KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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1. WME HA JIEKAPCTBEHUS IPOAYKT . AMLAHITERHA ATEHLS 110 NMEKAPCTBATA
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Furocef 500 mg film-coated tablets  Ogotperus Ne / J
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2. KAYECTBEH U KOJIHYECTBEH CHbCTAB

Bcesaka ¢punmupana tabnetka chabppxka 250 mg uedypokcum (cefuroxime), €eKBUBAIEHTEH Ha
300,715 mg uedpypokcum akcetun (cefuroxime axetil).

601,43 mg uedypokcum akcetun (cefuroxime axetil).

3a MbJIHUA CMHCHK HA MOMOIIHUTE BEIIIECTBA BHIKTE TOYKA 6.1.

1 JIEKAPCTBEHA ®OPMA

Ounmupana Tabnerka

250 mg punmupanu TabneTkH: CHHH Ha UBAT ¢ (hopMa Ha KarncyJsia, ABOHHOM3MbKHANH QHIMHpaHH
Taﬁnemn c "204" OT €/1HaTa CTPaHa M r11ajkH ot ﬂpyraTa crpaHa, pa:;mepu_ 15 l mm X 8 | mm.

4. KJIMHUYHH JAHHHU

4.1 TepaneBTH4YHH NOKA3ZAHHUSNA

Dypoued € nokasaH 3a JeueHHe Ha U30POEHUTE NO-10Jy MH(EKLMH IPH BB3pacTHH, FOHOLIM U Aelia
Haa 40 kg.

- OcTbp CTPENTOKOKOB TOH3UIUT W (DAPUHTHUT

- OcTbp DakTepuanieH CHHYUT

- OCTbp OTHT Ha CPEIHOTO YXO

. OcTpu ex3auepbauny Ha XPOHHUYEH OPOHXMT

- Lluctur

- [Tuenonedpur

- HeycnoxxHeHu HHPEKLMK HA KOXKATa U MEKUTE ThbKaHH
E JleueHue Ha paHHH nposiBk Ha Jlaiimcka Gosect

Tpsabea na ce B3emat npeasua opuLMATHUTE HACOKH 3a MPaBUIHATA yNOTpeda Ha aHTHOAKTEpHAITHH
CpEeACTBa.

4.2 /lo3MpoBKa H HAYHH HA NPHJIOKEHHE

Io3upoBka N
OOMUYaHHUAT KypC Ha JICYEHHUE € ceaieM JIHM (MOJKe /1a Bapupa OT MeT 0 AeCeT IHH). [ i\ "-_';..__

Taonuya 1. Bv3pacmuu, wonowu u oeya (>40 kg) :1-'
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IMoxkazaune

JAo3apaBka

OCTbp TOH3UIUT U PapUHTHT, OCTBLP
OaKkTepHasIeH CHHYUT

250 mg aBa NbTH JHEBHO

OCTBp OTUT Ha CPEAHOTO YXO

500 mg fBa MbTH AHCBHO

OcTpH ek3auepdalu Ha XpoHKU4EH OPOBXUT

500 mg nBa NbTH AHCBHO

Lnctur

250 mg ABa MTbTH AHEBHO

[Tnenonedpur

250 mg nBa NBTH JHEBHO

TbKAHH

HE}'CJ’[D}KHEHH HHd)E:KLI,HH Ha KOXKdaTa H MCKHTC

250 mg nBa bTH JHEBHO

Jlaiimcka OonecT

500 mg nBa NbTH AHEBHO 3a 14 gHM (Mexay 10
H 21 oun)

Ileduampuuna nonyrayus

Dypoued 250 mg u 500 mg hunMupann TabNeTKH He ca MOAXCAAIIH 3a leyeHHEe Ha Acua nox 40 kg,

Tabruya 2. fleya (<40 kg)

Hoxazanne

Ho3apoBKa

CHHYHT

OCTBp TOHZWIMT H GAPUHIHUT, OCTBHP DakTepUualieH

10 mg/kg apa WHTH AHSBHO AO MAKCHMAJIHA
no3a 125 mg aa METH AHEBHO

TE€XKKH HHDCKLIHH

,I[eua Ha Bb3pacT ABC HJIH NMOBCHC N'OAWHH C OTHT Ha
CPEABROTO ¥YXO UK, KOraro € NpHIOKHMO, C {10-

15 mg/kg nBa mBTH JHEBHO A0 MAKCHMAa/IHA
Jo3a 250 mg ABa TbTH JHEBHO

[{ucTHT

15 mg/kg nBa mbTH JHEBHO N0 MAKCHMAJIHA
ao3a 250 mg apa ITETH AHEBHO

[MuenoHedpur

15 mg/kg fnBa MHTH AHEBHO N0 MaKCHMAJIHA
103a 250 mg nea nbTH AHeBRO 3210 g0 14
IHHA

ThKAHH

HeycnoxHenn nHpeKUnH HA KOXKATA U MEKUTE

15 mg/kg ARa MBTH AHEBHO X0 MAKCHMaTHA
ao3a 250 mg nBa IMETH JHEBHO

JlatimMmcka Gonecr

15 mg/kg ABa BT AHEBHO /10 MAKCHMAaJTHA
no3a 250 mg npa mbTR AHEBHO 3a 14 quu (10
o 21 nan)

Tabnetkure uedypokcHM akCeTHIT B IPAHYJIHTE 3a MEPOPAJIHA CYCNeH3Hd HEPYPOKCHM aKCETHIT HE Ca
OHOEKBHBAJICHTHH K HE Ca B3aMMO3aMeHseMH Ha 0a3a MUITHTpaM 3a MHJIATPaM (BXK. TO4Ka 5.2)

Hayuenmu c 6vbpeyno yepescoane

Be3onacHocTTa M ehukacHOCTTa Ha LedypPOKCHM aKCETH/1 NpH MALMeHTH ¢ 6B0pedHa HeA0CTaTBUHOCT
He ca yctaHoBeHH. Lledypokcum ce ekckperupa rnasHo upes Ob0peunTe. [IpH MaUKHEHTH CBC
3HAYHTENHO HapylieHa 660peyuHa PyHKIMA ce TPEnopbYBa J034aTa HA LiePyYPOKCHM J1a Ce HaMaJlH, 3a
na ce KomneHcupa 3abapenara exckpeuns. Llepypokcum ce enumunmpa epeKTHBHO ¢ qHaH3A.

Tabauya 3. Hpenopvuumennu 0oza Pypoyedh npu bvbpeuno yapesicoare

XCMOOHaJIn3a

KpeaTnannos t IpenopbuRTEAHA 103a

KJIHPBHC (uaca)

>30 ml/min/1,73 m? 1,4-2,4 | He e HeoOxoaumMa KopeKIHa Ha Ao3aTa (CTaHAApTHA ﬂ03a OT
125 mg no 500 mg 1Ba bTH HEBHO )

10-29 ml/min/1,73 m? | 4,6 CranaapTHa HHIMBHIYATHA [103a, JaBaHa Ha BCEKH 24 lrlaca

<10 ml/min/1,73 m? 16,8 CrangapTHa HHAMBHIYAIHA 11033, JaBaHa Ha Bcemﬂ&‘ﬁ;{ca

IlaiMedTH Ha 24 B

JAONbIHUTENHA cTaHJAapTHa HHINBHAYaIHa 1034, T

Ha BCAKa JHAITH3a




Yeproopobro yapexcoane

Hama HanMuHH JaHHH 33 NaUHEHTH ¢ YyepHoapobHO yBpexxaaHe. Thil kaTo uedypoKkcHumM ce
eKCKPeTUpa INTaBHO 4upe3 ObOpenTe, He e OYAKBA HAIHYHMETO HA HapyleHa YepHOAPOOHa QyHKLIHA
Aa uMa eeKT BepXy (hapMaKOKMHETHKATA HA LedyPOKCHM.

HaupiH Ha npunoxeHue

[TepopanHo npuaoKeHHe

dypoued TabneTku TpaOea Ja ce MpHEMAT ClieA XpaHeHe 3a ONTUManHa abcopOuus.
Tabnerkure Oypoued He TpaOBa Ha ce pa3TPOIIABAT W 0O Ta3H NPUYHHA HE Ca [OAXOASALIM 34
Je4YeHHE Ha MALMEHTH, KOUTO He MOraT Aa nornbliat TabaeTku. [lpu nena moxe aa ce H3no/3ea
1edypPOKCHM NEPOPATHA CYCNCHIUS.

43 IlpoTHBONOKA3ZAHHA

CBpPBXYYBCTBHTENHOCT KbM AKTHBHOTO BELUECTBO HITH KbM HAKOE OT MOMOLIHUTE BELIECTBA, H30POEHH
B TOuka 6.1.

[lanueHTH ¢ n3BeCTHA CBPBXYYBCTBUTEIIHOCT KbM Lie(haOCIIOPHHOBH AHTHOUOTHLIM.

AHAMHECTHYHH JAHHH 33 TEXKKA PEAKLHA HA CBPbXYYBCTBHTETHOCT (HAIp. aHa(UIAKTHYHA peaKLius)
KbM ApPYT THI OeTa-nakTaMHu aHTHOAKTEPHAIHH cpeAcTBa (MEHHLIIHHH, MOHODAKTAMH H
KapOaneHeMHu).

4.4 CrHeundHa/HH HpeIyupeXkIcHHS H NIPEeANAa3AH MEPKH Np# ynorpeda

PeakiiHH Ha CBPBXYYBCTBUTEIHOCT

CnenMaiHO BHUMaHKE € HeoOXOAUMO MPH MaLHEHTH ¢ aHaMHe3a 33 aICprHiHa peakiUnsa KbM
NEHULIWIHHH HIIH APYTH OeTa-TakTaMHM aHTHOMOTHILIH MTOpaJH PHCK OT KPBHCTOCAHA YYBCTBHTEMHOCT.
[Mono6HO Ha BCUUKM GeTa-NAKTAMHH AHTHOAKTEPHAIHM CPEACTBA HMA CHOOLIEHHA 332 CEPHO3HH H
NOHAKOTA (aTanHH peakKLHH Ha CBPbXYYBCTBHUTEIHOCT. UMa ¢hoOOLISHHA 32 PEaKIHH Ha
CBPBXUYYBCTBUTEIIHOCT C NpOrpecHs Ao cHHApoM Ha Kounis (0CThp anepryueH crna3bMm Ha KOpoHapHa
apTepHs, KOHTO MOXe f1a AoBede 10 HH(papKT Ha MHOKApAa, Bk, Touka 4.8). B ciy4yail Ha pasBuTHE Ha
TEKKA PEAKUHA HA CBPbXUYYBCTBHTEIHOCT, JICUSHUETO C Le(ypoKCHM TpAOBa 1a ce MpeyCTaHOBH
He3a0aBHO M Ja ce NpeanpueMar Mnoaxoasiiid MEpKH 3a CHELUHO JICUEHHE.

[Ipean 3anousane Ha neueHue TpAOBa Aa ce YCTAHOBH AAJIH MALMECHTHT HMA aHAMHE3A 34 TEKKH
peakuMy Ha CBPBbXYYBCTBUTEITHOCT KbM He(YPOKCHM, KbM APYTH LieGaToCIOPHHH HIIH KbM JIpYTH
Tunoee DeTa-nakramuu cpeactea. Liegypokcum tpsaOpa aa ce nmpwaara ¢ MNOBHINEHO BHAMAHWE NPH
MALMEHTH C aHAMHE3a 33 HETEXKKH PEaKIIMH HA CBPBEXYYBCTBHTETHOCT KbM APYIH OeTa-naKkraMHu
CPEACTEA.

Teskky KOXKHU HEXENAHM PeakLUHH (severe cutaneous adverse reactions — SCAR)

BB Bpb3Ka ¢ eyeHHe ¢ HePypPOKCHM ca ChODLIEHH TEXKKH KOXKHHM HEXKENAHH PEaKItH, BKITIOYBALIM:
CHHApoM Ha Stevens-Johnson (Stevens-Johnson syndrome — SJ8), TokcHYHA enHIepMaliHa HCKPOINU3a
(toxic epidermal necrolysis — TEN) u nekapcTBeHa peakiyis ¢ €0O3HHOPHIHS K CHCTEMHH CHMITTOMH
(drug reaction with eosinophilia and systemic symptoms — DRESS), kouTo Moxe a2 ca
’KHBOTO3ACTPALIABALINA WU C JieTaneH H3xoJ, (BkK. Touka 4.8).

[Ipu npeanucBaHeTO NauMeHTHTE TpAGBa Aa ObaaT HHPOPMHPaHH 32 IPU3HALATE H CHMIITOMHTE Y 13
ObaaT HAOIOSABAHH C MOBUILCHO BHUMAHHE 33 KOYKHHM PEaKUMH. AKO CE MOABIT NpH3HALM H ..
CHMITTOMH, [OKa3aTeNHH 3a TAKABA PeakLs, IPHIOKEHHETO Ha LedypoKcHM TpAGBa He3aGaBHo, ﬂa ?.&
[IpeyCTAHOBH U 1a c€ OOMMCIIH AITEPHATHBHO JIeYeHNe. AKO MAlHEHTHT € Pa3BUi cepﬂoaﬂa ‘Peatctiud,] u,ﬂ '%\C_‘
karo Hanpumep SJS, TEN wmu DRESS npu ynotpebara Ha uedypokcum, He TpabsaM ",{aﬂ_ﬁﬁ;‘._‘;_ W
/14 Ce 3a1104Ba JieYeHHe ¢ UePyPOKCHM HA TO3H NALMEHT. ,/ ] if ISR R



Peakumsa Ha Jarisch-Herxheimer

Peakiuua na Jarisch-Herxheimer e nabmonasana cnen neuenne Ha Jlaiimcka Gonect ¢ UePyYpPOKCHM
axkceTwI. Tazu peaklus € NpsK pe3ynTaTr OT DaKTEPHLUHAHOTO ACHCTBUEC HA HE(YPOKCHM aKCETHIT
BbPXY npuunHuTens Ha Jlaitmcka Oonect, cnupoxerara Borrelia burgdorferi. [lauuentite TpsOBa n1a
ce NPCAYIPEaAT, Y€ TORA € 4eCTa H OOHKHOBEHO CaMOOTPaHHYAaBallA CE peaKLMs BCISCACTBHE HA
aHTHOHOTHUYHO JICUeHHE Ha JlaliMcka OostecT (BX. Touka 4.8).

CBpbXpacTeXk Ha HEUYBCTBUTEIHH MUKPOOPraHH3MHU

KakTo np# apyru aHTUOMOTHIM, TPHIOKEHUETO HA LeDYPOKCHM aKCETHI MOXKE Ja 10BeE 10
cepbxpacTtexx Ha Kauaupa. TIpoabmkuTenHOTO APHIOKEHHE MOXKE CBLUO 1A NOBEAE N0 CBPBXPACTEX
Ha JPYTH HEUYBCTBHUTEIHH MHKPOOPraHH3MH (Hanp. eHrepoxoku u Clostridium difficile, koetona
HAJTOKH CIiMpaHe Ha JIeUeHHETO (BiK. Touka 4.8).

[TceBmomMeMOpaHO3€H KOJIHT, CBBP3aH ¢ MPHEM Ha aHTHOAKTEPHAIHH CPEACTBA, ce CHoDLIaBa npy
MIOYTH BCHYKH aHTHOAKTEPHAITHH CPEACTBA, BKIIOUMTENHO M LeypPOKCHM, KaTo MOKE 1a ObIE OT JieK
A0 >KMBOTO3acTpallasaiil. TasH auaruosa Tpsa0Osa aa ce MMa NpeBU/ IIPH NIALKWEHTH ¢ JHApHA N0
BpEME Ha WM Clell IPHIOKEHUETO Ha uedypokeuM (K. Touka 4.8). B Te3u cnyyaun Tpabea aa ce
OOMMCJIH CAIMPAHE HA JICYEHUETO C UeQYPOKCHM M MPWIOXKEHHE Ha crieLiu(uiHa Tepanui 3a
Clostridium difficile. He tpaOsa na ce npunarat 1eKapcTBEHH NPOAYKTH, KOMTO HHXMOMPAT
nepUcTaNTHKarTa (BXK. Touka 4.8).

[lopnusBaHe HA PE3YITATHTE OT AMATHOCTHYHH TECTOBE

PazeuTHeTo Ha mosioxkuTeneH TecT Ha Coomb, CBBpP3aHO ¢ NpHMIOKEHKE Ha IEPYPOKCUM, MOXE 114
NOBJTHAE HA KPbCTOCAHaTa Mpoba 3a CbBMECTUMOCT NMPH KPBbBONPENUBaHe (Bk. ToUKa 4.8).

Tvii kaTo Npu NpoBeXAaHE HA (pepUUHAHKHACH TECT MOFaT Aa e NOy4aT (alHBo HETaTHBHH
Pe3YJITaTH, 3a H3C/IeABAHE HA HHBATA Ha [JIIOKO32a B KPBBTA/IU1a3MaTa (IpH MAaLlHEHTH HA 1Ie(YPOKCHM
aKCETU/ ce NpenoprYBa ynorpebara WiH HA MNIOKO300KCHAA3HUA, HITH Ha X€KCOKHHA3HUA METO.

Hampui
Toea nekapcTBO ChabpHa No-Masiko oT | mmol Harphii (23 mg) Ha Tadnerka, T.€. MOXKE J1a CC Kake,
Y€ MPAKTHYECKH HE CHAbPIKA HATPHIL.

4.5 BsaumogelCTBHA ¢ APYrH JEKAPCTEEHA NPOXYKTH H APYrH ¢opMA HAa B3AHMOJACHCTBHE

JlexapcTBa, KOMTO [OHKMXKABAT KUCE/IHHHOCTTA B CTOMAXa, MOTaT Aa AOBeAaT 0 Mo-HHCKA
OHOHANMYHOCT Ha LEe(PYPOKCHM AKCETHII, B CpaBHEHHE ¢ OMOHANMYHOCTTA, BOCTHNAHA TIPH PHEM Ha
rJagHO, H ChLUO TAKA, 1a €IMMUHUpPAT edekTa Ha noaoOpABaHe Ha abcopOuuaTa NpH NpHem CAca
XpaHeHe,

Ledypoxcum ce ekCKpeTvpa “pes rnoMepyiHa unrpauus ¥ TyOynHa cekpeuns. He ce npenopbipa
€JHOBPEMEHHO NMpWIokeHHe ¢ mpobeHeura. EaHoBpeMeHHOTO npuimkeH#e ¢ npobeHelna
3HAYMTE/THO MOBULUIABA MYKOBATa KOHUEHTpAaLMA, IUIOLITA oA KPHUBaTa Ha cepyMHa
KOHUEHTpaUusa/BpeMe H €IHMHHAUMOHHHKSA ONY>KHBOT Ha UEPYPOKCHM.

EHOBPEMEHHOTO MPHIOKEHHE C NCPOPAIHA aHTHKOAryJJAHTH MOXE J1a OBE¢ MO NMOBHILIABAHE HA
INR.

4.6 DepraauTeT, OPEMEHHOCTH H KbpMEHE

g,

bpemenHoct S

HMma orpannyesun gasHH OT ynorpedara Ha LedypOKCHM NPH OpEeMEHHH XKEHH. Hpoyiisaﬂﬂn'ra ﬂgﬂ

)KMBOTHH HE MOKA3BaT BPeAHHU €(PeKTH BbpXY OpeMeHHOCTTa, eMOPHOHANHOTO H q)e'i"aﬂHOTo pa?.BﬂTr[e,

PAXIAHETO H MOCTHATATHOTO pa3euTHE. Dypoued TpadBa 1a ce npeanHucea Ha 6pémeHHH )!ceHH camo

-:l"- || - <.
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Llejpypokcum ce ekcKkpeTHpa B KbpMaTa B MajIKH KOJIH4ecTBa. He ce ouakBaTt HeKeNaHH peaKiHH NPH
TePaNeBTHUHH A03H, BHAPEKM Y€ HE MOXKE /1a C& H3KIIIOUH PHCK OT Pa3BMTHE HA AHAPHA H IbOHYHA
HHpPEKLUHA HA TUraBdudre. Pa3BUTHETO HA TE3H PEaKLMKM MOJKE 2 HAJIOXKH CTIHPAHE HA KbPMEHETO.
Tpabea na ce UMa MpeABHI BB3MOXKHOCTT2 3a ceHcubunmzanms. Lledypokcum TpabBa na ce npunara
NpU KbPMayKH, CaMO CJie/l OLIEHKA HA OTHOLLIEHHETO MOJI3a/PHCK OT JICKYBAUIHA NeKap.

DepTUAUTET
Hsama nanHu 3a edpexrure Ha HedypPOKCHM akceTHn BbpXY (eprunurteTa npH Xopa. PenpoaykTHBHATE
Npoy4BaHHA NPH )KUBOTHU HE Ca NoKa3anu edeKkTy BbpXy pepTHiMTeTA.

4.7 EdekTH BBpXY cnocofHOCTTA 22 IogHpaHe H padoTa ¢ MALIAHH

He ca mpoBexnanu nmpoyuBaHua 3a edextrTe Ha [edypokcuMm BbpXy cniocobHOCTTA 3a LIodHpaHe U
pabota ¢ MaiuuHu. Bee nak, Thit kKaro 1eKapeTBOTO MOXKE /14 MPHYMHM 3aMatHOCT, ALMEHTATE TPAOBA
na Ovnat npenynpenexu 1a ObOaT NpeAnazIuBY MpH WodupaHe A pabora ¢ MALTHHH.

4.8 Hexenann JeKapcTBeHH PeakliHH

Haii-uecTHTe HEXKenaHn peakuuH ca CeppXpactex Ha Kananaa, eosunodunus, rnasobonue,
3aMASHOCT, TACTPOMHTECTUHANHE HAPYIICHHS H MIPEXOAHO NOBHIIABAHE HA YEPHOAPOOHHTE CH3IHMH.

KareropusupaHeTo no 4eCToTa Ha HEXKENAHHTE JEKAPCTBEHH PeaKluK M0-101Yy € NPHOJIH3HTENHO, Thi
KaTO 32 MOBCUETO PEaKiMK HE Ca HAIMYHH IMOAXOMAIHA JAHHH 34 H3UHMCIIABAHE HA Y4E€CTOTATA
(HanpuMep, TaKHWBa OT IIAaUed0-KOHTPOJIMPaHH [Ipoy4BaHuA). B nonsinenre yecTorara Ha
HEXKENAHUTE NEKAPCTBEHH PEAKLHH, CBBP3aHM ¢ HedYPOKCHM aKCeTH)I, MOKE /1@ BApHpa B 3aBUCHUMOCT
OT HHAHKALHATA.

JaHHH OT OOIIHPHH KIHHHYHM IPOYUBAHHA Ca M3NOIB3BAHM 33 ONPEACIAHE Ha YECTOTaTa Ha
HEIKEMAHHUTE JICKAPCTBEHU PeaKIHH B KATCrOPUHTE OT MHOTO YECTH O PCIKH. HecTOoTHTE HA BCHYKH
IPYr'Y HEXKENAHHW NEeKapCTBEHHU peakuuu (T.€. Te3u ¢ uyectota < 1/10 000) ca yCTaHOBEHH ITaBHO BB3
OCHOBA HA MOCTMAPKETHHIOBH JAHHU M YECTOTATA MM 3aBHCH OT UECTOTATA Ha ChOOLIABAHE Ha
HEXKE/IaHH PEaKLUH, a He OT peaniHara yectora. HaMa nannu ot nnane®o KOHTPOTHPaHU MPOYYBAHHA.
Koraro yecTorara Ha He3KEJIAHHTE PEAKLIMH C€ U3YHCIABA OT JaHHHU OT KJIMHHYHH POY4BaHHS, TOBa
ce OCHOBABAa HAa CBHP3aHU C JIEKAPCTBOTO AAaHHH (MO NpelieHka Ha uacneaoearens). Hpu Beako
rpynHApaHe B 3aBHCUMOCT OT HECTOTATA, HEXKENAHHTE JICKAPCTBEHH PeaKLdH ¢a U30pOeHH B HU3XOAA1L
pen o OTHOLISHHUE Ha TAXHATA CEPHO3HOCT.

CBbp3aHHTE ¢ JIEUYEHHETO HEIKENAHH JIEKAPCTBEHH PEaKLiK, BCHUKHA CTENEHH, ca H30POEHH N0-101Ty,
cbrnacHO MedDRA, no cucTeMo-opraHeH Kiac, 4ecTora H CTeneH Ha TexecT. M3non3eaHa € cieqHara
KJIacH(PHKALHA HA YECTOTATA HAa HEXKEJIAHHTE JIEKAPCTBEHH PEaKLIUH:

- MHoro uecta (= 1/10)

- Yectu (& 1/100 a0 < 1/10)

- Heuecru (= 1/1 000 go < 1/100)

- Peaku (= 1/10 000 no < 1/1 000)

- MHoro peaku (< 1/10 000)

- C Heu3BeCTHA YeCTOTa (OT HAMHYHHTE JAHHH YECTOTATA HE MOXKeE 2 ObAE OLEHEHA)

Cucremo-opraven | Yectu Heuectu C HEM3BECTHA YECTOTA
KJIac -
Hudekunn u CBPBXPACTEK HA cBpbxpacTexk Ha na Clostridinm:..
uHpecTauuH Candida difficile e et M NN
Hapyiienus Ha e03HHOQHINA NO3WTHBEH TECT Ha XEMOJIATHYHA GHEMMS " 75~ = T 30
SO SRR AR E N
KPbETa H Coomb, f{; SRS S IO L
numduara TPOMOOLIMTONEHHA, | e ! ;
CUCTEMA NIEBKOMEHHUA T SO o
{nousixora N



HepazOupaeMH)
HapyiteHus Ha JIEKAPCTBEHA TPECKA, CEpyMHa
HMYHHATa CUCTEMA fonect, aHapuNakcHA, peaKLHA
na Jarisch-Herxheimer
Covpaeunu cuiapom Ha Kounis
HApYLIEHHS
HapyuicHusa Ha rnasodonue,
HEPBHATA CUCTEMa | 3aMasHOCT
CroMaluso- AWapHs, raacHe, NoBpbLIAHE NCEBAOMEMOPaHO3€H KOJIUT
YpEBHH KopeMHa OoJka
HApyLUEHHA
Xenarobunuapuu | [lpexoaHo CBITEHHLA (NPEeIUMHO
HApPYLUEHHAS [IOBHLIABAHE HA XOJIECTATHYHA), XENAaTUT
CTOMHOCTHTE HA
YepHOAPOOHKTE
€H3UMH
HapylueHus Ha Koxed o6pus ypTHKApHa, IPYPUTYC, EPHTEMA
KO>KaTa MYJITA(POPME, CHHPOM Ha
NMOOKOXKHATA ThHKAH Stevens-Johnson, TOKCHYHA
EMUICPMA/IHA HEKPOJIH3a
(eK3aHTEMA HEKpPOMH3a) (BHK
HapyuieHud Ha ©IMyHHaTta
CHCTEMA), AHTMOHEBPOTHYEH
eneM, JIeKapCTBEHA Peakius ¢
€03HHO(HITUA U CHCTEMHH
cumirroMH (DRESS)

Onucanue na u3bpanu HeJCeaanu peaxyuu

LiedanocnopuHuTe KaTo KNa¢c UMAT CBOHCTBOTO J1a €€ aACOpOHpaT BPLPXY NOBLPXHOCTTA HA
MeMOpaHHUTE Ha YEPRCHHTE KPbBHH KJICTKH U Ja pearHpar ¢ aHTHTENA, HAaCOYeHH Cpelly
JIEKApCTBOTO, B PE3YNATAT Ha KOETO Aa MO3HTHBHUpAT TecTa Ha Coomb (KOETO MOXKE J1a NOBIHAS HA

KpbhCTocanaTa npoda 3a CbBMECTHMOCT TIPH KPBBOMpPEIHBAHE) U MHOIO PAAKO Aa [IPHYHHAT
X€MOJIHTHYHA aHEMMSI.

HabmonaraHe e npexoxHo NoBUiLIABaAHE HA CEPYMHHTE HHBA HA YSPHOAPOOHHTE €H3UMH, KOSTO
OOMKHOBECHO e 00paTUMO,

[lenuaTpuyna nonynanus
IIpodunsT Ha 6e30macHOCT Ha HeGYPOKCHM aKCETHI [PH Aeua € B ChOTBETCTBHE C npoduia npu

Bb3PACTHH.

Cro0OLiapaHe Ha NOJO3UPAHH HEXETAHH PeaKIMH

Cro01uaBaHeTo Ha NONO3IMPAHM HEXKENAHH PEAKIHH ClIe/, paspeliiaBaHe 3a yrnorpeda Ha JIEKapCTBEHHA
NPOAYKT € BakHO. TOBa NMO3BOSIABA 13 IIPOIB/DKM HAOMIOAEHHETO HA CHOTHOLIEHHETO N0J134/PHCK 32
nekapcTBeHus NpoAyKT. OT MeIHIMHCKHTE CIIELHAIACTH Ce H3UCKBA Ja ChOOIWIABaT BCsAKa
NOAOZHPAHA HEXENTaHa peaKiiug Ypes

H3mbpaHWTENHA areHLU TIO JIEKAPCTBATA

ya. ,,Jamad ['pyes” Ne §

1303 Codus

Ten.: +359289034 17
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[Ipeno3upaHeTo MOXE N2 JOBEAE A0 HEBPOJOrMYHM [10CAEACTBHS, BKIIIOUHTENHO EHUEdanonaTus,
rbpUOBEe U KOMa. CUMITTOMH Ha Mpe103|paHe MOraT Ja ce MOABAT, aKO f03aTa HE CC HaMallsaBa
NPaBUIHO FIPH NAUMEHTH ¢ OBOpeyHO yBpeXKAaHe (BikK. ToUkH 4.2 U 4.4).

Mepkn
CepyMHuiTe HMBA Ha 1eyPOKCHM MOrat Aa ObJaT NOHHKEHH YPE3 XEMOAMAN13a HIH NEPUTOHEAIHA

AHATIA3A.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmakoaAHHAMHYIHH CBOHCTBA

dapmMakoTepaneBTHIHA [PYNa: aHTHOAKTEPHAIIHA CPEACTEA 3a CHCTEMHO MPHIOKEHHE, BTOPA
reHepainrd tedanocnopuin, ATC koa: JO1DCO02

MexaHu3bM Ha AeiiCTBHE

LledypOKCHM aKkceTHI & XMAPOMUIHPA UPE3 ECTEPAIHH SHIUMU 0 AKTHBHHA AHTUOHOTHK

e ypOKCHM.

Ledpypokcum HaXKHOHUpPa CHHTE3a Ha DaKkTEpHANHATA KICThYHA CTEHA Ype3 CBbP3BaHe C MEHHLHIIMH-
cebp3Baid nporeuH (PBPs). Toea Boa A0 npekbcBaHe HA ODHOCHHTE3ATA HA KJIEThYHATa CTeHa
(oenTHAOrIMKaHM) Y C/IE TOBA 0 pa3pyLUABAHE HA KIETKATA H CMBPT Ha KJIETKATA.

MexaHHu3bBM Ha Pe3UCTEHTHOCT

BakrepranHara pe3dcTeHTHOCT KbM HedypOKCHM MOXKE a C¢ ABVDKH HA €AMH WK NOBCYE OT

CIICAHUATE MEXAHH3IMH:

- XUAPOH3a upe3 OeTa-NaKTamasy; BKITIOYHTENHO (HO HE OFpaHUueHO J0) OeTa-IaKkTaMasy ¢
pasiinpeH cnekTbp (ESBLs), kakto 1 AmpC eH3UMH, KOMTO MOraT ja ¢ HHIYUHpaT WiH
TpakHO Ja ce aKTUBHPAT OT [IOTHCHATO ChCTOSHHUE NMPH onpeaeneHH aepoOHH I pam-
OTpHLIATENIHH OAKTEPHMAITHH BH/IOBE;

- HaManeH apUHUTET Ha MEHHLIMIMH-CBbP3BAIMTE MPOTEHHH KbM LEPYPOKCHM;

- HETIPOIIYCKIHBOCT HAa BhHINHATA MEMOpPaHa, KOEeTO OrpaHUYaBa JOCTHIA HA LEedYPOKCUM A0
NICEHHLWIHH-CBbP3BALLKTE NIPOTEHHHU NpH 'paM-oTpULIaTETHA DAKTEPHH;

- OakTepHaIHH ePIYKCHA OOMITH

3a MMKPOOPTaHH3MHTE ¢ PHI00HTA PE3UCTEHTHOCT KbM JPYTH HHXXEKLUHOHHH LUE(aNOCHOPUHH ce
OYaKBa [1a Ca PE3HCTEHTHH U KbM L1eDYPOKCHM.

B 3aBHCHMOCT OT MEXAHH3MA Ha PE3UCTEHTHOCT, MUKPOOPraHH3MHTE ¢ MPHI0OHUTA PE3HCTEHTHOCT
KbM MEHHLMIMHH MOraT J1a MPOSBABAT HAMA/IEHA YyBCTBHTENHOCT WIIH PE3HCTEHTHOCT KbM

LedYpPOKCHM.

['paHHYHH CTOHHOCTY 32 LEDYPOKCHM AKCETHII

MunuManHara uHxuOHpana koHueHrpaums (MIC), rpaHuuHUTE CTOHHOCTH, YCTAHOBEHH OT
Epponelickus koMHTET N0 M3NMTBaHE Ha aHTUMHKpoOHaTa yyBcTBHTENHOCT (EUCAST) ca kakro
CJIeBA:

MHKpOOpPranuibm I'panwqnn croiinoctn (mg/L)
S R

. 1,2 < >

Enterobacteriaceae =8 8
3 3 .

Staphylococcus spp. 3a6enexka 3aGenexkka
Streptococcus A, B, Cand G JabeneKa 3abenesksa ., f;y_\_‘__
Streptococcus pneumoniae <0,25 705 7 iGN
Moraxella catarrhalis <0,125 B oo i anl
Haemophilus influenzae <0,125 i RN A L
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' pannuny CTORHOCTH, KOWTO HE ca lE5 IES

1
CBBpP3aHU C BHIA

l I’ paHWyHHTE CTOHHOCTH Ha uedanocnopuauTe 3a Enterobacteriaceae ycTaHOBABAT BCHUYKH
KJIHHHYHO 3HAYAMU ME€XaHH3MH Ha Pe3UCTEHTHOCT (BKmounTeHO ESBL 4 mnasMua-meavupana
AmpC). Hakou mwamose, kxouTo npogyumpar OeTa-nakramasi, 62 YyBCTBUTEIHH HITH
HUHTEPMEIHEPHH KBM 3-10 W 4-T0 rokofeHue HedanocnopuHy NpH Te3u rPaHU4YHH CTOHHOCTH H
TpsaOBa fa ce ChOOLIABAT KATO OTKPHTH, T.€ HATHYMETO WM auncara Ha ESBL camu no cebe cu He
MOBIHABAT KATETOPH3HPAHETO 1O YYBCTBHTENHOCT. B MHOro 0051aCTH OTKPHUBAHETO H
KaTeropusHpaHeTo Ha ESBL e npenporuHTeHO MK 3aAB/KHTETHO 3a (IEHTE Ha KOHTPOJ Ha
HH(EKLHNTE.

1'Czauw::t HEYCAOXKHEHH HHEKIINN Ha MHKOYHHUTE MbTHINa {IUCTHT) (BXK. TOuka 4.1).
YyBCTBHTETHOCTTA HA CTAPHIOKOKHTE KbM LeaTIOCNOPHHA Ce H3BEKAA OT METHLIWIWHOBATA
qyBCTBHTEJIHOCT, C H3KIIOUEHAE Ha LedTazuanMm, ueprkcHM i HepTHOYTEH, KOMTO HAMAT
rpaHWYHH CTOHHOCTH W He TpAOBa a ce MPUJIArar 3a jeyeHue Ha CTaPHIOKOKOBH HH(PEKLIHH.

4
UyecTBHATENHOCTTA HA GETa-XeMOIUTHYHHTE cTpenTokokH ot rpynd A, B, C u G xbm bera-
JAKTAMHUTE CE M3BEXKIA OT YYBCTBHTENHOCTTA KbM NEHHLMITHH.

s

Henoctarbyno AokasarencTsa, 4e BbIIPOCHUAT BUA € JOOBP TApreT 3a JIeYSHHE ¢ NeKapCTBOTO.
Moxe na ce cbobinara MIC ¢ komenTap, Ho 6e3 mpuapy>kaBaila KaTeropusauss karo S Wi R.
S=tyyBCTBHTEHH, R=pe3ucTeHTHH

MukpobHoA0ruuHa YYBCTBUTEIHOCT

PaznpocTpaHeHHeTO Ha NPUAOOUTATA PEIHCTEHTHOCT MOXKE 1a BApUpa reorpadcky ¥ BbB BPEMETO 32
onpeaeeHd BUAOBE H € PENOPHUHTENHO Ja HMA MECTHA HHGOPMALHA 33 PE3UCTEHTHOCTTA, OCOOCHO
NpH JICHEHHE HA TEXKH UHPEKUHH. [Ipu HeoOxoaumocT TpabBa Aa €€ TBPCH EKCNEPTeH ChBET, KOrato
npeodsafapaiiiaTa JJoKkanHa #HHGOpMallHa € TaKapa, 4e roJ3ara Ha Ue@yYPOKCHM aKCETHII IIPH [10HE
HAKOM BHAOBE HH(EKLIUH € O] BHIIpOC.

MHEKpOOpPrana3MH, KOHTO 00OHKHOBEHO €A HYBCTBHTEC/IHH
['paM — NOAOKHTENHH acpobH:

Staphylococcus aureus (MeTUUHNHH YyBCTBHTEIIHH ) ¥
Streptococcus pyogenes

Streptococcus agalactiae

I'pamM-OTpHLATERHA 3EpOOH:

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

CHOHMpPOXETH:

Borrelia burgdorferi

MuBKpoOpraiu3MH, IPH KOHTO NPHI00HTATA Pe3HCTEHTHOCT MOXKE [1a € npod.Jiem
["paM-noAOKHTENHH A€POOH:

Streptococcus pneumoniae
["'pam oTpHUATENHH aepobH:

Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae o

Proteus mirabilis R "“::h
Proteus spp. (paznuuny ot P. vulgaris) e LI w\§
Providencia SPP. ' f: ; i , ' w 1\:2,{}:,1 L't‘l.

["paM- MONOKUTEAHU aHACPOOH: ‘

) i
Peptostreptococcus spp. = R
Propionibacterium spp. R
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I'paM- oTpHLIaTEAHH aHASpOOH:
Fusobacterium spp.
Bacteroides spp.
HacaeacTBeHO pe3sHcTeHTHH MEKPOOPraHU3IMHA
I pam-nonoxurensu aepodu:
Enterococcus faecalis
Enterococcus faecium

I'pamM — orpunaTenny agpodu:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii

Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens
['pamM-OTpPULIATENHU aHaepoOH:
Bacteroides fragilis

Hpvru:

Chlamydia spp.

Mycoplasma spp.

Legionella spp.

* Bcuuky METHLIMIIHH-PE3MCTEHTHH S. qureus ca pe3uCTEHTHH Ha LeyPOKCHM.

5.2 dapmakoKHHETHYHH CBOHCTBA

Abcopbuius
Caen nepopanHo npuwiokeHue, uegypokcum akceTus ce abcopbupa oT CTOMALIHO-4YPECBHUS TPAKT H

OBp30 ce XMAPONH3Mpa B UPCBHATA JIMMABUHA U KPBBTA, 32 Aa ce 0cBO00AH Le(PYPOKCHM B
KppBOoOOpaLeHueTo. OnTuManHa pezopduns ce Habmoaasa ciie] npyuiarase HeMmoCcpeICTBEHO ciiel
XpaHeHe.

Cnep npunoxeHue Ha uedypOKCHM aKCeTH1 TAONETKH MHKOBH CePyMHH KOHLIeHpaumu (2,9 ng/ml 3a
aosa ot 125 mg, 4,4 ug/ml 3a goza ot 250 mg, 7,7 ug/ml 3a nosa ot 500 mg u 13,6 pg/ml 3a gosza or 1
000 mg), ce aocTurat npubnusurenHo 2,4 yaca cnej NpuIoKeHHe, KOraro ¢e MpHeMa ¢ XpaHa.
Crenenrta Ha abcopOumA Ha LeypPOKCHM, MPHET KAaTO CYCIIEH3MA, € NMO-HUCKA, B CPABHEHHE ©
TabJETKUTE, KATO TOBA BOAH A0 NMO-0aBHO JOCTHIaHE H NO-HACKH CTOMHOCTH Ha MMHKOBH CEPYMHH
KOHLIEHTPALUH H HaMalleHa CHCTEMHA GHOHATUYHOCT (Mo-HUCKH ¢ 4 10 17 %). LledypOoKCHM aKCeTHII
nepopajiHa CyCneH3us U UCHYPOKCHM AKCETHII TAONETKH HE ca OMOEKBHBAJICHTHH MPY U3CNEBAHUSA
MPpH 37paBH BL3PACTHH H CIEA0BATETHO HE Ca B3aUMO3aMEHAEMH Ha 0a3a MHIMIPaM 32 MUAMUTPaM
(k. TouKa 4.2). GapMakoKMHETHKATA Ha LieyYPOKCHM € NMHeitHa MpH MepopanHu o3 oT 125 mg ao
1 000 mg. He e HaOmiogasaHo HaTpyNBaHe Ha LEPYPOKCHM CIICA NPOABIDKHTEIEH MPHEM Ha
nepopanty no3u ot 250 mg ao 500 mg.

Pasznpenenedue

B 3aBHCHMOCT OT METOZIa HA H3CJIEBAHE CE YCTAHORABA CBBP3BAHE C IUIA3MEHHTE MPOTEHHH MCHKAY
33 u 50 %. Cnen mpunoxesre Ha eAHOKpaTHa no3a nepypokcum akcetua 500 mg rabaetka npy 12
3ApaBy JOOPOBOJILM, MPHBUAHKA 00eM Ha pasnipeaencHue € oun 50 [ (CV % = 28 %). KonuenTtpaluu
Ha eypOKCHM HaJ MHHMMATHHTE HHXHOUTOPHH HUBA 33 YECTO CPeLlaHUTE MATOTEHH MOTAT 1a C¢
IOCTHIHAT B CIIMBHLIUTE, CUHYCHTE, OPOHXHA/IHATA JINFABKHLIA, KOCTHTE, TUIEBPAJTHATA TCYHOCT,
CTABHATA TEYHOCT, CHHOBHATHATA TEYHOCT, HHTEPCTULMATIHHTE TEYHOCTH, HUTBUKATA, XPAUKHTE H
BbTpeOdHaTa TeuHocT. Lledypokcum npeMrHaBa KpbBHO-MO3bUHaTa Dapuepa l'lpH m.sna.rremfe H&

?

MCHHHIHTE. . - & \\
,.-'I:.f’ “ ..‘.{ . .:,"_'-'_. + t*. L .
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dunTpaums u TyGynua cexpenua. BrOpeunuaT KiHpBHC € B rpanuuM ot 125 10 148 ml/min/1,73 m”.

Cneuuainy nonyaaniin nayiems

Ilon
He ca nabnionaeanu pazavku pbB (papMakoKHHETUKATA HA Le(yPOKCHUM MEXKIY MBKE H JKCHH.

Bb3pacTHu xopa

He ca HeoOx0auMH CneLManHu npeana3Hd MEPKH MPH MALMEHTH B CTAPYECKA Bb3PacT ¢ HOpMAIHa
6b0pedHa pyHKiMs npu 103 A0 oOHdaitHaTa MaKCHManHa 103a o1 | g nHeBHo. [lauyeHTHTE B
cTapyecka Bb3pacT € MO-BEPOATHO Ja MMAT HamasieHa ObOpeyuHa pyHKLMA W 3aTOBA IIPH TAX J03aTa
TpAOBa a ce Kopurupa B 3aBHCHMMOCT OT 6b0peuHara pyHkuMa (Bk. Touka 4.2).

IleanaTpyU4Ha MOMYIALHS

[Ipu kbpMadeTa Ha BB3pacT > 3 Mecella U NpH aela, GapMaKOKHHETHKATA Ha Le(YPOKCHM € CXOaHa C
Ta3u, HabM0JaBaHa [pH BE3PAaCTHH.

Hama Hann4HK ZaHHU OT KIMHHYHM U3MIUTBAHUS 3a MPWIOXKEHHE HA LIEQYPOKCHM aKCETHIT HA Bb3PacT
nox 3 Meceua.

brbpeyso yBpexkaaHe

beszonacHocTTa M edukacHOCTTa HA Ue(PYPOKCHM aKCETHII MPH MALMEHTH ¢ OBOpedHa HEOCTATEYHOCT
He ca ycraHoBeHH. LledypokcuM ce excpeTHpa ocHoeHO upe3 OBOpeumTe. Ilopaan ToBa, KAKTO IpH
BCHYKH TaKHBa aHTHOHOTHLH, NIPH NALMEHTH CbC 3HAUUTEITHO HapymeHa 6b0peuna dyukums (T.e. Cler
<30 ml/mMuHyTa) ce mpenopbyBa A03aTa Ha nethypOKCHM Ja ce HaMaJTH, 3a 1a ce KOMIIEHCHPa 3a0aBeHaTa
eKkckpenHs (BXK. Touka 4.2). Hedypokcum ce enmmuHupa epeKTUBHO Ypes3 AHAJIH3A.

YepHoapobHo yBpexkaaHe
HsamMa HanuuHM JaHHM 3a NABUEHTH C YepHOAPOOHO yBpexkaaHe. TbH KaTo LE(PYPOKCHM ce

€TMMHHHPA IaBHO upe3 OEOpennTe, He Ce 0YaKBa HATMYKETO HA YepHOoApoOHA AUCHYHKIMA 1a HMa
e(eKT BbpXy PapMaKOKHMHETHKATA Ha LeQYPOKCHM.

Bpb3ka hapMaxokHHeTHKa/(hapMaKoIHHAMHAKA

3a He(aNOCNOPHHHTE € YCTAHOBEHO, Y Hal-BaXHHAT (papMaKOKHHETHYCH/(hapMaKOAHHAMHYEH
MHAEKC, Kopeaupall ¢ eQUKACHOCTTA i# Vivo, € Ta3H vacT oT Ao3oeus uHTepsan (% T), koraro
KOHUCHTPALHATA HA CBODOIHOTO BELIECTBO OCTABA HAl MUHHMANHATA HHXUOHpalla KOHLCHTPALH
(MIC) Ha uedypokcum 3a oraenHuTe TapreTHH BHA0BE (T.€. % T > MIC).

5.3 Ilpeak/HHHYHH JaHHHU 32 0e30NACHOCT

HexnmHHYHMTE JaHHY He NOKa3BaT ocoDEH PHCK 3a Xopa Ha 0azara Ha (papMaKoJIONHYHH [IPOYYBAHHUA
32 0€30NACHOCT, NPOYYBaHHS 34 TOKCHYHOCT IPH MHOTOKPATHO MPHaraHe, FfeHOTOKCHYHOCT,
pPENPOIYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3BuTHETO. He ca mpoBexaanu npoy4YBaHNus 3a
KapLIHHOT€HHOCT. Bunpeku ToBa, HAMa TaHHH, KOHTO Aa NPEANoaraT KapLHHOI€HEH MOTEHLHAL

['ama riyraMmn TpaHCIIENTHAA3HATA aKTHBHOCT B YPHHATA HA ILTHXOBE C€ MHXHOUPA OT pasiuiHu
neganocnopHHy, obadye HUBOTO Ha HHXUOHpaHe ¢ nedypokcum e no-Hucko. Tosa MOKe a4 € OT
3HAYEHUE 33 MOBAUSABAHE HA KIIMHUYHUTE 1a0OpATOPHM TECTOBE [IPU XOpa.

6. PCAPMAILIEBTHYHU JAHHHU [
;:.. : . t .' q N ’J | -,i

6.1 CoHcbk HA BOMOIIHHTE BeIECTBA froow e T e TG
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HaTpuee naypuicyndar

KOJTOUAEH 0€3BOJEH CHITHLIHEB JHOKCH,T

KaJllHeB CTeapar

KAJUHEBHAT KapOoHaT

KpPOCTOBHIOH (THIT a)

Quamoeo noxpumue

xunpomesiosa (6 cp)

THTAHOB AUoKcHa (E171)

MPOIMUIEH [JIHKOJT

OpunsHrHo cuHbo FCF (E133)

6.2 HecLBMeCTHMOCTH

HenpunoxxumMo

6.3 Cpok nra rogaOCT

3 roaMHH

6.4 CneunanHi yC/IOBHSA HA ChXpaHeHHe

To3u nexkapcTeeH NPOAYKT HE U3MCKBA CNEI[HAJTHH YCJIOBHS 33 ChXPAHEHHE.
6.5 Bua H CBALPXKAHEE HA ONNAKOBKATA

bmucrep (OPA/AI/PVC-AL): 8, 10, 12, 14, 15, 16, 20 wiu 24 dbunMupaHu TabieTkH, B KyTHA.
He BcHuky BHAOBe ONakoBKKA Morar Aa ObaaT mycHaTH Ha razapa.

6.6 Cunennannu npeAnasHu MEPKH NPH H3XBLpAnHe H pabora

Heu3non3paHUAT TeKapCTBEH NPOAYKT WIH OTIAABYHHTE MATEPHA/IH OT HETO TPsOBA 1A C€ H3XBBPAAT
B CBOTBETCTBHE C MECTHHATE U3MCKBAHHA.

7. ITPUTEXATEJ HA PASPEINIEHUETO 3A YIHOTPEBA

KRKA, d.d., Novo mesto, gmarj eSka cesta 6, 8501 Novo mesto, CioseHHd

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Oypoued 250 mg - Per. Ne 20150264
dypoued 500 mg - Per. Ne 20150265

9. JAATA HA ITBPBO PA3ZPEINIABAHEMTIOMHOBSABAHE HA PA3PEHIEHHETO 3A

YIIOTPEBA LT
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18 Asrycr 2023

[Toapobua undopmanus 3a TO3H JIEKapCTBEH NPOAYKT € NpeJocTaBeHa Ha yebcaiira Ha M3nbiinuTeiHa
Arenums no Jlekapcrearta (MAJD) http://www.bda.bg.
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