KPATKA XAPAKTEPUCTUKA HA IIPOAYKTA -/,

1.  MME HA JJEKAPCTBEHUA IIPOAYKT "‘/‘.f’_;""'? 25 / ,Z_,_ ;

3unat 250 mg unmupanu TabieTku ] }'Z 5;0-71 . -08- 2026
Zinnat 250 mg film-coated tablets ==

3unar 500 mg punmupanu TabneTKH
Zinnat 500 mg film-coated tablets

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

3uHat 250 mg ¢puiMupaHu TabneTku
Bcesika Tabnerka cuabpxa 250 mg nedypoxcum (cefuroxime) (kato nedypokcuM akceTui (cefuroxime
axetil)).

3unHat 500 mg punmupanu TadbieTku
Bcesika Tabnetka ceabpxa 500 mg nedypokcum (cefuroxime) (karo Liedypokcum akceTun (cefuroxime
axetil)).

[ToMo1HO(H) BeliecTBO(a) C U3BECTHO JICMCTBHUE:

3uHar 250 mg dbunamupaHu TabneTku
Bceska Tabnerka ceaspaka 0,00203 mg natpues 6enzoar (E211)

3uHatr 500 mg dunmupasu TabsieTKH
Bcska Tabnerka ceaspixka 0,00506 mg natpues 0enzoar (E211)

3a NBJIHUA CIIMCHK HA MOMOILLHUTE BelleCTBa BUXKTE ToYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

dunmupana Tabnerka (Tabierka)

4. KIMHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3AHHSA

3UHAT € MoKa3aH 3a JieueHUue Ha u3bpoeHuTe Mo-10,Ty HHGEKUMHU IIPH BB3PACTHH M Jella Ha BB3pPacT Ha
M Haja 3 mecena (Bx. Touku 4.4 u 5.1).

OCThp CTPENTOKOKOB TOH3UIUT U (PapUHTUT

OcTbp 6akTepHaneH CUHYUT

OCTBp OTUT Ha CPETHOTO YXO

OcTtpu ex3auepOauymu Ha XpoHU4YHA 00CTpyKTHBHA OenoapobHa Gonect
[ucTur

[Tuenonedpur

HeycinoxHEeHU HHQEKLMU Ha KOXKAaTa U MEKMTE ThKaHH

JleueHue Ha paHHM nposBu Ha JlaliMcka Gonect

!

Tpsabsa na ce B3emaT npensuz opUUMATIHUTE HACOKHM 3a NIPaBHJIHATA ynoTpe6a Ha aHTHOAaKTepHaIHH
CpenCTBa.



4.2 Jo3HpOBKA H HAYHH HR NPHJIOKEHHE

Jlosuposka

Ob6u4alfHMAT KypC Ha IeYeHUe € cefeM AHM (MOoke Aa Bapupa OT neT 10 Aecer aHu). Jo3ata
nedypOKCHM, KOATO € M30paHa 3a jleueHue Ha HHOMBHIYyanHa uHpek1ud, Tpabea aa Opae crobpasena
c:

» QuaxBaHHTE NATOrCHHM H BEPOATHATA ¥M YYBCTBHTETHOCT KBM LECPYPOKCHM aKCeTHIT
* TexxecTTa M MACTOTO HA HHPEKUHATA
» Brz3pacrTa, TernoTo M Op6peunara QyHKIHA HA NALMEHTa; KAKTO € NOKAa3aHo Mo - KoY.

ITpOABDKHTENHOCTTA HE TepanuaTa TpaOBa fa ce onpezend OT BHAA Ha MHGEKUUATa M OTroBOpa HA
NauMeHTa H KaTo LTo He Tpabea xa 6bAe No-ALIra OT NpenopLUHTE/IHATE,

Tabruya 1. Bvapacmnuu u Oeya (2 40 kg)

Mokszamme _ Nowmpopka |
OCTBp TOH3MINT H (bapm{m'r omp 250 mg nBa ITETH JHEBHO
¢HOTO YXO 500 mg npa IHTH JHEBHO \
OcTtpu ex3anepSatu Ha XpOHUYIHA 500 mg 182 ITHTH AHEBHO :
obcTpyxTiBHa betoapobHa Gonect _ .
CTHT _ i 250 mg nBa ITHTH THEBHO
| [Inenonedpur 250 mg nBa METU AHEBHO _
HeycnoxHeHM HHPEKIMH Ha KOXKATA U MEKHUTE 250 mg aBa IMETH JHEBHO
| THKAHH : —_—
Tladtmcka Gonect 500 mg ABa WHTH AHEBHO 3a 14 qum (Mexay 10 i

21 nHu)

Tabnuya 2. Jeya (< 40 kg) (euwicme cvwyo Tabauya 3 u 4)

e b ey

. Tloxazanue Ho3napoBka i
OcTep ToH3IIMT ¥ QapHHIUT 10 mg/kg nBa ITbTH JHEBHO, 10 MAKCHMAJIHA H03a
| _ | or250 mg nBa IrETH AHEBHO
| OCTEp OTHT Ha CPEOHOTO YXO 15 mg/kg nBa IreTH JHEBHO, 0 MAKCHMAJIHA 1038
| or 250 mg ABa MLTH AHEBHO
| OcTep GaxTepuaneH CUHHYHT 10 mg/kg ABa ITETH JHEBHO, A0 MaKCHMEJIHA 1038
| | ot 250 mg nBa ITHTH AHEBHO
LiscTuT 15 mg/kg ABa ITETH JHEOBHO, A0 MaKCHMANTHA /1038
L _ _ | or 250 mg B8 ITETH JHEBHO |
ITuenonedpur 15 mg/kg ABa ITHTH AHEBHO, JO MAKCKMATHA 038
oT 250 mg nea meTH AHeBHO 38 10 no 14 .~ |
HeycnoxHenu uH(peK1HH Ha KOXKATA U MEKHTe 15 mg/kg nBa IreTH AHEBHO, 0 MAKCHMANHA 11034
TBKAHH _ ot 250 mg nBa IBTH AHEBHO _
 Jlatimcka Gonect 15 mg/kg nBa MHTH AHEBHO, 40 MAKCHMATHA 038
ot 250 mg ABa mbTH HHesHO 33 14 oM (10 no
. 21 M) |

Hsama onuT ¢ npunoxeHue Ha 3UHAT NpPH Aela Ha BE3PACT Nox 3 Mecela.

IIpu kppMadera (Ha BB3pacT OT 3 Mecella) 4 Aelia ¢ TenecHa Maca noa 40 kg Moxe na
NpeanoYnrate ga ce KOPHrupa q03aTa B 38BHCHMOCT OT TEIJIOTO.

Tabnerxure Ue@ypoKCHM aKCeTH M rpaHyJIMTe 38 MepopaTHa CyCcleH3Ina HedypoKe Kce
OHOEKBMBANCHTHH U He Ca B3AMMO3AMEHAEMH HA (a3a MAJIHIPAM 38 MHJIMIDaM (BXK. TOUKE



bvbpewno yspescoane

Be3onacHocTTa M ehrKacHOCTTA Ha LeyPOKCHM aKCeTU NIPH namueHTH ¢ GepeyHa HeAOCTaTPYHOCT
He ca ycraHoBeHu. I{edypokcuM ce ekckpernpa riaBHo upe3 6u6penre. Ilps nmanmeHTH Che
3HAYHTEIHRO HapyleHa 6x0peuna GyHKLMA ce MPerophyBa J03aTa Ha LieQypOKCHM 1a CE HaMAJTH, 3a
na ce KoMIeHCcHpa 3a0aBeHaTa exckperua. LledypokcHM ce emHmMuENpa e(PEKTHBHO ¢ AManH3a.

Tabruya 3. IIpenopvyumennu dos3u 3unam npu bvbpeuno yepeocoare

— : —

KpeaTRHRHOB KJIHPBEHC Tz IIpenopbYHTENEA 034
. (1acobe) B .
> 30 ml/min/1,73 m? 14-24 He ¢ HeoOX0/1MMa KOPEKIMA Ha RO3aTa, CTAaHAApPTHE
- . _ Ao3a ot 125 mg o 500 mg ABa TETH JHEBHO
10-29 ml/min/1,73 m? 46 CTAHJAPTHA MHAHBHAYATHA 1038, AABAHA HA BCEKH
24 yaca
< 10 ml/min/1,73 m? 16,8 CTAHZIAPTHA HHAMBUAYAHA 032, NABAHA HA BCEKM
48 yaca
IIpu xemoauanmusa 2-4 EnHOKpaTHA JOITLIHUATEIHA CTARHAAPTHA
HHAMBHMAYQIHA 10328 TpAOBa Aa ce JaBa B Kpas Ha
BCAKA AHANM3R .
Heprodpobro yespexcoare

Hama HaMYHM JAHHM 38 NAlMEHTH ¢ Y4epHOAPOoOHO yBpekaaHe. Thif KaTo LiedypokcHM ce

EKCKpeTHpa IIaBHO 4pe3 OnOpelTe, He ce O4akpa HAIHYMETO HA HApYIIeHa YepHOpobHa QyHKIHA
A8 UMa e(PeKT PrpXy (apMaKOoKMHETHKATA HA e ypPOKCHM.

Hauup Ha nppjoxkeHye

ITepopamHo MpHIIOKCHHUE
3uHat Tabnerku TpAOBa Ha ce NpUEMAT Clie] XpaHeHe 38 onTHManHa abcopOrus.

TabGnerxure 3uHAT He TpAOBa A c€ pa3TPOIIABAT M I10 TA3Y MPHYUMHA HE Ca MOAXOAAIIH 32 ISUEHHE Ha
NAaIfHEHTH, KOMTO He MOTraT Aa nonthmat Tabnerxu. [Ipa gena moxke fa ce H3noasea 3UHAT NepopaiHa
CYCTICH3HA.

B 3aBUCHMOCT OT JO3HPOBKATA, CA HAIMYHMA K APYTH JIeKApCTBeHH (JOpMM ¥ KOHLICHTPALMM Ha TO3H
IPOLYKT.

4.3 IIpoTRBONOKA3IAHES

CBpBXYYBCTBHTEIHOCT KbM LiePYPOKCHM HWIM KbM HAKOE OT MOMOITHUTE BeliecTsa, M30pOeHH B
To4Ka 6.1.

ITareHTH C M3BECTHA CBPBEXYYBCTBUTEIHOCT KbM LeGaIOCIIOPHHOBY AHTHOHOTHIIM.

AHAMHECTHYHH JAHHM 34 TEXKA PAKLMA HA CBPHXIYBCTBUTEIHOCT (Hanp. aHabWIakTHIHA peaKuus)
KBM ApYT THIl Oera-nakraMHHu anTHOaKTepHUaNHy cCpeACTRA (NCHHLWINHM, MOHOOaKTaMH U

kapbaneHeMH).

44 Cpoennansn DpegynpexneHnss H DPeRNasHH MePKH NpR ynoTpeba

Peakupy 18 CBPBEXYYBCTRATEIHOCT

CrenHanHO BHIMaHME ¢ HeoOXOOMMO TpH NAlHeHTH ¢ aHAMHEe34a 3a aJIeprHYIHa
NMeHUIIWITHHA WIH ApyrH Oera-takraMBEM aHTHOHMOTHIIM TIOPAH PHCK OT KPBCTOCAHA
IlopobHo Ha BcHukH OeTa-MaKTAMHM AHTHOAKTEPHATHM CPeACTBA HMA CHOOIIEHHS 3
MOHAKOTA (PaTATHH PEAKUHH Ha CBPBXIYBCTBHTEIHOCT. AiMa cho0IMeHN 3a peaKiHy

WA

CBPBEXUYBCTBHTETHOCT € NporpecHs Ao cHugpom Ha Kounis (ocTsp anepragen cnassm %
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apTepHs, KOHTO MOKe Ia foBene 1o UHGpapkr Ha MHOKap/a, BXK. Touka 4.8). B ciryualf Ha pasBuTHe Ha
TEKKA PEAKIHA Ha CBPHXUYBCTBHTETHOCT NieueHHeTo ¢ HedypokcHM Tpa6Ba fa ce npeycTaHoBH
He3a0aBHO M Ja Ce MPeANPHEMAT NOAXOAALIM MCPKH 34 CIIELIHO JICYCHHE.

I[Ipenu 3anousare Ha NeveHHe TpAOBa fa ce yCTAHOBH JajIH NALMOHTHT HMA aHAMHE3a 38 TeHKKH
PEAKIMH Ha CBPHXTYBCTBHTEIHOCT KbM LedYPOKCHM, KbM APYTH LedanocrnopHHy HIH KbM APYTH
tunose Gera-nakramuH cpeactea. Lledypokcum Tpabea na ce mpunara ¢ NOBHIICHO BHHMAaHHWE IpH
NALMEHTH C AHAMHE3a 38 HETe)KKH PEaKIiH Ha CBPbXTyBCTBUTEITHOCT KbM ApYyrd Gera-IakTaMHH
CpeACTBA.

Teaa KQOKHM HEXEIAHHN peakumH (severe cutaneous reactions-SCAR

BB BpB3Ka ¢ iedeHHe ¢ 1edypOKCHM ca CLOOIICHH TeKKH KOXKHH HOXKeJIaHH peaKi(iy, BK/IIOYBAIH;
cuHApoM Ha Stevens Johnson (Stevens-Johnson syndrome-SJS), TokCH4Ha ennaepManHa HEKPOJIH3a
(toxic epidermal necrolysis- TEN) u nekapcTBeHa peakiMs ¢ €03HHOQHINA H CHCTEMHH CHMITOMHM
(drug reaction with eosinophilia and systemic symptoms- DRESS), konTo MoraT aa ca
*HBOTO3ACTpAIABALIH WIH C JicTaneH M3XOxR (BX. Touka 4.8).

[Ipu npeanHcBateTo NauHeHTHTe TPAOBa Aa ObAaT HHPOPMUPAHH 33 NPHAHALIATE M CHMITTOMHTE H j1a
62T HaOmoOAaBaAHH ¢ ITOBHMINICHO BHHMAaHHE 38 KOXKHH peakIMH. AKO C€ ITOSBAT NPHU3HALH H
CHMITTOMM, NOKA3ATETHH 32 TAKABA PeaKiyd, NPHIOKEHHeTO Ha nedypoxcum Tpsabea He3abasHo fa ce
TpeyCTAHOBH H J1a c€ OOMUCITH ATT6PHATHBHO JICUeHNe, AKO NALHEHTEHT € Pa3sBAJ CEpHO3HA PeaKiuA,
xato HanpMmep SJS, TEN wiu DRESS npu ynorpebara Ha uepypokcuMm, He TpaOBa HHKOTa OTHOBO A
ce 3amovBa JIeueHHe ¢ 1edypOKCHM Ha TO3H NalMeHT.

P Jarisch- imer

Peaxius Ha Jarisch-Herxheimer ¢ Habmonasana cnes neyeHue Ha Jlatimcka Gonect ¢ nedypokcHM
akceTH1. Tasu peakuus e MpAK pe3ynTart oT GakTepHUBIHOTO AcHcTBHE HA HEPYPOKCHM AKCETH
BEPXY NMpHUKHHKUTENA Ha JlakMcka Gonect, cnupoxerara Borrelia burgdorferi. launerrure Tpaba na

ce NpeRYMpPeAAT, Ye TOBa € YecTa M OOMKHOBEHO CAaMOOIpaHNYaBalla C€ peakims BCISACTBHE Ha
auTHOHOTHYHO NedeHHe Ha Jlaimcka 6onect (Bx. TOuKa 4.8).

Kaxm npn ApYyTH afrmﬁnomun npuncmeunm Ha uehypoKCHM aKCeTII MOXe Ja JOBene A0
cBprxpacTex Ha Candida. IIpOABIDKHTEIHOTO NPHIOKEHHE MOKE CHIIIO Ja XoBeje OO CBPhXpacTex
Ha ApYTH HeUyBCTBHTEJIHH MUKpoopraumMisMH (Hanp. entepokoku i Clostridioides difficile), xoero
MOKe [12 HATIOXKH CIIMpaHe Ha JieueHHeTo (BK. Touxa 4.8).

[IcesxomeMOpasO3€H KOJIMT, CBBP3aH C MpHeM Ha aHTHOaKTepHaIHM CPEAICTBA, ce ChobIana ¢ No4TH
BCHYKM AHTHOAKTEPHAIHM CPEACTBA, BRIIOYHTENHO H HE(PYPOKCHM, KATO [0 TEXOCT MOXE /ia BapHpa
OT JIeK J0 )XMBOTO3aCTpaluaBam. Ta3u auardo3a Tpabpa qa ce UMa MpeABUA NPU NALMEHTH ¢ OUAPHS
110 BpeMe Ha WIH cliel MPUIOKeHHUeTo Ha uedypokcHM (BxK. Touka 4.8). B Tesu cimyuau Tpadea na ce
OOMMCITH CITHpAHE HA JISUSHHETO ¢ e yPOKCHM M IPHIOKEHME Ha crielMpuYHa Teparus 3a

Clostridioides difficile. He Tpa6B& na ce NpUIAraT JIeKapCTBEHH MPOAYKTH, KOUTO HHXMOHpaT
IepUCTRITHKATA (BX. TOYKa 4.8).

I1 ¢ Ha OCTUYHH
Pa3puTHETO Ha NnosoxkuTeNncH TecT HE Coomb’s, CBBP3aHO ¢ NMPWIOKEHHS Ha 1IGPYPOKCHM, MOXKE Aa

TIOBJTMAC HA KPBCTOCAHATA Mpoba 3a CEBMECTUMOCT NP KpbBOINpeuBaHe (Bxk. Touka 4.8).

Tt karo npu nMpoBekaaHe Ha GepULMAHMACH TECT MOTAT Jia Ce NOMy4aT QanuHBO HeraTHBHM
pesynTaTH, 38 H3CJICBAHE HA HHBATA HA [IOK038 B KPHBTA/ILIA3MAaTAa IIPH [TAUHEHTH Ha LIe)YPOKCHM
aKCETWI Ce npenopbusa ynorpedara MM Ha NMOKO300KCHAAZHNANA, WIH HA XeKCOKHHA3HMRSA ﬁamn, i,
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Tora nekapcreo cexepka 0,00203 mg marpues 6enzoar BpB BcAka Tabnerka or 25Q mg
Tosa nexapcTso chaupxa 0,00506 mg rarpues GeHsoaT BBB BeAKa Tabnerka or 500 mg,.

Tora nexapcTBO CHABPXKA MTO-ManKo o1 1 mmol Hatpuit (23 mg), T.e. MOXe na ce rcmm, 'ie -
S 44@/
-._‘//
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NPAKTAYSCKH HE ChIBPIKa HATPHHA.

4.5 BiammoaelicTBHE ¢ APYI'H JeKAPCTBEHH HPOAYKTH H APYrd GOpMH HA B3aERMONCHCTBHE

JIexapcTBa, KOMTO BOAAT A0 MOHIKeHA KHCEMHHOCT B CTOMAXa, MOraT Ia HOBE/AT [0 NO-HUCKA
GHOHATHYHOCT Ha Lie(yPOKCHM AKCETHII, B CpaBHEHHE ¢ GMOHAMHYHOCTTA, MOCTHIAHA [TPH ITPHEM Ha

FRAZHO, H CBHINO TaKa, fla eNMMMHHUpaT edexra Ha nonobpsasane Ha abCopOILMATA NPH [IPHEM ClleA]
XpaHeHe.

LledypOoKCHM ce eKCKpeTHpa upe3 raoMepynHa hrnTpauud 1 TyOynHa cexpenus. He ce mpenopnsa
eTHOBPEMCHHO MpHIOKEeHKe ¢ mpofenenya. EqHOBpEMEHHOTO MPHNOKEHHE ¢ MpodeHeuux
3HAYMMTEJIHO NMOBHIIABA ITMKOBATA KOHUEGHTpallMA, IUIOIITA 10 KPUBATa CepyMHA

KOHLIEHTpALIHA/BpeMe M STMMHHALMOHHHSA NOIYKUBOT Ha Lie(yPOKCHM.

EQHOBPEMEHHOTO ITPHACKECHHE ¢ HEPOPATHH aHTHKOATYIAHTH MOXKe Aa IoBeZe A0 NMOBHINABAHE HA
MEXIYHAPOAHOTO HopManusHpaHo choTHoweHHe (INR).

4.6 DeprEanTeT, 6peMEeHHOCT H KLPpMERE

Bpemenpoct

HMa orpaHHYeHH JaHHH OT ynoTpebaTa Ha HedypokcuM npH OpeMenHH xenu. [1poyysaHusTa MpH
KUBOTHY He NOKXA3BaT BpeaHH edexTH BEPXYy OpeMeHHOCTTa, eMOPHOHAITHOTO M (ETAITHOTO Pa3sBHTHE,
paKJAHETO H NOCTHATANHOTO pa3suTHe. 3uHaT TpAOBa ja ce npeIMiCcea Ha GpeMeHHM JKEHH CaMo aKo

MOJI3KTe HAABHINABAT PHCKOBETE,

KepMmere

HedypoxcuMm ce oTaens B KbpMaTa B MaIki komadecTsa. He ce o4akBaT HeXENaHH peaklUH NpH
TePaNeBTHYHK AO3H, BBIIPEKH 4€ HE MOXKE 1A C¢ H3KNOYM PHCK OT pasBHTUE HA JMApUA U IeOHIHA
NHGEKIMA Ha JHFaBHIMTe. PA3BUTHETO HA TE3H PEAKLMMA MOXE JIa HANOXKK CITMPaHE HA KhPMEHETO.
Tpa0sa na ce ¥Ma npeOBUA BE3MOKHOCTTA 38 ceRcubmwmm3auus. Ile¢ypokcum TpsGra na ce mpunara
IMpH KbPMaYKH, CAMO CJIE/l OLICHKA HA OTHOIIEHHUETO NON3a/PUCK OT JIEKYBallMs JIEKAD.

QepTUINTET
Hama qaHHH 3a epeKTHTe Ha LHePYPOKCHM aKCeTH BBPXY (epTwiHTeTa MpH XOpa. PenponyKTHBHHA

NMpOYyYIBaHHA [TPH KMBOTHH HE Ca N0Ka3am edpexTn BspXy pepTiimreTa.

4.7 E¢dexTH Bhpxy cnocofHocTTa 3a morpane H pabora ¢ Mamunn

He ca npoBexaHM Impoy4BaHuA 38 €PeKTHTE Ha HepypoKCHM BBPXY criocoOHOCTTA 38 modupane U
pafora ¢ MammuHH. Bee nak, Thid KATO IEKAPCTBOTO MOXKE AA NMPUYMHMHH 3aMASHOCT, MTALIMEHTHTE TPAOBa
Ia Opaar npexynpeacHd Aa OpAaT npeanasiHBM NpH wodupaHe ¥ paboTa ¢ MALIHHY.

4.8 HexelaHR JEKAPCTBEHE PeAKIHE

Hait-uectuTe HOXKENaHH peaKIMH Ca CBpbXpacTexk Ha Candida, eosnHodnimg, rnapoboie,
3aMAagHOCT, FACTPOUHTECCTHHANHY HAPYIICHUS M IIPEXOAHO NOBHIIABAHE HA YEPHOAPOOHHTE CH3UMH.

KaTeropusupasero no 4ecToTa Ha HeXKEeJIAHUTE JIeKApCTBEHH PeakilHH 110-A0Ky © MPHGAHIHTETHO, Thif
KATO 38 MOBEHETO Peaklii He ¢a HAIHYIHM NOAXOAALIH JAHHH 38 U3HHC/IABAHE Ha YeCTOTATa
(HampuMep, TaKMBa OT IU1aNe60-KOHTPONHMPAHH KIMHHYHH NPOYYBaHHA). B AombIiHEHHe YeCTOTaTa Ha

HEHKEIAHATE JICKAPCTBOHH PEaKUMH, CBBP3aHH C LedYPOKCHM AKCETHII, MOAe /ia BApHpA B 3anncm1qu
OT MHAHKALIUATE., 7
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HE)KeIAHH PeaKI[Wy, a He OT peanHaTa decTora. HaMa JaHHM oT nnanebo KOHTPOITMpaHH IpoydBaHus.
Koraro 4ecTorara Ha HEKEJIAHATE PEaKIMK ¢ UIYMC/IABA OT ARHHH OT KIMHHYHH NMpOY9IBaHHA, TOBA
ce OCHOBABA Ha CEBP34HH C JISKAPCTBOTO AAHHH (11O NpeLieHKa Ha Hicnenosares). [Ipu Bcaxo
I'PYTIHPaHC B 3aBUCHMOCT OT 4CCTOTATA, HEKCSJIAHUTE JICKAPCTRCHH peaKiMK ¢a H30OPOCHH B HH3XOAA1
pel Mo OTHOIWISHHE HA TAXHATA CEPHO3HOCT.

CBbp3aHKTE ¢ JICUSHRETO HEXKEIAHN JIEKAPCTBEHH PEaKI[HH, BCHUKH CTEIIeHH, ¢a H30poeHH no-AoTy,
cerinacHo MedDRA, no cucTeMo-opraHeH Kiac, 4ecToTa M cTelleH Ha texect. HanosbsaHa e cirenHarta

KnacHMKAIMR HA YECTOTATa Ha HEXKETAHHTE JIEKAPCTBEHM peakiu: MHOro yectH 2 1/10; gecTH

2 1/100 o < 1/10; nedectr 2 1/1 000 no < 1/100; pemi 2 1/10 000 mo < 1/1 000; muOrO peaxm
< 1/10 000 4 ¢ Heu3BecTHA UecTOTa (OT HANMYHHTE AAHHK He MOXE Ja 6Be HanpaBeHa OUCHKA).

CHcremo-opranes Yecrm HeuecTn C Hem3BeCTHA 1€CTOTA
Kmac =0 —_ —
Hndexiyyu u CBPBXPACTeX Ha cBpbxpactex Ha Clostridioides
MEdectap | Candida | difficile
Hapyineuus na eospHOGHNHA MOBHTHBEH TeCT HA | XEMOJMTHYHA AHeMMA
KpbhBTa ¥ Coomb’s,
auMbHaTa TpoMOOoIHTONeHHS,
CHCTEMA NIEBKOTCHHUS
_ . TIOHAKOTS TEXKA)
| Cepgeqpppapvmeng | cuppoMuaKounis =~ =
HapyuieHns Ha JICKApCTBCHA TPECKA, CCPYMHa
' HMYHHSTA CHCTEMa Oonect, aHaQHIAKCHA, pCAKLIAA HA
. - ) Jarisch-Herxheimer
Hapywienna ua rnasobosnue,
H H 3aMANHOCT | _
Cromaiino- OdapHs, rafiexe, NOBPBLIAHE riceBoMeMOpaHO3eH KOJIMT (BK.
| YpeBHH kopeMHa 6oika TO9KA 4.4)
HADVIQCHWA = | —_— —_
| ACOATOOWIHADHN | MPEXOAHO ACBITCHHLIA (MPEINMHO
HapYIICHNA NOBHIIABAHE HA XOJIECTATHYHA), XENATHT
HMBATS Ha
gepHOApoOHHTE |
eH3HMH _ _ . .
Hapymetus ua KOXXHM 0GpHBH ypTHKaphi, cbpbex, epHrema
KOXKATA H MynTUQOpMeE, CHHAPOM Ha
NOAKOXHATA ThKAH Stevens-Johnson, TOKCHIHa
eIHOepMaiHa HEKpOTH3a
(ex3aHTeMHa HeKposn3a) (6.
Hapywenur na umynnama
cucmema), AHFTHOHEBPOTHYCH EXEM,
NIEKAPCTBEHA PeaKIlus ¢
€03MHOGWIMA M CHCTEMHH
| cummromu (DRESS) _
Onucarnue na usbpariu Hexcenaru peaxyuu
IedanocmopHHATE KATO KIIAC HMAT CBOKCTBOTO A& ce aficOpOMpPAT PHPXY NOBLPXHOCTTA Ha
MeMOpaHHTe Ha YepBeHHTE KPhBHH KISTKH M [ja PearupaT ¢ AHTUTE/a HACOYCHH Cpely JIeKapCTBOTO,
B PE3YNTAT Ha KOETO /ia Mo3uTHBHpAT Tecta Ha Coomb’s (koeTo MoXke fa MOBNHAE HA KPBCTOCAHATA
npoGa 3a CEBMECTHUMOCT IIPH KPBBONMPENKBAHEe) H MHOIO PAAKO A8 MIPHYHHAT XEMOJIHMTHYHA AHEMHH.
N
Habmogasano ¢ npexoaHO NOBHINABAHE HA CEPYMHHTE HUBA HA MEPHOAPOOHHTE © ,
o6UKHOBEHO ¢ 06paTHMO. _

Heduampuuna nonynayus T
[IpodursT Ha 6e30nacHOCT Ha LieYPOKCHM 4KCETHJI MPH JIeLA € B CROTBETCTBHE Q\IPO
BE3PACTHH. '




Cro0Iapase Ha HONO3HPAHM HEXEIAHK DeaKi

Cro6maBaneTo Ha IOAO3HPAHH HeXKeJIaHH PeaKLIMH cilel] paspelnaBaHe 3a YrioTpeba Ha TeKAPCTBEHHS
NMPOAYXT  BakHO. TOBa NO3BONABA A& MPOAB/DKM HaGMOACHHETO HA CHOTHOEHHETO TI0N13a/pHCK 38
JIEKAPCTBEHHA NPOAYKT. OT MeHIHHCKHTE CITCIHANHCTH ¢¢ H3HCKBA Aa ChOOIMABAT BCAKA
NONO3MPAHA HEXEAHA peaKius Ype3 HAIIHOHATHA CHCTeMa 3a CholImasane:

HarsiHyTenHa areHuMA 110 JIeKapCcTBaTa
yn. ,.Jaman I'pyes” Ne 8

1303 Co¢us
Ten.: +3592 890 34 17

yebcakT: www.bda.bg
4.9 Ilpexosmpane

IlpenozupaneTo MOXKe 13 AOBEAE A0 HEBPOJIONHYHH [OC/IEACTBHA, BITIOIHTENHO eHuedanonaTus,
IBpPUOBE M KOMa. CHMITTOMH Ha IpeJO3HpaHe MOTaT Jia C€ NOABAT, AKO 03ATa He Ce HaMaJliIBa
NpaBHJTHO PH HakHeHTH ¢ 6B0pedro yepexkaaHe (BK. TOUKH 4.2 K 4.4).

CepyMHHTE HHBA Ha 11eQyYPOKCHM MOTaT Aa ObAAT MOHMKEHM Ype3 XEMOIUATH3A WIH NepPUTOHECATHA
AUaJIH3a.

5. GOAPMAKOJOIHAYHH CBOMCTBA

5.1 @apmaxonEEAMEYEH cBOHCTBA

®dapmakoTepaneBTHYHA I'pyNa: AHTHOAKTepHAIHH CPEACTBA 38 CHCTOMHO NMPUACKEHHE, BTOpa
reHepanua neganocnopuan, ATC xon: JO1DC02

M Ha HC

LledypoxcHM akceTHII Ce XHAPOIHINPA Ype3 eCTEPasHH CH3IUMM A0 AKTUBHHA aHTHOHOTHK

nedypoKkcHuMm.
Ledypoxcam HRXUOHpa CHHTe3a Ha GaxTepHallHaTa KIeThYHa CTEeHA Ype3 CBbP3BaHe ¢ MOHWIIHAIIH-

cBbp3sai nporerHy (PBPs). ToBu BoaM Ao nmpexbceaHe Ha GHOCHHTE3aTA HA KIETHYHATA CTeHA
(enTHOOrNMUKAHHM) U CJIeX TOBA JO KIeThYHA JH3a ¥ CMBPT Ha KJIETKATA.

€ M Ha HCTCHTHOCT

BaxTepranHaTa pe3HCTEHTHOCT KEM ledypOKCHM MOXKe Jia ¢€ ABIDKH Ha €THH WIH NOBeye OT

CHEOHUTE MEXAHH3IMU:

. xuaponusa qpes Gera-aKTaMasy; BKIIOYUTENHO (HO He orpaHM4eHo x0) OeTa-nakraMasH C
pasumpeH cnekTep (ESBLs), kakro # AmpC eH3MMH, KOHTO MOTaT A4 € HHAYLHUPAT HIH
TpaHHO 2 C¢ AKTHBHUPAT OT OTHCHATO CHbCTOAHHE NPH ONPEAGICHH a¢poOHH
I'pam-oTpunaTentHy Gaxrepuantay BUAOBE,

. HaMaieH aQHHHTET HA NCHULMTHH-CBBP3BAIUTe IIPOTEHMHHA KbM HEDYPOKCHM;
HENpPOIYCKIMBOCT HA BHHINHATA MeMOpaHa, K0eTO OrpaHM4aBa JOCThIIA Ha OedypOKCHM HO
NeHHIATHH-CRBP3BAIIHMTE NPOTeHHN NpH I paM-oTpHLIaTENHH OAKTEPHH;

¢  GaxrepHamHN edIyKCHH IOMITH.

3a MHKPOOpraHH3MUTe ¢ NPUAOOGHTA PESHCTEHTHOCT KbM JPYI'H HIDKEKUKOHHH ed
OYAaKBA I8 Ca PE3UCTECHTHH H KbM e YPOKCHM.

B 3aBHCHMOCT OT MeXaHH3Ma Ha Pe3UCTEHTHOCT, MUKPOOPTRHH3MMHTE C IPHACD
KbM NEHHIWIMHH MOTRT [a NpOABABAT HAMAICHA MYBCTBHTE/IHOCT HIIH PE3UCTE

LeYPOKCHM.




CTONHOCTH 34 1ie OKCHM AKCeTHI

['pasuumuTe CTORHOCTH HA MUHMMAIHATA HHXHOUpama koHLeHTpaims (MIC), onpeaesieHu ot
EBponeifckua KOMHTET 3a H3C/e[iBaHe Ha aHTHMHKpoOHa YyBCcTRHTENHOCT (European Committee on
Antimicrobial Susceptibility Testing) (EUCAST) Bepcus 13, ot 01 anyapu 2023, ca xakro cieapa:

I‘pa;ntmn CTONHOCTH (M

__§§ 1_I— B |
8 8

| Mnxpnogra;na'bm

Enterobacterales 2

St . ~_ 3afenexxa’ 3abenexnxa’ |
Streptococcus A,B,Cu G Ja6enexka® Jabenexka’ |
Streptococcus pneumoniae 0,25 |

Haemophilus influenzae 0,001 >1
Moraxella catarrhalis ___ 0,001 4

I 'panvunuMTe cTOMHOCTH Ha Uedanocnopuuute 3a Enterobacterales ycTaHOBABAT BCHIKH
KNTMHMYHO 3HAYMMH MEXAHW3MH Ha Pe3UCTeHTHOCT (BKmoyurenHo ESBL u nnasMma-
menuupara AmpC). Hakou n3osnaty, KOHTO NMpoAynHpar Gcra-naKraMass, ¢a TyBCTBHTONHH

| KBM 3-10 # 4-TO NOKONEeHHEe LieanoCOPUHEM NO Te3u rPAHWYHM CTORHOCTH M TpAOBa 1a ce
cHOOLIABAT KATO M3C/ISABAHH, T.¢ HaMUHeTo WK nuncata Ha ESBL camu o cebe cm ne
TIOBJIHABAT KATErOPH3MPAHETO 1O YYBCTBHTEOIHOCT. OTKPHBAHETO H KATErOpH3HPaHETO Ha
ESBL e npenops9uTenHo 38 HEJIATE Ha OOIECTBOHOTO 3ApaBe H KOHTPOJ Ha HH$EKIIHHATE.
2Camo HeyciokHeHH uHPpekuun Ha muxounure metuma (UTI), E. coli, Klebsiella spp. (¢
wikmouenre Ha K. aerogenes), Raoultella spp. u P. mirabilis.

3 YyBCTBHTENHOCTTA Ha CTaHIOKOKHTE KbM LedaOCTIOPHHH e H3BEKAR OT
ue)OKCHTHHOBATA YYBCTBHTEHOCT, ¢ H3KTIOUEHHE Ha LIeHKCHM, HedTHASHIUM-aBHbaKTaMm,
nedubyren u nedToNO3aH-TA300aKTAM, KOUTO HAMAT rPAHHYHH CTOAHOCTH K He TpAbBa 8
Ce MMPWIATAT 34 JieYeHHe HR CTa(IIOKOKOBH HHGeKIUH. 3a CpefCTBa, IPAJIaraHy IepopaHo,
TpsAOBA 218 ce TIONATaT IPYKH 38 ITOCTUraHe Ha OCTATHYHA EKCIO3HIMA HA MACTOTO HA
nadeximaTa. Axo uMa crob1meHns 3a 1edoTakcHM U Ued TPHAKCOH 38 UYBCTBHTENIHM KM
METHLIWTHH cTaHIOKOKH, Te TPAOBA N4 ¢e NOKIAABAT KaTO ,,'lyBCTBUTETHH, NOBHINEHA
excriosruas® (I). Haxon MeTHIIHH - pe3MCTeHTHH S. aureus ca YyBCTBHTETHH KbM
uedraponus u nedrodbumnpon.

4 YyscTBMTENHOCTTA HA CTPENTOKOKH 0T rpym A, B, C 1 G KbM He(anocrnopusy ce n3sexia
' OT YYBCTBHTEJIHOCTTA KbM OCH3UIMEHULIMIHH.

S = qyBCTBHTC/ICH, CTAHIAPTHA CXEeMa Ha fo3HpaHe; [= q}'rncmmenen, [IOBHLICHA eKCTIOZHIIMA,
R = peancrenreH

HOJIOI'MYHA

PasnpoctpakeHHeTO Ha NpUAoOHTaTa PE3HCTEHTHOCT MOXKE I8 BApHpa B pa3fIMYHKTE reorpadpcku
ofnactu u ¢ BpeMeTO 3a H30paHH BHAOBE, H 3aTOBA € HeoOxoauMa MecTHA MH(pOpMALIHA 34
PEe3UCTEHTHOCTTa, 0c00eHO NpH Jieuere Ha TexxkH HHpexkimu. [Ipu HeoOxoaumocT, TpabBa 11a ce
THPCH CHBET OT CIICLMATACTH, XOTaTO JIOKATHATA MeCTOTA Ha Pe3HCTCHTHOCT € TaKaBa, ue MOCTaBA oA
BBIPOC IIPUIOKHMOCTTA Ha LePYPOKCHM aKCEeTHNI IOHe IMPH HAKOH THIIOBE MHGOKIHH,

L

HedypokcuM obuuaifHo e aKTMBEH Cpelry ClIeAHUTE MUKPOOPTaHu3MH in vitro:

UP_I‘SHHSMH xum uﬁnmloneno ca E!ECTBHTEJIHH

Staphylacoccus aureus (MC’I‘HI.[WIHH -qyBCTBHTCJICH)*

Coagulase negative staphylococcus (MeTHLIMNHH-TYBCTBHTEJICH )
Streptococcus pyogenes
Streptacoccus agalacnae




I?aemaphﬂm influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Cnmpoxeru:
Borrelia burgdorferi
' Mnmgmmmn, HpH KORTO HPEACORTATA PE3RCTEHTHOCT MOXeE 1A €  mpoGaiem
[pam-nonoxurenHy aepodu:
| Streptococcus Enelmonm ]

C:trabacter ﬁeundu

Klebsiella aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

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

aM-110J10 aHaepobu:

Pepiostreptococcus spp.

| Propionibacterium spp.

Fusobacterium spp. .

Bacteroides spp. _ .

HacneacreeHo pe3NCTeHTHE MH TAaHH3IMH

Enterococcus faecalis

Enterococcus faecium

| [paM-oTpHuaTenyy aepobu:

Acinetobacter spp.

Campylobacter spp.

Morganella morganii

Proteus vulgaris

Pseudomonas aeruginosa

Serratig marcescens

Bacteroides fragilis L

Apyru:

Chlamydia spp.

Mycoplasma spp.

‘ Legionella spp.

* BCUYKH METHUHIIHH-DESHCTEHTHH S. aureus ca Pe3uCTeHTHH Ha LedYPOKCHM.

5.2 @apMAKOKHHETHYHHE CBOHCTBA

AbcopOuns

Cnen nepopanex npuem nedypokcum akcetun ce abcopbupa B raCTpOMHTECTHHAIKKA TPAKT H 6Bp30

C€ XHAPOJIM3Hpa B YPEBHATA MYKO3a H KpbBTa, KATO M0 TO3H HA4YHMH 1ie(ypPOKCHM NOCTHIBA B
KpEBoobpaiernero, Orrumanta abcopbipa ce mocTHra Npy pHeM BeIHAra Cliell XpaHeHe.

Crien npunoxeHHe Ha HedypoKCHM aKCeTHI Tab/IeTKH MUKOBH CEPYMHH KOHLEHPalyuu ;2,1 _
Ao3a ot 125 mg, 4,1 mcg/mi 3a xo3a ot 250 mg, 7,0 mcg/ml 3a go03a or 500 mg 1 1
ot 1 000 mg), ce nocTrurar mpubau3KTeNHO 2 A0 3 Yaca ClIeN MPAIOKEHHE, KO
Crenenra va abcopbims Ha e ypOKCHM, IIPHET KATO CYCNIEH3Us, € II0-HUCKS, B
TabeTkure, KATO TOBA BOAM A0 1O-0aBHO NOCTHraHe M IO-HUCKHK CTONHOCTH Ha
KOHLIEHTpaUX ¥ HaMaJieHa CHCTeMHa OHOHATHYHOCT (TIo-HucKK ¢ 4 1o 17 %).
nepopanHa cycnemsua 1 edypoKCHM akceTH TabneTku He ca 6HOoeKBHBAIE




TIPM 3/[pABH BE3PACTHH M CIEAOBATE/IHO HE CA B3AHMO3AMEHASMH Ha 0a3a MITHIPaM 34 MIWIMIpaM
(Bx. Touxa 4.2). GapMaKOKHHETHKATA HA LedhyPOKCHM ¢ TaHeliHA TpH NepopalHy Ao3M oT 125 no
1 000 mg. He ¢ HabmoaaBaHo HaTpynBaHe Ha LiehypOKCHM ClieR MPOOB/DKHTENCH NPHeM Ha
nepopaiHu Ao3H ot 250 no 500 mg.

PasnpeneneHue

B 3aBHCUMOCT OT METO/Ia HA H3CIE/BAHE C€ YCTAHOBABA CBBP3BAHE ¢ IUTA3MEHHTE MPOTEHHH MEXITY
33 1 50 %. Cnen npraOKEHME Ha eNHOKpaTHA Ho3a tedypoxcum akceTun 500 mg Tabnerka npy

12 3apasu RoSpoBOMIM, TpHBUANHA o6eM Ha pasnpeneneHue e 6un 50 1 (CV % =28 %).
KoHuenTpaiun Ha nied)ypOKCHM Haji MUHUMAIHHTE HHXHOMTOPHH HMBA 38 YeCTO CPeIIaHHTe
[IATOreHH MOraT [1a Ce NMOCTUIHAT B C/IHBHLIHTS, CHHYCHTC, OpOHXMANHATA JIMTaBHLIa, KOCTHTE,
[UIeBPANTHATA TEYHOCT, CTABHATA TEYHOCT, CHHOBHAHATA TEYHOCT, HHTCPCTHIHAIHATE TCYHOCTH,
JTHUKATA, XPATKHTE ¥ BETPEouHaTa Te4HOCT. LledypokcHM npeMHHaBa KPLBHO-MO3B4HATA Gapuepa
TpH BH3NATICHHO HA MCHHUHIHT®.

b OpM

[Hedypoxcnm He ce MeTabonmusnpa.
EnpMuHmpane

CepyMHMAT NOTY)KHBOT € Mexxy 1 1 1,5 gaca. [ledypokcHM ce eKCKpeTHpA Hpe3 rIoMepyJHA
dbrrrpamas 1 TySynHa cexpelius. BrOpeusHaT kiMpsHC € B rpaHuE ot 125 fo 148 mimin/1,73 m?,

Ion

He ca Habnionasany pa3/iMKe BbB PapMaKOKHHETHKATA Ha LIeyPOKCHM MEKIY MbiKe M XKeHH.

Cmapvecka ev3pacm

He ca HeoOX0ANMH cIeHHUAIIHH NPEANA3HHA MOPKH NPH NAIHCHTH B CTAPYECKA BB3PACT ¢ HOPMAIHA
6n6peuna GyHKIMA mpy 4034 f0 ofudaliHaTa MakcHManHa no3a or 1 g nHepHo. [TaumeHTHTE B

CTApYecKa BE3PACT € MO-BEPOSTHO Jia HMaT HaManeHa 6pbpedna QyHKIMA U 3aTOBA NPH TAX JO34TA
Tpa6Ba Aa ce KOPUrHpa B 3aBHCHMOCT oT 6p0peunara GpyHxuMa (BXK. TOUYKA 4.2).

Ileouampuuna nonyaayus

IpH kppMaYeTa Ha BH3PACcT > 3 Mecelia H npH Aclia (papMaKOKHHETUKATA Ha 1lepypOKCHM € CXO/IHa C
Ta3y, HabmozasaHa NMpU BE3PACTHH.

Hama HaTM4YHH JaHHHA OT KITHHIYHK M3NMWTBAHNA 38 MPHWIOKEHHS Ha LedypOKCHM aKCETHII IPY Acla
Ha BB3PACT 107, 3 Mecena.

Bvbpeuno yepeacoane

Be3onacHocTTa M epMKACHOCTTA Ha LiedypOKCUM aKCeTH MpH naumeHTH ¢ 656peuna HeAOCTATHIHOCT
He Ca YCTAHOBCHH.

LedypoxcHM ce eKCKpeTHpa OCHOBHO upes 6n6pewnre. Ilopany ToBa, KAKTO (IpH BCHUKH TAKHBA._
AHTHOMOTHLM, TIPH NANWEHTH ChC SHAYMTENHO Hapymerna 656peuna pyHkimus (1.€. \THHARG
xupbHE < 30 ml/MuHyTa) ce Npenopnysa A03aTa Ha LedyPOKCHM Jia Ce HaMalH, 44 gn'ce .
KoMIeHcHpa 3afaBeHaTa exckpemms (Bx. Touka 4.2). Lledypoxcum ce e&;umm;b

Heprodpobro yepexcoare
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Hsma HATHYHM JAHHHM 38 NAIMEeHTH ¢ YepHoapoGHO yBpexaaHe. Toi karo nedypokcHM ce
e/TMMMHHDA TTIABHO upes GubpeiTe, He ce 04AKBA HAIMUMETO Ha YepHOAPOOHa AUCPYHKIIHA Aa HMa
edexT BEpXY dapMakOXHHETHKATA Ha 1edypPOKCHM.

Bpw3xa papmaxoxuremuxa/(papmaxoounamuxa

3a LedaIOCNOPHHMTE € YCTAHOBEHO, e Hal-BaXKHAAT GapMakoKHHeTHICH/ GapMakoHHAMIICH
HHJIEKC, KOopeyiMpall ¢ epHKacHOCTTa in vivo, € TasH 4acT OT A030BHA HHTCPBA (% T), xoraro
KOHLIGHTPALWATa Ha CBOGOMHOTO BelleCTBO OCTaBa HaJ MHHHMA/THATA MHXMOHpAmA KOHLCHTPAIIHS
(MIC) Ha nedypoxcHM 38 OTAEIHUTE TapreTHH Buioze (T.e. % T > MIC).

53 IDpeaxnuaruHA AaHEH 38 6esomacmocT

HexuuuuHuTe JaHHK HE NOKA3BAaT ocobeH pHCK 3a Xopa Ha 6a3aTta Ha papMaKoNOrHHHH [POYYBaHHA
3a 6e30nacHOCT, MPOYYBAHHUA 38 TOKCHYHOCT ITPH MHOTOKP&THO NpHJIAraHe, reHOTOKCHIHOCT,
PEMpPOAYKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a pasBUTHETO. He ca nposesxaaHu npoydBaHuUA 34
KAPIHHOTEHHOCT. BLNpeKH TOR2, HAMA NAHHU, KOHTO Ja NPeATONAraT KapIHHOreHeH NOTeHIMAN.

I"aMa ryTaMiI TpaHCIeITTAa3HaTa RKTHEHOCT B YPHHATA Ha IUTBXOBE ¢& HHXHOMpA OT pa3IiiHH
uethanocropuHy, 0b6aye HUBOTO Ha MHXUOUpaHe ¢ Ne(YPOKCHM € MO-HHUCKO. ToBa MOXE Zia € OT
3HAYCHHE 3a MOBMABAHE HA KIHHHYHHTE JaO0OpaTOPHH TeCTOBE MPH XO0pa.

6. OAPMAIEBTHYHH JAHHHA

6.1 Cuoechk HA NOMONIHHTE BEelleCTRA

MuKpoKpHCTAIHA LIETYI03a
Harpues naypuincyndar

Kpockapmenosa HaTpuit

XHAPOreHHpaHoO PACTUTEITHO MACIO
CuwieB AMOKCH, KOJIOHACH Oe3BOIeH

XHIpoMeno3a

[Tpormmnenrmaxon
Onacnpeit 6smo M-1-7120J [ceappxka THTaHoB auokcua (E171) u natpues Serzoar (E211)]

6.2 HechrbBMeCTAMOCTH

[To Bpeme Ha Neuenne ¢ LedanocnopuHM ce crobiasa 3a nonoxuTesieH TecT Ha Coombs — ToBa
SBJICHHE MOJKE 12 MTOBJIHAE HA KPBCTOCAHATA Mpoda 38 CHBMECTUMOCT NPH KPbBOTIPETUBAHE.

6.3 Cpoxk Ha rogaocr
36 Mecena
6.4 CoenaajHE YCJI0BHSE HR ChXpARHEHHE

Ha re ce cpxpanaBa Hax 30°C,

6.5 BaaE chaALPXKAHHE HR ONAKOBKATA LT TR s
;’fj » ri' LT ..-I‘;. N
gt e ey TG
BnucrepHa OrakoBKa OT &IyMHHHEBO (OJTHO C 8[yMHHHEBO NOKPHTHE. I T N\
- . R -‘..: & R
KonmdecTso B eaHa onaxkoBka: 6, 10, 12, 14, 15, 16, 20, 24 » 50 Tabnerxu. & w2 |
g : i
I
He BcHUKH BHOOBE OIIAKOBKH MOTAT Aa ObAaT mMyCcHaTH B npoaaxOda. 1“._ 4
o
- \{j{;wﬂ ;g.;_".
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6.6 CrenEaTHH NPeABA3RE MEPKHE NpR KIXBPLPJIAEE B pabora

HeHsnon3sagusaT TeKapcTBEH MPOAYKT WK OTNAABYHATE MATEPHATH OT HEro TPSOBa N1a C€ H3XBBIAT
B ChOTBETCTBHE C MECTHHTE HIMCKBAHUA,

7. MIPATEXATEJ HA PASPEINEHHETO 3A YIHOTPEBA

Sandoz d.d., Verovikova 57,

1000 Ljubljana,

CnopeHHA

8. HOMEP(A) HA PAJPENIEHHUETO 3A YIOTPEBA

3uHat 250 mg drwimupanu Tabnerku - Ne 20020074

3unat 500 mg ¢punmuparu Tabnerku - Ne 20020075

9. JATA HA OBPBO PAPEHIABAHE/TIONAHOBABAHE HA PASPEINIEHUETO 3A
YIIOTPEBA

Hara Ha mepBo paspemaBane: 27 mMapr 1991 r.

Hara Ha nociaeaHo nogHoBaBaHe: 15 cerrremspn 2010 T,

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

06/2026
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