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Tasanux 500 mg punmvupany TabIeTH BG/MA/MP
Tavanic 500 mg film-coated tablets
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2 KAYECTBEH H KOJIMYECTBEH CbCTAB

Besaka ¢gwimupana tabretka Tasanuk 500 mg ceaspika 500 mg nepodnokcamiu (levofloxacin) kato
NeBOMITOKCAIIHH XeMHXHJIPAT.

32 MLJIHUA CIOHCEK HA MOMOLIHHTE BEIIeCTRA RHKTE TOUKa 6. 1.

3 JEKAPCTBEHA ®OPMA
Punmupana Tabrerka.

bre1oXKbNTeHHKABO-0eN A0 YePBEHWKABO-0enU ¢unMupann TabAeTKA ¢ ASAUTENHa YepTa.
Tabnetkara Moke ga 6bae pasjienieHa Ha paBHH TIOJIOBHHH.

4 KIAHHYHH JAHHH
4.1 TepanmeBTHYHH NOKA3aHUS

TaBaHUK € NOKA3aH NPH BB3PACTHM 2a JICUCHUE HA cleHuTe HHeKuud (BX. Touku 4.4 u 5.1),

. Oc¢Thp NHETOHePPHT U YCIOXKHEHH HHPEXIIHN HA MUKOMHUTE NBETHLIA (BXK. TOUKA 4.4)
. XpoHuuen OaKTepHa/ICH [IPOCTATHUT
. AHTpaKc IIpH BAVIIBAHE: NPOQHUIaKTHKA ¢l eKCIIOZAIMA M IeueHne (BX. To4Ka 4.4).

3a no-ony nocovednTe HHpekun TaBanuk TpsAOBa Aa c€ M3NON3Ba CaMO KOTraro ynorpedbara Ha
aHTHOAKTepHAIHU [IpeNapaTy, KOUTO OOMKHOBEHO ce IIpeNophyBaT 3a NEPBOHAYAIHO JICYEeHHe Ha TE3H
HH(pEKIHH, CE CMATA 32 HEIOAXOAAIIA.

. Octep HakTepnaney CHHY3HUT

. OcTtpa ex3anepdaliiid Ha XpoHNYHA 00CTPYKTHRHA Deno/ipobHa bonect, BRIFOUHTEITHO
OpPOHXUT

. [THeRMOHHSA, TIpUA0OHTA B OOIIECTBOTO

. YenoxHeHd HHPEKIUH Ha KO¥KATA U MEKHTe ThKAHY

. HeycnoxkHeH HUCTHT (BXX. TO4YKa 4.4)

TaBaHMK MOXe CBIIO Ja Ce M3M0M3B4a 3a 3aBbpLUBaHe HA Kypca Ha JIeYeHHe [IPU MAUUEeHTH, TOKA3aNiu
NoAo0pEHHE NpU HAYaJIHO NeYeHHe ¢ HHTPARSHO3eH NeBOGUIOKCAIHH.

Tpadea fa ce uMa npeaBHA oPUIMANHOTO PEKOBOACTRO 34 MOAXOMIIIO H3NOM3BAHE HA
aHTHOAKTEPHANIHH CPEACTBA.

4.2 H03UPOBKA M HAYHUH HA NPUIOKEHUE

TaBanmk TabneTkH ce puaarar BeAHbX HWIK ZBA IBTH JHEBHO. J[03UpoBKaTa 3aBUCH OT BH
TEKECTTA Ha HHEKUHATA U OT YyBCTBHTEIHOCTTA Ha MpelIIojiaracMis NaTOreHeH Iipu4d
TapaHuk Ta0MeTKH MOTAT CHLUQ A Ce ITPIJIATaT 3a 3aBLPIIBAHE HA Kypca Ha JeyeHHe TIp
KOUTO €3 NOKa3any oc0peHHe Ipy HauanHo nevieHue ¢ MHTpapeHO3en neBodIoKcaLufy;
OHOEKBUBAIEHTHOCTTA HA MAapeHTepanHaTa H nepopaiHara dopma, MoxKe Jia ¢e TIPHarjjc
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Morat na Obaar AajeHd CleJHUTE NMPENOPbKH 3a Jo3upaHe Ha TaBaHuK:

Hozuposxa npu nayuenmu ¢ nopmanna bvopeura Gynxyua (kpeamunurog kupvre > 50 mi/min)

Hoxkaranue JAHeBHA 1030Ba cXeMa HHpaAbLKMTENHOCT HA
(cnoped meocecmma) JEeYECHHETO
(cnoped meocecmma)
Octhbp HakTeprtaneH CHHY3HT 500 mg BeJIHBK IHEBHO 10 -~ 14 num
bakTepuanno o6ocTpaHe Ha 500 mg BeAHDBX AHEBHO 7 - 10 nun
XpoHUTHA 00cTpykTHBHA Oenogpolbua
60MeCT BKI. OPOHXHT
[THeBMOHMA, NpUAOOUTA B 500 mg BefHBX UMY ABa NbTH |7 - 14 nHH
QOLIECTROTO AHEBHO
OCTBp NHEIOHEPPUT 500 mg BeNHBK JHEBHO 7 - 10 nuu
YenoxueHn HHQEKIHHA Ha 500 mg BeHBX JHEBHO 7 - 14 gun
 YpUHAPHUS TPaKT
HeycnokHed HHCTHT 250 mg BeIHEX THEBHO 3 guu
XpoHudeH OaKTepHaneH MpocTaTiT | 500 mg BeAHFXK AHEBHO 28 aun
VenosxkHeny uadexiium Ha koxara u | SO0 mg BegHBX WK ABa bTH | 7 - 14 gHH
MEKUTE ThKaHH KHEBHO
AHTpaKC NpH BAMIIBAHE 500 mg BeAHBX JHEBHO 8 cCeIMuUIH
Cneyuannu nonyaayuu
Hapywena 0v0peuna pynxyua (kpeamununos xiupvie <50 ml/min)
HosoBa ¢Xema
250 mg/24 h 500 mg/24 h 500 mg/12 h
Kpeatuuuuogs {Tvpsa oo3a: 250 mg | ITepsa 0oza: S00mg | ITepsa dosa: 500 mg
KIHPBHC
530-20 mV/min Creo moea: Cneo mosa: Creo mosa:
125 mg/24 b 250 mg/24 h 250 mg/12 h
19-10 ml/min Cned mosa: Cred mosa: Cnred mosa:.
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml/min Cned mosa: Cned mosa. Cned mosa.
(BKJIXOYUTENHO 125 mg/48 h 125 mg/24 h 125 mg/24 h
xemoauamsa u HATIN)!

'He ce manarat ZOTBJIHATENHH JO3H e[l XEMOJMANM3a UK HEMPEKLCHATA aMOyTaTopHA

nieputoHeanna ananusa (HAILJ).

Haopywuena vepnoopobna ynxyus

He ce Hanara Kopexims Ha 103aTa, Thil KaTo NeBOQIIOKCAUMH He ce MeTabOMH3Hpa B 3HAYMMA CTeNeH
OT YEPHHA Jpod U ce EKCKPEeTHPa OCHOBHO 4pes OnbperuTe.

{lonyrayust ¢ cmapyecKka gv3pacm

He ce Hanmara kopeKnusa HA Jo3aTa IIpU MAIHEHTH B CTAPYECKA BB3PACT, OCBEH AKO He ChIj
JIaHHY 33 HapyweHa Ou0peuna Gyukuma (Bx. Touka 4.4 ,, TeniunnT ¥ pyITYpu Ha CYXQ
| -
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{leouampuuna nonynayus
Tapanuk e mpoTHBONOKAa3aH [IPH Aela H IOHOWH (BK. Touka 4.3).

Ha4yuH Ha IPHNTOKEHHE

TaBaHuk TabneTkH TpAOBa Aa ¢e Noraeluart, 0e3 Aa ce pa3TpouIaBaT ¥ ¢ A0CTAThYHO KOTHIECTBO
TeYHOCT. Morat Aa ce pa3gemiT o JeUTeNHATa YepTa 3a aJallTHPAaHe Ha Jo3aTa. TabJeTKuTe MoratT
Ja ce TIpHeMAT I10 BpeMe Ha XpaHeHe MM MKy XxpaHeHHATa. TaBaHHK TableTku TpAOBa aa ce
npueMar [IoHe ABa 4aca IIpeaHd Ui ¢k MpIIOKEHHETO HA KEe3HU COJIH, IHHKOBH COJTH, MarHe3Hii-
WM ATyMUHWH-CBIBPKALM aHTHAIIWAM WIH JUAAHO3HH (CamMo KOMOURAYUU Ha OUOAHO3UH C
anyMuHul- Win MazHesul-cvovporcayy bygepupawyu cpedcmea), i CyKpandar, Thil KaTo MOXe Ja
HACTBIIN HaMaIdBaHe Ha abcopbuusara My (BxkK. Touka 4.5).

4.3 IporuBonokazanusa

JleBodmokcalld TabeTkn He TpAOBA 1a ce MpUIIarar:

° TpH [AIMEHTH, CBPBXIYBCTBATENHH KbM JIEBOGIOKCALMH MITH ApYTH XHHOIOHH, HITH HAKOE OT
MOMOIIHHTE BelECTBa, N30pOeHH B TOUKA 6.1,

TIPY [TAIHEHTH C CIUITSIICHH,

» MpH DAaHUECHTH ¢ aHAMHE3A 334 HApYIUEHHs Ha CYXOKUIMATA, CBBP3aHU C NPUNIOKEHUE HA
Iy OpOXHHONOHY,

. IpH Aela HIH KOHOLLIH,

. o BpeMe Ha OpeMeHHOCT,

* OpH KbpMadKH,

4.4 Crnienua/iHu npeIynpeKaeHHs U npeana3sHi MepKH NMpH yaoTpeta

Ynotpebarta Ha NeBogokcaiil TpaOBa qa ¢ce u304area Npy NALHEHTH, KOUTO ¢a HMAIH CEPHO3HA
HeXeJlaHU peakIMi B MHHATOTO Npu yIoTpeda Ha NPOAYKTH, ChIBIKAINY XHHOIOHN HIH
GpryopoxuHOIOHHK (BX. Touka 4.8). JIeueHHeTo Ha TE3HM MaLUeHTH C IeBO(IIoKcallMH TpAOBa j1a ce
3all04Ba CaMO [IPH JIUIICA Ha aJITEPHATHBHU Bb3MOKHOCTH 34 JIEYCHUE | CJIe] BHUMATEIIHA OLIEHKA Ha
CHOTHOLIEHNETO TON3a/PUCK (BX. CRINO Touka 4.3),

Puck om pesucmenmuocm

MHOro BEpOATHO € METHIWIHH-PEZUCTERTHHU S. Qureus 1a AMaT KOPE3NCTeHTHOCT KBM
(pIyOpOXUHONIOHH, BKIIOYHTENHO JeBoguokcauuH. ITopaan ToBa neBodIoKcallil He ¢e MpenopbyBa
33 JICUCHUETO HA U3BSCTHH HIM nonosupany nndexnum ¢ MRSA | ocsen ako naboparopnu pes3ynraTu
NOTBBPAAT YyBCTBHTEIHOCT HA MHKpOOPraHH3Ma CIIpAMO NeBOGMIOKCAUH (M IPENOPBYBAHHTE
OOHKHOBEHO aHTHOAKTEpHATHH CpEACTRa 3a JieueHne Ha uadekuun ¢ MRSA ca cueTeHu 3a
HEOIXOALLIN).

JeBohnokcanyy MoXe Aa ¢e TIpAnara 3a IeueHHe Ha OCThbp DakTepuaieH CHHY3HUT B 0DOCTpAHE Ha
XpOHHYeH OPOHXUT, KOraTo Te3M HHGPEKIMU ¢a IPaRUIHO AHATHOCTHIIMPAHH.

Pe3HCTeHTHOCTTA CIpsMO (ITYOPOXUHONOHM Ha £. coli — Hali-4eCTHAT NAaTOTeH, CBbpP3aH C HHPEKuHH
HA YPUHEPHUA TPAKT - Bapupa B EBponeiickui crlo3. [Ipeanuceaitute TpsabBa a2 B3eMat NMpeRU
NOKanHo npeobnafasaliaTa pe3UCTEHTHOCT CPAMO QUIyOPOXHHONOHH npu E. Coli.

AnTpakc npy saMBaHe: [IpuIoXkKeHUETO IpH XOPa C€ OCHOBABA Ha JaHHHU 34, 1Y BCTRUTE
vifro Ha Bacillus anthracis N Ha eKCIEPUMEHTANHY JaHHM [IPH XKHUBOTHH, 3a€JHO C OTP
IIpH Xopa. JIekypaluTe JekapHd TpAdBa fa ce pedepupar KbM HallUOHATHUTE W/UITH
KOHCEHCYCHH JOKYMEHTH OTHOCHO NEYEHUETO Ha aHTPAKC.




Ilpodvaocumenn, UHBQIUOUIUPAUU U ROMEHYHATHO HEOOPAMUMU CEPUOIHU HEACENAHU NEKAPCMBEHY
DeaAKYUU

CrolinaBa ce 3a MHOTO peIKH CITydaH Ha IPOABDKHTENHHA (PO IbIHKABAINK MeCeld WK FONUHY),
HHBAJIMAW3UPALIH U TIOTEHIHATHO HeOOPaTHMH CepHO3HH HEXETaHH JISKapCTBEHH PeaKIjHH,

3ACATANN PA3TTNTHY, NOHAKOra MHOIo CHCTEMH B opragiimMa (MyCcKyJIHO-CKeIETHA, HEPBHA CHCTEMA,
ICHXHKa ¥ CETHBHU OPTaHt) NpH NALKEHTH, HOTYyYARAIM XUHOTOHN B Iy OPOXUHONOH,
HE3aBHCHMO OT TAXHATA BH3pacT U Beue ChIIeCTBYBALINTE pPUCKOBH (akTopn. JleBodnokcaumH Tpabea
na ce crpe He3abaBHO IIpH IBPBHTE NPHU3HALN HIN CHMIITOMH HA BCAKA CEPHO3HA He)KelaHa peakiius
KaTO NMalACHTHTE TPAORA 1a ce NOCHRETBAT Ja C€ CBEKAT ¢ TEXHH NeKap, IPeAHcan JeKapeTROTO,
34 CBBET.

Tenounum u pasxksCeane Ha CyXoRCURUL

TeHAHHHUT U pa3sKbCBaHe Ha CYXOXKHINE (I10-CIICLMATHO aXHIIECOBO CYXOXKUIINE, HO 0e3 Ja ce
OrPAaHHYABa CaMO [1Q HErQ), IOHAKOra ABYCTPABHO, MOXKE A3 ¢ NOYYU OLIe B paMKuTe Ha 48 gaca ot
3aM0YBaHe Ha JIEYCHHETO ¢ XUHOJIOHH H GIyOpOXUHOIOHH KaTO MMa CHOOINEHHS 3a TAKUBA, PA3BUIIH
C€ JIOPH 0 HAKOJIKO Mecella cile] IpeKkpaTsBaHe Ha JIeueHUueTo. PUCKBT OT TeHAMHUT U pa3sKhCRaHe Ha
CYXO0XHWINE ¢¢ MOBUINABRA IIPY TO-BH3pacTHH NallMeHTH, NauueHTh ¢ 0b0peuno yBpexJaHe, mauHeHTH
C TPaHCIUTAHTHPaH COJIMACH OpraH, Npd NaUKMeHTH, ITOMYyYaBaliy JHeBHH 034 o 1000 mg
JIEBOQIIOKCAIIUH M TaKKUBA, ICKYBaHH CBIIBTCTRALIO ¢ KopTHKOcTepouan. ITo Tasu mpruiuHa
CHITETCTRBAIATA yHOTpeda Ha KopTHKOCTeponan Tpadsa Na ce u3barea. IIpyd IbpBUA NpU3HAK HA
TEeRAUHUT (Hanp. O0Ie3HEHO TIOAyBaHe, BB3NAICHUE) IEYEHHETO ¢ NeBo(dIoKcaluH TpAOBa Ja ¢
IpexpaT U ga ce OOMHUCTH ATTepHATHRHO JjiedeHHe, 3acernatuar(Te) kpaiuuk(iy) Tpadea qa
Obae(ar) AeKyRAR( M) IO NOAXOAAN] HavWH (Hanp. obe3asmxpane), He TpaOBa Ja ce H3MOA3BaT
KOPTHKOCTEPOMIH, aKO Ce MOABAT NPU3HALH Ha TeHIXHOIATHA.

3abonasanus cevpzanu ¢ Clostridium difficile

JAHapusa, oco0eHo aKo € TekKa, NPOAB/IKUATENHA H/HIY KbpBaBa, IO BPEME Ha HIIH Cle] ISUCHHE ¢
neBOKpIOKCAHH (BKITIOUHTENTHO HAKOJIKO CEIMULIM CIIE] IeYeHHEeTO), MOXKe 1a O0pe CHMIITOMATHYHA
3a 3abonsBane, cepp3afo ¢ Clostridium difficile (CDAD). CDAD MoXe ga Bapupa 1o TeXeCT OT IeKo
10 XXHBOTO3acTpaniaBalio, Ha-Texkata GopMa Ha KOETO € ICEBAOMEMOpaHO3¢H KOJTUT (BX. TOYKA
4.3). ETo 3a110 € BAXHO [a C€ R3eMe NPEABK TasH JHATHO3a IPH NallAeHTH, KOMTO PA3BUBAT TEXKKA
AMApHA 110 BpeME HA HITH ClIe NeYeHue ¢ NeBedokcanyt. AKO Ma ChbMHCHNE Wil C& OTBbPIAU
CDAD, nesogokcauuH TpadBa fa ce clipe He3abaBHO M BeJHAra Jia ce 3anoyHe MOAXONAIL0 TeYSHHE.
JIeKapCTBEHU MPOAYKTH, NOATHCKALUK TIEPUCTANTHKATA, Ca IPOTHROMIOKA3AHH MPH Ta3! KNMHAYHA
CHUTYALUA,

llayuenmu, npeOpaznoaoxcenu KoM RPUNAosyuU

XHHOJMIOHUTE MOraT fla CHIDKAT lIpara Ha NpANagblH U MOTAT Aa MApeH3BHKAT MPHIIATEK.
JleBodTOkCalHH € NPOTHBONOKA3aH NP NAaUUEHTH ¢ aHaMHe3a 3a enuiencus (Bx, Touka 4.3} H KaKTo
NpU APYTHTE XHHOAOHH, TpadBa Aa ce npuiara ¢ NOBALICHO BHUMAaHHE MPU MALHEHTH,
MPeApA3NOIOKEHH KbM NMPRIATEIU UK HA CBITETCTBALLO JIEYCHHE ¢ AKTHBHM BEIECTBA, KOUTO
CHUXaBar LiepeOpalHua Ipar HA NPUMAABIY, KaTo TeodunuH (BX. Touka 4.5). B ciyyaii Ha
KOHBYJACHBHY NPHUNIAABLN {(BXK. ToUKa 4.8), TeueHHETO ¢ JIeRo(IIOKCAllMH TPAOBa a ce NpeKpaTH.

Hayuenmu c oepuyum na z1rox030-0-hocgpam dexudpozenaza

[TanmeHTH ¢ NTaTeHTEH WM H3ABEH Je(eKT Ha MIFOK030-6-docdat AEXUIpOreHAZHATA GiplBmoeT
MOTAT JIa [POABAT CKJIOHHOCT KM XEMOJIHTHYHH peakIHH, KOTAaTO ca JeKyBaHH ¢ XgiAtGaouil /0 %
anTUbaKTepUaTHU CpeacTBa. Ilopaau ToBa, ako JIeRODIOKCALUH ¢& H3MOI3Ba I1p fbe

TpaAOBa J1a ce CcIeH 32 eBeHTYAHA [10ARA HA XeMOTTH3a.
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Tl kaTo neBodIOKCAlMH ce eKCKpeTHpa OCHOBHO upe3 Ob0penure, no3ara Ha TaBaHuk TpaOBa na
OBJie KOpUTHpPaHa IIPU MALMEHTH ¢ OB0peuHo yBpexkaaHe (BX, TOUKa 4.2).

Pearxyuu na cepvxuyscmaumenrnocm

Jlerobnokcauy MOXe Ja IPUYNHHE CEPHO3HH, IIOTEHITHANHO haTalHH peakiuy Ha
CBPBXYYBCTBUTEIMHOCT (T.€. aHTHOEZIEM N0 aHa(GMIAKTHYEH [HOK), HOHAKOra IOCHEIBAIIA HAYATHATA
xo3a (BxK. Touka 4.8). [TaimmenTuTe TpsAOBa /1a NPEKPATAT JiedeHHEeTO He3abaBHO M 1a Ce CBbPIKAT ¢
TEXHHA JISKap WM C JIeKap OT CII€IIHA AOMOLL, KOUTO Ja WHHIMHPA NOIXOAANIM CIISIIHH JeHCTBHA.

Teoicku KOJICHU HeXCeNanU peaKyuu

Texcxu KoXKHH HexenaHy peakiuu (SCARS), BriroyBainy TOKCHYHA enuaepMatsa Hekponnsa (TEN:
U3BeCTHA Olle KaTo cHrapoM Ha Lyell), cuaapoM Ha Stevens Johnson (SJS) u n1ekapcTBeHa peakLia C
cosuHoPmwms u cucteMun cumnroMu (DRESS), xouto Moyke fa ca »KUROTO3acTpallaBallld WK ¢
JIETATIEH U3XO0/, Ce ChOOINABAT BB BPh3Ka ¢ yioTpedara Ha JIeBOQIOKCALMH (BX. Touka 4.8). [lpu
NpEeAIACBAHETO NALMEHTHTE TPpAORA 14 OBAAT HHPOPMHPAHH 334 IPA3HALHTE H CHMIITOMHTE Ha TEXKKH
KOXHH peakluy ¥ xa ObaaT BabaroaBaHy ¢ IORUIICHO BHUMAHME. AKO ¢e TOABAT IIpH3HALH K
CHUMIITOMH, NOKA3ATEIHU 34 Te3H PEAKLHH, [IPHIOKESHHETO Ha NeBodJIOKCalluH TpAOBa He3abaBHO Aa
Ce OpeyCTAaHOBH U J1a ce OOMUCIH aJITEPHATHBHO JIe4eHHE. AKO MALKEHTHT € Pa3BHII CEPHO3HA
peakuud kato SIS, TEN unu DRESS npn ynorpebara na geBoduIoKcauuH, 1e9eHUETO C
NEBOQIIOKCALIMH He TPA0Ba 4 ¢e 3al109Ba OTHOBO MPY TO3H MAITUEHT.

Lucenuxemus

KakTo npy BCH4KYM XHHOJIOHH, Ca ChOOLIARAHY HAPYLIEHHS B KPBBHATA 2aXap, BKITFOYBAIHA KAKTO
XUIOTTTMKEMHSA TaKa U XUIEPIJIMKEMHs, Bb3HUKBAILH NI0-9€CTO MPU NalUeHTH B ¢cTapuecka Bb3pacT,
OOUKHOBEHO IIPH MAIUEHTH ¢ JuadeT, IpHeMalli ChITBTCTBANIO NIEYEHHE C IepopaTHO
XUIOTJIUKEMUYHO CpeacTBO (Hanp. rmubeHKIaMuA) UM ¢ HHoynmuH. CpobmaBanu ca cIyvad Ha
XUMOrIMKeMUYHa koMa. [Ipy nanuenTy ¢ Juaber ce npenopbyBa BHUEMATENHO IIPOCieJABaHe Ha
KpbBHATA 3axap (BX. Touka 4.8).

JIeuenueto ¢ TaBanuk TpsOBa Aa ce Cnpe He3a0aBHO, aKO IALMEHTHT CHOOIIH 3a HapyIIEHHEe Ha
KpbBHATA 3axap U TpAdBa /1a €€ UMa NpeIBH] aJITepHATUBHA AHTHOAKTepHATHA Tepanus ¢
HEPAYOPOXHHOJIOHH.

IIpeonazsane om ghomouyecmeumennocm

I'lpu nepodiokcalyi e chobiaBana GoToTyBCTBHTENHOCT (B, Todka 4.8). [Tpenoprpysa ce
[MAMUEHTUTE a He C€ U3j1araT W3/IMIIHO HA CHIIHA CITbHYEBA CBETNHHA HIIH Ha H3KycTBeHH UV IThun
(Harp. KBaplLoBa JiaMiia, COMIapUyM) 0 BpeMe Ha JICYSHHETO U 48 gaca el NpeKpaTiBaHETO MY,
1N peana3Rade oT QOTOUYRCTRUTENHOCT.

ITayuenmu, nexyearu c eumamun K anmazonucmu

ITopagy BL2MOXHOTO NIOBHIIABAHE HA KoarynaruoHute Tectose (PT/INR) w/wiau keprere mpu
[TALMEHTH, JTeKyBaHH C TeBO(IOKCAIIMH B KOMOHHALMS ¢ BUTaMUH K aHTaroHucTy (Hanp. BapdapuH),
€ HeoOX0AuMO IIPOCIIeAABAHE HA KOAryNalAOHHNTE TECTOBE, KOraTO Te3H JeKapCTBa ¢a MpHaarasi

eAHOBPEMEHHO (BIX TOUKa 4.5).

Heuxuunu peaxyuu

Cro0InapaHy ca MCHXHYHM PEAKIIUMH TIPH TIANUCHTH, TIPUEMAIM XMHONOHH, RKITIOYH
nesodokcanuy. B MHOrC peky ciyuad ca porpecHpaiti 10 CYAIUAHN MUCTH H
CaMO3acTpalaBallo MOBeJACHHE, MOHAKOTA CaMo Cllell ¢AMHUYHA /1034 JIeROPIIOKS
4.8). B cny4ai, 4ye NallUEHTHT pa3BUE Te3U pPeaklii, IPUEMBT Ha TEBOGIOKCALIME
IpeKpaTy HE3a0aBHO, IPH NBPBH IPH3HALH K CAMIITOMH Ha T€3H peakuHH, U Mall{
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OBLe NOCHBETBAH Jla ¢e CBBPKE ¢ NpeANHCBalHA nekap 3a ¢bper. Tpabpa aa ce oOMuUcCTH
aANTePHATHBHA HEPIyOpPOXHHONOHOBA aHTHOAKTEPHANIHA Tepanys H Ja ce NPHIoKAT [IOAXONIIIH
Mepku. [IpenopbuBa ce NOBHILIEHO BHHMAaHHE, ako JeBO(IOKCALHH ce IPHIIA IIPH ICHXOTHIHH
TTAMEHTH Wi TIPH NaleHTH ¢ aHaMHe3a 33 ICHXHIHO 3aboNgBane,

Yovaorcasane na QT unmepsana

Heolxomimo € moBAIICHO BHUMAaHN®, KOTaTo (IyOPOXNHONOHY, BKIHUHTEIHO TeBOQIOKCALMH, C&
TIpHJIarat Npy NalHeHTH ¢ H3BeCTHU PHCKOBH (axTopH 3a yaAR/IkaBaHe Ha QT uHTepBana, Karo
HaOpuMep:

- CHHIAPOM Ha RpoaeH yabmxeH QT

- EHHOBRPEMEHHO TIPHIIOKEHUES Ha TEKAPCTBE, 334 KOWTO € M3BECTHO, He yabrkarat (1 uHTepBana
(Hanp. Knac A u Il anTuapTMU4HE, TPHLMKIAYHA aHTH/IENPECAHTH, MAKPOIHIH, AaHTHIICUXOTHLIH)
- HEKOPHTHPAH €IeKTPONUTEH JUchHANaHC (Hanp. XUMOoKaTueMus, XUnoMarde3ue M)

- ChpleyHO 3a00)sBaHe (Halp. ckpAeyHa HeJOCTAThUHOCT, HH(ApKT HA MHOKapaa, Bpajukapaus)
IlaupenTuTe B cTapyecka BBp3pACT U XKEHUTE MOTAT A OBJAT NO-UYBCTBHTCIHHA CHPAMO NEKAPCTRA,
yabikasawy QTc. [Topagu Toa € He0OX0AUMO TIOBHLIEHO BHUMAHKUE, KOTATO IPU TE3H MOy NAI[HH
¢e IpHNaraT QIyopOXHHOIOHHN, BKIFOUUTEITHO TeROGIOKCATIH,

(Bx. Toukd 4.2 Hayuenmu ¢ cmapuecka sv3pacm, 4.5, 4.8 1 4.9).

lepugepna nesponamun

CrobmmaBa ce 3a CllydaH Ha CeH30PHA HIH CEH30MOTOPHA MOIMHEBPONATHA, BOAESILH 0 TIAPECTE3HH,
XHIIOECTE3HA, TU3CCTEINA WIH CNadOCT [IpH NALMEeHTH, IpHeMallii XUHONOHU H QIIyOpOXUHONOHH.
ITanpenTHTE, KOMTO IPHEMAT JICBOMIOKCALMH, TpA6Ba na ObJaT HOCHBETBAHM 72 HHGOPMHPAT CBOA
NeKap, pear Aa NPOIBIDKAT JeYEHHETO, aKO Ce IMOABAT CHMIITOMH HA HEBPOMATHA, KaTo GOKa,
ycellane 3a napeHe, MpaByyKaHe, H3TphIIBaHE U CJIaboCT, 3a Ja ce IpeNoTBpaTH pa3sBHTHETO Ha
NOTEeHIHaIHO HEOOpaTHMO 3a00sBaHe (BXK. ToYka 4.8).

Xenamobunuapru HapyuieHa

CpobLIaBaHu ca Coyvad HAa 4€pHOAPOOHA HEKPO3a [0 (aTamHa YepHOIpOOHA HeIOCTATHYHOCT PH
NeBOMIIOKCALNH, IPETHMHO TPH TAIIHEHTH ¢ TEXKH MOJIEKAINH 3ab0aBaHus, Hamp. cerncuc (Bx.
Toyka 4.8). Ilaupentute TpsadBa fa OBAAT CHBETBAHH Aa cIIpAT NCUEHHETO M A ¢e CBBPXKAT ¢ JIeKaps
CH, aKO pa3BUAT NPU3HALN ¥ CUMIITOMH Ha YepHOAPOOHO 3a00yABaHe KATO aHOPEKCHSA, KBJITEHHUIIA,
TBMHA YpHHA, chpOek HIH 00Je3HEH KOPEM.

Obocmpane Ha MUacmenus 2paguc

DIy OpOXHHOIOHUTE, BKIFOYHTENHO JIEBOGUIOKCALIMH, HMAT HERPOMYCKYIHO OJIOKHpAIIO AeHCTBHE H
MOTaT 1a 000CTpAT MyCKYJIHATA ¢nabocT NMpy NALHEHTH ¢ MHaCTEHMS IPaRUC. [[oCTMapKEeTHHTOBH
CEPHO3HU HEXKENaHH JICKApCTBEHH PEaKLHH, BKIIOYBAIIHN CMBPT H HEOOXOTUMOCT OT TIONILP)KaHe Ha
AUITAHETO, €A CHODIIABAHU NMPH Ty OPOXUHOIOHH, H3MOJ3BaHY NPH NallHeHTH ¢ MHACTEHHA TPABHC.
JleBo(prokcailuH He ce Mpenopbs4Ba MPU NAUEHTH ¢ aHAMHE3a 32 MHACTEHHA TPABHC.

3pumenru HapyuieHus

AK0 3peHueTo ObAe YBpeAeHO MM BBE3HHKHAT HAKAKBH e(PeKTH BLPXY OUHTE, He3abasHO TpaORa ja ce
TIPOBEAE KOHCYJITAHA ¢ OYeH CIeHanncT (BXK. Touku 4.7 u 4.8).

Cynepunexyun

IpunoxenneTo Ha JieBOguIoKcaliH, OC00EHO NPOABIKUTENHOTO, MOXKe Oa AOBele IO CBph
Ha HEMYBCTBUTEINHN MUKPOOPIraHu3MHu. TpadBa fa ce npeAnpueMar moAXOAAITH MEPKH,
cynepHB(eKiivg 10 BpeMe HaA TepamnusiTa.

IIpomeny 8 nabopamoprume uscreosanus



IIpu nalMeHTH, TEKYBaHH ¢ eBOIIOKCAITH, YCTAHOBABAHETO Ha ONMATH B YpHHATA MOXeE Ja faje
(hanyBO NOMOKUTEIHY Pe3yNTaTH. MoxKe 112 € HEOOX0THUMO Jja ¢e IOTBBPAN IIONOXKHTETHHAT
PE3YyNTAT 3a ONHMATH ¢ O-CHEIUPHYSH METOA.

JIeBogokcauH Moske 14 MOTUCHE pacTexa Ha Mycobacterium tuberculosis v mopaau ToBa, MOXe Ja
naae GanmyBo OTPALATENHN PE3YIITATH TIPH DakTEpUONOTHYHATa JUATHO32 Ha TyDepKono3a.

Anespuzma u oucexayus Ha aopmama u pezypeumayil/HedoOCmamv»4HoCm HA COPOCHHUME KIANU

EnnaemMunonora4HuTe Npoy4BaHUs NOKa3BaT IOBMINEH PHCK OT aHeBPH3IMAa H AUCEKAMA Ha a0OpTaTa,
0c00EeHO MpH [TAMEHTH B CTapyecKa Bh3pacT, KAaKTO M OT peryprutaliid Ha aOpTHATA U MUTpaIHATa
Knama ciex nprueM Ha PITyOpOXUHONOHH.

CpobImeny ca cllyyay Ha aHEBPU3Ma U AUCEKALMA HA a0pTATa, TIOHAKOTA YCIIOXKHEHH IOPajiy
paskbecBaHe (BRIIOUHTENHO ¢ NeTaleH H3X0A) H pelypruTalia/HeJOCTaTEYHOCT Ha HAKOH OT
ChpACHHUTE KIIATH IIpH IIRLNEHTH, TIpHeMallid GnyOopOXUHONOHH (BX. To4ka 4.8).

CnenoBaTenHo $ryopoXHHONOHUTE TPAOBRA Aa ¢e U3MOM3EAT CaMo Clie]] BHIMATEeIHa OlleHKA Ha
CHOTHOIIEHHETO NON3a/PUCK W ClIEl pasTlekKAane Ha APYTH TePaNeBTHYHH Bh3MOXKHOCTH ITPH
NalHeHTH ¢ TIONOKUTENHA (paMHAHA aHaMHe3a 33 aHeBPH3MA HJIH BpoIeHo 3a00lmBaHe Ha
CBpAEYHMTE KJIallH, UITK IIPH MALMEHTH, MaTHOCTALUPAHH ¢ IPEILIECTBAINA AHEBPH3MA H/HITH
AUCEKALXA Ha aopTaTa win 3a00NsABane Ha ChbPACYHATE KIIallK, WIH HPH HAIMYHE Ha JPYrH PHCKORH
daxTopy niu 3abongBaHUA, Dpeapasnonaraiu

- KaKTO 324 aHeBPU3MA, TakKa ¥ 3a JUCEKaLMs Ha 20pTaTa 1 3a Pery pruTaluusa/He/10CTaTEYHOCT
Ha ChpJCUHHUTE KJIAIH {HAIP. HApYLIeHHI Ha CheIHHUTENHATA ThKaH KaTo CHHAPOM HA
Marfan uwiu cuaApomM Ha Ehlers-Danlos, cunapom Ha Turner, 6onect Ha Behcet, xunepTonus,
PEBMATOMACH apTPUT) MK JOTTBITHUTENHO

- IIpH aHEBpU3Ma U JHCEKali Ha aopTaTa (Hanp. cbAOBH HAPYIISHHS KATO apTePHUT Ha
Takayasu, TUraHTOKIICTBYCH apTEPUHT M W3BECTHA ATEPOCKNEP03a WM CHHAPOM Ha
Sjégren) WK JOITBIHUTETHO

- TIpH PETYPruTali/HeJOCTATHYHOCT HA ChPASYHUTE KJlamy (Harp. HHPEKI[HO3eH
€HIOKApPIHNT).

PUCKDT OT aHCBPH3MA ¥ JHCEKANMA Ha a0pPTaTa ¥ TAXHOTO pa3KbCBaHe MOXKE CHIIO A4 CC INOBULIH ITPH
MAaOUCHTH, JCKYBaAHH CAHOBPECMCHHO CBC CUCTCMHHU KOPTHKOCTCPOHAH.

[Ipu BrezanHa OONKa B KOpeMa, TPBAHKA KON Wil Mbpla manyeHTnTe TpsaoBa A3 ObJaT NOCHRETRAHN
Ja ce KOHCYNTHPAT He3abaBHO ¢ JIeKap B CHEUIHO OTAE/ICHHE.

TTanuenTture Tp#A0Ba Aa OBAAT TOCHBETBAHM Aa TIOTHPCAT He3abaRHO MENWUIIMHCKA TIOMO B CyYail Ha
OCTpa OHCIHesA, HOBA NOARA Ha ¢hpleOHeHe (NANMUTAIMK )} MM Pa3BHTHE HA OTOK Ha KOpeMa WiH
JOJHUTE KpaifHUIIH.

Ocmvp nankpeamum

[Tpu nanuenTH, TpUeMaIiy HeRodIOKCALNH, MOXe Nia ¢ce nabntoaasa oCThp nankpeaTuT. [lanuenTHTe
TpsdBa ga ObHaT HHPOPMHUPAHH 38 XapaKTEPHUTE CHMIITOMH Ha OCTBP aHKpeaTHT. [launeHTHTe,
KOUTO UMAT rafieHe, HepaslonoxkeHue, KOpeMeH AHCKOMGOoPT, 0cTpa kopeMHa 607ka UM HOBPHIIAHE,
TpsOBa fa 0baaT NOIoKEeHH Ha He3alarHa MeauIMHCKa OLgHKA. AKO C& IOJO3HPA OCTHP
NAHKpeaTHT, ynoTpedara Ha aeBodIokcanuH TpadBa 1a ce [IpeyCTaHOBH, aKe €€ IOTRBPAU
ynotpedaTa Ha neBodIoKcaluH He Tpiadra 1a ce 3amoysa oTHOBO. Tpabea na ce BHUMAR
NAUUECHTH ¢ aHAMHE2a 33 IAHKPeaTUT {RK. To4Ka 4.8).




Hampuii

ToBa nexkapCTBO CHABPKA IO MaNko 0T 1 mmol Hatpuil (23 mg) Ha TabaeTka, T.e. MOXe Jla Ce KaXe,
e IPaKTHYECKH He ChABPKA HATPHIL,

4.5 BiauMojeilicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH U ApYrd ¢opMH Ha B3auMoaelicTRHe
EdexTn Ha APV 1€KapCTBEHU IIPOAVKTH BEPXY TaBaHUK
Kenesnu conu, YUHKOBU CONU, MAZHE3UL- Wi ARYMUHUI-COOBPICAUIU AHMUAYUOU, OUOAHO3UH

AbcopbumaTa Ha NeRoqUIOKCALMH € 3HAYNTe/IHO HaMalleHa, KoraTto TapaHWK TabNeTKH ce Tpuiara
ETHOBPEMEHHO C XKeJIE3HH COMHN, MarHe3Ni- WK aTyMHHHH-CbIbPXKAIIY AHTHALTAAA WITH AUAAHO3HH
(camo hopmiu HA OUOQHO3UNR ¢ WIYMURWU- WU MAZHEIUH-CLOBPICAU Oydepupayn cpedcmsa).
Hsrnexaa, 4€ € JHOBPEMEHHOTO NPHIOXKEHHE HA (PMYPOXHHONOHH ¢ MYJITUBATAMUHY, ChIBPKALIM
I[MHK, HaMa/ABa TAXHaTa nepopanHa abcopbuus. [Ipenoprusa ce npenapature, CbALPXKAUIH
JBYBATCHTHH HITH TPUBAICHTHU KATAOHM KATO JKEJIE3HH COJIH, UHKOBH COJIH, HIIH MArHe3Hii-, HIH
ATyMUHUR-CBABPXKALIN aHTAAIMIN, WK JUOAHO3HH (CaMo GOpMU HA OUOAHO3UH ¢ QAVMUNHUT- W
MazHe3uti-cvovpocawu bygepupawyu cpedcmea) He TpadBa na 6bIAT MpHEMaHH 10 2 Yaca MpeaH Ui
cien npunoXXeHHeTo Ha Tasanmk Tabnetku (Bx. Touka 4.2). KanudeBure cojid HMaT MHHAMANEH
edheKT BLPXY NlepopaaHaTa abcopOIus Ha MeBo¢IOKCAILHH.

Cykpangam

buonanu4nocTTa Ha TaBaHUK TablIeTKH Ce HaMANABA 3HAYUTEHO, KOTAaTO ¢e TPHIara e IHOBpeMEHHO
CBC Cykpandar. AKO MaMeHTUTe TpAOBa Ja npydeMart u cykpandat, u TaBaHHK, Half-106pe e na
npHeMar cyxpangar 2 yaca cnell npuwiokesneTo Ha TaBaHHK TabneTku (BX. Touka 4.2).

Teogunun, gpenbygen wnu nodobHU HECMEPOUOHU NPOMUBOEINATLIMENHY TEKADCMEd

He ca HabnioaaBaHu GapMaKOKMHETHYHH B3aUMOAEHCTBHAA Ha JeBOMIOKCAIMH ¢ TeO(hHIHH B
KJIMHMYHO NpoYy4YBaHe. BEOpeKH TOBa MOXe J1a HACTHIIM U3PA3eHO NOHIKABAHE Ha [iepeOpaTHI IIpar
Ha NPHIIAABLUM [IPH €AHOBPEMEHHO [IPHIIOKEHHE Ha XUHOIOHH C TEOQHIHH, HECTEPOMAHH
NPOTUBOBBLINATUTEIHU JISKAPCTBA UK APYTH CPECTBa, KOUTO CHUKABAT IIpara Ha MpHIaabIIH,

KoHueHTpanusATa Ha nepognokcalrH € okono 13% mo-eHucoka B IPHCHCTBHETO HA (peHOY(en,
OTKOJIKOTO [pPH CAMOCTOATETHOTO MY [PHIOKEHHE.

IIpobeneyuo u yumemuoun

[Ipobenenua ¥ NUMETHANH UMAT CTATUCTHYESCKH 3HAYUM €()eKT BHPXY IHMHHHPAHETO Ha
neBoguoxcanyd. beOpeyHHAT KIMPBHC Ha NeBOdIOKCALMH ¢€ HaMaIABa OT LUMEeTHAKH (24%) 1
npobenenuy (34%). Toa ce crnyuBa Thii kKaTo JBETE NEKapCcTRBA Ca B ChCTOAHUE Oa ONOKHpAT
On0peynara TyOyJIHaA cekpelus Ha neesodnokcaud. Boapexu TOBa PN M3MHUTBAHHTE J03H B
NIPOYYBAHETO, MAIIKO BEPOATHO € CTATUCTHYECKHU 3HAYUMUTE KUHETUYHH Pa3fHKH Ja ca OT KIIMHHIHA
3HAYUMOCT.

HeobxonuMo e TIOBHIIEHO BHUMAHHE NIPU eJHOBPEMEHHO NIPUI0XKEeHHE Ha NeBODIOKCAIMH ¢

JIeKapcTRa, 3acArall ObpeuHaTa TyOy/IHa CeKpels KaTo npodeHenu ¥ HHMETHARH, 0C06eHO NpH
MaldeHTH ¢ OBOpPEUHH YBpEXKIAHNA.

Lpyza cviyecmeena ungopmayus

KnuHW4HEM (papMakoJOorH4HU NPOyYBaHUs [T0Ka3BaT, ue¢ GapMakOKMHETHKATA Ha NeBod
3acerHara B KIMHUYHO 3HA4MMAa CTEIeH, KOraro JIeBOI0KCAIIMH ¢¢ MPUIAra 3aeIHO C
JIEKApCTBa; KallMeR KapOoraT, IMrOKCHH, IMHOEHKITaMHA, PAHUTHTHH,



Edexty Ha TaBaHMK BLpXY APYTH ACKApPCTBEHH NPOIYKTH

Luxnocnopun

ToiyXHBOTHT Ha HKJIOCIIOPHH C€ NOBHINABA ¢ 33%, KOTaTo ce Npunara ¢ NeBothIOKCAIIHH.

Bumamun K aumazonucmu

Cpo0IaBany ca NOBHIIEHH CTOHHOCTH NPH KoarynaudoHHH TecTobe (PT/INR) wunn xspseHe, KOeTo
Moxe 1a OBJe TEXKO, [IPH NAUUSHTH, JeKyBaHH ¢ JieBodIOKCALIUH B KOMOWHAINA ¢ BUTaMuH K
agTaronuct (Hamp. BapdapuH). [lopagu ToBa KoarymIalfMOHHUTE TECTORE TPAOBa /a 6BaT
NMpociesiBaHu [Py NANUEHTH, TEKYBAHH ¢ BUTAMUH K aHTaroHUCTH (BIK TOUKa 4.4).

Jdexapcmeaa, yovaxcasawu QT unmepsana

JleponokcalyH, KaKTo ApyrUTe XHHOIOHH, TpsAOBa 1a Obae npuiarad ¢ MOBHIIEHO BHIMAHHUE MPH
TAIMHEHTH, [IPHEMAIITH JIEKAPCTBA, 32 KOUTO € U3BECTHO, Y€ yab/kapaT QT unteppana (Hamp. Kiac [IA
H 111 aHTHAPHTMHUYHH, TPULPKIHYHN aHTUASIIPECAHTH, MAKPOJIMIK, aHTUIICHXOTHIH) (BHXK TOUKa 4.4
yabJbKaBaHe Ha QT muteprana).

Hpyza cvugecmaena ungopmayus

B mpoyuane 3a dapMakoKnHe THYHU B3aUMOISHCTBIA, TeBOIOKCALMH He 3acAra

(apMakoKuHEeTHKaTa Ha TeoQuiHH (koliTo € TecToB cyGeTpar 3a CYP1A2), xoeTo mokassa ue
neBouokcaliva He € CYP1A2 unxuburop.

Hpyru ghOQMH Ha B3auMOJCHCTBHSA

Xpana

Hama KITHHHYHO 3HAYUMO B3auMOJeHCTBHE ¢ XpaHa, 3aToBa TaBaHUK TabJeTKH MOTAT 1a € TPUIarar
HE3aBHCUMO OT IIpHEMA Ha XpaHa.

4.6 PepTHANTET, GpPEeMEHHOCT H KbPMeEHE

BpeMeHHOCT

HmMa orpanndeny JaHHU OT ynoTpedara Ha jieBOQIOKCAlUH NPH OpeMeHHH keHH. TIpoyuBanqATa npH
’KHBOTHU HE TIOKA3BaT AUPEKTHU WK HHAMPECKTHH YBPEX AL eheKTH ¢ oI/l Ha PelpoyKTHBHA
TOKCUIHOCT (BXK. TOUKa 5.3).

Benpekn ToBa nopaiM JIMICATA HA JaHHH TIPH XO0pa U MOPAJH TOBA, 4e €KCIICPUMEHTAIHUTE JaHHA
NPEAMONAraT puck OT YBPEXKAaHe HA HOCEILIUTE TEKECTTA XPYLIANN Ha PACTAIINA OPrauu3bM OT

(IIyOPOXHHOIOHHKTE, TEBOPIOKCALNH He TpAOBA Aa ce NMpHIara npd GpeMeHHH xenH (BxK. Todka 4.3 u
5.3).

KspMene

TaBaHUK ¢ NMPOTHBOIIOKA34H [MPH XEHH, KOHTO KbpmaT. Hama gocratsyro nHPOpMaLns 3a
eKCKpeLMATa Ha 1eBO(IIOKCALIHH B KEPMATA, BBIIPEKH 4€ OCTAHAUTE QIYOPOXHHOIOHH Ce
eKCKpeTHpaT B KbpMarta. [lopany IuncaTa Ha JaHHM [IPH X0pa | OPaJH TORA, e eKCIICPUMEHTAITHUTE
JAHHH TPEAnonaraT PUCK OT yBpeXKAaHe Ha HOCELUTE TEXKEeCTTa XPYULIH Ha PACTAIIUA OPraHH3bM
oT GIYOpPOXUHONOHUTE, NeBOGAOKCALMH TabIeTKH He TPAOBA Ja ce IPUara rmpy KbpMauky (Bx.
TOYKH 4.3 H 5.3).

Depmunumem
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JleBodokcalliH He Npeu3BUKBa YBpek/1aHe Ha hepTHIIMTETA WIH PElPOAYKTHBHUTE CIIOCOOHOCTH

[1PH IIITBXOBC.

4.7 EdexTn BEpPXY cnocodHocTTA 32 IIodpupane v padoTa ¢ MAILIHHU

TaBanuk nosiausBa B MaJika /10 yMeEpeHa CTelneH crnocoOHOCTTa 3a modupane u padoTa ¢ MalIHHH.
Hsakoun Hexenanu JIeKapCTBEHHU peakiuy (Hanp. 3aMaiiBaHe/BEPTHUI O, CHHIUBOCT, 3PUTETHU
CMYILIEHHUsA) MOTaT Jia HapyluaT cnocoOHOCTTA Ha MalMeHTUTe Ja ce KOHLUEHTPUpAT U Aa pearupar,
[1opaau KOETO € Bb3MOKHO /1a Bb3HUKHE ONACHOCT B CUTYALUH, ITPH KOUTO Te3U CIIOCOOHOCTH ca OT
ocoOeHa BaKHOCT (Hanp. modupade UM pabota ¢ MalIuHy).

4.8 Hexelanu JieKapCcTBEHH peakuuu

[IpencraBenaTa nmo-xony MHpopMaLusa cé OCHOBaBa Ha IaHHH OT KJIMHUYHHU NIPOYYBaHUA TIPH MOBeYe
ot 8 300 mauueHTH, KakTo U NPOABL/DKUTENIEH ITOCTMAPKETUHIOB OIUT.

Yecrorute B Tabnuuara ca JepuHupaHy ¢boOpa3HO ciieHaTa KOHBEHUUA: MHOTo vectu (>1/10),
yectH (=1/100 o <1/10), neuectu (>1/1 000 go <1/100), peaxu (=1/10 000 mo <1/1 000), MHOTO
peaku (<1/10 000), ¢ Heu3BecTHa YecToTa (OT HAJIMYHUTE JAaHHHU HE MOXKe 11a Ob/ie HalpaBeHa

OLIEHKA).

B PaMKHUTE Ha BCAKO I'PYITHPAHE 110 YeCTOTA, HEXKCIIAHUTE peaKlHHU Ca MpPEACTABCHHU B HU3XOOALL PE

MO OTHOLIEHHUE HAa TAXHATA CEPHO3HOCT.

THGHHHH C HEKCJIaHH PCaKIIHH

MeTadoImu3IMa u
XPAHEHEeTO

0COOEHO Ipu
MNaLMEHTH C JiMadeT
(BK. TOuka 4.4)

Cucremo-oprasex Yeern HeuecTH Peaxmu C HeusBecTHA
KJIac (=1/100 no (=1/1 000 o (=1/10 000 xo yecToTa (o1
<1/10) <1/100) <1/1 000) HAJTHYHHUTE AAHHH
He Moxe 1a Obae
HAaNnpaBeHa OLIeHKA)
Mudexumn u ["bOnuHM
uH(pecTauu MHG(EeKLH,
BKJIFOYUTEITHO
MH(EKLHH C
Kanjmna
[latorenna
PE3UCTEHTHOCT
Hapymenus na JleBkormieHus TpombGouuToneHus [ lanuuTONEHUA
KpBbBTa U JinMdHaTa Eosunopunmusa | Heyrponenus ATpaHyJIOLHUTO3A
cHCTEMA XeMOJIMTHYHA
aHeMusl
Hapy1uenus Ha AHruoeaem AHadunaktTuieH
MMYyHHATa CUCTEMaA CBpbX4yBCTBUTEIIHOC | IIOK®
T AHa(punakTou/IeH
(BK. TOYKa 4.4) mok*(BxK. Touka 4.4)
Hapymenus Ha Cunapom Ha
CHJIOKpUHHATA HeaJleKBaTHaTa
cucTema CeKpeLHs Ha
AHTHANYpPETHYEH
xopmoH (SIADH)
Hapymenus Ha AHoOpeKkcus XHUIMOTITHKEMMUS,
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Cucremo-opraHen Yecrn HeuecTn Peaxu C Hen3BecTHA
KJIac (=1/100 o (=1/1 000 xo (=1/10 000 g0 yecTora (0T
<1/10) <1/100) <1/1 000) HAJTHYHHTE JAHHH
He MoKe /1a Ob/e
HAlNpaBeHA OLIEHKA)
[Tenxnynu be3scwHme TpeBoxkHOCT [Tcuxuynm peakiuu | IleuxoTuynm
HapylIeHusA ™ CobeTogHue Ha | (Hamp. ¢ HapyLIEHHUs CbC
00BpKaHOCT XaIoUHALMH, caMmo3acTpaliaBaio
HepBHocT napaHos ) MIOBE/ICHHE,
Jlenpecus BKJIKOYBALLH
BB30yna CYMUMIHU MUCITH WU
ApKkH chHHULIA OITHT 3a
Konimapu caMoyOHMitcTBO
Henmmpuym (BkK. TOuKa 4.4)
Hapyuienus na [ maBoOonue | ChLHIMBOCT Kouyncus (Bix. [lepugepna cenzopna
HepBHaTa cucreMa™ 3amMasHOCT Tpemop TOYKU 4.3 n4.4) HeBpoIaTHus (BXK.
Jlucryesus [lapecTtesus To4Ka 4.4)
Hapyenne Ha Ilepudepna ceHzopHa
nameTTa MOTOpHa HEBPOTIATHA
(BX. Touka 4.4)
[Tapocmus,
BKITFOYMUTEITHO
AHOCMMUS
JInckuuesns
ExcTpanupamuau
HapyLIeHHA
Arey3us
CuHkon
JlobpokayecTBeHa
BbTpeYeperHa
XUITePTOHUS
Hapymenus na 3putenuu cmymenus | [IpexoaHa 3aryba Ha
oyute* KaTo 3aMbIJICHO 3peHue (BXK. TOYKa
3peHue 4.4), yBeur
(BK. TouKka 4.4)
HapylieHusa Ha yxoTo CBeToBBpTEXK | THUHHUTYC 3aryba Ha cnyx
1 nabupuHTa* Hapyiuen cayx
Cobpaednn Taxukapaus Benrpukynapna
HapyLueHus™** [Tannuranuu TaxuKap/us, KoaTo
MOXKe Ja JIoBeJIe J10
ChpJCYEH apecT
BenTpukyapHa
apuTMus U torsade de
pointes (cboO1aBaHu
NpeJAUMHO IIpH
MalUeHTH ¢ PUCKOBH
¢dakTopu 3a
yabnkaBane Ha QT),
yabikeH Ha QT B
eJIeKTpoKapauorpama
(BXK. TOYKH 4
CbJ10BU Camo 3a iv XHUIOTOHMA
HapyLeHus** gopma:
D1eduT
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Cucremo-opranen
KJac

YectH
(=1/100 o
<1/10)

HeuyecTHn
(=1/1 000 ao
<1/100)

Peakn
(=1/10 000 a0
<1/1 000)

C Hen3BecTHA
yeeToTa (0T
HAJUYHHUTE NAHHH
He MOKe JIa Ob/1e
HANPAaBE€HA OIEHKA)

Pecriuparophn,
IrPBAHU U
MeIHacTHHATHH

HapyLICHUA

Jlucnues

bponxocnasbsm
AnepruyeH
ITHEBMOHMUT

CTOMaUIHO-YPEBHN
HapyLLeHUs

Juapus
[loBpbiane
["anene

AbdgoMuHanmHa
Ooska
Jlucnerncus
dnaTtyleHIus
Konctunanus

Huapus -
XeMoparu4Ha, KositTo
B MHOT'O pe/IKH
cly4au Moxe aa obj1e
nokasarejHa 3a
€HTEPOKOJINT,
BKJIKOYUTEITHO
cBIOMeMOpaHoO3eH
KOJIUT (BXK. TOUKa 4.4)
[Tankpeatur
(BK.TOYKA 4.4)

Xermnato-oummapHu
HapyLICHUs

[ lopuiuenn
4EepHOAPOOHHU
CH3UMHU
(ALT/AST,
ajKanHa
dbocdaraza,
GGT)

[ToBuuien
OunupyouH B
KPBBTA

KbnTeHnUa U TEXKO
YepHOAPOOHO
yBpexK/1aHe,
BKJIKOUUTEIIHO Cllydau
Ha (arasHa ocTpa
YEepHOAPOOHA
HEeJ0CTATBLYHOCT,
[MPeIMMHO TIpH
MAUMEHTH C TeKKH
MoJIeKAaLIH
3a00J1BaHus (BIK.
To4yka 4.4)

XernaTtur

Hapymenus Ha
Ko)KaTa U
MOJIKOYKHATA ThKaH °

Obpus
Coupbex
Yprukapus
XUnepxuaposa

JlexkapcTBeHa peakuus
C €03UHODUITUA H
CUCTEMHH CHMIITOMH
(DRESS) (Bxk. TOouka
4.4),

Duxcupana
JIeKapCTBeHa epyrus

TokcuyHa
ernuaepMaiHa
HEKpOIu3a
CuHIpoM Ha
Stevens-Johnson
Epurema
myJTuopme
Peakuus Ha
(hOTOYYBCTBUTEIIHOCT
(BK. TOuKa 4.4)
JleBKOLUMTOKIJIACTEH
BACKYIIUT
CroMaTur

13




CucTeMo-opraneH Yectu HeyecTH Penku C HeH3BecTHA
KJaac (=1/100 o (=1/1 000 o (=1/10 000 xo yecToTa (0T
<1/10) <1/100) <1/1 000) HAJIHYHHTE JAHHH
He MOoxKe Ja On/e
HANPABEHA OLICHKA)
Hapymenus Ha Aptpanrus CyX0XKHIIHH Pabaommonusa
MYCKYJIHO- Muanrus HapylueHus (Bx. Pyntypa Ha
CKeJIeTHaTa Cucrema TOUKH 4.3 u 4.4), CYXOXKHJIME (Harp.Ha
U ChEJMHUTENIHATA BKJIIOYUTEJIHO axHJIEeCOBOTO
ThKaH™ TeHJHUHUT (HaIp. HA | CYXOXWine) (Bx.
axuIIeCOBOTO Toukn 4.3 u4.4)
CYXO0KHUIIHE) Pyntypa Ha nuramMeHT
Myckynna cnaboct, | MyckynHa pynrtypa
KOATO MOXE Jla € OT | APTpHT
0Cc00EHO 3HaYEeHHE
[PH MAIUEHTH C
MHUACTEHUS IPaBUC
(BXK. Touka 4.4 )
Hapyiuenus Ha [ToBuiuen Octpa 6B0peuna
ObOpeuurTe u KpeaTUHHH B HEJA0CTATbYHOCT
MUKOYHHUTE ITBTHUILA KpbBTa (Hamp. mopaau
MHTEPCTUIIHAJIEH
HepHUT)
OOy Hapywenus n | Camo 3a iv AcCTeHUA [Inpekcus bonka (BKJIKOYHTEITHO
eexTn Ha MACTOTO | dopma: OoJika B rep0a,
Ha IPUJIOKEeHHe™ Peakuuu Ha FPBAHUS KOII U
MACTOTO Ha KpalHUIUTE)
UHOY3u
(Gonka,
3a4epBIBaHe)

a &Ha{bHﬂﬂKTH‘{HH H aHﬁ(bHHﬂKTOHﬂHH pPCaKLHH ITOHAKOra MoraT Ja Bb3HHKHAT JJOpPH CJIE€] ITbpBaTa

J03a.

5 KOXKHO-JIMTABUYHH PCAKINH ITOHAKOI'a MOraT JAa Bb3HUKHAT JOPH CJICA ITbpBaTa J03a.

Jlpyru HexenaHu peakuuu, CBbp3aHu ¢ MPHJIOKEHHUETO Ha (PITypOXHMHOJIOHH BKJIIOYBAT:
@ [IpucTenu Ha nopupus Npu NalMeHTu ¢ nopdupus

*ChoOl111aBa ce 3a MHOTO peJIKu CITy4al Ha MPOABJIKUTENHH (10 Mecel WiIH FOJHHH),
UHBAJIM/IN3HPALIU H NIOTEHLIHAIHO HEOOPATUMHU CePHO3HM JIEKAPCTBEHN peakinu, 3acAraly HAKOJKO,
MOHAKOra MHOI'O CHCTEMO-OPTraHHU KJIacOBE M CETHUBA (BKIIOYHUTEIHO peakiluy KaTo TeHIUHNT,
pa3sKbCBaHE Ha CyXOXKHIIUE, apTpanris, Oojika B KpallHULIMTE, HApYLLICHHE Ha MTOX0/1KaTa, HeBPOMaTHH,
CBBP3aHU C [apecTe3uu, JAenpecus, ymMopa, HapylueHne Ha aMeTTa, HapylleHHUs Ha ChHA U
yBpeXkKJaHe Ha cllyXa, 3peHHeTO, BKyca i 0OOHSHHETO) BB BPb3Ka ¢ ynorpedaTa Ha XHHOJIOHH U
(1yOpOXUHONIOHH, B HAKOHU CJTy4aH, He3aBUCHUMO OT Bede ChIeCTBYBaLIUTe PUCKOBH (GakTopH (BK.

TOo4YKa 4.4).

** I1pn naumentute, npuemMaliy GyopoXHHOJIIOHH, ca ChbOOLICHH ClyYau Ha aHEeBpU3Ma U JIUCeKallis
Ha aopTara, INOHAKOra YCII0KHEHHU [T0pa i pa3KbCBaHe (BKIOYUTEIIHO C JIeTaJleH U3X0/1) U

peryprutanus/HeJ0CTaTbYHOCT HAa HAKOM OT ChpAeYHUTE KJianu (BxK. Touka 4.4).

Cpob1uaBaHe Ha MOA03MPAHU HEXKEJTaHU PeaKLuu

CrpobiaBaHeTo Ha NOA03MPaHH HeXKeJIAaHHM peakllMM clie/] pa3pelraBaHe 3a yrnorpeda Ha jeka
MPOJYKT € BaxHO. ToBa 11o3BosBa Aa NpoaAb/JAKH HAOIIOACHHUETO HA ChOTHOIIEHUETO TOJI
JIeKapCTBEHUA NPOAYKT. OT MEAUIIMHCKUTE CIICLHATTUCTH Ce U3MCKBA J1a CbOOLIABAT BCS
MoJlo3upaHa HesKkellaHa peakius upe3 M3nennuTeiHa areHius no Jiekaperpara yi. ,,J[a

8, 1303 Codmus, Ten.: +35 928903417, yebdcaiit: www.bda.bg.
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4.9 Ilpeposupane

Cropea TOKCUKOMOTMYHHTE [IPOYYBAHUA IIPH KMBOTHH MIIH KITHHAYHO-(PapMaKOIOTHIHUTE
NPOYYBaHU, [IPOBEJIEHH ChbC CYNpaTepatieBTAYHU 1034, Hall-BaXKHHATE PU3HALM, KOUTO TpAOBA J1a ce
OYaKBaT cIe] OCTPO Mpeo3upaHe Ha TagaHHk TabNeTKH ca CHMIITOMHM OT CTpaHAa Ha LEHTPaNHAaTa
HEPBHA CHCTEMA, KaTo 06BPKaHOCT, 3aMagHOCT, HapyIIEHO Ch3HAHNE H KOHBYICHBHH NPHIIATBIH,
yabikaBaHe Ha (T MHTEpBaATIA, KAKTO H CTOMAILIHO-4YPEBHH PeaKIMH KaTo raJeHe i JHraBUYHH
epOo3HH.

Edextu pppxy LIHC, BKm0UBaINH CHCTOSHHE HA OOBPKAHOCT, KOHBYJICHH, XaMOIMHAIIMH H TPEMOD ca
Ha0MoaRaHH YIPU MOCTMAPKETUHTORBHA OITHT.

B cnyuait Ha npeno3upane, Tpa0Ba a ce IPUIOKH CUMIITOMATHYHO NedeHue, Tpabpa aa ce
npeanpueMe EKI™ MoHHTOpHpaKe, Nopany Bb3MOXKHOCTTA 3a yAbIkaBaHe Ha QT urTepBana. Morar
aa ObaaT Npunarail aHTHALM/IU 32 TpeiNa3BaHe Ha CTOMAIIHATA JTUraguia. XeMo Hanmsa,
BKJIIOYUTETHO NepuToHcanHa quannsa u HAIIJl e ca epekTHBHU 3a OTCTPaHMBAHE Ha
neBogrokcalyd oT oprauusma. He crmecTByBa cniquputieH aHTUAOT.

5. GAPMAKOJIOTHUHH CBOMCTBA

5.1 PApMAKOAHHAMHYHY CBOHCTBA

@apMaKoTEepalleBTHYHA IPYIIA: AHTHOAKTePHATHH XUHOIOHH, IIYOPOXUHOIOHH

ATC kom: JOIMAI2

JleBo(pNOKCAIIUH € CHHTETHYHO AHTU0AKTEPHUATTHO CPEICTRBO OT KNac GIyOPOXHHONOHH H € S (-)

CHAHTHOMCPBT Ha PAICMHYHOTC aKTHBHO BEIIIECTBO OCbHOKCElHHH.

Mexaniuzwvm na oeticmaue

Karo ¢pnyopOXHHOIOHOBO aHTUOAKTEPHUAIIHO CPEACTBO, JIEBO(IOKCALMH AeHCcTRa BHPXY KOMINEKca
JHK-JHK rupasa g TonousoMepasa I'V.

Bpvaka gapmaroxunemuxa/ papmaxodunamuxa

CreneHTa Ha OaKTepHaiHa AKTHBHOCT HA TERBO(IOKCAIHH 3aBUCH OT CHOTHOILIEHHETO MEXTY
MaKkCHMAalTHaTa KoHIEeHTpallud B cepyMa (C max) unu muorira noj kpusata (AUC) u MuHMManHaTa
nHxudHpaina koHueHTpauus (MIC).

Mexanuzvm na pesucmenmuocm

Pe3uCTeHTHOCT KBM JeBOGUIOKCALMH ce TpUA0ONBA Upe3 MoeTaneH Mpollec Ha MyTAllUd B TApreTHUTE
MecTa U Ha asete tonouszoMepasu tun 11, JIHK rupasa u tomounzomepasza IV. Jlpyru MexaHu3Mu Ha
PE3UCTEHTHOCT KaTO OapuepH Ha IPOMyCKIMBOCTTA (UYeCTO IIpH Pseudomonas aeruginosa) 0
MEXaHU3MH 32 eQIyke, MOTaT CBINO Ja MIOBIHAAT Ha 9yBCTBHUTEIHOCTTA CIIPIMO JIEBO(PIIOKCAIIHH.
HabnrogaBa ce kpbcTOCaHa PE3UCTEHTHOCT MEXAY meBodrmokcaliliH ¥ apyrd GIyopOXUHOJIOHMU.
Iopagu MexaHu3Ma Ha ASHCTBHE, KATO LAJI0 HAMA KPhCTOCAHA PE3HCTEHTHOCT MEXY JeBOUIOKCALUH

1 IPYTUTE KNAacOBe aHTUOAKTEPHANIHY CpeICTRa.

I'panuunu cmounocmu
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MOBUIIEHA EKCIIOZHUNA OT Pe3UCTEHTHHTE OPTAHU3MY, ¢A IPEACTABeHH NO-0NY B TabAHIATA 3a
TecTBaHe Ha MIC (mg/]).

Koimanuau MIC rpasngsan ctofinoctd Ha EUCAST 3a nesodnokcauun (Bepeus 10.0; 2020-01-01):

IlaToren YyBCTBHTENEH Pe3ucrenten
Enterobacterales <0,5mg/l >1 mg/l
Pseudomonas spp. <0,001 mg/l >1 mg/]
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/]
Streptococcus pneumoniae - <0,001 mg/l >2 mg/|
Streptococcus groups A, B, C and G <0,001 mg/] >2 mg/l

Haemophilus influenzae <0,06 mg/] >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/]
Aeromonas spp. <0,5 mg/1 >1 mg/l
OK-D/] (Hecppp3aan ¢ BHAOBETE) TPAHHYHH CTOHHOCTH <0,5 mg/] >1 mg/l

1 caMo Npu HeYCIOXHEeHH UHPEKIINHA Ha YPHHAPHUS TPaKT
2: YyBCcTBUTENHOCTTA MOXe Aa ObAe W3BeeHa OT YyBCTBUTEIHOCTTA KBM IUNpOodIOKCAMH

[Tpeobnanapamara pe3nCTEHTHOCT MOXKE 1A BApHpa reorpad)CKH W BBB BpEMETO 3a OlpeJe/ICHd
BHIOBE, [I0paJM KOETO € KeNaTeNHO Ja Ce TEPCH HHPOpMaUs 3a TOKAIHATA Pe3NCTEHTHOCT, 0C0OEHo
Ipy JieueHHe Ha TexXkH nHpeknuu. ITpn HeodxoaumocT, Tpa0Ba Ja ce ThPCH eKCepTHA KOHCY ITalHA,
KOTaTo MecTHaTa npeobiagaralna pe3NcTEHTHOCT € TaKapa, e IPIICKEHAETO Ha CPEICTBOTO MTOHE
IIpH HAKOW BUIOBE UHQPEKINY, € MO BBIOPOC,
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Oou4aiiHO MYBCTBHTEAHH BHAOEE

Aepobnu L pam-nonoycumennu DaKmepuu
Bacillus anthracis

Staphylococcus aureus memuyiniun Yyyscmeumennu
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobnnu I'pam-ompunameinu baxmepui

Eikenella corrodens
Haemophilus influenzae
Haemaophilus para-influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris

Providencia rettgeri

Aunaepobuu baxmepull
Peptostreptococcus

Apyzu
Chiamydophila pneumoniae

Chlamydophila psittaci
Chlamydia trachomatis
Legionella pneumophila
Mycoplasma preumoniae
Mycaplasma hominis
Ureaplasma urealyticum

Buaore, npy KONTO NPHAOOUTATA PEIHCTEHTHOCT MOKE 1A C& OKaxke Npodaem

Aepobru Ipar-noioxcumenny baxmepuu

Enterococcus faecalis
Staphylococcus aureus METUIIANMH PE3HCTEHTHY
Koarynaza neratvees Staphylococcus spp

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

AHnaepoénu baxmepuud
Bacteroides fragilis

HacneacTBeHO pe3uCTeHTHU IaMOBe
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Aepobnu I'pam-nosoxcumenny faxmepuu

Enterococcus faecium

" MHOTO € BEpOATHO METHIIHINH-PE3UCTEHTHH S. qureus 1a HMAT KOPe3HCTEHTHOCT KM
Gy OpOXHHONOHH, BKTIOUMTEIHO MeBOdIOKCALIBH.

32 ©OapMaKOKHHeTHYHM CBOHCTEA

Ab6copbuud

ITpn nepopanHo npunoxeHHe neodrokcalM ce adcopbupa 6Bp30 K MOYTH HATEIHO W JOCTHIA IIHK
Ha Ia3MeHarTa koHiieHTpauud go 1 - 2 gaca. AdcomorHara buonamaboct € 99 - 100%.

XpaHata uMa ciad edext Bbpxy abcopbimiaTa Ha neBO(IOKCALIVH.

YcaoBHA Ha cTAUHOHAPHO CHCTOSHAE ce JOCTUrar Ao 48 gaca cnen cxema Ha npunarade 500 mg
BEAHLXK WIH B4 IBTH JHEBHO.

PasmipeieneHue

[TpnénuzurenHo 30 - 40% ot neBoNOKCALHH C& CBLP3BAT ChC CEPYMHUTE MPOTEHHHU.

Cpennuar 0b6eM Ha pasnipenesieHye Ha JesogrokcalnH € npubmusutento 100 1 cnen eqHokparHa u
MHOrOKpaTHHU 7103 0T 500 mg, u mokaspa UIHPOKO pa3npeleNeHHe B TENECHUTE ThKaHH.

TIpoHHKRaHe B ThKAHUTE H TeJleCHHTE TeYHOCTH

JlepoQiokcallMH IPOHUKBA B OPOHXHATTHATA JIMTABHUIA, €MUTEIHATA TOKPHBHA TEYHOCT,
aJBeONapHUTe MaKpodary, 6eNoapoOHATA ThKAH, KOXKaTa (TeIHOCTTa B MEXYPHTE ), ThKAHTAa HA
npocTataTta ¥ ypuHata. Obaue, neBodiIoKcaylH UMa He3HAYUTEIIHO NPOHUKBaHe B IpBOHAUHO-
MO3BUYHATA TEUHOCT.

brHoTpadc MalHyg

Jierodnoxcauuy ce MeTabonu3upa B MHOIO MalKa CTETIEH KaTo METAOONHTHTE ¢a AE3METHITI-
nerodirokcalu i nepodnokcaid N-okcH. Teszn MeTaboTuTH OpeAcTaBIABaT <5% OT 703314 U ce

EKCKpETUPAT B ypuHaTta. JIeBoQnoKcaliH € CTepeOXHMUYHO CTa0HIeH U He PeThEPNABa XHPATHA
MHBEPCHA.

EnuMuuupayge

Cren nepopanioe U HHTPABEHO3HO NIPHUIOKEHUE HA JICBOGUIOKCAUNE, TOR ce €lIMMUHNPA OTHOCHTEIHO
OaBHO OT Muasmarta (tw: 6 - 8 h). Exckpeunara e npeaumMuo upes 6ubpenure (>85% ot npunoxeHara
J103a).

CpeaHMAT NpHUBHASH OO TeAeCeH KIHUPRHC Ha JEBOQUIOKCAIIMHE ClTe] e AHHIYHA 1033 oT S00 mg e
175 +/-29.2 ml/mun.

HsmMa ronemu pasianky BoB (pAPMAKOKMHETHKATA HA NeROBNOKCAIUH ¢ile] UHTPABSHO3HO U

ITHT.

JInHeiHocT
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JleBodutokcauvH IpyTekaBa TuHeliHa papMakokuHeTHKa B xuanazon ot 50 1o 1 000 mg.

Crenyanuy 1oy Jaivn

Hayuenmu ¢ 6v6peyna HeOOCMAMBYHOCN

DapMakokUHETHKATA Ha NeBOQIIOKCAlHH ¢ 3acAra npH 610peuHo yppexxnane. Ilpy HaMalsBase Ha
6p0peunara pyuxkuns, 60peUHOTO CTUMUHMPAHE ¥ KIMPHHC HAMANABAT, €TUMHHALUOHHIAT
MIOMY>KUBOT C€ YABIDKARA, KAKTO € TIOKA3aHO B TAOMUIATA TO-IONY:

dapmakoKnHETHKA IpH OROpeUHa HEAOCTATEYHOCT Clell eAMHUYHA ITepopanta 103a oT 500 mg

Clr [ml/min] <20 20 - 49 50 - 80
Clg [ml/min] 13 26 37
tiz_|h] 35 27 9

[Tayuenmu 8 cmapuecka ée3pacnt

Hsama 3HaquTeNHl paznuky BbB (papMaKOKHHETHKATA HA NeBOMIOKCANMH Npd MIaAM M NALUEHTH B
CTapyecCKa Bb3pPacT, OCBEH T€3H CBLP3aHH ¢ Pa3liMKY B KpeaTHHUHOBHA KIHPBHC.

lHonoau pazruxu

OT1/ienHd aHaAIU3H [IPpH MBXKE H )KCHH IIOKAa3BaT MAIIKH A0 I'PAHKMYHN ITIOJIOBU PAa3JIHKH BBEE

(apMaKoKNHETHKATA Ha JeBoduokcannH. Hama JaHHU Te3M MOJNOBH PA3IHKK A4 ¢d OT KIHHHYHO
3HATEHHE.

5.3 IMpeakAMHMUYHM JaHHH 32 0€30MACHOCT

HexTHHUYHATE JaHHU HE [I0KAa3BaT 0co0eH PHCK 3a Xopa Ha DazaTa Ha KOHBEHIIMOHATHHTE
¢bapMakoONOrH4Hy NpOYYBaHMA 32 TOKCUYHOCT Ha €/IMHUYHA /1034 U IIPH MHOTOKPATHO TMpH/IaraHe,
KaplLWHOTeHeH TOTeHIHAN, PETIPOAYKTHBHA TOKCHYHOCT M TOKCHIHOCT 33 Pa3BUTHETO.

Jlesomokcallud He NpeN3BHKBA HApyileHHe Ha QEpTUTHTETA HITH PEIpOYKTHBHATA CTIOCODHOCT
[IpH TITBXOBE H HETOBUAT €AUHCTBEH edeKT BBPXY IN0OAA € 3a0aBECHO Ch3PABAHE BCICICTBHE HA
TOKCHYHOCT Npy Maiikara.

JleBo(pnokcalvid He HHAYLHpPa TeHHA MyTalluyl B GakTepHaiad KITeTKH WK KIeTKd Ha 603aiinii, Ho
HHIYIHPa XpOMO3ZOMHH abepalliy B DeloapoOHY KiIeTKH 0T KUTAUCKU XaMcTep in vifro. Tesn edekTu
MOKe Jia ce OhJKaT Ha MEXulHpaHeTo Ha Tononzomepasa Il. In vivo TecToBe (MUKPOHYKICApHN,
pa3sMAHA Ha CECTPHUHCKU XpOMATHIH, HelpeapaeH cuHTe3d Ha JHK, 1oMUHAHTHY JIeTanHu TECTOBE)
HE [TOKa3BaT HUKAKbB MeHOTOKCHYEH MOTeHLHAaN,

[Ipoy4BaHig IIpH MHLIKA MOKA3BAT, 4e JeBOGIOKCAUH UMa (POTOTOKCHYHA AKTHRBHOCT CAMO TIPH
MHOTO BHCOKH JO3H. JIeBO(IOKCAIINHE Heé TTOKa3Ba HUKAKBE NTeHOTOKCHUYEH NOTEHIMAN MPH TecTa 3a
$OTOMYTAareHHOCT ¥ HaMaNsABa TYMOPHOTO PA3BHTHE IpH TpoyUyBaHe 3a POTOKAHUEPOTEHHOCT.

Kakro npu apyrute QuiyopoXHHOIOHHU, TEBOQIOKCAIIHH TIOKA3Ba ePeKTH BEPXY XPYLUSJIHTE
(oTnenpane ¥ 0Opa3yBaHe HA KYXMHW) NpU NIBX0BE U kKy4eTa. Te3d HaXOAKH ca No-u3pa3eHH Tpy
MII&H SKABOTHH.

6 PAPMANEBTUWYHYH JAHHHU

6.1 CnHceBK HA MIOMOIIHHTE BeecTBa
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Tapannk 500 mg Qpunmupany TabneTKy CbABPKA CNEJHUTE TOMOLIHH BEIECTBA 33 Maca Ha
TabneTkarta 630 mg:

Tabnemuo a0po:
KpocroBnaon

Xunpomenosa
MuxpoxpHcTanHa 1enynosa
Harpuer cteapun pymapar
Hoxpumue na mabnremxama:
XunpoMenosa

TuranoB quUokcup E 171
Tank

Maxkporon

Xwont xenezen okcup E 172
Yepren xenezes oxkcun E 172
6.2 HechBMeCTHMOCTH

Henprioxumo.

6.3 Cpok Ha rogHoCT

3 roguHu

6.4 CrneunanHu yeAoBUs Ha CLXPAHCHHE

To3n exapcTBeH NPOAYKT HE U3NCKBA CIICLIMATTHY VCIIOBHS Ha ChXpaHeHHE.
6.5 Bua H ChALPXAHME HA OfIAKOBKATA

PVC/ anymunuerd OIHCTEpH, ChABPXALM GuaMupady Tabnerku.

OmnakoBku ¢ 500 mg Ttabnerku: 1, 5, 7, 10, 14, 50, 200 u 500, npennaraun Ha Ma3apa.
He ecunicu sudoge onaxosxiu mozam oa 6vw0am nychamu 6 npodaxchba.

6.6 CrieuMaHu NpeAnasHi MePKH NPH H3XBHPAAHE
JenurenHata Yepra MO3BOIARA 4JalITHPaHe Ha J03aTa [IpH MalUeHTH ¢ HapylileHa OpOpedna
GyHKIM.

KakTo npu BCHYKH JICKAPCTRA, HEHU3ONA3BAHHAT NEKAPCTBEH HPONYKT TpaDBa Ja ce H3XBHPNs B
CHOTRETCTBHE ¢ MECTHHTE H3UCKBAHNA 32 ONIa3BaHE HA OKOJHATA Cpefa.
7 INIPUTEXATEJI HA PAPEINIEHUMETO 3A YIIOTPERA
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

(DpaHuus

8 HOMEP(A) HA PAZPELHIEHUETO 3A YIIOTPEBA

20020443
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9 NATA HA IThPBO PASPEINABAHE/MOJROBABAHE HA PA3IPEIIEHNETO 3A
YHOTPEBA

JlaTa Ha meppBO paspeiuagase: 44.06.2002 .

Jara Ha nociaenHo noguopsasase: 31.07.2012 .

10 JATA HA AKTYANIHU3IUPAHE HA TEKCTA

16/03/2023
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