KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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1 MUME HA JIEKAPCTBEHUS IPOJIYKT e e OO YT

Tasanuk 500 mg puamupanu tabieTku
Tavanic 500 mg film-coated tablets

ALES7-3  19-06- znéﬁf

2 KAYECTBEH U KOJIHMYUECTBEH CHCTAB

Besika punmupana Tabnerka Tapanuk 500 mg chabpxa 500 mg nesodaokcauun (levofloxacin) karo
neBo(IOKCALMH XEMHUXH/IpaT.

3a MbJIHHUSA CITHCHK Ha MOMOIIHHUTE BellleCTBA BUKTe TOYKa 6.1.

3 JIEKAPCTBEHA ®OPMA
Punmupana Tadbnerka.

bienoxbiTeHHKaBo-0€eIM /10 YyepBeHHKaBO-0en (pUIMHpaHu TabJIeTKH ¢ Je/TMTETHA YepTa.
Tabnerkata Moke /1a Ob/ie pa3jie/ieHa Ha paBHH TTOJIOBHHHU.

4 KIUMHUYHUA JAHHHU
4.1 TepaneBTHYHH NoKa3aHusa

TaBanuk e noka3saH npu Bb3pacTHH 3a JIeYeHHe Ha clieIHuTe HHpeKmu (BxK. Touku 4.4 u 5.1):

. OcTbp NHETOHEPPHUT H YCII0KHEHH HHPEKLIMH Ha MHKOYHHTE MMbTHINA (BK. TOuKa 4.4)
. XpOHHYEH DaKTepHaeH NpoCTaTHT
. AHTPAKC MPH BAMIIBAHE: NMPO(DHUIAKTHKA CJIe/1 eKCIIO3MLIHSA M JiedeHHe (Bk. Touka 4.4).

3a no-aomy nocoveHure HHdpekunu TaBanuk TpaOBa 1a ce U3MOI3Ba caMo Korato ynorpebara Ha

aHTHOAKTEPHAJIHH [IPErnapaTH, KOUTO OOMKHOBEHO Ce MPEernopbYBaT 3a [MbPBOHAYAIHO JIEYeHHE Ha TE3H
HH(EKLIHH, Ce CMSTa 3a HEeNMOAXO0,/IA111A.

. OcTbp OakTepHalieH CHHY3UT

. Octpa ek3auepOanus Ha XpoHHUHA 0OCTpYKTHBHA GenoapobHa 6oecT, BKIFOYHTETHO
OpPOHXHUT

. [IHeBMOHMS, npuaoOuTa B 0011ECTBOTO

. YCnoKHEeHH HHPEKLIMKM Ha KOKAaTa U MEKHTE ThKaHH

- HeycioxkueHn nucetur (Bxk. Touka 4.4)

TaBaHMK MO’Ke CBHLIO 11a ce M3M10/13Ba 3a 3aBbPILBAHE HA Kypca Ha JIieYeHHe MPH NalMeHTH, MOKa3aiu
MO00pEeHHe NIPH HAYAJTHO JICYEHHE C HHTPABEHO3€H JIEBO()IOKCALIUH.

TpaOBa na ce uma npeaBU1 OQULIMAITHOTO PHKOBO/ICTBO 3a MOAXOASALIO H3IOJI3BaHE HA
aHTHOAKTEepHAIHHU CpeJICTBA.

4.2 JLO3HPOBKA H HAYMH HA NPHJIOKEHHE

laBaHUK TaOJIETKH Ce MpUIaraT BeJAHbK WK JIBA ITbTH JHEBHO. J[03MpOBKaTa 3aBHCH 7 : yg
TE€/KECTTa Ha HH(PEKLMATA U OT YYBCTBUTEJIHOCTTA HA NPENoJiaraeMus naToreHeH pp e
TaBanuk TabiaeTkH MOraT ChLIO /a Ce MpUaraT 3a 3aBbpliBaHe Ha Kypca Ha JiedeHul a@bi
KOMTO ca MOKa3alu no00peHHe Npy HavalHO JIeYeHHUE C HHTPABEHO3EH JIEBO(IOKCE

OMOCKBHUBAJIICHTHOCTTA Ha MapeHTepaiHaTa H nepopaiHata popma, MOKe J1a ce Npuls rar b3
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Lo3upoBka

Morar na 6Baar AaacHH cliefHUTE TIPEeHOPBKH 3a 103HpaHe Ha TaBaHUK:

Lozuposka npu nayuenmu c nopmanua bvbpeuna Qynxyua (kpeamununos xaupvrc >50 ml/min)

Hoxazanue JAHeBHA J030Ba CXeMa IIpasokATENHOCT HA
(cnopeo meowcecmma) JIEYEHHETO
(crhoped medicecmmay)
Octbp bakTepHalieH CHHY3HT 500 mg BeAHBXK JHEBHO 10 - 14 num
bakTepuanHo obocTpsaHe Ha 500 mg BeAHDBK AHEBHO 7-10 aau
XpOHHYHA OOCTPYKTHBHA OenonpobHa
Gosnect BKJI. OPOHXHUT |
[THeBMOHMA, NpUAOOHTA B 500 mg BeAHBK WIH ABA MbTH | 7 - 14 qHH
0b1IEeCTBOTO AHEBHO
OcTthp nKesoHePpHT 500 mg BeHBK HEBHO 7-10 nHu
YcnoxHeHH nHbEeKUHH Ha 500 mg BeaAHDBXK JHEBHO 7- 14 nHu
 YPHHApHHUA TPaKT
Heycnioxuen LMCTHT 250 mg BeIHBXK AHEBHO 3 nHH
XpoHHYeH OakTepuaneH nmpoctatut | 500 mg Beansk qHEBHO 28 nHH
YcnoxkHeHH HHQpEKIMH Ha KoxkaTta i | 500 mg BeAHBXK WIM [Ba 6T | 7 - 14 qHH
MEKUTE ThKaHH AHEBHO
AHTpaKC MpH BAULIBAHE 300 mg BeHBXK AHEBHO 8 ceAMHLIH
Cheyuannu nonyaayuu
Hapywena 6vopeuna Qyrxyua (kpeamununos kiupwvue <50 mi/min)
Ho3oBa cxema
250 mg/24 h 500 mg/24 h 500 mg/12 h
Kpeatununos IIvpsa oo3a: 250 mg | [Tepea doza: 500 mg ITvpsa doza: 500 mg
KJIHPBLHC
50-20 mV/min Cred mosa: Creo mosa: Caed mosa:.
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 ml/min Cneo mosa: Cneo mosa: Creo moea:
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml)/min Cnaeo mosa: (neo mosa: Creo mosa:.
(BKIIOYHUTENHO 125 mg/48 h 125 mg/24 h 125 mg/24 h

xemozmanuza u HAIT)'

'He ce HanaraT TOMBIHHUTENHH 1034 Cel XeMOIMANH3a HITH HellpeKbCHATa aMby/1aTOpHa

nepuToHeanHa aguanu3a (HAILD).

Hapywena yvepnoopobna gpynrxyus

He ce Hanara kopekilus Ha 403aTa, Thil KaTo JEBO(IOKCALMH HE Ce MeTaboNMM3Hpa B 3HaYMMa cTeneH
OT YEPHHA APOO H ce EKCKPETHPA OCHOBHO 4pe3 OnOpeLuTe.

llonynayus 6 cmapuecka ev3pacm

He ce Hanara KOPCKLIMA Ha [O3aTd INPH NALUUMCHTH B CTAPYECKA BB3PACT, OCBEH aKO HE/ALRHIS

AaHHH 32 HapyweHa Ob0peyHa yHKuMA (BK. Touka 4.4 | TEHAHHUT U PYNTYpH Ha Qy%&

» Y IbmkaBade Ha QT uHTeppana™).
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lleduampuyna nonynayus

TaBaHUK e MPOTHBOIIOKA3aH NPH JeLa ¥ IOHOWH (BXK. TouKa 4.3).

Hayuy Ha npuioxeuue

TaBanuk TabneTku Tps6Ba Na ce mornbLIaT, 663 Aa ce Pa3TPOLIABAT M C JOCTATHYHO KOIHUECTRO
TE€YHOCT. Morat nia ce pasaensT no aenuTenHata yepra 3a afanTHpaHe Ha 1o3ata. TabneTKHTe MOrat
Aa C€ MpHEMar o BpEMe Ha XpaHeHe WiIH MeXTy XpaHeHHsTa. TaBaHuk TaGneTku Tpsa6Ba na ce
PHEMAT IOHE JBa Yaca NPEeax WIH Cliell NPHIOKEHHETO Ha JKENe3HH COJH, LIMHKOBH COJH, MarHe3uii-
WUITH ATy MUHHH-CBABPKAILH aHTHALHAN WIH THIAHO3MH (CaMo KOMOUHAYUY Ha OuOAHO3UN C
ARYMURUU- WIU MACHE3UU-COOBDICAYU Dyepupaiyu cpedcmea), v cykpaidar, ThH KaTo MOXe Ja
HaCThIIH HamansBaHe Ha abcopbunsaTa My (Bx. Touka 4.5).

4.3 IIpornBonoxazannn

Jleodniokcalu TabneTku He TpsGBa a ce NpUIarar:

. IIpH MaLHCHTH, CBPbXYIYBCTBUTEIHH KbM JIEBOQUIOKCAUMH WITH APYTH XMHMIOHH, WIH HIKOE OT
MOMOIIHHTE BELIECTBA, U3OPOEHH B TOUKA 6.1,

. NP NMALUKMEHTH C eIHICIICHS,

. NpY MALIHCHTH C aHAMHE3a 33 HAPYIICHHS Ha CYXOXXHIMATA, CBbP3aHH C NIPHIOKEHHE HA
(.Ty OPOXHHOJIOHH,

. MNpU Aelia WIH KOHOLIH,
10 BpeMe Ha OPEeMEHHOCT,

. NPH KbPMayKH.

4.4 Creunajnu npeaynpexieHns U Npeana3ny MepKn NpH ynorpeoda

Ynotpebata Ha nieBodiokcaluH TpaGBa fa ce U3GATBA NPH NALMEHTH, KOUTO ¢2 UMATH CEPUO3HH
HEXXC/1aHU peakUMH B MHHAIOTO TIpK YNOTpeba Ha NPOLYKTH, ChAbPAALLH XHHOJOHH WIH
¢ityopoxuHONOHH (Bxk. TouKa 4.8). JIeyeHHeTO Ha Te3H MALIHEHTH C neBogokcauH TpadBa na ce
3ano4ea CaMo IIpH JIATCA Ha aITEPHATHBHH Bb3MOXHOCTH 32 JICYEHHE H C/I61 BHUMATEHA OLIEHKa Ha
ChOTHOLUCHHETO IMOJI3a/PHCK (BXK. CHIIO TOYKa 4.3).

Puck om pezucmenmuocm

MHOr0 BEpOATHO € METULIWIHMH-PE3UCTEHTHH S, aureus 1a UMaT KOPE3HUCTEHTHOCT KbM
(GITyOpOXHMHOJIOHH, BKIIOUHTENHO Neodiokcauuy. [Topagu Tosa NeBOQIOKCALIMH HE Ce Mpenopb4sa
33 JICICHHETO Ha M3BECTHH HITH NOAO3HPaHH HHpekun ¢ MRSA, ocBeH ako nabopatopuu pesynrat
NOTEBPAAT 4yBCTBHTETHOCT HA MMKPOOPIraHH3MAa CHPAMO NIEBOGIIOKCALMH (M NPENOPLUBAHHTE
OOMKHOBEHO aHTHOAKTEPUATHH CPEACTBA 3a IeYEHHE Ha uH¢exmu ¢ MRSA ca cuetenu 3a
HETOAXOAS1IIH ).

JleBodiiokcaumH MOXe [1a ce TpuiIara 3a IeUeHHe Ha OCTBP OakTepHaneH CUHY3HT ¥ 060CTpAHE Ha
XPOHH4EH OPOHXHT, KOTaTO Te3H HHPEKLIMM Ca MPABUAHO JHATHOCTHLIMPAHH.

PesncrenTHoCTTa cripamo GIyopoXHHOMOHU Ha E, coli — Hali-4ecTHST MaTOreH, CBBP3aH ¢ HH}EKIIMH
Ha ypHHapHUA TPaKT - BapHpa B Esponetickus crros. [Ipeanucpaiiiure Tpabea na B3eMar MPEABUI
JIOKATHO NMpeobiagaBaiaTa pe3sUCTEHTHOCT CIPAMO (GITyOPOXUHONOHN npH E. Coli.

AHTpaKc NpH saumBane: IIpHiokeHHETO NpH XOpa ce OCHOBABA HA NaHHH 3a 4y BCTBHTCIMORTTA ]
vitro Ha Bacillus anthracis v Ha eKCIEPUMEHTATHN JAHHH NIPH XKHUBOTHM, 32€JTHO C orp fne
npH Xopa. JlexyBaluute iexaps TpsOBa Oa ce pedepupar KbM HAUHOHATHHTE WITH M
KOHCEHCYCHH IOKYMEHTH OTHOCHO JIEYEHHETO HAa AHTPaKC.




{Ipoovrcumenny, uHeQIUOUIUPAUU U NOMEHYUWTHO HEOOPAMUMY CEPUOIHU HENCERARU IEKADCMBEHY
peakyuu

CrobluaBa ce 3a MHOIC PE/IKH CITy4aH Ha MPOXL/DKHTENHH (IIPOIBHIDKABAIIN MECELM HITH FOTHHH),
HHBAlIMAM3UPALIH H NOTEHUMATHO HEOOPATUMH CepUO3HH HEKENTAHH JIEKAPCTBEHH PEaKLIUH,
3aCATalll} pa3IHYHH, IIOHAKOTa MHOTO CUCTEMH B OpraHu3Ma (MyCKyJIHO-CKeNeTHa, HEpBHA CHCTEMa,
ICUXHKA W CETUBHH OPTaHH) MPH MALMEHTH, MOTy4aBallld XHHONOHH H (QITyOPOXHHOJIOHH,
HE3aBHCHMO OT TAXHATA BB3PacT U BEUYC ChLUSCTBYBALIMTE PHCKOBH (akTopH. JleBodiokcarmu Tpa6Ba
j1a ce crpe He3abaBHO NPH MbPBUTE NPU3HALM WIH CHMITTOMH Ha BCAKA CEPHO3HA HEXKENaHa PeaKIus
KaTo TNALMEeHTHTe TPAOBA N1a ce MOCHBETBAT Ja Ce CBBPKAT C TEXHHS JAEKap, NpeamUcan JIeKapCTBOTO,
3a CHBET.

Tenounum u pazxvceane na cyxoxcuiue

TeHauHHUT K pasKbCBaHe HA CYXOXHITHE (IIO-CNELHMAIHO aXMIIECOBO CYXOXKUITHE, HO 6e3 fa ce
OrpaHH4aBa CaMo JI0 Hero), MOHAKOra JABYCTPaHHO, MOXE /1A CE TOJIy4H OLIE B paMKHTe Ha 48 yaca ot
3aM0YBaHe Ha JICUCHHETO C XHHOJIOHH M (PJTyOPOXHMHONIOHH KaTO HMa ChOOIIEHHS 334 TAKUBA, Pa3BIUH
CC IOpH 10 HAKOIIKO MeCeLa Clell npeKpaTABaHe Ha JICYCHUETO. PUCKEBT OT TEHAMHUT H pa3KLCBaHE Ha
CYXOXKW/IHE C€ MOBHILABA NMPH NO-BH3PACTHU NALUEHTH, NALMEHTH C OBOpEeYHO YBpeXKnaHe, NaLHeHTH
C TPaHCILTAHTHPaH CONMMAEH OpraH, Npy NalHWeHTH, NOTyYyaBay AHeBHH 1034 o 1000 mg
JIEBOQIOKCALHH M TAKHBA, JIEKYBAHH CBITLTCTBALIIO C KOPTHKOCTepouay. [To Tasu npHunHa
CBITETCTBALLATA YTIOTPeO2 HAa KOPTHKOCTEPOUIN TPA6Ba Ja ce u3bsaraa. [Ipu mepBHs MpHU3HaK Ha
TEHAMHHT (Hanp. boNe3HeHO MOlyBaHe, BEINAJICHHE) IEYEHUETO ¢ JIeBOGIOKCALIMH TpAGBa a ce
IPEKPATH M Aa ce OOMHC/IH anTePHATHRHO Je4eHHe. 3acerHaTusT(Te) Kpainuk(LH) Tpsa6Ba na
Obae(ar) nekyBaH(M) no noaxonin HauKH (Hanp. o6esaBmwkBane). He TpAOBa na ce H3Moa3BarT
KOPTHKOCTEPOMIH, aKO C€ MOABAT NMPH3HALIH HA TEHINUHOMNATHA.

Euyechanonamus u muoxnonyc

CpobiaBaHu ca Cly4an Ha eHLe(aTonaTHs H MHOK/IOHYC MPH MALMEHTH, MPHEMALIH JIEBOBIOKCALIHH
(BK. Touku 4.8 1 4.9). PUCKBT OT eHUteha1ONaTHA H MUOK/IOHYC CE MOBHINABA NTPH [0-BBb3PACTHH
NAUUEHTH M MPH MALUEHTH ¢ 0B0peYHO YBpeXkAaHe, aKo 03aTa Ha JIEBO(IOKCALIMH HE CE KOPHTHpA
CIIOpeN Kp€aTHHHHOBHA KIHUPBHC KUIH NPH NALUEHTH C MPEIECTBALLH HApYLLIEHHA Ha LEHTPaIHATA
HEPBHA CHCTEMA. AKO ce MOA03Hpa eHUedanonaTHa WM MHOKIIOHYC, CBBP3aHH C 1eBOIIOKCALIMH,
TpA0OB2 1a ce OOMHUCITH NpeKpaTaBate Ha NPpHeMa Ha 1eBOGIIOKCALIMH H Aa Ce 3aroyHe MOIXOAALIO
JICUEHHE,

Jabonseanun cevpsanu ¢ Clostridium difficile

Anapus, ocoOeHO aKo € TeXKa, POIb/DKHTENIHA W/HITH KBPBaBa, 110 BPEME Ha WM CJIE JICUeHHE ¢
JIEBONIOKCALMH (BKIIOYHTENHO HAKOKO CEIMMIH ClIel JIEYSHUETO), MOXeE Jia Objie CHMITTOMATHYHA
3a 3a0onaBaue, cBbp3ado ¢ Clostridium difficile (CDAD). CDAD Moxe Aa BapHpa N0 TEXECT OT JIEKO
[10 XXHMBOTO3aCTpaLIaBaLIO, HAK-TEXKKaTa HOpMa Ha KOETO € NMCEBAOMEMOPaHO3eH KOTHUT (BX. TOUKA
4.8). ETo 3a1110 e BaXHO 112 c€ B3eMe NPENBU]] Ta3H JUarHo3a MPH MALKEHTH, KOWTO Pa3BHBAT TEKKA
AWapHA MO BPEME Ha WK ClIeA Ie4eHHe C JIEBO(IOKCAMH. AKO KMa CbBMHEHHE WK C€ MOTBbPAH
CDAD, nesodnokcaumn tpabea na ce cnpe He3abasHO U Be/IHAra fa € 3anoyHe MOAXOAALIO JICYeHHE.
JlexapcTBEHH NMPOAYKTH, NOTHCKALLM NEPUCTANITMKATA, Ca IPOTHBOMNOKA3AHH TIPH Ta3H KIHHUYHA
CHTYALMA.

Hayuenmu, npeopasnonodcenu xvm npunadvyi

XHMHOJIOHHTE MOTAT J1a CHWKAT Mpara Ha IpUIIabLy U MOTaT Aa MPeAH3BHKAT npunag
JlesBodnokcaunH € MpoTHBONOKa3aH NPH MALMEHTH C AHAMHE3A 32 EMHAENCHA (BX. TO




CHIDKABaT LiepeOpaiHMA Mpar Ha NpUNagbily, kato TeoduH (BxK. Touka 4.5). B cydaii Ha
KOHBYJICUBHH TIpHNIaABUH (BXK. Touka 4.8), 1eyeHueTo ¢ AeBoduiokcaLMH TpAOBa 1a ce MPeKpaTH.

Tayuenmu ¢ depuyum na 2noxo30-6-ghocgham dexuopozenaza

[TauueHTH € TaTEHTEH WM U3MBEH Ne(eKT Ha NoKo30-6-ocdar nexuaporeHa3HaTa akTHBHOCT,
MOTAT Jia MPOABAT CKJIOHHOCT KbM XEMOJIMTHYHH PeaKiiHM, KOTaTo ca JIEKYBaHH ¢ XHHOJIOHOBH
aHTUOakTepHaIHH cpelcTBa. [lopaau ToBa, ako NeBodIOKCAIMH Ce M3ITON3BA NPU TAKUBA NALIMEHTH,
TpsaOBa 11a ce cliey 3a €BEHTYyallHa 110982 HA XEMOJTH3A.

Hayuenmu c 6vbpeunu yepeoscoarnus

Tsi kaTo J1EBOIIOKCALIMH C€ €KCKPETHpa OCHOBHO 4pe3 O0n0penute, no3ara Ha TaBaHuk TpsadBsa na
ObIie KOpUrdpaHa NnpH naLMeHTH ¢ 0BOpedHO yBpexaaHe (BXK. TOUka 4.2).

Peaxyuu na cepvxuyscmsumeniocm

JleBodokcallMH MOXKe 1a IPHYHHH CEPUO3HH, NOTEHIIHATHO (AaTATHH peakLUHH Ha
CBPBXYYBCTBHUTEHOCT (T.€. aHrMoeAeM A0 aHaGUIaKTU4YeH [IOK), TIOHAKOTa MTOCeBALIM HAYAIHATA
no3a (Bx. Touka 4.8). [laumenrure TpsabGBa 1a NpeKpaTaT JeueHHeTo He3abaBHO M J1a & CBBpPKAT ¢
TE€XHHA JeKap HJIH C JIEKap OT ClIELLHa NOMOLL, KOWTO 1a HHHLIMMPA NOAXOAAILM CIIEIIHH ASHCTBHA.

Teacku xoxcnu nexcenaanu peaKyuu

Texin koxHH HexeNtauu peakurH (SCARs), BmouBally TOKCHYHa enMaepMania Hekponusa (TEN:
M3BECTHA ollle KaTo CHHApoM Ha Lyell), cunapom Ha Stevens Johnson (SJS), nexapcTBeHa peakuua ¢
€03HHOGUIUA ¥ cHCTeMHH cumntoMu (DRESS), octpa reHepani3ipada ek3aHTeEMaTO3HA MyCTy103a
(AGEP) 1 exconmmaTiBeH 1epMaTUT, KOWUTO MOXKE J1a Ca )KMBOTO3aCTpalliaBallii WIH ¢ JIeTalleH
H3X0[, c€ ChOOINAaBaT BbB Bph3Ka ¢ yrorpebara Ha siepoduiokcanuH (Bxk. Touka 4.8). [Ipu
NpPeANMHCBAHETO NALMEHTHTE TPsAOBa Aa ObAaT HHQOPMHpPaHH 32 NMPH3HALHTE H CHMITTOMHTE Ha TEKKH
KOJKHH PeakUMH K 1a ObaaT HabMi0/1aBaHH C MOBHUIIEHO BHUMaHKWE. AKO ce MOSABST NMPHU3HALHY H
CHUMITTOMH, MOKa3aTEIHH 34 TE3H PEaKLIMH, MIPIIOKEHHETO HA IEROPIIOKCALIMH TpsAOBa He3abaBHO fa
C€ MPEYCTAHOBM H J1a C€ OOMUCIIN ANTEPHATHBHO JieUeHHe. AKO NMALMEHTHT € Pa3BHJI CEPHO3HA
peakuusa kato SJS, TEN, DRESS, AGEP unu exconuatuBeH aepMartuT npH ynotpebarta Ha
NeBOMIOKCAUHH, JTEYSHHETO ¢ NeBOGNOKCalHH He TpAOBa Ja ce 3ano4Ba OTHOBO MPH TO3H TIALIUEHT.

Hucenuxemus

KakTo npu BCHYKH XMHOJIOHH, ca CbOOIIaBAaHH HAPYILIEHHS B KPbBHATA 3aXap, BK/IIOYBAIIH KAKTO
XHIIOTIHKEMHA TaKa H XHNCPIrIHKeMHs, Bb3HUKBALIY [T0-4E€CTO IPH NALKEHTH B CTAPUYECKa Bb3PACT,
OOHMKHOBEHO [IPH NALMEHTH ¢ JHa0eT, NpHEMAIIH CHITBTCTBAUIO JIEYEHHE ¢ MEPOPanHO
XUMOrMMKEMHYHO CPEACTBO (Hanp. rIdbeHKIaMmua) Wik ¢ HHCYJIMH. Cro0liaBaHy ca CIyYaH Ha
XHnornmMkeMH4Ha koMa. [1pu natmesTH ¢ quaber ce npenopbsyYBa BHUMATEHO NPOCNEAABAHE Ha
KpBBHaTa 3axap (BX. Touka 4.8).

Jleuenneto ¢ TapaHuK TpsAOBa la ce cnipe He3abaBHO, aKO MALMEHTHT CHOOILM 32 HAPYIIEHHE Ha
KpbBHATa 3axap W TpAOBa Ja ¢e WMa NpeaBH ANTEPHATUBHA aHTHOAKTEPHANHA Tepanus ¢

He(IJTY OPpOXHHOJIOHH.

Ilpednazeane om ghpomouyscmsumennocm

[Ipn nesodnokcaums e cpobmarana porouyecTUTENHOCT (BXK. Touka 4.8). [Ipenopbusa ce
MAalHEHTHUTE 4 HE C€ M3/1araT U3THIIHO HA CUJIHA C/TbHUEBA CBETJIMHA WITA HA U3KYCTBE

Lies rpeana3sale oT POTOYYBCTBUTEIHOCT.




llayuenmu, nexysanu ¢ sumamun K aumazonucmu

[lopaau BB3MOXKHOTO NMOBHIUABAHE Ha KoaryaauuoHuTe Tectore (PT/INR) w/wiH KbpBeHe npH
MalHeHTH, JIeKyBaHH C J1eBO(IOKCalnH B koMOHHaLMA ¢ BUTaMuH K aHTaroHucTH (Hanp. apdapus),
¢ HEOOXOAUMO MpPOCIIeIABAHE HA KOAryJIAaLMOHHHTE TECTOBE, KOraTo TE3H JICKapCTBa ¢a NMpHiIaraHu
€IHOBPEMEHHOQ (BX. TOUKa 4.5).

Hewxuunu peaxyuu

CpoOLiaBaHM ca IICHXHYHH PeaKUMH NPH NMAUHEHTH, MPHEMAILH XHHOJIOHH, BIJTIOYHTETHO
neBodIokcallvt. B MHOro pexu ciyuau ca NporpecHpaiy A0 CYMIMAHH MHCIIH U
CaMO3aCTPALIABAINO MOBEACHHE, OHAKOra CaMo clief] €AMHHYHA 1034 TEBOQIOKCALHMH (BX. TOYKa
4.8). B ciyyaid, 4e MauMEHTHT pa3BHe TE3H peakLMM, NPUEMBT Ha JieBOGIoKcaLHH TpA6Ba 1a ce
IpeKpaTH He3a0aBHO, MPH ITLPBH TIPU3HALM W CHMITTOMH Ha T€3H PEAKLIMH, U NalMEHTET TpAOBa Aa
OB1e NockBETBaH J1a ce CBLPIKE C NMpeANHCBaLuA Jekap 3a cheeT. Tpabpa na ce oGMHCTH
aNTePHATHBHA HE(DTYOPOXHHOJIOHOBA aHTHOAKTEpHATHA TEPAITHA H 1a C& MPWIOKAT MOAXOAAIIH
MepkH. [Ipenopbysa ce NOBUIIEHO BHHMaHHE, aKko N€BO(IOKCALIHH CE MpHIara npH MCMXOTHYHH
MALHMEHTH WIH NPH MALUEHTH C aHaMHe3a 3a NICUXHYHO 3a00IsIBaHe.

Yovnocaeane na QT unmepeana

HeobxoanMo € NoBHILLIEHO BHUMAHKE, KOraTo (DIIyOpOXMHOIOHH, BKJIFOYUTETHO JIEBOGIIOKCALIUH, Ce
MpHtaraT Npy MaMeHTH ¢ H3BCCTHH PHCKOBH (aKTopH 3a yabkaBaHe Ha QT uHTepBana, kaTo
HarpuMep:

- CHHIApPOM Ha BpoZeH yabpkeH QT

- €IHOBPEMEHHO MPHIIOKCHHE Ha JICKAPCTBa, 38 KOUTO € U3BECTHO, Y€ yabibkaBaT QT uHTepBana
(Harp. Knac IA u 11l aHTHapUTMUYHK, TPUUMKIIHYHY aHTHAENPECAHTH, MAKPOJIHIH, aHTHIICHXOTHIIH)
- HEKOPHT'HpaH eJIEKTPOIMTeH JUCOanaHe (Hanp. XUIIOKaTUeMus, XHIIOMAarHe3ueMus )

- ChbpAE4HO 3a00MaBaHe (Hanp. ChbpAeUHa HENOCTATHYHOCT, MH(APKT HA MUOKap/a, Gpaaukapaus)
[laupeHTHTE B CTapuecKa BB3pacT H XEHUTE MOraT Aa ObAaT NO-UyBCTBUTEIHH CIPSMO EKAPCTBA,
yAawsmxasamy QTc. [lopanu Topa € HE0OX0AUMO NOBHILIEHO BHHMAHHE, KOTATO MPU TE3H MOMYJIaLUH
ce npuiarar QIyopOXHUHOJIOHH, BINTIOYHTEITHO JIEBO(IOKCALIHH.

(Bxk. TOukH 4.2 [layuenmu 6 cmapyuecxa evipacm, 4.5, 4.8 u 4.9).

Iepugpepna nesponamus

Cvobumapa ce 3a ci1yyau Ha CEH30pHa HAH CEH30MOTOPHA MOJIHHEBPONATHA, BOJEILM 10 NaPEeCTE3HH,
XHNOeCTe3MA, AU3ECTE3UA HITH CNIabOCT MPH NALMEHTH, MPHEMALIM XHHOJIOHH U JITYOPOXHHOJIOHH.
[lanuenruTe, KOMTO MpHEMAT JieBO(IOKCALIHH, TPAOBa 1a 6bAAT NOCHLBETBAHM A2 HHPOPMHUPAT CBOA
N€Kap, NMpeay Ja NpoAb/KAT NEYCHHETO, aKO Ce MOABAT CUMITTOMH Ha HEBpOMATHA, KATO OOJIKa,
yCellaHe 3a napeHe, MpaByuKaHe, H3TPbIIBaHe Wi cnabocT, 3a 1a ce NpeJOTBPATH Pa3BUTUETO Ha
MOTeHLUHANHO HeoOpaTuMO 3abonseaHe (BXK. Touka 4.8).

Xenamobunuapru HapyuieHus

ChoOlluaBaHH ca cliyvau Ha YepHOAPoOHa Hekpo3a A0 paTanHa HepHOAPOGHA HENOCTATHYHOCT MPH
NeBOGIOKCALH, IPEAUMHO MPH MALMEHTH ¢ TEXKKH MOAIEKALIM 3a00IABAHHA, HATIP. CENCHC (BK.
Touka 4.8). [laumenture TpabBa fa OBIaT CHBETBAHM Ja CIIPAT JIEHEHHETO H /14 CE CBBPKAT C JeKaps
CH, aKO pa3BUAT NMPHU3HALIM H CHMITTOMH Ha YepHOAPOOHO 3ab0MsBaHe KaTO aHOPEKCHS, KBbJITEHHIIA,
TbMHa YpHHa, ChpOekK HIH OONTE3HEH KOpeM.

Obocmpsane Ha MuacmeRus 2pasuc

D1y OPOXHHOJIOHMTE, BIIIOYMTETHO 1€BO(IOKCALIMH, MMAT HEBPOMYCKYHO BnokupMi;
MOraT Aa 00OCTPAT MYCKY/IHaTa c1abocCT NpH NalHMEeHTH ¢ MUacTeHua rpasuc. [MocT a@c
CCPHO3HH HEXKEJIAHH NICKApPCTBEHH PEaKLIMK, BKJIIOYBALINA CMBPT U HEOOX0auMOCT o\ el




JHLIAHETO, Ca ChOOIIABAHH NIPH (TyOPOXUHOIOHH, H3OI3BAHH NPH NALMEHTH C MHACTEHHUS rpaBHC.
Jlepodroxcaum He ce npenopbysa NPH NALKEHTH ¢ AHAMHE3A 38 MHACTEHMS IPaBHC.

3pumennu Hapyuenus

AKO 3peHHeTO OBblIE YBPEACHO WIH BE3HHKHAT HAKAKBH eEKTH BHPXY OUHTe, He3abaBHO TpAOBa 1a ce
IIpOBENl€ KOHCYJITallMA C OYEH CEUUATUCT (BXK. ToukH 4.7 u 4.8).

Cynepungexyus

IpHnoxeHHeTo Ha 1€BOMIIOKCALMH, 0OCOGEHO MPOIBLKHTENHOTO, MOXE Jia AOBEAE A0 CBPBXpacTex
Ha HCYYBCTBUTE/IHH MHKpoopranusMu. TpadBa fa ce npeanprHeMat NOAXOASIIH MEPKH, aKO HACTBIIM
CYNepHHPEKUHUA 110 BpeMe Ha TepanuAaTa.

IIpomenu 6 nrabopamoprume uscredearus

[1pu naumeHTy, neKyBaHu ¢ 1eBOQIOKCAIINH, YCTAHOBSBAHETO HA ONIHATH B YPHHATA MOXE [a Jale
(haNLIMBO MONOKMTENHH pe3yaTaTH. Moxe fa e HeOOX0AHMMO [1a Ce MOTBBPAH MOA0KUTETHHAT
pe3yJITaT 3a ONMUATH ¢ NMo-cielnpHYEH METO.

JleBogiokcannn Moxe 1a IOTHCHe pacTexa ua Mycobacterium tuberculosis u [opagy TOBa, MOXKe Aa
nane GanuMeo OTPHLIATENHY Pe3y.ITaTH NpH GaKTEPHOTOrHYHATA IHATHO3a Ha TYGepKyo3a.

Anespusma u Oucexayua Ha aopmama u pezypaumayus/HedocCmantbyHoCm Ha CbpOeYHUME KAanu

EnuaeMHONIOrHYHHUTE NpOYYBaHHS IOKa3BaT NOBHILIEH PHCK OT AHEBPH3MA H JIHCEKALMSA Ha aoprara,
0COO€HO HpH MAUMEHTH B CTApYeCKa BB3PacT, KAKTO U OT PETyPruTalMs Ha aOPTHATA K MHUTpPATHATa
Kj1ana cien npueM Ha GayopoxXHHOIOHH.

ChoOlLenn ca Cilyyan Ha aHeBPH3MA M AMCEKALlHA HA a0PTATa, TIOHIKOTa YCAMKHEHH nopaau
pa3KbCBaHe (BKIIOYHTENHO C JIETANCH U3XOA) M PETYPrUTALMA/HEJOCTATHYHOCT HA HAKOH OT
CbPACYHHUTE KJIAIM NPH NTAUMEHTH, NpHEMalilH (IyOpOXHHOIOHH (BXK. Touka 4.8).

CnenoBaresiHO (ITyOpOXHHONOHHUTE TPsAOBa [a Ce W3MO3BaT CaMo CJie] BHUMATENHA OLEHKA Ha
CBOTHOLLICHHETO MMON3a/PHCK H CNIe/] pasriie)kaaHe Ha JPYTH TEPANeBTHYHH Bh3MOKHOCTY [pu
MalMeHTH C MOIOKMTE/THA (PaMUITHA aHAMHE3a 33 AaHEBPH3MA WITH BpPoacHO 3abo/apaHe Ha
CBPACYHHUTE KNIANH, HITH NPH TALMEHTH, IUarHOCTHLMPAHH C MpeUIECTBaINa aHEBPH3MA H/HITH
ZHCEKAllWsl HA a0pTaTa UM 3a00onsABaHe HA ChPACHHUTE KNallH, WIH [PH HATHYKE HA APYTH PHCKOBH
(QAaKTOPH MM 3a0onsgBaHus, MPEAPa3No/Iaraly

- KaKTO 3a aHEBPH3Ma, Taka M 3a AHCEKALIMA Ha a0pTaTa U 3a perypruTanMa/He0CTaTbUHOCT
Ha CBPACYHUTE KIAMH (Hafp. HAPYIUEHHS HA ChEIHHMTENHATA ThKAH KATO CHHAPOM Ha
Marfan nnu cusapom Ha Ehlers-Danlos, curapom Ha Turner, 6Gonecr Ha Behcet, XHUTIEPTOHHA,
PEBMATOHUACH apTPUT) MITH JOMMBIHUTETHO

- IPH aHEBPU3Ma W AMCEKALIMA HA aopTaTa (Hanp. CbAOBH HapyIllleHUs KaTO apTEPHHT Ha
Takayasu, ruraHTOK/IEThYEH aPTEPHHT WIH H3BECTHA aTEPOCKIEPO3a WIH CHHJIPOM Ha

Sjégren) HAH AOMBIHHUTENHO

- IiPH PETYPruTaliMA/HEAOCTATHYHOCT Ha CHPAEYHHTE KanH (Hanp, HHMEKIHO3eH
€HIXOKAPIHT).

PucksT OT daHCBpH3Ma B TUCCKALMA Ha a0pPTaTa U TAXHOTO PA3KBCEBAHEC MOXKE CBIUIO JAA

MaUMEHTH, JIEKYBaHH €HOBPEMEHHO CBC CHCTEMHH KOPTHKOCTEPOH,IH. &
v
[1pu BHe3amHa Gosika B kopeMa, rpbAHHA KOW WK rbp6a nalyeHTHTe TpAoBa fa GG 105
Jia CC KOHCYJITHUPAT He3a0aBHO € JieKap B CTIELIHO OTAE/eHHE. =\
&




ITaueHTHTe TPsAOBa Na OBAAT NOCHBETBAHM [a NIOTHPCAT HE3a0ABHO MEAMIIMHCKA ITOMOLI B CiTy4ai Ha
OCTpa JUCIIHEA, HOBA N0ABA Ha ChpLcOHeHe (MANNUTAHHK) HWIH Pa3BUTHE H2 OTOK Ha KOpEMa Wi
JOTTHUTE KparHHLIM.

Ocmyp nankpeamum

[Ipx mauMeHTH, NpHeMaLK eBOGIIOKCALMH, MOXE /12 ce Habmoaapa OCcThp MmaHkpeaturt. [lanmpeHTHTE
Tpa0Ba aa 6bAaT HHGOPMHPaHH 32 XapaKTEPHHUTE CHMITTOMH Ha OCTEHD naHkpeatut. [lauueHTHTE,
KOWTO MMAT raJicHe, Hepa3nonoXeHue, KopeMeH AUCKOMOPT, 0cTpa kopeMHa 60J1Ka MM TIOBDPBIUAHE,
TpAGBa fAa OBOAT MOTOKEHH Ha He3abaBHa MeJMLIMHCKA OLIEHKA. AKO ce MON03HpPa OCTHP
[TaHKPeaTHT, ynorpebara Ha NeBoduiokcaliil TpaGBa Na ce MpeyCTaHOBH; aKo ce MOTBbP/IH,
ynoTpebara Ha JieBOQOKcalMH He Tpa6Ba Ja ce 3anoupa oTHoBO. Tpabea na ce BHUMaBa npH
MalKdeHTH ¢ aHaMHe3a 3a NaHKpeaTHT (BX. Touka 4.8).

Hapywenus na xpvema

KocTHOMO3bYHA HEAOCTATBYHOCT, BKJIFOUHTEITHO JIEBKOIEHHS, HEYTPONECHHUSA, MAHLIMTONEHMUS,
XEMOJIMTHYHA AHEMHA, TPOMOOLINTOTIEHH, ATUTACTHYHA AHEMHS WJIM ArPaHyJIOLMTO34, MOKE 14 ce
pa3BHe 10 BPEME HA JAEYEHHETO C NICBOPIIOKCaUHH (BXK. Touka 4.8). [Ipu coMHEHHe 3a HAKOE OT Te3H
HapyIIEHHs Ha KpbBTa TPAOBa 1a ce Cilean KpbBHATa KapTiHa. B criyyaii Ha aGHOpMEW pe3yJiTaTH,
TpsA0Ba na ce OOMMCIH NpeKpaTABaHe Ha JIEYEHHETO C JIEBOMIOKCAIIHH.

Hampuii

Tosa nekapcTBO chaAbpka 10 Manko ot 1 mmol HaTpuii (23 mg) Ha TabieTka, T.e. MOXKE a ce Kaxke,

Y€ MPaKTHYECKH HE ChABLPAKA HAaTpHIA.

4.5 BsaumoaelicTBHe ¢ IPYIH NEKAPCTBEHH NPOAYKTH H APYrH GOpPMH HA BIAHMOACHCTBHE

EdexTy Ha Ipyry JIeKapcTBEHH NPOAYKTH Bupxy TaBauuk

XKeneznu conu, yunkosu conu, Mazne3utl- wiu ANYMUHUU-COODPICAUU QHMUAYUOU, OUOAHOIUN

AbcopbuusaTa Ha 1eBOGJIOKCALMH € 3HAYMTE/THO HaMalleHa, Korato TaBaHHK TaGIeTky ce puiara
CAHOBPEMCHHO € XKEIE3HH CONHM, MArHe3HH- WIH aTyMUHUR-CBABPKALLM aHTHALTWAW WK OUAAHO3UH
(CAMO POpMU A OUOGHOIUH C ATYMUHUT- WIH MAZHEIUT-CLOBPICAUY bypepupawyu cpedcmesq).
H3rnexa, e eAHOBPEMEHHOTO NMPHIIOXKEHHE HA (BITyOPOXMHONOHH ¢ MYITHBUTAMHUHH, ChABPKALLH
LIMHK, HaMa/iBa TAXHaTa nepopanHa abcopbuus. Ipenoprura ce npenapatuTe, ChABPKALIU
ABYBAJICHTHH WU TPUBAJICHTHU KATHOHH KaTO XKEJI€3HU COMH, LIMHKOBH COJIH, WIIM MarHe3uii-, Wi
ATyMHAHHH-CbAbPXKALUM aHTHAUMAH, HIH JUOAHO3HH (Camo Qopmu Ha dudano3un ¢ AAYMUHUN- WU
MazHe3ul-cvovpicamu 6ydepupawu cpedcmea) ve Tpabea na 6vaar MPUEMAaHH 110 2 yaca npeay WiM
CJIEA MPU0OKEHUETO Ha TaBaHuk TabneTkn (Bxk. Touka 4.2). KannuesuTe cony MMaT MHHUMAJIEN
e(peKT BbPXY nepopaiHaTa abcopOiLus Ha neBodIOKCALIMH.

Cyxkpangham
brHoHanvyHocTTa Ha TaBaHUK TabAeTkH Ce HAMANABA 3HAYMTENHO, KOTATO ce MpHIara eAHOBpeMEeHHO
ChC CyKpajaTr. AKO NalMEHTHTe TpAGBa a Npuemart u cykpaindar, u TaBaHuk, HaH-100pe € na

IpreMaT Cykpangat 2 yaca e npuioxkeHHeTo Ha TaBaHuk TabieTku (BXK. Touka 4.2).

Teogpunun, penbyhen wiu nOOOOHU HeCMEPOUOHYU NPOMUBOSLINANUMENTHY aexapcmea

A
He ca HaOmonasany ¢papMakOKHHETHYHH B3aHMOAEHCTBHA Ha JIeBODIOKCALIMH ¢ TEOPH @ :
KITMHHHYHO NpoyyYBaHe. BuIpeKH ToBa MOXeE 1a HACTHIK H3Pa3eHO NMOHWKaBaHe Ha Lerd Gf
Ha [IPHMAABLHA NPH €IHOBPEMEHHO NMPUIOKEHUE HA XHHONIOHH ¢ TeodHIHH, HecTepouRHEE. \
[IPOTHBOBB3NATHTEIHU ICKAPCTBA WITH APYTH CPEACTBA, KOMTO CHIDKABAT Mpara Ha npudais
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KoHiieHTpauusta Ha ieBookcaiiH e okono 13% no-BHCOKa B NpUCHCTBHETO Ha peHbydeH,
OTKOJKOTO HPH CAMOCTOATEIHOTO MY HPHUITOXKEHHE.

Ilpobeneyud u yumemuoun

[IpobeHen ¥ LIMMETHAMH HMAT CTATHCTUYECKU 3HAYHM €(EKT BbPXY €THMHHHPAHETO Ha
neBodokcallii. bBEOPEeYHHAT KITUPBHC HA 1eBOQIIOKCAUNH Ce HAMAJIABA OT LUMeTHAMH (24%)
npobenermn (34%). Tosa ce ciryusa Thi KaTO JBETE JIEKAPCTBA ¢a B ChCTOSAHUE Jia GIOKMpPAT
0pbpeynara TyOynHa cexkpelius Ha AeBodIoKcaulH. Berpeku ToBa MPH U3NMUTBAHUTE J03H B
NPOYUYBAHETO, MAIKO BEPOATHO € CTATUCTHYECKH 3HAYMMHTE KHHETHIHH pa3/IMKH [1a ca OT KIHHHYHA
3HAYHMOCT.

Heobxonumo € noeuiieHO BHHMaHie NPH €XHOBPEMEHHO MPUIOKEHHE Ha 1eBODNOKCALMA C
ieKaperBa, 3acaramu Os0peyHara TyOynHa cexpeluMa KaTo MpoSeHela ¥ UHMeTHAMH, 0co0eH0 npH
naLueHTH ¢ OpOpeuHH yBpexaaHUA.

Lpyeza cvuyecmesena unhopmayus
KimMHUYHY (papMaKoIOrHyHy NpoyyYBaHHA NOKa3BarT, 4e (JapMaKOKMHETHKATA Ha JICBOMIOKCALIMH He €
32C€THATa B KITHHHYHO 3HAYHMA CTEIEH, KOraTo JIeBOQIOKCALMH Ce MPUJIara 3aeAHO ChC CIICAHHTE

NIEKapcTBa: KaJLMEB KapOOHAT, IMIOKCHH, TTHOEHKIaMHI, pAHUTH/IKH,

Edext Ha TapaHuk BEpPXY APYTH JIEKAPCTBEHH MPOAYKTH

Lurnocnopun
[lomy>XMBOTBHT Ha UMKIIOCTIOPHH ce noBulIaBa ¢ 33%, korato ce npuiiara ¢ 1eBo¢IOKCaLHH.
Bumamun K anmacornucmu

CrobiiaBaHH ca NOBHILLIEHH CTOHHOCTH NpH KoarynauuoHHU Tectore (PT/INR) u/wiin KbpBeHe, KOETO
MOJKe fa Obae TeXKO, NpH NaLHEeHTH, JICKYBaHH ¢ JeBOQIIOKCALIMH B KOMOMHAaLMA ¢ BUTAMHH K
aHTArOHMCT (Hanp. BapgapuH). Ilopaau ToBa KoarynauMOHHHTE TecTOBE TPAOBa fa Obaar
MPOCJICAABAHH NIPHU MALKMEHTH, JIEKYBaHH ¢ BUTaMUH K aHTaroHucTH (BxK. TouKa 4.4).

Jlexapcmesa, yovaxcasawu QT unmepeana

JleBonokcalkH, KakToO APYrUTe XHHOJIOHH, TpAOBa Na ObAe NpUIara ¢ MOBHILIEHO BHUMAHHUE MPH
MAalHEHTH, TPUEMALIH JIEKAPCTBA, 38 KOWTO € H3BECTHO, 4e yAbRKaBar QT unreprana (nanp. knac IA
H 11l aHTHAPUTMHUYHH, TPHUHKIIHYHA AHTHASIIPECAHTH, MAKPOITHAH, AHTHIICUXOTHLIM) (BX. Touka 4.4
yabJbkaBaHe Ha QT uHTEpBana).

Hpyza cvyecmesena unpopmayus
B npoyuBaHe 3a papMakOKMHETHYHH B3aUMOIEHCTBHA, NEBOMIOKCALIMH HE 3acsira

(apmakoKkHHeTHKaTa Ha TeodunuH (KolTo e TecTos cydcTpaT 3a CYP1A2), KoeTo nokasea ue
nesogokcauuH He € CYP1A2 uuxuburop.

dpyru dopMu Ha B3aHMOAEHCTBUS

Xpana

Hiama KIMHKMYHO 3HaYMMO B3aHMOACHCTBHE ¢ XpaHa. 3aTtoa TaBaHuK TabJeTKH MOTAT 13 e6-MPANARaT

HE3aBUCHMO OT IIPpHCMA Ha XpaHa.
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4.6 QepTHARTET, OPpEMEHHOCT H KbpMEHe

bpeMmeHHOCT

HMa orpani4eHH JaHHU OT yrioTpebara Ha TeBodIOKCalH NpH GpeMeHHH xenH. [IpoyyuBaHHaTa npH
KABOTHU HE NOKA3BAT JUPEKTHYU WIH HHAUPEKTHH YBPEX ALK €(DEKTH ¢ Orjie]l Ha PernpoayKTHBHA
TOKCUYHOCT (BXK. TOUKA 5.3).

Bbnipeku TOBa MopajiH JIMIICaTa Ha NaHHK [IPH XOPa H NOPANH TOBA, Y€ EKCIEPUMEHTATHHTE NaHHH
[IpearnoaaraT pucK OoT yBpexAaHe Ha HOCEUIMTE TEXKECTTA XPYLIAIU HA PacTALIMS OPraH{3bM OT

(hJTyOPOXHMHONIOHHTE, TeBOIoKCaliMH He TpAGBa a ce npunara Npu OpeMeHHH XKeHH (BXK. Touka 4.3 u
5.3).

KbpMEHE

TaBaHHK ¢ MPOTHBONMOKA3aH MPH XEHH, KOUTO KbpMAT. HiMa noctaTsuno HHpopManus 3a
EKCKpeLATa Ha IEBOQIIOKCALMH B KbPMATA, BBIIPEKH Y€ OCTAHAIHUTE (DITyOPOXMHONOHH Ce
€KCKpeTHpaT B KbpMaTa. [lopaay numncarta Ha JaHHHW MPH XOpa U MOPAH TOBA, Y€ EKCMEPHMEHTATHHUTE
JaHHH TIpEAToNaraT pUCK OT YBpeXAaHe Ha HOCELIWTE TEKECTTa XPYIUAIH Ha pacTALIMA OPraHHU3bM
OT (PITy OPOXHHONIOHUTE, JIeBOGIOKCALIMH TabAeTKH He TpAGBA a ce Nputara Npy KpMadkH (BiK.
TOUkH 4.3 1 5.3).

Depmurumem

JleBooKCALMH He MPEAN3BUKBA YBPEXKAAHe HAa (PePTHINTETA HIIH PENPOAYKTHBHHTE CIIOCOGHOCTH
PH IUTBXOBE.

4.7 EdexTn Bbpxy cnocobnoctTa 33 modupane u pabora ¢ MAIAHA

TaBaHuk MOB/IMAB2 B MAJIKa 10 yMepEHa CTeNeH CrocoOHOCTTa 32 modHupaHe H paboTa ¢ MaILMHH.
Hskou He)xe/laHH JIEKapCTBEHH peakuMH Karo eHuedanonaTus, 3aMaiiBaHe/BEpTUrO, CHHIHBOCT,
3pUTESIHHA CMYIUECHHA MOraT ia HapylIaT crniocoOHOCTTa Ha NALMEHTHTE Ja ce KOHLEHTPHpaT M 1a
pearvpar, nmopaau KoeTo € Bb3MOXHO A3 Bb3HHKHE ONTAaCHOCT B CHTYAlIUH, NIPH KOUTO TE3H
CrIOCOOHOCTH ca OT ocobeHa BakHOCT (Hanp. wodupaHe Wi pabora ¢ MallHHK).

4.8 Hexenann nexapcreenu peaknus

[IpencraBenara no-gony uHgopMailhs ce OCHOBaBa HA NAHHU OT KJIMHMYHH NTPOYYBAHHUS NPU MOBEYE
oT 8 300 malMeHTH, KAKTO H NPOIBDKUTENIEH TOCTMAPKETHUHIOB OIIHUT.

YectoTute B Tabnuuara ca AcduaMpaH cHOOPA3HO ClleIHATA KOHBEHIIUA: MHOTO YecTH (>1/10),
4ecTH (21/100 no <1/10), newectu (>1/1 000 mo <1/100), peaxu (>1/10 000 ao <1/1 000), muoro
penku (<1/10 000), c HeusBecTHa YecToTa (OT HATHYHKMTE AaHHH He MOjke a Ob/e HanpaBeHa
OLEHKA).

B pamkuTe Ha BCAKO IPpyfnypaHe no YeCcTOTa, HEXKENaHHTE PeaKLIHU Ca NPEACTABEHH B HU3XOIAMI per
0 OTHOLUEHHE HA TAXHATA CEPHO3HOCT.
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T'aOsiMLia ¢ Hexke/1laHU peakLUU

Cucremo-opranen | Yecrn HeuecTn Peaku C Hen3BecTHA
KJ1ac (=1/100 no (=1/1 000 no (=1/10 000 no yecToTa (0T
<1/10) <1/100) <1/1 000) HAJIHYHHTE TaHHH
He MOKe J1a Objae
HANPABEHA OLIEHKA)
Undekumm u ["50H4HM
UHpecTaluu UH(]EKLIUH,
BKJIKOYHUTEITHO
MH(EKLIMH C
Kanauna
[laTorenna
PE3UCTEHTHOCT
Hapymenus Ha JleBkonenus Tpomboumronenus KOCTHOMO3bYHA
KpbBTa U JIUM(pHaTa Eosunopunus | Heyrponenus HE/I0CTATBbYHOCT,
CUCTeMa BKJIKOUMUTEJIHO
arJiacTUYHa aHEeMHUs,
MaHUUTOIECHMUS,
arpaHyJIOLIMTO3a,
XEMOJIMTHYHA aHEMUS
Hapyuenus Ha AHruoeaem AHa(uiakTHYEH
MMYHHAaTa CUCTEMA CBpBbXUYYBCTBUTEJIHOC | LIOK®
T AHaduiakrouaeH
(BK. TOUKa 4.4) IIOK*(BK. TOUKA 4.4)
Hapyuienus Ha CUHIpOM Ha
eH/I0OKpHHHAaTA HeaJeKBaTHaTa
cucrema CEeKpeLHUs Ha
AHTUHYPEeTHYEH
xopmoH (SIADH)
Hapywenus na AHOpekcus XHUIOTTUKEMMUS, XUIepriimkemMus
meTadoIM3Ma H 0COOEHO TpH (BK. TOuKa 4.4)
XpaHEHEeTO MalUEHTH C JuadeT
(BK. TOUKa 4.4)
[ lcuxuunu be3cbHue TpeBoxxHOCT llcuxnunu peakumu | [lcuxotuunu
HapylueHus ™ CbCTOsIHUE Ha | (Hamp. C HapylIEHHs ChC
O0BPKAHOCT XaJTFOLIMHALIUH, camo3acTpaluasarlilo
HepBHocT [apaHos) MOBeJIEHHE,
Jlenpecus BKJIFOYBAIIH
B130y1a CYHLIUIHU MHUCITH HJTH
JlpKH CbHHMIIIA OITHT 3a
Kouimapwu caMOyOHMHCTBO
Jlenmupuym (BK. TOuKa 4.4)
Mauwus

Ilanuk aTaka




Cucremo-opranen
KJ1ac

Yecrn
(>1/100 po
<1/10)

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

Penxn
(=1/10 000 no
<1/1 000)

C Hen3BecTHA
yecToTa (oT
HAJHYHHTE JAaHHH
HE MOXKe /1a Obae
HANPABEHA OlleHKA)

Hapywenus na
HepBHaTa cucteMa™

[ naBobonue
3aMasHOCT

CBhHIMBOCT
Tpemop
Jlucryesus

KoHByicus (Bx.
TOYKU 4.3 u 4.4)
[lapecte3us
Hapyuienue Ha
nameTra

[lepudepna cenzopna
HEBpoOMaTus (BxK.
TOuYKa 4.4)
[lepuepna cenzopna
MOTOPHA HEBpOMaTHs
(BXK. TOuKa 4.4)
[Tapocmus,
BKJIFOYMTEJTHO
aHOCMHUS
JIMCKHHE3 U
ExkcTpanupamuinu
HapyLIeHus

Arey3us

CuHKOnN
JlobpokauecTBeHa
BbTpEUYeperiHa
XHUIEPTOHHUS
MHOKJIOHYC
Hespasnrus
Enuedanonarus

Hapyiuenus Ha
ouyMuTe™

3pUTETHH CMYILEHUS
KaTo 3aMBIJIEHO
3peHHE

(BK. TOYKa 4.4)

[Ipexonna 3aryba Ha
3peHHe (BXK. TOUKA
4.4), yBeur

Hapyuienus Ha yxoro
U J1abupuHTa*

CBeTOBBLPTEK

Tunuryc

3ary0a Ha ciyx
Hapyien ciyx

CbpaeyHu
HapyleHus **

Taxukapaus
[Tannurauuu

Benrpukynapna
TaxuKap/aus, KOSTO
MO2Ke J1a 0Bee J10
Chp/I€Y€H apecT
Bentpukynapua
apuTMus M torsade de
pointes (cboOIIaBaHM
[MPEIMMHO TMPH
[MALUEHTH C PUCKOBH
¢akTopH 3a
yabikaBaHe Ha QT),
vabibkeH Ha QT B
eJIEKTpPOKap/iMHorpama
(BK. TOukHu 4.4 1 4.9)

CBI10BH
HapylueHus * *

Camo 3a iv

Gopma.
Dnedut

XHUMOTOHHS

PecriupaTtophu,
IPBAHH H
MEIHACTHHAJIHH
HapyLIeHHs

Jlucrnines

bponxocnazsm
AnepruueH

|3




Cucremo-opranen
KJ1ac

YecTn
(>1/100 no
<1/10)

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

Peaxkn
(=1/10 000 no
<1/1 000)

C Hen3BecTHa
gyecToTa (0T
HAJIHYHHTE JaHHH
He MOXe 1a Obae
HANPABEHA OLIEHKA)

CromalHoO-4YpeBHH
HapyLIeHHS

Jnapus
[loBpbiiane
['anene

AD0JOMHUHATHA
00JIKa
Jlucniencus
dnaryJsieHLus
KoHncTunauus

Juapus -
XeMOparuyHa, KosTo
B MHOI'O PE/IKH
clIy4ad MOXKe J1a ObJe
MoKasaTeJiHa 3a
EHTEPOKOJIUT,
BKJIKOYHUTETHO
rncepoMemMOpaHo3eH
KOJIUT (BXK. TOYKa 4.4)
[lankpeatur (BK.
TO4YKa 4.4)

Xernaro-OumapHu
HapyLLIEeHHUS

[loBuIeHH
4EepHOIPOOHH
€H3UMH
(ALT/AST,
ajIKasiHa
docdarasa,
GGT)

[ToBuIIEH
OUUPYyOHH B
KpbBTa

JKbATEeHUIIA H TEKKO
4epPHOAPOOHO
VBpEKIaHe,
BKJIKOUMTEJTHO CITy4au
Ha (paTajiHa ocTpa
yepHOApPOOHa
HEIOCTAThYHOCT,
MPEeAUMHO MPH
MalMeHTH C TeKKH
Mo/11eKallH
3a00/19BaHuA (BIK.
TOUYKa 4.4)

XeraTur

Hapyuienus Ha
KOoKaTa U
MOJKOYKHATA ThKaH °

OOpusB
CopOex
Yprukapus
XHIIepXHU/Ipo3a

JlekapcTBeHa peakiiys
C €03UHO(DHIIUS U
CUCTEMHH CUMITTOMH
(DRESS) (Bk. TOuKa
4.4),

dukcupaHa
JIEKapCTBEHA epyIILHS

TokcuuHa
ernuaepMasiHa
HEKPOJIK3a
Cunapom Ha
Stevens-Johnson
Epurema
MyJITudopme
Peakuus Ha
(pOTOUYBCTBHTEHOCT
(BkK. TOuka 4.4)
JIeBKOLIMTOK/1aCTEH
BaCKY.JIHT

Cromatut
XunepriMrmeHTarms
Ha KoOXKarta

OcTtpa
reHepajM3upaHa
€K3aHTEMaTO3Ha
MyCTYJI03a (BK.
Touka 4.4)
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Cucremo-opranen Yecrn HeuecTn Peakn C Hen3BecTHA

KJac (=1/100 no (=1/1 000 xo (=1/10 000 xo 4ecToTa (0T

<1/10) <1/100) <1/1 000) HAJIHYHHTE JaHHH
He MOKe 1a Obae
HAIIPpABE€HA OLIEHKA)

Hapywenus Ha ApTpaiirus CyX0KHIHH Pabnpomuonusa

MYCKYJIHO- Muanrus HapyIeHUs (BXK. Pynrypa Ha

CKeJIETHAaTa cCHCcTeMa TOUKH 4.3 u 4.4), CYyXO02KHJIME (Harlp. Ha

H ChEIMHUTEe/THATA BKJIFOUHUTEJTHO aXHJIECOBOTO

TbKaH™* TEeHAWHHT (HAMp. HA | CYXOXkKHIIHE) (BK.
axHJIeCOBOTO TOYKH 4.3 u 4.4)
CYXOKHIIHE) Pynrypa Ha nurameHT

Myckyina cnaboet, | MyckysiHa pynrypa
KOATO MOXKE 1a € OT | ApTpHUT

O0COOEHO 3HAYEHHE
[MPH ITALIMEHTH C
MHACTEHHS IPaBHC
(BXK. TO4Ka 4.4 )

Hapymenus Ha [ToBuIiEeH OcTtpa 6b0peyHa brOpeuna TyOyiHa
ObOpeluTe U KpEeaTHHHH B HE/I0CTAaThbYHOCT HEKpO3a
MHUKOYHHUTE IMbTHILA KpbBTa (Harp. nopaiu
HUHTEPCTUILIHAJIEH
HepHUT)
OO1uu Hapywenus | Camo 3a iv AcTeHusd [Tupekcus bosika (BKJIIOYMTENTHO
€(PEeKTH HA MACTOTO | hopma: OoJsiKa B rpp0a,
Ha MpUJIoKeHHe* Peakiiu Ha IPBAHMUS KOLII M
MSACTOTO Ha KpPaHHHULIUTE)
UH(DY3HS
(Oosika,
3a4EPBABAHE)

" aHa(pHIAKTHYHU M aHA(MIAKTOM/THH PEaKIIMH NMOHSAKOra MOTaT /1a Bb3HHKHAT JIOpH CJIe/l ITbpBaTa
J103a.
° KOXKHO-JIMTaBUYHH PEaKLIMH MOHAKOra MOTaT 1a Bb3HUKHAT JIOPH CJie]] TbpBaTa J03a.

/lpyru HeskenaHu peaklMH, CBbP3aHH ¢ MPHIOKEHHETO Ha (ITyOPOXHHOJIOHH BKJIIOUBAT:
® [TpucTbnu Ha nophupus rnpu naumeHTH ¢ nopdupus

*CboOu1aBa ce 3a MHOTO Pe/IKH CIIyYad Ha MPOABIIKHTENHH (/10 MECELM HITH FOAHHH),
MHBATTHIM3HPALLM H TOTEHLHAIHO HEOOPATHMH CEPHO3HH JIEKAPCTBEHH PEaKIIMH, 3aCSTalili HIKOJIKO,
[NOHAKOra MHOI'O CHCTEMO-OPraHHH KJIACOBE M CETHBA (BKJIIOUMTETHO PEAKIIMK KaTO TEHIHHHT,
Pa3KBCBAHE Ha CYXOKUIHE, apTpaiirus, Oosika B KpaHHHMLMTE, HApYLIEHHe Ha MOXOIKaTa, HEBPOMATHH,
CBbP3aHH C MapecTe3ns U HeBPAJIrHA, yMOPA, NCUXHYHH CHMITTOMH ( BKJIFOYMTEITHO HAPYLIIEHUS HA
ChHA, TPEBOKHOCT, NPUCTBHITH HA NAHUKA, IENIPECHS U CYHLIUIHN MHCJIH), HAPYLIIEHHE Ha MaMeTTa W
KOHLICHTpALMATA, H YBPEK/IaHE Ha CjlyXa, 3peHHETO, BKyca H OOOHSIHUETO) BBB Bpb3Ka ¢ ynorpebara
Ha XHHOJIOHH H (DJTyOPOXHHOJIOHH, B HAKOH CITy4YaH, HE3aBHCHMO OT Beye ChILECTBYBALIHTE PUCKOBH
(pakTopH (BK. TOUKa 4.4).

** Ipn naumenTute, npuemantn GuryopoXHHOIOHH, ca ChOOLLIEHH C/TyyaH HA AHEBPHU3Ma H JIUCEKallUs
Ha aopTaTta, MOHAKOra yCJ0KHEHH NMopaJn pa3KbCBaHe (BKIIOYUTEHO ¢ JIETAJIEH U3X01) U
PErypruTalus/HeA0CTaThUHOCT HAa HAKOM OT ChpICYHHTE KJIaru (BK. TOUKA 4.4).

CboOuiaBane Ha 110/103MpaHy HEXKEIAHH PEAKLIMH
CpoOLaBaHeTo Ha MOA03UPAHH HEXKEJIAaHH PeaKIlMH CJIe]l pa3pellaBaHe 3a yrnoTpe
[MPOIYKT € BaXKHO. 10Ba 1no3posnsBa na npoab/uku HaOJIIOAEHHETO HA ChOTHOLLEHH
JIEKApCTBEHUSA MPOAYKT. OT MEIMIIMHCKHUTE CIEIMAIUCTH C€ M3MCKBA a ChOOIIAR
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NOJ03HpaHa HeXenaHa peakums upe3s H3nbiHuTeIHa areHIMa no jekaperrara yi. . Jlamsau Ipyer” Ne
8, 1303 Codus, Ten.: +35 928903417, yebeaiit: www.bda.bg.

4.9 Ilpenozupane

Cnopen TOKCHKONOrHYHHTE NPOYHBAHHA NPH XHBOTHH KM KIMHHIHO-(HapMaKonOrHYHHTE
pOyH4BaHHA, MPOBEACHU ChC CYNpATEpaneBTHYHM IO3H, HaH-BaXKHATE NPU3HAIM, KOWTO TPpAGBa fia ce
OHaKBat CJIe]l OCTPO NMpeao3upate Ha TaBaHUK TabNETKH Ca CHMITTOMHM OT CTPaHA Ha LEHTPAJIHATA
HEpBHA CUCTEMA, KAaTO OOBPKAHOCT, 3aMasHOCT, HapYIIEHO Ch3HAHHE U KOHBYJICHBHH [IPHIIANBLIH,
yab/DkaBaHe Ha QT HHTepBaa, KAKTO U CTOMAIIHO-YPEBHH PEakIMK KAaTO FAAcHE U JIMTABUYHH
€pO3MH.

E¢exrn Bupxy LIHC v npuzHauy Ha eHuedanonaTus, BKIIOYBAIIN ChCTOSHHE HA O0BLPKaHOCT,
KOHBYJICHH, MHOKIIOHYC, XaTIOLMHALMY H TPEMOP ¢a HabnioaaBaHKH NPH NOCTMAPKETHHIOBHS OITHT.
ChlilecTBYBa M0-BUCOK PUCK OT eHuedaonaTus ciea npeJo3upaxe, 0cobeHo TIpH MALUEHTH B
CTap4ecKa Bb3pacT M MPpH NaLuueHTH ¢ 650peyHo yBpexIaHe.

B cmyuaii Ha npeo3upanxe, TpAOBa Ja C€ NPHIOKH CHMITTOMATHYHO JcYSHHE., Tpadra na ce
npeanpueme EKI” MoHUTOpHpaHe, nopany Bs3MOXKHOCTTA 3a yaskaBane Ha QT HHTepBasia. Morar
fa ObAaT NMpWIAraHy aHTHALMIY 32 NPEANa3sBaHe Ha CTOMALIHATA JIMMABULIA. XeMoIanusa,
BKTHOYMTENIHO NEpHTOHeanHa quaau3a u HAIJ ve ca edexTHBHM 3a OTCTpaHsBaHe Ha
NeBOGUTOKCALIMH OT opraHH3Ma. He chinecTByBa crieHdbHYeH aHTHIOT.

5. DAPMAKOJOI'NMYHU CBOMCTBA
3.1 PapMaKONHHAMHYHR CBOHCTBA

PapmakoTepaneBTHYHA rpyTia: AHTHGAKTEPHATIHA XHHOIOHH, (ITyOPOXHHONOHH

ATC koa: JOIMA12

Jlerodriokcallun € CHHTETHYHO aHTUBAKTEPHANTHO CPENCTBO OT KJIAC ¢ryopoxuHonoHH K € S (-)
CHAaHTHOMEPBT HA PAaLIEMHYHOTO aKTHBHO BEILECTBO O(PIOKCALIHH.

Mexanuzvm na oeticrnaue

Kato dmyopoxunonoHoso anTHOaKTEpHAHO CPEACTBO, IeBodnoKCaumH feitcTBa BbPXY KOMILIEKCa
JHK-/THK rupaza u TononsomMepasa V.

Bpwv3ka gapmarxoxunemuxa/ papmarxoounamuxa

CreneHra Ha 6aKTepHalnHa aKTMBHOCT Ha JIeBOGIOKCALIAH 32BHCH OT ChOTHOLIEHHETO MENTY
MaKCHManHaTa KOHUEHTpalHs B cepyMa (C max) wim ruiownra noa kpueata (AUC) u MHHUMaTHAaTa
HHXHOWpawa koHueHTpauns (MIC).

Mexanuzom na pezucmenmnocm

Pe3uCTeHTHOCT KbM 1€BOGIOKCALNH Ce MPHAOOHBA Upe3 MoeTaleH [POIEC Ha My TaLIMK B TAPreTHHTE
MECTa 1 Ha AseTe Tononsomepasu Tun I, THK rupasa » Tonousomepasa IV. Jpyru Mmexanusmu Ha
PE3UCTEHTHOCT KaTo OapHepH Ha MpOITyCKIMBOCTTA (4ecTO npH Pseudomonas aeruginosa) u

MEXaHM3MH 3a e(ITYKC, MOraT CBIIO [1a NOBJTHAAT Ha YyBCTBHTENHOCTTA CIPIMO nesodaseally i

)

Habnofapa ce KpBCTOCAHA PE3MCTEHTHOCT MEXIY NeBODIOKCALMH U ApYTH /A
Ilopanu MexaHH3Ma Ha AeiicTBHE, KATO LIANO HAMA KPBCTOCAHA PE3UCTEHTHOCT MEXNIR
H IpyTUTe KIaCOBE aHTHUDAKTEpUAIHH CpEACTBa.
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I panuynu cmotinocmu

[penopskure Ha EUCAST 3a rpanudnute croiiHoctn Ha MIC 3a nesodummokcanus, pasaensmu
HYBCTBUTEIHUTE OT HyBCTBHTCIIHUTE OPraHU3MH C [MOBUIOEHA €KCIIOZHIMSA H YYBCTBHTEIHUTE C
NOBHUICHA EKCNIO3HLIMA OT PE3UCTEHTHHTE OPTaHU3MH, Ca TPEACTABEHH TIO-A0Ty B TabIuIaTa 3a

TectBaHe Ha MIC (mg/]).

Knuanyan MIC rpannynn croitnoct Ha EUCAST 3a neBodnokcauns (epeua 10.0; 2020-01-01):

IMaToren YyBCTBHTEIEH Pe3ncrenten ‘
Enterobacterales <0,5mg/l >1 mg/l
Pseudomonas spp. <0,001 mg/I >1 mg/l
Acinetobacter spp. <0,5 mg/] >1 mg/l
o Staphylococcus aureus o o
<0,001 mg/] >1 mg/l
Coagulase-negative staphylococci |
Enterococcus spp <4 mg/l >4 mg/]
—_ — —— —

Streptococcus pneumoniae <0,001 mg/] >2 mg/l
\ Streptococcus groups A, B, C and G <0,001 mg/I >2 mg/l

Haemophilus influenzae <0,06 mg/l >0,06 mg/I

\ Moraxella catarrhalis <0,125 mg/I >0,125 mg/l
Helrcobacrer pylori <1 mg/l >] mg/]

[ T T |

Aerococcus sanguinicola and urinae? <2 mg/] | >2 mg/l
Aeromonas spp. <0,5 mg/] >1 mg/]

—— N

OK-DJ] (Hecerp3anu ¢ BUOOBETE) IPAHWYHH CTONHOCTH

<0,5 mg/l |

I: camO npH HEYCIIOKHEHH UHEKLIMM Ha YPHHAPHUS TPAKT

}lﬁmg/l j

2: HUyBcTBUTENIHOCTTA MOYKE 1a 6B/ie H3BEAeHa OT YyBCTBUTENHOCTTA KBM HUMPO(IOKCALHH

[lpeobnanaraiata pe3suCTEHTHOCT MOXKE Aa BapHpa reorpagcki U BbB BPEMETO 3a OTpeaeieHI
BHIIOBE, OPaAH KOETO € JKENIATENTHO 1a Ce ThPCH HHGMOpMAaLIUA 32 JIOKATHATA PE3HCTEHTHOCT, 0COBEHO
[IpH NIEHEHHE Ha TeXKH HHpekUuH. [IpH HeoGxoauMocT, TpAOBa Aa ce ThPCH eKCTIePTHAa KOHCYITALMS,
KOraTo MecTHaTa npeodyiaflaBalia pe3HCTEHTHOCT € TaKaBa, Y€ MPHIOKEHHETO Ha CPEACTBOTO MOHE

MpH HAKOH BHAOBE HH(EKLHH, € TIOJ BBIIPOC.
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OO0HvyaiiHO YYBCTBRTEIHHA BH/I0OBE
Aepobru I'pam-nornoxcumennu baxkmepuu

Bacillus anthracis

Staphylococcus aureus memuyunur yyecmeumennu
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobnu I’ pamn-ompunamenrnu baxmepuu

FEikenella corrodens
Haemophilus influenzae
Haemophilus para-influenzae
Klebsiella oxytoca
Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris
Providencia retigeri

Anaepobruu baxmepuu

Peptostreptococcus

Apyzu
Chlamydophila preumoniae

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

Buaose, npu KOHTO NPHIOOHTATA PEIHCTEHTHOCT MOKE A3 ce oKaMe npodaem
Aepobruu I pam-nosioxcumennu baxkmepuu

Enterococcus faecalis
Staphylococcus aureus METHIIUIMH PE3UCTEHTHH'
Koaryna3sa HeratuseH Staphylococcus spp

Aepobnu I pam-ompunamennu baxkmepuu

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

Anaepobru baxmepuud
Bacteroides fragilis

Hamegc‘meﬂo PEINCTEHTHH IHAMOBE
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Aepobnu I pam-nonoxncumenrnu daxkmepuu

Enterococcus faecium

" MHOTO € BEpOATHO METHLMIHH-DEIUCTEHTHH S. qureus 1a WMt KOPE3UCTEHTHOCT KbM
P1yOPOXHHOJIOHH, BITFOUHTEIIHO 1€BOGIOKCALIMH.

5.2 PapMAKOKHHETHYHH CBONHCTBA

Abcopbuus

[Ipu nepopanHo npuinocxkenre fesodaokcanut ce aGcopbupa 6bp30 M TOYTH HAITLIHO M AOCTHIA HK
Ha [U1a3MeHaTa KOHLeHTpalua o | - 2 yaca. AGcomoTHara OMoHanuyHocT e 99 - 100%.

XpaHara nMma cnab edekt Brpxy abcopOumaTa Ha neBodIOKCaLMH.

YcnoBus Ha CTALMOHAPHO CHCTOAHHE ce AocTurar a0 48 uaca cnen cxema Ha npunaraue 500 mg
BEAHBK WIM ABA TbTH JHEBHO.

Pasnpeneneuue

ITpubauzuTento 30 - 40% ot eBodIOKCALIMH Ce CBBP3BAT ChC CEPYMHHTE NPOTEHHH.

Cpennuat obem Ha pasnpeneneHve Ha nesodokcauyH e npubausurenyo 100 | cnen eqHokpaTha v
MHOFOKpaTHH A034 OT 500 mg, H Noka3Ba WIHPOKO pa3lpeNesicHHe B TENECHHTE ThKaHHM.

[IpOHHKBaHEe B ThKAHHUTE U TEJIECHUTE TEYHOCTH

JleBognokcaiH MpoHHKBa B OPOHXHAIHATA NIUTABHLIA, ENMTETHATA TOKPHBHA TEYHOCT,
anBeoNlapHiTe Makpodary, 6enoapoGHaTa TeKaH, KoXara (TEYHOCTTa B MEXYPHTE), TbKAHTA Ha
npocTaTarta U ypuuara. Obaue, 1eBodIOKCAIIHH UMa HE3HAYMTENHO MPOHUKBAHE B IPBOHAYHO-
MO3bYHAaTa TEYHOCT.

buotpanchopMalius

JleBognokcauuH ce MeTabonu3Hpa B MHOro Majlka CTENEH KaTo MeTaboIHTHTE ca Je3METHII-
neBoGoKcauMH K neBoproxcaunn N-oxcua. Tesun MetaGonuT npeactapassar <5% or 103aTa U ce
€KCKPETHPAT B ypHHaTa. JIeBOQIIOKCAIIMH € CTEPEOXHMHYHO CTabHIIeH U He NPeThPILIBA XUPATHA
WHBEPCHAL.

EnvMHUHHpaHE

Cnen nepopajiHoO H MHTPaBEHO3HO MPUJIOKEHHE Ha JIeBOGIIOKCALMH, TOH ce eNMMHHIPA OTHOCHTENHO
0aBHO OT IU1a3mara (t;: 6 - 8 h). Exckpeunsra e npexumMHo upes 6u6peuure (>85% oT NPHUJIOKEHATA
103a).

CpelHuAT NMpuBHAEH 001 TeNeCeH KIHPHLHC Ha NeBodIOKCaLUH Clie] eAMHHYHA 1032 OT 500 mg €
175 +/-29.2 ml/muH.

Hsma ronemu pasnuku BbB hapMakoKMHETHKATA Ha J1eBoGIOKCaLMH clea HHTpaBeydauoNE Uiy N
[/

MEPOPATHO NPUIOKEHHE, KOETO MPEANoIara B3auMO3aMeHAEMOCT Ha [1epopaiHu / ;

[bT.
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JluHelHocT

Jleo¢pokcalun npuTekaBa AHHENHA PAPMAKOKHHETHKA B IManasoH ot 50 1o 1 000 mg.

CrielnanHu 1onyaanuy

llayuenmu c 6v6peuna nedocmamvunocm

DapMaKOKHHETHKATa Ha JIEBOGIOKCALIMH Ce 3acara NpH 6B6peuHo yBpexaaHe. [Ipu HamansaBane Ha
616peunara QyHkimA, 6BOPEUHOTO ENUMHHHPAHE M KIHPBHC HaMalaBaT, eTMMUHALIHOHHHAT
MOTY)KUBOT C€ YILJDKABA, KAKTO € [T0Ka3aHo B Tabiauuara no-gony:

(DapMakOKMHETHKA NPH GbOpEeYHa HEAOCTATBYHOCT CJI€N € AUMHHYHA nepopansa no3a ot 500 mg

Cly [ml/min] [ <20 [ 20 - 49 [50-380
Clr [mVmin] [ 13 26 37
tiz_[h] 35 27 9

Hayuenmu e cmapuecka ev3pacm

Hama 3HAUMTeNHM pas/iHky BbB (hapMakOKHHETUKATA Ha J1eBOQIOKCAHH NPy MJIAOH U TALMEHTH B
CTapyecKa B3pacT, OCBEH TE3H CBbP3aHHU ¢ PA3NIUKH B KPEATHHUHOBHA KJIMPBHC.

Ionosu paznuxu

OTI€NHH aHATH3M NPH MBXKE H XKEHH NOKA3BAT MAJTKH 10 TPAHHYHM TMOJIOBU PA3IMKH BEHB
papMakoKHHeTHKaTa Ha ieBodnokcammy. HaMa IaHHM Te3U NOTOBH Pa3iivKH 1a ¢a OT KIIMHHYHO
3HAYCHHE.

3.3 IIpeakiMHUYHN JaHHH 32 6e30MaCHOCT

HexMMHHYHUTE TaHHK HEe MOKA3BaT OCOGEH PUCK 32 XOpa Ha 6a3aTa Ha KOHBEHLMOHATHHTE
(papMaKoIOrHuHH NPOYYBAHHUS 33 TOKCHYHOCT HA eMHHYHA 1032 U IIpY MHOTOKPATHO TNpMIIaraHe,
KapLIMHOr€HEH MOTEHLHAN, PENpONYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3BUTHETO.

JleBodnokcaluH He npenu3BuKBa HapylieHHe Ha GepTHIHTETa HIH penpoayKTHBHATA CNOCOOHOCT
[P IMIBX0BE M HCTOBHUAT €IMHCTBEH €(DEKT BbpXy Mto/a e 3a0aBeHo Ch3pABaHe BCIEACTBHE Ha
TOKCHYHOCT IMpH Makkara.

JleropnokcaurH He HHIYLMpa reHHH MYyTauuH B GAKTEPHATHH KIETKH WM KIETKY Ha 003aiHULIH, HO
HHAYLIHpa XpOMO30MHH abepaiyu B 6enoapoOHH KIIeTKH OT KHTalCKH XaMcTep in vitro. Tean edextn
MOXe [la C€ IbJDKAT Ha MHXHOMpAaHeTo Ha TonomsoMepasa I1. In vivo Tectose (MHKpPOHYKJ1€apHH,
Pa3MAHA Ha CECTPHHCKH XpOMAaTHIH, HenpeaBuaeH cuHTes Ha JIHK, noMuHaHTHU neTamHy TecToBE)
HE MOKa3BaT HUKAKBB M'¢HOTOKCHYEH MOTEHLIUAI.

IpoyusaHmns HpH MHLIKH NOKA3BaT, Y€ NeBOMGIOKCAIMH MMa (POTOTOKCHYHA aKTUBHOCT CaMO HPH
MHOT'O BUCOKHM 1103H. JIeBOPIOKCALIMH HE NMOKa3Ba HUKAKBE FEHOTOKCHYEH MOTEHIUANT IPK TECTa 3a
(GOTOMYTar€HHOCT H HAMATABA TYMOPHOTO PAa3BUTHE [PH MpOyYBaHE 3a POTOKAHLIEPOTEHHOCT.

Kakto npH apyrute ¢iyopoxuHo/I0HH, 1eBOGIOKCAIIMH TOKA3Ba €EKTH BbPXY XPYLLSUIHTE
(oTrenBaHe ¥ 0OpasyBaHe Ha KyXHHH) NpH ILTLXOBE M Ky4eTa. Te3u HaXOIKH Ca 110-H
MJIAZM )KMBOTHH.
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6 DPAPMAINIEBTHYHHU JAHHHU

6.1 CoHcbK HA NOMOIIHHUTE BellleCTRA

TaBanuk 500 mg punMupann TabneTky CrIBPkKA CEIHUTE MOMOLIHH BELIECTBA 3a Maca Ha
Tabnerkara 630 mg:

Tabremno aopo:
Kpocnosuaox
XHIIpoMeno3a
MukpokpucTanHa ueiryo3a
Hatpues creapun ¢pymapat

Iloxkpumue na mabremxama:

Xunpomenosa

TuranoB auokeua E 171

Tank

Makporon

Kunat xeneseH oxcun E 172

HYepsed kenesen okeun E 172

6.2 HecbBMECTHMOCTH

Henpunosxumo.

6.3 Cpox Ha rogHocr

3 roguHH

6.4 Cnennanns yc10BHA HA CHXpaHeHUE
To3u nekapcTBeH NPOAYKT HE M3UCKBA CTNIELHAIHK YCAOBHS HA ChXpaHEHHE.
6.5 Bujx H chAbpKAHHE HA OITAKOBKATA

PVC/ amymunueBu 6auctepy, chabpxainy GHIMHpaHH TableTKH.

Onakosku ¢ 500 mg Tabnerxku: 1, 5, 7, 10, 14, 50, 200 1 500, NpeAnaraHy Ha rnasapa.
He scuuxu eudose onaxoexku mozam oa 6voam nycuamu & npodadicoa.

6.6 CneunnajiHn npeanasHu MepKH NMPH HIXBLPAKHE

AenuTenHata YepTa Mo3BosABa aAaNTHpaHe Ha 03aTa NP NAUMEHTH ¢ HapyiieHa 6b6peyHa

(byHKLUMS.
KakTo npH BCHYKH JieKapCTBa, HEU3NON3BAHMAT JIEKAPCTBEH NMPOAYKT TpAGBA 1a ce U3XBHPIIA B

ChOTBCTCTBHUC C MCCTHHTE H3MCKBAHHA 34 ONNA3BAHE HA OKOJIHATA cpcaa.

7 IIPUTEKATEJI HA PABPEHIEHHUETO 3A YIIOTPEBA

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
OpaHiius
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8 HOMEP(A) HA PASPEHIIEHHUETO 3A YIIOTPEBA

20020443

9 HATA HA ITbPBO PAZPEINIABAHE/TMMOAHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hara Ha mepBO pa3pemasane: 04.06.2002 r.

JlaTa Ha nocyeado nogHoesasane: 31.07.2012 r.

10 JATA HA AKTYANIUIUPAHE HA TEKCTA

31 romu 2026
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