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1. HWME HA JIEKAPCTBEHHA INTPOAYKT

2, KAYECTBEH 1 KOJIMMECTBEH CbCTAB

Beska unmupana Tabnerka cbhabpxa 500 mg nesodrokcaumH (Kato XeMHXHAPAT).

[ToMOILHH BELIECTBA ¢ U3BECTHO JICHCTBHE
Bcsaka Tabnetka chabpika 25,2 mg akro3a (KaTo MOHOXM/pAT)

3a MbIHUSA CIIMCHK HA MOMOLHHUTE BEILIECTBAa, BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
OunMupaHa Tabnerka
CBeTnoopamKeBa 10 pO30Ba, OCMOBIBIHA ABOHHOH3MbKHANA hUIMHpaHa Tab/ieTka OT eJHaTa CTpaHa.

Tabnetkara Moxke fAa Ob/e pa3fieneHa Ha JBE PaBHH JO3M.

4. KIMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKAZAHHSA

drexcH e MoKa3aH 3a JIeYeHHe Ha CiieIHHTe HHAEKLMH MPU Bb3pacTHH (BHKTe Toukd 4.4 n 5.1 ):

° OcTbp NHeOHePPHUT M YCIIOKHEHH HHPEKLIMH Ha TMKOYHUTE IMbTHLIA (BHKTE Touka 4.4)

» XpoHuueH GakTepHaieH MPOCTaTHT

. [Ipu BaMIIBaHe Ha aHTpaKc: (Cllell eKCMO3HIIMOHHA NPOQHUIIAKTHKA U JIe4eHHe (BIDKTE TOUKa
4.4))

dnekcus TpsGBa Ja ce U3MON3Ba 3 JIeYEHHE Ha 10Ty H30poeHUTe HHDEKLIMH, CaMO KOraTo
ynorpefara Ha Jpyr{ 4eCTO MpenopbyBaHH aHTHOAKTEpHAIHH IPOAYKTH C€ CYMTA 32 HEYMEeCTHa 3a
JiedeHHe Ha Te31 HHGEKLHH.

e  OcTbp OakTepHalieH CHHY3HT

e  Octpu GakTepuanHu ek3auepbalii Ha XpOHHYHA 00CTpyKTHBHA Genoapobua Gonecs, T
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e VYCnoKHEHH umbexuuu Ha KOXXaTa U MEKHUTE TbKaHH

e HeycnoxHeH LMCTUT (BX. TOuKa 4.4)



drekcHa MOXKe /1a C€ H3MO/3Ba ChILO 32 J0BbPIIBAHE HA JICYEHHETO NPH MALMEHTH, MoKa3aju
Mo10GpeHHe NPH NPOBEAEHO HAYANIHO JIEYEHHE C HHTPABEHO3EH JIEBO(IOKCALIMH.

Jla ce B3emar npeasu OpULMATHHTE PHKOBOCTBA 32 NPABUJTHO NPHIIOKEHHE HA aHTUOAKTepHAITHH

NPONYKTH.

4.2 Jlo3MpoBKa H HAYHH HA NPHJIOKEHHE

®nekcua GUIMEpaHy TaGNeTKM ce MPHIAraT BeIHBX MM 1Ba ITbTH HEBHO. Jlo3aTa 3aBUCH OT THIA H

TEXECTTa Ha HH(])EK[IHHT& H YyBCTBHTEJIHOCTTA Ha npeanoaaraeMus NpHIHHHTE]L.

®nekcun GUIMHpaHu TabIeTKH MOKE J1a C€ M310/13Ba ChLIO NPH NALMEHTH, MOKa3aln nonoGpenue
TIPH MPOBE/IEHO HAYATHO JIeYeHHE C MHTPaBEHO3€eH JIeBOGIIOKCALIMH 32 3aBbPLUBAHE HA Kypca Ha
TepanuATa; MMaiKH Mpe/iBn/l GHOEKBUBAIEHTHOCTTA HA MAPEHTEPAIHHTE H NEPOpaIHHTE tdopmu,
Moyke fa 6bJ1e M3MM0JI3BaHa e/IHa M ChlllaTa J03a.

Jo3upoBka

3a dnekcua Morar aa ObJar qajJieHH CIeHUTE NPENOPBKH 3a N03UpaHe:

Jlo3upoeka npu nayuenmu c HOpmanna Ovopeuna QyHKUUA
(KpeaTMHHHOB KIMpBHC > 50 ml/min)

IToxazanus

JlHeBeH pexHM HA J03HpaHe

(cnopen TexxecTTa Ha

IIpoab/IKHTETHOCT HA
JIEYEHHETO (cnope;l TEXKECTTA
Ha HHDeKuHATa)

KOXKaTra U MEKHTE TbKaHH

JHEBHO

MHpeKLUATA)

OcTbp GakrepuaneH cHHy3uT | 500 mg BeAHbK NHEBHO 10-14 nuu

Octpu OaKkTepHATHH 500 mg BeAHBK AHEBHO 7-10 nHu

ek3alepOalMy Ha XpOHHYHA

o6cTpykTHBHA GenoapobHa

OonecT, BKIKOUUTETHO

OGpOHXMT

[THeBMOHMA pUAOOHTA B 500 mg BeAHBXK WM ABA IbTH | 7-14 1HK

obu1ecTBOTO ITHEBHO

OcTbp nMHenoHepUT 500 mg BeAHBX IHEBHO 7-10 nHu

VenoxHeHH HHEKLIMH Ha 500 mg BeHBAK THEBHO 7-14 nHu

NMUKOYHMTE ITbTHIIA

HeycnosxHeH LIHCTHT 250 mg BeHBAK IHEBHO 3 oHM

XpoHHueH OakTepHaleH 500 mg BeAHBK AHEBHO 28 nHu

MPOCTaTHT aft

VenoxHeHH HHOEKINH Ha 500 mg BeHBXK WK 1Ba MbTH | 7-14 aHM y ;:;—5 r \
IS £




HNHxanupaHe Ha aHTpPaKC

500 mg BeAHBK AHEBHO

8 cenmuIH

CnenHajHH rpynH NalHeHTH

Hayuenmu c napyuwiena 6vopeuna ynrxyun
(kpeaTHHHHOB KIHpBHC < 50ml/min)

Peskxum Ha n03upane
250 mg/24 yaca 500 mg/24 uaca 500 mg/12 yaca

Kpearunanos nwpea 0oza: 250 mg | nepea ooza: 500 mg | nvpsa doza: 500 mg

KJIHPbHC

50-20 ml/min cneo mosa: 125 cieo moea: 250 cred mosa: 250
mg/24 yaca mg/24 yaca mg/12 yaca

19-10 ml/min cned mosa: 125 creo mosa : 125 creo moea: 125
mg/48 vaca mg/24 yaca mg/12 yaca

<10 ml/min cnen Tosa: 125 mg/48 | oo ropa: 125 mg/24 | cen Tosa: 125 mg/24

(BKJIIOYHTETHO Haca Haca qaca

XeMOJHaIH3a H

CAPD)*

* He e HeoOX0aMMO /1a Ce NpuJiara JOMbJIHHTETHA /1032 CIe] XEMO/IMaIi3a WITH MPOIb/DKHTEIHA
ambynaropHa nepuroHeanta nuanuza (CAPD).

IMTayuenmu c Hapywiena 4eprHoOpobHa PyHKyua

He e He06X0AMMO KOPUrHpaHe Ha 103aTa, Thii KaTo JIeBO(IOKCAIIMH He ce MeTabonH3upa B
3HAYMTEIHA CTENeH OT YepHHs Apob ¥ OCHOBHO Ce eKCKpeTupa oT 6b0peuuTe.

Cmapuecka ev3pacm

[Npu nauMeHTH B CTapyecka Bb3pacT He € HeoOX0MMO KOPHIHPAaHE Ha 103aTa, pa3jIiyHO OT

HajiaraHoto ot 6s0peyHara GyHKUMA (BIOKTe To4Ka 4.4 “TeHIOHUT M pyNnTYypa Ha CyXOKHIHE”
“Ynbmxasane Ha QT uHTeppana™).

Ieouampuuna nonyrayun
®nexcua GUIMHpaHK TabNETKH € MPOTHBONOKA3aH NPH JIelia WK IOHOLIM B EPHO/IA Ha pacTex

(BIKTE TOUKA 4.3).

Ha4yun Ha npuiokenne
Onexcua Gpunmupany TabneTky TpsAOBa Ja ce MonThILAT LenH 6e3 1a ce YynAT U ¢ nocTa'rﬁ
b |
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nenutenHara yepra. TaGnerkure Morar a ObaaT MpHEMaHH MO BPEME Ha XPaHEHE WITH MEXKITY
otaenHuTe xpaHeHus. Onekcua Gpunmupanu TabneTky TpsAdBa na ce MpUeMa HaH-MaJIKo 1Ba 4Yaca
NpeH WK ClIe IPHIoKEHHE Ha COJIM Ha XKeNA30TO, LIMHKOBH COJH, MarHe3uii- WM ayMHHHIA-
ChAbPIKALIM AHTHALIM/HK CPEJICTBA, WIIH AUIAHO3HH (camo Oudanos3un gopmynume, covObpicayu
anyMunutl wiu Mazre3uii kamo 6ygepupawgu azcenmu) v cykpandar, TbH KaTo MOXE J1a HACTBIIH
noHwxkapaHe Ha abcopOumATa (BHXKTE TOUKa 4.5).

4.3 IIpoTHBONOKA3AHHA

JleBodnokcaruH TabneTky He TpAOGBa 1a ce M3MO3Ba:

®  [IpH NALMEHTH CBPBXYYBCTBHTE/IHH KbM JIEBO(IOKCALIMH MIIH IPYTH XHHOJIOHH MITH KbM
HAKOE OT NNOMOIIHMTE BEIECTBa, H30poeHH B Touka 6.1,

L4 MpH NaLHEHTH C eIHuJIencus,

e [pH NaLMEHTH C aHAMHE3a 32 YBPEXKAAaHHA HAa CYXO)KH/IHATA CBbP3aHH C MPHJIOKEHHE Ha
(ITyOPOXHHOIIOHH,

e pH Jela WM IOHOUIM B MIEPHOJL Ha PaCTeiK,

® 10 BpeMe Ha OpeMeHHOCT,

®  [IpH KbPMEILH JKEHH.

4.4 CuoeunHajJHH NpeIynpeKAeHHS H NpPeiNa3HH MEPKH NpPH ynorpebda

Vnorpebara Ha neBoduiokcalnH Tp:AGBa 1a ce U30ArBa NPH NAaLMEHTH, KOUTO Ca HMAJIH CEPHO3HH
HEXKeJIaHH PeaKkiMi B MHHAJIOTO, NPH yNoTpeba Ha NPOIYKTH, ChAbPKalllH XHHOJIOHH HITH
bayopoxuHONOHH (BK.TouKa 4.8). JledeHHeTO Ha Te3W MALMEHTH ¢ JieBoIOKCalMH TpabBa Ja ce
3aro4Ba camMo IIpH JIMIca Ha aJITEpHATHBHH Bb3MOXKHOCTH 34 JICYCHHE H CJiel BHHUMATECIHA OLICHKA Ha
CHOTHOILIEHHETO 10M3a/pUCK (BXK. CHIIO TOYKa 4.3).

IIpodvasxcumennu, UHEATUOUZUPAULU U ROMEHYUATHO HEOOPAMUMU CEPUOIHU HENCENaHU
JIeKapcmeeHu peakyuu

CrpobimaBa ce 3a MHOTO PEAKH CTy4aH Ha MPOIB/DKHTENHH (MPOABIKABALIH MECELIM WIIH TOAHHH),
HWHBAIM/IM3HMPALIH H NOTEHLIHAIHO HeOOPAaTUMH CEPHO3HH HEXENaHH JIEKapCTBEHH PEeaKLMH, 3acATallH
pa3/IMYHHK, MOHAKOTa MHOXKECTBO CHCTEMH B OpraHu3ma (MyCKYJ/IHO-CKeJIETHa, HEPBHA CHCTEMa,
MCHXHMKA H CETHBHH OpraHH) NPH MaLMeHTH, NoTy4aBalld XHHOIOHH H (JTyOPOXHHOJIOHH,
HE3aBHCHMO OT TAXHATA Bb3PACT M Beue ChIIEeCTBYBaIIMTe pUCKOBH dakTopu. JleBoduiokcauun Tpsbsa
[ia Ce MpeyCTaHOBH He3a0aBHO MpH MbPBUTE MPU3HALIM WM CHMIITOMH Ha BCAKA CEPHO3HA HEXellaHa
peaxuus Karo nalueHTHTe TpsAGBa na ObaaT NOCHBETBAHH J1a C€ CBBPXKAT ChC CBOS MPEANHUCBALL JIeKap
3a ChBeT.

PHcKOBE OT pe3UCTEHTHOCT
MeTHuHJ’lHH-peBHCTGHTHH S. aureus Haﬁ-BCpOHTHO Ca pa3BHIIH KO-PE3UCTECHTHOCT KBM

(TyOpOXHHOIOHHM, BKIIOYHTENHO H ieBodiokcalH. TTopaay ToBa 1eBO(IOKCALIMH HE Ce MpenopbyBa
MpH JiedeHHe Ha HHEKLHH, 32 KOMTO € M3BECTHO WIIM CE NMOI03Hpa, Ye ca npuuHHeHH oT MRSA,
OCBEH aKo J1abopaTOpHUTE Pe3y/ITaTH He ca MOTBbPANIH HyBCTBHTE/IHOCT Ha OPraHU3Ma KbM
neBodokcalMH (M Y4ecTo Npenopb4BaHUTe aHTHOAKTEPHAIHH MPOYKTH, H3TI03BAHH 3a JIEYEHHE Ha
MRSA-uH}peKIHH ca ce OKa3ali HermoAXOISLIM). e

JleBodniokcalMH MOXe [1a ce M3I10/13Ba 3a JIeYeHHe Ha OCThP OaKTepHaneH CHHY3HT U Ha OCTPH
eK3alepOali Ha XPOHHYEH OPOHXHT, KOraTo Te3H MH(PEKLHMH ca THarHOCTULIMPaHH NPaBHIHO.



Pe3ucTeHTHOCTTa KBM (IIYOPOXMHONOHH Ha E. coli- Hali-4eCTHAT NPUYHHHUTEN, CBBP3aH C MHPEKLIMH
Ha ypHHApHHA TpakT- Bapupa B EBponeiickus cbro3. Jlekapure ca CbBeTBaHH Ja MMAT B [IPEJBH/L
MECTHOTO pa3npoCTpaHeHHe Ha pe3UCTEHTHOCT Ha E. coli KbM (1yOpOXHHOIOHH.

Uuxanupane Ha aHTpakc: Ynorpebara npu xopa ce 0asupa Ha in vifro 1aHHH 32 YyBCTBHTE/IHOCT Ha
Bacillus anthracis  Ha eKCIEPUMEHTAIHU JJAHHH C XKMBOTHH 3a€JHO ¢ OrPaHHYEHH JIaHHH TIPH XOpa.
JlekyBauure iekapH TpaOBa 1a ce NPHABLPIKAT KbM HALMOHATIHMTE M MEXIyHapOJHH KOHCEHCYCHH
JOKYMEHTH, OTHACAILH CE 32 JICYEHHETO Ha aHTPaKc.

Tenoonum u pynmypa Ha cyxXoncuue

TeHAOHHUT U pa3KbCBaHe Ha CyXOXHIIME (MO-CMeLMaIHO aXHJIECOBO CYXOXKHIIME, HO Oe3 1a ce
OrpaHMYaBa caMo /10 Hero), MOHAKOra JBYCTPaHHO, MOXKE /1a Ce MOJTyuH Olle B paMKHTe Ha 48 yaca oT
3aroYBaHE HA JIEYEHHETO C XHHOJIOHH H (IyOPOXHHOIIOHH KaTO MMa ChoOILEHH 3a TAKMBA, Pa3BHIIH
ce JIOPH J10 HAKOJIKO Mecelia cJie/l PeKpaTaBaHe Ha JIEYeHHETO. PUCKBT OT TEHIOHHUT H pa3sKbCBaHE Ha
CYXOXKH/IME Ce TIOBHILIABA MPH MO-BB3PACTHH NALIMEHTH, MAlIMEHTH ¢ 6b0peyHO yBpexkaaHe, NalueHTH
C TPAHCIUTAHTHPaH COJMEH OPraH U TaKMBa, NEKYBAHH CBITTCTBAILO ¢ KOPTHKOCTEPOHH, KaKTO H
MpH NaLMEHTH, NOJTyYaBaly AHeBHH 1034 no 1 000 mg nesodrokcaumy. 1o Ta3u npuunHa
chIBTCTBaNIaTa yriorpeba Ha KOPTHKOCTEPOHIH TpaOBa 1a ce U36Area.

[Tpu NbpBUA MPHU3HAK HA TEHAOHHUT (Hanp. 601€3HEHO NOdYBaHe, Bb3MNaJeHHE) IEYEHHETO C
neBoduoKcalMH TpAOBa /1a ce NIPeKPaTHH H J1a ce OOMMCIIM aNTEPHATUBHO JieueHHe. 3acerHaTuaT(Te)
kpaiinuk(um) TpsGBa aa 6bae(ar) eKyBaH(H) 1o NOAXOAAIL HaukH (Hanp. o6e3nBrxkBane). He Tpabsa
J1a Ce M3M0JI3BaT KOPTHKOCTEPOHIH, aKO C€ MOABAT MPH3HALIM HA TEHAMHOMNATHS.

Muoknonyc

Cnydau Ha MHOKJIOHYC ca ChOOIIaBaHH NMPH MaLMEHTH, NOJTyYaBalliH IeBOpIOKCaLHH (BX. Touka 4.8).
PHCKBT OT MHOKJIOHYC € MOBHILEH IPH MO - Bb3PACTHH MALIMEHTH H NP NMalHeHTH ¢ 6b0peuno
yBpexIaHe, ako 103aTa Ha 1eBO(IOKCALIMH HE € KOPHIHpaHa criope] KpeaTHHHHOBHS KIIMPBHC.
Jlesodpokcauus TpsAOBa 1a ce crpe He3abaBHO NPH MbpBaTa MosABa Ha MUOKJIOHYC M TpsAOBa 11a ce
3ano4He MOAXOAAILO JI€YEHHE.,

3abonnsane, cevpzano c Clostridium difficile

Jlnapus, 0coGeHO aKo e CHIIHO M3pa3eHa, NepCHCTHpalla /WK C TPUMECH Ha KPbB, B X0/1a Ha HJIH
ciel] TeueHue ¢ NeBodUIOKCAlMH (BKIIOYMTETHO HAKOJIKO Mecelia Clie]] JIeYEHHETO) Moxe J1a Obe
u3sBa Ha Clostridium difficile-cebp3ano 3a6onssane (CDC3). CDC3 moxe aa Bapypa no TEXECT OT
yMepeHa /10 )KHBOTO3acTpalliaBaiia popmMa, Hai-TeXKara OT KOMTO € NCeBIoMeMOpPaHO3€eH KOJIHT
(BkTe Touka 4.8). 3aTOBa € BaXKHO J1a ce HMa MpeABH Ta3HM JHArHO3a [PH MTALIMEHTH, KOMTO MOayYar
TEXKa JAMapHs MO BpeMe WIH ciejl JiedeHHe ¢ eBoduiokcaumt. B ciyyaii ye ce noao3upa Haju4MeTo
Ha CDC3, npuemsT Ha Onekcua punmupanu TabneTky cienpa 1a Os1e npekpateH HezabaBHO U 1a
Obe Ha3HauYeHO MOAXOAALIO NeueHHe Oe3 3abapsaHe. B Ta3u cuTyalMs e MPOTHBONOKA3aHO
NPHIOKEHHETO Ha JIEKAPCTBEHH MPOIYKTH, 3a0aBsIlM NEPUCTANTHKATA.

ITayuenmu, npedpaznonoxcenu KoM Zopuoge

XMHOIOHHTE MOTAT JIa CHW)KAT Ipara Ha MosiBa Ha MbP4OBE M MOr'aT J1a OTK/IIOUYAT TAXHATa MosBa.
JleBodiokcalMH € MPOTHBONOKA3aH MPH MallMEeHTH ¢ aHAMHE3a 3a eNWIencHs (BUKTe Touka 4.3) U
KaKTO OCTaHA/IMTE XHHOJIOHH TpAOBa Ja ce npuiara ¢bC CTPOro NOBUILIEHO BHHMaHHE MPH MAaLHEeHTH,
NpeapasnoiiokKeHH KbM I'bPHOBE, HIIH ChbBMECTHO JIEYEHHE C JIEKAPCTBEHH MPOLYKTH, KOUTO "
TIOHHW)KABaT I'bPYOBHA Mpar Ha MO3bKa Karo TeodHIHH (BHKTe To4kKa 4.5). B ciyyaii Ha KOHBy:lfc/fm ‘.
(BmxTe Touka 4.8) neyeHueTo ¢ aeBodaoKcaUrH Tpabea na Obae npeycTaHOBEHO. [/
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Hayuenmu ¢ 2110K030 -6-hochamoexudpozenazna Heoocmanto4Hocm

TTaLMeHTH ¢ JTaTeHTeH MK M3sBeH Ae(eKT Ha [II0K030-6-ocdar nexmuaporeHa3HaTa aKkTHBHOCT MOTaT
Aa O6baaT npeapasnoiokKeHH KbM XeMOTMTHYHH PEaKLIMM, KOraTo MPOBEK/IAT JIeYEHHE C XHHOJIOHOBH
aHTHGaKTepHaIHHU JleKapcTBeHH MpoayKTH. Cie/10BaTeIHO, aKo € HeoOX0nMMO JIeBOGIIOKCaLlMH J1a ce
M3TI0/13Ba MPH TAKHMBA NALIMEHTH, Bb3MOMKHATA NOABA HA XEMOJIM3a TpAOBa f1a ce MOHMTOpPHpaA.

Ilayuenmu c Gvbpeuno napyuwienue
T KaTo NeBOGIOKCALIMH Ce eKCKPeTHPa OCHOBHO upe3 6b0penuTe, no3ara Ha Onekcua Gpunmupanu
TabneTku TpaAGBa 1a ce KOpUrMpa IpH NalHeHTH ¢ ObOpeuHo yBpexkaaHe (BIKTe TOUKa 4.2).

Peakyuu Ha cepovxuyecmeumeocm

JleBonokcalH MOXe J1a PHYMHH CEPHO3HH, NOTEHLMATHO (aTaiHi peakuuu Ha
CBPBXYYBCTBUTETHOCT (Harp. aHrHOe/IeM /10 aHaMIaKTHYEH LIOK), MOHSAKOra e/l MbpBOHa4aIHaTa
no3a (Bx Touka 4.8). [NaumenTure TpsaOBa He3a0aBHO /1a MPEYCTAHOBAT JICYEHHETO U J1a Ce CBbpIKaT ¢
JIEKyBallL[Msl CH JIeKap WIH C JIeKap OT CMELIHO 3B€HO, KOMTO LI 3al04HaT MOAXOAAII0 HHTEH3HBHO
JIe4YEHHE.

Testcku KodicHu HeXcelanu peaKyuu

Texku kokHH Hexxenanu peakunu (SCARs), BrtouBaly TokcH4Ha enuaepmanta Hekponusa (TEN:
M3BECTHA ole Kato cHHapoM Ha Lyell), cuaapom Ha Stevens Johnson (SJS), nekapcTeeHa peakuus ¢
eosuHouansa ¥ cuctemun cumntom (DRESS) v ocTpa reHepanusnpana ek3aHTeMaTo3Ha MMycTy103a
(AGEP), kOUTO MO /1a Ca )KMBOTO3aCTpALLIABALH WIH C JIETAJIEH W3XOJ1, ce ChoO1IaBaT BbB BPb3Ka ¢
ynorpebara Ha neBoduiokcalH (Bx. Touka 4.8). [1pu npeannceaHeTo Ha IeKapCTBEHHA NMPOAYKT
nanMeHTHTE TpsabBa na ObaaT HHOOPMHPAHH 32 MPH3HALIMTE H CUMIITOMMTE Ha TEXKH KOXKHH peaKLnH
1 na Gbaar HabnroaBaHH ¢ NOBHLIEHO BHUMaHHE. AKO C€ MOABAT NPH3HALM U CUMIITOMH,
MOKA3aTe/HH 3a Te3H PeakLH, MPUIOKEHHETO Ha JieBodiokcalMH TpabBa He3abaBHO /1a ce
TpeyCTaHOBH M Ja ce 0OMHCITH aNTepHAaTHBHO JieYeHHe. AKO NAlMEHTHT € Pa3sBHII CEPHO3HA peaKLius,
kato Hanpumep SJS, TEN, DRESS unu AGEP npu ynorpe6ara Ha jieBoduiokcauuH, JieueHue ¢
nesodIoKcalMH He TpAOBA /1a ce 3aroyuBa OTHOBO MPH TO3M MALMEHT.

Hucznukemun

Kakro MnpH BCHYKH XHHOJIOHH, HMA C'b06l1leHHH 3a 3acAraHe Ha HHBara Ha ITIOKO3a B KPBbBTa,
BKJTIOUBALIA KAKTO XMITOTIMKEMHS, TaKa U XMIEPIIIMKEMHS, M0-4€CTO MPH NALMEHTH B CTapyecka
BB3pacT, 0cOOEHO MPH MALKMEHTH ¢ AMabeT, KOMTO MOJTy4YaBaT ChITBTCTBAILO JIEYEHHE C MePOpaTHH
aHTHAMaOETHH JIEKaPCTBEHH MPOAYKTH (HANp. MHUOSHKIaMH/L) HIIK ¢ MHCYITHH. JIOK1a/IBaHH ca Clly4Yan
Ha XUMOITMKeMHYHa KoMa. [1pu naimeHTH ¢ aAuaber ce npenopbLYBa BHUMATETHO MOHHTOPHPaHe Ha
CTOWHOCTHTE Ha KpbBHaTa 3axap (BK. Touka 4.8). Jleuennero ¢ ®nekcua Tpabpa na ce crpe
He3a0aBHO, aKO MAalMEHTHLT ChOOILM 3a HApYIIEHHEe HA KpbBHATa 3axap H TpAbBa J1a ce 0OMHCIIH
a/TepHaTHBHA aHTHOAaKTepHasiHa Tepanus, 6e3 uryopOXHHOIOHH.

Ilpesenyun na pomocencubunuzayun

JloknaapaHo e 3a hoToceHcHOMIM3aLig B X0/1a Ha JledeHHe ¢ neBoduiokcallH (BukTe TouKa 4.8), Ha
NalMeHTHTE Ce MPENopbYBa [1a He C€ M3/1araT M3/IMILIHO Ha CHJIHA CJTbHYEBA CBET/IMHA MJIH Ha
uskycteeno UV JrbyeHHe (Hanp. yITpaBHOJIETOBA JIAMIIA, COJIapHYM) 110 BpEMe Ha JIEYEHHETO H 10 48
yaca clie/l CTMPAaHETo My ¢ LieJl 1a ce MPe0oTBPaTH HOTOCEHCHOMTH3ALIMA.

Hayuenmu, nposexcoauiu 1evenue ¢ anmazonucmu Ha sumamun K g
INopanu 3aBHIIaBaHe HA CTOMHOCTHTE Ha MoKasaTenuTe Ha koarynauusra (PT/INR) u/unukbpsene
NpH NalKEHTH, JIEKYBaHH ¢ 1eBo(IOKCALIMH B KOMOHHAIMSA ¢ aHTaroHUcTH Ha BuTamuH K (Hanp.



apgapHH), OKa3aTeuTe Ha KoarynaluaTa Tps6sa 1a Obaar NpocyieBaHH, KOraro Te3u
JIeKapCTBEHH MPOIYKTH C€ MPHIArar eJHOBPEMEHHO (BHKTe TOUKa 4.5).

Icuxomuunu peakyuu

Cpobiasa ce 3a ICHXOTHYHHU PeaKLMH NP NalMEHTH, KOUTO MPOBEXKAT JIEYEHHE C XHHOTIOHH,
BKJTIOYHTETHO JieBoIoKcalnH. B MHOrO peaiku ciy4au TOBa MpOrpecHpa 10 CyHUMAHH MHCITH H
CaMOHAPaHABALIIO MOBEZIEHME — IOHAKOra CaMo CJiefl EIHOKpaTHa 1032 JIeBOGpIOKCAUMH (BIKTE TOUKA
4.8). B ciyuail ye NalMeHThT pa3sBHE Te3H PEaKLMH JIEYEHHETO C nesodokcaluH TpAdBa 1a ce
npeycTaHOBH He3abaBHO NPH MbPBM MPU3HALM H CHMITOMH Ha TE3H PEAKIIMH H MAlUMEeHTa 1a Obaar
OCHBETBAH /1 Ce CBbPIKE C NpearucBalys jexap 3a cbbeT. Tpabsa na ce 06MuC/IH aNTepHATHBHA
aHTHOMOTHYHA Teparus, KOATO He BKIIO4YBA (UTyOPOXMHOIOHH H J1a Ce NPHIOKAT NOAXOAAIM MEPKH.
TIpenopbuBa ce NOBHIIEHO BHUMAHHE, KOraTo JIEBO(UIOKCALIMH 1Ie Ce MPHJIara NpH NCHXOTHYHH
NALMEHTH WIH TPH NALMEHTH ¢ aHaMHe3a 3a NICHXMYHO 3a00J1sBaHe.

Yovarcasane na QT-unmepeana
Heo6X0mMMMO € MOBHILIEHO BHUMAHHE, KOraTo (u1yOpOXHHOIOHH, BKJIFOUHTEHO 1€BOGIOKCALIMH, Ce
MpUnarat MpH NalMeHTH ¢ H3BECTHH PHCKOBH (akTopH 3a yAb/ikaBaHe Ha QT-uHTepBana Karo,
HanpHMep:
®  CHHJPOM Ha BpoleHO yabkaBane Ha QT-uHTepBana
®  eIHOBPEMEHHO NPHIIOKEHHE Ha JIEKAPCTBEHH MPOIYKTH, 32 KOHTO € H3BECTHO, Y€ YAb/DKaBar
QT-unTtepsana (Hanp. kiac 1A u Il aHTHAPUTMHLIH, TPHLUHMKIHYHH aHTHETIDECAHTH,
MaKpOJTH/TH, AaHTUTICUXOTHLIH)

e  HEKOPMIMpaH eNEeKTPONUTeH AuchanaHc (Hanp. XHIOKAMEMHS, XMITOMarHe3neMus)

e CchpaeuHo 3a6onaBaHe (Hamp. ChpJeuHa HEIOCTaTBYHOCT, MMOKAp/IeH HH(apKT, Opajnkapaus)
[lauMeHTH B cTapyecKa Bb3pacT M XKeHH MoraT Ja Obar no-4yBCTBHTETHH KbM JIEKAPCTBEHH
NpOIYKTH, KouTo yabmkasar QT-untepana. ETo 3aumio TpsaGsa 1a ce B3eMe NPe/IBH/ HA3HAYABAHETO
Ha JieueHHe ¢ (IYOPOXHHOIOHH, BKJTIOYHTEIHO JIEBO(IOKCALIMH, [PH TE3H NOIMy/IaLHH.

(Brkre Touka 4.2 [lauMeHTH B cTapyecKa Bb3pacT, TOYKa 4.5, Touka 4.8, Touka 4.9)

Anespuzma u QUCeKayUA HA AOPMAMA U PeypIUmaKus/HedoCmanTyYHOC Ha CbpOeYHama Kiana
EnuaeMHONOrHYHHTE NPOYYBAHHMS MOKA3BaT MOBHILEH PUCK OT aHEBPH3Ma M IMCEKallud Ha aopTaTa
OCHOBHO NPH NaLMEHTH B CTAPYECKA Bb3PACT H OT a0PTHA M MUTPAJIHA PErypruTalis C/Ie/l NPHEM Ha
dmyopoxunononu. CbobLIaBaHH ca CTy4an Ha aHEBPH3Ma H JIMCEKallHs Ha aopTara, MOHAKOra
YCIIOKHEHH OT pa3KbCBaHe (BKIIOYMTENTHO (paTanHu) M Ha perypruTalys/HeIoCTaTbYHOCT Ha HAKOA OT
ChpAEYHMTE KJIATK NPY NALMEHTH, [OTy4aBaliy GyopoXHMHOIOHH (BX. Touka 4.8).

3aroRa ¢yopoXHHOJIOHHTE TPAOBA 1a Ce M3M0/I3BaT CaMo CJie/| BHUMATE/THa OlIEHKa Ha

CHOTHOILIIEHHUETO M0J13a/PHCK M Clie]l pa3ryiex/iaHe Ha IPYTH TepaneBTHYHH Bb3MOXKHOCTH MpH

NALMEHTH ¢ MOJOKHUTEHA (aMHIIHA aHAMHE3a 33 aHeBPH3Ma WM BpojieHa 60/1eCT Ha Chp/ieyHaTa

KJ1ana, WK TPY NAUMEeHTH, IMarHOCTULMPAHH C MPEIIeCTBAllla aHEBPU3Ma W/HITH IMCeKaLis Ha

aoprara MM GONECT Ha ChpJEUHaTa Kilana, WM IPH HATMYHE Ha APYrH PUCKOBH (hakKTopH WK

3abonsBaHus, Npeapasnoaraim

- KBbM aHEBPH3Ma M JMCEKALlMsl HA a0PTaTa W PerypruTauus/HeI0CTaTbYHOCT Ha Chp/evHaTa
Kana (Harip. HapylIeHHs Ha CheJMHUTEIHATA ThKaH KaTo CHHIpoM Ha Marfan, wiv cunapomM
Ha Ehlers-Danlos, cunapom Ha Turner, Gonect Ha Behcet, xunepronus, penmamunengpni@) '
WJIM B JIOTTbJIHEHHE /;/1 i

- KbM aHeBPH3Ma M JIMCEKallMs Ha aopTara (Harp. BACKY/IAPHH HapyLIEHHA KaTO apTepHHUT Ha
Takayasu WJIM THTAHTOKJIETBYEH apTEPHHUT, HIIK H3BECTHA aTePOCKIIepo3a, HITH cnﬁupom Ha
Sjégren B 1OMbJIHEHHE



- KbM PerypruTalHs/He0CTATEYHOCT Ha Chp/ieYHaTa Kiana (Harnp. HHpEeKLHOo3eH €HJIOKApIHT).

PuckbT OT aHEBpHU3Ma H JHCEKALMs Ha aopTara H HEHHOTO pa3sKbCBaHE MOXE CBLIO [1a C€ YBEIIHYH NIPH
MaLMeHTH, JIEKYBAaHH €JHOBPEMEHHO CbC CHCTEMHH KOPTHKOCTEPOHIH.

B ciyuaii Ha BHe3anHa GoJika B KOpeMa, MPbIHHA KOLI WM IbpOa NalHeHTHTe TpabBa na 6baaT
MOCHBETBAHH /1a C& KOHCYJITHPAT He3abaBHO ¢ JIeKap B CIIELIHO OTAeIeHHe.

IMaumenTuTe TpsGBa 1a GbAT MOCHBETBAHH /1 MOTHPCAT He3abaBHa MEJMLIMHCKA MOMOIIL B CiTy4aH Ha
OCTpa JUCIIHEs, HOBO HA4aJIo Ha ChpLieOHeHe WM Pa3BUTHE HA OTOK HA KOPEMa MK 10/IHUTE
KpaHHHLH.

Iepudgpepna nesponamua

CpbobuiaBa ce 3a cjly4ad Ha CeH30pHa WIH CEH30MOTOPHA MOJIMHEBPONATHSA, BOJCIIH 10 NAPECTE3HH,
XMMOECTe31s, AM3ECTE3NsA WK c1aboCT MPH NALWEHTH, TPUEMAIH XHHOIOHH H (1yOpPOXHHOIOHH.
TMaumeHTHTE, KOUTO NpHeMaT AeBoduIoKcalMH, TpAGBa 1a 6baaT nockBeTBaHK 1a MHGOPMHPAT CBOS
NeKap, Mpe/ix /1a IPO[Tb/KAT JIeYEHHETO, aKO Ce MOABAT CHMIITOMH Ha HEBPOMATH, Kato boika,
ycelllaHe 3a NapeHe, MpaBy4KaHe, M3TPbIBaHe WM C/1aboCT, 3a 1 ce NpeJOTBPaTH Pa3BHTHETO HA
MOTEHLIHATHO HeoBpaTHMo 3abonsBate (Bxk. Touka 4.8).

Xenamobunuapnu napyuienun

[pu neuenue ¢ neBoduIoKcaMH ca cboOIABaHH CITyYal Ha 4epHOAPOOHA HEKpo3a 110
JKHBOTO3aCTpAIlABALIA Y€PHOAPOOHA HEAOCTATHYHOCT, OCHOBHO MPH MALMEHTH ¢ TEXKH MOUIeKALIH
3aGonsBaHuA, Hamp. cencuc (Buxkre Touka 4.8). INaumenTuTe TpaGsa na GbaaT NOCHBETBAHH /1A
MpeycTaHOBSAT JICYEHHETO H [Ja Ce CBhPKAT C TEXHMA JieKap, aKO HACTBIAT NMPU3HALM H CHMIITOMH Ha
4epHOAPOGHO 3a60/1SBaHE KATO aHOPEKCHS, JKb/ITEHHNIA, TOThMHABaHE HA ypUHATa, ChpOex WK 6onka
B KOpeMma.

Bnowasane na Muacmenus zpaguc

D/TyOpOXMHOIOHKTE, BKITIOUYMTEITHO JIeBOGIOKCALIMH WMaT 6/10KHpalla HEBPOMYCKYJIHA aKTHBHOCT H
MOTaT [a BJIOIIAT MyCKYyJIHaTa ¢1aboCT NPy NaLMeHTH ¢ MHacTeHUs rpasuc. [locTMapkeTHHIOBH
CEepHO3HHM HEXKEeJIaHW PeakLMH, BIJTIOUMTENTHO CMBPT M HyK/a OT MOAAbPKAHE Ha JMXaTenHaTa
dyHKLK, ce cBbp3BaT ¢ ynorpedara Ha GryopOXHHOIIOHH MPH MALMEHTH ¢ MHACTCHHS MPaBHC.
JleBodnokcalMH He ce MpenopbyBa NpH MalMeHTH ¢ aHAMHe3a 32 MHaCTEHHA IpaBHC.

3pumennu napywenun
AKO ce MOABH BIOLIABAHE Ha 3PEHHETO WIIH HAKAKBHU JPYTH eeKTH Ha ouMTe, TpAOBa 1a ce HampaBu
BeJIHara KoHcy/aTauus ¢ odraamonor (BiwxTe Touku 4.7 v 4.8).

Cynepungpexyun

VYnorpebara Ha neBodokcalMH, 0co6eHO NPOab/IKHTETHATa MOXE J1a 10BE/IE 10 CBPBX pacTex Ha
He4yBCTBHTE/THM MUKPOOpPraHu3Mu. [TosiBH JIH ce cynepuH(eKLMs N0 BpeMe Ha TepanusTa, Tpsosa 1a
ce npeanpueMar HeoOXOTMMHTE MEPKH.

Ocnrep nankpeamum
TIpyu nalMeHTH, IpUeMaLLHY JIEBO(IIOKCALIMH, MOXeE 1a ce Habmonasa ocThp naHkpearHr. Ilame ﬂTe m
TpsGBa 1a GbaaT MHGOPMHUPAHH 3a XapaKTEPHHTE CHMITOMH Ha OCTbP NaHkpearwT. [lauueHT fe :
KOMTO M3IHTBAT rajieHe, HEpasrnoNoKeHHe, KOpeMeH JUCKOM(OpT, ocTpa kopeMHa 6oika I ) /
NoBpbllaHe, TPAOBa a MOTy4aT CBOEBPEMEHHA METMUMHCKA OLIEHKA. AKO ce nojo31pa ocn{pﬁ



MaHKPeaTHT, PUEMbT Ha JIeBO(UIOKCallMH TpAOBa 11a Ce NPEeyCTaHOBH; aKO Ce MOTBbPAH, NPHEMBT Ha
nesogokcalMH He TpsAOBa 1a ce Bb306HOBABa. Heobxonumo e noBuiIeHO BHHMaHHE NMPH MalMEeHTH ¢
aHaMHe3a 3a maHKpeaTuT (Bx. Touka 4.8).

Hapywenua na kppema

[To Bpeme Ha jledeHHe ¢ TeBO(IOKCALIMH MOXE J1a Ce pa3BHe KOCTHOMO3bYHA HEI0CTATBYHOCT,
BKJTFOUHMTE/THO JIEBKOTICHHSA, HEYTPOTIEHHUS, MAHLMTONEHHS, XeMOIMTHYHA AHEMHSl, TPOMOOLIMTOTIEHHS,
arnuIacTHYHa aHEeMHs WM arpaHy/IouuTo3a (Bxk. Touka 4.8). AKo ce 1os031pa HAKOE OT Te3H
HApyLIEHHs HAa KPHBTa, TpAOBaA Ja ce cliei KpbBHaTa kapTuHa. B ciyyaii Ha abHOPMHH pe3ynTary,
Tpa6Ba na ce OOMHUCIIH MPEKPATABAHE HA JICYEHHETO C IEBO(IIOKCALIMH.

Brusnue evpxy n1abopamopru mecmose

Tpu nanMeHTH, JIEKYBaHH ¢ J1eBOQIIOKCALIMH H3C/IEIBAHETO 33 HAJIMYHME HA OTIMATH B YpPHHATA MOXe J1a
nokaxke (aMBO-TNONOKHTENEH pe3ynTar. Moxe J1a ce HaJIOXKH MOATBPBAKAABAHETO Ha MOJIOKHTEIEH
pe3y/Tar 3a onuarH ¢ no-crneuduueH Meron. JlepodiokcaunH Moxe J1a OTHCHE pacTexa Ha
Mycobacterium tuberculosis 1 crieoBaTeIHO MOXe J1a MOKaxe (aTluMBO-OTPHLIATEIHH Pe3y/ITaTH P
faKTepHONIOrMYHO H3cieBaHe Ha TyOepKyosa.

Jlakmosa

To3u leKkapcTBEH MPOAYKT ChAbprKa JiakTo3a. [TaleHTHTe ¢ peIKH Hac/IeICTBEHH NPOOIeMH Kato
raJlakTo3Ha HEMOHOCHMOCT, 00111 JIaKTa3eH JAeUUMT WIH NTIOKO30-ranakTo3Ha ManabcopOums He
TpAOBa 1a MpueMar ToBa JIeKapcTBO.

Hampun
Topa nekapcTBO ChAbpXkKa Mo-Maiko or 1 mmol Harpuii (23 mg) Ha TabneTka, T.€. MPaKTHYECKH He
ChAbpPXKA HATPHH.

4.5 BsauMoaeilcTBHe C JPYrH JIeKAPCTBEeHH NPOIYKTH H ApYrH ¢opMH HA B3aHMOAeHCTBHE
EdexTu Ha ApyrH JieKapcTBeHH NPOIyKTH ¢ ®uekcna TabieTkn

Kenesnu conu, YUHKO8U CONU, MAZHEI - WU QIYMUHUT-COOBPIHCAU{U AHMUAKUOHU Cpedcmeéa,
ouoanocun

A6copbumsTa Ha J1eBo(IOKCALMH € 3HAYHTETHO MOHKWKEHA, KOTaTo ce Mpuiara eAHOBPEMEeHHO ¢
HKEME3HHU COMTH WM MarHe3ui- WK aTyMHHH-ChAbPIKALHY AHTHALIMIM HITH JIMJAHOCHH (camo
Oudano3un hopmynume, cvOBPICAUYU AIYMUHUL WU MAZHE3Ull Kamo Oygepupawyu azenmu).
E/IHOBpEMEHHOTO NPHIOKeHHE Ha (ITyOPOXHHOIOHH C MYJITHBUTAMHHH, ChbP)KALM LIMHK JOBEK/a
J10 HamaJieHaTa UM pe3opOums. [IpenopbuBa ce JieKapCTBEHHTE MPOAYKTH, ChABPHKALLM [ABYBaJICHTHH
WM TPUBAJICHTHH KATHOHM KaTO JKEJIE3HH COJM, LIMHKOBH COJIH, aHTHALIM/IHK CPEJICTBA, ChbpKALN
MarHe3ui WiIx alyMHHHI, WM JXIaHOCHH (caMO JMAaHOCHH dopMyIHTe, ChAbPHKAIIH ATyMHHHH HITH
MarHe3uii karo Oy(epupalii areHTH) J1a He ce PHEMAT MO PaHo OT 2 Yaca NpeaH MM Clel
npunoxenue Ha Onekcua GpunMupanu Tabnetku (BxkTe Touka 4.2). Kanuuesure conu umar
MHHMMaJsIeH eeKT BbpXy pe3opOimaTa Ha IeBO(IOKCALIMH.

Cykpangam =
BuonanuuHocTTa Ha Tabnerkure Onekcu GuiMHUpaHH TabNeTKH € 3HaYMTESTHO MOHKKEHA n’pu’ﬁ e
€/IHOBPEMEHHO NPHUIIOKEHHE Che cyKpandar. B ciyuaii ye nauueHTsT TpaGea na npuema /=
eZIHOBpeMeHHO cykpandar u Onexcua punmupanu Tabnerku, Hai-100pe e cykpandar na ce ﬁpuno}ku
2 yaca cnen npueMa Ha ®nekcua GuaMHpaHu TabneTku TabneTku (BxTe Touka 4.2).
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Teopunun, pendyghen unru cxoOHu HecmepouodHu NPOMUEOEHINAIUMETHU NEKAPCMEEHU
npooykmu

B KAMHMYHO NPOYYBaHe He Ce YCTaHOBABAT (papMaKOKHHETHUHH B3aUMOIEHCTBHS MEXKITY
nesoduokcalH U TeodrauH. M3pa3eHo NoOHWkKaBaHe Ha MO3bYHHA IbPUOB Mpar, obaue, MOXe J1a
HACTBIH, KOraTo XMHOJIOHH Ce NpHIaraT eJHOBPEMEHHO C TeO(pHIIHH, HECTEPOHTHH
POTHBOBB3MAIMTE/THH JIEKAPCTBEHHU CPEICTBA U IPYTH JIEKAPCTBA, KOWTO MOHHXKABAT IbPYOBHS Tpar.
KoHueHTpauuuTe Ha JIeBoIOKcalMH ca ¢ 0koo 13% no-BHCOKH NpH HajiHuKe Ha HeHOydeH,
OTKOJIKOTO MPH CAMOCTOATETHO MPHUITOKEHHE.

IIpobenenuo u yumemuour

[Ipo6eHera ¥ LMMETHANH HUMAT CTATHCTHYECKH 3Ha4MM e(eKT BbPXY €TMMHHHUPAHETO Ha
nesoduiokcalMH. BrOpeuHns KIMpPBHC Ha 1eBOGIIOKCALIMH Ce NMOHKKaBa OT LIMMETHIHH (24%) 1
npo6eneunn (34%). Tosa ce ciy4Ba Thil KaTo M ABaTa JIEKAPCTBEHH NMPOIYKTa ca CrocobHHM /1a
6nokupar 6s0peyHara TyOynHa cexpeuus Ha nepoduiokcauu. [Ipy u3cienBaHuTe B Npoy4BaHETO
11034, obaye, CTATUCTHYECKH 3HAYUMHMTE Pa3JIMKH B KHHETHKATa HAMa BEPOATHOCT /1a UMaT KJIMHHYHA
3HAYUMOCT.

HeobxonMMo € MOBHILIEHO BHHMAHHE, KOraTo J1eBoQJIOKCALIHH ce Mpuiiara eqHOBPEMEHHO C
NeKapCTBEHH MPOAYKTH, KOHTO MOBJIHABAT TyOy/iHaTa 6bOpeyHa eKCKpeLMs KaTto npodeHeLna nin
LIMMETHMH, 0COOEHO MpH NnalueHTH ¢ ObOPeUHO yBpeKIaHe.

Jpyza penesanmna unpopmanun

B k1MHMYHH (papMaKoIOrHYHH MPOYYBAaHHUA € YCTAHOBEHO, Ye (hapMaKOKMHETHKaTa Ha
neBo¢UIOKCALIMH He Ce TOBJIMABA B KJIMHHYHO 3HAYMMa CTEreH, Koraro JieBogJIOKCallMH ce npuiiara
3a€/IHO ChC CJIE/JHHTE JIEKAPCTBEHH MPOAYKTH: KallueB KapOoHaT, IMrOKCHH, NTHOCHKIaMHL,
PaHUTHIHH.

B3aunmoneiicteae Ha DiekcHa Ta0JIETKH ¢ APYrH JIeKAPCTBEHH NPOAYKTH

Iurnocnopun
TMony>kHMBOTHT Ha LIMIJIOCTIOPHH Ce NMOBHILAaBa ¢ 33%, KOraro ce npuiara eIHOBPEMEHHO ¢
JIeBOQUIOKCALMH.

Aumazonucmu na eumamun K

[MoBMIIEHHTE CTOMHOCTH Ha MoKaszarenure Ha koarynauusaTa (PT/INR) u/wnu kepBeHe, KoeTo MOXe Aa
€ TEXKO M3Pa3eHo, ce ChoOLIAaBaT MpH MAlMEHTH, KOMTO MOJTy4aBar Jie4eHHe ¢ JIEBO(IOKCALIMH B
KOMOMHALIHMA C aHTArOHWCTH Ha BuTaMHH K (Hanp. Bapdapun). Ilopagu ToBa, nokasareanTe Ha
KoaryJaiusaTa TpaOBa a ce mpociesBar MpH NaLMEHTH, MPOBEXKAaLlM JIEYEHHE C aHTarOHUCTH Ha
BuTaMHuH K (BHxTE TOUKa 4.4).

Jlexapcmea, 3a Koumo e uzgecmno, ye yovaycasam QT-unmepeana

JleBodhioKcalMH, KAKTO OCTaHAIHTe (TyOPOXHHOIOHH, TPAOBa Ja ce npuiara ¢ NOBUILEHO BHUMaHHe
TIPH MALMEHTH, KOMTO MOJTy4YaBar JIEKapcTBa, 33 KOMTO € H3BECTHO, 4e yabhkasar QT-uHTepBana
(mamnp. knac IA u Il anTHapUTMHLIM, TPUUHKIHYHH aHTHIENPECAHTH, MaKPOIHIH, amnncuxmm&u_)
(BuxTe TouKa 4.4 “YobmkaBaHe Ha QT-uHTepBana®). /45 ’

Hpyza penesanmua unghopmayun (S



BB apMaKoIOrH4HO Npoy4BaHe 3a B3aMMOZIEHCTBHA, JIEBOQUIOKCALIMH HE € MOBITHAN BbPXY
dapmaxokHHeTHKaTa Ha Teoduus (npoder CYP1A2-cyGerpar), koeTo nokassa, 4e JeBOGUIOKCAUMH He e
CYP1A2-uuxuburop.

JApyra ¢popmu Ha B3aHMoOeHcTBHE

Xpana
Hsima KJIMHMYHO 3HAYMMH B3aMMOJIEHCTBHs ¢ XpaHara. CriefoBarenHo Onekcua GpuamMupany TabneTku
MOJKe /1a Ce MpuJiara He3aBUCHMO OT MPHEMA Ha XpaHa.

4.6 @eprTHaHTeET, O)peMEHHOCT H KbpMeHe

bpemennocm

MMa orpaHHueHH JaHHH 3a ynoTtpebara Ha neBouiokcaurH npu OpeMeHHH xkeHH. [1poyuBaHusTa ¢
’KHBOTHH He NOKAa3BaT NPEKH WK KOCBEHH BPE/IHH e(PEeKTH, OTHACALLIM C€ 3a PeNpOIyKTHBHA TOKCHYHOCT
(BwKTe TOuKa 5.3).

[lopaau nMncata Ha JaHHK TIPH XOPa M NOpajik EKCNIEPUMEHTAJIHHA PHCK OT YBpeXkKIaHe Ha HOCeLIUTe
XPYLLUSTH Ha PACTAILMSA OPraHU3bM, IPHYHHEHO OT (ITyOPOXHHOJIOHHTE, JIEBOIIOKCALMH He TpAOBa fa ce
npuara npy GpeMeHHH #eHH (BrxK Touka 4.3 1 5.3).

Kvpmene

Onexcu GUIMHPaHK TaGNETKH € NPOTHBOTIOKA3eH MPH sKeHH, kouTo KbpMaT. Mudopmalmsra 3a
eKCKpeLMs Ha 1eBOQUIOKCALIMH B MAHYMHOTO MIISKO € HEIOCTAaTh4Ha; HO OCTaHAIUTE (TyOPOXHHOIOHH
Cce eKCKpeTHpar B MaHuMHOTO Misiko. [lopaau jiMricara Ha JaHHH TP XOpa M MOpaiH eKCIIePUMEHTaTHHSA
PHCK OT yBpexaHe oT (UIyOpOXHHOIOHHMTE Ha HOCELLMTE XPYILAIH Ha PAaCTAILIMSA OPraHH3bM,
neBodIOKCALMH He TpAOBa [1a Ce IpHIara MpH jKeHH, KOMTO KbpMAT(BIDK TOuka 4.3 1 5.3).

Depmunumem
JleBoiokcalH He OKa3Ba BIIMSHHE BbPXY (epTHINTETA M PENPOAYKTHBHOCTTA MPH TLTHXOBE.

4.7 EdekTn BbpXy cnocofnocTTa Ha modpupane n pabora ¢ MAIIHHH

dniekcH/1 MOB/IMABA B MAJIKa /10 yMEpEHa CTelNeH CrocobHOCTTa 3a wodupaHe U paboTa ¢ MalIMHH.
HsikoM He)KenaHH JIEKAPCTBEHH PeakLMH (Hanp. 3aMasHOCT/CBETOBbPTEXK, ChbHIMBOCT, HAPYLIEHHS Ha
3PEHHETO) MOTaT J1a HapyLaT cnocoOHOCTTa Ha MalMeHTa /1a Ce KOHLIEHTPHpa U pearipa 1
MpeCTaRIsABAT PUCKOB (hAaKTOP B CHTYAlIMH, B KOMTO T€3H CMOCOGHOCTH €a OT 0COOEHO 3Ha4YeHHe (Harp.
mwodupaHe wiu pabora ¢ MallIMHK).

4.8 Hexenann JeKapCTBeHH PeaKlHH

[Tocoyenara no-n101y MHGopMAaLKA ce OCHOBaBa Ha JaHHUTE OT KIIMHHYHH MPOYYBaHHs MPH MOBEYE OT
8 300 nauMeHTH KW Ha IIMPOKHSA MOCTMAPKETHHIOB OTTHT.

YecroTuTe B Ta3H TabnMua ce JeHHUpAr Karo: MHOro YectH (>1/10), uectn (=1/100, <1/10), HeyecTn
(=1/1 000, <1/100), peaxu (=1/10 000, <1/1 000), mHoro peaku (<1/10 000), ¢ HeH3BeCTHa YecTOTa
(He Moxe 1a Obae OLleHEHa OT HAIMYHHTE JIaHHH).

L]

HpH BCAKO rpynHpaHe B 3aBUCHUMOCT OT 4€CTOTaTa, HEIKEJTAHUTE JICKAPCTBEHH pEaKLIUH ce mﬁposma'r
B HU3XOJALL pe/ MO OTHOLUEHUE Ha TAXHATa CEPHO3HOCT. - ;

1



Tabnu1a ¢ HeXXeNaHH peakLuH

Cucremo- Yectn (=1/100 | Heuecrn Peaxn (>1/10,000 g0 | C nenssecTHa
oprasen kjac | go <1/10) (=1/1,000 xo <1/1,000) 4yecToTa (He MoXKe
<1/100) na Obae oueHeHa
OT HAJIHYHHTE
JaHHH)
Hudexuun u ['sOuuHM
HHpecTanHA HUH(EKLKH, BKI.
Kannuna
HH(peKLHH,
[TatorenHa
PE3UCTEHTHOCT
Hapymenus JleBKONEHHH, TpomGouutonenus, | KocTtHomo3buHa
Ha KPBLBTA H Eosunopunusa | Heyrponenus HeJl0CTaTb4HOCT,
aampHaTa BKJIFOYMTETHO
cHcTreMa anuacTuyHa
aHeMHs,
NaHLIMTONEHHS,
arpaHyJ10LH{TO3a,
XeMOJIMTHYHA
aHeMus
Hapymenus AHrvoenem AHadHIaKTHYEH
HA HMYHHATa CBpBbX4yBCTBHTEIHO | LIOK *
cHCTEMA cT (BroKTE TOUKA 4.4)
aHa(HIaKTOH/IEH
LIOK * (BH3K TOUKA
4.4)
EHI0KpHHHH CuHIpoM Ha
HapyIeHHs HeaJeKBaTHa
ceKpeLHs Ha
aHTHUWYPETHYEH
xopMoH (SIADH)
Hapymenns AHOpeKcus XHUMOrITHKEMHH, XHUnepriuKkeMus
HA ocobeHo npH (BrKTE TOUKA 4.4)
mMeTabo/in3Ma nauyeHTH ¢ nMabet
H XpaHeHeTo XunornukeMuyHa
KOMa (BHXKTE TOUKA
4.4)
Ilcuxuunn be3cbHuUe Besnokoiicteo, | IlcuxuuHM [TcuxoTHyHU
HapyleHHA* 00BpKaHOCT, HapylleHHus (Hamp. ¢ | peaKLuH ¢
HEPBHOCT XaJIFOLIMHALIMH, aBTOArpecHBHO
napaHos) Jienpecus, | MOBEJIEHHE, P
BB30Yy/a, Bx.moqmenuo./f" .
HeoOH4aHHH CYMUMJTHH M AL

CBHHILA, KOIIMapH

WJIH OIHTH 3a=

|
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Cucremo-
opraseH Kjac

Yecrn (>21/100
mo <1/10)

Heuectn
(=21/1,000 xo
<1/100)

Penxu (=1/10,000 o
<1/1,000)

C HeH3BecTHA
yecToTa (HE MOXKe
Aa Obae oneHeHa
OT HAJITHTHHTE
JaHHH)

Henupuym

camoyOHiicTBO
(BrKTE TOUKA 4.4),
MaHHs

[Tanuk aTaka

Hapymennsn
HA HepBHATAa
cHcTeMa*

I'nmasoGonue,
3amMasHOCT

CuHIHBOCT
Tpemop
Hucreysus

KoHByncuu (BHXkKTE
To4kH 4.3 u 4.4)
[TapecTre3us
Hapyiuenune Ha
namerra

[Tepudepna
CEeH30pHa
HeBpoOMaTHA (BHXKTE
Touka 4.4)
[TepudepHa
CEH30pHOMOTOpPHA
nepudepHa
HEBpONAaTHs,
(Br>KTE TOUKA 4.4)
[Tapo3mus,
BKJIIOYHUTEITHO
aHO3MHuH,
JluckuHe3us
ExcTpanupamuian
HH HapyLIeHHs
Arey3us,

Cunxon
Jlo6pokauecTBeHa
MHTpaKkpaHHalHa
XHIIepTeH3Us
MpuoknoHyc
Hespanrus

Hapymenns
Ha OYHTe*

Hapywenus Ha
3pEeHHUETO KaTo
3aMBITIEHO BHKaHE
(B1xTe TOUKA 4.4)

Ipexonna 3ary6a
Ha 3peHHe (BIKTE
Touka 4.4)

VYBeur

Hapymenus
HA YXOTO H
JabupunTa*

Bepturo

TunuTyC

3aryba Ha ciyxa

Hapymenus Ha
cliyxa




CHcTeMo-
opraHeH Kjaac

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

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

Peaxn (=1/10,000 no
<1/1,000)

C HeHn3BecTHA
JecToTa (HE MOXKE
nAa ObJe oneHeHa
OT HAJIMYHHTE
JAHHH)

Cnpaeunn
HapymeHHs**

Taxukapaus

[Tannurauus

KamepHna
TaXUKap/1s, KOATO
MOXe J1a 10BeZIe 110
Cbp/ieYeH apecT

KamepHa aputmMus
W torsades de
pointes
(cbobieHus
MPeaUMHO NPH
NAalHeHTH ¢
PHCKOBH (hakTOpH
3a yIb/DKaBaHe Ha
QT — uHTepBana),
EKI" ynbmxabaHe
Ha QT — unTepsana
(BH>KTE TOUKH 4.4 1
4.9).

CobaoBH
HapymeHHs**

XHIOTOHHSA

Pecnmparop-
HH, TPBLAHH H
MeIHACTHHAJIH
H HapyHmIeHHs

JucnHes

BpoHxocnazem
Anepruuex
MTHEBMOHHT

CromamHo-
YpeBHH
HApPYIICHHA

Huapus,

IloBpebluane,
I'anene

bonka B
Kopema,
JIUCTIETICHSA,
¢narynenuus,
KOHCTHINAUHMA

Huapus —
XeMOparuyHa,
KOATO B MHOTO
pelKH ciyyau
Moxe aa Obae
nokazaTesnHa 3a
€HTEPOKOITHT,
BKIIIOUMTETHO
niceenoMemOpaHo3e
H KOJIMT (BHIKTE
Touka 4.4)
[MaHkpeaTHT (BXK.
Touka 4.4.)
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Cucremo-
OpraHeH KJjac

Yecrn (21/100
a0 <1/10)

Heuectn
(=21/1,000 xo
<1/100)

Peaxn (21/10,000 o
<1/1,000)

C HeH3BecTH2
gecToTa (He MOXKe
Ja Obae oneHeHa
OT Ha/IHYHHTE
JaHHH)

XenaroOHIH-
apHH
HapyleHHs

[TorueHH
CTOMHOCTH Ha
yepHOIPOOHHTE
CH3HUMH
(AJIAT/ACAT,
aJikaJiHa
docdarasa,
ITT)

[ToBuieHH
CTOHHOCTH Ha
OunHpyOHH B
KPbBTa

XKbnrenuua u
TEKKO
YepHOAPOOHO
yBpexkaaHe,
BKJTHOUHTETHO
clly4au ¢ ocrpa
yepHOApoOHa
HeI0CTaTbYHOCT,
OCHOBHO IIpH
MALKUEHTH C TEXKKH
CBITETCTBALIO
3abonsaBaHHA
(BrxTe TOukKa 4.4).

Xenarur

Hapymenus
Ha KOKaTa i
NOAKOAKHATA
ThKaH §

O6pus,
[pypuryc,
Vprukapus,
Xunepxuaposa

JlexapcTBeHa
peakims ¢
€03MHODHIUA U
CHCTEMHH CHMITTOMH
(DRESS) (Bx. TOuka
4.4), OGukcupaHa
JeKapcTBeHa
epynuus

TokcuuHa
enuaepMaiHa
HEKpOJu3a,
CHHJIPOM Ha
Stevens-Johnson,
epuTeMa
myntudopme,
peakLuH Ha
¢poTouyBCTBHTETHO
CT (BHXKTE TOYKA
4.4)
JIEBKOLIMTOKJIACTHY
€H BaCKYJIHT,
Cromarur
XHNepnurMeHT-
alMd Ha KoXaTa
Octpa
reHepajiu3HpaHa
eK3aHTeMAaTo3Ha
nyctynosa (AGEP)
(Bk. Touka 4.4.)

Hapymenus
HA MYCKYJIHO-
CKeJIeTHATA
cHCTEMA H
CheIHHHTE/JIHA
Ta TbKaH*

Aprpanrus

Muanrus

Hapywienus Ha
CYXOKHIIHATA (BWDKTE
Touku 4.3 u 4.4)
BKJIKOUMTEITHO
TEHJOHHT (Harp.
axHJIecoBO
CYXOKHITHE),

Pabnomuonusa
CkbcBaHe Ha
cyxoxunue (Hamp.
AxurniecoBo
LYXOKMIIHE BIOKTE

| Touku 4.3 1 4.4)

| L Pynrypa Ha

15



CHcremo- Yectu (1/100 | Heyectn Peaxn (=1/10,000 go | C Hen3zBecTHa
opraHen Kiac | no <1/10) (21/1,000 no <1/1,000) 4JecToTa (He MOXkKe
<1/100) Aa 6bae oneHena
OT HAJIHYHHTE
JaHHH)
MyckynHa cnabocT, | TMramMeHTHTe
KOATO MOXe /1a € OT
CreLHaHO 3HaYeHHE Pyntypa ra
MPH NaLKUEHTH C Mycrymte
MHACTEHHS IpaBHC ApTpHuT
(BroKTE TOUKA 4.4)
Hapymenns [NoBuiIEHH Octpa 6b0OpeuHa
Ha ObOpennTe CTOWHOCTH Ha HEAO0CTaTBYHOCT
H NHKOYHHTE KpeaTHHHHA B (Hanp. B pe3yaTar Ha
NbTHINA KpBBTa WHTEpCTULIHAJIEH
He(dpHT)
O6mu AcrteHus ITupexcus bonka
HapyWIeHHH H (BKJTIOUHTETHO
edeKkTH Ha Honka B repba,
MACTOTO HA I'bPAMTE U
npHIcKeHHE* KpalHHLHTE)

3 AHapUIIAKTHYHH M aHAQUIAKTOUIHH PeaKLIMH MOXeE MOHAKOra /1a HaCTBIIAT J0PH Cllell MbpBaTa
ao3a.

S Peakuuu OT cTpaHa Ha KOXKAara W JIMaBHLIMTE MOKE NOHAKOra Jia HaCTBIIAT J0PH Clie]] MbpBara 103a.
* CpobiaBa ce 3a MHOTO Pe/IKH C/Ty4aH Ha MPOABKHTETHH (10 MECELH HIH FOIHHH),
MHBATMIM3HPALLH M MOTEHLMATHO HeoOpaTHMH CEPHO3HHM JIEKAPCTBEHH PEaKLIMH, 3aCATALIH HAKOIIKO,
MOHAKOra MHOIO, CHCTEMO-OpPraHHH KJIaCOBE M CETHBA (BKJIIOYHTETHO peakUMH KaTo TEH/IUHHT,
pa3sKbCBaHE HA CYXOJKHIIHE, apTpanrus, 6o/ka B KpaHHMLMTE, HapyLIEHHe HA MOXO/KaTa, HEBPONaTHH,
CBBP3aHHU C NAPeCTe3HH M HEBPAJITHA, YMOPa, NCHXMYHH CHMITOMH (BK/IIOUMTEIHO HApYLIEHHA Ha
ChHS, TPEBOXKHOCT, MAHWK aTaKH, AETIPECHA U CYULIMIHHA HJIEH), HAapYILIEHHE Ha amMeTTa U
KOHLIEHTpALMATa U YBpeXKJaHe Ha CITyXa, 3peHHeTO, BKyca H 000HAHHMETO) BbB BPb3Ka ¢ ynorpedara
Ha XHHOJIOHH M (TyOPOXHMHOJIOHH, B HAKOH CITyYal HE3aBUCHMO OT BEY€ ChILECTBYBALIHTE PHCKOBH
tdakTopu (Bx. Touka 4.4).

** CpobaBaHH ca cIy4YaH Ha aHeBpH3Ma M IHCeKallks Ha aopTara, MOHAKOTra YCJIOKHEHH 0T
pa3KbCBaHE (BKIIOYMTENHO (aTajHH), ¥ Ha PerypruTauus/HeloCTaTbYHOCT Ha HAKOM OT ChpAEYHHTE
KJIANM [P MALMEHTH, NoTy4aBauy GIyopoXHHOIOHH (BX. TouKa 4.4).

JIpyry HeKelaHH JIeKapCTBEHH PeaKIIMH, KOMTO €a CBbP3aHH ¢ MPHIIOKEHHETO Ha (ITyOPOXHHOIOHH
BKJIIOYBAT:
- NoppMPHYHH NPUCTHIH MPH NALKMEHTH ¢ MopUpHa.

CnobulaBaHe Ha NOI03MPAHH HEXKEIAHH PEAKLIUH

Cho611aBaHeTo Ha MOJ03HPAaHH HEXKEIAHH PeaKLMH Clie]] pa3pellaBaHe 3a ynoTpeda Ha JIeKApCTBEHHA
NpoAyKT € BakHo. ToBa NMo3BoJisABa 1a NPOL/KH HAOIOIEHHETO Ha CBOTHOLISHHETO MO/I3a/PHCK 3a
JieKapcTBeHUA NpoayKT. OT MEAHLIMHCKUTE CMICLHAJIMCTH CE€ U3MCKBA /1a CHOGILABAT BCAKA TIONO3MPAHA
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HeXeNaHa peaklus Ype3 HalMOHa/IHA CUCTeMa 3a ChoOlaBaHe KbM U3IbHHTeIHATa areHUms 1o
nekapcrsara, yn. ,,Jlamsan [pyes” Ne 8, 1303 Codus, Ten.: +35928903417, yeGeaitr: www.bda.bg.

4.9 Ilpenozmpane

CBIMIaCHO H3C/IEIBAHMATA 32 TOKCHYHOCT MPH KUBOTHH HIIH KITMHHMKO-()apMaKoJIOrH4HH NpOY4BaHUA,
NpOBE/IEHH ChC CyMNpaTepaneBTHYHH JO3H, Hal-BaXHUTE CHMIITOMH, KOHTO TpAOBa /1a ce OYaKear ciell
ocTpo npeposupane ¢ Onexcun GUIMHUpaHH Ta6NETKH Ca CHMITTOMH OT CTpaHa Ha LEHTPaHaTa HepBHa
CHCTeMa KaTo 06bPKaHOCT, 3aMasHOCT, HapyIlaBaHe Ha Ch3HAHHETO, KOHBYJICHH, yab/kaBaHe Ha QT-
MHTEpBa/Ia, KAKTO H CTOMALLIHO-4YPEBHH CHMITTOMH KaTO raJieHe H JIMraBH4HH €pO3HH.

Edekru ot ctpana Ha LIHC BKIIOUMTENIHO ChCTOAHUE HA 0OBPKAHOCT, KOHBYJICHH, MHOKJIOHYC,
XaTIOLMHALIMH, H TpeMOp ca OuiIH Hal/lo1aBaHK B MOCT-MapKETHHIOBHSA NEPHO/L.

B cnyuaii Ha npeo3upaHe TpsOBa aa Gbe NpoBeIcHO CUMITTOMATHYHO JleveHue. Tpsabsa aa ce nposeae
mouuTopupane Ha EKI™ nmopaau Bb3MOXKHOCTTa 3a yab/bkapaHe Ha QT-unTepeana. AHTHAUMIHA
cpencTea Morat Ja ObJaT U3Mo/3BaHH 3a NMPOTEKLMs HA CTOMALLHATA JIMraBHLa.

XeMmoauanusara, BKIKOUYHTETHO nepuToHeanHara quanu3a i CAPD He ca eeKTHBHH 3a OTCTpaHsABaHe
Ha nesoduIoKCalMH OT opraHusma. He cbiuecTByBa crnieltiuyueH aHTHIOT.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ddapmakoIHHAMHYHH CBOHCTBA

(apmakoTepaneBTHYHA IPyNa: XHHOIOHOBH aHTHOAKTEPHAIIHH areHTH, TyOpOXHHOIOHH

ATC xon: JOIMA12

JleBonoKcalMH € CHHTETHYEH aHTHOAKTepHaIEH JIEKAPCTBEH MPOAYKT OT rpymnara Ha
(TyOpOXHHONOHKTE U € S (-) eHaHTHOMED Ha PalleMHYHOTO JIEKAPCTBEHO BELIECTBO O(IOKCAIIMH.

Mexanuzvm Ha oeiicmeue
Karo ryopoxHHOIOHOB aHTHOAKTepHalIeH MPOAYKT J1eBOIIOKCALIMH IEACTBA BbPXY KOMILIEKCa
JHK-JIHK-rupa3a u Tonousomepasa IV.

Biaumospvika @apmaxoxunemura/@apmaxkoounamuxa

CrenenTa Ha 6aKTEpHLMIHA AKTUBHOCT Ha JIeBO(IOKCALIMH 3aBHCH OT CbOTHOLIEHHETO Ha
MaKcHMasHaTa cepyMHa KoHueHTpauus (Cmax) win miowra noa kpusara (AUC) v MUHMManHara
MHXHOHMTOpHa KoHUeHTpauus (MIC).

Mexanuzom na peaucmenmuocm

Pe3MCTEHTHOCTTa KbM JIEBO(IOKCALIMH ce pa3BHBa B CTBHIIOJIOBH/IEH MPOLIEC HA MYTALIMH Ha JIBaTa
tun II Tonousomepasu, JJHK rupaza u Tononsomepasa IV. JIpyru MexaHH3MH Ha pE3MCTEHTHOCT KaTo
6/110KMpaHe Ha HaBJTM3aHETO (YecTo NpH Pseudomonas aeruginosa) U eIyKCHH MEXAHH3MH CBILO
MOTaT /1a MOBJIMAAT YyBCTBUTETHOCTTA KbM JIEBO(IOKCALIMH.

Ha6nronaBaHa € KphCTOCAHA PE3UCTEHTHOCT MY J1IeBO(IOKCALIMH W IPYTHTe QIYOPOXHHONOHH.

Topaay MexaHu3Ma Ha JIEHCTBHE KATO LIUIO JIMNCBA KPhCTOCAHA PE3HCTEHTHOCT MEXKILY

J'ICBOQJ'IOKCEIQHH W IPYTH KJ1acoOBE aHTHGaKTeQHaJ'IHH AI'€HTH.
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HHTepnpeTaTHBHUTE KPUTEPHH Ha MHHHMaHaTa HHXHOuTOpHa KoHueHnTpauus (MIC) 3a TectBate Ha
YYBCTBUTEHOCTTA Ca YCTAHOBEHH OT EBponeickus KOMHTET 3a H3C/Ie/IBaHE HAa aHTHMHKpOOHaTa
uyscteuTenHoct (EUCAST) 3a nepodokcaums u ca u3OpoeHH Tyk:
https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlIsx

YecToTaTa Ha Pe3MCTEHTHOCT MOKE [1a BAPHPA B 3aBUCHMOCT OT reorpadckara ob1acT U BbB BpEMETO
TpH onpee/ieHH BUIOBE U TIOPAjH TOBA € XKEJIATe/HO 1a Ma HH(OpMaLMs Ha MECTHO HUBO, Kacaelua
Pe3UCTEHTHOCTTA, 0COOEHO NpH JieueHHe Ha TexxkH uHdekuuu. [Tpn neoOxomumocT Tpabsa aa ce
MOTHPCH CHBET HA EKCIEPT, KOraTo MeCTHAaTa YeCTOTa Ha PE3UCTEHTHOCT € TaKaBa, e 110/13aTa OT
JIEKAPCTBOTO MPH HAKOH THIIOBE HH(EKIIMH € MO/ BLIIPOC.

Buaose, kouto 06H4aliHO Ca YYBCTBHTE/IHH
Aepo6OHH rpaM-no3WTHBY OaKTepun

Bacillus anthracis
Staphylococcus aureus MeTHLIWINH-4yBCTBHTEIEH
Staphylococcus saprophyticus

Streptococci, rpyna C u G
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes

Aepo6Hu rpaM-HeraTMBHH GaKkTepUH

Eikenella corrodens
Haemophilus influenzae
Haemophilus para-influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris
Providencia rettgeri

AHaepoOHM 6akTepru

Peptostreptococcus

ﬂp!l"lf[

Chlamydophila pneumoniae
Chlamydophila psittaci
Chlamydia trachomatis

Legionella pneumophila
Mycoplasma pneumoniae
Mycoplasma hominis
Ureaplasma urealyticum
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BujaoBe, NpH KOHTO NPHA0OHTATA PE3HCTEHTHOCT MOXe 1a NPeICTAB/IABA npodem
AepobHH rpaM-NO3HTHBHH OaKTepuH
Enterococcus faecalis

Staphylococcus aureus METHLH/IMH-PE3UCTEHTEH"
Koarynasa HeratueeH Staphylococcus spp

AepoOHM rpamM-HEraTHBHU OakTepuu

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

AnaepoOHu GakTepHu
Bacteroides fragilis

IllamMoBe ¢ MPHCHINA PE3HCTEHTHOCT

Aepo6Hu rpaM-no3UTHBHH GaKTepuu

Enterococcus faecium

METHLIMITMH-PE3UCTEHTHH Staphylococcus aureus € MHOTO BEPOATHO J1a NPUTEXKABAT KPBCTOCAHA
PE3UCTEHTHOCT KbM (IIyOPOXHHOIOHH, BKJTIOYHTENTHO JIEBO(IIOKCALIMH.

5.2 @apmMakoOKHHETHYHH CBOHCTBA

AbcopOnns

[punoXkeHUAT NepopaiHo eBodiokcalmH ce abcopGupa Gbp30 K MOYTH HAITBJIHO C IOCTUIaHE HA
TTMKOBH TIa3MEHM KOHLIEHTPAlMK B paMkuTe Ha 1-2 yaca. AGcomorHara GuoHanuHocT € 99- 100 %.
XpaHara uma MaTbK eekT BbpXy abcopOuuaTa Ha J1eBO(IOKCALIHH.

Cra6unHM HHBA Ce MOCTHUIaT B paMkuTe Ha 48 yaca clie/l €IHOKPaTHO WJIH IByKPaTHO NPHJIOKCHHE Ha
no3a ot 500 mg AHEBHO.

Pasznpeaesienne

Mpubauzurento 30 - 40% ot nepoduIOKCALMH Ce CBbP3Ba ChC CEPYMHHTE MPOTEHHH.

Cpenuuar obeM Ha pasnipesieNieHHe Ha iepodiokcauuH € npubnusurento 100 | cnen eaqHOKpaTHO WM
TMOBTAPALIO C€ NPUIOKEHHe Ha 1103a oT 500 mg, noka3pail WHPOKO pasnpe/ieieHHe B TENECHHTE
THKaHH.

IHponukearie 6 mvKanume u menecHume me4Hocmu: p A
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VcTaHOBEHO e, 4ye JIeBo(IOKCalMH MeHeTprupa B GpoHXHaIHATa MyKO3a, CeKpeTa Ha MOKPHBHHSA
enuTeN, anBeonapHuTe Makpodaru, 6eoapobHaTa ThKaH, KoXara (TeYHOCTTa Ha MEXypH), pocTarara
u ypuHara. Jleoduiokcalmn uMa cnaba neHeTpaums B UepeGpo-CnuHaIHaTa TEYHOCT.

Buorpanchopmanus

JleodoKcalH ce MeTaboNM3Upa B MHOTO Majlka CTEMeH, KaTo MeTabo/IHTH ca Ie3MeTHII-
nesogrokcauuH 1 nesopnokcaunH N-okeua. Te3un MeTabonuTH cheTaBaT < 5 % or no3ara,
eKcKpeTHpaHa ¢ ypuHara. JIeBo/ioKcallH € CTepeOXMMHMYHO CTabWIIeH M He Ce MojUIara Ha XupaiHa
WHBEPCHS.

Eanmunnpane

Clell MepopaIHO M MHTPABEHO3HO NPHIIOKEHHE IEBOGUIOKCALIMH CE eTMMUHMPA CPaBHHUTENHO GaBHO
ot nnasmara (t; 6 - 8 h). Ekckpeuusra ocHoBHO e rpe3 6b0peumte (> 85 % oT npuioxkeHara 103a).
CpeZHUAT NpUBHIEH 00L KITMPBHC HAa JIEBOGIIOKCALIMH, MOC/Ie/IBALL TPHIAraHeTo Ha eIHOKpaTHa 11032
or 500 mg e 175 £ 29.2 mL/min.

Hsima ronemu paziuuus BbB GapMakOKHHETHKATa Ha JIEBO(IOKCALMH Clle/l HHTPABEHO3HO U
TepopaiHO NPUIICKEHHE, KOETO MPe/INonara, Y€ NepopaiHUAT U HHTPABEHO3HUAT BT Ca
B3aMMO3aMeHAEMH.

Jlnneiinoct
JleBodhrioKcalMH ce NO4YMHSBA Ha JIHHeliHaTa (apMaKoKHHeTHKa B rpanuumTe ot 50 10 1000 mg.

CrnenHa/iH{ rpynH NalHEeHTH

JTuua c 6v6peuna HedocmantouHOCM

dapMaKOKMHETHKATa Ha JeBO(/IOKCALIMH Ce MOB/IHABA OT yBpex/aHe Ha 6n6peunara dynkuus. C
HaMmasBaHe Ha 6bOpedHaTa GyHKLUMS eTHMHHHpaHeTO npe3 ObOpeunTe U KIMpbHCa HaMaNABaT U
eJIMMHHALIMOHHHUA TIOMY>KHBOT C€ MOBHILABA, KAKTO € MOKa3aHo B TabiHLaTa 1o-101y:

dapmakoKHHeTHKa Np1 GbOpedHa HeIOCTATBYHOCT CJIE/l NIPHIIaraHe Ha eHOKpaTHa J03a ot 500 mg

Clir [ml/min] <20 20-40 50- 80
Clg [ml/min] 13 26 57
tiz2 [h] 35 27 9

Hayuenmu e cmapuecka év3pacm
HsMa 3HauMMK pasiiiuus BbB (papMakOKHHETHKaTa Ha J1IeBOGIOKCALIMH MEX1y MJIAZIU U JIHLA B
cTapyecKa Bb3PacT C M3K/IIOUEHHE HAa CBbP3aHHTE C Pa3IMKUTE B KPeaTHHWHOBHUA KITMPBHC.

Paznuvue no omHowenue Ha nona

OTeNHH aHAJTM3H TIPH MBXKE M JKeHH N0Ka3BaT MaJlKu /10 FPaHH4HH TOJIOBH Pa3/iM4YHA BbB
dapmakokuHeTHKaTa Ha eBodnokcauud. Hama nokasarencrsa, Ye Te3u pasnu4us B MOJIOBETE ca OT
KIHHUYHO 3HAYEHHE. e

5.3 Ilpeaxk.;TMHHYHH JaHHH 32 Oe30macHOCT
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Hek/MHHYHHMTE aHHH He pa3KpHBaT 0co0eH pHck 3a xopa. JlaHHuTe ca 6a3upaHH Ha
KOHBEHLIMOHAJIHH POYYBaHHs Ha OCTPaTa TOKCHYHOCT, TOKCHYHOCTTA NPH MHOTOKPATHO MpHiaraxe,
KaHLIEPOreHHUS MOTEHLIHAI H PENPOAYKTHBHATA TOKCHYHOCT.

JleBohnokcalMH He OKa3Ba BIHSAHHE BbPXY (bepTUIMTETA WIH PENPOLYKTHBHUTE BE3MOXKHOCTH TIPH
IUTbXOBE M €IMHCTBEHUAT My edeKT BbpXy (eTycHTe e 3ab0aBeHO Ch3pABaHE, KATO pe3y.TaT Ha
Mal4yHHaTa TOKCHYHOCT.

JleBonoKCalMH He HHAYLMpPA FeHHH MYTaLlMH TIpH GaKkTepHaTHK KIIETKH WK KJIETKH OT 603aiHHLM,
HO MHYLMpa XpOMO30MHH abepaliiu npu GenoapoGHH KIIETKH OT KMTaiCKH XameTep in vitro. Tesu
edexTH Morar aa goBeaat 10 HHXHOHpaHe Ha Tonousomepasa II. In vivo TecToBeTe (MHKPOHYKIIEYC,
o6MeH Ha ceCTpHHCKH Xpomatuau, HeruanysaH JIHK cuHTe3, TOMMHAHTHH JIETAIHH TECTOBE) HE
MOKa3BaT FeHOTOKCHYEH MOTeHLIHAL.

U3nuTBaHMs NPU MHILIKK N0KA3BaT, Ye 1eBO(IOKCAllMH NPHTEkaBa (POTOTOKCHYHA aKTMBHOCT CaMo
NPH MHOTO BUCOKH /103H. JleBopiokcaliH He MOKa3Ba reHOTOKCHYEH MOTEHLIMAN B aHATH3a 33
doToMyTareHHOCT H HaMaJIsiBa 0OpazyBaHeToO Ha TYMOPH MPH NPOy4BaHe Ha POTOKAHLIEPOreHHOCTTA.

KakTo 1 octananute GyopoXHHOJIOHHM JEBO(IOKCALMH OKa3Ba eeKT BbpXy Xpylusia (o6pa3ysaHe
Ha LIYIUTH 1 KYXHHH) NPH TUTBXOBE M Ky4eTa. Te3H HaXO[KM ca NMo-H3pPa3eHH NPH MJIajld KHBOTHH.

6. DAPMAILIEBTUYHH JAHHHA
6.1 CoHcbK HA IOMOIIHHTE BellleCTBA

Copuesuna na mabaemxama:

JlakTo3a MOHOXHpAT

[MoBunon K30

Harpes HHILecTeH MKonat (Tun A)
Tank

CuMLMEB JHOKCH/, KOJIOMIEH Oe3BOEH
Kpockapmenosa HaTpH#

I'muueponos nubexeHar

ObsusKka na mabaemxkama:
Xunpomenosa
XUAPOKCHNPONHIILETY/103a
Makporon 6000

Turanos auokcun (E171)
XKenezen okcun, xwiar (E172)
XKenesen okcun, yepseH (E172)
Tank

6.2 HechbBMecTHMOCTH
Henpunoxumo. /&

6.3 Cpox Ha roxHoCT / 'LIT
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3 roaMHM.

6.4 CpoenuajHH YCJTOBHS HA CbXpPAHEHHE

To3u ileKapcTBEH MPOAYKT HE M3UCKBA CIIELMAJIHH YCJIOBHS 32 ChbXPAHEHHE.

6.5 BHa H chbABpPXKAHHE HA ONIAKOBKATA

®unmupanuTe TabneTky ca onakoBanu B amymMmuHnesn/PVC/TE/PVDC 6auctepu H nocTaBeHH B
KapTOHeHa KyTHA.

Baucrep: 1,3,4, 5,7, 8, 10, 14, 20, 28, 30, 50, 60, 90, 100, 200 1 500 ¢punmupanu TabneTkH.
He BcHukH BHIOBE OMAKOBKH MOrar jia Obaar mycHaTy B npojaxoa.

6.6 CuneuHaaHH NpeINa3HH MePKH NPH H3XBbPJsHe H pabora

Hsama cneuMaliHM H3HCKBaHHA.

7. NMPUTEXATEJI HA PASPEHIEHHMETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57, 1000 Ljubljana

CrnoBeHus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20100093

9. JIATA HA ITBPBO PA3SPEIIABAHE/IIOJHOBSIBAHE HA PASPEIIEHHETO 3A

YIIOTPEBA

Jara Ha mbpBO pa3pewasane: 11.02.2010
Jlata Ha mocieaHo nmoaHoBsABaHe: 26.05.2015

10. ATA HA AKTYAJIM3UPAHE HA TEKCTA

08/2025



