KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

1. HMME HA JJEKAPCTBEHMS IPOAYKT | U2NLAHATENHA ATEALIAR 110 NEKAPCTRATA

Kipamxa xapakmepucmuka Ha npogykma Mpusowerue 1

3uHar 250 mg ¢unMupanu Tabnerku DO 032G }-\J"
Zinnat 250 mg film-coated tablets Kbm Pea, Ne ﬂ("(}/
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2. KAYECTBEH A KOJIMYECTBEH CHCTAB

Paspewerue My
3unat 500 mg dunmupanu TabaeTku

Zinnat 500 mg film-coated tablets

3unar 250 mg ¢punmupanu Tabnerku
Beaka tabnetka chabpika 250 mg nedypokcum (cefuroxime) (xato uedypokcum akcerun (cefuroxime
axetil)).

3unat 500 mg punMupanu TabneTku
Beska tabnetka chaspxa 500 mg nedypoxcum (cefuroxime) (kato uedrypokcuM akceTw (cefiroxime

axelil)).

[loMomHO(H) BeIecTBO(a) ¢ H3BECTHO NSHCTRHE:

3unar 250 mg ¢prMupany Tabnerku
Besika Tabnetka cuabpika 0,00203 mg HaTpues 6ensoar (E211)
Besaka tabnerka cuabpxa MeTHIMapaxuapokcubensoar (E218) u mponunnapaxuapokcutensoar

(E216)
3uHar 500 mg dunmupanu tabaeTku

Beska tabnetka cpappxa 0,00506 mg Harpres Gensoar (E211)

Beska rabnetka chabpska MeTunapaxuapoxcHbensoar (E218) u npomannapaxuapokcubenszoar
(E216)

3a TBHUA COUCHK HA OMOLIHUTE BEINECTBA BHIKTE TOYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

PuiMupana TabneTka (Tabnerka)

4. KJMHHAYHHA NAHHA
4.1 TepaneBrHuNEA moKa3aHHA

3MHAT ¢ IOKa3aH 3a lcYeHne Ha MOPOeHUTE IO-A0JTY HH(EKUHY ITPH BH3PACTHH U €12 HA BL3PacT Ha
H HaJ 3 Mecela (BxK. TOUkH 4.4 u 5.1).

Heycnoxxnenu HHpeKLHK HA KOKATA H MEKHTE ThKAHH
Jleuenue na panuu nposeu Ha JlaiimMcka Gonect

o OCTBp CTPeNTOKOKOB TOH3WAHT H apHHTHT
. Octbp bakTepuanen cuHyUT

. OcThbp OTHT Ha CpeAHOTO yXO

o Octpu ex3anepbaiiiy Ha XpOHHYEH GPOHXHUT
* Lincrat

. ITuenonedpur
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Tps0Ba 1a ce B3eMaT npenBHA OGHUIMATHUTE HACOKHM 3a TIPABHIIHATA YIIOTpe6a Ha aHTHOAKTE pHAITHH

CpENCTBA.
4.2 Jl03MpOBKA H HAYHH H2 UPHJIOKEHHE

Llo3UpoBKa

OOnyaliHUAT Kypc Ha JledeHHe e ceeM AHM (MOKE Ja BaPHpa OT NET A0 JeceT ITHH ).

Tabnuya 1. Beapacmnu u deya (> 40 kg)

Hoxkazanue

H03HpOBKA

OCTBp TOH3HIINT U HapHHTHT, OCTEP
DakrepuancH CHHYUT

250 mg aBa ITETH JHEBHO

OCTBp OTHT Ha CPETHOTO YXO

500 mg nBa ITbTH AHEBHO

OctpH ex3auepbaii Ha XpOHHYEH GPOHXUT

500 mg nBa METH AHEBHO

HHucTHT

250 mg nBa OBTH JHEBHO

[luesoHeppur

250 mg npa ITLTH JHEBHO

HeycnoxHenu HHMEKIMH Ha KOXKAaTa ¥ MEKHTE
THKAHH

250 mg nBa ITETH THEBHO

Jlalimcka Soltect

500 mg npa nbTy gHeBHO 3a 14 mHH (Mexnay 10 u
21 nun)

Tabauya 2. leya (< 40 kg)

IMoxkazanue

Jlo3nposka

OCTbp TOH3UIMT H (PAPUHTHT, OCTED
OakTepHaieH CHHYMT

10 mg/kg nBa mMbTH JHEBHO, 0 MAKCHMAJIHA 1032
ot 125 mg nBa ObTH AHEBHO

Jlena Ha BB3pAcCT ABE WM IIOBEYE TOAMHU C OTHT

Ha CpeTHOTO YXO HJIH, KOTaTo € NMPHIIOKMMO, C
MO-TEKKH HH(pEKIAH

15 mg/kg nBa MBTH AHEBHO, O MAaKCHMAJIHA J1034
oT 250 mg aBa ITETH THEBHO

Muctur 15 mg/kg nBa meTH AHEBHO, 1O MaKCHMAJIHA 1034
or 250 mg aBa ITETH JHEBHO
IImenonedpur 15 mg/kg nBa mbTH AHEBHO, O MAKCHMAJIHA 034

oT 250 mg nBa meTH AHeBHO 3a 10 10 14 gHK

HeycnoxueHn nH(pEKLHM Ha KOXKATA H MEKHTE
THKAHH

15 mg/kg ABa IbTH AHEBHO, A0 MAKCHMA/IHA 1034
ot 250 mg z1Ba ITbTH JHEBHO

JlaitMcka donect

15 mg/kg nBa MBTH AHEBHO, 10 MaKCHMaJIHa 1034
or 250 mg nBa meTH AHEBHO 3a 14 anHu (10 go
21 nHm)

Hama onut ¢ npunokenye Ha 3HHAT [IPH A€l Ha Bb3pacT noj 3 Mecela.

TaOnerkure 1edypokcHM akCeTHI M rpaHyJIHTE 3a NEPOpATHa CYCIEH3MS e YPOKCHM aKCETHII HE ca
OMOEeKBHBaJICHTHH M HE ¢a B3aHMO3aMeHsIeMH Ha 6asa MHIHATPaM 3a MEIUTpam (BX. TO4Ka 5.2).

bvbpeuno yepeocoane

bezomacHocTTa H edHKacHOCTTa Ha LedyPOKCHM aKCETHII NP NAIMEHTH ¢ GB0peuHa HeOCTATHYHOCT

HE ca ycranoBeHH. Llepypokcum ce exckperupa raeHo upes 6u6penute. ITpu nauueHTH C
3HAYMTE/THO HapylueHa ObOpeuna QyHKIMA ce mpenopbuBa 103aTa Ha HedypPOKCHM
Aa ce koMneHcupa 3abaBeHaTa ekckpeund. LiegypokcuM ce enumunupa edexTHBH




Tabruya 3. Ipenopvuumennu dozu Junam npu 6v6peuno yepedicoane

KpeaTHHHROB KaapLHC Tz IpenopbunaTenna go3a
(uacose)

> 30 ml/min/1,73 m? 1,4 -2.4 He e HeoOXoMMa KOPEKLMA Ha J103aTa, CTAHAAPTHA
Ao3a ot 125 mg 1o 500 mg ABa IBTH JHEBHO

10-29 ml/min/1,73 m? 4.6 CTaHJapTHa HHAMBWAYAIHA 1034, JaBaHa HA BCEKH
24 yaca

< 10 mVmin/1,73 m? 16,8 CTaHJapTHAa HHAWBHIYAJIHA /1034, TaBaHA HA BCEKU
48 vaca

IIpu xemonnanu3sa 2-4 EnHokpaTHa foITb/IHHTEHA CTaHAapTHA
HHIMBMyaJlHA J03a TpA0OBa Ja ce JAaea B Kpas Ha
BCAKA JUANTH3A

Yeprodpabuo yepesicoane

HsaMa HanMYHH NaHHM 32 NAIHEHTH ¢ 4EpHOAPOOHO yBpexkane. Thil KaTo LedypPOKCHM ce
CKCKpeTHpa rnasHo 4pe3 OB0penuTe, He e OYAKBA HATHYHETO HA HapyllieHa YepHOoApoOHa QYHKIHA
1a MMa e(eKT BbpXy hapMaKOKHHETHKATA Ha HedypoKCHM.

Ha4uvx Ha npumoxenne

[lepopanro npwioskenue
3uHar TabeTku Tpa6Ba da ce MpUeMAT clen XpaHCHE 3a ONTHMAaITHA abcopOrus.

Tabnerkure 3unar He Tpa6Ba fa ce pasTpOLWIABAT H [0 Ta3H OpHYUHA HE ¢a TOAXOAAIH 3a JeYeHHE Ha
NAHHEHTH, KOUTO HC MOraT aa nonrsiiat Tabnerku. Ilpu nena Moske Ia ce H3MOI3Ba 3HHAT repopansa
CYCIIEH3HA.

B 3aBUCHMMOCT OT 03MpPORKaTa, ca HAIMYHE K ApPYTA JEKAPCTBeHH (POPMH H KOHLEHTPALMH HA TO3M
NPOAYKT.

4.3 IIpornBonokazanns

CBPBXYYBCTBUTENTHOCT KBM 11y POKCHM HITH KbM HIKOE OT MOMOLIHHTE BEILECTBA, H3OPOEHH B
TO4Ka 6.1.

I1atieHTH ¢ M3BECTHA CBPBXYYBCTBHTETHOCT KBM LeaTOCHIOPHHOBH aHTHOMOTHIIM.

AHaMHECTHYHH JIJAHHH 32 TEXKa peakius Ha CBPBXYYBCTBHTETHOCT (Harp. aHahUNaKTHYHA PeaKiys)
KbM APYT THI OeTa-/1aKTaMHH aHTHGAKTEPHATHH CPEACTBA (MIEHRIWTHHHE, MOHOOAKTaAMH H
KapbaneueMu).

4.4 CroenHAIRM npegynpesnenns H NpEeANa3HA MEPKH NIpH ynoTpeha

PeakiMy Ha CBPLXYYBCTBUTEHOCT
CneunanHo BHHMaHHe € HEOGXOqHMO [IpH NAlIMEHTH C aHAMHE3a 34 AJICPTHYHA PEaKLIHA KbM
NEHAUMITHHA HIIM 1PYTH OeTa-1akTaMHH AHTHOHOTHLM NOPAH PHCK OT KPBCTOCAH& 4UyBCTBHUTETHOCT.
ITogobHo Ha BcHuKH GeTa-nakTaMAu aHTHOAKTEPUANIHM CpeAcTBa UMa ChOOLICHHS 3a CEPHO3HH H
[TOHAKOTa (paTalHH PEaKIHK HAa CBPBbXIYBCTBUTENHOCT. UMa CHODLIECHNS 33 peaKilMU Ha
CBPRXMYBCTBUTE/IHOCT C MPOTpecHs A0 CUHAPOM Ha Kounis (OCTbp altepruden cnassM Ha
apTepHA, KOHTO MOXKeE Aa JoBese A0 HHDApPKT Ha MHOKapaa, BxX. Touka 4.8). B cryua "
TOXKA peaKlHA Ha CBPBXYYBCTBUTETHOCT ICUCHHETO ¢ HedyPOKCHM TpsiOBa na ce
He3a0aBHO U J1a ce MpeJIpHeMaT MoIX0IIRH MEPKH 34 CIISIIHO JeYeHME,

PEAKIMH HA CBPBX'YBCTBUTENIHOCT KBM LIEhYPOKCHM, KBM ApyrH Uedanocnopu KADYTH
THTI0Be beTa-nakraMuu cpeacTea. Ledypokenm Tpstea 1a ce MPIIATa ¢ OBHILCHORMIMAHHE [IPH &

N



TAUHCHTH C aHAMHE3a 32 HETEHKKH PeakLMU Ha CBPhX4YBCTBMTENHOCT KbM APYTH HeTa-TakTaMHH
CpeacTBa.

Texku KOXXHH HeXENaHH PeakLHy (Severe cutaneous reactions-SCAR)

BxB Bp13ka ¢ sievenye ¢ nedypokcuM ca chboBIIEHH TEKKH KOKHH HEKETAHN PEaKIMH, BKTIOYBAILIH:
CHHZIpOM Ha Stevens Johnson (Stevens-Johnson syndrome-SJ S), TOKCHYHA enuIepMaliHa HEKPOJIH3a
(toxic epidermal necrolysis- TEN) u JICKAPCTBCHA PEAKLIHA C €O3UHOMIINSA U CHCTEMHU CHMITTOMM
(drug reaction with eosinophilia and systemic symptoms- DRESS), xouro morar f1a ca
KUBOTO3aCTpalUaBALK HIIH C NETaNCH W3XOM (BX. Touka 4.8).

Ipu npeanuceanero naurentyure TpaGea Aa 6BaT HH)OPMHpPaHY 32 MPHU3IHALMTE M CHMITTOMHETE H /Ia
Obaat HaGMoNRBAHM ¢ [IOBHIICHO BHMMAHHE 32 KOIKHH pPeaKUuHH. AKO ¢€ NOABAT NPHU3HAIH U
CHMITTOMH, TIOKa3aTe/THH 3a TakaBa peakLys, IPWIOKEHHETO Ha iedypoKcHM TPAOBa He3abaBHO 1a ce
NPEYCTAHOBH U J]a Ce OOMUCIIN aNTEPHATHBHO JIeUeHHE. AKO MALHEHTHT e pa3BHII CEPHO3HA peaKiIys,
karo Hanpmep SJS, TEN win DRESS npu ynorpe6ara Ha uedypoxcum, He TpsOBa HIKOra OTHOBO /a
C€ 3aro4Ba JICYCHHE ¢ HePyPOKCHM HA TO3M MaLlUeHT.

Peaxis na Jarisch-Herxheimer

Peakuwus Ha Jarisch-Herxheimer e HaGmonasana ciex eyenrse Ha JlatiMcka 6onect ¢ Hedypokcum
aKceTW1. Ta3u peakups € NPAK PE3yNTAT OT OaKTepHLIMAHOTO NEHCTRHE HA UePYPOKCHUM aKCETHIT
BBPXY NpHYHHHTENA Ha JlaiiMcka Gonect, cnupoxerara Borrelia burgdorferi. Ilaunentute Tpabsa aa
CC MPECAYTPEIAT, e TOBA € 46CTa H OOMKHOBEHO CAMOOTPAHHYABAIIA CE PEaKIUA BCIECACTBHE Ha
aHTHOHOTHYHO NeyeHue Ha JlaliMcka Gosect (BX. TOuKka 4.8).

CepBXxpacresx Ha HEYYBCTBHUTEJIHH MUKPOOPTAHH3MHU

Kakto npw 1pyry aHTHOHOTHLIHK, NPUIOkKEHHMETO Ha IeYPOKCHM aKCETH MOXKE A JIOBEJE 0
CBpBXpacTex Ha Candida. TIpONBIDKHUTENHOTO IPHITOKEHHE MOYe CHILO 13 NOBEIE 0 CBPBXPACTEXK
Hd IPYTH HEYyBCTBUTCIHA MUKPOOpraHu3mu (Hanp. eHtepokoku u Clostridium difficile), koeTo Moxke
fla HaJIOKH CTIHpaHe Ha JICYeHHEeTo (BXK. Touka 4.8).

[Icesnomembpanosen xout, cBbp3an ¢ NPHEM Ha aHTHOAKTEPUATHHU CPE/ICTRA, ¢€ CHLOOILABA C NOYTH
BCHYKH aHTHOAKTEPHATHH CPEACTBA, BKIFOYHTEIHO H Le()YPOKCHM, KaTO [0 TeKECT MOXKe 1a BapHpa
OT JICK [0 JKHBOTO3ACTpAlIaBAIL. Tasu AnarHo3a TpAGBa Ja ce HMa NpPeABHL IIPH NALMEHTH C AUapHsa
110 BPEME Ha WIIH CiTell IPUIIOXKEHHETO Ha UeypokcHM (BiK. Touka 4.8). B Te3u ciTyuau TpaGsa aa ce
OOMHCITH CIIMpaHe Ha JIEYEHHETO ¢ LieypOKCHM H PUIOKEHHE Ha crieHHUYHA Tepanus 3a
Clostridium difficile. He Tpsa6Ba na ce npwiarar JIEKapCTBCHH NPOIYKTH, KOHTO HHXHOMpAT
NEPHCTANTHKATA (BXK. TOuKA 4.8).

llopnusBane Ha pesynrariTe OT IHArHOCTHYHM TECTOBE
PasBHTHETO Ha nonoxuTeeH Tect Ha Coomb’s, CBBPIAHO C NIPUIOKEHUEC Ha LIEPYPOKCHM, MOJKE /14
[OB/IHAC HA KPBHCTOCAHATA NPoGa 33 CHBMECTHMOCT IIPH KPBBOIPETHBAHE (Bk. TOuKa 4.8).

Tit kaTo Npu npoBexnaHe Ha BePHILIHAHKICH TECT MOraT Ja ce moay4ar (panuso HEraTHBHA
PC3YIITAaTH, 3a U3CIEeBaHe Ha HUBATa Ha IMIOK03a B KPHBTA/TUIa3Mara [pU MALKHEeHTH Ha Ledypokcum
dKCETHIL CE Npenoprysa yrnorpedara Ml Ha MIFOKO300KCHIA3HIA, HITH Ha XeKCOKHHA3HMS METON.

Baxxua nndopManus 3a noMoLHITE BemmecTsa

Tosa nexapcreo cuappxka 0,00203 mg HaTpreB GeH30aT BbE BCSKA Ta6METKA OT 250 mg.
ToBa siekapcrao cpabpxa 0,00506 mg HaTpHeB OeH30aT BBB Besika Tabnetka ot S00 mg.
Tabnerkure 3unat chaBpKAT NAapabeHH, KOHTO MOraT Ia NPEAH3BHKAT aI€PriYyHH PEaKLHH
(BB3MOXHO € J1a ca ot 3a0apeH Tum). Topa JIEKapCTBO CHABPKA MO-Mako ot 1 mmol H
T.C. MOXE /12 C© KaxKe, Y€ NPAKTHICCKH HE ChABPIKA HATPHIA.

4.5 BaammogeiicTere ¢ gpyrH JIEKAPCTBEHH NPOXYKTH H APYTH GOpMH Ha

JlekapcTBa, KOHTO BOAAT 40 MOHIKEHA KHCEIMHHOCT B CTOMaxa, MOraT 1a AoBeadY AR O:gmtKa.
OHOHATHYHOCT Ha LedypPOKCHM AKCETHI, B CpaBHEHHE ¢ OHOHAJTHYHOCTTA, MOCTUT @pﬂ pPHEM Ha_\ >
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rNaaHo, U ChUIO TAKa, 1a eNNMMUHUpaT e€diexTa Ha nogobpseaHe Ha abGcopOLHATA PH TIPUEM CJIE/
XpaHEHE.

Ledypokcum akceTHn Moxke Aa MOBIMsE CTOMALIHO-UPEBHATA (hJ10pa, KOETO Ja JOBEAE [0 O-HHCKA
peabcopbLyis HA eCTPOTCHU M HaMalleHa eh)MKACHOCT Ha KOMOMHHPAHHTE NePOPAIHM KOHTPALICITTHBH.

Llepypoxkcum ce eKCKpeTHpa 4pes ioMepy.iHa GunTpanus u TyOyiIHa cekpewms. He ce mpenoprusa
€AHOBPEMEHHO NPUIIOXKEHHE ¢ NIpobeHela. EAHOBpeMEHHOTO NPHIIOKEHHE ¢ MPOBEHEHA
3HAYHTEIHO MOBHILABA MMKOBaTa KOHUEHTpaLMs, IIIOLITA O/ KPUBaTa CepyMHa
KOHLIEHTPALIKs/BPEME H €JIMMHHAIIHOHHHS TIOTY)KHBOT Ha LE(QYPOKCHM.

EnHoBpeMeHHOTO MPHIIOKEHHE C TICPOPaIHN AHTHKOAryIAHTH MOKE 1 JOBee 4O MOBHIIABaHE Ha
MEXTYHApOAHOTO HOPMANIH3UpaHo choTHOmeHHeE (INR).

4.6 @epTAARTET, OPEeMEHAOCT H KhpPMEHe

bpeMeHHOCT

HWma orpannyuens qanHu oT ynorpebata Ha nedypoKCHUM npy GpeMeHHH skeHH. [IpoyuBaHuATa IpH
KMBOTHH HE MOKA3BAT BpEAHH ¢EeKTH BHPXY OpeMeHHOCTT2, eMOPHOHAIHOTO H (PETAJTHOTO Pa3BHUTHE,
paXKIaHeTO A [IOCTHATANTHOTO pasBUTHE. 3UHAT TpaOBa Ja ce IpeandcBa Ha GpeMEHHH 3KE€HH caMo aKo
TNIOJI3HTE HAJBHUILABAT PHCKOBETE.

KspMmene
LedypokcuM ce oTnena B KbpMaTa B MaJIKH KojIHYecTBa. He ce oyaKkBaT HexXenaHu peakiHu [pH

TEPaNCBTHYHH XO3H, BEIPEKH Y€ HE MOXE [1a C€ M3K/IIOUH PHCK OT Pa3BHTHE Ha JHAPHA H 'bOMYHA
HHQCKUMA Ha TAraBULUTE. Pa3sBHTHETO Ha Te3H peakuMH MOXKE 112 HaJI0XKH CITHPaHe HA KEPMEHETO.
Tpabea na ce uMa NpeaBH BB3MOKHOCTTA 3a ceHcuO3anua. L{edypokcum Tpsbsa a ce npuiara
IPH KbPMAYKH, CAMO C/e] OLeHKa Ha OTHOLUCHHETO II0J13a/PHCK OT JIeKYBAIHA JIEKAp.

QepTHIHTET
Hsama nannu 3a edeKTHTE Ha e yPOKCHM aKCETH BbPXY (epTHIMTETa MPH X0pa. PerpoayKTHBHH
NPOY4BaHHUA NIPH JKHBOTHH HE ca MOKa3anH eDeKTH BupXY (pepTHINTETA.

4.7 EdexkTn BppXxy cnocodaocTTa 32 modupane m pabora ¢ MAIIHHA

He ca npoBexaaHH NMpoy4YBaHHs 3a eeKTHTE Ha IeYPOKCHM BEPXY CIOCOOHOCTTA 3a lodUpaHe U
pabota ¢ MaiMeH, Bee mak, Thi kaTo JIEKaPCTBOTO MOXKE @ IPHYMHH 3aMasHOCT, [IALIMEHTUTE TpAOBa
Aa ObAT npeaynpe/ICHH Aa OBAaT NpeAnasIuBy NpH wodHpaHe H paboTa ¢ MallHHH.

4.8 Hexenann JeKAPCTBEHH PeaKIHA

Haii-4ecTuTe HeskenaHn peakluy ca cBpbXpactex Ha Candida, eosunodunus, rinasobonue,
3aMasdHOCT, TaCTPOHHTECCTHHAIHH HAPYLIEHHUA M MPEXOAHO MOBUHIABAHE HA YEPHOAPOOHHUTE €H3HMA.

KaTeropusupaneTo 1o 4ecTOTa Ha HEKEJTAHUTE JICKAPCTBEHH PEAKIIHU 110-I0NY € IPHOIHIHTENHO, Thid
KaTo 3a [IOBSYECTO PEAKLIMH HE Ca HATHYHH NMOAXOAAIIH JaHHH 3a H3YHC/IABAHE HA YecToTaTa
(HanpuMep, TakHBa OT IUIale00-KOHTPOJIMPAHH KIHHHYHH NpoyuBaHua). B jonbiHeHue decToTaTa Ha
HEXKEJIAHHTE ICKAPCTBCHH PEAKIIHH, CBBP3aHU ¢ Le(ypPOKCHM aKCETHII, MOXKE J1a BApHpPa B 3aBHCHMOCT
OT HHAUKALHATA.

JaHHH OT OOIIMPHU KIHHHYHM [IPOYYBaHHS Ca W3MOI3BAHH 33 ONpPEACAAHE Ha YECTOT 3BFTRA 110
HEXKCITAHUTE JICKApCTBEHH PEAKIIHH B KATErOPHUTE OT MHOTO Y€CTH J10 peaku. Yec pfingcdia-serr s,
APYTrH HEXKENIaHM JICKapCTBeHH peakivH (T.e. Te3u ¢ dectoTa < 1/10 000) ca ycTan QHcIE ok Tx »
OCHOBA Ha [NOCTMAPKETHHIOBH JIJAHHH H YECTOTATa HM 3aBHCH OT YECTOTATa Ha CHO[LdS X <A
HCXKEJIAHH peaKiliy, a HE OT peaHara 4ecTora. HsiMa naHHM ot maunebo KoHTpOonINp UpOYUBAAILL. ¢ ¢
Koraro yecToTaTa Ha HEXKENIAHHTE PeaKilHH Ce H3UHCAABA OT JAHHHA OT KIHHHYHH o8 BapYEL TOBa | f s
C€ OCHOBABA HA CBHP3aHM ¢ JISKAPCTBOTO JaHHH (110 MpeLeHKa Ha H3CIIe0BaTe ). :ﬁa?gm
&3l
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IPYIIMPaHE B 3aBHCHMOCT OT YECTOTATa, HEXKETAHUTE J1IEKAPCTBEHH PEAKIIMM A H3OPOEHH B HU3XOIAII
pelt IO OTHOLICHHE HA TAXHATA CEPHO3HOCT.

CBBP3aHUTE C ICHEHHETO HEXEIIAHH JIEKAPCTBEHH PEAKLHH, BCHUKH CTETIEHH, ca H3GPOSHH T10-10ITY,
cernacHo MedDRA, mo cicTemo-opraseH Kiac, 4ecToTa U cTeneH Ha Texect. M3nojsBana e cileqHaTa
KJIaCH(HKaLHA Ha YECTOTATA HA HEXXEIAHWTE JICKAPCTBEHN PeaKLHH: MHOTO uecTH > 1/10; YecTH

> 1/100 no < 1/10; wewectn > 1/1 000 no < 1/100; peaxu = 1/10 000 go < 1/1 000; MuOrO penku

< 1/10 000 u ¢ Heu3BecTHA MecTOTA (OT HANMYHHTE JAHHH HE MOXKE A3 ObJic HanpaBeHa OLEHKA).

Cacremo-opranen
KJIac

YectHn

Hudexkimm un

HHQ CCTAIIHH

HeuecTH

C Hen3BecTHA YecTOTA

CBPBLXpacTex Ha
Candida

cBpbxpactex Ha Clostridium
difficile

Hapyviiienud Ha
KPBBTa H

JIHM[LDH&T&

CHCTCMA

CO3HHOPHITHA

Crpaeunu
HApYIICHHS

MMO3UTHBEH TECT HA
Coomb’s,
TPOMOOIITOTIEHHA
JIEBKOTICHHA
(IOHAKOra Texkka)

ull

XCMOJIIMTHYHA aHCMHUA

cHHApoM Ha Kounis

HapyineHus Ha
HMYHHATa CHCTEMa

JIEKapCTBEHA TPecka, CepyMHa
Oonect, aHadHNakcHa, peakLUs Ha
Jarisch-Herxheimer

Hapvinenms Ha
HEePBHATA CHCTEMA

riaBoboinue,
3aMasHOCT

CTOMAIIIHO-

YpCBHH
HaADYUICHHA

OUapHs, rajacke,
KopeMHa (onka

MOBPBLIAHE

ICeBAOMeMOpaHO3eH KOANT (BXK.
TOouKa 4.4)

XenaroOHnuapHu
HapYIIeHHS

NPEXCOHO
NIOBUILIABAHE HA
HUBATA Ha
YePHOAPOOHHUTE
C€H3UMH

KBITEHULIA (TIPETHMHO
XOJIECTATHYHA ), XSMATHT

Hapymienus Ha

KOXKAaTa U

NOAKOKHATA TEKaH

KOXXHH 0OpHBH

ypTHKapHi, cbpbex, epureMa
MyJITH(DOpME, CHHAPOM Ha
Stevens-Johnson, TokcuuHa
eNHICpPMalIHA HEKPOIH3a
(eK3aHTeMHa HEKPOIH3a) (691,
Hapyuienua na umynnama
cucmemMa), AaHTHOHEBPOTHYEH e1eM,
JIEKApCTBEHA peaKlMA ¢
€O03HHODUIHA ¥ CHCTEMHH
cuMnToMu (DRESS)

Onucanue na uzbpanu nexcenanu pearxyuu

[lehanocriopHHHTE KaToO KJac MMaT CBOHCTBOTO 1a ce aAcopGHpaT BEPXy AOBbPXHOCTTA HA
MeMOpaHUTe HA YEPBEHHTE KPHBHU KIIETKH U [Ia PEArHpPAT ¢ AHTHTENA HACOUEHH Cpelly JIEKapCTBOTO,
B pE3yJITaT Ha KOCTO Aa NO3HTHBHPAT TecTa Ha Coomb’s (koeTo MOXKe Ja NOBIIHAE Ha KPBCTOCAHATA
poba 3a CHBMECTUMOCT TIPH KPBEONPETHBAHE) H MHOTO PAAKO 1 IPHHHHAT XeMOMHTHYHA AHEMHUS.

HabironaBaHo € npexonHo noBKmaBate Ha cepyMHHMTE HHBA HA YEPHOAPOGHHUTE EH3UM
0DHKHOBEHO € 00paTHMO.

lleouampuuna nonyvaayus

[TpogmnbT Ha GE30NMACHOCT Ha He(PypPOKCHM AKCETHII [IPH JIELA € B ChOTBETCTBHE

BB3PACTHH.

CrobimaBaHe Ha MOAO3HPAHH HEKEIAHW PEaKLHH




Ceo0masaneTo Ha [TOAO3NPAHH HEXKEMaHH PEaKLMK C/Ie] paspelliapaHe 3a YNOTpeOa Ha JIeKapCTBEHUS
NPOIYKT € BaxxHO. ToBa 1103BOJNABA f1a NPOIBIKYE HAGIOACHHETO HA ChOTHOWIEHHETO MoJ3a/PUCK 3a
JICKAPCTREHUSR TPOAYKT. OT MEAMIMHCKUTE CREMAIMCTH CE H3HCKBA Ia ¢chobIlaBaT BCAaka
MOAO3MpaHa HEXCAAHA PEaKIIMA Ype3 HalMOHAIHA CHCTEMA 33 ChOOIIABAHE:

Mamennurenna arenius no nekapcreata

yi. ,,Jdamss I'pyes” Ne 8
1303 Codus

Ted.: +359 2 §90 34 17
yebcaiiT: www.bda.bg

49 Ilpenoszmpane

IIpenosupanero Moxe ma 1oBene o HCBPOJIOTHYHH MOCTIEICTBHA, BKJIIOYUTENHO eHIiedanonaTus,
I'bpHOBE M KoMa. CHMIITOMH Ha MPENI03UPAHe MOTAT Ja Ce HOABAT, aKO J034Ta HE CE HAMAISRA
PABUITHO MPH NauMeHTH ¢ Ob0pedHo yBpexaaHe (Bxk. ToukH 4.2 u 4.4).

CepyMHuTe HHBA Ha e YPOKCHM MOTAT Ja OBIAT OHMIKEHH 4pe3 XeMOAHAIH3a HIIH NEPUTOHEANTHA
NHAITH3A.

5. ®APMAKOJOIHYHHU CBOMCTBA

3.1 dapmakogAEAMHAYHE cBolcTBA

DapmakoTepaneBTHYHA IPyIa: aHTHOAKTEPHATHY CPeACTBA 38 CHCTEMHO MPWIOKEHHE, BTOpa
renepaums nedanocnopunu, ATC koxn: JO1DCO2

MexaHW3BM Ha eHCTRHE

Lledypokcnm akceTm ce XMAPONK3Hpa Upes ecTepasHy €H3MMHU 1O AKTHBHUS AHTHOHOTHK

HedypOKCHM.
Heypokcum uHXHGHpa cHHTe3a Ha GaKTepHANHATA KIIeThYHA CTeHA 4ype3 CBhP3BAaHE C MEHULIUIHH-

CBbp3Bali npoTerHH (PBPs). Toeu Boau a0 npexbepane Ha G1ocHHTe3aTa Ha KIETHYHATA CTEHA
(NenTHAOTIIHKaHK) H Ciie]l TOBa A0 KIeThYHa AM3a 1 CMBPT Ha KIeTKaTa.

MexaHuasM Ha PE€3UCTEHTHOCT

bakrepuannata pesucTeHTHOCT KBEM Lie(yPOKCHM MOXE 1a Ce IB/DKH HA €IHH WIH MOBeYe OT

CIIEAHATE MEXAHU3MHU:

. XH/IpONM3a Ype3 OeTa-NaKkTaMasH; BITIOYHTENHO (HO He OrpanmueHo a0) 6eTa-TaKTaMasH ¢
pasirpe criekTsp (ESBLSs), kakto 1 AmpC eH3umMu, KOHTO MOTaT 1a ce HHIYLMPaT WIH
TPaHHO J1a Ce aKTHBHPAT OT NOTHCHATO ChCTOSHHE [PH OTIPEAETCHH aepobOHH
I'paM-oTpHrUaTeHu GakTepHaIHu BUAOBE,

HaMaJICH apUHMTET Ha [ICHULITUH-CBHP3BAIIMTE IPOTEHHH KbM nedypoKCHM;

. HETIPOIY CKIMBOCT Ha BhHIIHATA MEMOpaHa, KOSTO OrpaHH4aBa AOCTHIIA HA LE(GYPOKCHM 10
IICHHUMIHH-CBBP3BAIHTE NpoTenHH Npu I'paM-oTpHiaTennn 6akrepuu;
. OaKTepHanHu eduTyKCHH HOMIIH.

3a MHKPOOpPraHH3MHTE ¢ NPHAOOHTA PE3UCTEHTHOCT KbM APYTH HIDKEKLIMOHHH Le(haTOCTIOPHHH ce
04aKBa /1a Ca PE3UCTEHTHH U KBM 11e)yPOKCHM.

B 3aBHCHMOCT OT MexaHH3Ma Ha PE3HCTEHTHOCT, MHKpPOOPTraHU3MHTE ¢ IIpUA00
KbM NICHHLITHHE MOTaT /1a MPOABABAT HAMAJICHA UYBCTBUTEIIHOCT HITH PE3HC
e YPOKCHM.

I'paHiYHE CTORHOCTH 32 e YPOKCHM aKceTH




I paHHYHKTE CTOMHOCTH HA MUHHMAIHATA WHXHOMpama koreHTpaiua (MIC), onpeneneny ot
EBponeiickns komuTeT 32 H3cneBaHe Ha aHTHMUKPOGHA TyBCTBHTENHOCT ( European Committee on
Antimicrobial Susceptibility Testing) (EUCAST), ca kakTo criepa:

Maxkpoopranaznm I'pannunn cToiinocTH (mg/l)

S R
Enterobacteriaceae -2 <8 > 8
Staphylococcus spp. 3abenexka’ 3abenexka’
Streptococcus A, B, Cu G 3abenexka® 3abenexka
Streptococcus pneumoniae <025 > 0,5
Moraxella catarrhalis <0,125 >4
Haemophilus influenzae <0,125 > 1
['panunnre croiiHOCTH, IE IE’
KOHTO He Ca CBEP3aHM C
BHa!

' T paHHYHWTE CTOHHOCTH HA uedanocnopunmre 3a Enterobacteriaceae ycTaHOBSBAT BCHUKH
KJIHHHYHO 3HAYMMH MEXaHHU3MH Ha PE3HCTEHTHOCT (BKMOUHTeNHO ESBL M rasmua-
Meauupana AmpC). Hakou 1waMoBe, KOHTO Npoayipat GeTa-n1akTamMasH, ca 1yBCTBHTENHH
WIIH HHTCPMEIIHEPHH KBM 3-TO M 4-TO NOKOJIeHAE UeaTOCTIOPHHH 110 TE3H IPaHHYHH
CTOHHOCTH W TpAOEA Aa ce ChOOLIABAT KaTO OTKPHTH, T.€ HATHYMETO WM umicaTa Ha ESBL
CaMmH M0 ceOe CH He NMOBIMABAT KATErOPH3UPAHETO 110 YyBCTBUTENHOCT. B MHOTO 06nacTH
OTKPHBAHETO W KaTeropusHpaneTo Ha ESBL e nmpenopbuHTenHo MK 3aaB/IKHTEHO 33
LIEIMTE Ha KOHTPOJT Ha HHGEKIUHTE.

*CaMo HeyCI0XHEHH HHDEKLIMH Ha THKOYHHTE MBTHINA (UUCTUT) (BK. TOUKa 4.1).

? YyBCTBHTENIHOCTTA Ha CTRQUIOKOKHUTE KbM 1EDAIOCTIOPHHH CE& H3BEXKAA OT
METHLIHJIHHOBATA YYBCTBHTETHOCT, ¢ H3KIOUEHHE HA HeTa3uANM, HePUKCHM H
HePTHOYTEH, KOWTO HAMAT IPaHMYHM CTORHOCTH M He TpsGBa fa ce NIPHJIAraT 3a NICUSHHe Ha
CTapHITOKOKOBH HH(EKIAH.

* UyBCTBHTENHOCTTA Ha GeTa-XeMONHTHYHHUTE CTPENTTOKOKH OT rpynin A, B, C 1 G kum Oera-
JaKTaMHUTE C€ H3BEXKIA OT YYBCTBHTECIIHOCTTA KbM MeHHITHIHH,

> HemocTaThuHO IOKA3aTeNCTRA, Ye BBIIPOCHHUSIT BHI € JOOBP TAPreT 3a JICHCHHE C
nekapcTBoTo. Moske na ce enobmasa MIC ¢ xoMenTap, Ho 63 npuapyxKasama
Kareropusanua karo S wi R.

S = uyBcTBHTENEH, R = pesucTenTen

MukpobHOIOrHYHA YYBCTBUTETHOCT

PasnpocTpanentero Ha npunoGHTaTa PE3NCTEHTHOCT MOXKE Na Bapupa B pa3IM4HUTE Teorpadcku
OOJTaCTH M ¢ BpEMeTO 33 H3GpaHy BUAOBE, M 3aTOBA € HeOHXOIMMa MECTHA HHoOpMaLHA 32
PE3UCTEHTHOCTTA, 0COOEHO NPH JiedeHHe HA TexkkK WHpexnmH. [Ipu HeobxommuMocT, TpabBa na ce
ThPCH CBBET OT CHICLHATTHCTH, KOTaTo JIOKAIIHATA YECTOTAa Ha PE3UCTEHTHOCT € TaKaBa, de MOCTARA IO
BBIIPOC NPHIOKUMOCTTA Ha Le(YPOKCHM aKCETHII IOHE [IPH HAKOH THIIOBE MH(EKLIHH.

Ledypokcum oGHyaiiHo e akTHBEH cpelly crieqHHTE MHKpPOOPraHHU3MH i1 Vitro:

MuaxpoopraHH3MA, KOHTO 0GHKHOBEHO €2 TYBCTBHTE/NHH

I'paM-noJIOXKHTEIHA acpobu:

Staphylococcus aureus (MeTHUMNMH-uyBCTBHTE e )

Coagulase negative staphylococcus ( METHLIMTHH-TYBCTBHTENICH)
Streptacoccus pyogenes

Streptococcus agalactiae

I’ pam-oTpunarentu aepodu:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis




CrHpoxeTH:
Borrelia burgdorferi

MHukpoopranusvs, nps KouTo npagobuTaTa | PE3HCTERTHOCT MOKe 12 e mpobieM

I'paM-TIONOKUTETHH aepooH:;

Streptococcus pneumoniae

I"pam-orpHuaTenHE aepobu:
Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (apyrH ocsen P. vulgaris)
Providencia spp.

I paM-nonoxurennm aHaepoOH;

Peptostreptococcus spp.
Propionibacterium spp.

I paM-oTpunarentu anaepobu;
Fusobacterium spp.
Bacteroides spp.

Hac/1eACTBERO Pe3HCTEHTHH MEKPOOPraHH3MHE

['paM-tionoxurennu aepobu;
Enterococcus faccalis
Enterococcus faecium

| paM-oTpHilaTenun aepobu:

Acinetobacter spp.
Campylobacter spp.
Morgamella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

['paM-oTpHUATENHH aHaepoou:

Bacteroides fragilis

Apyru:
Chlamydia spp.
Mycoplasma spp.
Legionella spp.

¥ BCHUKH METHUWIHH-PE3HCTEHTHH S, qureus ca PE3HCTEHTHH HA LUEPYPOKCHM.

5.2 (@apMakoKHHETRYHH CBOHCTBA

AbBcopbiiug

Cnen mepopaineH rpueM nedypoKCHM aKCETHII e abcopOHpa B raCTpOHHTECTHHANHHA TPAKT U 6BP30
¢ XHIIPOJIU3HPA B IPCBHATA MYKO032 H KPBBTa, KaTO 10 TO3H HAYHH LedYPOKCHM MOCTHIIBA B
KpbBOOOpamennero. OnruManna abcopbLus ce mocTHra NPH IPHEM BEIHAra ciej XpaHeHe.

Cren nprnoxenne Ha uedypokeuM aKkceTHIT TabNeTKH THKOBM CEPYMHH KOHUeHpatin# (2,1 mcg/ml 3a
03a 0T 125 mg, 4,1 meg/ml 3a nosa or 250 mg, 7,0 meg/mi 3a 1032 o1 500 mg H 13,6 mcg/ml 3a no3a
ot 1 000 mg), ce nocTuraT npubmusuTenHo 2 1o 3 yaca cien MPHJIOKEHHE, KOraTo - FHCE
Crenenra Ha abcop6uus Ha uehypoKcHM, IPHET KATO CYCIIEH3NA, € TO-HHCKA, B o ﬂf’ﬁzo
TabJIeTKHTe, KaTO TOBA BOAH 10 M0-6aBHO AOCTHIAHE H 110-HMCKM CTORHOCTH Ha Y IRROBARERYY
KOHIICHTpallni ¥ HaMaleHa CHCTeMHA OMOHAIHYHOCT (TIo-HUCKH ¢ 4 10 17 %). lg\. P ;
licpopanHa CyCIIeH3HA U LHE(YPOKCUM aKCETHII TaOJIeTKH He ca GHOSKBHBAIIE (632 TN ne;;g@ﬁ,? g
TIPH 3ApaBH BB3paCTHH H CJIEOBATEIHO HE Ca B3aUMO3aMeHseMH Ha 6a3a MW ris 1_3'5’1.' Mlﬂll[l"paM £ j /
(BkK. To4Ka 4.2). DapMaKOKHHETHKATA Ha Le(ypOKCHM e JIuHeliHa NPy nepopamiyaosy ot 125 ao.#®

1 000 mg. He e nabmonasano Hatpyneane Ha HeDYPOKCHM CJIe/ MIPOIBIKHTEICIRK Hgﬂ.}[;l}% W\?

-
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nepopannu qo3u ot 250 no 500 mg.

Pasnipenenenune

B 3aBHCHMOCT OT MeToxa HA M3CTe/IBaHE Ce YCTaHOBABA CBBP3BaHE C IVTA3MEHHTE IPOTEHHA MEXKIY
33 1 50 %. Cnen npunoxensne Ha CAIHOKpATHa 1032 LeypokcuM axceTHn 500 mg taGnetka npw

12 3npaen noGposonuy, npuBuaHHS 06eM Ha pasnpenenenue € oun 50 1 (CV % =28 %).
KonueHTparmy Ha 1edypokcHM Hal MHHUMATHHTE HHXHOHTOPHH HHBA 32 YECTO CPEINAHUTE
[IATOICHH MOTaT J1a C€ IOCTHTHAT B CITHBHUMTE, CHHYCHTE, OPOHXHAIHATA JIMTABULA, KOCTHTE,
fUIeBpanHaTa TCHHOCT, CTABHATA TEYHOCT, CHHOBHATHATA TEYHOCT, HHTEPCTHIHMATHUTE TEYHOCTH,
HJTBHKATA, XpadKUTe H BBTPEOYHaTa TeuHoCT. Llehypokcrm npeMHHABA KPBBHO-MO3bYHATA Oapuepa
MpH BB3MNaJIeHHE HA MEHHHTHTE.

Bﬂozpaﬂcgbopmggm

Lledypokcnm me ce MeTabonusmpa.

EnuMmunnpane

CepyMHMAT monyxuBoT € My 1 1 1,5 yaca. Lledypokcum ce exckpeTHpa Upes riomepynHa
GunTpauns u TySynHa cexpenms. BLOpeuHnAT KIMpBHC e B rpanmiy ot 125 10 148 mUmin/ 1,73 m?.

Cneyuannu NORYAQUUU RAYUCHMU

ITon

He ca nabmronasaum paznmky BuR apmakokuHeTHKATA Ha edypoKCHM MEXKTY MBIKE H KEHH,

Crapyecka Bb3pacT

He ca HeoOxoaumu cnennanny npeanassn Mepky npH NalHeHTH B CTap4ecKa BB3pacT ¢ HOpMAJIHa
ObOpeuna dysKIms npu Ao3M A0 OGHYANHATA MAKCHMATHE 1032 OT | g nHerHo. IlarenTrTe B
CTapyecka Bb3pacT € [o-BEPOATHO /ia HMAT HamalneHa Gb0peuna QyHKkimA U 3aTOBa [IpH TIX A03aTa
TPAOBA 11a Ce KOPHTHpa B 3aBHCHMOCT 0T ObGpednaTa QyHKumA (Bx. Touka 4.2).

IleampaTpudHa MOoNnyJIAI{HA

IHpu kepmavera Ha Bb3pact > 3 Meceua 1 npu fena (hapMakokuHeTHKAaTa Ha UedYPOKCHM € CXOIHA C
Ta3H, HalJllolaBaHa NpK BH3PacTHH.

Hama HaiM9HM naHHH OT KIMHMYHH WAMHTBAHUA 33 NPATOKECHHE Ha HehypOKCHM aKCETHI IIPH Aena
Ha BB3pacr nox 3 Mecewa.

brOpeuno yepexaane

BesonacHoctra u edukacHocTTa Ha UeYPOKCHM aKCETHIT IIPH MALHEHTH ¢ OBEOPEYHA HEIOCTATEYHOCT
HE Ca YCTaHOBEHM.

Hegypoxcnm ce ekckpernpa ocHOBHO 4pe3 Ox0penure. ITopanu ToBa, KAKTO NPU BCUMKH TAKHMBA
AHTHOMOTHILH, MPH MALMEHTH ChC 3HAUHTETHO HapymeHa 6n0pedna ¢yHKUMA (T.€. KPEATHHHHOB
KIHPBHC < 30 ml/MuHYTA) ce npenopryBa K03aTa Ha LHe(YPOKCHUM Jla Ce HaMaJH, 3a 1a ce
KOMIICHCHpa 3a0aBeHaTa eKCKpelus (BxkK. Touka 4.2). LHedypokcum ce enmMMuHHpa €
AMANW3A.

a
.
HepronpobHo yepexnane pXL T AT
. L 1‘, ¥
Hsama HanuaHu nanHH 3a naimeHTH ¢ 4epHOAPOOHO yBpexkaane. Toil kaTo ue HM CC ey
CIMMHHMpA IJIaBHO Ype3 OsOpeLiuTe, HE ce 0YAKBA HATHUYHETO Ha UEPHOAPOOHANYFGDYHKLIHA 1a Hga/',{'



eQeKT BbpXy (hapMaKOKMHETHKATA Ha HE(YPOKCHM.

Bpb3ka dapMakokuHeTHka/ bapmakogMHaMHKa

3a 1epaTOCTIOPHHHUTE € YCTAHOBEHO, Y€ HAM-BASKHHAT (papMakOKHHETHYEH/(hapMaKOAMHAMHYEH
HH/IEKC, KOopenmpall ¢ epMKacHOCTTa in Vive, € Ta3| 49acT OT A030BHA uHTepBan (% T), korato
KOHLEHTpalHATa Ha CBOOOAHOTO BELIECTBO OCTARA HAJ MHHHMAJIHATA HHXHOHpalla KOHIICHTpallHA
(MIC) Ha uedypoxcHM 3a OTAENHHTE TapreTHH BUIOBe (T.e. % T > MIC).

5.3 IlpeakIHHAHYHM JaHHH 32 (e30MACHOCT

HewmamdnuTe nannu He nokassar ocofen prck 3a xopa Ha Gazara Ha ($bapMaKOIOTHYHH MMPOyYBAHUA
33 0e30MaCHOCT, TPOYYBAHHA 32 TOKCHUYHOCT MPH MHOTOKPAaTHO LpHIIaraHe, FeHOTOKCHYHOCT,
peIpOTyKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a pa3sBHTHeTo. He ca npoBexxnanu npoyusaHus 3a
KapUWHOr€HHOCT. Bhrnpeku ToBa, HIMa JaHHK, KOUTO Ja NIPeANonaraT KapLyHOTeHEeH I0TeHLHA.

"ama riryTaMii1 TpaHCIENTUAA3HATA AKTHBHOCT B YPHHATA Ha IUTHXOBE C¢ HHXMOUPA OT pasiiuHHu

LEeQAIOCTIOPHHH, 006aye HUBOTO Ha HHXMGHpaHe ¢ nedypokcum e no-uucko. Tosa Moxke 1a e oT
3HA'ICHHE 34 [TOBIHABAHE HA KIIMHHYHMTE JIabOPaTOPHU TECTOBE [IPH XOpA.

6. ®APMAIEBTHYHH JAHHU

6.1 Choechk Ha NOMOIHATe BeMlecTBA
MHKpOKpHcTaTHA LIieTyno3a

Harpues naypwicyndar

Kpockapmenosa HaTpui

XHIPOreHHpaHO PACTUTEIHO MACIO
CHIIHIHEB THOKCHJ, KOIOHIEH Oe3BOIeH
Xunpomenosa

Ipomnenrmuxkon
Merunnapaxuapokcubensoat (E218)
[Ipormnnapaxuapokcubenzoar (E216)
Omacnpeit 6sno0 M-1-7120J [chabpxa Turanos guokena (E171) u HaTpues OeH3zoar {(E211)]
6.2 HecnBMecTRMOCTH

[To BpeMe Ha nevenue ¢ uedaloCIOpHHH ce CHOOLIABA 3a MOI0KHTENeH TecT Ha Coombs — ToRa
ABJICHHC MOXKeE /Ia NOBNIMAC HA KPBCTOCAHaTa Mpoba 3a ChBMECTHMOCT NMPH KPLBONPETHBAHE.

6.3 Cpox Ha rogHocT

36 mecela

6.4 CrhoenHaanH ycIOBHS HA ChXPAHEHHE
Jla He ce cbxpansiea Hax 30°C.

6.5 Bua s cbAbpKAHHE HA ONAKOBKATA

bauctepHa onakoBka OT ayMHHHEBO GOMHO C ATYMHHHUEBO ITOKPHTHE.
KonnuecTso B eHa omakoska: 6, 10, 12, 14, 16, 20, 24 u 50 Tabnetkm.

He BCcHUKH BHIOBE OMaKoOBKH Morar 1a 6baat IIyCHATH B npoaaxoa.

6.6 Cnenuannm npeANa3nn MEPKH NPH H3XBHPJIAHE H pabora
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HeM3ionspaHHAT nekapcTBEH NPOAYKT MM OTTaABYHHTE MATEPHANIM OT HEro TPIOBA 1 C& H3XBBPIAT
B CROTBETCTBHE C MECTHHUTE H3HCKBAHHS.

7. IIPHTE/XKATEJI HA PAPEIIEHHUETO 3A YIIOTPEBA

Sandoz d.d., Verovskova 57,

1000 Ljubljana,

ClioBeHHS

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

3uHat 250 mg puamMupanu tabnetku - Ne 20020074

3uHat 500 mg dbunmupann Tabnetku - Ne 20020075

9. JATA HA ITBPBO PA3PEIIIABAHE/TIOJHOBSBAHE HA PASPENNIEHUETO 3A
YIIOTPEBA

Jata na mepeo pazpewaeane: 27 mapt 1991 .
Jata Ha nocnenno nogHoBsBane: 15 cenremspu 2010 r.

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA
12/2022
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