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1. HME HA JEKAPCTBEHHA IMTPOAYKT - ST

Jlerodnoxcamuun Kabu 5 mg/ml uadyyznoned pazteop
Levofloxacin Kabi 5 mg/ml solution for infusion

2. KAYECTBEH H KOIMYECTBEH ChCTAB

50 m! BBB paakow/cak ot 100 mi;

Beexu ml oT HHQY3HOHHHA pa3TBOp chAbpka 5 mg neroduokcaunu (fevofloxacin (kato
NEBOIOKCALIMH XEMHXUJPAT).

50 m! or undy3nonnns pasTeop crappikar 250 mg nesognokcanmu (Zevofloxacin) KaTo aKTHBHA
CBCTABKA,

100 ml sBE prakon/cak or 100 ml:

Beexu ml ot undy3nonnma pastop ceaspika 5 mg snesodnoxcaunn (levofloxacin) (kato
JIEBOGUTOKCALITH XEMHUXHAPAT).

100 ml ot nEQy3HoHHNHA pasTBoOp cuAbpxKaT 500 mg nerodnokcaund (levofloxacin) Kato aKTHBHA
CHCTABKA.

[TomolHH BelecTBa ¢ H3BECTHO neficTsre: JlekapeTBeHHUAT MPOMAYKT Chabpka 3,54 mg HaTpHi 3a |
ml.

30 nuAHUA CRUCHR HA NOMOIGHUME Gelijecmsa suxcme moyra 0.1,

3. JEKAPCTBEHA ®OPMA
Hudysuonen pasteop

Kt A0 KBITO-3CIICHHKAR PAITROD.

4. KIAHAYAN JAHHHU

4.1 TepaneBTHYHH MOKA3AHMA

Jlesodnokcaumn Kabu uHpy3HoHEH pa3TBOp € MoKa3aH MpH BE3PAcTHH 32 JIeYCeHNE HA CIETHHTE
HHpEKLMH (BK. TOUKY 4.4 1 5.1):

¢  OcThp nuenonehput ¥ yenommein HHPSKLIMKM Ha NMKOYHNATE ThTHLLA (BX. Touka 4.4)

¢ XponnueH 6akrepuaneH npocTaTuT

¢ MuxanaumoneH anTpakc: npoHIaKTHKA Cea KCTIOZHLMSA 1 nedeHue (BXK. TouKa 4.4),

3a ponynocouenute yHdexuuyn Jlesodrokcaunn Kabn Tpabea na ce u3anoa3ea camo, KOraTo ¢€ CYHTa
3a HeNOIXOAAIA ynoTpebara Ha IPYTH aHTHOAKTEPHANHH CPelCTRA, KOMTO 06HYalTHO Ce TipenophuBarT
33 JIeYeHHE Ha T€3H HHEKLHM.

¢ Tlpnpobura B 00mectTBOTO NHEBMOHHS.

*  YenomHeH! UHGEKUHK Ha KOKATA W MEKWTE ThKaHH.

Heobxoanmo € 11a ce B3emar npeaBul OQHLIMATIHMTE IPEMOPHKH 3a NOAXOAIA
anTubakrepuany CpeAcTRa.

4.2 o3HpoBKA H HAMHH HA NPHAOKEHHE

Jlesodokcaim Kabu uudysHoreH pastsop ce nprniara ypes 6aBHa HHTPaBEHO3H



WITH JBa eTH AHEBHO. [lo3MpOoBKaTa 3aBHCH OT THNA H TEXKECTTa HA HHDEKUMATA H UyBCTBHTEIHOCTTA
Ha MPEANo/araeMHa €THOJIOTHYEH NPHIHHHTEN.

Jleuenueto ¢ Jlepoduokcain Kabu ciieql mbpBOHAYaIHO MPHWIGKEHHE HA NPOAYKT 32 HHTPaBEHO3HO
TIPHOKEHHUE MOXKE [1a C€ 3aBbpPIIH ¢ NOAXOAAIIA iepopaiia PopMa, KaKTo € MOTXOAALIO 33 OTAEIHHS
nalMeHT. B3 OCHOBA Ha NAaHHHTE OT MPOYYBAHETO 3a OMOCKBMBAJIGHTHOCT Ha MAPEHTEPAIHHTE H
[IEPOpPaJTHH (bOpMH, MOKE Ja C¢ M3TI0I3RA ChIHATA JO3HPOBKA.

ozupoera
Mosxe na ce HanpapAT cieqHHTE NPEMOPEKH 3a Jo3upade Ha Jlepodnokcanmy Kabu:

Hozupoexa npu nayuenmu ¢ nopmanna 6vopeuna gynxyus (kpeamununog xaupvnc > 50 mli/min)

Hoxazarnue JlneBen 10308 pesKHM O6ma npogbKHTETHOCT

{cnopeod meoicecmma) ——
{crnopeo meacecmma)

Hpuaobura B oSwecTroTo 500 mg BenHEXK HIH ABA NBTH 7-14 gun

HHEBMOHHS JHEBHO

uenouedpur 500 mg BenHbAK JHEBHO 7 - 10 nHu

YenoxueHH HHpEKLMH Ha 500 mg BegHB¥ JHEBHO 7~ 14 gaun

NHKOYHHTE NbTHLIA

XpoHuueH GakrepHaneH 500 mg BeaH®K THEBHO 28 nuu

_MPOCTATHT

YenoxHeHH HHGEKIMH Ha kKoxata | 500 mg BeIHBK WM RA TETH 7 - 14 nHmn

H MEKHTE TEKaHH JHEBHO

HuxanaumoHeH anTpakc 500 mg BenH®K AHEBHO 8 cenmuun

! TIpoABMKHTENHOCTTA Ha IEYEHHETO BIIIOUBA HHTPABEHO3HO IUIIOC nepopanHo neueHye. Bpemero 3a
TIpEMHHABaHE OT HHTPABEHO3HO KBM MEPOPATHO NCUCHHE 3aBHCH OT KIIMHHYHATA CHTYAlHA, HO
o0MKHOBEHO ¢ 2 10 4 aHu.

Creyuannu nonyaayi

Yepeoena 6vbpeuna ynxyun (kpeamununos kaupvuc <50 mil/min)

Ho30B pexxum

250 mg/ 24 h 500 mg/ 24 h 500 mg/ 12 h
ip;;ll::ﬂﬂon nupea 0osa: 250 mg nvpea 0o3a: 500 mg nvpaa dosa: 500 mg
50 - 20 ml/min caed mosa: 125 mg/24 h| caed moga: 250 mg/24 h| caed mosa: 250 mg/12 h
19— 10 ml/min cned mosa: 125 mg/48 h| cred mosa: 125 mg/24 h| cned mosa: 125 mg/12 h
8311.1(1)1:)]:1]1/:1:;}[0 cned moga: 125 mg/48 h| cred mosa: 125 mg/24 h| caed mosa: 125 mg/24 h
xemMoaHanmuza u CAPD)!

"He ca Heo6XOAMMH TOMBITHHTENHH 03K ClEl XEMOAHANH3a HIH HernpekbcHaTa aMOy/naTopHa
nepHToHeanta auanuza (CAPD).

Yepeoena vepnodpobua gynrxyus

3HAYHTENHA CTCMEH OT YepHHA Apob U ce eKCKpeTHpa NMpeTuMHO upes GuBperuTe.

lNanuenTy B cTapuecka BB3pacT




He ce Hanara kopekiius Ha 103aTa NTPH TIALHEHTHTE B CTapuyecka Bh3PAcT, OCBEH TIPH YBpeAeHa
ObOpeuna Gynaxuma (Bx. Touka 4.4 ,, TeHTHHUT K pynTYpa Ha Cyxokumie” u ,,Y abbkaBane Ha QT
HHTEpBana”).

Heduampuyna nonyaayus

Jlesodnokcauun Kabu e nporuponoka3as npy Aeua W No/IpacTBallH WOHOIIH (BXK. Touka 4.3).

Haunn Ha npHiokenune

Jlerodnokcaumn Kabu nn(y3HoHEH pa3TBop e npejHasHa4deH camo 3a GaBHA HHTPaBEHO3HA HHY3H3,;
TNpHIIAra Ce eMH WM ABa ITETH JHEBHO. Bpemero 3a undy3us Tpsbea ga 6bae MuHHMYM 30 MHHYTH 33
250 mg unu 60 munyTH 33 500 mg Jlenodoxcanun Kabu nHysHoHeH pa3trop (k. Touka 4.4),

3a HECBBMECTHMOCTH BHXTE TOUKa 6.2 H 32 CLBMECTHMOCT ¢ APYrH HH(Y3HOHHH Pa3TBOPH BIDKTE
TOuKA 6.6.

4.3 IlporuBonoxazaHusi

Jesodnoxcauun KaGu nadysHoHeH pa3TBop He Tpa6Ba Ja ce H3NOM3Ba:

® [PH NAUHEHTH CbC CBPBXYYBCTBHTENHOCT KBM JISBO(IOKCAUMH WM IPYTH XHHOJOHH MM KbM
HAKOE OT MOMOIIHHTE BelliecTBa, M30poeH B Touka 6.1;

* [pH MAUMEHTH C eNKIENCHA,

® NpH TNAUMEHTH ¢ aHaMHE3ad 32 YBPEXKIAHC Ha CYXOXKWIHATA CACH TPHIOKCHHE Ha
GIYyOpOXHHONOHH;
MpH AeLa Wi NOAPACTBALIH OHOLIH;
10 BpeMe Ha OpeMeHHOCT;
No BpeMe Ha KbpMeHe,

4.4 Cuenuajnu NpeAynpe:KIeHHEN H NPEANa3HE MePKH NPA ynorpeda

Ynorpebara Ha feBodnokcalinH TpaGBa fa ce u364ra NPH NALMEHTH, KOHTO €4 HMaK CePHO3HH
HEXKEJAHH Peakilii B MHHATOTO NpH YNoTpeOa Ha NPOAYKTH, ChABKALM XHHOMOHH HITH
tyopoxuHonoHH (Bx. Touka 4.8). JlewenueTo Ha Te3u MaLHEHTH ¢ NeBodokcaluuH Tpabea aa ce
3anoYea caMo NpH JIHNCA Ha ATEPHATHBHA BE3MOKHOCTH 33 JICUSHHE H CJIGI BHUMATE/THa OLieHKa Ha
CHOTHOLIEHHETO M10J13a/PHCK (B3K. CBILO TOYKA 4.3).

AHeBpH3Ma U JINCEKALHs Ha A0PTATA H PErypPrHTALMA/HEIOCTATLYHOCT HA ChPACYHHTE KITAIH

EmineMuonorHHiTe npoyyBaHMA MOKA3BAT MOBHIIEH PUCK OT aHEBPH3MA H AMCEKALUs HA 40pTaTa,
0COOEHO TIPM NMALIMEHTH B CTAPUECKA BH3PACT, KAKTO M OT PeryprMTallds HAa AOPTHATA W MMTPATHATA
Kiana ciel ynotpebana duryopoxHHonond. ChoOIIEHH ca CIy4ad HA aHEBPH3MA W JHCEKALMA Ha
aoprata, MOHAKOra YCJHOXKHCHH TIOpamd pa3sKbCBaHe (BKTIOYHTENHO ¢ JIETANeH M3XOA) H
PETYPrUTAUMA/HEAOCTATEYHOCT HA HAKOH OT CBPACUHMTE KJanM TpH NALMEHTH, [PHEMALIY
hayopoxuHONOHH (BK. TouKa 4.8).
3aroBa ¢uyopoxHHO/ioOHMTE TpAGBa Ma Ce HM3NOA3BAT CAMO CJeJ BHHMATENHA OLEHKA Ha
CBOTHOWIEHHETO 11013a/pPMCK H Cllell pasrieXkJdHe Ha APYTH TEpaneBTHYHH BB3MOKHOCTH NIPH
MALKEHTH € IOJIOKUTENHA PaMHITHA AHAMHE3a 3@ AHEBPHIMA HITH BPOZIeHO 3a60/15BaHe HA ChPACYHHTE
KIalH, Wid NpH DAlHEHTH, NMarHOCTHLHPaHH ¢ NpeALiecTBalla aHeBpH3Ma W/HWIH AUCEKAIMsd Ha
a0pTara WiK 3ab0NnaBaHe Ha ChPACUHHTE KIANH, WA TPH HATHYHE HA JPYTH PHCKOBH AR -
za0oNsBaHns, NpeApaznoRaraly
- KaKTO 33 aHCBPH3Ma, Taka H 3a JHCEKAL|A Ha aOpPTATa H 33 PEerypruTalus/ i
CBHpICYHHTE KanH (Hanp. HApYLICHHA Ha CheAMHUTEHATA THKAaH, KaTo J
win cHHapom Ha Ehlers-Danlos, cungpom na Tumer, Gonect wa B
PEBMATOHIEH APTPHT) WIH JOITBIHHTETHO




- MpM AHEBpH3Ma M IHMCEKAalMs Ha aopTaTa (Hamp. CBAOBH HApYLICHHs KaTo apTepHHT HA
Takayasu unM rUraHTOKJIETHYEH APTEPHHT, WM H3BECTHAa ATEPOCKIEPO3a HIH CHHAPOM Ha
SjGgren), WiH NOILIIHHTEHO

-~ [pPH PErYPrHTALMA/HEAOCTATHYHOCT Ha CHPASYHHTE KAy (Hanp. HH(EKUHO3CH CHAOKAPIMNT).

PHCKBT OT aHeBpH3Ma H AHCEKALNA HA a0PTaTa M TAXHOTO PA3KBCBAHE MOKE CHILO [a C¢ MOBHLIM NPH
NALHUEHTH, IEKYBaHH ¢IHOBPEMEHHO ChC CHCTEMHM KOPTHKOCTEPOHIIH.

B cmyvaii Ha BHesanHa Go/ka B Kopema, IPhAHHMA Kol KIH repba naupeHture Tpsbea jAa Gvaar
fIOCHBETBAHH J1a C€ KOHCYJITHpPAT He3abaBHO ¢ Jiekap B CHIEIIHO OTAC/IEHHE.

MNMaumentrre TpAOBA 1a GBAAT NOCHBETBAHH Ja MOTHPCAT He3a0aBHO MEMLMHCKA TIOMOLI B CITy4ai Ha
OCTpa AHCIMHed, MOABA HA ChpleOHeHe (TAINKTAUMH) WIH PasBHTHE Ha OTOK HA KOPEMa WJIH JOJNHUTE
KpalHHLA.

Pucrose om pezucmenmnocm

MHoro BeposTHO € METHUMIWH-Pe3sHCTeHTHHTEe S. gureus Ja TIPUTEXaBaT €OHOBPEMEHHO
PE3HCTEHTHOCT KbM (MIyOPOXHHOJIOHH, BKIFOYHTENHO heBodnokcaiwt. [Topanan ToBa JeBo(roKcadH
He Ce MpenophruBa 3a JICUCHHE HA W3BECTHH Wik nojosupann MRSA wuH(exuuu, OCBEH aKo
naGopaTopHure pesydTaTH HE MNOTBBPAAT YYBCTBHTENHOCTTR HA  MHKPOOPTaHH3MHMTE  KbM
neBOGIOKCALMH (M KOTATO YeCTO NPenopbyBaHUTE aHTHOAKTEpHATHY CPEACTBA 3a NieyeHHe HAa MRSA
HH(EKIMH Ce CYHTAT 3a HeNOAXONAILH).

PesucrenTHOCTTAa KBM (UIYOPOXMHONOHH Ha E. coli - Hali-decTHAT naTtoreH npH HHQEKIHH Ha
NMHKOYHHTE I'bTHIIA - Bapupa B EBponeilickus caio3. [IpeanucsallyTe nekapy ce CepBETBAT Ja B3eMar
Npe/IBHA MECTHATA YECTOTA HA PE3HCTEHRTHOCT HA E, coli kbM (IyOPOXHHOIOHHMTE.

Huxanayuonen aumpaxc

HuxananuoHeH anTpakc: Ynorpebarta npu Xxopa ¢ 0OCHOBAaBAa Ha JAHHM in Vifro 3a MYBCTBHTENHOCTTA
na Bacillus anthracis v Ha eKCTIEPUMEHTAIIHH JAHHY TIPY JKHBOTHH 3a€/THO ¢ OFPAHHYECHH JAHHH IIPH
xopa. Jlexysaure jexapy TpaCBa Na HaMpaesT CNpaBKka ¢ HALUMOHAIHHTE WIUIH MEXIyHapOAHHMTE
KOHCEHCYCHH IOKYMEHTH 3a JICYEHHETO HA aHTPaKC.

IIpooviocumennocm Ha ungyus

[TpenoprusanaTa NPOXLIKHTENHOCT Ha WHY3HA € Hali-Manko 30 min 3a 250 mg wim 60 min 3a

500 mg Jlerodnokcarmu Kabu uHdy3uonen pasteop u Tpabea aa ce cnassa. MasecTHo € 3a
OIOKCalHH, He 110 BpeMe Ha HH(Y3HATA MOXKE /12 Ce [IOABH TAXHKapIHA H BPEMEHHO MOHIbKaBaHe Ha
KPBBHOTO HANsraHe. B pesiki cilyyau, BCICACTBHE HA CHITHO H3PA3SHOTO NOHMIKABAHE HA KPHBHOTO
HaJAraHe, MOKe Ja Ce NMOABH LIHPKYIAaTOpeH Kojanc., B cinyyal Ha ABHO NOHHKEHHE HA KPBBHOTO
HaMAraHe 1o BpeMe Ha HHdy3HATa Ha teBodoKcaldH (/-H3oMep Ha ofiokcariuy), HHy3usTa Tpadpa
Ja ce crpe HezabaBHO.

Cuovpacanue na nampuii
To3su nexapcreen npoaykT cbabpia 177 mg Hatpuii Ha 50 ml, kouTO ca exkBHBaeHTHH Ha 8,85 % ot
npenoprusanus ot C30 MakcHManeH AHEBEH NpHeM OT 2 g HATPHIA 32 BB3PACTEH.

Hpoovaocumennu, Un6QIUOUSUDQIYYU U ROMEHYRAINO HEODPAMUMU CEPUOINY HEXCLIAHY NEKAPCMBEHY
pearyuu

pa3filyHy, TOHAKOra MHOTO CHCTEMH B OpraHi3Ma (MYCKYJTHO-CKeJleTHa, HEpBHA
CETHBHH OpraHi) NpH MALHEHTH, N0/Iy4aBall{ XHHOIOHH H (P1yOpOXHHOJIOHH, nesge
TAXHATa Bb3PACT H BeUE CLINECTBYRAIIMTE PHCKOBH dakTopH. JlepoduiokcanyH Tpsf
He3a6aBHO NPH MBPBHTE MPH3HALA HIIH CHMIITOMH Ha BCAKA CEPHO3HA HEXENaHa ey



nauydeHTyTe TPAGBA 1A CC NOCHBETBAT [a CC CBHPIKAT ¢ TEXHHS JEKap, NPEANKCcal JIeKapcTBOTO, 3a
ChBeT.

Tenounum u pasceceane #a cyxoxcunye

TeHAHHHT H pasKECBAHE HA CYXOKHIME (MO-CIIELMANHO aXHIeCOBO CyXoKuIne, HO Oe3 a ce
OrpaHH4aBa CAMO 10 HEro), OHAKOra ABYCTPaHHO, MOXKE /ia C€ TIOyYH OLIe B paMKHTe Ha 48 uaca oT
3aI104BAHE Ha JICYEHHETO C XHHONOHHK H (QITyOPOXHHOIOHH KaTo MMa croblleHns 3a TAKMEA, PA3BHIIH
¢e JOPH 10 HAKONKO MEceLia ¢/l peKpaTaBaHe Ha JIYEHHETO. PHCKBT OT TEHHHHT H Pa3KhCBAHE HA
CYXOMCHTHE Ce TIOBHLUABA IPH MALMEHTH, ONY4YaBally AHEBHH 1034 no 1 000 mg nesoduioxcalimm,
OPH [I0-BB3PACTHH NAlIMEHTH, NIAlMEeHTH ¢ 6b0peYHo YBpEKIaHe, NAHEHTH ¢ TPaHCIUTAHTHPaH
COJIH/ICH OpraH H TaKHBa, TeKYBaHH CBITbTCTRAIIO ¢ KopTHKOcTepouaH. [1o TasH npHuHHa
CRITHTCTBAIIaTa yrnoTpeda Ha KOPTHKOCTEpOKAH TpAGBa Aa ce H3bArsa.

TTpu oepBKs DpU3HAK HA TEHAHHUT (HAnp. 60Ne3HEHO NOAYBaHe, Bb3NAIeHHe) ICUeHHeTo TpAOBA na ce
NPEKPaTH U 1a e OOGMUCIIH AaNTEPHATHBHO JleueHHe. 3acerHaTuar{re) xpaiHuk(u#) Tpabea sa 6bae(ar)
JeKyBaH(H) no NOaxonALl HAaYKH (Hamp. oGe3asrxkeane). He Tpabpa na ce u3nonsear
KOPTHKOCTEPOHIIH, aKO C€ [OABAT MPHU3HALMH HA TEHTHHOMATHA.

3abonnsane, cavpzano ¢ Clostridium difficile

Muapusra, ocobeno ako ¢ TexKa, NepeHCTHpallia WiwlH KbpBaBa, 110 BPEME HA WK CNIEl JIEUEHHETO ¢
Jlesotnokcammti Kabu (BRIIOYMTENHO HAKONKO CEeAMMUM CIIEA JEUSHHETO), MOXKE Ha TpeiAcTaBiiBa
CHMNTOM Ha 3abomsBane, cewp3aHo ¢ Closiridium difficile (CDAD). CDAD moxe Ja Bapdpa Mo
TEKECT OT NEKA N0 JKHBOTO3ACTpallaBawla, Karo Haki-rexxkaTa (opMa ¢ ncesroMeMOpaHO3HHAT
enTepokonHT (Bx. Touka 4.8). Ilopagu Topa e BaXHO Ha ce MMa MpeJBMIl Ta3W AHArHO3a NpH
NaUHEHTH, KOMTO Pa3sBHAT CEPUO3HA JHAPHA N0 BPEME HA WM CJEX Jieyenue ¢ eodIokcalud. Ako
ce nofosupa wik notebpad CDAD, nepodnokcauun TpadBa a ce cipe BeaHara 4 nauHeHTHTe TpabBa
Oe3 szabaBaHe Ja 3aMOYMHAT MOAXOIALIO JeveHHe, B TasM KJIMHMYHA CMTYalHsd JICKAPCTBEHHUTE
MPOAYKTH, HHXHOHpAIH NMePUCTAITHKATA, ca NPOTHBONOKA3AHH.

Hayuenmu, npedpasnonoxcenu kom 2epuose

XHHONOHHTE MOKE A MOHMKAT I'bPHYOBHA Mpar H MOKE ja OTKIouar repuore. JlepoduokcalMy e
NPOTUBOINOKA3aH NPH MAlWEHTH ¢ aHAMHECTHYHH JaHHH 3a enunencHs (Bxk. TO4Yka 4.3) H KaKTO NpH
APYTHTE XHHOMOHM, TpabBa Ja ce€ H3MOM3BA H3KMOUYMTENHO BHHMATEIHO [P NAUMEHTH,
NpeapaznoNoXKeHH KbM IbpPUOBE, HIH NPH CHITBTCTBALLO JIeYeHHE ¢ aKTHBHY BELIECTBA, MOHIKABALIH
MO3BYHHS Npar 3a bpPYoBe, KATO TeoPumuH (Bik. Touka 4.5). B cayyait Ha KOHBYJICHBHH MPHIANLIH
(Bx. Touka 4.8), nevenuero ¢ nerodnokcaunt Tpadea Aa Guae npexpaTeHo.

layuenmu c 2moxo3o0-6-hocham dexudpozenazen degpuyum

IMauuenty ¢ natenTey WAk M3fBeH AedeKT B AKTHBHOCTTA HA MMOKO30-6-(pocdar nexuaporeHasara
MOraT na nposBAT CKJIOHHOCT KbM XEMOJIMTHYHM peakUdd TI0 BpeMEe Ha JIGUEHHE € HAKOH
anTuOaxTepuanhu arentn. Tlopanu Toa, ako neeookcaiWH Tpabpa Ja ce M3MOI3Ba NPH TaKHBA
nauveHTH, TpalBa aa ce cleaH 38 eBeHTYAIHO Bb3HHKBAHE HA XEMOJH3A.

ITayuenmu ¢ 6vbpeuno yepesxcoane

Tsii kaTo NeBodmoKcalMH Ce eKCKpPeTHpa [MasHo npes Ox6pewre, no3ara Ha JleBoguokcannn Kabu
TpaGBa j1a 6b1e KOpHTHpaHa ApH nankeHTH ¢ 6u6peuHo YBpexkaane (BxK. Touka 4.2).

Peaxyuu na cepvxuyecmeumentnocm

Touka 4.8). [Tauenture Tpatea HezabaBHO Aa NPEKPATAT TepanuATa v Aa ce o
JIeKap WIH Ha leKap OT CTISIHA [OMOLI, KOWTO Ja 3ano9HaT HeoOXOoquMHUTE Teparr



Teoicku kodCHY HediCenanu peakyui

Texxn koxxHH HexkenaHH peakiiHi (SCARS), BKIIKOYBAIIK TOKCHYHA EITHAEPMATHA HEKPOJIH3a

(TEN: n3BecrHa ome Kato cuHapoM Ha Lyell), cuuapom Ha Stevens Johnson (SIS) u nekapcTeesa
peakuns ¢ eosunodmnna u cuctemun cumnromu (DRESS), konTo MoxKe /1a ¢a KMBOTO3aCTpalIaBaliH
HIIH ¢ IETaNeHd H3XO0, ce cho0LuaBaT BbB Bpb3Ka ¢ ynoTpebara Ha nepoduiokcailns (Bik. Touka 4.8).
Ilpy npeanHCBaHETO Ha JlekapCTBEHUSA NPOAYKT nauueHTHTe Tpabea Aa 6b0aT HHPOPMHpPaHH 3a
NPHU3HALIATE H CHMITTOMMTE Ha TEXKKH KOXKHU PeakudH W 1a Geaat Habmomasaly ¢ MOBHLICHO
BHHMaHHe. AKO Ce MOABAT NPI3HALM H CUMITTOMH, TOKA3ATEIHY 32 TE3U PEaKiWK, NPHIOKEHHETO Ha
nepoduiokcaurH Tpsa6ea HezaGarRHO 1a Ce NPCYCTAHOBM M 1a ce OOMHCITH AJITEPHATHBHO IeYeHHE. AKO
NALMEHTLT € Pa3BHI/ CEPHO3HA peakuus, kato Hanpumep SIS, TEN win DRESS npu ynotpebara na
nesodaokcaumH, neveHHe ¢ leodnokcalluH He Tpabea Aa ce 3aro4upa OTHOBO NMPH TO3H MALHEHT.

Hucznuxemun

KakTo BCHYKH XHHOIIOHH, 0OMKHOBCHO IIPH MAUMEHTH CHC 3axaped aualeT Ha JICUeHHe ¢ NepopaiHH
XHITOTTUKEMASHPAIHH POAYKTH (Hanp. TTHOEHKIaMMA) WK HHCYJIHH HMA CHOOIHEHHA 32 HAPYIICHHS
HA KPBBHATA TJIKOKO3d, BKIIOYHUTEIHO MNOARA HA KAKTO HA XMIOIIMKEMHA, TAKa H Ha XWUNEPIITHKEMHA.
Crobwasar ce ciyyam Ha XHUNOMIHKeMH4Ha koma. [IpH namdeHtd ¢ nualeT e MpenopBYMTENHO
BHUMATETHO MOHMTOPHpAHe Ha KPBBHATA 3axap (BX. Touka 4.8).

Ilpeonazeane om pomocencuburuzayusn

Crobuiasa ce 3a oTocercHOHTH3ALMS TIPY Jle4eHHE ¢ eBoGaoKcaliH (Bk. Touka 4.8). [Ipenopbusa
Ce NaUMEeHTHTE Jla HE C€ M3MaraT, ako He € HeoOX0AMMO, Ha CWIHA CIVBHYECBA CBETIHHA HIH Ha
m3kycTBeHH UV buM (Hamp. KBaplosa Jjamma WM cojapuyMm) NO BpeMe Ha JICYEHHE H B
npoasDkeHHe Ha 48 waca cnea MpeycTaHOBABAaHE HA JIEYEHHETO, 3a Aa ¢€¢ Npeanasst or
(hoToceHCHOHAM3aLHS.

ITayuenmu, aexyeanu ¢ anmazonucmu na sumamun K

Ilopaayn BB3MOXKHOTO NOBHLUABAHE HA I0KalzaTenute Ha koaryhapuara (PT/INR) w/unm Bpeme Ha
KBPBEHE MPH MANHMEHTH, JCKYBaHH ¢ JeBO(UIOKCAlHH B KOMOMHAUMA C AHTATOHHWCTH Ha BUTaMuu K
(nanp. BaphapHH), KOarynauMOHHHTE TecTOBe TpaGBa Ja GbIaT MOHHTOPUPAHM, KOLSTO TE3M
JIEKapCTBEHH NMPOAYKTH CE MPHIIATAT EAHOBPEMEHHO (BxK. TouKa 4.5).

Heuxomuunu pearyun

HcuxoTHYHK peakuMyt ca JOKNANBAHM [IPH TALWEHTH, TONYYaBAlUH XHHONOHH, BKIIOYHTENHO
nepogokcauMH. B MHOro peaky cayuam Te ca MPOTPECHPANH [0 CYAUMAHH MHCITH M
CaMOHapaHABALIO NOBEACHHE - MOHAKOra JOPH CJle]l €JHOKpaTHa J103a eBodIoKcalldH (BX. TOYKa
4.8). B ciyuaH, ue nalMeHTLT pa3BHe TAKHBA PeakiuH, NeBodiokcanuH TpabBa aa 6bAe CipsH U aa ce
npeanpyueMar ChboTBETHUTE Mepkd. [Ipenoprusa ce ToBa Aa cTaBa BHHMATEJIHO, aKo JieBO(IOKCaLMH
C€ H3M0/I3BA MPH MCHXOTHYHH NallMEHTH KK MAlMEHTH ¢ aHAMHE3a 33 ICHXHYHO 3abonapaHe.

Yownocasane na QT unmepsana

Heo6xonumo € moBHINeHO BHUMAHHE TTPH TIPHIIOKEHHETO Ha (ITyOPOXHHONOHH, BKIFOUHTETHO
neBOGNOKCALIMH, IPH NAUHEHTH C H3BECTHU PHCKOBM (PaKTOpH 3a yanmkaeane Ha QT HHTepBaia, KaTo
HanpuMep: :
- BpOJACH CHHAPOM Ha yawbken QT uHTepBan
- €AHOBpEeMEHHA ynoTpeba Ha JleKapcTBa, 3a KOHTO € U3BECTHO, Ye yabmkaear QT HHTCRE?
oT kiac IA u 11 aHTHApHTMHYHA NEKapCTRa, TPULMKIHYHH AHTHAETIPECARTH, MAKpO.
AHTHUIICHXOTHIIH),

~ HEKOPHTHPaH €IeKTPONMTeH AucOanaHe (Hamp. XHIOKATHEMHA, XHIIOMarHesne
- cbpfieuHo 3abonaBane (HANp. ChPACHHA HEAOCTATHYHOCT, MUOKapAeH HHGpapKT, Gph
IlaumenTire B CTapyecka BB3PACT M KEHHTE MOXE N4 Ca NO-YYBCTBHTETH




yavmkasa QTc uorepeana. Ilopagu ToBa, Tpabea Aa ce BHHMMaBa, KOraTo ce Mpwiaratr
(IYOPOXHHOIOHH, BKJIIOUKTENHO 1€BOGIOKCALIH, IPH Te3H momynailuu. (Bxk. Touka 4.2 TlauuenTn B
cTapyecka Bb3pacr, 4.5, 4.8 n 4.9).

llepugpepna neeponamun

Crofimiaba ce 3a cnyya® Ha CEH30PHA WM CEH30MOTOpHA MONHHEBPOIATHA, BOACIIH 10 NapecTesHH,
XHIOECTE3HA, AH3IECTE3HA WK CNabocT MpH MallHeHTH, NPHEMAIH XHHOJIOHH H (IyOpOXHHOIOHH.
IlanueHTHTE, KOHTO MpHeMaT NeBodIOKCALIH, TpabBa qa OBAAT NOCHBETBAHH Ja HHGOPMUPAT CBOS
nexap, NPeaH Aa TIPOABIDKAT JIEYSHHETO, aKO CE MOARAT CHMITTOMH Ha HEBpOMaTHi, kato Gonka,
ycelllane 3a NapeHe, MpaBydyKaHe, M3TPBIBAHE WIH ¢1aboCT, 33 Ja C€ NMpEeIOTBPATH Pa3sBHTHETO Ha
MOTEHUHAJIHO HeobpaTumMo 3abossane. (Bxk. Touka 4.8),

Xenamoburuapru vapyuenus

[lpy mauMeHTH ¢ Texxo OCHOBHO 3af0NsgBaHe, KATO HAanp. CENCHC, Ha NedeHne ¢ neBodUIOKCaLMH ca
AOKNAJIBaHH CITy4an Ha YepHOAPOOHa Hekpo3a a0 daTtanHa 4epHOApoOHA HEAOCTATEYHOCT (BXK. TOYKa
4.8). IlaumenTtHTe TpaGea ma ObaarT npelynpeleHH na COpar JieYeHHETO H Ja ce OGBpHaT KbM
REKYRAUIMA TW JICKAp, KO ¢ MOABAT NPH3HAIlM ¥ CHMITOMH Ha uepHoApoOHO 3abonspabie Karo
aHOPEKCHA, X bJITeHHLA, NIOTbMHABAHE HA YPHHATA, IPYPUTYC HITH HaNpEKeHHE B KOpema.

Obocmpane na myasthenia gravis

DnyopOXHUHONOHHTE, BKAOYHTENHO JeBOGIOKCAUMH, MMAT HEPBHO-MYCKYJIHA GNOKHpala akTHBHOCT
u MOXe fa obocTpaT Myckynna cnabocT Mpw maimMentn ¢ myasthenia gravis. CepuosHu Hexenanu
peaKuHH, BKIIOYHTETHO CMBPTHH CIyqal H HeoOXOANMOCT OT NOANEPKAHE HA JHUIAHETO, Ca CRBpP3aHH
C TNOCTMapKeTHHroBaTa ynorpeba Ha <QIIyOpOXWHOMOHH NpPH HauUMeHTH ¢ myasthenia gravis.
JlerorokcallMH He ce NPenopbHBa MPH NAlHeHTH ¢ H3BECTHA aHaMHe3a 3a myasthenia gravis.

Ipumenny napviernus

AKoO ce yBpeaH 3peHHETO WIH C¢ NOMYYAT HAKAKBH e)eKTH BbpXy ouute, TpaOBa He3abaBHO na ce
Hanpae# KOHCYNTalMA ¢ OYeH creuManseT (BxK. Toukd 4.7 1 4.8).

Cynepungperxyun

Ynotpebara Ha NeBoduiOKcalUMH, 0COBEHO aKo € NMPOABIUKATENHA, MOXKE Aa [0BE/Ie A0 PacTex Ha
HedyBCTBUTEIHM MHKPOOPTaHH3MHS. AKO Bb3HHKHE CynepiH(bEeKUHs N0 BpeMe Ha TepanuAaTa, Tpabsa
Ja ce p3eMaT HOAXOAALIH MEPKH.

Hosnussane na aabopamopru mecmose

[lpy nauueHTH, JleKyBaHHM C JICBOQIIOKCAIMH, ONpenesHETO HA ONMATH B YPHHATA MOXE Ja Aale
JTBKNHBO-NONOKHTEIHH  Pe3yaTaTH. Moxke Aa e HATOWH TNOTBHPAAABAHE HA TOJIOKHTEITHHTE

pe3yNTaTH NPH CKPHHUPAHE 332 ONMHATH 4pe3 no-cnenuduyed MeToA.

JleBodunokcauuH Moske na HHXUOMpa pacreka Ha Mycobacterium tuberculosis 1 nopaay ToBa MOXe Ja
Jlane NEAKNHBO-OTPHLIATEHH Pe3ynTaTH npy OakTepHONOryHHa AMArHO3a Ha TyOepKyno3a.

4.5 B3aumoeiicTBHe ¢ APYTH NEKAPCTBEHH NPOLYKTH H APYTH Gopmu HA B3aAMoaelCcTBHE

Edexr ga CH JSKapCcTBEHH NpoaykTH BepXY Jlesodurokcaimy Kabu

Teogunun, enbyden wru nodobru HecmepoUdHU NPOMUEOSLINANUMERHY NPOOYKMH

Tlo BpeMe Ha KITHHHYHO W3NHTBAHE He Ca YCTAHOBEHHM (apMaKOKHHETHIHH B3aH
NeBoOKCalHH ¢ TeoduaHH. BeamMoxuo e o6ade aa ce mony4y U3paseHO IOHHKY



Opar B MI2BHUA MO3BK NIPH €AHOBPEMEHHO NIPHITOKEHHS Ha XHHOAOHH W TEO()HNHHA, HECTEPOHIHU
TIPOTHBOBL3NIANHTETHH JIEKAPCTBA WITH APYTH NPOAYKTH, KOWTO MOHHKABAT rbPUOBHA [Tpar.
KoHuenrpalninute Ha nepoduiokcani ca 6um ¢ okono 13% no-BHcoky NIpH Hanmuue Ha genbyden, b
CPaBHEHHE CBC CaMOCTOATE/IHOTO MY MpUNaraHe.

lIpobeneyuo u yumemuoun

[pobeneLMa 1 UMMETHAWH TIPHTEKABAT CTATHCTUUECKH 3HAUHM eeKT BbPXY EIHMHHHPAHETO Ha
neBotaoKcauMH. BrOpeusnaT KIMpBHE Ha NeBOMNOKCALMH € IOHHKEH 0T LUHMETHIHH (24%) H
npoGenewmn (34%). Toa ce AwmKY Ha dakTa, ue W aBeTe JeKapcTBa MoraT fa Bnokupar 6x0peunara
TyOynHa cekpenua Ha JiepoduiokcauuH. Bee nak npH H3cneBaHUTE JIO3H B MPOYYBAHETO,
CTATHCTHYICCKH 3HAYMMH KHHETHYHM Pa3fiH4MA € MAIKO BEPOATHO Id MMAT KIHHHYHO 3HaYCHHE.
Tpsabpa n1a ce oOBLPHE BHUMAHHE, KOTATO NeBodUIOKCalliH Ce MpHIAra eAHOBPEMEHHO ¢ JIEKAPCTBa,
KOWTO NMOBNIHSBAT TyOyNapHaTa 6u0pedHa cekpers, karo mpobeHeus # IUMETHAMH, CIEIHAIHO [IPH
650peuHO YBpeaeHH MallHEHTH.

Hpyea savicna wipopmayun

KinHuunmTe $apMakonoruyHi H3NHTBAHHA NOKA3BaT, Y€ (papMAKOKMHETHKATA HA JIEBOGUIOKCALUN He
¢S MOBNHABA B KIMHUYHO 3HAYMMA CTElCH, KOTATo NeBoGdOKCAlMH Ce TpWiara 3aeHO Cbe CNCAHUTE
JIeKapcTBa: KaniHes KapOoHaT, AMrOKCHH, MMOSHKNAMH, PAHHTHAKH,

Edekr Ha Jleponoxcaumn Kadu prpx I'¥ IEKAPCTBCHH HDOAYKTH

Luxnocnopun

[omyKHBOTHT Ha HHKNOCNOPHH € YAbIDKeH ¢ 33%, KOraTo € UpHIOKEH ¢ TEBOPIOKCAIHH.

Anmazonucmu na sumamun K

Cpobuiapa ce 3a yoe/kaBaHe Ha Koaryaauuonnute Tectobe (PT/INR) W/MNH BpeMeTo HAa KBPBEHE,
KOETO MOXeE Aa OBlie CHIHO M3PA3eHO NPH NALMCHTH, JICKYBaHH ¢ JeBO(NOKcaufdH B kOMOHHALMA C
aHTaroHMCT¥ Ha Buramun K (manp. Bapdapun). Ilopanw ToBa, mpH MMauMeHTH, JeKYBaHH C
aHTArOHHCTH Ha BHTaMHH K e HeoOXONHMMO MOHHMTOpHpAHE Ha [OKA3aTENIHTe HA KPBHBOCHCHPBAHETO
{Bx. TOuKa 4.4).

Jexapcmeenu npodyxmu, yovaocasawu QT-unmepsara

Jlerodnokcanun, nogoGHo Ha ApyriTe GIyopoXHHOIOHH, TPAGRA Aa GBe M3MOMIBAH TPEAAATHEO
MpH NalKeHTH, KOMTO NIPHEMAT ASKAPCTBRA, 3a KOMTO ¢ M3BECTHO, 4e yankapar QT HHTepsana (Hamp.
aHTHAPHTMHLM OT K1ac JA o 111, TPUUHKIHYHY aHTHAETIPECAHTH, MAKPOMMIM, AHTHIICHXOTHLH), (BX.
Touka 4.4 ., ¥ inimkaeane Ha QT unrtepsana®).

Jpyra pakHa MHOpMauus

B emo wm3cnespane Ha  QapMaxoKMHETHYHHMTE B3aHMONGHUCTBHS JEBODIOKCALHH He MOBJIMABRA
dapmakokuHeTHKara Ha TeodunnH (cy6eTpar 3a wscnenpane Ha CYPIA2), koeTo mokassa, ue
NE€BOGMIOKCALIMH He € HEXuGHTOp Ha CYP1A2.

4.6 ®epTHANTET, GpeMeHHOCT H KbpMeHe

bpemennocm
HMa orpanuyeny navu ot ynorpefaTa Ha JieBOGIOKCALMH NPH GpeMEHHH sKeHH.

BbPXY JKHBOTHM HE€ [OKa3BAT NPEKH WIM HENpPEeKH BpelHH eQeKTH I
PeNpPOAYKTHBHATA TOKCHYHOCT (BK. TOUKaA 5.3).




¢myopoxuHononure, Jlerodnokcauun Kabu vHGy3noHeH pasTBop He TpabBa Ja ce H3MON3Ba NpH
OpeMeHHH KeHH (8. ToukH 4.3 u 5.3).

Kvpmene

Jlesonoxcaunn Kabu e npoTturRonokasaH mpH KbpMemlH keHH. HsMa poctarbuHo MH(poOpMaums
OTHOCHO €KCKPEITHATA Ha JIeBOQUIOKCALMH B KbPMATA TIPH YOBEKA; APYTH (UTyOPOXHHONOHH obaye ce
ekckperdpar B kbpMata. Ilpw numcara na AaHHM NpH XOopa M MOpaiM CKCMEPHMEHTAIHH JaHHH,
TIOKA3BAIllA PHCK OT YBPEXKIAHE Ha XpYILAia HA HOCEUIWTE TEXECTTa CTAaBH Ha PacTAIHA OPraHH3EM
oT uryopoxuHononure, Jlesoduokcauun KaGu vngysnoneH pasteop He Tpabsa Ja ce HINMON3Ba NPH
KBpMELLH skeHd (BK. Toukn 4.3 1 5.3).

Depmuavmem
Jlesodnokcaumn He TpeaH3BHKBA YBPEkKAaHe HA GEPTHIHTETA HIH PENPOAYKTHEHOTO MOBEACHHE TIPH
TUIBEXO0BE.

4.7 E¢exTn BpXy cnocofnocTTa 3a modupane H padoTa ¢ MAIMHA

Hskou HexenanM peakuuu (Hamp. 3aMaiiBaHe/CBETOBLPTEX, ChHIHBOCT, 3DKTEIHA HAPYILEHHA) MOTaT
Ja HapyulaT CIocoOHOCTTa Ha MALMEHTA Ja ¢e KOHLUEHTpHpa M peardpa W Iopaiy ToBa MOXe Ja
[OPEICTABNABAT PHCK B CHTYALlHH, B KOHTO Te3H CIOCOOHOCTH ca OT Oco0eHO 3HaueHue (Hanp.
wodupaHe H paboTa ¢ MaILMHHK).

4.8 Hexelanu NeKapcTBeHH peaKnHA

ITpeacrasenara no-nomy HubopMaLMs ce OCHOBABA HA JAHHM OT KJIHHHYHH [IPOY4BAHHA [PH MOBEYe
oT 8 300 nauuenTH 1 OSWHPEH OCT-MAPKSTHHTOB OTIHT.

Yecrorara B Tasu Tabnuua € oNpee/ieHa, KATO CE M3MON3Ba CIEAHATA KNAaCH(HKALHA: MHOTO YecTH (>
1/10), uectu (= 1/100 mo < 1/10), wenectu (> 1/1 000 o < 1/100), peaxn (> 1/10 000 go < 1/1 000),
MHoro peaku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HANHYHKTE JaHHH He MOe Ja 6ble HanpaBeHa
OLICHKA).

B paMkuTe Ha BCAKa rpyTa MO HECTOTa, HeXXeMaHHTE NeKapCTBEHH PEaKLMH Ca NPEeACTABEHH N0 peaa
Ha HAMAJIABALIA CEPHO3HOCT.

Cucremo- Yectn Heueern Penxn (=1/10 000 no C Hen3BecTHA MECTOTA
OpranHm (=1/100 no =1/1 000 no <1/1 000) (OT HAJIHIHHTE NAHHH
KJacoBe <1/10) <1/100) He Mose Aa ObJe

HANpPABEHA ONEHKA)

Hudekunu n Ms6uuna
HH(eCTAIMH uHeKIH,
BKJIFOYHTE/THO
Candida
HHpeKL#
PesucrenTHocT
Ha MATOTeHHTE

Hapymenus Ha JleBkonenus, Tpombouuroneuns,
KPbBTa H EosuHopunua | Heytponenus
aaMd¢HaTa

cHhcTeMa




CucreMo- Yeern Heuectn Peaxn (>1/10 000 o C nelinecTna 4e€CToTa
OprasHH (=1/100 no (=1/1 000 oo <1/1 000) (oT HANHAATE TAHHH
KJIacoBe <1/10) <1/100) He Moke aa Onje
HANPABCHA ONEHKa)
Hapywenus na AHrvoenem AHadMITaKTHYeH oK *
HMyHHAT2 CBPLX4yBCTBHTEHOCT | AHadHiaKTronaeH MoK *
Ma
eneTe (BXx. TouKa 4.4) (ex. Touka 4.4)
EHpoKpHHEH Cunapom Ba
HapyILeHRS HEafleKBaTHa CeKpeLysl
HA aHTHAHYPETHYCH
xopmoH (SIADH)
Hapymenns na AHOpeKcHA XHNOTNHKEMHS, XuneprivukeMus
meTaGonusma u ocofeno npd nauxeHTd | XunorJHKkeMHYHA KOMA
XPaHEHETO
cbe 3axapes aHaber
(Bk. Touka 4.4)
IMcHxuunun BescpHne TpeBomkHoOCT McuxoTusnn peakupd | [IcuxoTH4HH peakuHu
HapylleHHA Cretogume ya | (€ HANp. XaJIOLMHALMHE, |ChC CAMOHAPAHABALLO
oOBPKAHOCT MAPaHos) noBeJeHUE,
HepBrocT Jlenipecus BRJIFQUHTEIHO CYHLIHAHH
MHCAH WIH OMATH (BX.
AXHTALMA
TouKa 4.4)
AOHOpMHY ChbHHILa
Kommapu
Hapywenus na  |I'napoGonue | ComuonenTtHoct | KonByneun (8. Touks | [lepudepHa censopra
HEPBHATA 3amaiiBane Tpemop 43144 HEBpONATHA (BXK. TOYKA
cuctema*
Hucreyzua Tlapecresus 4.4)
Iepugepna cerso-
MOTOpHA HEBPOTIATHA
(Bx. Touka 4.4)
[lapocmus,
BKJIIOYHTENHO, aHOCMUA
JIHCKHHe3Hs
ExcrparnipamugHo
HapyLUEHHE
Areyzna
CuHkon
HoGpoxauecteena
HWHTpaKpaHHalHa
XHNEPTEH3UA

Hapyiuenus Ha
ouuTe*

3pUTeNHM HapyilleH s
Kato Hamp. pasMa3’aHo
apeHue (BkK. Touka 4.4)




Cucremo- YecTn Heuecrn Penxu (>1/10 000 g0 | C neH3BECTRA YeCTOTA
OpTAHHH (=1/100 no =1/1 600 oo <1/1 000) (oT HAJTHYIRHTE JAHHH
KAacoBe <1/10) <1/100) He Moxke Ja Obae
HANpABEHA ONECHKA)
Hapywenus na Bepruro IIym B ywnre 3aryba Ha cmyxa
YXOTC H YBpeleH ciyx
nabupHHTa
Coupaeunn Taxukapaus, KamepHa Taxukapaus,
HapylueHus * * Chplebuete KOATO MOXKE A3 AoBene
JI0 ChPACHEH apecT
KamepHa apHT™MBA H
torsades de pointes
{cvO0OILIABAHH TPEHMHO
OpH [ALMEHTH ¢
puckoBH dakropu 3a QT
yALIKABAHE),
yabiukagase Ha QT
nnTepeana B EKT (8.
TOuKH 4.4 U 4.9)
CoaosH Ommnaca ce XUNOTOHUA
HapyleHus * ¥ caMg 3d i.v.
dopma:
Onedur
PecripatophH, Hucnues BpoHxocnassm
TPBAHH H AnepruueH MHEBMOHHT
MCIHACTHHAIIHH
HApPYLICHUA
Cromaso- Juapus Kopemna Gonxa, XeMmoparuuHa auapus,
YPEBHH Hoepemane | AHcnencus, KOATO B MHOT'C PSIIKH
HapyLIEHHA r Mereopuzbm, clyvaH MOXE Ja e
aJieHe
3anek AOKA3aTeNHA 32
CHTEPOKOJIHT,
BEJIKOYHTCIHO
ncesaoMeMOpaHoieH
KomuT (BK. Touka 4.4)
ITankpeatHT
XenatobunuapsH | [TosHinenu [Moeuen JKBATEHHIA W TEKKO
HapyLIeHHsA CTOMHOCTH Ha |OWIHPYOHH B 4epHOAPOOHO
uepHoapoGun | KPEETA YBpERIaHE,
BK/TIOYHTENIHO CITy4ad ©
eH3UMH
ocTpa yepHOUpOoOGHa
(ALT/AST, HE/OCTATBYHOCT, FIABHO
aNKanHa
docharaza,

GGT)




Cucremo- Yecrn HeuecTn Penku (>1/10 000 oo C HeH3BECTHA YecToTa
OpraHHH (=1/100 no (=1/1 000 no <1/1 000) (oT HaIMYHHETE JAHHH
KAACORE <1/10) <1/100) ne Moke Aa Gnae
HANPABEHA OEHKA)
Hapymienns Ha O6pus, JlekapcTBeHa peakuma ¢ | ToxcHyHa enuzepmanta
KOXaTa H Cupbex €03UHODHITHA U HEKpOJIH3a,
MOAKOXKHATA VpTuxapus CHCTEMHH CHMITTOMH CHHOpoM Ha
b
TBKAH XunepXuaposa (DRESS) (Bx. To4Ka Stevens-Johnson
4.4), Epurema Myntudopme
dukcHpaHa Peakupa Ha
NeKapcTseHa epyILHA hoTouyBCTBHTENHOCT
(Bx. Touka 4.4)
JIeBKOIMTOXIACTHYEH
BacKYJIHT
Cromatut
Hapywienus na Aprpanris, Cyx0XHIHH Pabnomuonusa
MYCKYJTHO- Muanrus yBpesiatus (Bx. TOYKA | Pynrypa HA CYXOXKIIHE
CKEJIETHATA 4.3 u 4.4) BRIIIOYUTENTHO | (anp, Ha AXHIIECOBOTO
CHCTEMA H TEHAHHHT (Hanp. Ha CYXOMKHIIHE) (BXK. TOYKH
CheIMHHTEHATA AXHIECOBOTO 43 u4.4)
*
THKaH CYXOMKHIHE) PynTypa Ha JIATaMeHT
MyckynHa cnabocr,
a Ha MYCKYJl
KOATO MOKe aa Opze oT Pymryp MyCKy
0coBEHO 3HaYeHHE IIpH ApTput
MaLMeHTH C MHACTEHHA
rpasHc (BX. Touka 4.4)
Hapywenua Ha TosuuieH Octpa 01b0peuna
GwOpewmre u CepyYMeEH HEJAOCTATHYHOCT (HAID.
TIHKOUYHHTE KpeaTHHHH nopam
OBTHILA
HHTEPCTHLMAIEH
HedpHT)
O6uin Omnacs ce AcTeHns [Mupekcus bonka (BKIIOYHTENHO
HapylleHHs H camo 3g i.v. fonka B rep0a, repauTe
ederxTr Ha gopma: H KpaHHHLIATE)
MACTOTO Ha Peakuua Ha
npunokexue™ MSACTOTO Ha
HHY3HATA
(Gonka,
3a4cpBABAHE)

a
Anaghunaxmuunu u anagninarmoudnu peaxyuu nonaxoza Moxce 0a ce nOAEAM Jopu cred nopeama

003,
b

KoxHo-nuraBM4HHTE peakLHA IOHAKOra MOXe /1a Bb3HHKHAT JOPH CAeA ITbPBaTa 103a
* Cpo0ilara ce 3a MHOTO PeIKH CITYYaH Ha MPOABIDKHTEIHH {10 MeCELlH WIH TOIHHH),

HHBAIHH3HPALOM H MOTEHUHATHO HeOOpaTHMH CEpHO3HH JIEKAPCTBEHH PEAKLMH, 3acarailH
MOHAKOra MHOTO CHCTEMO-0PTraHHH KJIacOBE H CETHBA (BKIIOYHTEIHO peaKkliiH KaTo TeHRH#
Pa3KbCBAHE HA CYXOXKHIIME, apTpanrus, §o/ka B KpaliHMu{Te, HapyLIeHHe Ha NOXOAK;
CBBP3aHH C NAPECTE3HH, NeNPECHs, yMOpa, HapYIUEHHEe Ha MaMeTTa, HapyIeHHs Ha
Ha CNyXa, 3peHHETO, BKyca H 000HAHWETO) BBB BPB2Ka ¢ YIIOTpedaTa Ha XHHONIOHA
(bTyOpOXHHONOHH, B HAKOH CITydaH, HE3aBHCHMO OT Beye CHIIECTRYBAIIHTE PHCKORE

Touka 4.4).




**TIpu NanHeHTHTE, NpUEMaIK (GNYOPOXHHOIIOHH, Ca CHODIICHH CTyyal Ha aHEBpU3Ma M JUCEKaLHs
Ha A0PTATA, NOHAKOrA YCAOKHEHY NOPANH PA3KHCRAHE (BIUTIOYMTENHO ¢ NETANIEH H3X0A) B
perypruTalls/HeNOCTaTEYHOCT Ha HAKOM OT ChpAEHHMTE Knanu (BX. Touka 4.4).

JIpYTH HeXeNaHH PEaKUMH, KOUTO €2 CBBP3aHH ¢ NPHACKESHAETO Ha TyOPOXHHONOHH BKITIOYBAT:

*  OPUCTBIH Ha NOpPHPHA NPH IMALUEeHTH ¢ nopdupus

Crof1llaBaHe HA MOJIO3MPAHH HE)KeJIAHY PeaKLMi

CrobluaBaneTo Ha NONO3HPAHH HEKENTAHH PEAKUMH Ciie/] pa3pellaBate 3a ynorpeba Ha IeKapCTBeHHA
NPOAYKT € BaxkHO, ToBa MO3BONIABA Ja MPOABIDKA HaGIIOOEHHETO Ha CHOTHOIIEHHETO MOMI3A/PHCK 32
AeKapeTBeHMs NPoAYKT. OT METHIIMHCKHTE CTIELIHANKCTH CE H3UCKBA Ja cho0INaBaT BCAKA NO03HpaHa
He)KeTlaHa peaklys Ypes HALMOHAIHATA CHCTEMA 3a choblaBaHe:

HsmeHHTEHA areHums no aexaperaata (MAJD)
ya. JJaman [pyes Ne §,

1303, rp. Codusn, bearapua

Ten.: +359 2 8903 417

yebceaiiT: www.bda.bg

4.9 IlIpenosupane

Criope/l M3NMTEAHMATA 38 TOKCHUHOCT NpH KHUBOTHH WIM KIMHWKO-(papMaxonoriiHy NpoyyuBaHNS,
TIPOBGAEHH ¢ MHOTO BUCOKH TepalleBTHYHH JIO3H Hali-BayKHUTE MPH3HALH, KOHTO TpsOBa a ce OYaKeaT
caej ocTpo npenosvpane c JlesodnokcaimH Kabu wHdysnoHer pasTeop, ca OT CTpaHa Ha
LeHTPATHATA HEPBHA CHCTEMA KaTo O0BDKBaHe, CBETOBBPTEXK, HAPYIUCHHA HA CB3HAHHETO,
KOHBYJICHBHH spUOBE, yAb/KaBaHe Ha QT-uHTepBana.

IIpH MOCTMApKETHHrOBOTO MpPHIGKeRHE ca HabmonasaHu edekrn ot crpada Ha [HC, pxmovnTento
CECTOAHKE HA 00BLPKBAHE, KOHBYACHH, XAIOUMHALIMY B TPEMOPp.

B cnyuaii Ha npeaosupase TpaGea Jla ce NPUIOXKH CHMITTOMaTH4Ha TepanHA. Ilopagr BE3MOKHOCTTA
or yabbkapaHe Ha QT-unreppana, Tpabea ce nposexxaa EKI-Monuropupane. Xemoauaiusara,
BKTIOHMMTEIHO TepuToHeanata avanu3a W CAPD He ca edexTMBHH 3a OTCTpaHABAHE Ha
AesodNoKcaUMH OT opranksma. He cbitlecTByBa cneundHuen aHTHIoT.

5. ©®APMAKOJIOTHYHH CBOMCTBA

5.1 PDapMakoAHBHaAMHYHH CBONHCTBA

(apmakoTepaneBTH4HA IPYITa; XMHONOHOBH aHTHOMOTHLH, (uyopoxutomnony, ATC xon: JOIMA12
Jlesonokcaumn e cuaTETHYEH aHTHOAKTEPHANIEH areHT OT Kilaca Ha quryopoxuHooHuTe H ¢ S (-)
CHAHTHOMEP HA PALEMUYHOTO AKTHBHO BELeCTBO OQIIOKCALMH.

Mexanuzem na oeiicmaue

Kato duyopoxuHonoHoBo aHTHGaKTEpHANHO CPeaCTBo, eBodnokcanmu aefictea pepxy JJHK- rupasa
KOMILIEKCa H TonoH3oMepasa IV,

@K/ PN omnowenue

Crenenra Ha OaxkTepHUMIHATA AKTHBHOCT HA JIGBO(UIOKCALMH 3aBHCH OT ChO
MaxcHMaJHaTa cepyMHa KoHUeHTpalwsa (Cmax) wnm raowra noa kpusata (AUC
UHXHOHpaLa koHueHTpams (MIC).

Mexanuzvm na pezucmenmnocm



Pe3ncTeHTHOCTTA KBM JIEBO(IIOKCALIHH Ce MPUAOOHEA MOCPEACTEOM CTHIAIOBHASH NPOLEC Ypes
MYTal{H HAa TapreTHy MecTa B Tonousomepaszute tvn 11, JHK rupasa u tonouzomepasa [V. Ipyru
MEXaHU3MH Ha Pe3HCTEHTHOCT, KaTO HANp. iepMeallioBHH GapuepH (decTu npH Pseudomonas
aeruginosa) v eQepeHTHH MEXAHU3MHA MOKe CHINO J1a [OBIMAAT YYBCTBHTEIHOCTTa KbM
nesodraokcalye.

Habnonapaka e KpbeTOCaHa PE3UCTEHTHOCT MEXKY NEBO(IOKCALHH H APYTH (ITyOPOXHHOMOHH.
IMopaay Mexanu3Ma Ha AeHCTBHE, KAaTO IAJI0 HAMA KPBCTOCAHA PE3HCTEHTHOCT MEHCTY
NeBOIOKCAWH W APYTH KNacope aHTHOAKTepUaiHy CPENCTBA.

Ipanwunu cmoiinocmu

ITpenopexure Ha EUCAST 3a rpanwumn croitHocth ma MIC za nepoduiokcaildn, pasaensiiH
YyBCTBMTE/IHUTE OT WHTEPMEIHEPHO YYBCTBUTENHHTE W HHTEPMENHCPHO YYBCTBMTENHHMTE OT
PE3HCTEHTHHTE OPraHU3MH, ca MPeACTABEHH No-A0Y B Tabmuuarta 3a usnursane #a MIC (mg/]).

EUCAST xnunuyny rpaHnaHu croitHocTH Ha MIC 3a nesoduokcauus (Bepeus 2.0, 2012-01-01):

IIaroren YyscrBuTeseH | PelHcTenTeH
Enterobacteriacae <Img/L > 2 mg/L
Pseudomonas spp. <1l mg/L >2 mg/L
Acinetobacter spp. <1lmg/L > 2 mg/L
Staphylococcus spp. < | mg/L >2 mg/L
S.pneumoniae’ <2 mg/L >2mg/L
Streptococcus A,B,C.G <Img/L. > 2 mg/L

H. influenzae ** <Img/L > 1 mg/L
M.catarrhalis’® <Img/L > 1mg/L
I'panwuny cmoiinocmu sudogo <1lmg/L >2mg/L
necneyuduuny’

1. I'panuunure cTOMHOCTH 3a JEEOQUIOKCALIMH C€ OTHACAT 334 BHCOKO
N030Ba Tepanus,

2. Moxe 1a Bh3HWKHE PE3HCTEHTHOCT KbM (TYOPOXHHOIOHH MPH HHCKH
uusa (MIC na yunpodnokcauus ot 0.12-0.5 mg/l), Ho HAMa JaHHH, 4e
Ta3M PEIUCTEHTHOCT € OT KIIMHHYHO 3Ha4eHHe MpH HHOESKLHH Ha
JuxaTeJHHTe nsTHA ¢ [ influenzae.

3. l{amoBe che croliHocTd Ha MIC Hal rpaHHUHKTE CTOHHOCTH HA
YYBCTBHTETHOCT C€ C'BO6]JJ.aBaT MHOI'0 pAAKC HJAH BCC OLIE He Ca
¢p0o0LeHH. TecToBeTe 32 HAEHTHOHKALMA M AHTHMHKPOOHA
YYBCTRHTEJTHOCT HAa BCHYKH No106HHA H3onartu TpabBa na 6naar
TOBTOPEHH H aKO PE3YNITATLT ce NOTBbPIAM, H30aThT TpAbea aa Obae
usnpareH B pedepentHa naboparopus. JIokato HAMa AOKA3ATENCTBO
OTHOCHO KJIHHHYHHSA OTTOBOP NPH NOTBbpacHA wionati ¢ MIC nan
HACTOAIHTE [PaHHLIM HA PE3UCTEHTHOCT, T¢ TpAOBA Aa ce chobluasaT
KaTo peIUCTCHTHH.

4, I'paHuuHKTe CTOHHOCTH Ce OTHACAT Camo 3a nepopanHa aosza or 500

mg X 1 Ao 500 mg x 2 1 MHTpaBeHO3Ha Ao3a o 500 mg x 1 go 500 mg x
2.

[NpeobranaBaHeTO Ha PE3HCTEHTHOCT MOKE J1a BAPUPA reorpadicku H ¢ BPEMETO 3a ONpeleicH
BMIOBE H € HeoOXoHMa AoKanHaTa HHOPMALHA 33 PEIUCTEHTHOCTTE, OCODEHO MPH JIEUg
TEAKH HHEKLMH. AKO € HeoOXOAMMO TPsGBa a Obie IOTBPCEH EKCIIEPTEH ChHBET, KOS
YECTOTA Ha PCIUCTCHTHOCT € TaKaBa, e 110/13ara OT areHra M[pH NOHS HAKOH THIIORE H
BBIIPOC.




O6HKHOBEHO YYBCTBUTEITHH MUKPOOPTAHH3MH

Aepobuu I'pam-nionosxuTeinn 6akTepyu

Bacillus anthracis

Staphylococcus aureus memuyunun-uyecmaumentiu
Staphylococcus saprophyticus

Streptococci, epyna C u G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobuu ['pam-oTpunaTentu Gaktepuu

Eikenella carrodens
Haemophilus influenzae
Haemophilus para-influenzae
Klebsiella oxytoca

Moraxella catarrhalis
Pasteurella multocida
Proteus vulgaris

Providencia rettgeri

ABaepobuu DakTepun
Peptostreptococcus

Apyru

Chlamydophila pneumoniae
Chlamydophila psittaci
Chlamydia trachomatis

Legionella preumophila
Mycoplasma pneumoniae

Mycoplasma hominis
Ureaplasma urealyticum




Bujose, 3a KOATO NPHIOOATATA PE3ACTEHTHOCT MOzKe Aa Gnae upodiem

Aepobuu ['paM-nonoxkurenHu GaKTeprn
Enterococcus faecalis

Staphylococcus aureus memuyunun-pezucmenmnu *
Staphylococcus spp xoazyaaza-ompuyamennu

Aepobuu [MpaM-otpHuarenny bakrepuu
Acinetobacter baumannii

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

AHaepoOHu GakTepuu
Bacteroides fragilis

Hlamone ¢ BETPEINAC-EPHCHINA PESHCTEHTHOCT

Aepobun ['paM-nonoxurennn SaxTepru
Enterococcus faecium

#
Tonsma € BEpOATHOCTTA METHLWIHH-PE3MCTEHTHHTE S, aurens 1a MPHTEXKABAT eJHOBPEMEHHA
PE3UCTEHTHOCT KbM (IyOPOXHHOIOHHTE, BKITFOYHTE/THO JIEBO(IOKCALIHH.

5.2 @apmakoxkHHeTHYHH CBOHCTBA

Abcopbuns

IlepopanHo npmioxenuaT neBodokcalus ce abecopbupa Gup3c M MOYTH ITBIHO ¢ MMKOBH TUIA3MEHH
KOHLIEHTPALWH, KOHTO ¢¢ JJOCTHraT B paMkuTe Ha 1-2 waca. AGcontoTHaTa GHoHanuuHOCT € 99-100%.

XpaHaTa HMa HE3HAYHTE/THO BIHAHHE BbpXY aﬁcop6unma Ha J'IE:BO(l)J'IOKC&LI,HH.

PaBHoBecHO ChCTOAHHME ce A0CTHIa 10 48 yaca npu cxema Ha Jo3upade 500 mg BeHbk WK JIB& THTH
OHEBHO.

Pasnpenenenune

HpuGnuzurento 30-40% or nepoduiokcaln ce CBLP3BA ChC CEPYMHHUTE IPOTEHHH.

Cpennust ofeM Ha pasnpezencHHe Ha NeBodokcalMH € npHOmmsuTento 100 | cien
MHOrOKpaTHO NMpPHIIOXKeHHe Ha A034 oT 500 mg, KoeTo NoKa3sa UIHPOKO pasnpencieyy
TbKaHH,

HeneTpauna B THKAHKTE M TEJSCHUTE TEYHOCTH:




JlokasaHo e, 4e nepoduioKcaUMH [peMHHaBa B OpOHXMA/HATA JIMIABHIlA, CNMTENHATA TOKPHBHA
TEYHOCT, alBeonapHHTe Makpodar, B GenoapoGnara ThKaH, kokaTa (TEYHOCTTA B MEXYPHTE), B
npocTaTHaTa ThKaH W ypuHata. JleBoduiokcaumn ofade mpoHHkBa cnabo B UepeGpo-CNHHANIHATA
TEYHOCT.

buorpadcthopmarg

JlepodnokcauuH ce MeraGonH3Mpa B MHOrO Majika cremeH IO MeTaDOnUTHTE JE3METHA-
nesodnokcanMy W neeodnoxcanH N-okewa, Teswm meraGonuTd npepcTasassar < 5% OT A03aTa,
KOATO cé OTAeNA B ypHHaTa. Jlepodnokcanun e crepeoMeTpHuHO cTabMNEH M He NOLIEKH Ha XHpasHa
HHBEPCHA.

EnuMHHHpane

Cnea nepopajHO ¥ HHTPABEHO3HO MpHIokeHHe TeBO(IOKCALHH & SAHMHUHUPA OTHOCHTENTHO GasHO
ot miasmata (ty: 6-8 waca). EKckpeumsra ce M3pbLpIUBa npenumuo npesz Oebpemure (> 85% or
TIPMIIOIKEHATA J03a).

CpenuuaT BUAMM oL TelleceH KIHPBHC Ha AeBoduiokcalnH ciiel eIHOKpaTHa Ao3a oT 500 mg e 175
+/-29,2 ml/min.

Hama cblliecTBeHM pasiukH BBE (GapMakOKMHETHKATa Ha NeBOQUIOKCALMH CJICA HMHTPAaBEHO3HO H
MEPoOpajHO  [PHIMKEHHE, KOSTO O3Hayaba, Ye MCPOPaNdHUAT M HHTPAaBCHOZHHAT 0BT ca
B3aHMO3aMEHACMH,

JluneiiHocT

JleBodioKcaLHH ce IOAYMHABA HA JIHHeHHa dapMakoKHHETHKa B Auana3oHa 50 no 1000 mg.

CrieliMaJIHH NOMYIaLHe

Hayuenmu ¢ 6vbpeuna nedocmamvunocm
QapMakOKHHETHKATA Ha JieBOGNIOKCALHH ce Biuse oT OLOpeuno yspexnaHe. C WOHHXKABAHE Ha
OnbpeuHara QyHkipa, 6E6peyHaTa eTMMMHALIMA WM KIHPBHC C€ MOHHKABAT, @ CIHMHHALMOHHHTE

OOTYKHBOTH C€ YABJDKABAT, KAKTO € MOKa3aHo B Taﬁnnua'ra no-Aoiy:

®apmakokuHeTHKa NpH OB0peYHa HEIOCTATEYHOCT ClIel €AHOKpaTHA Mepopainsa a03a ot 500 mg

Cl, [mVmin] <20 20-49 50-80
Cly [mU/min] 13 26 57
t7; [h] 35 27 9

Hayuenmu 6 cmapuecka eb3pacm

HsimMa 3HaYMTeTHH pa3s/iMKy B KUHETHKATa Ha JIEBO(IOKCALIMH MEXAY MIAJIH H BBIPACTHH HHIMBHIHY, C
H3KIFOYEHHE Ha Te3H, CBHP3aHH ¢ Pa3iHKK B KPEATHHHHOBHS KIHPBHC.

Iloaoeu pasnuuun
OTAe/HMAT aHANW3 NPH MBXKE M MEHH NOKa3Ba MajKH [0 HE3HAUMTENHH MOMOBH PAilHKH BbHB

dapMakokHHeTHKaTa Ha JNeBodokcauwd. Hama pokasarencrsa TE€3W NOJMOBH pa3ny
KJIHHHYHO 3HAYEHKe.

5.3 IlIpeAxsiAAHMHE JaHHH 32 0e30HaACHOCT



HexknUHWYHHTE AaHHH HE MOKA3BAT CHSIMANCH PHCK 3a X0opaTa BE3 OCHOBA Ha KOHBEHUHOHAIHHTC
H3CTIEABAHHS HA TOKCHYHOCT TIPH €JHOKPATHO NMPHAOKEHHE, TOKCHYHOCT NPH MHOIOKPATHO
NpHIOKEHHEe, KAHUCPOreHSH NOTEHLHAN H TOKCHYHOCT Ha PeNMPOAYKIHATA H Pa3BHTHETO.

JleBodnoKcalH He MPEeAH3BHKBA YBPEXK/IaHE Ha (PEPTUNMTETA HIH PENpoNyKTHBHOTO NIOBEACHHE NPH
[ABLXOBE M eAHHCTBESHUIT My edeKT BbpPXY IU1oAa e 61 3a6apeno Ch3pABaHE B pe3y/ITaT Ha
TOKCHYHOCTTA [IPH MaHKaTa.

Jlesodiokcay He NPeAH3BEKBA TEHHH MyTaitui B GakTepHATHH KICTKH HIH KIeTKH OT Go3aHHMLM,
HO MHAYLMpPA XpOMO30MHHU abepalluu in vitro B 6e10apo6HH KIETKH OT KHTalicku xamcTep. Tesu
e(eKTH MOsie J1a C€ OTHANAT Ha HHXMOHpaHe Ha TonouzoMepasa Il. MsnuteanusaTa in-vivo
{MMKpPOAZIPEH TeCT, CECTPHHCKH XpomaTiieH 0OmeH, nzpbHiutaHosa JIHK cunTesa, TecT 38
JOMHHAHTHH JIETATHH MYTallu#) He NOKA3BaT FeHOTOKCHYEH MOTEHIHAN.

HacnenpanuaTa BbPXY MHIIKH MOKA3BaT, Y€ JICBOGIOKCALMH MPHTEXKaBa (OTOTOKCHYHA aKTHBHOCT
€aMo MpH MHOro BHCOKM no3H. JleroduiokcauuH He Moka3sa [EHOTOKCHYEH MOTEHLHAN IIPH TECT 3a
($OTOMYTareHHOCT, a TIPH NPOoyuBaHe BHPXY QOTOKAHNEPOreHHOCTTA € IOHHAHA TYMOPHOTO pa3BUTHe.

MonoGHo Ha upyrute QIIyOPOXHHONOHHM, JIEBOQUIOKCAUHH € TOKazan edeKTH BBbpXY XpYldiHTe
(obpazyBaHe Ha MeXypH M KyXWHHW) NpH MILXOBe W Kyuera. Te3d MposiBH ca AO-NOAYEPTaHH TNpH
MnazH >)KMHBOTHH.

6. DAPMAIEBTHYHH TAHHH

6.1 Cuoucbk Ha NIOMOIHKTE BeINeCTEA

Harpues xnopra

Harpnes xuapoxcun (3a pH-kopexima)
XnoposoaopoaHa kucenmHa (3a pH-kopexuus)
Bopa 3a vHxekUMH

6.2 HechbBMeCTHMOCTH

Jlesodokcauns Kaby uny3HoHeH pa3TBOp He TpaOBa /1a C€ CMECBA C XETAapHH HIIH &JIKATHH
Pa3TBOPH (HAmNp. HATPHEB XHAPOreHKapOOHaT).

To3u nexapcTBeH Npoaykr He TpAOBa Ja ce cMecBa ¢ JIPYrH IGKaPCTBEHH NPOAYKTH, ¢ H3KAIQUYEHHE Ha
NOCOYEHHTE B TOUKA 6.6.

6.3 Cpox naroasoct

Hugbysuonen pazmeop 6 mep2o6cka onaxesxa:
Diuaakonu or 50 mi u 100 ml: 3 roaunu
freeflex® cakose 50 ml: 18 meceua

freeflex® caxose 100 ml: 2 rogunu

Paspecen pazmeop:

He ¢ neofxomume pazpexsiane npefy NpUIoKSHIE.
3a paspeJieHus NpOAYKT XMMHYHATA 4 (HU3M4YHA CTabUIHOCT e AoKasana 3a 3 yaca npH 25 °C.

Creo nvpso omsapsane:
Ot MHKPOOMOIOrAYHA FJleaHa TOHKA NPOAYKTHT TpAOEa Na ce H3II0/3Ba BeqHara (10
Ce u3n0nI38a BeaHara (Ao 3 yaca), OTTOBOPHOCTTA 32 NPOAB/BKUTEIHOCTTA H YCIIOBH
€a Ha NMOTpeOHTENs, OCBEH aKO pa3TBapAHETO/PaspeXkKAaHETO € HANPABSHO IPH KO
BaIUIUPAHH YCJTOBHA,

He e HeobxoniMa 3a11HTa OT CBET/IMHA NO BpeMe HA HHOY3HA.



6.4 Crnennagnu ycjioBHS 3 CLXpAHEHHE

DOaakonu;
,IIa cc c*sxpaHﬂBa BBBR BHHIIHATA KapTOHEHa OnaKoBKa, 3a Aa ce rlpe,unasn QT CBCTJIHHA.
Jla He ce chxpaHsBa B XIAJHIHMK M 1@ HE ce 3aMpasaba.

freeflex® cakose:

Ha ce cexpansaea nox 25 °C.

Jla ce chXpaHsBa BbB BLHILHATA KAPTOHEHA ONMAKOBKa, 3a a ¢e NPEAna3H OT CBeTIIHHA.
Ja He ce chxpansaBa B XJIaJWIHKK ¥ 1a He Ce 3aMpa3aBa.

Ja ycnoBHsATA HA CBXPaHCHHE Ha paspelleHus NPOAYKT BHXTE ToUKa 6.3.

6.5 JanHH 32 ONAKOBKATA

50 ml pansaHeHK BBB GakoH ot 100 ml: dmakow (bottlepack) OT moMeTHIEH ¢ HHCKA IUTBTHOCT OT

100 ml, 3aTBOpeH che 3amynIanka ¢ ryMEH AMCK.

Onakoskw: 1, 10, 20 1 25 dnakona.

50 ml HarreAHEHM B cak o1 100 ml: nonmvonedwmuos cak Freeflex bag system ot 100 ml
Onakoskn: 10 v 20 caka.

100 m] narrbnHehn BB dnakoH or 100 ml: drakon (bottlepack) oF MonHeTHIEH C HHCKa MTBTHOCT OT
100 ml, 3aTBOpEH CbC 3AMYLIANKA C TYMEH JIHCK.

Onaxosku: 1, 10, 20 u 25 ¢urakona

100 m] HanbiHeHn B cak o1 100 ml: nonnoneduHos cak Freeflex bag system ot 100 ml

Onakoeku: 10 1 20 caka.

He BCHHUKH BUOBE ONAKOBKH MOTAT Aa GbAaT nycHaTH B npoaax6a.
6.6 CpoennanH¥ npeaNa3HH MEPKH IPH M3XBLP/AHE A paboTa

Hewnznonzpanusr JIEKapCTBEH NPOAYKT HIIH OTNaXbYHHATE MATCPHANH OT HEro TpHﬁBa Ja CC H3XBBDIAT
B CBHOTBETCTBHE C MECTHHTC U3HCKBAHHAL.

Cmecpane C IPYrH pasTBOpPH 34 HHYIHs:

Jesodmokcauud Kabn nurdysHoren pa3rsop € ChbBMECTHM CLC ClIEJIHHTE WHQY3HOHHH pa3TBOPH:
- F'moko3a 50 mg/ml (5%)

- Fmoko3a-Punrep 25 mg/ml (2,5%)

- Hatpues xnopua 9 mg/mi (0,9%)

- Pa3TROp Ha aMHHOKMCETHHH

33 HECHEMECTHMOCTH BHXKTE TO4YKa 6.2,

7. IIPHTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Dpezennyc Kabu brarapus EOO/]

yn. An. Kenjos |, et.6, an. 37,
1113 Codms, Bbnrapus
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