEpBHa CHCTEMA,
NCHXHMKA ¥ CETHBHH OPraHu) NpH MalHeHTH, MOTyYaBpalld XHHOJOHH H QIIyOpOXHHOJIOHH,
HE3aBHCHMO OT TAXHATa BB3PACT M Beue ChIIECTBYBAIlIUTe PHCKOBH (hakTopH. JlerodnokcaumH TpAOBa
aa ce crnpe He3abaBHO MpH ITHPBUTE NPU3HALM WIH CHMIITOMH Ha BCAKA CEPHO3HA HEXEJTaHa peaKLiug
KaTO MaLMeHTHTE TPAOBA Ja Ce MOCHBETBAT A Ce CBBPXKAT ¢ TEXHHUA fieKap, PEAMUCa1 J1eKapCcTBOTO,
33 CBHBET.

Tenounum u pazxvceane Ha CyxodCuiue

TeHAHHHT H pa3KbCBaHE HA CyXOXHIHE (TIO-CTIELIHATHO aXWIeCOBO CYXOXKHIIHE, HO 6e3 fa ce
OrpaHHYaBa CaMo JI0 Hero), NOHAKOra ABYCTPaHHO, MOXKE A CE MOTy4H ollle B paMKHUTE Ha 48 4aca oT
3aMOYBaHe Ha JICYEHHETO ¢ XMHOMOHH K PITYOPOXUHOIOHH KaTO HMa ChOOILICHHS 3a TaKHBa, pa3BIIIH
ce JOPH 0 HAKOIKO MeceLa clie] NMPeKpaTABaHe Ha JIEYEHHUETO. PUCKBT OT TEHAMHHT H Pa3KbCBAHE HA
CYXOXKHIIHE Ce MOBMILIARA [PH MO-BH3PACTHH NMALIUEHTH, MALMEHTH ¢ ObOpeYHO yBpexKaaHe, MauHeHTH
C TPAHCIVIAHTHPaH CONUIEH OpraH, pY NAaLHEHTH, OMy4YaBalHd AHeBHU 034 no 1000 mg
NeBO(IIOKCALIMH H TAKHBA, NEKYBaHH CBHITBTCTBAILO C KOPTHKOCTEpOUaH. 110 Tasu npH4HHa
CHIIBTCTBALLATA YNOTPeOa Ha KOPTHKOCTepOUIU TpAOBa Ja ce u3darsa. [Ipy mepeus NpHU3Hak Ha
TeHAMHUT (Harp. 60JIe3HeHO MOOyBaHe, BE3NalieHHe) IeUeHHeTO ¢ eBOdIOKcallHH TpI0OBa Aa ce
[PEKPATH U [a ce OOMHC/IH aNTEPHATHBHO JIeYyeHHe. 3acerHaTuar(re) kpalHuK(1M) TpAOBa 1a
6Bae(ar) neKyBaH(H) no noaxoadil HauuH (Hanp. o0e3askBane). He TpaOBa na ce uanonsear
KOPTHUKOCTEPOMIH, aKO CE MOABAT NPU3HALIM Ha TEHAHHOIATHS.

Muoxrounyc

CpobiapaHu ca cTydad Ha MHOKJIOHYC MPH NMaLEeHTH, NpHeMalliH JIeBopIOKCcallH (BX. To4Ka 4.8).
PHCKET OT MHOKJIOHYC Ce MOBYIIABA TIPH MO-BH3PACTHH MALIMEHTH U MPH MAalHEHTH ¢ 6B0peYHo
YBpEXKIaHe, aKO [103aTa Ha JIEBO(IOKCALMH HE Ce KOPUTHpa CIIopell KpEaTHHUHOBHS KITHPHHC.
JlepodnokcanMH TpAOBa 21a ce MpeKpaTH He3abaBHO IMPH MEPBATA MOIBa HA MHOKIIOHYC H 114 C€
3aModHe MOIXOAAILO JICUYCHHE.

3abonrasanua cevpaanu ¢ Clostridium difficile

Juapus, 0coOEHO aKo € TeXKKA, MPOALIDKUTE/HA W/HAM KbPBaBa, [10 BpEME HA HUITH CAE] IEYCHHE C
nepohIOKCAlMH (BKJIIOUHTENHO HAKOAKO CEIMHIIH ClIe] ICYEHHETO), MOXKeE 11a ObJle CHMITTOMATHYHA
3a 3a0ongBaHe, cebp3aHo ¢ Clostridium difficile (CDAD). CDAD moxe na Bapvpa no Texecr oT JIEKo
10 XKHBOTO3acTpallaBallo, Hal-TexxkaTa popMa Ha KOeTo € NceBIOMeMOpaHO3€H KOHT (BXK. TOYKA
4.8). ETo 321110 € BaKHO 71 C€ B3eMe MPEeBU Ta3M AHArHO3a MPH NALUEeHTH, KOUTO Pa3BHBAT TEXKKA
OHApHA MO BPeME Ha WIH CIIC JICYCHHE ¢ ICBOPIOKcalMH. AKO UMa CbMHEHHE WIH C€ NOTBBPAH
CDAD, nepogunokcaiiuH TpaOBa Aa ce crpe He3abaBHO M BeJHara Ja ce 3arnoyHe MoAXOAsALIO JISYEHHE.
JlexapcTBeHH NPOAYKTH, MOATHCKAIIH MEPUCTAIITHKATA, ¢4 POTUBOINOKA3aHH NPH Ta3H KIHHHYHA
CHTyaLMs.

ITayuenmu, npedpaznonodxiceru KoM npunacvyu

XHHOJIOHKTE MOTaT Ja CHIDKAT Mpara Ha NMpuragbuy U MOraT a [IpedU3BHKAT NPHIaJEK,
JleBodIOKCALIMH € MPOTUBOIMOKA3aH IIPH NALMEHTH C AHAMHE3a 32 eNMWIencHs (BX. ToY
fIpH APYTrHTE XMHOJOHH, TpAOBa a ce nmpHiaara ¢ MoBHIIEHO BHHMaHHE NPH MauHeHTH
Npeapas’noNOKEHH KbM NPUNAIBbLH HIH Ha CHITBTCTBALIO JIECUCHHE ¢ aKTHBHH BELLEC
CHHXKABAT LiepeOpaliHHAA Npar Ha NPUNAaabLM, KaTo TeoGHIHH (BXK. Touka 4.5). B ciry
KOHBY/ICABHH NMPHNaxbI (BXK. Touka 4.8), neueHuero ¢ nesodiokcal TpaOBa aa ce
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ITayuenmu ¢ degpuyum na 2noxo30-6-gocam dexuopozenaza

[TaiMeHTH ¢ TaTEHTEH WK U3sSBeH AedeKT Ha MNoK030-6-pocdar aexuaporeHa3HaTa aKkTUBHOCT,
MOTAT Ja NMPOABAT CKJIOHHOCT KbM XEMOJIATHYHH PEaKLii, KOraTo ca NeKyBaHH ¢ XHHOJIOHOBH
aHTHOaKTEpHATHH cpeacTRa. [Topaau ToBa, ako NeBo¢UIOKCALMH C¢ U3NOJI3Ba NPYU TAKHBa MALlUEHTH,
TpaOBa [1a ce clie/Id 3a EBCHTYaJIHA NOABA Ha XeMOJH3a.

Ilayuenmu ¢ 6vbpeynu yepexcoanus

Tit KaTo neBodIOKCaIMH Ce EKCKpETHPa OCHOBHO upe3 6n6pewmre, nosara Ha TapaHuk TpabBa na
OBJe KOpHTHpaHa NPH NAaLMEHTH ¢ OL0peyHo yBpexaaHe (BXK. Touka 4.2).

Peaxyuu na cepvxuyscmaumennocm

JleBoiOKCAlIMH MOXe 1a MPHYHHH CEPUO3HH, NOTEHLUMANHO (paTalnHy peaKi[HH Ha
CBPBXYYBCTBUTEAHOCT (T.€. aHrHoeaeM A0 aHaQWIaKTHYEH LIOK), IOHAKOra NOCICABAIM HAYAIHATA
no3a (Bx. Touka 4.8). ITaunenture TpaOBa Aa NpekpaTAT JedeHHeTo He3abaBHO H J1a Ce CBBPXAT C
TEXHHA JIEKap HJH ¢ JIEKap OT CMeLlHa MTOMOIL, KOWTO Ja HHHUHHPA NOIXOAAIIH CIEMHH ACHCTBHA.

Tearcku xooKcHU Hedicenany peaKyuu

Texkn koXXHH HexenaHn peakuuu (SCARS), BimouBalllM TOKCHYHA envaepMaiia Hekpossa (TEN:
H3BECTHA Olle Karo cuHApoM Ha Lyell), cunapom Ha Stevens Johnson (SJS) u nekapcTeena peakuysa ¢
eo3HHOGHNUA M cucTeMHU cuMiTroMi {DRESS), u ocTpa reHepanuivpaHa eK3aHTeMAaTO3Ha ITyCTyNo3a
(AGEP), kouto MOXe aa ca )KMBOTO3aCTpalllaBallli WIH ¢ NETAJICH H3XOA, ce ChOOIIaBaT BB BPB3Ka C
ynoTpebaTta Ha nepoduiokcaumH (BK. Touka 4.8). [Ipu npeanucBaHeTo nauueHTHTE TpAOBa Oa ObaaT
MHQGOPMHUPAHH 33 MPU3HALIMTE U CHMITTOMHTE Ha TEXXKH KOXHH peakliMd U Aa 6b1aT HabmoaasaHu ¢
AOBUILIEHO BHUMaHHE. AKO C€ NMOABAT NPH3HALIM U CUMIITOMH, [TOKa3aTeIHH 3a TE€3U peaKLviM,
NpUIOKEHHETO Ha neroduiokcaliH TpabBa HezabaBHO Aa ce MpeyCTaHOBH H Aa ce OOMHCIH
aJITEpHATHBHO JeueHHe. AKO MALMEHTHT € pa3Bui ceprHo3Ha peakuus karo SJS, TEN, DRESS win
AGEP 1nipH ynotpebara Ha neBodioKcalHH, 1IeYEHHETO ¢ JieBodUIOKCaUMH He TpaOBa Ja ce 3ano4Ba
OTHOBO IIPH TO3H MALHCHT.

Juczruxemusn

KakTo npH BCHYKH XHHOJIOHH, ca CboOLIaBaHU HapylIeHHA B KPbBHATA 3aXap, BKIIOYBALIH KAKTO
XHMITOTJIMKEMHUSA Taka H XUMEPrJIMKEMHs, Bb3HUKBALIH [10-4ECTO IPH NALMEHTK B cTapyecKa Bb3pacT,
OOMKHOBEHO MNpH NaLKEHTH ¢ Z1abeT, npueMally ChITbTCTBALLO JIEUEHHE C [IEPOPATTHO
XHIIOTVIHKEMHYHO CpeICTBO (Hamp. rIHOSHKIaMHA) HIH ¢ HHCYNHH. CboO1IaBaHH ca ClIydaH Ha
XUnorjukeMuuHa koma. [Ipu nauyveHTu ¢ gHabeT ce mpenopbYBa BHUMATEIHO NPOCIeaaBaHe Ha
KpBBHATa 3axap (BXK. Touka 4.8).

Jleyenuero ¢ TapaHuk TpaOea aa ce cnpe He3abaBHO, aKO NAaLKMEHTHT ChOOLIM 3a HApYLICHHE Ha
KpBBHaTA 3axap 1 TpabBa fa ce MMa MpeJBH] ajTepHATUBHA aHTHOAKTEpHAIHA TeparHs ¢

HEeQITy OPOXHHOJIOHH.

IIpeonazeare om homouyscmsumenrocm
[Tpu neBodnokcaumH e crodlaBaHa POTOUYBCTBUTENHOCT (BX. Touka 4.8). IIperopbuBa ce

MAlHEHTHTE Ja HE €€ M3TaraT H3HLIHO Ha CHJIHA CTbHUYEBA CBET/IMHA WIHA Ha W3KycTBeHH UV J1puH
(Hamp. XBaplioBa JaMIIa, COJIApHyM) TIO BpeMe Ha JIe4eHHeTo M 48 yaca ciell MpEKPaTABaHETO
1I€J1 Mpe/rna3BaHe oT (POTOTYBCTBATETHOCT.

ITayuenmu, nexysanu c eumamun K anmazonucmu

[Topaau BE3MOXXHOTO NOBHLIABaHE Ha koarynauuoHuTe Tectose (PT/INR) Wi kup
NMaLHUEeHTH, JIEKYBaHH ¢ TeBO(IOKCAUMH B KOMOUHALIMA ¢ BUTAaMHH K aHTaroHUCTH (Ha

6




e HeoOXOAMMO MPOC/IeAIBaHE Ha KOaryaallHOHHHTE TECTOBE, KOraTo TE3H JIEKApCTBA ca MpHIaraHy
€OHOBPEMEHHO (BIOK TOUKa 4.5).

Ilcuxuunu peaxyuu

Cpo0iliaBaHH ca NCUXUYHH PEeaklUK IPH MalUHUEeHTH, IPHEMALIH XHHOMOHH, BKIITOYHTEHO
neBogiokcaurH. B MHOTO peikH ciTy4yau ca NpOrpeCHpaid 10 CYHUHIHH MHCIIH H
caMo3acTpalllaBallo MoBeleHHe, MOHAKOra caMo Cli¢l €AMHHYHA 1032 1eBOdIIOKCAlHH (BX. TOUKa
4.8). B ciydaii, 4e MaUMEHTHT pa3sBHE TE€3H pPeakLyu, MPUEMET Ha neBodnokcaumH TpAOBa 1a ce
npekpaT He3abarHO, IPH THPBH [PU3HALM U CHMITTOMH Ha TE3W PEaKLMH, U NALMEeHTHT TpAOBa la
6be IOCHBETBAH 1A Ce CBbPiKE ¢ MPeANMCBAINS JIeKap 3a cbBeT. 1pabBa na ce oOMucnu
aJiITepHaTHBHA HE(DITYOPOXHHOJIOHOBA aHTHOAKTEpHANHA Tepalii U Aa ce NPHWIoXKaT MOAXOAIIH
mepku. [Ipenopbupa ce MOBHIICHO BHUMAaHHE, aKO 1eBOGIIOKCALMH C€ NMPHJIAra NpH MCHXOTHYHH
Mal{eHTH WIM NPH NalHEHTH ¢ aHAMHE3a 3a ICHXHYHO 3a00maBaHe.

Yownocasane na QT unmepeana

Heo6x0auMoO € TIOBHILEHO BHUMAaHHE, KOTaTo (ITyOPOXHHOJIOHH, BKIIOYHTENHO NEBOQIOKCALIUH, Ce
MpWIAraT MpH MalKueHTH ¢ H3BECTHH PHCKOBH (PakTopH 3a yas/DKaBaHe Ha QT HHTepBana, kato
HaIIpUMep:

- CHHAPOM Ha BpoJeH yapmkeH QT

- ¢IHOBPEMEHHO MPWIOKEHHE Ha IEKapCTBa, 3a KOUTO € H3BECTHO, 4e yawkasaT QT uHTepBana
(nanp. Knac IA u [I] arTHapHTMHYHH, TPULMKITAYMHY aHTUIENPECAHTH, MaKPOIHIH, AHTUIICHXOTHIIH)
- HEKOPHIHPaH eNIeKTPoIuTeH AucOaiaHe (Hanp. XHROKaAIMeMHs, XHIIOMarHe3ueMHA )

- ChbpAeuHO 3abonaBaHe (Hamp. ChbpAeYHa HEAOCTaTBEYHOCT, MH(APKT Ha MHOKapaa, Opagukapous)
[TaLMeHTHTE B CTAPUECKA BB3PACT M XKEHUTE MOTaT A2 OBIaT NO-4yBCTBUTE/IHH CIIPSMO JIEKAPCTBA,
yabipkaBaw QTc. [Topaau ToBa € HEOOXOOUMO MOBHIIEHO BHHMAaHWE, KOTATO NIPH TE3H MOy IALH
ce MPUIAraT QIyOpOXMHONIOHH, BIITIOMUTENHO NeBOQIIOKCALIMH.

(Bx. Touku 4.2 Ilayuenmu 6 cmapuecka ev3pacm, 4.5, 4.8 1 4.9).

ITepughepra neeponamu

Cro0bImaBa ce 3a CTyyad Ha CeH30pHa WIH CEH30MOTOPHA MOITHHEBPONATHS, BOACILH 10 MapecTe3uH,
XHUII0ECTE3HA, NN3ECTE3HA MJTH CTa0OCT MpH NMALMEHTH, PUEMALUN XUHONOHH H (ITYOPOXHHOJIOHH.
[TaliMeHTHTE, KOMTO NpHeMarT JieBodiokcaluH, TpaOBa Aa ObOaT MOCHBETBAHM O3 HHPOPMHPAT CBOA
JieKap, npeHu a NpoJB/KAT IEYEHHETO, AKO CE MOABAT CUMIITOMYU Ha HEBPOMATHA, KaTo OO0Ka,
ycelllaHe 3a MapeHe, MpaBy4yKaHe, H3TphIIBaHe WIH crnadocT, 3a Aa ¢e NpeJOTBPaTH Pa3BUTHETO HA
MOTeHUHATHO HeobpaTuMo 3abosiaBaHe (BXK. TouKa 4.8).

Xenamobunuapnu rapyuieHus

Cro01aeaHu ca cIyyad Ha YepHOAPOOHA HEKpO3a 4O (aTaiiHa YepHOAPOOHA HEAOCTATHYHOCT IPH
neBodGIOKCalliH, MPEeAMMHO NPH NALMEHTH ¢ TEXKKH MOAIEXKaALIH 3a60/19BaHH, HATIP. CENCHC (BXK.
touka 4.8). [TaruenTuTe TpadBa Na 6BOAT CHBETBAHHU Aa CIIPAT JICYEHHETO H Ja C& CBBPXKAT ¢ JIEKaps
CH, aKO Pa3BHAT [IPU3HALK ¥ CUMIITOMH Ha 4epHOApOOHO 3a00NsABaHe KATO AHOPEKCHS, KBJITCHHLA,
TBhMHa YpHHa, chpOex WK 60/1e3HEH KOpEM.

Obocmpsine Ha Muacmenus 2paguc
O IyopOXHHONOHHKTE, BIUTIOUUTENHO NEBOGIIOKCALIHH, HMAT HEBPOMYCKYJIHO OJIOKHpALIO ACHCTBHE U

MOraTtT aa UGOCTPHT MYCKYHH&TH CHﬂ.ﬁOCT an MallHeHTH C MHAaCTCHHUA rpaBHc. H(}CTMElp
CEPHO3HU HEXeTaHH JIEKAPCTBEHH PEeakLUy, BKIIOUBALIM CMBPT H HEOOXOMMOCT OT £
§ .:._’ AR

JHIIAHETO, ¢a ¢hoOiaBaHH MpH (PIyOPOXHMHOIOHH, H3TIOI3BAHHM MTPH MALMEHTH C M
JlepodiokcallMH He C€ MPEnopbYBa MPH MALMEHTH ¢ aHAMHE3a 33 MHaCTEHHA rpas

3pumennu nHapyuieHus



AKO 3peHHETO Oblie YBpeieHO HWIIH Bb3HHMKHAT HAKaKBH €(PEKTH BBPXY OUMTe, He3abaBHO TpsAdBa aa ce
NPOBeIE KOHCYTALMA C OMEH CISUUANHUCT (BXK. TOUKH 4.7 u 4.8).

Cynepungexyus

[TpusnokeHHETO Ha JIEBODIIOKCALIMH, OCOOEHO MPOTHJDKHUTETHOTO, MOXKE 1 NOBEAE A0 CBPBXPACTEX
Ha HEUYBCTBHTEJIHH MUKpoOpraHu3Mu. Tpadea Aa ce nMpearpHeMar MoIXOIAUIH MEPKH, aKO HACTBIH
cynepuH(eKia N0 BpeMe Ha TepanuaTa.

IIpomenu 6 nabopamoprume uzcred8anus

TIpu maiueHTH, JIeKyBaHH ¢ JieBOQIIOKCalMH, YCTAHOBIBAHETO Ha OIMATH B YPHHATA MOXKe [a Jae
hanmKMBO MONOKUTENHHU pe3ynTaTh. Modke Aa € HeoOX0AHMO Aa ce MOTBbPAH MOJOKUTENHHUAT
Pe3yJITaT 3a OIIHATH ¢ NMO-CIELU(PHYESH METO.

JleBohiokcallHH MOXe Aa MOTHCHE pacTexa Ha Mycobacterium tuberculosis v nopagu TOBa, MOXe fia
nane ¢allIMBO OTPHLATETHH Pe3yJITATH NpH OaKkTepHONOrHyHaTa AMarHo3a Ha TyOepkososa.

Aneapuzma u oucexayus Ha aopmama u pezypzumayun/Keoocmamvyiocm Ha CopoesHume knanu

EnmuaeMHOMOrMaHUTE MpOYYBaHHA [MOKAa3BaT MOBUIIEH PHCK OT aHEBpH3Ma M JUCEKallid Ha aopTarTa,
0co0O€HO MpH MAMEHTH B CTAPYECKa Bb3PaCT, KAKTO M OT PEIypruTauMs Ha aopTHaTa H MUTpaliHaTa
KJlamna cjien nmpuemM Ha QJryOpOXHHOJIOHH.

ChOOIIeHH ca cIy4au Ha aHeBPU3MA W AUCEKallMg Ha a0pTaTa, [IOHAKOra YCJIOKHEHH 1TopaaH
pa3KbCBaHe (BKIIIOYHTENHO ¢ NETANEH U3XOA) U perypruTalia/HeA0CTaTbYHOCT Ha HAKOH OT
ChpACYHUTE KITANH MY NalHEeHTH, IpHeMalli (PIIyopOXHHONIOHH (BXK. TOUKa 4.8).

CnenoBatenHo (QIIyOpOXHHOJIOHUTE TpAOBA a ce M3MOA3BAT CaMO Clie]l BHUMATE/IHA OLICHKA Ha
CBOTHOILIIEHHETO NOJI3a/PHCK H CJIEA Pa3rfIekKAaHe Ha XPYTrH TEpaneBTHYHH B3MOXKHOCTH TIPH
MalMEHTH ¢ NOJIOXHUTENHA HAMWIHA aHAMHe3a 3a aHEBPU3Ma WM BpOJEHO 3a00IIABaHe Ha
ChPACYHHTE KIIAIIH, WIH [IPH MALHEHTH, JHArHOCTHLIMPAHH C TIPeILIeCTBAILA AHEBPH3MA H/WIH
AMCEKAIIHs HAa aopTaTa WK 3a00/IABaHE Ha ChbPOCYHHTE KITANH, WIM [IPH HAJTHYHE Ha OPYTH PHCKOBH
dakTopu UK 3aboaaBaHuA, NIpeapasnonaraliy

- KaKTO 3a aHEBpHU3Ma, TaKa M 3a JUCEeKalUsA Ha aopTaTa U 3a peryprHTaLus/HeOCTaTbYHOCT
Ha ChpACYHUTE KJIanH (Harp. HApylLIeHUA Ha CheAMHUTEIHATA ThKaH KaTo CHHIPOM Ha
Marfan unu cunapom Ha Ehlers-Danlos, curnpom Ha Turner, 6onect Ha Behcet, XxuneproHus,

PEBMAaTOMIECH APTPHUT) WIK AOMBIHUTEIHO

- IpM aHEBpPH3Ma U IUCeKaLlMs Ha aopTara (Harp. CbJA0BM HapyILUECHHs KaTO apTePHHT Ha
Takayasu, rHraHTOKI€TBYEH aPTEPHUUT WM H3BECTHA aTEPOCKIECPO3a HIIH CHHAPOM Ha
Sjbgren) WIH OOITBAHUTEITHO

- [IPU PETYPrUTaLMa/HeAOCTATHYHOCT Ha ChPJAEYHUTE KJIanH (Hanp. HHPEKLIHO3EeH
eHIOKap/INT).

PuckbT OT AHEeBpPH3IMa H NTUCCKALIMA HA aopTaTta H TAXHOTO PAa3KBECBAHC MOYKEC CBILO Aa C€ MMOBHIIIH IPpH
MAaUUCHTH, NCKYBAHHU €NHOBPEMEHHO CBbC CHCTEMHH KOPTHKOCTCPOHAH.

[1pu BHe3anHa Oosika B KOpeMa, FPbAHKA KOLI Wik Ibpda nauueHTHTe TpAdBa Ja 6baaT MOCHBETBAHH
Na ce KOHCYJITHpAT He3a0aBHO C JIEKAP B CHELIHO OTAE/IEHHE.

[TaumentuTe TpaOBa Aa OBIAT MOCHBETBAHU AA MOTHPCAT He3a0aBHO MEIUUMHCKA O
OCTpa JHCMHed, HOBA MOABa Ha ChplUeOKueHe (mannuTaLMy) WiH pa3BHTHE HA OTOK Ha
OOMHUTE KpaHHHUH.

Ocmvp nankpeamum




[Mpu naumenTH, npuemaiuM aeBogiokcaldH, Moxe Aa ce HabloaaBa ocTep naHkpeatHT. Ilaunenture
TpaOBa Aa 6bAaT HHPOPMHPAHM 32 XapaKTepHUTE CUMIITOMM Ha OCTHp NaHKpeaTHT. [lalMenTHTe,
KOHMTO HMAT raficHe, HEpa3roNoXeHHE, KOpeMeH AUCKOMOPT, ocTpa kopeMHa 60oJka HITH NOBpbBILaHe,
TpaOBa na GbaaT MOANOKEHH Ha He3abaBHA MEIMLIMHCKA OLICHKA. AKO ¢€ IMOA03Hpa OCThP
nmaHKpeaTHT, ynorpebara Ha nepodokcalyH TpAOBa 1a ce MPEYCTaHOBH; aKO C€ NNOTBbPIH,
ynoTpedarta Ha JieBodIOKCaLMH He TpadBa Aa ce 3ano4yBa 0THOBO. 1pabpa na ce BHUMAaBa IpH
NaLMEeHTH C AaHAMHEe3a 3a [AHKPEeaTHT (BK. Touka 4.8).

Hapywenua na kpvema

KocTHOMO3BYHE HEAOCTATBYHOCT, BKJIIOYHATEIHO JIEBKOIICHHS, HEYTPOIIEHH, [TAHLIATONCHUS,
XeMOIMTHYHA aHEMHS, TPOMOOLIMTONEHHUS, alUTaCTHYHA aHEMHA WIH arpaHyJdOLMTO34a, MOXKE J1a ¢
pa3BHE 0 BPEME Ha JICUCHHETO ¢ JieBodnokcanuH (Bx. To4ka 4.8). [Ipu cbMHEHHe 32 HAKOE OT TE3H
HapylLIeHWA Ha KpbRTa TpAOBa Aa ce clead KpbBHATA KapTHHA. B cimyuyai Ha abDHOpMHH pe3ynrtartw,
TpabBa na ce 0OMHCIH NpeKpaTABaHE Ha JICUEHHETO ¢ JIEBO(IOKCALIMH.

Hampuu

Tora nexapcTBO chaBPKA 1O Manko OT 1| mmol HaTpuii (23 mg) Ha TabneTka, T.€. MOXE 1a Ce Kaxe,
ye MPaKTHYECKH HE ChbAbP)Ka HATPHA.

4.5 BiaumogelcTBHe C APYIH JIEKAPCTBEHH NPOAYKTH H APYIrH ¢OpMH Ha B3aHMOJelicTBHE

E@EKTH Ha JPYTH JCKADCTBCHH NMPOAYKTH BBPXY TapaHHEK

Keneznu coau, YUHKOBU CORU, MAZHEIUU~ WU ATYMUHUU-CHOBDIHCALYU AHMUAYUOU, OUOQHOIUH

Abcopbumsra Ha NeBOdAOKCALMH € SHAYMTETHO HaMaJieHa, Korato TaBaHHK TaO/IeTKH ce mpuiara
eIHOBPEMEHHO C JKEIE3HH COJIH, MArHe3Mi- MITH ATYMHHHH-ChABPKALLM AHTHALIMIH KM JUAAHO3NH
(camo hopmu na OUOGHO3UH C RYMUHUL- WU MAZHe3Ul-CHOBPICawU Dyepupawyu cpedcmea).
Hsrnexaa, 4e eAHOBPEMEHHOTO MPHIIOKEHHE HA (ITYPOXUHONIOHH C MYJITUBHTAMHHH, ChObPKalllH
LIMHK, HaMaJIABa TAXHaTa nepopanna abcopbuusa. [Ipenoprupa ce npenapaTure, ChAbPKALIH
IBYBANEHTHH HJIH TPUBAIEHTHH KATHOHM KaTO JKEJI€3HU COJIH, LIIHHKOBH COJIH, WIH MarHe3ui-, Wi
ATYMHHHA-CHABPKALIY AHTHALIMAHW, WM AUAAHO3HH (CaMo popmu HA OUOAHOIUH C AAYMUHUN- Wil
MazHezun-cvovpicawyu bygepupawyu cpeocmsa) He TpsaOBa aa ObgaT npyMeMaHH 10 2 yaca Npeau Wik
cied MpuIokeHHeTo Ha TaBaHMk TabneTkd (Bxk. Touka 4.2). Kanuuesure conu HMar MHHHMAJICH
eheKT BBPXY NepopajiHaTa abcopObLma Ha neBOdIOKCALMH.

Cykpangham

BronanuuHocrra Ha TaBaHUK TabJIETKM ¢ce HaMAJIABa 3HAYMTETHO, KOraTo ce NMpuiara e AHOBpEMEHHO
cbC CyKpandar. Ako mauMeHTHTe TpAOBa Aa NMpHeMar H cykpandart, H TaBaHUK, Hali-q00pe € n1a
npueMar cykpajidar 2 yaca cieq npuiokeHueTo Ha TapaHuk Tabnerku (Bx. Touka 4.2).

Teogdhunun, henbychen wiu nooobrnu vecmepoudHu RPOMUBOSLINATUMENHU TEKAPCMEA

He ca nabmonaBanu papMakOKHHETHUHU B3aUMOAEHCTBHA Ha IEBO(JIOKCAUHH ¢ TEOQHIIUH B

IIPOTHBORB3NAIIMTENIHH JICKAPCTBA WM APYTH CPelCTBa, KOMTO CHIDKABAT Ipara Ha Inp
KoHueHTpauusaTa Ha neBoGuIOKCaUMH € 0kono 13% no-Bucoka B NpUCHCTBHETO Ha (e
OTKOJIKOTO MPH CAMOCTOSATEIHOTO MY NPHIIOKEHHE.

[Ipobeneyuo u yumemuouH




[MpobeHenA M LMMETUIWH HMAT CTATUCTHYECKH 3HAYUM edekT BEPXY eNMMUHHPAHETO Ha
nepodokcatiH. bEOpeyHHAT KIMPBHC Ha 1eBO(IOKCALIMH C€ HAMaJIABa OT LMMETHUAMH (24%) u
npobenewma (34%). Toea ce cIyuBa Thii KaTo JiBeTe JIEKApCTBA ca B ChbCTOSHHE Aa ONOKUpaT
6bpOpeyHaTa TyOynHa cexpeliia Ha nesodokcalli. Belpeky ToBa IPH U3NHTBAHUTE OO3M B
MPOYYBAHETO, MAIKO BEPOATHO € CTATUCTHYECKH 3HAYMMHUTE KHHETHYHH Pa3/iMKH A4 ¢a OT KJIHHHYHA
3HAYMMOCT.

Heo0x01HMO € MOBHILICHO BHHMAaHHE [IPpH €IHOBPEMEHHO IMPHIOKEHKE Ha JIEBOGUIOKCALIUH C
JleKapcTBa, 3acAramy 6p0peyHara TyOymHa ceKpeMa KaTo mpodeHEIMI ¥ HUMETHAHH, 0COOEHO MpH
napeHTi ¢ 6p0peUHn yBpeKIaHuA.

Hpyea cviyecmeaena ungpopmayus
Koiunyusu apMakoNOrHIHH NMPOYYBAHHA MOKA3BaT, Y€ GapMaKOKHHETHKATA Ha JIEBOGUIOKCALIMH HE €

3aCerHaTa B KJIMHHYHO 3Ha41dMa CTeleH, KOrato JeBo(IIOKCAlH ce NpUIara 3aeqHoO Che CIICAHUTE
JIeKapCcTBa: KaniueB kKapOOHAT, AUTOKCHH, TTHOSHK/IaMH 1, PAHWTHOHUH.

EdekTn Ha TaBaHUK BLPXY APYTH AeKapCTBEHH NPOOYKTH

L{uxnocnopun

[Tomy>KMBOTBHT Ha LKKIOCIIOPHH ce nmoBHIIaBa ¢ 33%, KoraTto ce mpunara ¢ neBogIOKCAIIHH.

Bumamvun K anmazonucmu

CpobmaBaHH ca MOBUIIIEHH CTOWHOCTH TpH koarynauuoHHH TectoBe (PT/INR) w/uinu kppBeHe, KoeTo
MOKE Na Ob/le TEXKO, NIPH NALMEHTH, JIEKYBaHH C JIeBO(JIOKCAaLUH B koMOuHauus ¢ BUTaMuH K
aHTaroHucT (Hanp. BapdapuH). [Topagu ToBa KoaryJlaHOHHUTE TecTOBE TpaOBa Aa Obaat
NpociieaABaAHH [PU NALHEHTH, JIEKYBaHH ¢ BUTAaMUH K aHTaroHucTH (BIXK TOuKa 4.4).

Jexapcmesa, yovaoicasawu QT unmepsana

JleBoioKcaLMH, KAKTO APYTHMTE XHHOIIOHH, TpA0Ba Aa ObAe npwiarat ¢ NOBUIIEHO BHUMAaHHE FIPH
NMaluHeHTH, MPHEMAIIH JIEKapCTBa, 32 KOUTO € U3BECTHO, e yabjpkarat QT unreppana (Hanp. kiac [A
H 1] aHTHApHTMHUYHH, TPHUMKIHYHH aHTHAETIPECAHTH, MaKPOJIHIN, aHTUIICHXOTHLM ) (BUXK TOUKa 4.4
yabpkasaHe Ha QT uHTepBana).

Lpyea cvwgecmeena ungopmayua
B npoyueane 3a ¢papMakOKMHETHYHU B3aUMOIEHCTBHA, JICBO(IIOKCALMH HE 3acsra

tapMakoKUHETHKaTa Ha TeOPHIHH (KOHTO e TecToB cyberpat 3a CYP1A2), koeTo nokassa ye
nesoguiokcauuH He € CYP1A2 unxudurop.

Hpyrv ¢gopMH Ha B3aMMOACHCTBHA
Xpana

Hsama KIHHHYHO 3HAYHMMO B3aHMOJEHCTBHE C XpaHa. 3aToBa aBaHHK TabneTKH MOrarT Ja ce npumnarar
HE3aBUCHMO OT TIpHeMa Ha XpaHa.

4.6 Peprunnter, 5peMeHHOCT H KLPMeHe

bpeMeHHOCT
HmMa orpaHuueHs naHH# OT ynorpedara Ha JIeBODAOKCAUHH NpH OpeMeHHH xeHH. [1

'KHMBOTHH HE MOKa3BaT JMPEKTHH WIM HHAWPEKTHH YBpEXAAlH ePEeKTH ¢ OrfIeA Ha p
TOKCHYHOCT (BXX. TOUYKa 3.3).
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Bbrnipeku ToBa opajaM Jurcara Ha JaHHU NIPH XOpa U MOPaJiu TOBA, Y€ €KCIIEPUMEHTATHUTE JaHHH
[peAroJiaraT PUCK OT YBpEXJIaHe Ha HOCEIIUTEe TeXeCTTa XPYILSUIH Ha pacTALL|sA OPraHU3bM OT

byopoXHHOJIOHHUTE, J1eBOdIIOKCALlMH He TpAOBa Aa ce npujiara npy OpeMeHHH KeHH (BXK. Touka 4.3 U
5.3).

KbpMmeHe

TaBaHMK € MPOTHBONOKA3aH MPH KEHH, KOUTO KbpMAT. Hama goctaTbuHO HHpOpMaLus 3a
eKCKpeLusaTa Ha JJeBO(JIOKCAllMH B KbpMaTa, BLIIPEKH Y€ OCTaHAIUTE (PIIyOPOXHHOJIOHH Ce
CKCKpPETHPAT B KbpMaTa. Hopaﬂu JIMIICaTa Ha JJaHHH TIpH XOpa M MnopaaH TOBa, 4€ EKCIICPHMCHTA/THHTE
JAHHU MPEANoJiaraT pUCK OT YBPEKIaHe Ha HOCEIIMTE TEXKECTTa XPYLISA/IH Ha pacTAIIHsA OPraHu3bM
oT GTyOpOXHHOIOHHTE, JIeBO(IOKCALIMH TabJIeTKH He TpsAOBa a ce npuiara rnpyd KbpMadkH (BiK.
TOYKH 4.3 u 5.3).

Depmunumem

JleBodioKcalMH HE MpeAU3BUKBA YBpekK/1aHe Ha PepTHIIMTETA UITH PENPOAYKTHBHHUTE CIIOCOOHOCTH
[PH IUTbXOBE.

4.7 EdexkTn BbpXy cnocodbHocTTa 32 opHpaHe H padoTa ¢ MAIIHHH

TaBaHMK MOBJIMABA B MaJIKa /10 yMEpeHa cTerneH cnocodHocTTa 3a wodupaHe H padoTa ¢ MalllHHH.
Hsikon HexkeaHu JIeKapcTBEHH peaKklMK (Harp. 3amaiBaHe/BepTHIO, ChbHJIMBOCT, 3pUTEITHH
CMYLIEHHS ) MOTaT J1a HapyluaT crnocoOHOCTTa Ha MaMEHTHTE 1a Ce€ KOHLIEHTPUpAT U J1a pearupar,
MOpaaH KOETO € Bb3MOXKHO /1a Bb3HUKHE OMACHOCT B CHTYALMH, [TPH KOMTO TE€3U CMOCOOHOCTH ca OT
ocoOeHa BayKHOCT (Harip. wodupaHe Wik padoTa ¢ MalLIHHH).

4.8 HexkesianHu J1IeKApCTBEHH peakKuHH

[IpencraBeHaTa no-a0y uHGopMaLUs ce OCHOBaBa Ha JIAHHU OT KJIMHWYHU MPOYUYBAHHUS MPH MOBEYE
oT 8 300 nauMeHTH, KaKTO U NPOABIKHTEIIEH ITOCTMAPKETHHIOB OITUT.

Yectorute B Tabnuuara ca aepuHupaHu cboOpa3HO cjieHaTa KOHBEHLMS: MHOTo yecTH (=>1/10),
gyectd (>1/100 no <1/10), nedectu (=1/1 000 o <1/100), peaku (=1/10 000 no <1/1 000), mHOrO
peaku (<1/10 000), ¢ Heu3BecTHA YecTOTa (OT HAJIMYHUTE JJAaHHH HE MOXKe J1a Ob/ie HarpaBeHa
OLIEHKA).

B pamkuTe Ha BCAKO rpyNUpaHe 10 YeCTOTAa, HEXKEJIAHUTE PEeaKLIMHU ca MPeJACTABEHH B HU3XOsI1] pe/l
MO0 OTHOILIEHHUE Ha TAXHATAa CEPUO3HOCT.

Tabnuua ¢ HeXKeJlaHW peakLuK

CucreMo-opranen YectH Heuectn Penxkn C HeusBecTHA
KJjiac (=1/100 go (=1/1 000 no (=1/10 000 no yecToTa (OT
<1/10) <1/100) <1/1 000) HAJIHYHHTE JAHHH

He MOXe 1a Obje
HANPABEHA OLIEHKA)

HHdekuuu u ["bOHUHM
HHpecTalnH MH(PEKLIUH,
BKJIFOYHTEJIHO
MH(EKLIMH C
Kanauaa
[laTrorenna
PE3UCTEHTHOCT




Cucremo-opranen Yecru HeuvecTn Peakn C Heu3BecTHA
KJjac (=1/100 xo (=1/1 000 no (=1/10 000 go yecToTa (0T
<1/10) <1/100) <1/1 000) HAJIHYHHTE JaHHH
He MOe J1a Obje
HaNpaBeHa OLEHKA)
Hapyumenus Ha JleBkoneHus TpombouuToneHus KOCTHOMO3bYHa
KpbBTa W JIMM(HaTa Eosunopunus | Heytponenus HE10CTaTbYHOCT,
cHCTEeMa BKJIIOYHTEITHO
arulaCTHYHA aHEeMHUH,
MaHLUMTONEHHUS,
arpaHyJIoLMTO3a,
XEMOJIMTHYHA AHEMHS
Hapyumenus Ha AHrHoeaeM AHa(uIaKTHUYECH
UMYyHHAaTa CUCTEeMa CBpBXYYBCTBHUTEJIHOC | LIOK®
T AHadunaKkTOUIeH
(BK. TOuKa 4.4) IOK"(BXK. Touka 4.4)
Hapywienus Ha CuHapom Ha
eHJIOKpHHHATA Hea/IeKBaTHATa
cucTema CEeKpeLHs Ha
AHTUUYPETUYEH
xopMoH (SIADH)
Hapyuienus Ha AHOpeKCcHA XHUMOTTUKEMH, XUneprimKeMus
meTabosiM3Ma U 0CO0€HO MpH (BkK. TOuKa 4.4)
XPaHEHETO MaLMeHTH ¢ auadeT
(Bk. TOouka 4.4)
[Icuxuyuu be3cbHue TpeBoxxHOCT [lcuxuuHu peakuud | IlcuxoTudHH
HapyueHus ™ CobcTosiHMe Ha | (Harp. ¢ HapyLIE€HHUs CbC
O00BpKaHOCT XaTIOLIMHALIMH, camo3acTpaliaBalio
HepsHocT MapaHos ) MOBEJICHHE,
Jlenpecus BKJTFOYBAIIIH
B®30yna CYMUMHUA MHUCIIH WIH
JApkH cbHUIIA OITHT 3a
Kommapwu caMOYOMHCTBO
Jenupuym (BK. TOuka 4.4)
Manus

[laHuK aTaka




Cucremo-opranen
KJjiac

Yectn
(=1/100 po
<1/10)

HeuecTn
(=1/1 000 no
<1/100)

Peakn
(=>1/10 000 no
<1/1 000)

C nensBecTHa
yecToTa (OT
HAJIHYHHTE JaHHH
HEe MOXke aa Obae
HAalpaBeHa OLICHKA)

Hapyiienus Ha
HepBHaTa cucrema*

[ maBoOonHe
3aMassHOCT

CBHIUBOCT
Tpemop
Jlucryesus

KonBysicus (BK.
TOYKH 4.3 u 4.4)
[lapectesus
Hapyuienue Ha
nmamerTa

[lepudepna cenzopHa
HEeBpoMnaTHs (BXK.
Touka 4.4)
[lepudepna censopHa
MOTOpPHA HEBPONATHSA
(BX. TouKka 4.4)
[lapocmus,
BKJIKOYMTEJTHO
aHOCMHS

JIUCKUHE3Hs
ExcTpanpaMHaHH
HapyLIEeHHUS

Arey3us

CHHKON
JloOpokayecTBeHa
BbTpeYepernHa
XUIMEPTOHMA
MHUOKIIOHYC
HespaJsirus

Hapyiuenus Ha
ouuTe*

3pUTEJIHU CMYLLIEHUS
KaTo 3aMbIJIEHO
3peHHe

(BK. TOuKa 4.4)

[Ipexoana 3aryba Ha
3peHHe (BXK. TOUKa
4.4), yBeur

HapyweHnus Ha yxoTto
U 1abupuHTa™

CBEeTOBBPTEK

Tunutyc

3ary0a Ha ci1yx
HapyiueH ciyx

CobpaeyHu
HapyLueHHs **

Taxukapaus
[lannurauuu

BeHTpukynapHa
TaxuKapaus, KoATO
MOJK€ J1a JIOBez1e 110
Chp/AECYEH apecT
BenTpukynapHa
apuTMHUs M torsade de
pointes (CboOLaBaHK
[MPEeIUMHO IpH
MALMEHTH C PUCKOBH
¢dakTopH 3a
yab/bkaBaHe Ha QT),
yabkeH Ha QT B
eJIEeKTpOKapArorpama
(Bk. TOUYkH 4.4 1 4.9)

CbaoBH
HapyLieHus ™ *

Camo 3a iv

dopma:
Dnedur

XHUIMOTOHUSA

PecniupatopHu,
[PBAHH H
MEIHACTHHAJIHH
HapyLLEHHs

JlucnHes

bpoHxocna3zbm
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Cucremo-opranen YecTH HeuecTn Peakn C HeH3BeCTHA
KJ1ac (=>1/100 no (=1/1 000 no (=1/10 000 xo yecToTa (OT
<1/10) <1/100) <1/1 000) HAJIMYHHTE AaHHH
He MoXe 1a Obae
HanpaBeHa OlleHKa)
CromaiHO-4YpeBHH Juapus AB1oMHHAJIHA Huapus -
Hapy1IeHHS [loBpbuiane | Ooska XeMoparuyHa, KOsito
["anene Jlucnericus B MHOI'O Pe/IKH
dnartyJieHL U clly4am MOoXe Ja Obe
Konctunauus MoKa3aTeJsiHa 3a
eHTEPOKOJIHT,
BKJIFOUHUTEJTHO
ncsaomMeMOpaHo3eH
KOJIHT (BX. TOuka 4.4)
[lankpeaTut
(BK.TOYKA 4.4)
Xenaro-OnIHapHH [loBuieHH [ToBuieH JKBIITEHHLIA U TEKKO
HapyLIEHHS 4yepHOAPOOHHU | OMTMPYOUH B 4EepHOAPOOHO
€H3UMH KpBbBTa yBpekKIaHe,
(ALT/AST, BKJIFOYMUTEJTHO CITy4YaH
aJIKaJIHa Ha ¢araiHa ocTpa
docdara3sa, yepHOApoOHa
GGT) HEJ10CTAaTBbYHOCT,
MpeAUMHO NPH
MALMEeHTH C TEXKKH
noJJIeXxalu
3a00nsBaHus (BK.
Toyka 4.4)
XernaTtur
Hapyiienus Ha OOpuB JlekapcTBeHa peakuus | Tokcu4Ha
KOYKaTa CoplOex C €03UHODUITHA U enuaepMaliHa
MOJKO’KHAaTa ThKaH ° Vprukapus CUCTEMHH CHMIITOMH | HEKpOJIH3a
Xunepxuaposa |[(DRESS) (Bxk. Touka | CHHApPOM Ha

4.4),
PukcupaHa
JIeKapCTBEHA epyIILHA

Stevens-Johnson
Epurema
MyJaTHGOpMe
Peakuus Ha
(OTOYYBCTBHTEITHOCT
(Bk. TOUuKa 4.4)
JleBKOLIMTOKJIaCTEH
BACKYJIUT
Cromatut
XuneprrmeHTanus
Ha KO)Kara

Octpa
reHepaii3upaHa
eK3aHTeMaTO3Ha

MycTyJ103a (BXK. TOUKa
4.4)
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Cucremo-opranex Yecrn HeuecTn Penkn C Hen3BecTHA
KJ1ac (=1/100 no (=1/1 000 go (=1/10 000 no yecToTa (0T
<1/10) <1/100) <1/1 000) HAJIMYHHATE JaHHH
He MoXxe Aa Obje
HaNlpaBEHA OLICHKA)
HapymeHnus Ha ApTtpanrus CyXO0XHWITHH Pabpgomuonuza
MYCKYJIHO- Muainrus HapyLIeHHs (BX. Pynrypa Ha
CKeJIeTHaTa CUCTEMA Touku 4.3 u 4.4), CYXO0XKHJIUE (Harp.Ha
M CheIMHUTETHATA BKJIFOYHTEJTHO aXWJIECOBOTO
TBhKaH* TeHAUHUT (Hamp. HAa | CYXOXKHUIIUE) (BXK.
axHJI€COBOTO TOukH 4.3 u 4.4)
CYXOKHJTHE) PynTypa Ha iurameHT
MyckynHa cnaboct, | MyckyiHa pynrypa
KOSTO MOX>KE 1a € OT | ApTPHUT
0co0eHO 3HaYeHHe
MpH MALUEeHTH C
MUACTEHUS I'PABHUC
(B>k. Touka 4.4 )
Hapyiienus Ha [ToBuineH Octpa 6n6peyHa
OBbOpeLnTe U KpeaTUHHH B HEJOCTAThYHOCT
MUKOYHHUTE IbTHILA KpbBTa (Hamp. mopaau
MHTEPCTHLIHAJIEH
He(ppHT)
OOmu HapyweHus 1 | Camo 3a iv AcTteHus [Tupekcus bonka (BKITIOYUTETHO
edeKkTH HA MACTOTO | hopma: 6oska B rep0a,
Ha MPUJI0KEHUE™ Peakuum Ha rPBAHUSA KOLU U
MACTOTO HA KpanlHHULIUTE)
HH}y3Us
(Oonka,
3a4yepBsBaHeE)

. EiH&d)PIJ’laKTH'-IHH H ElHEl(lJHJIaI{TOH,H,HH P€AKLHH IMOHAKOr'a MOraT Aa Bb3HUKHAT JOPH CJICA ITbpBaTa

03a.

: KOXXHO-JIMTAaBHYHH pC€aKIIMH [MOHAKOra Morart 1a Bb3HHKHAT AOPH CJICA ITbpBaTa 103a4.

Jpyru He)xellaHu peakLiH, CBbP3aHHU C MPUIIOKEHUETO Ha (PJIyOPOXHHOJIOHHU BKJIFOYBAT:
® [Tpuctbnu Ha nopdUpHU NPH MALMEHTH ¢ NOPHUPHS

*CpoOlllaBa ce 3a MHOIO peKH ClTy4yaud Ha MPOAB/DKUTENHHU (10 MECELIM UJIH TOUHH ),
MHBAJTW/IM3HPALLX U MOTEHLIMATHO HeOOPATHMH CEepPUO3HH JIEKAPCTBEHH PEeaKLIMH, 3acAraliy HAKOJIKO,
MOHAKOra MHOT'O CHCTEMO-OPTraHHHU KJIaCOBE U CETHUBA (BKIOYMTEIHO PeaKkLMd KaTO TeHIUHHT,
pa3KbCBaHE HA CYXOXKHIIME, apTpajirus, 001ka B KpaMHULMTE, HapyLIEHUE Ha MO0X0AKaTa, HEBPOIAaTUH,
CBBP3aHHU C MapecTe3usi U HEBpAJIrusl, yMOpa, MCUXWYHH CUMIITOMM ( BKJIHOUMTEIHO HApYLIEHHS Ha
CbHS, TPEBOKHOCT, MPUCTBITA Ha MMAHUKA, AECTIPECUS U CYULIMAHH MUCJIM), HApyLLIEHHE Ha NaMeTTa U
KOHLIEHTpALIMATA, U YBpPEKIaHe Ha ClIyXa, 3peHUEeTO, BKyca U OOOHSHHUETO) BbB Bpb3Ka ¢ yrnorpedara
Ha XUHOJIOHH U (pJTyOPOXUHOJIOHH, B HAKOM CJTy4yaH, HE3aBUCUMO OT BEYE ChIIECTBYBALIMTE PUCKOBH
dakTopu (BXK. TOUKa 4.4).

** [Ipu nauyeHTUTE, NpUeMally (JIyOopOXHHOJIOHH, Ca ChOOIIEHH C/TyYan Ha aHEBPU3Ma U JIMCEKALIUA
Ha aopTarta, MOHAKOra yCJI0KHEHH MOpaay pa3KkbCBaHe (BKJIOYHUTENIHO C JIETANICH U3X0/1) U

perypruTaluus/HeOCTaTbYHOCT HA HAKOM OT ChpPAEYHUTE KJlanu (BxK. Touka 4.4).

CboﬁmaBaHe Ha MMOoJO03HPaHH HCKCJIAHHW PCAKIIHH

CpoO111aBaHeTO Ha MOA03UPAHHN HEXKEJIaHU PeaKkLMM cJie]l pa3pellaBaHe 3a ynorpeda H
MPOJYKT € BaXKHO. ToBa Mo3B0oJIsABA J1a MPOABHKK HAOJIKOIEHHETO HA ChOTHOLIEHHUETO
JeKapcTBeHUs NMPOAYKT. OT MEIMUMHCKUTE CMeMaIUCTH Ce U3UCKBA J1a ChOOIIaBaT B
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Noao3HpaHa HeXKeNlaHa peakuua Ype3 M3nbnHUTENHa areHIMa no aekapereara ya. ,.Jlamsan ['pyes” Ne
8, 1303 Codus, Ten.: +35 928903417, yebcaiit: www.bda.bg.

4.9 Ilpenosnpane

CnopeZl TOKCUKOJIOTHYHHTE MPOYYBAHHA NMPU KUBOTHH MK KITHHUYHO-(PapMaKoJIOrHIHUATE
NpOYYBaHHS, MPOBEISHH CHC CYNpATEPateBTHYHH JO3H, Hali-BaXXHUTE IPH3HALIHA, KOHTO TpAOBa Aa ce
OYaKBaT cjiefl OCTPO NpeAo3HpaHe Ha TaBaHHMK TabIeTKH ca CUMITTOMH OT CTPaHa Ha LIEHTpalHaTa
HEPBHA CHCTEMA, KaTO OOBPKAHOCT, 3aMasHOCT, HAPYLIEHO Chb3HAHME H KOHBYJICHBHH NPUNaibLH,
yabinkaBaHe Ha QT HHTepBalia, KaKTO ¥ CTOMALIHO-YPEBHH PEaKLMH KaTo TaJICHE H JIMTaBHYHH
€PO3MH.

Edextu Bppxy [HTHC, BUFOUYBalIN CHCTOAHHE HA OOBPKAHOCT, KOHBYJICHH, MHOKITOHYC,
XaMIOLMHALHHE M TpeMop ca HabmojaBaHy MPU NOCTMAPKETUHTOBUSA OITHT.

B ciydaii Ha npeao3upane, TpabBa Ja ce NPWIOKHU CUMIITOMATHYHO JieyeHue. Tpabna Ra ce
npeanpueme EKI™ MoHHUTOpHUpaHe, NOpagy BE3MOXKHOCTTA 32 yARDKasaHe Ha QT uHTepBasia. Morar
aa Obpaar mpuiaraHd aHTHALIMAM 3a [Ipera3BaHe Ha CTOMAllHAaTa JJUraBHua. XeMOoAHanusa,
BKJIIOYUTENTHO neputoHeanHa nuaiania H HAILL He ca edekTHBHU 3a OTCTpPaHSABRAHE Ha
nepodIOKCauHH oT opranu3ma. He comecTsyBa criuuduyeH aHTHAOT.

S. ®APMAKOJIOTHYHHA CBOUCTBA
5.1 PapMaAKOJHHAMHYHH CBOHCTBA

dapmakoTepaneBTHUHA Ipynia: aHTUOAKTEPHANHHY XUHOJIOHHU, PJTyOpPOXHHOMOHH

ATC kon: JOIMA12

JIeBomOKCALIMH € CHHTETUYHO aHTHOAKTepHUalTHO CPEACTBO OT Ki1ac GIIyOpOXHHOMOHK U € S (-)
EHAHTHOMEPHT Ha PALIEMUYHOTO AKTHBHO BELUECTBO OQIOKCALIHH.

Mexarnuzvm Ha oeticmeue

Kato ¢myopoxHHONOHOBO aHTUOAKTEPHANHO CPEACTBO, JIeBOgMOKCaUMH ASHCTBA BBPXY KOMILUIEKCA
JHK-JIHK rupa3a v TonousoMepasa [V.

Bpwvi3xa papmarxoxurnemuxa/ hapmarodunamuxa

CreneHTta Ha bakTepHaliHa AKTHBHOCT Ha JIeBOQUIOKCALIMH 3aBHCH OT CHOTHOLUCHHETO MEXITY
MaKCHUMaJIHaTa KoHLieHTpaluA B cepyMa (C max) uiu rwrowra noa kpueata (AUC) 1 MUHMMAaIHATA
Hexnbupama koHieHTpauus (MIC).

Mexarnuszvm na pesucmenmnocm

Pe3lCTEeHTHOCT KbM NTEBO(IIOKCALMH ¢ce NPpUAOOUBA Ype3 noeTarneH MpoLUec Ha MyTalUHH B TapreTHUTE
MecTa 1 Ha aBete TonouszoMepasu T I, JIHK rupasa u tononsomepasa IV. Jpyru MexaHH3IMH4 Ha
PE3UCTEHTHOCT KaTo DapuepH Ha NpONyCKIUBOCTTA (MecTo npu Pseudomonas aeruginosa) v
MeXaHH3MH 32 e(PIIyKC, MOTaT CBIIO Aa MOBJIHUAAT HA YyBCTBUTETHOCTTA CIPAMO JIEBOGIIOKCALIUH.

HabmonaBa ce kpbcTOCaHA PE3UCTEHTHOCT MEXIOY JIEBOQUIOKCAUMH M Apyru ¢
[Topaau MexaHH3Ma Ha ACHCTBHE, KATO LILIO HAMA KPBECTOCAHA PE3UCTEHTHOCT MEXT)
U ApYyIrUTe KI1acOBe aHTHOAKTEPHAITHH CPEACTBA.

I panuunu cmounocmu
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[Tpeniopbvkute Ha EUCAST 3a rpannunuTe cToiiHocTy Ha MIC 3a nesodnokcallyH, pa3aeainy
YYBCTBHTEITHHUTE OT UYBCTBHTEJIHUTE OPraHHU3MHU C [MOBUIIEHA EKCITO3MLIMA U YyBCTBUTEITHHUTE C
NOBHIIIEHA EKCTIIO3HLHA OT PE3MCTEHTHHTE OPraHU3MH, ca MpeAcTaBeHH No-goTy B Tabauuara 3a

TtectBaHe Ha MIC (mg/]).

Knunuunu MIC rpauuunn crofinoctd Ha EUCAST 3a neBodmnokcauut (Bepens 10.0; 2020-01-01):

IIaToren YyBcTBHTE/EH Pe3ucrenTeH
Enterobacterales <0,5mg/] >1 mg/l
Pseudomonas spp. <0,001 mg/1 >1 mg/l
Acinetobacter spp. <0,5 mg/l >1 mg/l
Staphylococcus aureus
<0,001 mg/l >1 mg/l
Coagulase-negative staphylococci
Enterococcus spp.! <4 mg/l >4 mg/l
Streptococcus pneumoniae <0,001 mg/] >2 mg/l
Streptococcus groups A, B, Cand G <0,001 mg/] >2 mg/l
Haemophilus influenzae <0,06 mg/l >0,06 mg/l
Moraxella catarrhalis <0,125 mg/l >0,125 mg/l
Helicobacter pylori <1 mg/l >1 mg/l
Aerococcus sanguinicola and urinae’ <2 mg/l >2 mg/l
Aeromonas spp. <0,5 mg/I >1 mg/l
OK-D/J1 (HecBbp3aHH ¢ BUAOBETE) IPAaHUYHH CTOHHOCTH <0,5 mg/l >1 mg/l

1: caMO npH HEYCNOKHEHH HHPEKLHYA Ha YPUHAPHMA TPAKT

2: UyBCTBHTEIHOCTTA MOXe /1a 6b/le H3BEACHA OT YyBCTBUTEIHOCTTA KbM LIMNIPOdIOKCcallHH

[peoGnagaBainaTa pe3MCTEHTHOCT MOXKE 1a BapyUpa reorpa(cki H BbB BPEMETO 34 OTNPEAEICHH
BHAOBE, MOPAaIH KOETO € XKEJIATETHO Ja C€ ThPCH HHPOPMalMA 3a JIOKAJHATA PE3UCTEHTHOCT, 0COOEHO
NnpH neveHre Ha Texku HHpekimu. [Tpn HeobxoauMocT, TpsAOBa Aa ce TbPCH EKCHEepTHA KOHCYTaLHA,
KOraTo MeCTHaTa MpeobaagaBalia Pe3CTEHTHOCT € TaKaga, Ye MPHWIOXKEHHETO Ha CPEACTBOTO MOHE

NpH HAKOH BHUOOBC HH(bEKLlHH, € 1o BBITPOC.
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OOHYa}HO YYBCTBHTE/IHH BH/I0BE

Aepobnu I pam-nonoxcumennu baxmepuu
Bacillus anthracis

Staphylococcus aureus memuyunun 4yecmeumenHy
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobuu I pam-ompuuamenrnu bakmepuu
Eikenella corrodens

Haemophilus influenzae

Haemophilus para-influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Pasteurella multocida

Proteus vulgaris

Providencia retigeri

Anaepobru bakmepuu
Peptostreptococcus

Apyzu
Chlamydophila pneumoniae

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

BHQOBE: IIPDH KOHTO ﬂEHgOﬁHTaTa PECIHCTCHTHOCT MOXKE A CE€ OKAXKE HEDﬁJIEM

Aepobruu I pam-noaodxcumennu baxmepuu
Enterococcus faecalis

Staphylococcus aureus METHLIIMH PE3HCTEHTHH
Koarynaza HeratuBeH Staphylococcus spp

Aepobnu I pam-ompuuamennu baxmepuu
Acinetobacter baumannii
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

AHaepobruu baxmepuud
Bacteroides fragilis

Hacuegc'meno PEIHCTEHTHH IIaAMOBE
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Aepobuu I pam-nonoycumennu baxmepuu
Enterococcus faecium

" MHOTO € BEpOATHO METHUIHIMH-PE3HCTEHTHH S. aureus Aa UMAT KOPE3HCTEHTHOCT KBM
(ITYOPOXHHOIIOHH, BKIOYHTEHO J1eBOIOKCALIHH.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbriua

[Ipu nepopanHo mpuwiIoKeHHE T€BOGUIOKCALMH ce abcopOupa O6Bp30 M MOYTH HAMMBJIHO H JOCTHTA TTHK
Ha TUIa3MeHaTa KOHLIeHTpalus 0o 1 - 2 yaca. A6comorHata 6HoHANMUYHOCT € 99 - 100%.

XpaHata uMma crab edext BbpXy abcopbimara Ha 1eBOgIOKCaLMH.

YcnoBUs Ha CTAlIMOHAPHO CHCTOAHME ce AocTHrar 10 48 yaca cies cxema Ha npunarare 500 mg
BeIHBK WIH 1ABA ITbTH AHEBHO.

Pasnpenenenue

[Tpubnusurenno 30 - 40% oT nepoIOKCALHH C€ CBBP3BAT ChC CEPYMHHTE MPOTEHHH.

Cpeanuart o0eM Ha pasnpeaeneHue Ha gesogpnokcaimH e npubnuzurendo 100 1 cnen eqHokpatHa H
MHOTOKpaTHH 1034 oT 500 mg, ¥ nNoka3Ba MIHPOKO pasNpeacicHHE B TEACCHHTE ThKAHH.

HQOHHKBEIHG B THBKAHUTC H TCIIECHUTEC TCHHOCTH

JlesodniokcauH NpOHUKBA B OpOHXHaIHATA JIMraBULIa, ENUTEAHATA [TOKPHBHA TEYHOCT,
anBeonapHuTe Makpodary, SenoapobHaTa ThKaH, koXKaTa (TEMHOCTTAa B MEXYPHUTE), THKAHTa Ha
npocrarara 4 ypuuarta. Obaue, eBo(IOKCaLIMH UMa HE3HAYUTENHO IPOHHKBAHE B rpbOHaYHO-
MO3b4YHATa TEUHOCT.

buotpancdopmanus

JleBodnokcariiH ce MeTaboNIu3KMpa B MHOTO MaJlka CTENEH KaTo MEeTabOIMTUTE ca AE3METHII-
nesodokcauvt H nepodnokcauuH N-okcua. Te3u metabonnTH npeacTasasgBat <5% OT 103ata U ce
eKCKpeTHpaT B ypUHaTa. JIeBogIOKCALIUH € CTepeOXHMHYHO CTabHIeH U HE MpeThpIIABa XHpaHa
HHBEPCHAL.

EnuMHHHpaHe

Crnen nepopanHo H HHTPABEHO3HO MPUIIOKEHUE Ha JIeBOGIOKCALlMH, TOH ¢€ eJIMMHHHPA OTHOCUTETHO
OaBHO oT muta3mata (t,: 6 - 8 h). Exckpeuusra e npegumMuo upes 6ubpenture (>85% oT npuaoxeHata
103a).

CpeIHMAT NIPUBHACH 00U TENECEH KINPBHC Ha NEBOGNIOKCALUH ciel eAUMHHYHA ao3a oT 500 mg e
175 +/-29.2 ml/MuH.

Hama ronemu pPa3nHKH BbB (bﬂpM&KOKHH@THKaTa Ha JIGBOd)J'IOKC&I.[HH CJiCd UHTpPAaBC
NepOopaIHO NMPHUJIOKCHHE, KOCTO MNpPEATNOo/ara B3auMO3aMCHAECMOCT Ha NCPOpaATHHUA
IIBT.

JIuneiiHoCT
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JleBodnokcaliMH NpUTEKaBa JHHeHHa (papMakoKHMHeTHKa B auana3oH ot 50 go 1 000 mg.

CrieuyanH¥ NOmyJanuu

Hayuenmu ¢ 6v6peyna HeQocmamusuHoOCm

dapMaKOKHHETHKATa Ha JICBO(IOKCALMH ce 3acAra npu 6u6pesmo yspexaane. [Ipu HaManspaHe Ha
On0peuHara pyHKLMA, 6BEOPEUHOTO ENMMHHHMPAHE M KIIHPBHHC HAMANABAT, CTHMHHALTMOHHUAT
NOJYXHBOT CE€ YAB/DKaBa, KaKTO € MOKa3aHo B Tabauuara mo-aomy:

tl)apmamKHHeTmca IPH 6'56pe‘IH& HCOOCTATBYHOCT CJI€d CIHHHYHA IICpopalHa 1034 OT 500 mg

Cli [ml/min] <20 20 - 49 50 - 80
Clg [ml/min] 13 26 57
tiz _[h] 35 27 9

Hayueﬁmu 6 CMapuecKa evzpacm

Hama 3HaurTenHu Pa3iinKH BBB tbapmanomnemxa'ra Ha J'[EiBO(l)J'IOKC&I.[HH [IpH MIaldH H IIAlQUCHTH B

CTap4yecKa Bb3pacT, OCBEH TE€3H CBBP3aHH € PA3/IMKH B KPEATHHHHOBHA KITHPBHC.
[lonosu paznuxu

OTaenHu aHATH3Y NIPH MBXKE H JKCHH II0Ka3BAT MAJIKM IO IPAHMYHH [10JI0BH Pa3/IMKU BLB
dhapMaKOKHHETHKATa Ha NneBoduiokcanyl. HamMa JaHHM TE3H MOJIOBU PasiIMKH [a ¢a OT KIMHHYHO
3HAYEHUE.

53 IlpeAKIHHHYHH ZaHHH 32 06€30MACHOCT

HeknHHUYHHTE JaHHH HE MOKa3BaT 0CO0EH PHCK 34 XOpa Ha 0a3aTa Ha KOHBEHLHOHAITHHTE
cbapmaxonomqﬂn Npoy4yBaHHUA 3a TOKCHHHOCT Ha €AHHWUYHA 034 H [IPH MHOT'OKPAaTHO TIpHIIarayc,
KapUHHOICHCH ITOTCHUHA, PEIIPOAYKTHBEHA TOKCHYHOCT U TOKCHYHOCT 34 Pa3BHTHETO.

JleBo(ioKCalMH HE NMPEAM3BMKBA HAPYILUCHHUE HA (DEPTHIIMTETA WIH PErPOAYKTHBHATA CIIOCOOHOCT
[pH TTEXOBE M HETOBUAT €AMHCTBEH €EeKT BHPXY Iutoaa € 3a0aBeHO Ch3pABaHE BCIEACTBUE HA
TOKCHYHOCT IMpH Maiikara.

JleBopiokcalliH HE HHAYLIMPA T€HHH MYTaLWH B OaKTEpHAIHU KIETKH WIH KIETKH Ha 003aiiHULIM, HO
HHIYLHpa XpOMO30MHH abepaLivi B 6e10ApoOHH KIIETKH OT KMTAKCKH XaMCTep in vitro. Tesu edektu
MOXe 11a ¢ TBJDKAT Ha HHXUOHpaHeTO Ha TononsoMepasa L. /n vivo TecToBe (MUKpOHYK/ISAPHH,
pa3MsHa Ha CECTPHHCKH XpOMaTHAH, HenpeaBHaeH cuHTe3 Ha JIHK, nOMUHAHTHY NeTanHu TeCTOBE)
HE MOKAa3BaT HUKAKbB F€HOTOKCHYESH OTEHLUMA.

[Ipoy4BaHus IIpH MULLIKH [1I0KA3BaT, 4e JIEBOPIIOKCALUUH UMa (POTOTOKCHYHA aKTHBHOCT CaMO NpH
MHOT0 BUCOKH 1103H. JIeBoiOoKcaLlH HE MOKa3Ba HUKAKBB Nr€HOTOKCHYEH MOTEHLHMA P TeCTa 3a
(hOTOMYTAr€HHOCT M HaMalif1Ba TYMOPHOTO pa3BUTHE MPH IPOYYBaHE 332 POTOKAHLIEPOr€HHOCT.

Kakro npu apyrute ¢iryOpOXHHOIOHH, JIeBO(IOKCALIMH NOKa3Ba eQeKTH BEPXY XPYLIAJIUTE
(oTnenBaHe U 0Opa3yBaHe Ha KyXHHH) NPH ILTHXOBE H Ky4deTa. Te3n HaXOAKH ¢a I0-U3pa3eHHu IpH
MJIaId AKHBOTHH.

6 PAPMAIIEBTHYHH JAHHU

6.1 CnRCcHLK A NOMOIIHHTE BelllecTsa
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Tapanuk 500 mg dpunMupanu TabneTky CpAbpIKA CNEIHHTE MOMOLUHH BELIECTBA 3a Maca Ha
tabnerkara 630 mg:

Tabnemno nopo:
KpocnoBuaos
Xunpomenosa
MHKpOKpHCTATTHA LIETYJI03a
Hatpuer creapun ¢pymapar

Hokpumue na mabnemxama:
XHnpomenosa

Turanos nuokcua E 171

Tank

Makporon

JKwnr xeneszeH okcun E 172
Uepaen xemneseH okcua E 172
6.2 HechBMEeCTHMOCTH

Henpunoxumo.

6.3 Cpoxk Ha roagHoCT

3 ronuHU

6.4 CnenHAJIHA YCJIOBHA HA CbXPAHEHHE

To3u tekapcTBeH NPOAYKT HEe U3UCKBA CIICIMAIHH YCIOBUS Ha ChXPaHEHHE.
6.5 Bua B chABPKAHHE HA ONAKOBKATA

PVC/ anymunueBu OUCTepU, ChABPKALK GHIMUpPAHU TaOJETKH.

Onaxoeku ¢ 500 mg Tabnerxu: 1, 5, 7, 10, 14, 50, 200 u 500, npennarasu Ha nasapa.
He scuuxu 6udose onaxogxu mozam oa 6voam nycsamu 6 npooaxcoa.

6.6 CnenHaIHH npeana3dH MEPKH NPH H3XBbpPJAHe

JenurenHaTa yepTa MO3BONABA AJAITTUPAHE HA A03aTa NPH NalUeHTH ¢ HapyleHa O16peyHa

(byHKLHS.
KakTto npu BCHYKH J€KapCTBa, HEU3IION3BAaHHAT JICKapPCTBEH NPOAYKT TPAOBA Jla ¢e U3XBHPA B
CHOTBETCTBHE C MECTHHUTE U3MCKBAHMUA 32 OIa3BaHE Ha OKOJIHATa Cpeaa.

7 INMPHUTEXATEJI HA PAZPEIHIEHUETO 3A YIIOTPEBA

Sanofi Winthrop Industrie
82 avenue Raspail
94250 Gentilly

OpaHums
8 HOMEP(A) HA PAZPEHIEHHETO 3A YIIOTPEBA

20020443
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9 JATA HA ITBbPBO PA3PEINABAHE/TIOTHOBABAHE HA PA3PEIIIEHUETO 3A
YIIOTPEBA

HaTta Ha mepBO paspewasase: 04.06.2002 r.

IlaTa Ha nocnenHo nogHoBaBade: 31.07.2012 r.

10 JATA HA AKTYAJIN3ZUPAHE HA TEKCTA

09 wonu 2025
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