KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1 HUME HA JIEKAPCTBEHUA 1INTPOAYKT I

TaBanuk 500 mg ¢punmupanu TabneTku
Tavanic 500 mg film-coated tablets

2 KAYECTBEH U KOJIMYMECTBEH CbCTAB

Beska gunmupana tabnerka Tapanuk 500 mg cpabpka 500 mg neBodokcanmu (levofloxacin) karo
neBoIoKCallMH XeMHUXH/IpaT.

3a NMBJIHUA CITMCHK HA MMOMOIIHUTE BELIeCTBA BUKTE TOouka 6.1.

3 JIEKAPCTBEHA ®OPMA
duimupaHa Tabnertka.

biieoxkbITEeHHKaBO-0€J1M 10 YepBeHUKaBO-0eu (PuaMUpaHu TaOJIETKH C IeJIMTE/IHA YepTa.
Tabnerkara moske 1a Objae paszieseHa Ha paBHH MOJJOBHHH.

4 KIUMHUYHH JAHHH
4.1 TepaneBTHYHH NOKA3aAHUA

TaBanHk e 1okasaH npy Bb3pacTHH 3a JieYeHHUe Ha clieIHuTe HH(EeKIHH (BK. Toukd 4.4 u 5.1):

. OCTbp NMHENOHEPPHUT H YCI0KHEHH HHPEKLIMH HA MMKOYHUTE MbTULIA (BXK. Touka 4.4)
. XpoHuueH OaKTepHaseH MpoCTaTHT
. AHTpaKc NnpH BAHUIIBAHE: NPO(UIAKTHKA CJIe/1 €KCMO3ULIMA U JIedeHHe (BK. Touka 4.4).

3a 1o-10/1y nocoyeHure HHPeKkunu TaBaHuk TpsAOBa Ja ce U3MO3Ba caMO KOraro ynorpedara Ha
aHTHOAKTEepHaIHH Npenapari, KOUTO OOUKHOBEHO Ce MpenopbyBaT 3a MbPBOHAYAIHO JIEYEHHE Ha Te3H
MH(EKLIMHU, ce cMsTa 3a HeNOAXOA11a.

. Oc1bp OaKTEepHATIEH CHHY3HUT

. Octpa ek3auepOauus Ha XpOHHYHA O0CTPYKTHBHA OenoapoOHa 00J1eCT, BKIFOUYHTETHO
OpPOHXHT

. [ IHeBMOHMS, NnMpH100HUTa B O01IECTBOTO

. YcnoxHeHH HHPEKIIHU Ha KOKaTa i MeKHTe ThKaHH

. Heycnoxknen umMcTur (BkK. Touka 4.4)

TaBaHHK MOJKe CBILO Ja Ce U3I0JI3Ba 3a 3dBbPUIBAHEC HAa KypCa Ha JICHCHHC TIPH MAllHCHTH, INOKa3aJiH
[]OI{DﬁpEHl/lE [MpH HA4YaJIHO JICHCHHE C HHTPABCHO3CH HEBO(l)HDHL‘HLI,HH.

TpsOBa na ce uma npeaBua opULMAITHOTO PLKOBOJICTBO 3a MOJAXO/IS1II0 H3IT0/I3BAHE HA
aHTHOAKTEepHaAJIHU CpeJICTBA.

4.2 J03upoBKA H HAYHH HA NPHJIOKEHHE p—

TaBanuk TabneTku ce npuiiarat BeJIHbLK WM ABa NbTH JIHEBHO. Jlo3MpoBKaTa 3a
TE)KEeCTTa Ha HHd}EI{uHHTa 1 OT YYBCTBUTEJIHOCTTA Ha HpE,ElI'IDJTElFHEMHH [1aToreH

B




Ho3upoBKa

Morart na 6baaT gageHu CIeAHKTE NPENOPHKHU 3a fo3upaHe Ha TaBaHMK:

Hozuposka npu nayuenmu ¢ Hopmanna bvbpeuna pynkyua (kpeamunurnoe xaupwvrc >350 mi/min)

Hokazanue JdueBna n0308a cxemMa IIpabKHTENHOCT HA
(cnopeo mesicecmma) JICHCHHETO
(cnopeo medicecmmay)
OcTpp bakTepHaieH CHHY3HT 500 mg BeJHBX JTHEBHO 10 - 14 nuu
bakrepuanHo oboctpsHe Ha 500 mg BeAHBk AHEBHO 7-10 gum
XpoHU4YHA 00cTpyKTHBHA HenoapobHa
OosiecT BKJI. OpOHXHUT
[THeBMOHMS, TpuaOOUTA B 500 mg BeAHBX WK OBa TbTH | 7 - 14 OHM
001ECTBOTO IHEBHO
OcThp nueNOHEPPHT 500 mg BeAHBK JHEBHO 7-10 nHu
YCnoXHEHH HHEKIHH Ha 500 mg BeAHBX IHEBHO 7 - 14 oM
 YPUHAPHHA TPaKT
HeycnoxHeH mucTUT 250 mg BeAHBK AHEBHO 3 aHH
XponnueH baktepuasieH npoctatut | 500 mg BeAHBK JIHEBHO 28 U
YcenoxHeHH HHPeKUMH Ha koxkata M | S00 mg BenHbx) WK ABAa TbTH | 7 - 14 aHu
MEKHTE ThKaHH JHEBHO
AHTpPaKc MpH BAHIIBAHE 500 mg BeaHBK JHEBHO 8 ceIMHULIH
Cneyuannu nonyaayuu
Hapywena 6vbpeuna gynxyus (kpeamurnunog knupvrce <30 ml/min)
Jo3oBa ¢cxema
250 mg/24 h 500 mg/24 h 500 mg/12 h
KpeaTHHuHOB ITvpea ooza: 250 mg | ITvpsa 0vza: 500 mg Ilvpea ooza: 500 mg
KIHPBHC
50-20 ml/min Cieod moea: Cneo moaa:. Crneo moea:
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 mV/min Cred mosa: Cneo mosa: Cred moea:
125 mg/48 h 125 mg/24 h 125 mg/12 h
<10 ml/min Creo mosa. Cnreo moea: Cred mosa:
(BKITIOYHUTEIHO 125 mg/48 h 125 mg/24 h 125 mg/24 h
xemoauanuza u HATLD)!

'He ce Hanarar JONBLAHATENHH 1034 CNE] XEMOOHAIN3a WIK HEllpeKbCHaTa aMOy1aTopHa

nepuroneanHa apuanvsa (HAT1LD).

Hapywiena vepnoopobna yurxyus

He ce Hanara KOpeKUHA Ha 103aTa, Thil KaTO JIeBOGIOKCALMH He ce MeTaloiM3Hpa B 3HAYHMA CTENeH
OT YepHHUA Apo0 U ce eKCKpeTHpa OCHOBHO upe3 ObOpeLMTe.

IHonyrayua ¢ cmapuecka ee3pacm

He ce nanara kopexkuus Ha 103aTa NpH NaLUEHTH B CTApUYECKa Bb3PacT, OCBEH
NaHHH 3a HapymieHa OpOpeyuHa GpyHkuHA (BXK. Touka 4.4 ,, TeHaAUHUAT U pynTYpH

.Y IbibKaBaHe Ha QT uHTepBana™).




[leouampuuna nonynayus
TaBaHuk € MpoTHBOMNOKa3aH MpH Aela ¥ IOHOIUH (BX. Touka 4.3).

Ha4yMH Ha NpUIOXKEHKE

Tapanux TabneTku TpaOBa ga ce norbpLIAT, 63 1a ¢ce pa3TpOLUABAT H ¢ JOCTATHYHO KOJIMYECTBO
T€YHOCT. Morar aa ce pa3aensat no AejIMTeIHATa YyepTa 3a aAallTHpaHe Ha no3ata. TabneTtkure Morar
Ja ce MMPHEMAT MO BpeMe Ha XpaHEHE WIH MeXIy XpaHeHusTa. TaBaHuk TabneTku TpAOBa 1a ce
MPUEMAT NMOHE ABa Yaca MPEIU HITH CNel NPUIOKEHUETO Ha XKENE3HU COMM, IMHKOBH CO/IH, MarHe3Hii-
WIH aTYMUHHH-ChABbPKALIY aHTHALILIM WA AUAAHO3HH (CamMo KOMOURAyuU Ha OUOAHO3UN C
AIYMUHUU- WU MAZHe3UU-CoOvpIcauu Oyepupayu cpeocmea), u cykpangar, Thit KaTo MOXe 1A
HAaCTHIU HaMaJIsBaHe Ha abcopbumsara My (Bx. Touka 4.5).

4.3 [IporuBonmoKaszaHus

JIeBodiokcaumH TabneTku He TpAOBa Oa ce MpUIIarar:

° MpH [IALHMEHTH, CBPbXHYBCTBUTEIHH KbM JICBOQIOKCALMH WIHA APYTH XHHOJIOHH, WIH HAKOE OT
NOMOIITHHTE BelIeCTBA, H30pOeHH B TOUKa 6.1,

° MNpH MALHEHTH C EMUAETICHA,

* ApH MAaLMEHTH C aHAMHE3a 3a HApYLIEHUS Ha CYXOXWIHATA, CBLP3aHH ¢ NPWIOKEHHE Ha
Iy OpPOXHHONOHH,

* NpH ge1a Wi KOHOLIH,
[0 BpeMe Ha OpeMeHHOCT,

. [pH KbPMAauKH.

4.4 CuenHaHH NPEeAYRPexKICHHA U NIPeANa3HH MePKH NPH ynoTpeda

Ynorpebara Ha nepodnokcaurn TpaORa na ce u30Area npy NalHeHTH, KOUTO Ca MMAIH CEPHO3HH
HEKENIaHH PeakLMd B MUHAJIOTO MpH yiioTpeda Ha MPOAYKTH, ChABPKALIH XMHOMOHH HWIH

Gy opoXHHONIOHH (BxK. Touka 4.8). JleueHHeTo Ha Te3H NMALIMEHTH C JeBodIoKcalH TpIOBa fa ce
3a04YBa CaAMO IPU JIMIICA HA aJITSPHATUBHH BB3MOXCHOCTH 3a JICYCHHE H CJIe[] BHUMATEIHA OLIEHKA Ha
ChOTHOLUEHHETO NONI3a/pUcK (BK. ChbIIO TOYKa 4.3).

Puck om pezucmenmnocm

MHOT0 BEpOATHO € METHLIMJIMH-PE3UCTEHTHH S. aureus Aa KMAT KOPE3UCTEHTHOCT KbM
GIIyOpPOXHMHONOHH, BKTIOUKTENHO neBodokcaimH. [Topaau ToBa neBodaokcalyH He ce NPenoph4Ba
34 JICYEHHETO HA U3BECTHH WIH NoAo3HpaHd HHbekunu ¢ MRSA, oceeH ako nabopaTOpHH pe3yJ/ITaTH
[MOTBBPAAT YYBCTBUTETHOCT HA MHKPOOPTraHHU3Ma CIIPAMO J1€BOGIOKCALMH (M IPENMOPHYBAHHATE
0OMKHOBEHO aHTUOAKTEpPHANHH CPEACTBa 3a JedeHHe Ha HHpekuun ¢ MRSA ca cyeteHH 3a
HETTOAXOIALIH ).

JIeBodnokcaliiH MoJKe Ja ¢ MpHJIara 3a JieueH’He Ha OCThp DaKkTepHaleH CHHY3HT U 000CcTpsaHe Ha
XPOHUYEH OPOHXHUT, KOTaTO T€3H HH(PEKUHH Ca NPABUITHO AHArHOCTHLIMPAHH.

Pe3HCTEeHTHOCTTA CpAMO (QIIYOPOXHHOJIOHH Ha E. coli — HAR-UYEeCTHAT NaToreH, CBbpP3aH ¢ HHPEKLMH
Ha ypUHapHHS TPAKT - BapHpa B EBponefickus c¢bto3. [Ipeanuceamure TpsaOBa na B3eMaT npeasua_
NoKanHO npeobnanasauiata pe3uCTEHTHOCT crpiaMo GryopoxuHOIoHH 1ipu E. Coli e

KOHCCHCYCHH JOKYMEHTH OTHOCHO JICHCHHCTO Ha aHTpPaKC.



Hpoovaxcumennu, unAIUOUUPALYYU U NOMERYUAIHO HEOOPAMUMY CePUOIHU HENCEAAHU NeKAPCMEeH U
peaxkyuu

Cpobmasa ce 3a MHOTO PeIKH ClTy4Yyad Ha NPOAB/DKUTENHH (MPOIB/DKABAIIH MECELH HIH FOOHHH),
WHBATUAH3UPALLH U HOTCHLHATHO HEOOpaTUMH CEPHO3HH HEXKEITaHH JIEKApCTBEHH peaKLHH,
3aCATAHIA PA3JIMYHH, TIOHAKOra MHOTO CHCTEMH B OpraHM3Ma (MyCKYJIHO-CKeJIeTHA, HEpBHA CHCTEMa,
NICHXHKA H CCTHBHH OPraHH) NPH MAaLHEHTH, IOMYYaBallH XHHOIIOHH H (PJTyOpPOXHHONOHH,
HE3aBHCHMO OT TAXHATa Bb3PacT ¥ Beue ChIeCTBYBAIUTE pUCKOBH dakTopu. Jlerodnokcalinu Tpabea
J1a ce crpe He3a0aBHO NPH MBPBUTE TIPU3HALIM HJIH CUMIITOMH Ha BCAKA CEPHO3HA HEXKENAaHA PeaKIUs
KaTo NalHEHTHTE TPAOBA [1a Ce MOCHBETBAT Aa C€ CBBPKAT C TeXHHA eKap, NpeAnuca IEKapcTBOTO,
33 CBHBET.

Tendunum u pazkvceane Ha CYxXo0XCuiue

TenauHUT U pa3KbCBaHE Ha CYXOXKIIHE (NO-CNIELMAITHO aXWIIECOBO CYXOXKHAHE, HO 6e3 na ce
OrpaHdyaBa caMo [0 HEro), NOHAKOra ABYCTPAHHO, MOXE Ja C€ MOJIYYH OIle B paMKHTe Ha 48 yaca ot
3aM0YBaHEe Ha JIEYEHHETO C XHHOJIOHH H (TYOPOXHHOJIOHH KAaTO HMa ChOOLIEHHS 32 TAKHBA, Pa3BHIH
Ce JOpH A0 HAKOJIKO MeCeLa C/Ie/ NPEeKpaTaBale Ha JeYeHHeTo. PUCKBT OT TEHAWHHT H pa3KbCBaHE Ha
CYXOKM/IHE C€ MOBHLUABA MPH MO-Bb3PACTHHU NALIMEHTH, MAHEHTH ¢ OBOPEeYHO yBpeKIaHe, NalMeHTH
¢ TPaHCIUTAHTHPAaH COJIMAEH OpraH, NpH MalKeHTH, NMomyyasauy AHeBHA 1034 no 1000 mg
NEBOQIIOKCALIMH M TAKKBA, IEKYBAHU CHIIFTCTBALIO C KOpTUKOcTeporuaH. [1o Ta3u npHuuHa
CBITBTCTBAIllATa ynoTpeda Ha KOpTUKOCTEpOoKAN TPAOBa fna ce u3barea. [IpH mepeua nNpy3HaK HA
TeHAMHUT (Hamnp. 00/IE3HEHO NOAyBaHe, BB3NANCHUE) JIeHeHUETOo ¢ neBOodIoKcalH Tpabaa na ce
NPEeKpaTH U Ka ce OOMHMCIIH aJITEPHATHBHO JiedeHHUE. 3acerHaTuaT(Te) kpaiHuk(uu) Tpadbea na
OBae(aT) NekyBaH(u) no noaxoasul Ha4uH (Hanp. obe3nBuwxBane). He TpsOra aa ce m3nonzpar
KOPTUKOCTEPOUIH, aKO C€ TIOABAT MPU3HALIH HA TEHIWHOMATHSL.

Muoxnonyc

CroblIaBaHH ca CiTy4au Ha MHOKJIOHYC [TPH MaLMEeHTH, IpHEMAITH JeBoduiokcaurH (BK. Touka 4.8).
PHCKBT OT MHOKITOHYC C€ MOBHIUABA [IPU NO-BB3PAaCcTHH MALUEHTH H MPH MallHeHTH ¢ 6u0peuHo
YBPEKAAHE, aKO 103aTa HA JIEBOGUIOKCALIMH HE C€ KOPHTHpPa CIIOPE] KPeaTHHUHOBHS KIHPBHC.
Jlesodnokcaliy TpsabBa 1a ce npexpaTH He3abaBHO MpH MBPRATA MOABA Ha MHOKIIOHYC U [1a Ce
3aMOYHE MOIXOALIQ JICYCHHE.

3aboraeanus cevpzanu ¢ Clostridium difficile

Huapust, 0cobeHO ako € TeXKa, IPOABDKUTENHA W/HIIK KbPBaBa, [0 BpeMe Ha WIIH CIISH JICYEHHE ¢
NEBO(IIOKCALMH (BKIIOUUTEHO HAKOJIKO CEAMHLIM CReN JIEUSHHETO), MOXKe Aa Obae CHMITOMATHYHA
3a 3abongasane, cewp3ano ¢ Clostridium difficile (CDAD). CDAD moxke aa Bapypa 1o TeXECT OT JIEKO
/10 )KHBOTO3aCTpallaBallo, HAH-TEXKKaTa GOpMa Ha KOETO € MCeBAOMEMOpAaHO3eH KOJIMT (BXK. TOUKA
4.8). ET0 3a100 € BaXHO Ja ce B3eME NPEABH/ Ta3u JHArHO3a MPH NALMEHTH, KOUTO Pa3BUBAT TEXKa
OUapHs N0 BpeMe Ha WIH CJie[ IeYeHHE C JIEBO(PIOKCALIMH. AKO MIMa CBMHEHHE WITH C€ MOTBBPIH
CDAD, nesoguokcauun TpsadBa aa ce cnpe He3a0aBHO W BeHAra Ja ce 3al0YHEe MOAXOAALIO JICUEHHE,
JlekapcTBEHH MPOAYKTH, MOATHCKAIIH NEPUCTAITHKATA, ¢ MPOTUROMNOKA3AHH NPH Ta3H KIMHHYHA
CHTyalus.

ITayuenmu, npedpaznonodicen KoM NpUnRaosyu

-
-f.‘.-rf

XHMHOJIOHATE MOI'aT [1a CHIKAT 1para Ha NMpUNajbLy 1 MOrat Aa MPeAU3BHKAT [PHIT
JlepogiioKCalMH € NPOTUBONOKA3aH MpH NAlIMEHTH ¢ aHaMHe3a 3a enuaencus (Bx o 3
MpH APYFUTE XHHOMOHH, TpAOBa [1a ce npuiara ¢ NOBUIIEHO BHUMAHHUE MPH NALH 3
NpeApasnoacKeHH KbM NpHNaABbLM WK Ha CHIIBTCTBALIO JIEYEHUE ¢ aKTHBHH Be
CHIDKABAT LiepeOpaTHUA mpar Ha NpUNaibLM, KaTo TeopHIUH (BK. Touka 4.5). B
KOHBYJICHBHH NPHIAABLIH (BXK. TOUKa 4.8), 1eueHneTo ¢ 1eBOGIOKCALMH TpAOBa



Hayuermu ¢ oepuyum na 2nioxo30-6-gpocham dexuopozenaza

[TaumeHTH C NAaTEHTEH UAKM U3ABEH Ae(EKT Ha rmoKo30-6-pocdar aexuaporeHasHara akTHBHOCT,
MOTaT Aa NPOSBAT CKJIOHHOCT KbM XEMOJIMTHYHH pPeaKiMH, KOraTo ca IeKyBaHH ¢ XHHOJIOHOBH
aHTubaKTepuanHu cpeacTea. [lopaau ToBa, ako JEBOGUIOKCALIMH C€ U3MO/I3Ba PH TAKUBA MALHEHTH,
TpaOBa 1a ce Cleu 3a €BEHTYAJIHA MOABA Ha XeMOJIH3a.

Hayuenmu ¢ 6vbpeyunu yepescoanus

T kaTo NeBOPNAOKCAUMH C€ EKCKPETHpa OCHOBHO upe3 O10peunTe, no3ata Ha TaBaHuK TpaOBa 1a
Ob2e KOpUrHpaHa npy NaUMEHTH ¢ 0BOpeuHo yBpexkaaHe (Bx. Touka 4.2).

PEHKI{HH HA CEBPBXYYECMBUMENROCTIN

JleBookcaiH MOXKE Aa NPUYHHHA CEPHO3HHU, ITOTEHLUHAMTHO (PaTalHH PeaKUHH Ha
CBPBXUYYBCTBUTEHOCT (T.€. aHTHOENEM 10 aHAPWIAKTHYEH LIOK), TOHAKOra Moc/ie/ABallM HavalnHaTta
no3a (Bx. Touka 4.8). IlaumenTHTE TPAOBa Na NpeKpaTHT JIeYeHUEeTO He3abaBHO H 1a e CBBPIKAT C
TEXHHA JISKAD WIH C JIEKap OT CHEIlHAa [IOMOLL, KOHTO A4 UHHULIMUPA NOAXOAAIIM CNSIIHN ACHCTBHA.

Teocku KodNcHU HedceIanu peaxkyuu

Texxu koxknu Hexenanu peakuvH (SCARs), BKITIOYBALIM TOKCHYHA enuaepManHa Hekponusa ( TEN:
H3BECTHA OLIEe KaTo cHHApPOoM Ha Lyell), cunapom Ha Stevens Johnson (SJS) u nekapcreena peaxums ¢
eo3uHOWIHA M cucTeMHU cUMNTOMH (DRESS), kouto MoXke na ca :KMBOTO3aCTpallaBaIY WIH C
JIeTalleH H3X0A, ce chOOIIABaT BbB BPB3Ka ¢ ynoTpebara Ha neBodokcalvH (Bk. Touka 4.8). Tlpu
[PEANHCBAHETO NALHUEHTHTE TpAOBa Aa ObaAaT HHPOPMHUPAHH 32 NPH3HALIMTE U CHMITTOMHTE Ha TEXKKH
KOXKHHU PEaKLIMH U 1a 0bJaT HaOM0AaBaHH C NMOBUILIEHO BHUMAaHHE. AKO C€ MOABAT MPHU3HALIH H
CHUMITTOMH, MOKa3aTe/IHH 38 TE3H peaKLnH, IPHIOKEHUETO Ha JIeBOQIIOKCallHH TpabBa HezabaBHO a
Ce MPEYCTAaHOBH H Ja ce OOMHUCIIH AITEPHATHBHO NCYCHHE. AKO MAIKEHTHT € Pa3BUII CEPHO3HA
peakuug kato SJS, TEN unu DRESS npu ynotpebara Ha neBoduokcanns, 1€4YeHHETO ¢
neepodIoKkcaluH He TpsOBa a ce 3anoysa OTHOBO NPH TO3HM NALMEHT.

Hucenurxemus

KakTo npu BCHUKH XUHOJIOHH, ¢& ChOOIABaHH HAPYILUEHHS B KpBBHATA 3aXap, BKJIIOYBALIH KAKTO
XHUITOITTUKEMUA Taka U XUNEPTIIMKeMUs, Bb3HHKBALIH NO-YECTO NPH MalMeHTH B CTApYECKa Bb3pacT,
OOMKHOBEHO NPH NMaLMEHTH ¢ AHabeT, NpHeMall| ChITBTCTBALLD JIEYEHUE ¢ MEPOPAITHO
XHIIOTTHKEMHYHO CPEACTBO (HaMp. IMUOeHKIaMua) Wik ¢ UHCYIUH. ChollllaBaHy ¢a CTy4yaH Ha
XUINornHkeMHuyHa komMa. [Ipu natmenTy ¢ nMabeT ce npenopbryYBa BHUMATEMHO NPOCeAABaHE HA
KpBBHAaTa 3axap (Bx. Touka 4.8).

Jleuenuero ¢ TaBaHuk TpabBa Aa ce cripe He3abaBHO, aKO MAUMEHTHT ChOOIIM 32 HAPYLIEeHHE Ha
KPBHBHATA 3aXap U TpAOBa la ce MMa MpeABU AITEPHATHBHA aHTHOAKTEpHATHA TEPAITHs C
He(dIYOPOXHHOIOHH.

Ilpeonazeane om homouyscmeumenrocm

[Tpy neBogpokcaluH e cpod1taBaHa (poTOUyBCTBHTENHOCT (BK. To4ka 4.8). [Ipenopbusa ce
MALMEHTHUTE a HE C€ M3IAaraT U3JIHIUHO HA CWIHA CIBbHYEBA CBETITHHA WIIM Ha U3KycTBeHH UV nhuHM
(Hanp. KBapLOBa naMmna, COIapruyM) MO BpeMe Ha JieHeHHEeTO U 48 Yaca ciiel npeKpaTABaHETO MY, ¢

LeJ1 Npeana3sBaHe oT POTOUYBCTBUTETHOCT.

[Tayuenmu, nexysarnu ¢ eumamun K anmazonucmu

[Topanu BBE3MOXKHOTO MOBHUIABAHE Ha KoarynauuoHuTe TectoBe (PT/INR) u/vnu
MallMEHTH, JIEKYBAHH C IeBOGJIOKCALIMH B KOMOHHaIa ¢ BUTaMMH K aHTaroHuc



€ HCOOXOMMO MPOC/eIBaHE HA KOarylaLMOHHHTE TECTOBE, KOTATO TE3H JIEKApCTBA Ca NPIaraHu
€IHOBPEMEHHO ( BHXK TO4YKa 4.5).

[cuxuynu peaxyuu

Cp0011aBanH ca NICHXHYHH PEaKIMH IIPH NMalMEeHTH, TPHEMALIH XHHOMIOHH, BKTIOYHTEHO
neBodIokcauHH. B MHOTO penkH CITydaH ca MporpecHpany 40 CYHMLMAHU MHCIH H
caM03acTpallaBallo MOBEASCHHE, MOHAKOra caMo C/Iell eIMHHYHA 032 JeBO(dAOKCaUHH (BX. TOUKA
4.8). B cmyvai, 4e NaLKEHTET pa3BHe Te3H peakLiMK, IPHEMBT Ha IEBOGIOKCALMH TPAOBa A2 ce
npekpaTH He3abaBHO, MPH IbPBH NPU3HALIMY H CHMITTOMH Ha TE3U PEaKLMM, ¥ NaLMEHTHT TpAOBa 1a
Oblie NOCHBETBaH Aa ce CBBpKE C MPEAMHCBALIMS JieKap 33 chbBeT. TpiabBa na ce OOMHUCIIH
AJITCPHaTHBHA He(ITyOPOXHHOJIOHOBA AHTUOAKTEPUATHA TEPANKs U [1a C€ IIPHIOKAT NOTXOAAIIH
MepKH. IpenopbuBa ce MOBUILEHO BHEMAHHE, aKO JIEBODIOKCALMH C€ MPHIATA [IPH NICHXOTHYHH
NALMCHTH WIH MPH NAaUHEHTH ¢ aHAMHE3A 33 ICHXHYHO 3ab0/1aBaHe.

Yowvancasane na QT unmepeana

Heobxonumo e moBHIIEHO BHUMAHHE, KOTaTo (IyOPOXHHOMOHH, BKIHOYHTENHO NEBOGUIOKCALMH, Ce
MpHAAraT NpH NaUHECHTH C H3BECTHH PHCKOBH (PakTOpH 3a yabkaBaHe Ha QT uHTepBana, Kato
HalpuMep:

- CHHAPOM Ha BpoieH YABIDKeH QT

~ CIHOBPEMEHHO MPUNOKEHUE Ha JIEKApCTBa, 32 KOUTO € U3BECTHO, ye yabpkasar QT unrepsaia
(Hanp. Knac A u [II aHTHapUTMHYHH, TPHLMKITHYHH AHTHAETIPECAHTH, MAKPOIHIH, AHTHIICHXOTHLIHA )
- HEKOPHIHpaH eneKTpoiuTeH quchaNanc (Halp. XMIOKaaIHeMHs, XHIIOMAarde3HeMus )

- CbpIeHHO 3a00nsBaHe (Hamp. CbpAe4Ha HeAOCTATHYHOCT, HH(APKT HA MHOKap/a, Opanukapaua)
IManueHTyTe B CTapuecka Bb3PacT H XKEHUTE MOTaT Aa GbAAT 0-YyBCTBUTEHH CTIPIMO JIEKapCTBa,
yawpkasamti QTc. [lopaau ToBa € HeO6XOAHMO MOBULIEHO BHUMAHKE, KOTaTO NMPH TE3H MOITY.1aLKH
ce NpWIaraT QIyOopoOXHHOAOHH, BKITIOUHTEHO JIEBOMIOKCALHH.

(Bx. ToukH 4.2 Hayuenmu ¢ cmapuecka évzpacm, 4.5, 4.8 u 4.9).

Ilepugpepna nesponamus

Cpo0luaBa ce 3a C/Tyuan Ha CEH30pHA WIH CEH30MOTOPHA MOMHHEBPOIIATHA, BOJELIH 1O [MapecTe3ny,
XHMITOECTE3HA, TH3ECTE3Ud WK CIabOCT MPH NalMEHTH, MPpHEMAIH XHHOIOHH U BITyOpOXUHOIOHH.
[launeHTHTE, KOUTO MpHEMaT NeBOGIOKCALMH, TPAOBa fa 6BIAT MOCHBETBAHM 12 HHQOPMHpAT CBOA
JIEKap, Npeau na MpoAb/DKAT JIEYEHHETO, aKO CE MOABAT CUMITTOMH Ha HEBPONATHA, KaTo 60NKa,
YCCIIAHE 3a NapeHe, MpaBy4YKaHe, U3TPBIIBAHE WITH ¢1a00CT, 3a 1a ce NPEAOTBPATH Pa3BHTHETO Ha

MOTEHLIMAJTHO HeoOpaTHMO 3aboaBaHe (BX. TOUKa 4.8).
XenamoburuapHu Hapyuenus

ChobinaBany ca ciyyau Ha 4epHOAPoOHa Hekpo3a A0 gaTalHa YepHOAPOSHA HENOCTATEUHOCT [IPH
JIeBOGIIOKCALIUH, IPEAUMHO [PH NALMEHTH C TEXKKH NMOANEKaLIM 3a00NIBaHuMA, Hamnp. CEncuc (BX.
Touka 4.8). ITaunenrure Tpsabsa na GbaaT CHBETBAHU [a CMIPAT JIEUEHHETO U 1A CE CBBPIKAT C neKaps
CH, KO pa3BHAT NPHU3HALNA U CUMITOMH Ha 4€PHOAPOOHO 3a00/IIBaHe KaTO AHOPEKCHS, XKBITEHHLIA,
TbMHA YPHHA, CbpOek UIIH OONE3HEH KopeM.

Obocmpsane na Muacmenun 2pasuc

D1y OPOXHHONOHHUTE, BKIIIOYHTENHO JIEBODIIOKCALIMH, HMAT HEBPOMYCKYJIHO 6lI0KHpaLio felficTBHE H
MOrat /1a 0DOCTPAT MyCKyIHATa CaboCT MPH NAIHEHTH ¢ MHACTEHHS I'PABHC. [ToctmapkeT
CCPHO3HHM HEXE/TAHH JIEKAPCTBEHH PEeaKiiuK, BKIIIOYBAIIH CMBPT H HEOOXOMMOCT OT M
JULIAHETO, Ca ChOoDIaBaHH NPH (BIyOPOXHHOIOHH, H3NO/I3BAHH TPH MMALKHEHTH ¢ MH

3pumennu Hapyuenus



AKO 3peHHeTO Oblie YBPEACHO WM BE3HHKHAT HAKAKBU €(pEKTH BBPXY OUHTE, He3abapHO Tpabea na ce
MPOBEIE KOHCY/ITALMA C OUYEH CMELMAIUCT (BXK. Toukd 4.7 1 4.8).

Cynepurnpexyus

[Ipunoxxenuerto Ha neBodoKcalMH, 0COOCHO NMPOABL/DKHTENHOTO, MOXKE /1a NOBENE N0 CBPBXPACTEkK
Ha HEYYBCTBHUTEIHH MHKpoopraHu3Mi. Tpabea ga ce npeanmprueMar noaxoAasuld MEpKH, aKO HaCTBITH
CynepuHPpeKLUs 10 BpeMe Ha TepaltaTa.

IIpomenu 6 nabopamopnume uzcreo8anus

an NNallMCHTH, JICKYBAHH C HGBUCIJHDI{C&LIHH, YCTAHOBABAHCTO HA OIIHATH B YpHHATa MOXKE Ja Jajc
(bﬁJ'[IIIHBO IMOJOXHTCITHH PE3YJITATH. Moxe na e HeoOXoauMoO na ce [IOTBBPAHA MOJTOKHUTEC/ITHHAT
PE3YATAT 3a OIIHATH C HO-CI'IEI.[H(I)H'—IBH MCETO.

JlesodiiokcauMH MOKe 1a NOTUCHE pacTexxa Ha Mycobacterium tuberculosis 1 nopaay ToBa, MOXeE a
nane GalHBO OTPULIATENIHU Pe3yITaTH NpHA OAKTEpHOIOTHYHATA JHArHo3a Ha Ty0epKomo3a.

Anespusma u oucexayus Ha aopmama u pe2yp2umaytl/ HeooCmamvyHOCMm HAa CbPOCHHUME KIANY

EnvuaeMHONOTHYHUATE MPOYYBAHKMA [TI0KA3BAT MOBUILEH PUCK OT AHEBPM3Ma M IHMCEKALIMA Ha a0pTaTa,
0co0EHO MPH NMAaLMECHTH B CTap4ecKa Bb3pacT, KAKTO M OT PETYPruTalia Ha aOpTHATA B MHUTpaIHATA
Kjiana ciesl MpHeM Ha ¢JIyOpOXHHOJIOHH.

CpoDlileny ca cimyuad Ha aHEeBpU3MAa M IMCEKALIMA HA aopTaTa, MOHAKOra YCJIOXKHEHH NOpaau
pa3sKbCBaHe (BKIKUMTENHO C JIETAIEH U3XO0/) Y PerypruTalda/HeJOCTATbYHOCT Ha HAKOH OT
CBPACUYHUTE KJIANH [IPH MMal(UEHTH, IIPHEMAILH PIIYOPOXHHOJIOHH (BXK. TouKka 4.8).

CnepnoBartesiHo (GIyOpOXHHONOHHTE TPAOBRA Ja ¢€ H3MOM3BAaT CaMO ¢JIe]] BHHMATEHA OLieHKa Ha
CHOTHOLUEHHMETO TMON34/PUCK U CIISH pa3riexkIaHe Ha APYTH TepaneBTHYHH BE3MOXKHOCTH TIPH
NaluMeHTH C MONMKUTETHA (paMIIHA aHAMHE3a 3a aHEBPH3Ma WIH BpoJeHo 3aboniBaHe Ha
ChPACYHHTE KIalH, WIH MNPH NaUMEHTH, IMarHOCTHLMPAHHU ¢ NpeALIecTBallla aHEBpH3Ma W/ HIH
OWCEKALHA Ha aopTaTra WiH 3a00/1s4BaHe Ha ChbPACYHHUTE KIIalH, WIH OpH HAJIMYKUE HA Py PHCKOBY
daxkTopH WM 3abonaBaHu, Npeapa3nonaramu

- KAKTO 34 aHCBpPH3Ma, TaKd H 34 AHCCKAllMA Ha a0pPTaTd H 3a perprHTEHHH/HBHDCTaTBI{HOCT

Ha ChpAEeYHMTE Kianu (Hanp. HapyleHus Ha CheAUHUTENHATA ThKaH KaTo CHHIPOM Ha
Marfan unu cuiapom Ha Ehlers-Danlos, cuaapom Ha Turner, 6onect Ha Behcet, xuneptoums,

PCBMATOUHACH ﬂpT‘pHT) HJIH AOITBJIIHUTCIHO

- MPH aHEBPHU3MA U AUCEKALIUA Ha aopTata (Hamnp. CbAOBH HAPYIIEHUA KAaTO apTEPHHUT HA
Takayasu, ruraHTOKI€THYEH APTEPUUT HITH H3BECTHA aTEPOCKAEPO3a WK CHHAPOM Ha
Sjdgren) WM AOMBIHUTEIHO

- MIPH PErYPruTalus/HeAOCTATbHHOCT HA ChPACYHHTE Kiany (Hanp. HHPEKLIHO3€eH
EHJOKapIMT).

PucksT OT dHCBpH3Ma H JHCCKALHA Ha a0pTaTa H TAXHOTO PAa3KbCBAHE MOXKE CBIIO Aa C€ [MOBHIIH INPH
MalHCHTH, JCKYBAHH €AHOBPEMCHHO CBbC CHCTCMHH KOPTHKOCTCPOHIH.

[Ipy rHEe3anHa OonKka B KOpeMa, rpbAHKA KOLUI WM I'bpba nalveHTHTe TpsiOBa n1a Obaar [10CHBETBAHH
Na ce KOHCY/THpaT He3aDaBHO ¢ JIeKap B CNEIIHO OTIE/ICHHE.

[TalivenTHTe TpadBa na OBAAT NOCHBETBAHU 1A MOTLPCAT HE3a0ABHO MEIHLIMHCKA IO
OCTpa AUCIIHESA, HOBA MOABA Ha CHPLEOUEHE (MaNMUTALIMK) HAM PA3BUTHE HA OTOK H
NOJIHUTE KpalHHLIY.

Ocmvp nankpeamum



[Ipy nauMeHTH, NpueMaluH JeBodIOKCALMH, MOXE Aa ce HabMaaBa ocThp nankpeatur. [lauueHTure
TpaA0Ba fia 6baaT HHPOPMHPAHH 3a XapAKTEPHUTE CUMIITOMK HA OCTHP NaHkpeaTwut. [lanueHTHUTE,
KOHWTO HMAT raicHe, HEPA3IOoJIoKEeHHe, KOpEMEH TUCKOMPOPT, OCTpa KopeMHa 00NKa WIH MOBPhINAHE,
TpaOBa Aa O6bAAT MOUIOkKEHH Ha He3abaBHA MEAULIMHCKa OLIEHKA. AKO Ce MoJ031pa OCTHD
MAaHKPEaTHT, ynoTpedara Ha neBodokcalind TpsaOBa Ja ce NpeyCTaHOBH; aKo Ce MOTBEPAH,
ynotpebara Ha JiepodioKkcalMH He TpaGpa Aa ce 3ano4ysa oTHOBO. Tpsa6Ba 1a ce BHHMaBa NpH
NaLMEHTH C aHAMHE3a 3a MaHKpeaTHT (BX. TouKa 4.8).

Hapywenus na xpvema

KocTHOMO3bYHA HEAOCTATHUHOCT, BKJIIOYHTEITHO JICBKONIEHUS, HEYTPOIIEHUA, TAHLIMTONCHHS,
XEMOJIMTHYHA aHEMHUs], TPOMOOLIMTONEHHUS, AIJIACTUYHA aHEMHUS WIIH arpaHyJIOLMTO3a, MOXKE J1a ce
pasBHE 110 BpeMe Ha JIEYEHHETO ¢ JieeodnokcanuH (Bx. Touka 4.8). [Ipu cbMHeHMe 3a HIKOE OT Te3u
Hapyll€HHA Ha KpbBTa TPA0Ba 1a Ce ClieaM KpbBHATa KapTuHa. B cimy4aii Ha aDHOpMHM pe3yarary,
TpsbBa na ce OOMHCIY NpeKpaTABaHe Ha JICUEHUETO ¢ JIEBO(IOKCAIIHH.

Hampuii

ToBa 1ekapcTBO ChABpAa No Masiko oT | mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXe [1a Ce Kaxe,
Y€ NPaKTHYECKH HE CHObPKA HATPHIA.

4.5 B3aumone#cTBHe ¢ APYrH JleKAPCTBEHH NPOAYKTH H APYrH GpopMH Ha B3anMoaelicTBHe

Edexry Ha IpyrH ieKapcTBEHH NPOAYKTH BbpXY TaBaHHK

Kenesnu conu, yunko8u conu, MAzHe3Uli- WU QIYMURUU-CHOBDICAIY aumuayuou, OUOaHO3IUH

AbcopOuHaTa Ha IEBOQIOKCAUHH € 3HAYMTETHO HaMaJieHa, Korato TaBaHMK TabJIETKH ce nmpuiara
€JHOBPEMEHHO ¢ XKeJIe3HH COJIH, MaTHE3HH- WIIH ATYMUHUH-CBABPAKALUN aHTHALMIH WM AUIRHO3HH
(camo hopmu Ha OUOGHO3IUH C ATYMUHUE- UTU MAZHE3UT-CoOBPICaU DyGepupayu cpedcmea).
H3rnexaa, Ye eNHOBPEMEHHOTO NMPUIOKEHUE Ha (AYPOXHHOIOHH C MYITHBUTAMHHH, ChABbPKALIH
LIMHK, HaMa/11Ba TAXHATa nepopajiHa abcopbuus. [Ipenoprusa ce npenapatute, ChbAbPXKAIIH
ABYBAJICHTHH WIH TPHBAJICHTHH KATHOHH KaTO XEJIE3HU COJIH, UHHKOBH COJIH, HJIH MArHe3uii-, Wik
alTyMHHHH-CBABPKALLH AHTHALMAH, WIH AHIAHO3HH (CaMo GopMu HaQ OUOAHO3UH C QAVMUHULI- UAU
MazHezui-CvOvprcauu byepupawyu cpedcmea) He Tpabsa ga 6vaaT NpHeMaHH 10 2 yaca nNpean WiH
ClIeH NMPUIOKEHHETO Ha TaBaHHK TabneTku (Bxk. Touka 4.2). KanuueBHTe COMM KMAT MUHHMAJIEH
e(pexT BbpXy NMepopanHaTa adcopOIIHs Ha IEBODIOKCALIMH.

Cyxkpangham

buoHanHyHocTTa Ha TaBaHKK Ta0NETKH Ce HAMANIABA 3HAYMTEITHO, KOraTo ¢e NMPWIAra €JHOBPEMEHHO
CBC CyKpangatr. AKO nauxHeHTUTe TpAOBA Na npueMat U cykpandar, 1 TaBaHHK, Haii-106pe e Aa
NpHeMaT CyKpajar 2 uaca cnea npuwioxeHueTo Ha TapaHuk Tabnetku (Bk. Touka 4.2),

Teogunun, ghendyden wru no0obHU HeCMEPOUOHU NPOMUBOBINATUMENHY ACKADCMEA

He ca nabmonapany ¢papMakOKWHETHYHH B3aMMOIEHCTBUA Ha IeBO(IOKCALIME ¢ TeODHIIHH B
KIIMHHYHO NpOyuBaHe. BeNpekn ToBa MOXe Aa HaCTBITH H3pa3eHO NMOHW)KaBaHe Ha uepeOpalH1a rmpar
Ha MPUNagbUH NPH €AHOBPEMEHHO TIPHIOKEHHE Ha XHHOJIOHU ¢ TeODHIHH, HECTEPOHIHHM
NPOTUBOBBIMAIMTENHH JIEKAPCTBA WK APYFH CPEACTBA, KOWTO CHW)KABaT Nnpara Ha NPUINaxbLM, _— ~
KoHuentpauusTa Ha nepoduiokcanus e okono 13% mo-BHcoka B MPUCHCTBUETO Ha (heHOy
OTKOJIKOTQ NPH CAMOCTOATENTHOTO MY TIPHIOKEHHE.

IIpobeneyud u yumemuoun



[Ipobenenua 1 LHMETHAHH UMAT CTATUCTHYECKH 3HAYHUM eeKT BEPXY €JIHMHHHPAHETO Ha
neBodIIoKcauH. bEOpeUHHAT KIHPBHC Ha JIEBOIIOKCALIMH ¢€ HaMaJIgBa OT LMMEeTHAHH (24%) u
npodexeuns (34%). Tosa ce ciTyuBa Thi KaTo ABeTe JeKapCTBa ca B ChCTOAHME Aa OloKupar
ObOpeunaTa TyOy1Ha cekpelina Ha neBoduiokcaltMH. Burpeku TOBa IPH M3IMUTBAHKTE JO3HU B
MpOYy4BaHETO, MANIKO BEPOATHO € CTATHCTHYECKH 3HAYHMUTE KHHETUYHH PA3IHKH Aa ca OT KIMHHUYHA
3HAYHUMOCT.

Heobxo0a1MO € noBHilleHO BHUMaHHE IIPH €AHOBPEMEHHO NPHIOKEHHE Ha JIEBOQIIOKCALIMH C

JIeKapcTBa, 3acaraiy 0p0peyHara TyOynHa cexpeuus Karo npobeHelnI U LMMETHAKH, 0COGeHO NpH
NAUHEHTH C OBOpEUHH YBpeXKAaHUS.

Hpyea cvugecmeena ungopmayun
Knunnyny papMakonordyiy npoyusaHHs NOKA3BaT, ye papMakOKMHETHKATA Ha JIEBOGIIOKCALIMH HE €

34C€IrHaTa B KIIMHAYHO 3H3AYHUMA CTCIICH, KOraTo J'IEBOE]JJ'EOKC&HHH CC IIpHIiara 3a€iHO CbC CIICAHUTE
JICKApPCTBA. KAJIIHCB KBPSOHEIT, AHFOKCHH, I"JlHﬁEI—]K.]'[ﬂMHH, PAHHTHIHH.

Edexry Ha TaBaHHK BbPXY APYIHU JCKADCTBEHH NPOAYKTH

Huxnocnopun

[TonyXHBOTHT Ha UMKITOCMIOPHH Ce NoBuLIaBa ¢ 33%, KoraTo ce npunara ¢ nesodaoKkcaluH.

Bumanmun K anmazonucmu

CpollaBaHH ca NOBHIIEHH CTOMHOCTH NMpH koarynaioHHU TecToBe (PT/INR) w/niau kepBeHe, koeTo
MOXke N1a ObAe TeXKO, MPH NALMEHTH, JIEKYBaHHM ¢ JICBO(IOKCAIIMH B KOMOKHALMS ¢ BUTaMKH K
aHTaroHycT (Harnp. BapgapuH). llopaau ToBa koarynaumoHHuTe TecTOBE TPAOBA Aa Obaar
NpOoCIeASBaHH NMpPU NALMUEHTH, JIEKyBaHU ¢ BUTaMuH K aHTaroHUcTH (BHOK Touka 4.4).

Hexapcmea, yovasxcasawu QT unmepeana

JleBopnoKCaUMH, KaKTO APYTUTE XHHOJIOHH, TpAOBa Aa Obae npuiaaraH ¢ NOBHILEHO BHUMAHHE TPH
MAaLMEeHTH, NpHEMALlH JIEKapCTBa, 38 KOUTO € U3BECTHO, Ye yabmkapat QT unrepeana (Hanp. knac IA
v II1 anTHapHTMHYHH, TPHUMIVIMYHHE aHTHACNIPECAHTH, MAKPOJIHIN, aHTUIICHXOTHLIM) (BHX Touka 4.4
yabkaBaHe Ha QT uHTepBana).

Lpyza cvwyecmsaena unpopmayus
B npoyuBane 3a papMakOKMHETHYHY B3aUMOACHCTBHA, IeBODIOKCALIHH HE 3acsara

¢apmaxkoxkrHeTHKaTa Ha TeoQUIHH (KoMTo e TecToB cybeTpaT 3a CYP1A2), koeTo nokazea ue
neBodnokcainH He € CYP1A2 uHxuburop.

pvru GopMHU Ha B3aUMOJEHCTBUS

Xpaua

Hsama KIHHWYHO 3HAYUMO B3aUMOENHCTBHE ¢ XpaHa. 3aToBa TaBaHUK TabneTKH MOrar Ja ce npuiarat
HE3aBHCHMO OT MPUEMa HA XpaHa.

4.6 PepTHAHTET, OPEMEHROCT H KbpMeEHE

bpeMeHHOCT

HMiMa orpasvueHH nanH# oT yroTpedara Ha fieBodokcauuH mpy OpeMeHHH kenu. [p
)KMBOTHH HE MOKA3BAT AUPEKTHH WX HHAMPEKTHH YBPEXK AW €(EKTH C OrNiel] Ha pe
TOKCHYHOCT (BX. TOUKa 5.3).
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BbripekH TOBa mopaaM AKIICATa Ha JAHHH NPH XOpa U Nopaay TOBA, Y€ EKCIICPUMEHTAJIHUTE JaHHH
NPEANonaraT pucK OT YBpPEXIaHe Ha HOCELIHTE TEXECTTa XPYLIUTH Ha pacTALUMA OPraHU3bM OT
$1yOpPOXHHONOHHUTE, JAeBOIIOKCALMH HEe TPAOBa Ja ce npuiara mpy OpeMeHHH xeHH (BXK. Touka 4.3 U

5.3).

KspmeHe

TaBaHHK e [IPOTHBOIIOKA34H IIPpH /KCHH, KOUTO KbDMAT. Hama poctarpuHo HH(bOpMB.L[H}l 34
CKCKpPCLHUATA HAa HEBOC[JJIDKC&L[HH B KbpMAaTa, BBIIPCKH Y€ OCTAHAIITUTE (b.l'ly OPOXHHOIIOHH CE
CKCKPETHUPAT B KbpMATA. HOpEi,[[H JIMIICATa Ha JaHHH IIPH XOpa U MTOopaaHu TOBA4, Y€ CKCIICPHMCHTAITHHUTE
AaHHH NpCamonaratT paCK 0T YBPCXKAAHC HA HOCECUIUTE TCKECTTA XPYIIAIH HA PaCcTALLIMA OpPraHH3BM

OT (PJTYOPOXHHOIOHHUTE, JICBO(PIOKCAUHH TabNeTKH He TpAOBa Aa ce npuiara npu KbpMadkH (BXK.
TOUKH 4.3 u 5.3).

Depmunumem

JlepodnokcalMH He NMPEeIU3BUKRA YBpeXKaaHe Ha PepTUANTETA WIH PENPOAYKTHBHHTE CrIOCODHOCTH
NpH IUTEXOBE.

4.7 EdexTH BBpPXY CIOCOOHOCTTZ 32 miodpupane H padora ¢ MALLIHHH

TaBanMk nOBIMABA B MaJIKa A0 YMEPEHa CTemneH crocodHoCTTa 3a modHpaHe U paboTa ¢ MallIHHH.
Hakou HexxenaHH NieKapCTBEHH peaKUMy (Harp. 3aMaiBaHe/BepTUTO, CHHINBOCT, 3pUTENHH
CMYIIEHHUS) MOTAT 1a HAPYIIAT CIIOCOOHOCTTA Ha MALMEHTHTE J1a C€ KOHLIEHTPUPAT H J1a peardpar,
MOpaJgx KOETO € Bb3MOXKHO 4 BE3HUKHE ONMAaCHOCT B CHTYaLIWH, TIPU KOHTO Te3H CNOCOOHOCTH ca OT
ocobeHa BayKHOCT (Hanp. IodupaHe Wik paboTa ¢ MalliMHA).

4.8 Hexenann nexapCcTrBeHH peakiHH

IlpeactaBenaTa no-noy HHGOpMALMA CE OCHOBABAa HA JAHHH OT KJIMHUYHH NMPOYYBAaHUA MPH ITOBEYE
OT 8 300 nauueHTH, KaKTO U NMPOABDKHTENEH NMOCTMAPKETHHIOB OMKUT.

YecrotuTe B Tabnuuara ca NepUHUpaHd c0Opa3HO clleIHaTa KOHBEHIIMs: MHOTO YecTH (>1/10),
yecTy (=1/100 1o <1/10), veuectn (=1/1 000 go <1/100), penku (=1/10 000 no <1/1 000), MHOTO
peaku (<1/10 000), ¢ HeusBecTHa yecTOTa (OT HAJTMMHHUTE JAHHU He MOXke Aa Obe HanmpaBeHa
OLICHKA).

B paMKHTe Ha BCAKO IPYIHPaHE M0 YECTOTA, HEXENAHUTE peaKLMH ca NPEeACTABEHH B HU3XOIALL Pefl
[10 OTHOLIEHHWE HA TAXHATA CEPHUO3HOCT.

Ta0Mua ¢ HexeNnaHu peaklidy

CHcremo-opranen | YecTH HeuvecTH Penxn C nensBecTHA
KJIAC (1/100 go (=1/1 000 go (=1/10 900 no yecroTa (oT
<1/10) <1/100) <1/1 000) HAJIMYBHTE JaHHH
HEe MOXKe aa Onae
HANPABEHA OLICHKA)
Hudexumu u ["B6MUHH
HH)ECTALMH HUH(PEKLIMH,
BKJTFOHHUTETHO
HH(EKLUH ¢
Kanauaa
[laToreHHa
PE3HCTEHTHOCT
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Cucremo-oprasens |Yecrn HewecTn Peaxn C HeR3BECTHA
kaac U000  |RI100070 | (1/10 000 o aecrora (o1
<1/10) <1/100) <1/1 000) HAJNHIHATE ARHBH
| o | - He Mozke Aa 6b8¢
| | HAMPABEHA ONEHKA)
Hapyienus Ha JleBkoneHus TpombGouuroneHus KOCTHOMO3bYHA
KpbBTa M 1HMQHAaTa Eozunopunus | Heyrponenus HEAOCTATHYHOCT,
CUCTEMA BKJTKOUHUTEJTHO
anacTU4Ha aHEMHA,
[MAaHUHTOTICHHA,
arpaHyaoLUTO3a,
XEMOJIMTHYHA aHEMHUS
Hapynienus Ha AHruvoeaem AHadurakTHICH
HMYHHATa CHCTEMA CBpBXYYBCTBUTEHOC | LLIOK?
T AHapuIaKTOUIEH
(B. Touka 4.4) oK Bx. TouKa 4.4)
Hapyuienus Ha CHHApPOM Ha
€HIOKPHHHATA HeaZeKBaTHaTa
CHCTEMA CeKpeLHd Ha
AHTHAUYPETHYEH
xopMmoH (SIADH)
HapyuicHus Ha AHOpeKcHs XHUNOriuKeMus, XHUIEpriIMKeMHUA
MeTabonu3Ma 0c0o0EeHO NMpH (BK. Touka 4.4)
XPaHEHETO MaLKEHTH ¢ nHaber
(B>K. TOUKa 4.4)
[lcuxuunn bescnHue TpeBoxkHOCT [Icuxuuum peaxid | IICHXOTHYHH
HapyLIeHus ™ CbecTogHue HA | (Hanp. C HapyLIEHHUA CbC
o0bpKaHOCT XATIOLMHALIMH, caMo3acTpalllaBauio
HepeHoct napaHos ) MOBEACHHUE,
Henpecus BK/TFOUYBALLH
Br3byna CYHLIMIHH MUCITH HJIH
Apku chrHULLA OMNHUT 3a
Kowmapu caMOyOHICTBO
Henupruym (BK. TOUKa 4.4)
Manus
Hapyuenus Ha [ nasobonue |CoHIUBOCT KouByncus (Bx. IlepudepHa cenzopHa
HepBHATa cUCTeMa® | 3amasitHOCT Tpemop TOUKH 4.3 ¥ 4.4) HEBPONAaTHA (BK.
Jncryesns [IapecTesus TOYKa 4.4)
Hapyuienune Ha ITlepugepna ceHzopHa
naMeTTa MOTOpPHA HEBPOIATH

(Bk. TOuka 4.4)
[Tapocmus,
BKJIFOUHTETHO
AHOCMHA
JIucKkuHe3HuA
ExcTpanupaMHMaHu
HapylIEHHUA
Arey3us
s
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Cucremo-opranen
KJIAC |

Yecrn

Heqectn

17100 10 - | C1/1 000 nio

<1/10)

<1/100)

|

Peaxkm
(21/10 000 no
<1/1000)

C menspecTna

| mecrora (o1

HAJIHYHATE JAHHH
HE MOXe Aa Onpae
HANPABEHA ONCHKA)

HapyimeHus Ha
ouute*

3PUTEIHH CMYLIEHHUA
KaTO 3aMBIJIEHO
3pEeHHUE

(B:K. TO4Ka 4.4)

[Ipexonna 3ary6a Ha
3pEHHE (BXK. TOYKA
4.4), yBEUT

HapylueHus Ha yxoTo
U nabupuHTa*

CBETOBBPTEXK

Tunutye

3aryba Ha ciyx
HapyiueH cimyx

Crpaeunu
HapylUeHUs™* *

Taxukapaous
[TannuTamuu

BeHnrpukynapHa
TaXUKaApAMA, KOATO
MOXe J1a A0Beae 10
CbpACYEH apecT
BenTpukynapHa
apuTMHA U torsade de
pointes (¢bO0MaBaHu
NpeaUMHO MpH
NalMeHTH ¢ pUCKOBH
daKTOpH 3a
yabmkasane Ha QT),
yabsipkeH Ha QT B
eJIEKTpOKapauorpama
(Bx. TOukH 4.4 u 4.9)

CnaoBH
HapyLUeHHA™ *

Camo 3a iv

dopma.
Qnebur

XHUITOTOHHUA

PecnupaTopHH,
rPeAHHU U
MeOHACTUHATIHH
HApYWEHHS

JlucrHes

bpouxocnaseMm
AnepruucH
[MTHEBMOHMT

CTOMALIHO-YPEBHH
HApYUIEHUS

Huapus
[loBpblUaHe
['apgeHe

ADnoMHHATHA
Donka
Jlucnencus
{OnaryneHuus
KoncTunaiums

Junapus -
XeMOparu4Ha, KOATo
B MHOTI'O peIKH
CJIyHaH MOXe a Obae
NnoKaz3aTesiHa 3a
EHTEPOKOJTHUT,
BKJTIOUHTEJIHO
nceaoMeMbpaHo3eH
KOMUT (BXK. TOUKa 4.4)
[TankpeaTur
(B3x.TOYKA 4.4)

XenaTo-OWinapHH
HAPYILEHUS

[ToBuieHu
4yepHOAPOOHH
€H3UMH
(ALT/AST,
ankaigHa
docharasa,
GGT)

[loBulen
OMnHpyOHH B
KpbBTA

JKBATEHULIA U TEXKKO
YepHOAPOOHO
yBpeXKaaHe,
BKJIKOUMTETHO CITY4au
Ha (paTanHa ocTpa
4YepHOApOoOHa
HEeTOCTAaTbYHQLT, .
MpeTUMBE
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Cucremo-oprasen | Yecrn IHﬂm Pegxu C memaecra
cnac GY10070 |GI100050 |RUI0000s0  |wecrora(or
<1/10) <1/100) <1/1 000) BAJINYHETE AAHAHE
' | Be Mosxe 1a Gnle
. HANPABEHA ONCHKA)
Hapylwenns Ha Ob6pus JlekapcTBeHa peakuma | TokCHYHA
KOXKAaTa U Crpbex ¢ e03uHODWINA H enMmUaepMalHa
MOAKOXKHATA ThKaH ° Yprukapus CHCTEMHM CUMITTOMH | HEKpOJIH3a
Xunepxyapos3a |(DRESS) (Bx. Touka | CuHIpOM Ha
4.4), Stevens-Johnson
dukcupaHa Epurema
NeKapCcTBEHA epynuus | Myatudopme
Peakiys Ha
(bOTOUYBCTBUTEITHOCT
(BX. TOUKa 4.4)
JIeBKOLIMTOKIACTEH
BACKYJIUT
CroMaTuT
XHIICPIMTMEHTALIMA
Ha KOXara
Hapyweunns Ha ApTpanrus CyXO0KUIIHH Pabaomuonn3a
MYCKYTHO- Muanrus HapyLIEHUS (BXK. Pynrypa Ha
CKeJleTHATa CUCTeMa Toykd 4.3 » 4.4), CYXO0KHNIHE (HaIp.Ha
¥ CheUHHUTEIHATA BKJTHOUMTEITHO aXWieCOBOTO
TBKaH* TEHAHHMT (Hanp. HA | CYXOXHIMe) (Bx.
aXHIIECOBOTO ToukH 4.3 1 4.4)
CYXOXKHIIHE) Pyrirypa Ha nHuramMeHT
MyckynHa cnaboct, | MyckynHa pynrypa
KOATO MOXeE Ja € OT | APTPHT
0cOOCHO 3HaYeHHe
IPH MaLHEeHTH ¢
MHACTEHHA MPaBMC
(B>k. TouKka 4.4 )
HapyuweHus Ha [TopuiueH Octpa 6b6peyna
OBOpeLuTe U KpeaTHHHH B HEJOCTATBHYHOCT
IMTUKOYHHTE NBTHIIA KpBBTa (Hanp. nopanu
MHTEPCTHLIMAJICH
HEQPHT)
Oy Hapywenus U | Camo 3a iv AcTeHns [Iupexcus bonka (BKIKOUHTEITHO
cpekTH Ha MacToTO | hopma: Oonka B repOa,
Ha npuioxeHue?* Peakuiuu Ha IPbAHUSA KOLI U
MSCTOTO Ha KpaUHHUIIUTE)
HH]Y3Hs
(bonKa,
3a4cpBABAHE)

® aHaQUNAKTUYHYU U aHAQUIAKTOMAHH peaKkLMKM MOHAKOTA MOTaT /1a Bb3HUKHAT JOPH CJIe] NbPBATA

H034.

6 KOXKHO-JIMI'dBHYHH pCakKUHH NMOHAKOra MOTI'aT Aa BE3HHKHAT J0OPH CJICH ITbhpBata 1034.

I[pyl'ﬂ HEXKCIIAHHN pE€aK1IHHU, CBBP3aHH C MPHITOKCHHUETO HA (l)I[)’OpDXHHOHGHH BKJIIOYBAT.

. [TpucTonK Ha NOPpPUPHA NPU MALMEHTH C TIOpPHpHA

*Cpo0Oluapa ce 3a MHOIO PeAKH C/y4au Ha NPOABIKHTENHH (10 MECELIH WIH MOIHHH),
WHBAJTMIM3HPALUH K TIOTEHUHMAJIHO HEOOpAaTUMH CEpHO3HHM JIEKAPCTBEHH pPeaKUMH, 3acd
MOHAKOIra MHOTO CHCTEMO-OPTraHHU KJIACOBE U CETHBA (BIJIIOUMTENHO PeaKLIMH KAaTo Te
pa3KbCBaHE Ha CYXOXKHJIHE, apTpanrud, 6onka B KpaHHHUMTe, HApyLIeHHEe HA MOXOJAKaT
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CBBP3aHHU C MAPECTE3U U HEBPANTHA, YMOpa, ICUXUYHHA CHMNTOMH ( BKIIIOUHTETHO HApPYLIEHHUA Ha
CBHA, TPEBOXKHOCT, IPHCTHIIM Ha MAHUKA, JENpecHus U CYHLMIHN MHCJIH), HapyLIeHHE Ha NaMeTTa H
KOHLIEHTPALUATA, U YBPEKIaHe Ha ClyXa, 3peHUETO, BKyca H OOOHSIHHETO) BBB Bpb3Ka ¢ ynorpebara
Ha XHHOJIOHH ¥ PIYOPOXHHOIOHH, B HAKOH CAydaH, HE3AaBHCHMO OT Beye CHUIECTBYBAILHATE PHCKOBH
dakTOpH (BXK. TOUKa 4.4).

** [Ipy nauyeHTHUTE, IpHEMAIH PITYOPOXMHOIOHH, Ca ChOOILEHH CTydaHd Ha aHEeBpH3Ma U IHUCEKalIH
Ha aOpTaTa, NMOHAKOra YCJIOKHEHH MOPAaH pa3KbCBaHe (BKIIOUHTENHO ¢ JIETATICH U3X0M) H
peryprutauua/He1ocTaThYHOCT Ha HAKOH OT ChPAEeYHHUTE Kalti (BxK. Touka 4.4).

CrofmaBane Ha NOAO3MPAHH HEKEIAHHU PEAKLIUM

CnobuiaBaHeTO Ha MONO3UPAHH HEXKEJIaHH peaklivy Ciell paspellaBaHe 3a ynoTpeda Ha TeKapcTBeHHS
NPOXYKT € BaxxHo. ToBa MO3BOIABRA [a MPOAE/DKH HaOMOAeHHETO Ha CHOTHOIIEHHETO MON3a/PHCK 3a
NIEKapCTBEHUS NMpoAYKT. OT MEAHLIMHCKHTE CNCUHAJIMCTH CE€ H3UCKBa [a ChoOIIaBaT BCAKa

NnoJO3MpaHa Hex<ellaHa peakuua upe3 U3muiHUTeIHa areHIMA 1o nexkapcereara yi. . Jlamad ['pyes” Ne
8, 1303 Codus, Ten.: +35 928903417, yebcat: www.bda.bg.

4.9 IIpeno3upane

Crniopell TOKCHKOJIOTHYHUTE NPOYYBAHHSA TIPH XXHBOTHH WA KIIMHUYHO-(PapMaKOIOTHUHHTE
MpOYUYBaHHA, IPOBEACHH ChC CYINPATEPANCBTHYHH 1034, HAH-BAXKHUTE MPHU3HALIM, KOUTO Tpa0Ba 1a ce
OUYaKBaT Cleq OCTPO Npeao3upaHe Ha TaBaHUK Tab/eTKH ca CUMITTOMH OT CTPaHa Ha LIeHTpaJlHaTa
HepBHA CHCTEMA, KaT¢ 00BPKAHOCT, 3aMAasHOCT, HApYLIEHO Ch3HAHHE U KOHBYJICHBHH NPHITABLIH,
yabDkaBade Ha QT uHTepBana, KakTo ¥ CTOMALIHO-YPEBHU PEAKLIMM KATO TAICHE M JIMTaBUYHH
€PO3HH.

Edextu pppxy LIHC, BKITIOYBALIY CHCTOSHHE Ha 00bPKAHOCT, KOHBYJICHH, MUOKIIOHYC,
XaMOLUMHAUWY ¥ TpeMOp ca HaOJIIO/IaBaHHU MPH MOCTMAPKETHHIOBUS OTMT.

B cmyuqaii Ha npeao3upaHe, TpA0OBa Ja e NPHIOKH CHMITTOMATHYHO AeucHHe. Tpabpa 1a ce
npeanpueme EKI™ MoHuTOpUpaHe, nopanyu Be3IMOXKHOCTTa 33 yab/kaBaHe Ha QT uHreppana. Morat
na 6baaT npuiaraHy aHTHALMAM 32 NpPEAa3BaHe Ha CTOMAILHATA IMTaBULA. XeMOAHaIH3a,
BIUIFOUHUTENIHO MepuTOHeannHa auanuia 1 HAIIJI He ca epekTHBHM 3a OTCTpaHsABaHE Ha
neBodUIOKCalHH OT opraHusMa. He celiecTByBa cniLMgp e aHTHAOT.

3. ®APMAKOJIOTMYHHA CBOUCTBA

5.1 PaApMaKOAHHAMHYHH CBOHCTBA

PapMmakoTepaneBTHYHA rpyria; aHTUOaKTEpHATHM XMHOJIOHH, GJIYOPOXHHOJIOHH

ATC xoxn: JOIMAT12

JleBogiokcaluH € CHHTETHYHO aHTHOAKTEpHATHO CPEeACTBO OT KJ1ac (PJIYOPOXUHONOHH H € S (-)
€HAaHTHOMEPHT Ha palieMUYHOTO aKTHBHO Be1ECTBO O(IOKCALMH.

Mexanuzvm Ha Oeticmeue

Karo gryopoXUHOTOHOBO aHTUOAKTEPHAIIHO CPeACTBO, TEBOIIOKCALMH ASHCTRA BBPXY KOMIUIEKCa
HHK-JIHK rupaza u Tonouszomepasza lV.

Bpw3ka papmarxoxunemura/ papmaxoounamura
CteneHTa Ha OakTepuanHa aKTHBHOCT Ha JIeBOGIOKCALMH 3aBHCH OT CHOTHOLLEHH

MaKCHManHaTa KoHLeHTpaLua B cepyMa (C max) unu rwrowra nox kpyupata (AUC
UHXUOHUpalna koHuenrpauusa (MIC).
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Mexanuzom na pesucmenmuocm

Pe3ucTeHTHOCT KbM J1eBOGIOKCAlUH ce NpuaobKBa upes noeTareH IpoLec Ha MyTallid B TAPT€THUTE
MecTa U Ha aBeTe Tonon3omepazu tur 11, JJHK rupasza u tonouzomepasa IV, /Ipyru MexaHH3MH Ha
PE3UCTEHTHOCT KaTo Hapuepu Ha npomyckiaMBocTTa (Uuecto npH Pseudomonas aeruginosa) v
MEXAHM3MH 32 eIyKC, MOTAT CHILO JA MOBIHAAT Ha YYBCTBHTETHOCTTA CIIPAMO JIEBO(IOKCALIHH.

HabnropaBa ce KpbCTOCAHA PE3UCTEHTHOCT MEXAY JACBOQIOKCALMH W IOPYTH (QITYOPOXHHOJIOHH.
IHopagu MexaHH3Ma Ha ACHCTBHE, KATO LIJI0 HAMA KPpbCTOCAHA PE3UCTEHTHOCT MEXIY JIEBO(IOKCaLIHH
M APYTUTE KJIaCOBE aHTHOAKTEPHUATHHU CpeJCTBa.

[ panuunu cmounocmu

[Iperopekure Ha EUCAST 3a rpanuyHuTe cToiiHOcTH Ha MIC 3a neBoduiokcalyt, pa3endinH
YYBCTBUTE/IHUTE OT YYBCTBUTEHUTE OPraHU3MHU € MOBUIIEHA €KCIIO3ULMSA U YYBCTBUTEJIHUTE ¢
MOBHUILICHA EKCMIO3ULHA OT PE3UCTEHTHUTE OPraHW3MU, ¢a NIPEACTABCHH I10-J0JTY B TabmuuaTa 3a

TecTBane Ha MIC (mg/l).

Knunnuan MIC rpannunm ctoitHoctd Ha EUCAST 3a nesodunokcanun (epcus 10.0; 2020-01-01):

-—l'[a'rﬂreﬂ | YypcTBHTENCH Pe3dcTeHTeH
Enterobacterales <0,5mg/] >]1 mg/l
B Pseudomonas s;; | <0,001 mg/I >1 mg/l
| Ac:’netc.}ba;r s;_ <0,5 mg/I >1 mg/l
Staphy?ucﬂccm aureus
<0,001 mg/] >1 mg/l
- Coagulase-negative staphylococci
Enterococcus spp.’ <4 mg/l >4 mg/]
Streptococcus pneumoniae - <0,001 mg/I >2 mg/] -
Streptococcus groups A, B, C and G <0,001 mg/I >2 mg/l
Haem;;hﬂus influenzae -*E0,0; mg/I -;0,06 mg/I
- Moraxella catarrhalis 50,12-5 mg/] >0,125 mg/l
Helicobacter pylori ﬂl_mg/l | >1 mg/l
- Aerococcus sanguinicola a:md urinae* <2 mg/l ]
l Aeromonas spp. <0,5 mg/I
‘ OK-D ] (H:CB'bpiiaHH C BHIIOBETE) MPAHUYHU CTOMHOCTH EO,S.mg/ l

l: caMO NpH HEYCIOXKHEHH HHPEKLIUK HAa YPHHAPHHSA TPAKT
2: YyBcTBHTENHOCTTA MOXKe Aa Ob/I¢ U3BeAeHA OT YYBCTBUTENHOCTTA KbM IMNpodi1o
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TpH JieYeHHE Ha TeXXKU HH@pekuuu. [Tpu HeoOxoaumocT, TpaOBa a ce ThPCH eKCIePTHA KOHCYITALHS,

KOraTo MecTHaTa npeobiiafaBaliia pe3HCTEeHTHOCT € TAKaBa, Y€ NMPWIOXKEHHUETO Ha CPeACTBOTO MOHE
Npy¥ HAKOH BUAOBE MHPEKLMH, € NOA BLIIpOoC.
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O0nuYalHO YYBCTBHTECAHH BHAOBE

Aepobnu I pam-nonoxcumennu bakmepuu
Bacillus anthracis

Staphylococcus aureus memuyunun yyecmaumenHu
Staphylococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobru I'pam-ompuuamennu baxmepuu
Eikenella corrodens

Haemophilus influenzae
Haemophilus para-influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris

Providencia rettgeri

Anaepobru baxmepuu
Peptostreptococcus

Apyzu
Chlamydophila pneumoniae

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

BHaoBe, NpH KOHTO NPRACOHTATA PEIHCTEHTHOCT MOKe Ja c€ oKaXe npobiem

Aepobrnu I pam-nonodcume iy bakmepuu
Enterococcus faecalis

Staphylococcus aureus METULIAITUH PE3HCTEHTHH
Koarynaza HeraruBeH Staphylococcus spp

Aepobuu I pam-ompuuamenru baxmepuu
Acinetobacter baumannii

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

Anaepobnu baxmepuud
Bacteroides fragilis

H&CJIGECTBEH(I PEIHCTECHTHH HIAMOBE
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Aepobnu I pam-nonodxcumennu bakmepuu
Enterococcus faecium

" MHOT0 € BepOATHO METHLUATHH-PE3HCTEHTHH S. aureus Ia HMAT KOPE3HUCTEHTHOCT KBbM
($yOPOXHHONOHH, BKIIOYHTENHO JIeBOGIOKCALIMH.

5.2 PapMaKOKHHETHMHH CBOHCTBA

Abcopbuus

[Ipy nepopanHo npunoxexue neBoduiokcaunt ce abcopbupa 6bp30 M MOYTH HATBIIHO M JOCTHTA ITHK
Ha [U1a3MeHaTa KOHUEeHTpauMs 10 1 - 2 yaca. AGcomoTHaTa OHOHATHYHOCT € 99 - 100%.

XpaHaTta HMa cnab edexT BbpXy abcopbLmara Ha NeBOPAOKCALMH.

YCnoBHs Ha CTALHOHAPHO CBCTOAHME Ce AOCTHraT Ao 48 Jaca cien cxema Ha npwrarade 500 mg
BEJAHBX WIH ABA ITETH JHEBHO.

PasnpeneneHue

[TpubnuzurenHo 30 - 40% oT neBodIOKCALNH CE CBBP3BAT CBC CEPYMHHUTE IMPOTEHHH.

CpeaHHAT o0eM Ha pasnpefeaeHye Ha aesodJiokcauuH e npubmusurenno 100 1 caen eaHokparHa M
MHOIOKpaTHH 1034 oT 500 mg, H nMoka3Ba MIMPOKO paspeleIeHHEe B TEIECHATE ThKaHH.

[IpOHWKBAHE B THKAHWUTE U TEIECHATE TEYHOCTH

JIeBogiokcalMH NpOHUKBA B OPOHXHATHATA JINTABHLIA, ENUTEIHATA [TOKPHUBHA TEYHOCT,
anBeonapHUTe Makpodary, 6etofpobHaTa ThbKaH, KOXKaTa (TEYHOCTTa B MEXYPHTE), THKAHTA Ha
npocTarara u ypuHara. Obaue, 1€BOGUIOKCALIMH HMA HE3HAYMTETHO MPOHUKBAHE B IPprOHaUHO-
MO3BbYHATA TEYHOCT.

buoTtpaHchopmaLma

JlepognokcauuH ce meTabonu3Kpa B MHOTO MaJIKa CTEMEH KaTO MeTaGONIHTUTE ca Ae3METHII-
nesoduokcayH U nepoduiokcatMH N-okcua, Tesd MeTaboauTH NpeacTaBasBatT <5% OT [103aTa U ce
CKCKpeTupar B ypuHata. JIeBoIOKCALHH € CTEPeOXHMUUHO CTabHiIeH H He NPEThpIABa XHpaJiHa
HHBEPCHA.

EavMubupane

Cnen nepopajiHo M HHTPaBEHO3HO MPUNOXKEHHE HA IeBO(IOKCALMH, TOM ce eTMMMHUPA OTHOCHUTETHO
OaBHO OT r1asmata (ty; : 6 - 8 h). Ekckpenusra e npenuMHo ypes 6u0peunte (>85% ot npuiioxeHara
103a).

CpenHHAT NpuBKAEH ODIIl TeNleCEH KIMPBHC Ha JIeBOGIIOKCAllMH Cel eMMHHYHa 103a oT 500 mg e
175 +/-29.2 ml/MuH.

HsMa rosiemMd pa3jiMky BbB (PapMaKOKHHETUKATA HA JIEBOGJIOKCALIMH CJIed HHTPABEHO3HO
TEepOPANHO NPUIOKEHHUE, KOETO NMPEAIonara B3auMo3aMeHAEMOCT Ha NEPOPATHHS H UHT}
NbT.

JIMHeHHOoCT
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JIeBognokcalluH NpUTEKaBa JIMHEHHA (papMaKkOKUHETHKa B guana3oH oT S0 go 1 000 mg.

Cneumanyy nonynaiuuu

Iayuenmu ¢ 6vb6peuna nedocmamvunocm

dapMakOKHHETHKATA HA JIEBO(IOKCALIMH ce 3acara npy 6s0peuno yepexaade. [Ipy HamansaBaHe Ha
ObOpeyHaTa QyHKUMA, OEOPEYHOTO eTMMHHEMPAHE H KIHPBHC HAMaJIABAT, eTHMHHALHOHHHST
MOTYKHBOT C€ YIBIDKABA, KAKTO € NOKa3aHo B Tabmuiiara no-gomy:

dapMakoKHHeTHKA NpH 0B0peYHa HEIOCTATHYHOCT Clefl €AMHAYHA NepopaiHa n103a oT S00 mg

| Cle [ml/min] <20 20 - 49 50 - 80
Clg [ml/min) 13 26 57 |
tin [h] 35 27 9

Hayuenmu 6 cmapuecka ev3pacm

HsiMa 3HaYMTENHH pa3NUKU BbB (papMakOKMHETHKaTa Ha JeBOGIOKCALMH NMpH MJIaAH H MALMEHTH B
CTap4yecka Bb3PacT, OCBEH T€3U CBbP3aHH C Pa3lMKU B KPEaTHHUHOBUSA KJIUPBHC.

[lonosu paznuxu

OTAETHH aHATM3H TPH MBXXE H )KEHH NTOKa3BaT MaJIKU A0 MPaHUYHHU TIOJ0BH Pa3/iIMKU BB
¢apMaKOKHHETHUKATA Ha NeBOoQIIOKCalMH. HiMa naHHM Te3u MOJIOBM PA3/IMKK Aa ¢a OT KIIHHHYHO
3HAYCHHE.

3.3 IlpeaxknHAHYHHE JaHHH 32 Oe30nacHoOCT

HexnuMHHYHMTE JaHHHU He MOKa3BaT 0cobeH PHCK 34 XOpa Ha 0a3zaTa Ha KOHBCHLIMOHAJIHUTE
CbﬂpMﬂKDHOFH‘-IHH [IpOYHBAHHA 34 TOKCHYHOCT Ha €IHHH4YHA 1034 H [IPH MHOI'OKpPAaTHO I[IpHITATIaHE,
KAPIWHOINCHCH NMOTCHUHAI, PEIIPCAVKTHBHA TOKCHYHOCT H TOKCHYHOQCT 3a Ppa3BUTHETO.

JlesodnokcauyH He npeaU3BUKBa HapylLIeHHe Ha PepTHUIMTETa WU PeNPOAYKTHBHATA CHOCOOHOCT
MpH IUTBX0BE H HETOBUAT €IMHCTBEH €(EKT BbPXY MI04a € 3a0aBeHO Ch3psABaHE BCAEACTBHE Ha
TOKCHYHOCT TIPH MaHKaTa.

JleBoROKCALIMH HE HHAYLIMPA FEHHA MYTaLIM4 B DaKTepHaliHH KJIETKH WIH KJIeTKH Ha OO3aHHHIH, HO
MHIYLYpa XpOMO30OMHH abepaliii B O€10ApOOHHU KIETKH OT KUTaHCKU XaMcTep in vifro. Te3u edekTH
MOXKE J1a C€ ABbJKAT Ha HHXMOHMpaHeTo Ha Tonouzomepasa Il. /n vivo TecToBe (MUKpOHYKII€apHH,
pa3sMsiHa Ha CECTPHHCKH XpOMAaTHIH, HerpeasuieH cuuTes Ha JIHK, noMuHaHTHH neTannu Tecrose)
He NOoKa3BaT HUKaKbB NEHOTOKCHYEH MOTEHLUHAI.

[IpoyusaHus npH MULIKHU MTOKa3BaT, Y€ AEBOQUIOKCALIMH UMA POTOTOKCHYHA AKTHBHOCT CaMO IIPH
MHOI'0 BUCOKH A03U. JIeBodnokcalMH He MOKa3Ba HUKAKbB F’€HOTOKCHYEH IMOTEHLIMA NPH TeCTa 3a
(POTOMYTAreHHOCT H HaMA/IIBa TYMOPHOTO pPa3BUTHE MPH NPOYUBAHE 3a POTOKAHLIEPOT€HHOCT.

KakTo npu apyrute GJIyopOXHHOAOHH, NEBODIOKCALIMH MTOKa3Ba €PEKTH BBPXY XPYLUAIHUTE
(oTnenBaHe ¥ o0pa3yBaHEe HA KYXHHH) MPH ILTBXOBE M Ky4deTa. Te3r Hax0AKH ca No-U3pa3eHH MpH
MJTa[H YKHBOTHH.

6 PAPMAILEBTUYHHU JAHHHA

6.1 CnHcLK HA MOMOMIHHTE BeIeCTBa
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Taeanuk 500 mg dpunMupaHu TabeTKH ChABPKa CIIETHUTE MOMOLIHM BEILECTBA 32 Maca Ha
Tabnerkara 630 mg:

Tabnemno aopo:
KpocnosunoH
XHUIIpOMeNno3a
MukpokpHUCTaIHa LEmy/103a
Hartpuer creapun ¢pymapar

Hokpumue na mabremxama:
XHANpOMeENo3a

Turanos auokcun E 171

Tank

Makporon

KBiT xkenezed okcua E 172
Yepren xenesed okcua E 172

6.2 HechbBMEeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocT

3 rOUHH

6.4 CnenHanHH yCJIOBHS HA ChXPAHEHHE

To3u nekapcTBeH NPOAYKT HE H3UCKBA CIIELMAJIHY YCIIOBHS Ha ChbXPaHEeHHe.
6.5 Bua H chbaBPIKAHHE HA ONIAKOBKATA

PVC/ anyMuHHEBH OIHCTEpH, ChABPXKALUH (PUIIMHUPAHU TaONETKH.

OnakoBkH ¢ 500 mg rabnerku: 1, 5, 7, 10, 14, 50, 200 u 500, npeanaraHu Ha nazapa.
He scuuxu euoose onaxoexu mocam oa dovoam nycHamu 6 npooaxcoa.

6.6 CrneuHaniy npeAna3HH MEPKH NPH H3XBLPJISRHE

HenuTenHara 4epTa Mo3R0OJIABAa aJallTHpPaHE Ha A03aTa NPy NalMEHTH ¢ HapyluieHa O0s0peyHa

byHKUMA.
KakTo nmpH BCHYKM JieKapCTBa, HEU3MON3BAHHUAT NEKAPCTBCH NPOAYKT TPAOBa Na C€ U3IXBHPJIA B

ChOTBETCTBHE € MCCTHHTC H3UCKBAaHHKA 34 Olla3BaHE HA OKOJIHATa Cphaa.

7 INPUTEXATEJI HA PAZPEHIEFHHUETO 3A YIIOTPEBA

Sanoft Winthrop Industrie

82 avenue Raspail
94250 Gentilly
DpaHims

8 HOMEP(A) HA PA3PEIIEHMETO 3A YIIOTPEBA

20020443
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9 JATA HA ITbPBO PA3ZPEINABAHE/MTIOJHOBABAHE HA PA3ZPEIIIEHHUETO 3A
YIIOTPEBA

Jata Ha mepBo paspewanane: (4.06.2002 r.

Hara Ha nocneqno noaHosaBane: 31.07.2012 r.

10 HATA HA AKTYAJIMZUPAHE HA TEKCTA

7 anpun 2025
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