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Zinnat 250 mg film-coated tablets )

3unat 500 mg dunmupaHu TabneTku
Zinnat 500 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

3uHat 250 mg punMupaHu TabneTku
Beska Tabnerka ceabpika 250 mg uedypokcum (cefuroxime) (karo uedypokcum akceTH (cefuroxime
axetil)).

3uHat 500 mg punmupanu TabneTku
Bcesaka tabnerka ceabpka 500 mg uedypokcum (cefuroxime) (kato uedypokcum akcetun (cefuroxime

axetil)).

ITomomHo(u) BeniecTro(a) ¢ M3BECTHO NEHCTBHE:

3uHat 250 mg punmupaHu TabieTKH
Bceska Tabnerka cpabpka 0,00203 mg HarpueB Gensoar (E211)

3uHat 500 mg punamupanu TabneTku
Bcska Tabnetka chabpka 0,00506 mg Hatpues 6ensoar (E211)

3a MBJIHUA CMTMCHK HA MOMOIIHHUTE BELIECTBA BUXKTE TO4ukKa 6.1.

3. JIEKAPCTBEHA ®OPMA

OunmupaHa Tabnerka (TabsieTka)

4. KIMHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

3MHAT € MOKa3aH 3a JICYEHHE Ha U30POEHHUTE T0-10Ty HH(EKLIMHM NPH Bb3paCTHHU M Aelia Ha Bb3pacT Ha
1 Hapa 3 Mecena (BX. ToukHd 4.4 u 5.1).

OCTbp CTPENTOKOKOB TOH3WIMT U (DaPUHTHUT

OcTtbp 6akTepHasieH CHHYHUT

OcTbp OTHT Ha CPEAHOTO YXO

OctpH ex3auepbauuu Ha XpoHM4YHa 00cTpykTHBHA OenoapobHa 6osect
[ucTur

[Tuenonedpur

HeycnoxHeHH HHPEKIIMH Ha KOXKaTa i MEKUTE ThKaHH

JleyeHue Ha paHHH NposABHU Ha Jlakimcka Gonect

TpsabBa na ce B3emar npeasua opULIMATHUTE HACOKH 3a MpaBWIHATA yrnioTpeba Ha
CpelcTBa.




4.2 [lo3HpoBKa H HAYHH HA NPHJIOKEHHE

Lo3upoBka

OOHnyaliHHUAT KypcC Ha JIeYEHHE € celeM AHH (MOXKe J1a Bapupa OT MeT 10 aeceT aHM). Jlo3ara
LleypOKCHM, KOATO € W3bpaHa 3a JeueHHe Ha MHAMBHIYaHa WHdekuus, TpsadBa na 6b1e crobpaszeHa
C:

* OyaKkBaHHUTE NMAaTON€HHU U BEPOATHATA UM YYBCTBUTEJIHOCT KbM LIEDYPOKCHM aKCETHII
» TexxecTra U MACTOTO Ha HH(EKLHUATA

* Be3pactra, Ternoro v 0b0peyHata pyHKLMS Ha NMALMEHTA; KAKTO € NMOKa3aHo Mo - J0JIy.

[Ipoas/DKHTETHOCTTA Ha TepanusaTa TpAOBa a ce onpenens OT BUAa Ha MHPEKLMATA U OTrOBOpa Ha
MalMeHTa U KaTo U0 He TpAOBa na Obae mo-abira oT NpenopbYruTeTHATA.

Tabnuya 1. Bvapacmuu u oeya (2 40 kg)

Iloxa3anne Jlo3upoBka
OcTbp TOH3WIMT U GApPUHTHT, OCTBP 250 mg aBa MbTH AHEBHO
OakTepHaJieH CHHYMT
OcCTbp OTHT Ha CPEHOTO YXO 500 mg nBa MbTH THEBHO
Octpu ek3auepbaumvu Ha XpOHHYHA 500 mg nBa NbTH AHEBHO
0OCTpyKTHBHA OesioapobHa bonect
[{ucTut 250 mg nBa MbTH JHEBHO
[Iuenonedpur 250 mg nBa MbTU JHEBHO
HeycnoxxHeHH HHPEKLMU Ha KO)KaTa U MEKHTE 250 mg aBa MbTH AHEBHO
TbKaHH
Jlatimcka Oonect 500 mg aBa nmbTH AHEBHO 3a 14 aHu (Mexay 10 u

21 nHK)

Tabauya 2. [leya (< 40 kg) (susxcme cvwyo Tabauya 3 u 4)

IToxasanue /lo3upoBKa

OcTbp TOH3UJUT U papUHTUT 10 mg/kg nBa mbTH JHEBHO, O MAaKCMMAJTHA 1034
oT 250 mg nBa MbTH JHEBHO

OcTbp OTHUT Ha CPEIHOTO YXO 15 mg/kg nBa NbTH AHEBHO, 1O MAaKCUMaJlHa J103a
oT 250 mg ABa MbTH JHEBHO

Octbp OakTepHaieH CHHYUT 10 mg/kg nBa mbTH AHEBHO, O MAKCHMaJIHa 1034
ot 250 mg 1Ba METH JHEBHO

[{ucTur 15 mg/kg nBa mbTH AHEBHO, A0 MaKCHMaJIHa 11034
ot 250 mg aBa MbTH JHEBHO

[Iuenonedppur 15 mg/kg nBa mbTH JHEBHO, 1O MAKCHUMAaJIHA 1034
or 250 mg nBa meTH AHEBHO 3a 10 1o 14 nHu

HeycnoxHeHH HHPEKLIMH Ha KOXKATa U MEKHUTE 15 mg/kg nBa mbTH IHEBHO, 1O MAaKCHUMaJIHa 1034

ThKaHH oT 250 mg aBa ITbTH AHEBHO

JlaitmMcka Gonect 15 mg/kg ABa MbTH NHEBHO, 1O MaKCHMaJIHa 4034
ot 250 mg aBa mbTH AHEBHO 3a 14 auu (10 oo
21 nHwM)

HsiMa onuT ¢ npuioxxeHre Ha 3MHAT IMpH Aelia Ha Bb3pacT noj 3 Mecela.
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[Ipu kppmayera (Ha Bb3pacT OT 3 Mecelia) M [ela ¢ TesecHa Maca noa 40 kg Mox
MpeArnoYMTaHe 1a C€ KOpUrupa A03aTta B 3aBUCUMOCT OT TEIJIOTO.
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Tabnerkure LepypOKCUM aKCETUI U FPaHyJIMTE 3a NepopasiHa cycrieH3us uedyp
OMOEKBUBAJICHTHH H HE Ca B3auMO3aMeHseMH Ha 0a3a MUJIMrpam 3a MHJIMIpaM (B
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bvbpeuno yepeowcoane

be3onacHocTTa M eUKacHOCTTA Ha LIE)YPOKCHM aKCETHJI MPH MaLlMEHTH ¢ ObOpeYHa HEAOCTATHYHOCT
He ca ycTtaHOBeHH. LlepypokcHmM ce ekckpeTupa rinaBHO upe3 6b0peuure. [Ipu nalueHTH Che
3HAYMTEJIHO HapylueHa ObOpeyHa QyHKLHS ce npenopbyBa 403aTa Ha LieyPOKCHM J1a Ce HaMaJlH, 3a
na ce koMneHcupa 3abaBeHara ekckpeuus. Lledypokcum ce enuMuHMpa e(p)eKTHBHO ¢ IHAIA3A.

Tabauya 3. IIpenopvyumennu 0o3u 3unam npu 6v6peuro yspexcoane

KpeaTHHHHOB KJIHPBHC Tin IIpenopbuHTE/IHA 1034
(uacose)

> 30 ml/min/1,73 m? 1,4-2,4 He € HeoOX0auMa KOpeKLIMA Ha [103aTa, CTaHAapTHa
no3a ot 125 mg 1o 500 mg nBa MbTH JHEBHO

10-29 ml/min/1,73 m? 4,6 CTaHJapTHa HHAMBHAYA/IHA 1034, laBaHA Ha BCEKH
24 yaca

< 10 ml/min/1,73 m? 16,8 cTaHaapTHa MHAMBUAYAIHA 1034, JaBaHA HA BCEKH
48 yaca

[Ipu xemoauanusa 2-4 EnHokpaTHa OOMBJIHUTEIHA CTAHAApTHA
UHIMBUIYaTHA 1032 TpsAOBa [a ce JaBa B Kpas Ha
BCAKA AUaAIH3a

Yeproopobmuo yspescoare

HsaMa HanM4YHU JaHHM 3a MAUMEHTH ¢ YepHOAPOoOHO yBpexaaHe. Thil kaTo 1edypokcHuM ce
€KCKpeTHpa riaBHO 4pe3 Ob0penuTe, He ce OYaKkBa HATMYMETO Ha HapylLleHa YepHOApOoOHa QYHKLIHS
na uma edekT BbpXy papMakOKHHETHKATa Ha LIeQypOKCHUM.

HauuH Ha IMPHJIOKCHHC

[lepopajiHO NMpUIIOKEHHE
3uHat TabneTku TpsaOBa Aa ce MpUemar ciel XpaHeHe 3a OnTUMaJIHa abcopOLums.

Tabnerkure 3uHaT He TpsaOBa 1a ce pa3TpoLIaBaT U NO Ta3W NMPUYHHA HE ca MOJAXOAALIH 3a JIeYEHHE Ha
MauMEeHTH, KOUTO HEe Morart Aa noriasiuar tadnerky. [Ipu aeua moxke aa ce u3nos3ea 3MHAT nepopajiHa
CYCIEH3HUA.

B 3aBHCHMOCT OT J03UpOBKaTa, Ca HAJIMYHU M APYTH JICKAPCTBEHU (POPMH H KOHLICHTPALIMHU Ha TO3H
MPOAYKT.

4.3 IIporHBOomOKa3aHHuA

CBpBbXYYBCTBUTEIHOCT KbM LIEDYPOKCHM WM KbM HAKOE OT NMOMOILLHMTE BELIECTBA, M30pOeHH B
Touka 6.1.

[TaleHTH C U3BECTHA CBPBbXYYBCTBHUTEIHOCT KbM LIE()aioCnOpHHOBH aHTHOMOTHLIM.
AHaMHECTHYHH JIaHHM 3a TEXKa peaklysa Ha CBPbXYYBCTBHTETHOCT (Hamnp. aHahHJIaKTHYHA peaKLHs)
KbM APYT TUI OeTa-1akTaMHU aHTHOAKTEPUATHHU CpeACTBa (MEHULIMJIMHH, MOHOOAKTaMH H

KapOarneHeMHu).

4.4 CrhoeunajaHHu npeiynpexIcHHs H NpeANa3HH MEPKH NpH ynorpeda

Peak1iuy Ha CBpBX4YYBCTBHUTEIHOCT .
CneunanHo BHUMaHHUE € He0OXOAMMO NMpH NAUMEHTH C aHAMHe3a 3a aJlepruvHa peaKip
NEHULWJIMHUA WK Jpyry Oera-1akTaMHUM aHTHOMOTHLIM MOpPaJM PUCK OT KPBCTO /,é* .
[Tono6HO Ha BcHYkH OeTa-1aKTaMHH aHTHOAKTEpUAJIHK CPeICTBA MMa ChoOIIIe f IS P
MOHAKOTa (PaTaqHHU peakLMi Ha CBPBbX4YyBCTBUTENHOCT. UMa chob1ueHus 3a ! -
CBPBXUYYBCTBUTEJIHOCT C NMporpecus 10 cuHapoM Ha Kounis (ocTbp anepmtieﬂ rﬁ; %




apTepus, KOWTO MOXe /1a 1oBe/ie 10 MH(ApKT Ha MHOKapaa, Bx. Touka 4.8). B ciyuaii Ha pa3BuTHE Ha
TeXKa peaKkLHA Ha CBPbXYYBCTBHTEIHOCT JICUEHHETO C LePYPOKCHM TpAOBa 1a ce NMpeyCcTaHOBH
He3a0aBHO M Ja ce nmpeanpHeMar NoAXOAALIM MEPKH 3a CIELHO JIEYEHHE.

[Ipenu 3anoysaHe Ha ne4yeHUe TpAOBa a ce yCTaHOBH JIaJIM NMaLMEHTHET HMa aHAMHE3a 3a TEXKH
peakiMH Ha CBPBbX4YYBCTBHTEIHOCT KbM LIEPYPOKCHM, KbM APYTrH L1ePaloCIIOPHHH WIH KbM JIPYTH
TUNOBE O€eTa-lakTaMHH cpeAcTBa. Lledypokcum TpabBa na ce npuiara ¢ NOBUILIEHO BUHMaHHE TPH
MalMEHTH C aHaMHeE3a 3a HETEXKKH peakLMHd Ha CBPbXYYBCTBHTEJIHOCT KbM JIpYyrH O€Ta-1aKkTaMHH

CpeAcCTBa.

TexxKu KOXXKHHU HeXejlaHW peakiiuu (severe cutaneous reactions-SCAR)

BbB Bpb3Ka C jie4eHHe ¢ LepypPOKCHM ca ChOOLIEHH TeXKKH KOXKHH HEXEJIaHH peaKLMH, BKJIIOYBALIH:
cuHIpoM Ha Stevens Johnson (Stevens-Johnson syndrome-SJS), TokcuuHa enuaepmaliHa HEKpPOJIH3a
(toxic epidermal necrolysis- TEN) u nekapcTBeHa peakiius ¢ €03MHODHINA H CHCTEMHH CUMIITOMH
(drug reaction with eosinophilia and systemic symptoms- DRESS), kouto Morar aa ca
YKMBOTO3acTpallaBallli WIH C JIeTalIeH Uu3xoA (Bx. Touka 4.8).

[1pn npeanycBaHeTo nauMeHTUTe TpsAOBa fa 6baaT HHPOPMHUpPAHH 3a MPU3HALIMTE H CUMIITOMHTE H J1a
ObaaT HabJr0laBaHU C MOBULIEHO BHUMAHUE 32 KOXKHHM PeakUMu. AKO ce MOSBAT MPH3HALM H
CMMIITOMH, MOKAa3aTeIHH 3a TaKaBa peakLus, IPUIOKEHHETO Ha LedypoKCHM TpsaOBa He3abaBHO 1a ce
MpeyCTaHOBH M Ja C€ OOMMCIIM AITEPHATUBHO JIeYeHHE. AKO NMalMeHTHT € Pa3BUJI CEpHO3HA pPeaKiys,
kato Hanpmep SJS, TEN win DRESS npu ynorpebara Ha uedypokcum, He TpsabBa HUKOra OTHOBO Ja
Ce 3aro4Ba JieueHHUe ¢ 1ieYPOKCHM Ha TO3H MaLIHEHT.

Peaxiuusa Ha Jarisch-Herxheimer

Peakuus Ha Jarisch-Herxheimer e HabmonaBaHa cnen neuenue Ha Jlafimcka 6onect ¢ nedypokcum
akceTw1. Ta3u peakuus e npsk pe3yarar OT OaKTEpULMAHOTO JACHCTBHE Ha LIEQYPOKCHM aKCETHII
BbpPXY MpHYHHHUTE/A Ha JlaiiMcka Oonect, cnupoxerarta Borrelia burgdorferi. I1lauuenture Tpsa6Ba na
ce MpeaynpeasT, 4e TOBa € 4ecTa 1 OOMKHOBEHO CaMOOTpaHHYaBallla ce peaklius BCJIeACTBHE Ha
aHTHOMOTHYHO JleyeHue Ha JlaiiMcka 6onect (BXx. Touka 4.8).

CBpBbXpacTex Ha HEYYBCTBUTEJIHH MUKPOOPraHU3MH

Kakro npu apyru aHTHOMOTHLIM, PUIOKEHHUETO Ha LIeYPOKCHM aKCETHJT MOXKE J1a IOBEJIE [0
cBpbxpactex Ha Candida. IIpoab/DKUTETHOTO MPHIOXKEHHE MOXKE CBIIO Ja JOBEIE 10 CBPbXPacTex
Ha JIPYry HEYYBCTBUTE/IHM MUKPOOpPraHu3MH (Harmp. eHtepokokH u Clostridioides difficile), koeTo
MOXKE [1a HAJIOXKH CITMpaHE Ha JIeYeHHeTO (BXK. Touka 4.8).

[IceBnomeMOpaHO3€H KOJIMT, CBbP3aH C NPHEM Ha aHTHOAKTEpHaIHH CPEACTBA, Ce ChOoOIIaBa C MOYTH
BCHYKH aHTHOAKTEpHAIHM CPEACTBA, BKIIOUUTETHO U LieQypOKCHM, KaTo MO TEXECT MOXe Ja BapHpa
OT JIEK J10 XKHBOTO3acTpaluaBaill. Ta3u auarHo3a TpsaOBa na ce MMa NMpeaBU NPH MALIMEHTH C JHapus
MO BpeMe Ha HJIH CJIe]] MPUWIOXKEHHETO Ha Le(ypoKcHM (BX. Touka 4.8). B Te3u cimyuyan TpsabBa na ce
OOMMCJIH CITHpaHe Ha JICYEHUETO € LIeyPOKCHM M NPUIIOKEHHE Ha crieuM(ryHa Teparnus 3a
Clostridioides difficile. He Tpsa0Ba na ce npuiarar JiekapcTBEHH NPOAYKTH, KOUTO MHXHOHUpAT
nepUucTainTukara (Bx. Touka 4.8).

[loBiHsABaHE Ha PE3YIATATUTE OT AUArHOCTUYHHU TECTOBE
Pa3suruero Ha nosioxuresieH Tect Ha Coomb’s, CBBP3aHO ¢ NpUIIOKEHHE Ha LIeyPOKCHM, MOXKE J1a
MOBJIMSAE€ HA KpbCTOCAaHaTa Nnpoba 3a CbBMECTHMOCT MPH KpBbBOMNpeauBaHe (BXK. Touka 4.8).

Tbi KaTO NMpH NMpoBexaaHe Ha GepULIMaHUAEH TECT MOraT Ja Ce Mojiy4yaT (haJlMBO HEraTUBHH
pe3yJiTaTH, 3a U3C/ieIBaHE HAa HUBaTa Ha IIII0K03a B KpbBTa/TUla3Mara MpHy NMalMeHTH Ha 1iedyPOKCHM
aKCETHJ1 C€ MpenopbuBa yrorpedara Wid Ha IIIOKO300KCHAA3HHUSA, HJIM Ha XEKCOKMHA3HUS METO/I.

BaxxHa uHdbopMalus 3a MOMOLIHHUTE BElECTBA

Tosa nekapctBo cpabpxka 0,00203 mg HatpueB 6eH30aT BBB Besika TablieTka oT 25
Tosa nexkapctBo cpabpka 0,00506 mg HatpueB 6GeH30aT BBB BCAKa TabneTka oT S
ToBa nexkapcTBo chabpika no-mManko ot 1 mmol HaTpuii (23 mg), T.e. MOXKe aa ce



MPaKTHYECKHU HE ChAbpKAa HATPUH.
4.5 BsamMmoaeicTBHE C IPYrH JIeKaAPCTBEeHH NPOAYKTH H APYrH GOpMH Ha B3aHMoJelicTBHe

JlekapcTBa, KOMUTO BOAAT 0 NMOHMXKE€HA KMCEJIMHHOCT B CTOMaxa, MOraT Aa JOBeaT A0 Mo-HHUCKA
OMOHAJIMYHOCT Ha LIEQYPOKCHM aKCETHJI, B CPaBHEHHE ¢ OMOHAJIMYHOCTTA, MIOCTUIaHa NPH TPUEM Ha
[J1a{HO, U CHIIO TaKa, [a eIMMHHUPAT €(eKTa Ha noJoOpsBaHe Ha abcopOuMATa MPH NPHEM ClieN
XpaHEHe.

[ledypokcuM ce ekckpeTHpa 4pes rioMepyiHa puntpaims v TyOyaHa cekpeuus. He ce npenopbuBa
€IHOBPEMEHHO NPUWIOXKEHHE C npodeHelMa. EnHOBpeMEHHOTO NpUnoxeHHe ¢ npobeHeL M
3HAYMTEJIHO MOBHLIABa MHKOBATa KOHLEHTpaLMs, IUIOLITA MO/l KpUBaTa CepyMHa
KOHLICHTpaL1s/BpeME ¥ €IMMHHALIMOHHUS MOJTY)KHBOT Ha LIEPYPOKCHM.

EAHOBPEMEHHOTO MPHJIOXKEHHE C MIEPOPATTHM aHTHKOATrYyJIAHTH MOXKE /1a JOBEE 0 MOBHUILIABaHEe Ha
MEXAYHapOIHOTO HOpMaIU3upaHo choTHoeHHe (INR).

4.6 DepTHIHTET, OPpeMEeHHOCT H KbpPMeHe

bpeMeHHOCT

HMima orpaHM4eHH JaHHH OT ynoTpebaTa Ha LedypoKcuM npu OpemeHHH xeHH. [IpoyusanusTa npu
)KMBOTHH HE MOKa3BaT BpeJIHH €(EeKTH BbpPXy OpeMeHHOCTTa, eMOPHOHAIHOTO U HETATHOTO Pa3BHTHE,
pPa)XJaHETO M MOCTHATATHOTO pa3BUTHE. 3UHAT TPAOBA a ce npeanucBa Ha OpeMeHHH XKEHH CaMO aKo
MOJI3UTE HaJIBHUILIABAT PUCKOBETE.

KbpMeHe

Lledypokcum ce oTaens B KkbpMmaTa B MKy KoMuecTBa. He ce ouakBar HexelaHM peakLMH NPH
TEepaneBTUYHH A03H, BBIIPEKH Y€ HE MOXKE Ja C€ U3KIFOYM PUCK OT pa3BUTHE Ha IHapHs U rbOHYHA
HH(EKUHUA Ha TMraBULMTe. Pa3BUTHETO Ha T€3M peakLMM MOXeE [1a HAJIOXH CIIUpaHe Ha KbPMEHETO.
Tpsbsa na ce MMa npeaBHI BE3MOXKHOCTTA 3a ceHcuOWnu3auus. Lledypokcum Tpabsa na ce npuiara
[MpH KbpPMa4KH, CaMo CJie]l OLICHKa Ha OTHOLIEHHUETO M0J13a/pUCK OT JIEKYBaLUs JiEKap.

DepTUIHUTET
Hsama 1aHHH 3a eeKTUTE Ha LepypOKCHM aKkceTH BbpXy (hepTHaMTETa NMPH XOpa. PenpoayKTUBHH
MpOy4YBaHMs IPHU XXKUBOTHHU HE Ca MOKa3aJik epeKkTH BbpXYy (hDepTHIIHTETA.

4.7 Edexkrn Bbpxy cnocobHocTTa 32 moPpupaHe H paboTa ¢ MAIIHHH

He ca npoBexxaaHu npoy4BaHHs 3a €peKTHTe Ha LIePYyPOKCHM BBPXY CIIOCOOHOCTTA 3a OdUpaHe U
pabora ¢ MamMHH. Bee nak, Thit KaTo JIeKapcTBOTO MOXe Ja MPUYHHM 3aMasHOCT, NMaLHeHTHTEe TpAOBa
lla 6baaT npeaynpeaeHy aa 6paaT npeanas3nuey Npy wodupane U pabora ¢ MalLIUHM.

4.8 HexelaHH JlIeKAPCTBEHH PeaKIHH

Hai-yecTHTe HEXETaHU peaklMu ca cBpbXxpactex Ha Candida, eo3uHodunus, rinasodoinue,
3aMasiHOCT, raCTPOMHTECTHHAJIHM HapyIIEHHS U NTPEXOAHO MOBHILIABaHE HA YEPHOAPOOHHTE EH3UMH.

KaTteropusupaHeTo 1o 4eCTOTa Ha HEXKEJIaHUTE JIEKAPCTBEHH PEaKLHH 110-10J1y € MPUOJIM3UTENHO, Thid
KaTo 3a MOBEYE€TO peaKLMH HE ca HAJIMYHU NMOAXOISALIM JaHHH 3a U34YHCJIIBaHE HA YecToTara

(HarmpuMep, TaKMBa OT IU1aLIe00-KOHTPOJIMPaHH KIIMHMYHHM NMPoy4YBaHHs). B nonbiHeHue yecToTaTa Ha
HE)XEJIaHUTE JIEKAPCTBEHH pPeaKLIMH, CBbP3aHH C LIE(QYPOKCHUM aKCeTHJI, MOXKE Ja BapHpa
OT UHAMKALMUATA.

JaHHH OT OOLIMPHH KJIMHHUYHH NPOYYBAHUSA Ca U3IIOJI3BAHH 3a OIpPE/E/ISHE Ha YEC
HEXEJIAHUTE JIEKAPCTBEHH PEaKLMM B KATETOPHUMTE OT MHOI'O YeCTH 10 peaku. Yec
APYTH HEXeJIaHH JIEKapCTBEHH peakLMH (T.€. Te3u ¢ yectora < 1/10 000) ca ycran
OCHOBA Ha MOCTMAapPKETHHIOBH JaHHHU U YE€CTOTaTa UM 3aBHCH OT YE€CTOTATa Ha ChO



HEXEJIaHH PEaKLMH, a HE OT peajiHaTa YectoTa. Hama naHHHM OT rnauedo KOHTpOIMpaHH MPOYYBaHMS.
Korato yecToTaTa Ha HeX€/laHUTE peakLMy ce U34YMUCIIABA OT JaHHH OT KJIMHHYHH NPOYYBaHHS, TOBA
C€ OCHOBaBa Ha CBbP3aHH C JIEKAPCTBOTO JaHHH (10 NMpeleHKa Ha u3cnenosarens). [Ipu Bcsko
rpyNnUpaHe B 3aBUCHUMOCT OT YECTOTaTa, HeXKEJTaHUTE JIEKAPCTBEHHU pPeaKiLiMK ca H30pOeHH B HU3XOAAILL
pea No OTHOLLUEHHE Ha TAXHATa CEPUO3HOCT.

CBbp3aHHUTE C JICYEHHETO HEXKEJIAHH JIEKAPCTBEHH peaKLMK, BCHYKH CTETIEHH, ca H36pOeHH no-a0iy,
ceriiacHo MedDRA, o cucremo-opraHeH KJiac, 4eCTOTa M CTerNeH Ha TexecT. M3non3BaHa e clieqHara

KJIaCH(PHKALMA Ha YECTOTaTa Ha HeXeJIaHUTE JIEKAPCTBEHH PeaKIMH: MHOTO YecT > 1/10; uecTn

> 1/100 no < 1/10; Hedyectn = 1/1 000 go < 1/100; peaxu > 1/10 000 go < 1/1 000; MHOrO peaKu
< 1/10 000 1 ¢ Heu3BecTHa YeCTOTa (OT HATMYHHMTE AAHHK HE MOXe Ja ObJie HalpaBeHa OLEHKA).

HHQ&CT&HHH

Candida

Cucremo-oprasen Yectn HeuecTn C HeHn3BecTHA YecTOTA
KJIAC
Hudexuuu u CBPBXpacTeX Ha cepbpxpactex Ha Clostridioides

difficile

Hapyuienus Ha
KPbBTA U
nuMdHaTa
cUCTEMA

€03UHOPUITHA

[MO3UTHUBEH TECT HA
Coomb’s,
TPOMOOLIUTONEHHUH,
JIeBKOTIEHHUA

(MOHsKOra TeXKa)

XCMOJIMTHYHA aHEMHUA

HapyiieHus Ha
UMYHHATa CUCTEMA

CbpaeyHH HapyLIEHUS

CHHApOM Ha Kounis

JIEeKapCTBEHA TpeCKa, CepyMHa
Oonect, aHapunaKkcus, peakius Ha
Jarisch-Herxheimer

HapyumieHus Ha

HCPpBHATa CHCTCMA

riiaBobosnue,
3aMasiHOCT

CToMallHo-

HpCBHH
HapylLICHHA

JiMapus, rajieHe,
KopeMHa 0oJika

NOBpbIIAHE

[ceBAOMEMOpaHO3€eH KOJIUT (BX.
TO4YKa 4.4)

XenaroOuarHapHH
HapyLIEHUS

[MPEXOAHO
NOBHLIABaHE Ha
HUBaTa Ha
YepHOAPOOHHUTE
€H3UMH

XBJITEHHLA (MPEeaAUMHO
XOJIeCTaTU4Ha), XeNaTuT

HapyiieHnus Ha
KOXaTa U

[NOAKOXHATA4 ThbKaH

KO>XHH OOpHBH

ypTHKapus, cbpbex, epureMa
MYyJITH(OpPME, CHHAPOM Ha
Stevens-Johnson, Tokcu4yHa
enuaepMaliHa HEKpoJIn3a
(eK3aHTEMHa HEKpOJIu3a) (8arC.
Hapywenusn na umynnama
cucmema), aHrHOHEBPOTHYEH €/IEM,
JIEKapCTBEHA pPeaKLIMs C
€03MHODWIHA U CHCTEMHH

cumnroMu (DRESS)

Onucanue Ha u3bpanu HedCeNanu peakyuu
[ledanocrnopuHUTE KaToO KJ1aC MMaT CBOMCTBOTO J1a Ce aicOpOMpaT BbpPXY NMOBBPXHOCTTA HA
MeMOpaHHTe Ha YEPBEHHTE KPBbBHH KJIETKH U [la pearupar ¢ aHTHTe/la HaCOYE€HH Cpellly JIEKapCTBOTO,
B pe3yJITaT Ha KOETO J1a MO3UTHBHpAT TecTa Ha Coomb’s (koeTo Moke 1a NMoB/IMsAE Ha KpbCTOCaHaTa
npoba 3a CbBMECTUMOCT MPU KPbBOMPEJIMBAHE) U MHOT'O PSAIKO Ja MPHYHHAT XEMOJIMTHYHA aHEMHUA.

HabmonaBaHo € MpexoaHo MOoBHLIaBaHE HA CEpYMHHTE HUBA Ha YEPHOAPOOHHUTE EH3H Mﬂzﬁ Mo 2
OOMKHOBEHO € 0OPaTHMO. /

Ny -4 "
$ [efilpe s
Ileouampuyna nonyrayus S| i }
. My Veh |
[TpodrreT Ha Ge30macHOCT Ha LIEPYPOKCHM aKCETHII NPH JieLia € B CbOTBETCTBHE @ PRapn T
BB3PacTHH. Tl T Ay
’%‘ i riN
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Cpob1iaBaHe Ha NOAO3MPAHH HEXKEJIAHW PEeaKLIMH

Cpo011aBaHETO Ha MOAO3HPAaHHK HEXEJIaHU pPeakL|y Clie]] paspellaBaHe 3a yrnorpeba Ha JIEeKapCTBEHHMS
MPOAYKT € BaXkKHO. ToBa 1o3BoJisiBa J1a MpOAb/DKH HaOMIOA€HHETO HA ChOTHOLIEHHETO MM0J13a/PHCK 34
JIEKApPCTBEHHUA NPOAYKT. OT MEAULIMHCKUTE CNIELIMAJIMCTH C€ M3MCKBA J1a ChOoOIIaBaT BCAKa
[MOI03UpaHa HEeXellaHa peakUMs Ype3 HallMOHAJTHA CUCTEMA 3a choOllaBaHe:

H3nbaHUTEIHA areHUMs Mo JieKapcTBaTa
yn. ,,JJamsan I'pyes” Ne 8
1303 Codus

Ten.: +359 2 890 34 17
yeOcaiiT: www.bda.bg

4.9 Ilpenozupane

Ilpeno3upanero Moxxe na qoBe€e 10 HEBPOJIOTHYHH MOCIEACTBHUSA, BKIIOUYHTEIHO eHlle(daIonaTus,,
rpp4yoBe U KoMa. CUMIITOMHM Ha Mpe103UupaHe MOraT J1a ce MOsABAT, aKO 403aTa HE ce HaMaJisgBa
MPaBHJIHO IMPH NaLMEHTH ¢ OBbOpeUHO yBpexaaHe (Bx. TOUkH 4.2 u 4.4).

CepyMHHTE HHMBA Ha LIE(PYPOKCHM MoOraT Aa 6baT NOHWKEHHU Ype3 XeMOAHaIn3a WK NEPHUTOHEATHA
aAaIu3a.

5. ®APMAKOJIOTHMYHHU CBOMCTBA

5.1 dPapmakoaiHHAMHYHH CBOHCTBA

dapmakoTepaneBTUYHA rpyna: aHTUOaKTepUaIHU CpeICTBa 32 CUCTEMHO IMPHJIOXKEHHE, BTOpa
reHepauus uedanocnopunu, ATC koa: JO1DCO02

MexaHW3bM Ha IeHCTBHE

[ledpypokcuM akceTUn ce XHAPOJIU3Upa Ype3 eCTEPa3HH €H3UMHU 10 AKTUBHUSA aHTHOMOTHK
LHePypPOKCHM.

[ledypokcuMm uHXHOUpa cMHTe3a Ha OaKTepHaiHATa KJIEThbYHA CTEHA Ype3 CBhP3BaHE C NMEHULIWIHUH-
cBbp3Baily nporeuHu (PBPs). ToBu Boau 10 npekbcBaHe Ha OMOCHHTE3aTa HA KJIEThYHATa CTEHA
(MenTUaAOIIMKaHM) M CJIEQ TOBA 10 KJIETh4YHA JIU3a U CMBPT Ha KJIETKATa.

MexaHH3bM Ha PE€3UCTCHTHOCT

BamepuanHaTa PE3UCTCHTHOCT KBbM HEd)}’pOKCHM MOXKE Jla C€ IbJDKH Ha €IHH HJIH IMMOBEYEC OT
CJICOJHHUTC MCXaHH3MH.

® XHApo/nu3a ype3 OeTa-j1akTamasy; BKIIOYHMTEIHO (HO HE OrpaHH4YeHo 10) OeTa-1akraMasH ¢
pasumrpeH cnektbp (ESBLs), kakto 1 AmpC eH3uMHU, KOMTO MOraT Ja C€ HHAYLIMpaT Wi
TpaHHO J1a C€ aKTUBHPAT OT MOTHCHATO CbCTOAHUE NMPH OMNpEACIEHH aepoOHH
['paM-oTpuLiaTenHU DaKkTE€pHATHH BHOOBE;

® HaMmaJleH aQMHUTET Ha MEHULIWJIMH-CBBbP3BAIIMTE NMPOTEMHH KbM LIEDYPOKCHM;

® HETIPOITYCKIIMBOCT Ha BBHIIIHaTa MEMOpaHa, KOETO OrpaHM4aBa AOCTbMA Ha LeQyPOKCHM 10
MEeHULWIHH-CBBP3BALIMTE NIPOTEUHH NpH ['paM-oTpHLIaTeIHU GaKTepHH;

® OakTepUaHH €QTYKCHH MOMIIH.

3a MHKpOOpraHM3MHTE C NMPUAOOUTA PE3UCTEHTHOCT KbM JIPYTH HHXXEKLIMOHHH Liedaioc
OYaKBa [1a ca Pe3UCTEHTHH H KbM LIEDYPOKCHM.

B 3aBUCHMOCT OT MEXaHU3Ma Ha PE3UCTEHTHOCT, MUKPOOPraHM3MHTE C NpUI00UTa
KbM MEHULWIMHU MOraT J1a MposABABAaT HaMaJieHa YyBCTBUTETHOCT HJIH PE3UCTEHT

HepypoKCHUM.




['paHHYHH CTOMHOCTH 34 LIE OKCHM aKCCTHJI

['paHH4YHHUTE CTOMHOCTH Ha MMHUMAaJIHaTa MHXUOHUpaiua koHueHTpauus (MIC), onpeaeneHu ot
EBpONEHCKHsA KOMHTET 3a H3C/IeiBaHE HA aHTUMUKPOOHa yyBcTBUTENHOCT (European Committee on
Antimicrobial Susceptibility Testing) (EUCAST) Bepcus 13, ot 01 aHyapu 2023, ca kakTo cieapa:

Mukpoopranuism I'pannynH cToiinocTn (mg/l)

S< R>
Enterobacterales '-* 8 8
Staphylococcus spp. 3abenexka’ 3abenexka’
Streptococcus A,B,Cu G 3abenexka* 3abenexka’
Streptococcus pneumoniae 0,25 1
Haemophilus influenzae 0,001 > 1
Moraxella catarrhalis 0,001 4

' 'paHMyHHMTE CTOMHOCTH Ha LiedanocnopuHuTe 3a Enterobacterales ycTaHOBSBAT BCHUKH
KIMHHYHO 3HAYUMH MEXaHU3MH Ha pe3UcTeHTHOCT (BrmouuTenHo ESBL v nmnasmua-
MeauupaHa AmpC). Hakou uzonatu, kouto npoayumpar 6era-j1akraMasH, ca YyBCTBHTEIHH
KBbM 3-TO U 4-TO NOKOJIEHHE L1€(aIOCIIOPUHH MO T€3U PAaHUYHH CTOMHOCTH M TPpsAOBa J1a ce
chOOIIaBaT KaTO M3CJIEABaHH, T.€ HATMUMETO WM Juncara Ha ESBL camu no ce6e cu He
MOBJIMABAT KaTErOPH3HPAHETO MO YyBCTBUTEIHOCT. OTKPHBAHETO U KAaTErOpU3UPAHETO HA
ESBL e npenopbuMTeNHO 3a LIEJIUTE Ha 0O1LECTBEHOTO 3/IpaBe U KOHTPOJ Ha HH(MEKIIMHTE.
‘Camo HeycnoxxHeHu uHbekuuu Ha nukounute netva (UTI), E. coli, Klebsiella spp. (¢
n3KItoYeHue Ha K. aerogenes), Raoultella spp. u P. mirabilis.

3 YyBCTBUTEIHOCTTA Ha CTaQHIOKOKHTE KbM 1Ie(haIOCTIOPUHH Ce U3BEX/a OT
Le(POKCUTUHOBATa YyBCTBUTETHOCT, C U3KIIIOUEHHE Ha LIEUKCHM, LieDTHA3UIMM-aBUOaKTaM,
epTHOYTEH M LIeTO/I03aH-Ta300aKTaM, KOUTO HAMAT 'PaHUYHH CTOMHOCTH M He TpsOBa na
ce MpHJIarar 3a JIeYeHHEe Ha CTaQUIOKOKOBH HHQEKLMHU. 3a CpeICTBa, IPHJIaraHu repopaiHo,
TpsA0OBa Ja ce nojaraT rpHXXKM 3a MOCTUraHe Ha 10CTaThYHA EKCIO3HLMA Ha MACTOTO Ha
HHpekuuaTa. AKO UMa CbOOLIIEHHUS 3a LIeDOTAKCHM M LIE)TPHAKCOH 3a YyBCTBUTEIHH KbM
METHLUJIMH CTadQUIOKOKH, Te TPAOBA J1a ce NOK/IaaBaT KaTo ,,YyBCTBUTE/IHH, MMOBUILIEHA
excnosuuma* (I). Haxkou METHLIMIUH - pe3MCTEHTHH S. aureus ca YyBCTBUTEIHH KbM
LedTapoyiMH ¥ uedTodunpon.

* YyBCTBMTENHOCTTA Ha CTPENTOKOKH OT rpymu A, B, C 1 G kbM 1iehanocopHHH ce H3BEXa
OT YyBCTBUTEJIHOCTTA KbM O€H3HJITIEHULIMIHH.

S = YyBCTBMTEJICH, CTAaHAapTHA CXE€Ma Ha JI03UpaHe; |= 4yyBCTBUTE/IEH, TOBUILIEHA EKCITO3HLIUA;
R = pe3ucreHTeH

MuUKpPOOHOJIOrHYHA YYBCTBUTEIHOCT

Pa3npocTpaHeHHeTO Ha NMpUAOOHUTaTa PE3UCTEHTHOCT MOXKE /1a BapHpa B pa3/IMYHHUTE reorpadcku
00J1aCTH M ¢ BpEMETO 3a U30paHHu BUIOBE, M 3aTOBa € He0OXoaMMa MecTHa HH(OpMaLHs 3a
PE3UCTEHTHOCTTA, OCOOEHO IpH JIeYeHHE Ha TeXKKU UHpekuuu. [Ipu HeoGxoaumocT, TpsaOBa 1a ce
TBhPCH CBBET OT CNIELIMAJIMCTH, KOraTo JIOKaJIHaTa YeCTOTa Ha PE3UCTEHTHOCT € TaKaBa, Y€ MOCTaBs MO
BBIIPOC MPHJIOXKMMOCTTA Ha 11e()ypPOKCUM aKCeTHJI MOHE NMPH HAKOH THITOBE HH(EKIMH.

Lledpypokcum 0OHYafHO € aKTUBEH Cpelly CleAHUTE MUKPOOPraHU3MH in Vitro:

MuKpoOpranH3MH, KOHTO OOHKHOBEHO €A YYBCTBHTE/IHH

[ pamM-niOJI0XKUTETHU aepodu:

Staphylococcus aureus (METUHLIWIIMH-YYBCTBHUTEJIEH)*

Coagulase negative staphylococcus (MeTHLIWIMH-YYBCTBHUTEJIEH)
Streptococcus pyogenes

Streptococcus agalactiae

| paM-OTpHLIATEIHH aepOOHu:




Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

CrnMpoxeTH:
Borrelia burgdorferi

MuxkpoopraHu3MH, IPpH KOHTO NPHAOOHTATA PE3HCTEHTHOCT MOXe 12 e npobiem

[ paM-noI0XKHTEIHH aepobu:
Streptococcus pneumoniae

['pam-OTpHLIaTEIHH aepoOH:
Citrobacter freundii

Klebsiella aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (apyru ocseH P. vulgaris)
Providencia spp.

[ paM-1I0JIOXKHUTEIHH aHAepOOMu:
Peptostreptococcus spp.
Propionibacterium spp.

['pam-oTpHLIaTETHH aHAaepoOuU:
Fusobacterium spp.
Bacteroides spp.

HacJaeacreeno PE3IHCTCHTHH MHKPDOOpPraHHiMH

["paM-NoNIOXKHUTEIHH aepoOHu:
Enterococcus faecalis
Enterococcus faecium

['paM-OoTpHULIATEIHU aepoOH:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

[ pamM-OTpHLIATEIHH aHAePOOH:
Bacteroides fragilis

Ilpyru:
Chlamydia spp.

Mycoplasma spp.
Legionella spp.

* BCHYKM METHLMIIMH-PE3UCTEHTHH S. aureus ca pe3UCTeHTHH Ha LedypOKCHM.

5.2 PDapMaKOKHHETHYHH CBOHCTBA

AGcopbums

Cnen nepopajieH npyeM LeQypoKCHUM akceTHs1 ce abcopOupa B raCTpOMHTECTUHAJIHMA TPAKT U OBP30
ce XMAPOJIM3Mpa B UpEBHATA MYKO3a H KpbBTa, KaTO 10 TO3W HA4YHH LIe(ypOKCHM IMOCTHNBA B
KpbBOOOpaweHuero. OnrumaiiHa abcopOuus ce nocTura rnpy rNpyueM BeaHara ciejl XpaHeHe.

Cnen npuiioXeHUe Ha LePypOKCUM aKCeTH TabJIeTKH MUKOBH CEPYMHH KOHLIEHpALIHH ﬂ-'"“? "
no3a ot 125 mg, 4,1 mcg/ml 3a no3za or 250 mg, 7,0 mcg/ml 3a no3a ot 500 mg u 13 74
ot 1 000 mg), ce nocturar npubau3uTENHO 2 10 3 Yaca clie MPUI0KEHHE, KOTaTC
Crenenra Ha abcopbuus Ha HedypOKCHM, NMPHET KATO CYCIEH3H, € M0-HUCKA, B ¢f
TabJieTKUTE, KaTO TOBA BOAM A0 MO-0aBHO JOCTUraHe M MO-HUCKH CTOMHOCTH Ha K , J
KOHLICHTPALMX K HaMaJIeHa CUCTEMHA OMOHAJIMYHOCT (Mo-HUCKH ¢ 4 10 17 %). '-uu,a- o T .'_‘ 1{6

nepopaiHa CyCcrieH3us U LeypOKCHM aKkCeTH1 TableTKU He ca OMOeKBUBAJIEHTHH Pﬁ 3CJT 'aﬁuﬂ"j@
~
s

9 \ﬁb&%ﬁ h‘i...--

‘-h-l

Ty
'n.-_.._.- " il




[pHU 37IpaBH Bb3PaCTHH M CJIEOBATEIHO HE Ca B3aUMO3aMeHAeMH Ha 0a3a MUJIMTpaM 3a MUJIMIPam
(Bx. Touka 4.2). GapMakOKMHETHKAaTa Ha LIe)ypOKCHM € JIMHEeHHA NP NMepopaIHH 103H OT 125 1o
1 000 mg. He e HabmoaaBano HaTpynBaHe Ha LIeQYpPOKCHM CJel MPOAB/DKUTENIEH MPHEM Ha
nepopajiHu A03M oT 250 go 500 mg.

Pa3snpeneneHue

B 3aBHCHMOCT OT ME€TO/1a Ha U3CJIEIBAHE CE€ YCTAHOBSBA CBbP3BaHE C IUIa3MEHUTE MPOTEHHH MEXTY
33 1 50 %. Cnen npunoxxeHue Ha eIHOKpaTHA A03a uepypokcum akcetwn 500 mg Tabnerka npu

12 3npaBu no6poBoLM, MpUBUAHKA 00eM Ha pasnpenesieHue € 6mr 50 1 (CV % =28 %).
KoHueHTpauuu Ha nedypokCMM HaJ MUHMMaJIHUTe HHXHOMTOPHH HHUBA 3a YECTO CPELIaHUTE
[MaTOr€HH MOrart [ja c€ MOCTUTHAT B CIIMBULIUTE, CHHYCUTE, OpOHXHaTHATa JIMTaBH1ia, KOCTHUTE,
TUIEBpaiHaTa TEYHOCT, CTaBHATa TEYHOCT, CHHOBHAJ/IHATA TE€YHOCT, HHTEPCTHLIHATHUTE TEYHOCTH,
XITbYKaTa, XpayKUTe U BbTpeO4YHaTa Te4HoCT. Lledpypokcum npeMuHaBa KpbBHO-MO3b4YHATa Oapuepa
NpH Bb3NaJICHHE HA MEHUHIUTE.

buorpanchopmMmalus

[ledypokcum He ce meTabou3Hpa.

EnuMuHUpaHe

CepyMHHMAT noTy>xuBOT € Mexay 1 u 1,5 yaca. Lledpypokcum ce ekckpeTupa upe3 riiomepysiHa
¢untpauus u TyOynHa cexpeuus. brOpeuyHusT KIMpBHC € B rpaHuiM oT 125 no 148 ml/min/1,73 m?.

CneumaaHy NomyJialuy NalUHeHTH
Hon

He ca HabnmionaBaHu pa3yiMKH BbB (papMaKOKHHETHKATa Ha LIE)YPOKCHM MEXIY MBXKE H )KEHH.

Cmapuecka ev3pacm

He ca HeoOxoaumu crielMaliHM npeana3sHyi MEPKH NPH NalMEHTH B CTap4YecKa Bb3pacT ¢ HOpMaJIHA
ObOpeuHa PyHKLMA NpH A03M 10 oOMyaiiHaTa MaKCHMaJIHa J103a oT | g nHeBHO. [TaleHTHTE B
cTapuyecKa Bb3pacT € MO-BEPOATHO J1a UMAT HaMalieHa ObOpeyHa GpyHKLMS U 3aTOBA NpH TAX J03aTa
TpAOBa 1a c€ KOPUrupa B 3aBUCUMOCT OT 0bOpedHaTa pyHKLHUA (BXK. TOUKa 4.2).

Ileouampuyuna nonyrayus

[1pu xbpMayeTa Ha Bb3pacT > 3 Mecela M MNpH Aeua ¢papMakOKHHETHKAaTa Ha LIeYypOKCHM € CXO/IHa C
Ta3u, HaboaBaHa MpH BB3PACTHH.

Hsama HaTMYHHM NaHHM OT KIIMHUYHHU U3MUMTBAHUA 32 MPUTIOKEHHE Ha LIeDYPOKCHUM aKCEeTHI NPH Jelia
Ha BB3pacT noj 3 Mecelia.

bvbpeuno yspexcoane

be3onacHocTTa M eUKacHOCTTa Ha LIe)yPOKCHUM aKCETHJI MPH NMalMeHTH ¢ ObOpeuHa HeAOCTaATHhYHOCT
HE Ca YCTaHOBEHH.

LledypokcHM ce ekCKpeTHpa OCHOBHO 4ype3 0b0peuuTe. [lopaau ToBa, KaKTO NPH BCHY
AHTHOMOTHLIH, MMPH MALMEHTH ChC 3HAYMUTEJIHO HapylleHa 6b0peyHa GpyHkumA (T.€.
k1upbHC < 30 ml/MUHyTa) ce npenopbuBa Ao03aTa Ha LedypOKCHM Ja ce HaMaJlH,
KOMITeHCHpa 3abaBeHara ekckpelus (BxK. Touka 4.2). lledypokchm ce eTMMHHH
OHUaJIn3a.

Yeproopobro yepeacoane
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Hsama HaM4YHM JaHHU 3a MaLMEeHTH ¢ YepHOApoOHO yBpexxaaHe. Thit kaTo Ledypokcum ce
eJIMMHHHpA IMIaBHO 4Ype3 ObOpenuTe, He ce OYaKBa HAJIMYMETO Ha YepHOAPOoOHa AMCchYHKILMA 1a UMa
e¢ekT BbpXy papMaKOKMHETHKATa Ha Le(ypPOKCHM.

Bpv3xa papmaxoxunemuxa/ghapmaxoounamuxa

3a uedanocrnopHHUTE € YCTaHOBEHO, Y€ Hal-BaXKHUAT papMaKOKHMHETHYEH/(hapMaKoIMHAMHYEH
MH/IEKC, KOpeMpall ¢ €PHUKAaCHOCTTA in vivo, € Ta3u 4acT OT J030BusA uHTepBa (% T), korato
KOHLICHTPALMATa Ha CBOOOJHOTO BEILECTBO OCTaBa HaJl MUHUMAIHaTa MHXHOHUpALa KOHLEHTPALHS
(MIC) Ha uedypokcum 3a oraenHure TapretHd Buaose (T.e. % T > MIC).

5.3 IlpeAK/IHHHYHH JAHHH 3a 0e30mMaCHOCT

HexknmHUYHMTE NaHHU HE MOKa3BaT 0COOEH pHCK 3a Xopa Ha 6a3ara Ha (hapMaKOJIOTHYHH MPOYYBaHH
3a 6€30MacHOCT, NPOY4YBaHMA 3a TOKCHYHOCT MPH MHOTOKPATHO NMPHJIaraHe, FféeHOTOKCHYHOCT,
penpoayKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a pa3BuTHeTO. He ca npoBexxaaHu npoy4BaHus 3a
KapUMHOI€HHOCT. BBIIpeKH TOBA, HAMA JaHHH, KOMTO Ja MpeAroiaraT KapLMHOT€HEH MOTEHLHA.

['ama rimyTaMus1 TpaHCIIENTHAA3HAaTa aKTUBHOCT B YPHUHATA Ha MJTbXOBE C€ HHXMOMpPA OT pazIMYHH

Lie(paIoCNIOPHUHH, 0Oavye HUBOTO Ha MHXUOMpaHe ¢ 1iedypPOKCHM € no-HUCKo. ToBa MoXe Ja e OT
3Ha4Y€HHE 32 MOBJIMABAHE HA KIIMHUYHHUTE 1a0OpaTOPHU TECTOBE MPH XOpa.

6. PAPMAINEBTUYHHA JAHHHA

6.1 ChnHcbk Ha NOMOIHHTE BelEeCTBA

MHUKpOKpHUCTa/IHA LIeTyJ103a

Harpues naypuncyndar

Kpockapmenosa HaTpui

XHAPOreHUPAaHO PaCTHTEHO MacJIo

CHIMuHMeB JHOKCH, KOJIOUAEH Oe3BOaEH

XUIpomeJiosa

[IponuIeHrTUKO

Onacnpei 6510 M-1-7120J [cbabprxa TutaHoB quokcua (E171) u natpues 6ensoar (E211)]
6.2 HecbBMecTHMOCTH

[To Bpeme Ha neyeHue ¢ LedanroCnoOpruHHU ce choO1IaBa 3a noynoxkuresieH tect Ha Coombs — ToBa
ABJICHME MOXXE J1a MOBJIMAE Ha KPBCTOCAHaTa Mpoba 3a CbBMECTUMOCT IPH KPBBOIMPEIHBaHE.

6.3 Cpok na rogaocr

36 meceua

6.4 Chnenuajanu yc/IOBHSI HA CbXpaHEHHE
Jla He ce cbxpaHsaBa Hajg 30°C.

6.5 BujauchrabpkaHHe HA ONAKOBKATA

bnaucTepHa ornakoBKa OT aJIlyMHHHEBO (POJIMO C aTyMHHHEBO MOKPHTHE.
KonunyecTBO B eqHa onakoBka: 6, 10, 12, 14, 16, 20, 24 u 50 TabneTkH.

He BCHYKH BHAOBE OMaKOBKH MOrar Ja ObaaT nmyCHaTH B npoaaxoa.
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6.6 CrnennajHH NpeANa3HH MepPKH NPH H3XBLPJIAHE H padoTa

Hewnsnon3saHUAT JIEKAPCTBEH MPOAYKT HJIH OTNaAbYHUTE MaTEPHAIH OT HEro TPSIOBa J1a c€ U3XBBLPIIAT
B CbOTBETCTBUE C MECTHUTE HU3HCKBAHHA.

7. IIPHTEXATEJ HA PASPEIHIEHHUETO 3A YIIOTPEBA

Sandoz d.d., Verovskova 57,

1000 Ljubljana,

CnoBeHus

8. HOMEP(A) HA PASPEINIEHHUETO 3A YIIOTPEBA

3uHat 250 mg dunmupanu Tabnerku - Ne 20020074

3unat 500 mg punmupanu Tabnetku - Ne 20020075

9. JATA HA ITBPBO PA3ZPEIIABAHE/TIOAHOBSIBAHE HA PASPEINIEHHUETO 3A
YIIOTPEFBA

Jlata Ha mepBO pa3pewapane: 27 Mapt 1991 .
Jlata Ha nmocneaHo noaHoBsBaHe: 15 cenremBpu 2010 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA
09/2023
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