AI/600¢O

KPATKA XAPAKTEPUCTHUKA HA IPOAYKTA

~ G037 08-11- 1%
1. UME HA JIEKAPCTBEHHUSA ITPOAYKT

Ornexcua 5 mg/ml undy3uonen pasreop
Flexid 5 mg/ml solution for infusion

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Beeku ml ot uHy3noHHHS pasTBOp chabpika 5 m g neorokcanun (levofloxacin) (kato XeMUXHApaT
(levofloxacin hemihydrate)).

Beeku cak ot 50 ml chappka 250 mg neBodokcaiu (levofloxacin) (kato xemuxuapar) (as hemihydrate)).
Beeku cak or 100 ml cbabpxa 500 mg neBodiokcanms (levofloxacin) (karo xemuxuapar (as hemihydrate)).

l loMoLIHO(K) BelecTBO(a) C U3BECTHO JIEHiCTRHE:

Beexn ml ot uHdy3nonnus pasteop cuabpxka 0,15 mmol (3,542 mg) HATpUH
Beeku cak ot 50 ml cxabpxa 7,76 mmol (178,4 mg) HaTpUH

Bceku cak or 100 ml cbabpxa 15,53 mmol (357.0 mg) HaTpHM

3a MBbJIHUA CITUCHK C MOMOILLHUTE BellleCTBA BUXKTE TOouka 6.1.

3. JIEKAPCTBEHA ®OPMA
MH}y3uoHeH pa3TBop

bUCTBp 3€1eHUKABO-XKBJIT Pa3TBOP 6e3 YacTHIH
pH 4,3 -5.3
Ocmonanurer 280-340 mOsm/kg

4. KJIMHUYHHA JAHHU
4.1 TepaneBTHYHH NOKA3AHHSA

®nekcnua 5 mg/ml uHpy3HoHeH pa3TBOp € nokasau [IPH BB3PACTHH 3a JICYCHHE HA CJIeIHUTE HHDEKLIK (BXK.
TOukH 4.4 1 5.1):

* OCTBp NHENOHEDPUT H YCIIOKHEHH HHDEKLIMH Ha MUKOYHUTE MbTHINA (BX. TOUKa 4.4)

» XpoHuueH GakTepHaieH NpOCTaTUT

» MHxanaunoneH antpakc: npoduiakTHKa ciie/] eKCIO3HIIHS 1 JIeUeHHe (BX. TOuka 4.4).

(brekcnn TpsOBa aa ce U3NoI3Ba 3a JieueHHe Ha 10Ty M3GPOEHHTE HH(EKLMH, CaMO KOraro ynorpebara Ha
1E€CTO NMPEeNnopbYBaHUTE AHTHOAKTEPUAJIHM MPOLYKTH Ce CYHUTA 32 HEYMECTHA 3a JIeUSHHE Ha Te3H MH(DEKLIMH
» [IneBMOHMS, npuao6uTa B 0611€CTBOTO

* YCII0XKHEeHH HH(EKLMM Ha KOXKATa U MEKHMTE ThbKAHH

4.2 Jl03MpOBKA H HAYHH HA NPHJIOKEHHE

(Drexcua HHPY3HOHEH Pa3TBOP ce npuiara upe3 GaBHa WHTPaBeHO3HA UH(Y3HS BEIHBXK WM J1BA IIBTH
AHEBHO. J/I03UpOBKaTa 3aBHCH OT BH/Ia U TEKECTTA Ha MH(EKLHUATA U 4yBCTBUTEIHOCTTA HA MIPEANONAraeMHs
MaToreHeH npH4YuHuTeN. JleueHuero ¢ Muekcua ciies mMbpBOHAYAIHA ynorpeba Ha MHTPaBEHO3EH NMPOAYKT 3a
MOke /1a Ob/ie 3aBBPLIEHO ¢ NOAXOAsIIA epopanHa Gopma B choTBeTcTBHe ¢ KXIT Ha punmupanuTe




TabJIETKH M KaKTO € MOAXOALIO0 HHAMBHAYAIHO 3a nauueHTa. [Ipesua 6HOeKBMBAIEHTHOCTTA Ha
apEeHTEPAIHUTE U NepOPaTHH QOPMH, MOXKE J1a Ce U3I0J3BA €/IHA U Chlla JO3UPOBKA.

Ho3upoeka:
Mozke 1a ce HANPABAT C/IEHATE NPENOPHKH 32 103HPaHe HAa JieBod 1okcannH HHPY3Hs:

J03MpoBKa NpH NanHeHTH ¢ HopMana 6bopeuna pynxkuus
(KpeaTHHMHOB KJIMpPBHC > 50 ml/min)

Ilokazannn /lHeBeH 1030B peXHM O6ma NPOAB/IKHTEJIHOCT HA
(cnopeo meacecmma) ileuenunero’

(cnopeo mexcecmma)
| lTneBMOHUSA, npuoOuTa B 500 mg BeqHBK WM ABA TBTH 7 - 14 nuu
001IeCTBOTO JIHEBHO
Octep nuenonedpur 500 mg BeAHBHK THEBHO 7-10 aum
Y Cl10)KHEHHU MH(DEKLIMK Ha 500 mg BeAHBXK JAHEBHO 7 - 14 nuu
MUKOYHUTE ITHTHLIIA
XpoHH4eH OakTepuaeH npocTaTuT 500 mg BeIHBX JHEBHO 28 1HM
YcnoxHeHH HHGEeKUMH Ha KoxkaTa U [S00 mg BeqHDbkK WM BA THTH 7 - 14 num
MEKHMTE ThbKaHH IHEBHO
MHxanaTopeH aHTpakc 500 mg BeqHBX JHEBHO 8 cenmuiia

! [IpoabKUTENTHOCTTA HA JIEY4EHHETO BKJIIOYBA MHTPABEHO3HO IUTIOC MepopaiHo JeyeHue. Bpemero 3a
MPEMHUHABAHE OT HHTPABEHO3HO KbM IE€POPATTHO JIEYEHHE 3aBUCH OT KJIMHMYHATA CHUTYaLMs, HO OOMKHOBEHO
e 2 10 4 nHMu.

Cnennajinn NONYJ/JIALHH

Yepeoena 6vopeuna gpynxyun
(kpeamununo knupvrc < 50ml/min)

030B peXHM

250 mg/24 h 500 mg/24 h 500 mg/12 h
KpeaTHHHHOB KJIHPBHC [bpea 0o3a: nvpea oosa: nvpea dosa:

250 mg 500 mg 500 mg
50 - 20 ml/min cie0 mosa. caeo mosa: c1e0 moea.

125 mg/24 h 250 mg/24 h 250 mg/12 h
19 - 10 ml/min then: then: then:

125 mg/48 h 125 mg/24 h 125 mg/12 h
< 10 mlI/min cieo moea: Cc1e0 moeda. ceo moea:
(BKJIFOUHMTETHO 125 mg/48 h 125 mg/24 h 125 mg/24 h
xemoauanusa u AI1JT)’

' He ca neobxooumu donvinumennu do3u cied XeMoOuanusa wiu HenpekvCcHama amoyiamopta
nepumoneanna ouanuza (AIl1]1).

IHayuenmu c napywena yepnoopobna ynxkuua

He ce Hanara kopurupase Ha 103aTa, Thii KaTo JIeBOIIOKCALIMH Ce METaGO0IM3MPa B HE3HAYNTETHA CTEEH B
YepHUA pO0 U Ce eKCKpeTHpa IJ1aBHO Ype3 6uOpenuTe.

Ilayuenmu ¢ cmapuecka év3pacm
He ce Hanara kopekuus Ha 103aTa IPH MaLMEHTH B CTAPYECKa Bb3PACT, OCBEH Mpy yBpeaeHa 6s0peuHa
yHkums (BxK. Touka 4.4 “TeHAOHUT W PyNTypa Ha CyXoxuaue” u “Y ab/okaBaHe Ha QT-uurepBana™).




Ileduampuuna nonyrayun
JleBodokcaLMH € MPOTHBONOKA3aH IIPH JELia M NIOAPACTBALM IOHOLIH (BXK. TOUKa 4.3),

Havun na npunoscenue

Onexcu HHGYIHOHEH PasTBOP € NpeaHa3HAYCH caMo 3a 6aBHAR HHTPaBEeHO3HA uHby3HA; IpUIara ce
BEIHLK WIH ABA MHTH JHEBHO. BpemeTo 3a HHY3#a Tpa6Ba na 61ae Hali-Manko 30 mamyTa 3a 250 mg win
60 munyTR 38 500 mg ®rexcun BEGy3HOHEH pA3TBOP (BXK. TOUKA 4.4).

3a HECHBMECTHMOCTH BIDKTE TOYKA 6.2 H 38 ChBMECTHMOCT C APYTH HH(Y3HOHHH PA3TBODH BIDKTE TOUKA
6.6.

4.3 IIporEBODNOKA3AHHA

DreKCHA HHY3HOHEH pa3TBOp He TpAOBa J1a ce H3MOJI3Ba:

¢ DpH NAMEHTH CBC CBPBXTYBCTBHTEIHOCT KbM JIEBOQIOKCAUMH WM JPYTH XHHOJIOHH HITH KbM
HAKO€ OT NOMOIIHATE BemecTna, M30poeHH B TouKa 6.1,

NPH NAIHEHTH ¢ SMIIETICHS,
TIPH MALHEHTH C aHAMHE34 33 YBpeXKIaHe Ha CyXOXKHIMATA Clie]] MPHIoKeHHe Ha (TyOpOXHHONOHH,
NpH Aclia KM MOAPACTBALIH KOHOIIIM,

o BpeMe Ha OpeMeHHOCT,

0 BpeM€e Ha KbPMEHe,

44 Cpoenuanum npexynpexieHss H NpeANAIHE MEPKE NpPH ynorpeba

Ynotpebara Ha neBodokcaltii TpaOea aa ce H3GArBa MpH NALHMEHTH, KOKTO ¢a8 HMATH CEPHO3RH HEXeJaHH
PeaKUMH B MHHAIIOTO, MPH YTIOTpeba HA MPOAYKTH, CHABLPKALM XHHONOHH WIH (ITyOPOXHHONOHH (BXK.TOUKA
4.8). JleuenueTo Ha Te3H MALKEHTH ¢ 1eBOIIOKCALIMHE TPACBA Aa Ce 3Ar0YBa CAMO [Py JIHTICA Ha
ITTCPHATHBHH BB3MOKHOCTH 3 JICUCHHE U CJIe/l BHAMATE/THE OLIEHKA HA CHOTHOLICHMETO ITOMI3a/PHCK (BiK.
CBLIO TOUKA 4.3).

Puck om peaucmenmnocm

MHOro BepOSTHO € METHLH/IRH-PE3UCTEHTHHUTE S. aureus 1a IPHTEIKABAT €JHOBPEMEHHA PE3HCTEHTHOCT H
KBM (QITyOPOXHHONIOHH, BKMOYHTEIHO neBodnoxcalws. ITopamu Topa, neBOQUIOKCALIMH He Ce MperophyBa 3a
JICUCHHE Ha M3BECTHH WIH NoAo3HpaHd MPC undexitnu, ocBeH ako 1a6opaTopHMTE Pe3yJITaTH He
NOTBBPAAT 1YBCTBUTCIHOCTTa HA MUKPOOPraHM3MHTE KbM JIeBOGIOKCALHH (M KOTATO 9ecTO
NMPETIOPEYBAHUTE AHTHOAKTEPHAIHH CPEACTRA 3a edeHue Ha MPC uHdexiM ce cuMTaT 3a HenoaxoxsuM).

PesucrenTHOCTTa KBM QuIyopoXuHONoHH Ha E. coli — HAll-ueCTHAT NaToreH NPH HHQEKLHH Ha TTHKOYHUTE

ITHTHINA — BapHpa B Esponelickus cuios. [Tpx npeanmuceake ce npenoprs4ea aa ce HMa NPEABH] MECTHATA
HeCTOTA HA PE3UCTEHTHOCT Ha E. coli kbM uTyOpOXHMHOIOHUTE.

Huxanamopen anmpaxc

YnorpeGara npu xopa ce 0CHOBaBa Ha JAHHM /n Vifro 3a HyBCTBUTETHOCTTA Ha Bacillus anthracis v Ha
CKCTICPHMEHTAITHH TaHHH [PH XKUBOTHM 38€HO C OTPaHNYEHN IaHHK NpH Xopa. JleKyBawuTe siexapH Tpa6ea
7ia HATIPABAT CIIPABKA C HALIHOHATHUTE H/MITH MEXKIYHAPOJHHUTE KOHCEHCYCHH JOKYMEHTH 34 JICUEHHE Ha

aHTPAKC.

IIpodvnsicumennu, UHEARUOUIUPAULK U ROMEHULATHO HeoGPamumu CEPUOIRU HENCENARU TEKAPCMBEH I
peaxuuu i

Cro0mapa ce 3a MHOTO pekH CTy4aH Ha MPOTBIDKUTETHH (mpoap/DKaBaIy MeceLu
HHBATHH3HPAIH ¥ NOTCHIHAITHO HEOOPATHMH CEPHO3HH HEXEJIAHH JIEKAPCTREHH pe
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BB3PACT H BOYE CEILCCTBYBAINMTE PHCKOBH (akTopH. JleBodnokcawun TpaGea aa ce MPEYCTAHOBH He3a0aBHO
1IPH ITEPBUTE NPU3HALA HITH CHMITTOMH Ha BCAKA CEPHO3HA HEXE/IaHA PeaKkiys KATO MaLMeHTHTe TpaOBa na
OBAAT NOCHBETBAHH /1A CE€ CBLPHAT CHC CBORA MPEATTMCBALL JIEKAp 3a ChLBET.

IIpodvaawcumennocm na ungpysus

IIpenopburanaTa npoas/IDKHTENHOCT Ha HHOY3HA OT Hal-MaKko 30 MHHYTH 3a 250 mg wm 60 MuHyTH 33
500 mg dnexcun nudysuonen pasTBop Tpa6Ba Aa ce crasea. M3BecTHO & 38 OQJTOKCALHH, Ye IO BpeMe Ha
HH}Y3IHATA MOXKE /a Ce TIOABH TAXHKAPAHA K BPEMCHHO MMOHIKABAHE HA KPBBHOTO Hayiraxe. B peaxw
CJTy'1aH, BCIICACTBHE HA CHITHO H3PA3CHOTO MOHIKABAHE HA KPHBHOTO HAJIATAHE MOXE 1A Ce IIOSBH
LHPKYJIATOPEH KOMANC. B ciryyali Ha ABHO NOHIDKEHHE HA KPBBHOTO HAJIATAHE MO BpeMe Ha HHPY3HATA Ha
nesognoxcalmy (/~u3oMep Ha odoxcaums), HH(Y3HATa TpAOBa Aa ce cripe He3abaBHoO.

Tendornum u pynmypa na cyxoscunue

TeHROHUT K paskbCcBaHE Ha CYXOXKHIHE (TIO-CIIEIHANIHO aXIIECOBO Cyxoxunue, HO 6¢3 na ce orpaHHYaRa
CaMo JO HEro), MOHAKOra ABYCTPRHHO, MOXKE 1A Ce IOJTYYM OLIE B paMKHTE HA 48 4aca OT 3ano4Ypane Ha
JICYEHHETO € XMHONOHM H (ITyOPOXHHO/IOHH KATO HMa CHOOIIIEHMA 32 TAKHBA, Pa3BWIH Ce ROPH NO HAKOMKO
MCCCLIA CIIC/l IIDEKPATABAHE Ha JICIEHHETO. PHCKBT OT TEHIOHHMT M pPa3KhCBaHe Ha CYXOXH/IHE Ce NOBHIIABA

TpsA6Ba na ce Hibsarsa.

[Ipn mepBHA NPH3HAK HA TEHAOHHUT (Hanp. GonesHeHo nonysane, BB3MAajIeHHe) JIEYEHHETO ¢ JiepodIokcaluH
TpA0Ba 1a ce NpeKpaTHH M a ce 06MHCIH &ITEPHATHBHO JICUCHHE. 3aCerHaTHAT(Te) KpaifHHK(LM) TpsabBa na
Obae(at) nexysau(u) no noaxomAm HaIMH (Hanp. ofesnpiokeaue). He Tpa6pa na ce HINO3BaT
KOPTHKOCTCPOM/IH, KO C€ NOABAT MPH3HAUM HA TEHIMHOMIATHA.

Muoxnonyc
Crywan Ha MHOKIOHYC ca ChOGImaBaHu TIPH TRLMECHTH, NOIY4aBallH 1eBogIIOKcalMH (BXK. TouKa 4.8).
PHCKBT OT MHOIJIOHYC € NMOBHILIEH NPH M0 - BE3PACTHH MAIMEHTH K Npn nawHeHTH ¢ 6s6peyno yBpexaane,

aKO 2103aTa Ha JICBO(IOKCAIMH He € KODMTHPAaHa CTIOpe)] KPeATHHHHOBHS KIMpBHC. Jleodnokcaiyu tpabea
Ala ce cripe He3abaBHO MpH ITbpBaTa NOABA Ha MHOKIOHYC M TPA6Ba 21 ce 3aN0qHe MOAXOAAO ICUCHHE,

3abonneane, cevpsano ¢ Clostridium difficile
Anapus, 0coGeHOo aKo e TexKa, epCHCTHPaIA W/VIH ¢ KPBB, 110 BpEME Ha HIIH C/IEN JICYCHHE C

ynorpebaTa Ha JieBOQUIOKCALTHH M He3a6aBHO J[a ce 3aflouHe noaxoasia Tepanya. B Ta3H KiIMHMUHA
CHTyalMi JIEKAPCTBCHUTE MPOIYKTH, HHXHOHPAIH NIEPUCTAITHKATA, ¢ IPOTHBONOKA3AHH.

Ilayuenmu, npedpasnonosncenu xvm zepuose
XHHONOHHTE MOXE 18 MOHMKAT I'bPYOBHS rpar H MOXe Jia NMpeIM3BHKAT I'bpaoBe. JleBodnokcammH e
MPOTHBOMOKA3AH NPH IAUMEHTH ¢ aHAMHECTHYHH JaHHH 38 eIMUJIENCHA (BX. TOYKa 4.3) H KaKTO NIPH Jpyrure




T1aLMeHTH ¢ JIaTEHTeH WIH H3sBeH Ae}eKT B aKTHBHOCTTA HA rmoko030-6-gocdar aexuaporenasaTa MOraT a
TPOABAT CKIIOHHOCT KbM XEMO/IMTHYHH PEaKIHH N0 BpeMe Ha JIeUeHHe ¢ HAKOH AHTHOAKTEPHATTHH CpeCTRa.
Ilopamw ToBa, ako nesodIOKCALIMH TPAGRA 12 Ce M3MOM3BA TIPH TAKMBA MALMEHTH, TpabBa Aa ce cnenu 3a
€BEHTYAIHO BB3HMKBAHE Ha XeMOJIH3A.

ITayuenmu c 6v6peuno yepexcoane
Tt xato nesodnokcalMH ce ekckpeTHpa riasHo npes Gu6penyTe, K03aTa Ha nesodnokcaiH TpaGea aa
O'blie KOpUTHMpaHa MpH NalHeHTH ¢ GE6peyHo yBpexaaHe (BXK. TOIKa 4.2).

Peakyuu na cepvxuyscmeumennocm

JleBOQIOKCALIMH MOXKe [a NPEH3BHKA TEXKH, NOTEHLHANHO $aTaNnHK peakiuyy Ha CBPBXYYBCTBHTEITHOCT
(Hanp. aHroeaeM A0 aHA(GHIAKTHYEH IOK), KOMTO MOHAKOTa HACTHIBAT CJIe HAYAXHATA 7034 (BXK. TOYKA
4.8). IaumenTure TpA6BA HE3aGABHO & IPESKPATAT TEPAIIMATA U Ja CE CBBPIKAT C JIEKYBALlHA CH JICKAP HJIH C
JieKap oT Obp3a NOMOIL, KOMTO ¢ MPHACKAT HeOOXOIMMHTE CIICIIHY MEPKH,

Texcku Koxcru Hexcenanu peaxuyuu

Texku xoxnu nexxenanu peakuyu (TKHP), Bxnoupaiiy TOKCHUHA enHaepMaina Hekponmsa (TEH:
H3BECTHA OIe KaTo CHHApoM Ha Lyell), cuampom Ha Stevens Johnson (SJS) u nexapcTeena peaxims ¢
eo3uHOQUHA ¥ cHeTeMHH cuMnmoMu (DRESS), kouTo Moxe na ca XHBOTO3ACTpAIIABAIIH HIIH C JIETAJIEH
H3X0J, Ce ChOOIIABAT BbB BPB3Ka ¢ ynorpelara Ha JieBodIoKcalmH (BXK. TouKa 4.8). Ilpu npeqmcBaneTo Ha
JICKAPCTBEHI NPOAYKT MAalMEHTHTe TpAOBA Aa ObAaT HHPOPMHPAHH 33 NPH3HALMTE H CUMIITOMHTE Ha
TEXKH KOXHH peakiMH H Aa 6saaT HabnoaapaHy ¢ MOBHMIIEHO BHUMANHHE. AKO Ce IOSBST NpR3HALM U
CHMITTOMH, NIOKA3aTe/IHH 33 Te3H peakums, IPHIOXKEHUETO Ha neBouIOKCalMH TpsAOBa He3abaBHO fa ce
[pEyCTAHOBH M 1a C€ OOMHCITH ATTEPHATHBHO IEYSHME. AKO NALMEHTET € Pa3BH CEPHO3HA peaKiHsi, KaTo
HarpuaMep SJS, TEH wmu DRESS npu ynorpe6ara na nesodnoxcaums, reqenue ¢ NeBOGUIOKCAITHH He
TpAOBa 1a ce 3amouBa OTHOBO IPH TO3M NALJHEHT.,

Aucznuxemun

KakTo BcUMKH XHHONIOHH, OGMKHOBEHO MPH NAUHEHTH CHC 3aXAPEH AHA0ET Ha JICYEHHE ¢ nepopanHi
XHITOTTHKEMH3HPALIH MPOXYKTH (Hanp. raMbeHKIaMua) WM HHCY/IMH HMa ChOOIIeHHS 3a HapYIICHHS Ha
KPBBHATA 32Xap, BKTIOTHTE/IHO I0ABA KAKTO Ha XHITOIIHKEMHS, TAKa H Ha XMIIEPIIIMKEMHA, TIO-9eCTO MpH
MAIMCHTH B CTapiecka Bb3pacT. CpoOmMABAT ce ClTyyau Ha XHITOTIMKeMUUHa Koma. [Ipu nalmesTH ¢ auater
¢ MPENOPHLUNTE/IHO BHUMATETHO MOHHTOPHMPAHE Ha KpbBHATA 3axap (Bxk. Touka 4.8).

Jlewermero ¢ Onexcun Tpa6ea xa ce cnpe He3a6aBHO, KO MAUMEHTHT CHOGMIH 32 HADYIICHUE HA KPBBHATA

3axap 4 TpA0Ba a ce OGMHCIH anTepHATHBHA aHTHGAaKTEpHAITHA Tepams, 6e3 Iy OPOXMHOIOHM.

Lipeonaszeane om gpomocencubunusauus

Crobmasa ce 3a poToceHCHOMNM3aLMA NpH Nedenue ¢ neBodokcatuH (Bx. Touka 4.8). IIpenopruea ce
[MAIMCHTHTE A4 He C€ H3/ATAT, aKO He € HeoOXOAUMMO, HA CHITHA CITHHYEBA CBETIHHA WIM HA H3KycTBeHH UV
JTHH (HAIp. KBApPLIOBA JIAMITA HIM CONAPUYM) 10 BpEMe Ha JICYEHHE H B npogwnkeHue Ha 48 gaca crnen
MPECYCTAaHOBABAHE Ha JICUCHHETO, 38 A4 Ce NMpeanassaT oT GOTOCeHCHOWTH3ALMS.

Hayuenmu, nexysanu c anmazonucmu na sumamun K

IIopanu BE3MOXKHOTO MOBHINABAHE Ha NOKA3ATENNTE HAa KOArY/IAUHATA (PT/INR) w/wm Bpeme Ha KppBeHe
NpH NAalMEHTH, JICKYBaHH C 1€BOQIOKCALMH B KOMOMHALIMSA C AHTATOHMCTH HA BUTAMMHE K (Hamp.
Bap(apHH), KOAryJIALMOHHHTE TECTOBE TPAGBA 1a GBIaT MOHHTODHPAHH, KOTATO Te3M JNEKAPCTBEHH
NMPOAYKTH C€ NPHIAraT eAHOBPEMEHHO (BXK. TouKa 4.5).

Hcuxomuunu peaxyuu

TOBCACHH — MOHAKOra ROPH CIC/ SAHOKPATHA 1034 NeBoduiokcaumH (Bx. Touka 4.8). B ¢
MAHEHTHT PA3BHE TAKMBA PEAKUHHY, JIeBOGIOKCAIHH TpAGBa Aa 6b/te crpsH He3abaBHO




Jiekap 3a chBeT. TpAOBa na ce 0OMUCAN ArTepHATHRHA AHTHOHOTHYHA Tepanus, KOATO He BKTIOYBA
$ITyOPOXHMHOIOHH M Aa Ce PEANPHEMAT NOAXOAAIIM MepkH. lpenopruBa ce noprImeHo BHMMaHKe, axo
JIEBOQMIOKCALIMH Ce H3TOJI3BA 1P NICHXOTHYHY NALMEHTH KM NALHEeHTH ¢ 8HAMHe3a 34 NCHXOTHYHO

3abonapane.

Yovancaeane na QT-unmepeana

HeobxoauMo € noBHIIEHO BHHMAHKME NPH NPUIOKEHHETO Ha Gy OpOXHHONOHM, BKIIOYMTETHO
NEeBOGIOKCALMH, NPH NMALMEHTH C U3BECTHH PHCKOBH haxropu 3a yremxapase Ha QT-uHTepBaa, KaTo
HaIpHMep:

- BPOACH CHHAPOM Ha yab/DkeH QT-nHrepBan

- GIHOBpEMEHHA YTIOTpeOa Ha JIEKAPCTBA, 38 KOMTO € H3BECTHO, He YIB/DKABAT QT-unreprana (Hanp. or xnac
IA u IIT aHTHApHTMHYHH NEKAPCTBA, TPHLUMKIHIHH AHTHACMPECAHTH, MAKPOIHAH, AHTHIICHXOTHLH),

- HEKOPHTHpaH eACKTPONMTEH AHC6anaHe (Hanp. XHIOKaTHeMH, XHIIOMArHe3ueMus )

- ChPAETHO 3a00N4BaHe (HAND. CHP/ACHHA HEJOCTATEYHOCT, MHOKAp/IEH uH(papkT, Opagukapaus)
IlaipenTiTe B CTApYECcKa BB3PACT H XKEHUTE MOXKE 8 Ca TO-UyBCTBHTEHH KbM NICKAPCTBA, YAb/DKABAINH
QTc-unreppana. [Topanu Tosa, TpaBa na ce BHMMAaBA, KOTATO ce MPUAAraT QuryOpOXHHOJIOHH,
BKJTIOYHTEJIHO JIEBOQIOKCALHH, MPH Te3H nomyiaiH. (Bsx. Touxn 4.2 ITammerTy B CTap4ecka Bb3pacT, 4.5,
4.8u4.9).

Hepugpepna nesponamun
Crobimapa ce 3a ciryuau HA CEH30pHA WIH CEH30MOTOPHA MOJTHHEBPONATHA, BOACLIH IO MapecTe3 H,

XHTIOCCTE3HA, AUIECTEINA WM CaboCT NMPH MAUHESHTH, NPHEMALNM XHHOIOHH H Ty OPOXHHONOHH.
Iaimenrure, KouTO MpHEMAT NeBoduIOKCAIMH, TPAGBA A4 6BHAAT MOCHBETBAHK 1a ’HYOPMHpAT CBOS JIEKap,
HIPeH 1a MPOABIDKAT JIEYCHHETO, aKO C€ MOABAT CHMITTOMH HAa HEBPOTIATHA, KATO 6onxka, ycemane 3a
apene, MpaByuKaHe, H3ITPBIIBAHE WIH CTA0OCT, 38 g e MPeJOTBPATH Pa3BHTHETO HA MOTEHIHAIHO
HeoOpaTHMO 3abonsBane (BX. Touka 4.8).

Xenamobunuapru napyiuerus

[1IpH nauMeHTH C TEXKO OCHOBHO 3a60M9BaHe, HAIP. CENCHC, NIEKYBaHH C JIEBO(IIOKCALIHH Ca AOK/IAJBAHU
CITy4aH HA YEPHOAPOOHA HEKpo3a A0 (aTanHa 4epHOAPOGHA HEJOCTATHIHOCT (BX. Touka 4.8). [TaumenTre
TpAbBa 1a GBAAT NpeAyNpeeHH 1a CIIPAT JIEYUCHHMETO H i3 Ce OOBPHAT KbM JICKYBAILHS CM JIEKap, aKO Ce
TOABAT MPUIHALIA 1 CHMITTOMH Ha 4epHOAPOOHO 3a60NBaHE KATO HAPHUMEP AHOPEKCHA, JCBITECHHILA,
OTBMHABAHE HA YPHHATA, NPYPHTYC HITH HANIPEIKECHHUE B KOPEMA.

Obocmprne na muacmenur zpasuc

DJryOPOXMHOJIOHHTE, BKIIOYHTE/THO JIEBO(IIOKCAIMH, HMAT HEPBHO-MYCKYJIHa O10KHpAIIa AKTHBHOCT U
MOJKe 1 00OCTPAT MYCKyJIHa caboCT IMpH HALMEHTH ¢ MHACTEHHS rpaBuC. CEpHO3HH HEXeNAHH PeaKi[iH,
BIITIOYHTC/THO CMEPTHH CITy4au H HEOOXOAMMOCT OT NOATBPXKAHE HAa AUIIAHETO, Ca CBBP3aHH C
NOCTMapKETHHIOBaTa ynoTpeda Ha GuTyOpOXHHONIOHH IIPH NMALMEHTH ¢ MHACTEHHS rpasuc. Jlesodnoxcauun
HC Ce NPEropb'iBa NPH NAIHEHTH ¢ M3BECTHA AHAMHE3a 38 MHACTEHHS IPaBHC.

3pumennu napyuienun
AKO Ce yBpeaH 3peHHETO WIH CE NOTYYaT HAKAKBH edexTH BLPXY OuMTe, TPA6Ba He3a6aBHO na ce HAIpaBH
KOHCYNTAIHA C OYeH CNELMATHCT (BXK. TOUKM 4.7 1 4.8).

Cynepungpexyus

BIUIOYHTENHO JICBKONCHHA, HEYTPONCHN, IAHUHTONCHHS, XEMOJIIMTHIHA AHEMHA, TPOMG
IUTacTHIHa AHCMHS HITH arpaHyIoIHTO34 (BXK. Touka 4.8). AKO ce nofo3upa HAKoe oT




KpBBTa, TpAOBA Aa Ce clieH KpbBHATA KapTHHa. B ciryuail Ha aOHOpMHM pe3ynTaTH, Tpa6Ba aa ce obMUCH
NpeKpaTABaHe Ha JIEUCHHETO C JIEBOGIOKCALHH.

Brusnue evpxy rabopamopuu uscnedeanus

TIOJIOKMTETHH pesy/ITaTd. MoXke a ce HaI0XKH MOTBLPKIABAHE HA TOJIONKHTETHHUTE pe3y;ITaT npu
CKPHHHDPAHE 38 OIIHATH 4Ype3 no-cnerMdHueH MeTox,.

JleBodnokcaumn Moxke na MHXHGHpa pacTexa Ha Mycobacterium tuberculosis v nopaau Topa Moxe na nae
(annMBo OTPHLIATEIHM PE3YITATH [IPH baxTepHONOrHIHA JHATHO3A Ha TyGepKyITo3a.

Anespusma u oucexayus na aopmama u peypzumauun/nedocmamsuHocm Ha CopoeYHama Kiana
EnmuaeMHOIOrHYHUTE IIPOYYBAHHA MOKA3IBAT NOBHILEH PHCK OT aHEBPH3Ma M THCEKALMA HA AOPTATA,
OCHOBHO NIpH NAIMCHTH B CTAPYECKA BB3PACT U OT a0PTHA M MUTPATHA PETYPIHTALHMA ClIef MpHeM Ha
¢$ayopoxunononu. CrobmaBanm ca Ciryuau Ha aHeBPHIMA H THCEKALMS Ha a0pTarTa, NOHAKOra yYCIAOKHEHHM
OT PasKbCBAHE (BIIIOYHTETHO (GATATHH) M HA PErypPrHTAUMA/ HEAOCTATHYHOCT Ha HAKOL OT ChPIEHHHTE
KNanH IpH NAIHCHTH, MOMy4aBay (myopoXHHOMOHH (BXK. TouKa 4.8).

3arosa duyopoxuHOnoHuTe TPA6Ba Aa Ce H3MOIIBAT CAMO CJICl BHUMATE/IHA OLIEHKA Ha CHOTHOIMEHHUETO
NOJI38/PHCK M CJIER PpasrileKAaHe HA JPYTH TEPANEBTHUHH Bb3MOXHOCTH NPH NAIHEHTH ¢ MOJIOKHTEIHA
¢amiuTHa aHaMHe3a 33 aHEBPH3MA WK BpOJICHA OONeCT HA ChpAedHATA KAMa, WM TIPH NALHEeHTH,
AHATHOCTHLMPAHH C MPEISCTBAINA AHEBPH3MA W/HIH AHCEKALIMA HA a0pTaTa WM 6onecT Ha CLpAEYHATa
KTala WK MpH HATHYHO HA IPYTH PUCKOBH $akTOpH WM 3a60NMBaHMs, MpeAPa3NONAralH:
= KbM 8HEBPH3MA H IHCCKALMA HA A0pPTATa H PerypruTalma/HeNoCTaTEYHOCT Ha ChbpASYHATA KJ1amna
(HAmp. HApYINCHUA Ha CheTHHUTETHATA THKAH KATO CHHApPOM Ha Marfan wiu curapom Ha Ehlers-
Danlos, curapom Ha Turner, Gonect na Behcet, XHIICPTOHMS, PEBMATOMACH APTPHT) HIH B
JOITHIIHEHME
- KbM aHCBpH3Ma H QHCEKALIHA Ha aoprara (Hanp. BACKY/IapHH HAPYIUEHHA KATO APTEPHHT Ha
Takayasu WM rMraHTOK/IETEYEH APTEPHHT, WIH M3BECTHA ATEPOCKIICpO3a, WIH CHHAPOM Ha Sjdgren
HH B IOITHJIHECHHE

- KBM DETYprUTalMa/HeJIOCTATHMHOCT Ha CHPACYHATA Kiana (Hanp. uHpeKIMOo3eH eHgoKapauT).

PHCKBT OT aneBpU3Ma H JUCEKALMA Ha a0PTATA H HEHHOTO PasKeCBaHe MOXKE CHILO A Ce YBEIWIH NpH
TALHCHTH, JIEKyBAHH €THOBPEMEHHO CbC CHCTEMHH KOPTHKOCTEPOHIH.

B cnyualt Ha BHe3anHa 6onka B KOpeMa, rPBAHHA KO WIH I'bpba natueHTHTE TpatBa na 65aT
MOCHBCTBAHH [a C€ KOHCYJITHPAT He3a0aBHO C JiEKap B CIIEIIHO OTAE/ICHHE.

IlaupeHTHTe Tpa6Ba Na 6BAAT NOCHLBETBAHM A MOTHPCAT He3a6aBHA MEAMITMHCKA oMo B ¢yyalf Ha ocrpa
AMCITHEA, HOBO HA4AIO HA CHPLIEOHEHS WM PA3BHTHE HA OTOK HA KOPEMa WIH JONHHTE KpaHuIM.

Ocnrep nanxpeamum
I1pu narpenTy, mpreMaly 1eBOGIOKCAIMH, MOXeE Aa ce HaG/IonaBa oCThp maHkpeaTuT. [TanuenTure
Tpa6Ba na 6621 HHGOPMUpPaM 38 XapaKTepHHTE CHMITTOMM Ha OCTBp naHKpeaTur. IlanuerTHTe, KOHTO
W3ITHTBAT rafcHe, HEpasrnoaoXKeHHe, KOPEMEH AHCKOMOPT, OCTpa KopeMHa 6o/Ka Win MOBPHIIAHE, TpAOBa
A NOMy4aT CBOCBPCMCHHA MEMILIMHCKA OLIEHKA. AKO Ce TTOZI03HPA OCThD NAHKPEATHT, NPHEMBT HA
JieBogokcaimH TpAOBa Aa Ce MPEYCTAHOBH, aKO ce MOTBBPIH, IPHEMET Ha JIeBOQIIOKCALIMH He TpAORa na ce
B5300HOBABa. HeoOX0MHMO € MOBHINEeHO BHHMaHHe NPH NAUHEHTH C AHAMHE3a 38 MAHKPEaTHT (BXK. TOUKA
4.8). -

Cvovporcanue na nampui
50 ml caxk: -
Toau nexapcTBeH MpoayxT chabpka 178.4 mg HATPMH B CaK, eKBHBAICHTHO HA 8,92 %

or C30 MakcHMalleH IHEBEH [IPHEM OT 2 g HaTpHii 3a BBH3PACTHH.




100 m] cax:
To3u nexapcTseH MponyKT cxabpka 357,0 mg HaTpHii B caK, eKBHBANEHTHO Ha 17,85 % npenopbunTenHus
ot C30 MaKcHMalieH THEBEH MPHEM OT 2 g HATPHIf 3 BL3PACTHH.

4.5 BaaumopelicTBHe ¢ ApYrA JeKAPCTBeHE NPOAYKTE B APYrH $OpMHE Ha B3anMojelicTBHe

Egexr Ba Apyrn nexapcrBenn npoaykTH BLPXY Daexcan AHQY3IHOHEH Pa3TBOP

Teounun, genobydpen unu nodobruu necmepoudnu npomusosv3nanumenny nexapcmea

[lo BpeMe Ha KIMHHYHO H3MHTBAHE HE CA YCTAHOBEHH (hapMAKOKHHETHYHM B3aHMOACHCTBHA Ha
nesoduiokcalMH ¢ Teodrwnu. Br3mMoxHo e obave na ce TOTYYH H3PA3CHO MOHIKCHHE Ha I'bPHYOBHS IIpar B
TJIABHHA MOIBK NPH €THOBPEMEHHO NMPHJIOHEHHE HA XHHOMOHH H TeODMIHH, HECTEPOHIHHU
HPOTHBOBBINAIMTEIIHH JICKAPCTBA WM APYTH MPOAYKTH, KOHTO NOHIDKABAT MbPYOBHA Npar.
KoHuexTpauuure Ha nesoduiokcauus ca 6wt npubmsuTenso 13% no-BHCOKH pH HanH4Me Ha QpenOyden,
B CPABHEHHE CBC CAMOCTOSTENIHOTO MY MpHIIaraHe,

IIpobeneyud u yumemudun

[Ipobenenya 1 UMMETHAMH MPHTEKABAT CTATHCTHYECKH 3HAYMM e(heKT BHPXY eTMMMHUMpPAHETO Ha
nesodokcaiuy. Br6peuHuaT xiupsHc Ha neBodNOKCAUMH € TOHIKEH OT LMMETHAHH (24%) 1 npobeHerpn
(34%). Toea ce meoxH Ha dakTa, 9e H JBETE JIEKAPCTBA MOTaT Ja Onokupar 6v6peuHara Ty6yiiHa cekperms
Ha nesoduiokcaipi. B xoza Ha poyumaneTo npy M3CNeBaHUTE 1O3M, oDave, CTATUCTHYECKM 3HAYHMHTE
KHRETHYHH Pa3/IMKH € MaJIKO BEpOSATHO A HMAT KJIHHHYIHA 3HAYMMOCT.

Heo6x0amMo € NOBHIICHO BHHMAHKE, KOraTo J1eBOMIOKCALHH ce npuiara eAHOBPEMEHHO C JIEKAPCTRA,
KOHTO MOBRMHABAT TyOynHata 6s0pedHa cekpeuus, xaTo npoGeHeLun 1 LMMETHAHH, 0COOCHO NPH MALHEHTH
¢ 6B6peuno yBpexaane.

Apyza saxcna unpopmayun
KnnnyanuTe dapMakonornasHu M3snMUTBAHUA OKA3BAT, Ye (apmakokuHeTHKAaTA HA NEBODIOKCALIMH He ce
HOBJIHABA B KIHHHYHO 3HAMMA CTeNEH, KOraTo J1eBOdNOKCAMH Ce IMPHIIAra 3aeIHO ChC CICIHUTE

JIEKApCTBA: KAJILIHEB KAPOOHAT, IHTOKCHH, ITUGCHK/IAMHA, PAHHTHIHH.
EdexT na Paexcax andysnonen pasTeop Bupxy APYTH JIEKAPCTBEHHE NPOAYKTH

Huxnocnopun
[TomyXHMBOTHT Ha LHKNIOCTIOPHH € YIRDKEH ¢ 33%, Koraro ce NpHNAra ¢ neBo¢IOKCaIHH.

Anmazonucmu na sumamuri K

Crobmasa ce 3a noemmeny nokasarenu 3a koarynauns (PT/INR) u/umm BPEMETO Ha KBPBEHE, KOETO MOXKE
Aa 6BJe CHITHO H3PA3eHO NPH NALKEHTH, JIEKYBAHH C JIeBOQIOKCALIMH B KOMOHHALIAA C AHTAMOHMCTH Ha
BuTamuH K (Hanp. sapdapun). ITopaau ToBa, npu naupexTy, JIEKYBHHH ¢ AHTANOHMCTH HA BHTAMHUH K e
He0OX0AMMO MOHHTOPHpPaHEe Ha MOKA3ATETHTE Ha KPBBOCBECHPBAHETO (BX. TOUKa 4.4).

/exapcmea, yovancasawyu QT-urimepeana

JleBogrokcaliy, moaobHo Ha ApyruTe GuIyOPOXHHOMOHH, TpAOBa fa ObAe H3ION3BAH C NOBHINEHO
BHUMAaHHE IIpH MAINCHTH, KOMTO MPHEMAaT JIEKAPCTBA, 38 KOHTO € M3BECTHO, Y€ Y Th/DKABAT QT-unrepBana
(Hanp. aHTHapHTMHLK OT KNac [A u ITI, TpHImMKIHYHM AHTUACTIPECAHTH, MAKPOJIMAM, AHTHIICHXOTHLH) (BXK.
ToYka 4.4 Y rwokaBaHe Ha QT-uHreppana).

Apyra saxkea uadopmanas




4.6 DeprHaMTeT, GPEMEHHOCT H KbpPMeHe

bpemennocm

Fma orpanuueny nanHu ot ynorpebara Ha NIeBOQJIOKCALIMH NpH GpeMeHHH xkeHu. U3cieBanusTa BbpPXY
’KMBOTHH HE TNOKa3BaT IMPEKH WIH HENPEKU BpeIHH €EeKTH M0 OTHOLUEHHE Ha pPenpoayKTHBHATa TOKCHYHOCT
(BX. TOuKa 5.3). Benpeku ToBa, nopaau unca Ha naHHHU MpH XOpa U Mopaau €KCNIEPUMEHTATHU JJaHHH,
MIOKA3BAILA PUCK OT yBpEx/1aHe Ha XPYILAIa HA HOCELIMTE TeKECTTa CTABH HA PACTSILIHS OpraHMU3bM OT
(i1yOpoxuHOIOHHTE, NIeBOGIIOKCALIMH He TPpsOBa 1a ce U3I0/3Ba NpH OpEMEHHH keHH (BXkK. ToukM 4.3 1 5.3).

JleBoGnoKcaLMH € MPOTHBONOKA3aH IPH HKEHH, KOUTO KbpMAT. HiMa 1ocTaTh4HO HHGOpMaLMs OTHOCHO
CKCKpELMATA Ha JIEBOIIOKCALIMH B KbPMaTa IpH YOBEKa; IPYTH (p1yOpOXHHOIOHH 0baue ce €KCKpeTHpar B
KbpMaTa. I1pu nuncara Ha raHnu npu xopa K nopajiM excrepUMeHTATHH JAaHHH, MOKa3BalllH PHCK OT
YBPEKIAHE Ha XpyLusa Ha HOCELIMTE TEXECTTa CTABH HA PACTAILMA OPraHU3bM OT (ryopoxuHonoHuTe,
NIeBO(IIOKCALIMH He TpAOBa /1a Ce MpHIIara MpH )KeHH, KOUTO KbpMAT (BX. TO4YkH 4.3 1 5.3).

Depmuitumem
JleBogiokcalluH He OKa3Ba BIIHMSHHE BbPXY (PEPTHIIMTETa WIIH PENPOLYKTHBHOCTTA MPU IUTHXOBE.

4.7 EdexTH BbpXYy cnoco6HOCTTA 32 mopHpane u pabora ¢ MAamIHHK

(DieKCcH NOB/IMABA B MaJIKa JI0 YMEpEHa CTeneH Croco6HOCTTA 34 wogupaHe u pabora ¢ MatuHK. Hakou
HEXEJIAaHW PEaKLIMH (Harp. 3aMasHOCT/CBETOBBPTEX, ChHIMBOCT, HapyILIEHHUs Ha 3pEHUETO) MOraT Jja Hapyliar
CIIOCOOHOCTTA Ha MALMEHTa Jia ce KOHLICHTPHpPA 1 pearypa u Mnpe/ICTaBIsBaT PUCKOB (aKTOp B CHTyaLHH, B
KOMTO T€3H CIMIOCOOHOCTH Ca OT 0COOEHO 3HAYEHUE (Hamp. wodupaxe 1 pabora ¢ MalIHHHK).

4.8 Hexenanu 1ekapcTBeHH peaKnnn
[Tocouenara no-nomny uHgpopmanms ce ocHOBaBa Ha MTaHHHUTE OT KIIHHHYHH NPOYYBaHMA NMpPH noseye ot § 300
MalIMEHTH U Ha LUIMPOKHUS MOCTMAPKETHHIOB OIMT.

YecroraTa B Ta3u Tabnuna e OMpPEAC/ICHa, KaTo C€ U3MO0JI3Ba ClIeJHATA KJIaCH(DUKALIUS:

MHOro 4ecTH (21/10), wectn (21/100 no <1/10), HeyecTn (21/1 000 no <1/100), peaxu (=1/10 000 1o <1/1
000), muoro peaku (<1/10 000), ¢ Heu3BecTHA YecTOTA (OT HaJIMYHHUTE JAHHHU He MOXe /1a Ob e HalpaBeHa
OLICHKa).

B pamkuTe Ha BCsiKa rpyna no 4ecTora, HexelaHUTe JICKapCTBEHHU PEAaKLIMHU Ca NMPEACTaBEHH 10 peja Ha
HamaJisiBalla CEpHO3HOCT.

Cucremo- Yecrn (21/100 no | Hewecrn (>1/1 | Penxn (=1/10 000 no | C Hen3BecTHa
OpraHeH KJac <1/10) 000 10 <1/100) | <1/1 000) yecToTa (oT
HAJIHYHHTE JaHHH
He Moxe aa 0bae
HanpaBeHa OLICHKA)
Huadexunn n [ ' 50U4HH
HHpecTAHH HH(EKLKH,
BKJIKOUHUTEJTHO
Kanauaa
UH(DEKLIMH
[TaTorenHa
PE3UCTEHTHOCT
Hapymenus na JleBkonenus TpomGouuTonenus KocTHOMO3BYHa
KPbBTA H EosuHodpunus | Heyrponenus HEZI0CTaTBYHOCT,
JHM$HaTAa BKJTFOYHUTEITHO
CHCTEeMA arjlaCTU4YHA aHEMMH,
MaHLUTOTIEHMH,




Cucremo- Yecru (1/100 no | Heuecrn (>1/1 | Peakn (21/10 000 no | C Hen3BecTHA
OpraHeH KJjac <1/10) 000 xo <1/100) | <1/1 000) 4ecToTa (OT
HAJTHYHHTE JaHHH
He MoKe 1a Obae
HanpaBeHAa OLEeHKA)
arpaHyJIOLIMTO3a,
X€MOJIMTHYHA
aHEeMUs
Hapymenns na AHruoenem AHaduiakTHYEH
HMYHHATA CBpBXYYBCTBHTEJHOCT | 1mIOK?
CHCTeMa (BX. TOUYKa 4.4) AHa(unakTouaeH
WOK® (BXK. TO4ka 4.4)
Enaokpuann CuHapoM Ha
HapyLIeHHsA HapylleHa CeKpeLus
Ha aHTUAMYpPETHYEH
XxopMoH (CHCAX)
Hapymenus na AHOpekcHs XHUIOrJInKemMus, Xunepriavkemus (Bx.
MeTabdoH3Ma H 0CO00EeHO npH TOuka 4.4)
XpaHeHeTo MaLMeHTH ¢ nuader,
XHUNorauKkeMHUyHa
KoMa (BX. Touka 4.4)
IIcuxnunn be3zcbHue besnokokcTBo | [TcuxuuHmM peakumu [lcuxoTHunm
HapymeHuns* Ob0BpkaHoCT (Hamp. ¢ peakuuu ¢
HepsHocT XaTIOLIMHALIMH, aBTOArpeCUBHO
napaHos) NOBEACHHE,
Jlenpecus BKJIKOYMUTETHO
Bb36yna CYHMLIUIHH H]leaLluy
HeoOuyaitHu cbHHINA | WM ONUTH 32
Koumapwu caMOyOHUHCTBO (BXK.
Henupuym TO4YKa 4.4), MaHuS
Hapymenus na ['naBoGonue CBbHIUBOCT Konsyncuu (Bx. Touka | Ilepudepna
HepBHATA 3aMasHOCT Tpemop 43 u44) CEH30pHa
cucrema* Hucreysus [lapecresus HeBponaTus (BX.
Hapyuenue Ha TOYKa 4.4)
rnamerTa [lepudepna
CEH30PHOMOTOpPHA
HEBpONaTHUs (SBXK.
To4uka 4.4)
ITlapocmus,
BKJIFOYHTEJTHO
aHOCMHUS
JluckuHesus
Excrpanupamuaanuu
HapylIeHus
Arey3us
Cunkon
HobpokauecTBeHa
MHTpaKpaHHaIHA
XHUIIePTEeH3 U
MuoksoHyc

Hapymenus na
o4YHTe*

Hapyiienus Ha
3pEHUETO KaTO
3aMBIJIEHO BHXKJIaHE
(BX. TOuKa 4.4)

[Ipexonna 3ary6a Ha
3pEeHHE (BXK. TOYKa
4.4)

YBeur
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Cucremo-
OpraHeH KJjac

Yectn (>1/100 no
<1/10)

Hegectn (21/1
000 xo <1/100)

Peaxn (>1/10 000 no
<1/1 000)

C Hen3BecTHa
gecToTa (oT
HAJIHYHHTE JaHHH

He Moxe aa 0bae
HaNpaBeHa ONEHKA) |

Hapymenus Ha
YXOTO H
JJa0OHMpHHTA*

Bepturo

Tunuryc

3ary6a Ha ciyxa
Hapywenus Ha
clyxa

Cohpaeunn
HapymeHHs**

Taxukapaus
[Tannmurauuwu

Kamepna
TaxXHKapaus, KOSTO
MO2K€E J1a I0BeJIe 10
ChPAECYEH apecT
KamepHa aputmus u
torsades de pointes
(CLOOLIEHHS
MPEeIUMHO TNpH
MalHEHTH C PUCKOBH
¢dakTopu 3a
yabokaBaHe Ha QT-
HHTepBana), EKI
yab/DKaBaHe Ha QT-

HHTEpBasia (BX.
TOYKH 4.4 u 4.9)

CbaoBu
HapymeHus **

DOnedur

XHUITOTOHUS

Pecnuparophn,
IPLAHH H
MeAHACTHHAJIHH
HApYIIEeHHA

Jucrnues

bpoHxocnaszsm
Anepruuen
[THEBMOHHT

Cromamno-
YpeBHH
HAPYIIeHHHA

Juapus
[loBpblane
["anene

bonka B
Kopema
Hducnerncus
OnatyneHums
KoHcTunauus

Juapus -
X€MOparv4yHa, KosaTo
B MHOI'O peJKH
cJiy4au MOXe Ja
ObJe nokasaresnHa 3a
€HTEPOKOJIUT,
BKJIFOYMTEJTHO
nceBoMeMOpaHo3eH
KOJIUT (BX. TOUKA
4.4)

[Tankpeatur (Bx.
TO4Ka 4.4.)

XenaroOHaHaAPHH
HapylleHHS

[loBHInEHU
CTOMHOCTH Ha
YEpPHOAPOOHHUTE
€H3UMH
(AJIAT/ACAT,
aJIKaJIHa
¢ocdaraza, I'T'T)

[ToBHLLIEHU
CTOMHOCTH Ha
OuNMpyOHH B
KpbBTa

JXBITEHHLIA U TEXKKO
YepHOAPOOHO
yBpEXkKaaHe,
BKJTFOUMTEITHO
CJIy4au ¢ OCcTpa
YepHOApoOHa
HEI0CTaThYHOCT,
OCHOBHO TpH
MaLMEHTH C TEXKKH
ChIIBbTCTBALIH
3a00JIABaHUA (BXK.
TouKa 4.4)
XenaTur
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Cucremo- Yecru (21/100 10 | Hewectn (>1/1 | Peakn (21/10 000 no | C nen3BecTHA
OpraHeH KJiac <1/10) 000 a0 <1/100) | <1/1 000) yecToTa (OT
HAJTHYHHTE JaHHH
He MoKe aa Objae
HanpaBeHa OLEHKA)
Hapymenus na OO0pusB JlekapcTBeHa peakums | TokcHuna
KO>KaTa H [Ipypuryc C €03UHO(UIIHA U enuaepMaiHa
MOAKOXKHATA Yprukapus CUCTEMHH CUMIITOMHM HEKpOJiM3a
ThbKan® Xunepxuapo- | (DRESS) (Bx. Touka CuHApOM Ha
3a 4.4), Dukcupana Stevens-Johnson
neKkapcTBeHa epynuus | Epurema
MyJITH(OpME
Peakuus Ha
(poTouyBCTBUTETHOCT
(BX. TOuKa 4.4)
JIeBkouMTOK1aCTH-
YE€H BaCKYJIUT
CroMarur
XUnepnurMeHTaLums
Ha Ko)Kara
Hapymenns na ApTtpanrus Hapyienus Ha Pabnomuonusa
MYCKYJIHO- Muanrus CYXOXKHIUATA (BX. Pyntypa Ha
CKeJleTHAaTa TOYKH 4.3 u 4.4), CYXOXKHJIHe (Harp.
CHCTEeMAa H BKJIFOYMTEJIHO AXHUJ1€COBO
CheAHHHTE/IHATA TEH/IOHMT (Harmp. CyXOXKuiue) (Bx.
ThbKan* AXHJIeCOBO TOYKH 4.3 u 4.4)
CYXO0XKHITHE) Pynrypa Ha
MyckynHa cnabocr, JIAFAaMEHT
KOSTO MOXKE 1a € OT Pyntypa Ha myckyn
O0COOEHO 3HaYeHHE ApTtpuTt
MPH MaLKEHTH C
MHACTEeHUS rpaBUC
(BX. TOuKa 4.4)
Hapymenus na [loBuIIEHM Octpa 6660peuna
0nOpeunnTe 1 CTOMHOCTHU HA | HEJIOCTATHYHOCT
NHKOYHHTE KpeaTUHHHA B (Hanp. B pe3yJITar Ha
NbTHIA KpbBTa HHTEPCTULIHAJIEH
HepHT)
O0mn Peakuus Ha AcTeHus [Inpekcus bonka (BkmOYHTENHO
HapylLIeHHA H MSICTOTO Ha Oosnka B repba,
epexkTn Ha UHDY3UsITa bPAHTE U
MACTOTO HA (bosika, KpaHHULUTE)
NpHJIOKeHHe™ 3a4Y€pBsABaHE)

" AHA(UIAKTHYHY M aHAQUIAKTOM/IHHM PeaKLiuKM MOXe TOHAKOra 1a HACTHOST J0OpH Clie]l ITbpBaTa 103a.
° Peakuuu OT cTpaHa Ha KOXATa W JIMraBHIIMTE MOYKe MOHSIKOra Jla HACTBIIAT AOPH CJie]] MbpBaTa 103a.

/Ipyry HexenaHu peakiHH, KOUTO ca CBbP3aHH C NPHIOKEHUETO Ha (PTYOPOXHHOJIOHH BKJIFOYBAT:
- NMOPGUPHYHU NPUCTBITH MPH MALHEHTH C noppupus.

* CpoblaBa ce 3a MHOrO peIku CJTyH4au Ha NPOABJDKHTESHH (10 MECELIU WIIH FOMHM), MHBANMAM3HUPALLH H
MOTCHUHATTHO HEOOPATUMH CEPHO3HH JIEKAPCTBEHH PE€aKLHH, 3acCArailli HAKOJIKO, TOHAKOTa MHOT'O, CUCTEMO-
OPraHHH KJIaCOBE M CETHBA (BKJIIOYMTEIHO PEaKLMH KATO TEHIOHHMT., Pa3’KbCBAaHE HAa CYyXOXKHIIME, apTpaIrus,
Oosika B KpaifHHLIMTE, HApYIIEHHe Ha [TOXOZIKaTa, HCBPONaTHH, CBbP3aHHM C MapecTe3uH, ACMpPEcHs, yMopa,
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HapyIMCHUE HA NAMCTTA, HADYINCHHA Ha CHHA H YBPEXIAHE Ha CIIyXa, 3peHHETO, BKYCa U o0OHAHMETO) BLB
BPB3Ka ¢ ynorpebara Ha XMHONOHH H (IIYOPOXMHOJIOHH, B HIKOH CITy4aH HE3aBHCHMO OT Beue
CBIIECTBYBAIHTE PHCKOBH (aKkTopH (BX. Touka 4.4).

** CpobimaBaHu ca CITy4aM Ha aHEBPH3MA H JUCCKALTHA Ha aopTaTa, IOHAKOra YCJIOKHEHH OT Pa3sKhCBaHe
(BKTIOUHMTENHO BaTaIHN), ¥ HA PerypruTalis/HeJOCTATEYHOCT HA HAKOM OT CBpPACYHHTE KIAIH [Ipy

NALMEHTH, NOTyHaBaIly (IIyOpPOXHHONOHH (BX. TouKa 4.4).

NPOXYKT € BaxHO. ToBa M03BOJIIBA A4 MPOIB/DKH HAGMIOAEHHETO Ha CHOTHOIEHMETO NON3a/pHucK 3a
JICKAPCTBEHHA MPOAYKT. OT MEAHLIMHCKHTE CIIELMATUCTH CE H3HCKBA 18 CLOOIIABAT BCAKA MOAO3MpaHa
HEXECIaHa peaKiHg Ype3 HALMOHANTHA CHCTeMa 3a ChobmaBaHe KbM M3IMWIHHTEIHATA AreHIS 110
fIckapcTBaTa, yii. ,/lamaH I'pyes* Ne 8, 1303 Codus, Ten.: +35928903417, yebeatir: www.bda.bg.

4.9 Ilpeaoampane

CBri1acHo M3C/ICABAHNATA 32 TOKCHYHOCT IPH JKMBOTHM HJIH KIHHHKO-(DapMaKOIOTHMHH ITPOYIBAHHA,
MPOBE/ICHH C IO3H, MO-BHCOKHU OT TEPANCBTHYHHTE, HAl-BAXKHHTE CHMITTOMH, KOHTO TPAGBA fa ce 0vYaKBaT
Clell OCTPO npeio3HpaHe ¢ PaeKCHI HH)Y3HOHEH PA3TBOP Ca CHMITTOMH OT CTpaHa Ha LIEHTPAIHaTa HEPBHA

IIpx NoCTMApKETHHIOBO NMPHIOKEHME Ca HAGIIONABAHK eexTH OT cTpana Ha L[HC, BmounTeHO CheTOSHHME
Ha OOBPKAHOCT, KOHBYACHH, MHOKJIOHYC, XAMIOLMHALIAH 1 TPEMOP.

B cnyvaii Ha npenosnpane Tpsa6Ba Na ce MPHIOKH CHMITTOMATHYHA Tepanui. Heo6xonumo e aa ce cnegn EKT
nopajH BE3IMOXKHOCTTA OT yAB/DKaBaHe Ha QT-uHTepBaia.

XeMOAHANH3ATA, BINTIOUHTENHO IEPHTOHEATHATA KHAIH3A H AIlJ xe ca edeKTHBHHM 33 OTCTpaHABAHE Ha
neBodnoKCalMH oT opranmaMa. He crinecTysa CrIELMQHYEH AHTHIOT.

5. ©OAPMAKOJIOIT'HYHHA CBOMCTEBA

5.1 OapmakoaHBRaMBEuNE CBolicTRA

QapMaKkoTepaneBTHHHA I'PYyNa: XHHOJIOHOBH aHTHOAKTEpHATHHM CpeJICTRA, dyopoxuHOI0HM
ATC xoa: JOIMA12

JleBoIOKCALMH € CHHTETHIHO AHTHOAKTEPHANHO CPEACTBO OT KJlaca Ha GIyOpOXHHONOHHUTE H € S(-)
CHAHTHOMED HA PalleMHYHOTO AKTHBHO BELECTBO O(IIOKCALIMH.

Mexanuzwm na deticmsue
Karo duryopoxunononoo aHTu6axTepuanHo cpeactso, NeBOGIOKCALMH JelicTBa BEpXy KoMiuiekca JTHK-

AHK-rupasa u Tonomsomepasa IV,

Biaumoepvska Papmaxoxunemuxa/Papmaxodunamuxa

CrenenTa Ha SakTepHIIHA AKTHBHOCT Ha TEBOGIOKCALMH 3aBHCH OT ChOTHOIIEHMETO Ha MAKCHMAJTHATA
CepyMHa KOHUEHTPALMA (Cnax) WM IT0LKTA NOA KpuBaTa (AUC) M MUHHMaTHaTS MHXUOHTOpHA

KoHLieHTpalma (MHUK).

Mexan HQ peztcmenmuocm




JyBCTBHTEJIHOCTTA KbM JieBoduiokcauun. HabmonapaHa € KpbCTOCaHa PEIUCTEHTHOCT MEXILY
JieBoIOKCALMH H ApyruTe uryopoxunonony. ITopaan MexaHu3ma Ha AeiiCTBHE KaTo LIUIO JIHTICBA

KPBECTOCAHA PESHCTCHTHOCT MEXIY NEBOGUIOKCAIIMH M IPYTH KIAaCOBE aHTHOAKTEPHATHM CpeiCTRA.

I'panuyu na wyecmsumennocm

MIC (MumuManna HHXHGHpala KOHLIEHTpAIMA) HHTEPIPETATHBHH KPHTEPHH 33 TECTBAHE Ha
HYBCTBHTE/IHOCTTA Ca YCTAHOBEHH OT EBpOneHcKua KOMUTET 3a TeCTBAHE Ha AHTMMHKpoOHaTa
uyBCTBHTENHOCT (EUCAST) 3a reBogmokcaimH M ca H3GpOeHH TyK:

https://www.ema.europa.ew/documents/other/minimum-inhibitory-concentration-mic-
breakpoints en.xlsx

IIpeobnanasamara YecToTa Ha PE3UCTEHTHOCT MOKE [ia BAPHPA B 3aBHCHMOCT OT reorpagckara o6nacT H
BPECMETO 34 OMIPEICNICHH BHIIOBE, 3aTOBA € XKEMATE/THO JIa MMa JIOKAITHA HHPOPMALHSA OTHOCHO
PE3HCTEHTHOCTTA, 0COOEHO KOTaTo Ce JIEKYBaT TexXkH HHbexiwmH. [Tpu HeobxoxumocT Tpabea xa 6bae
MOTBPCEH EKCIICPTEH CHBET, KOraTo npeobranasaliara 4ecToTa Ha PE3MCTEHTHOCT € TAKABA, Ye M0I3aTa OT
JICKAPCTBCHOTO CPEACTRO MPH HAKOH BHIOBE HHGEKIUMY € N0 BBIIPOC.

| Buaose, kouTo of6uuaiino ca TyBcTBETEIHM
Aepobun I'pam-monoxaTenan Gaxrepun:
Bacillus anthracis

Staphylococcus aureus memuyunun-uyecmeumensu
Staphylococcus saprophyticus

Streptococci, epyna C u G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepoban I'pam-oTpanatTennn 6axrepan
Eikenella corrodens

Haemophilus influenzae

Haemophilus para-influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Pasteurella multocida

Proteus vulgaris

Providencia rettgeri

Anaepoban OaxTepHn
Peptostreptococcus

Apyrs
Chlamydophila pneumoniae

Chlamydophila psittaci
Chiamydia trachomatis
Legionella pneumophila
Mycoplasma pneumoniae
Mycoplasma hominis
Ureaplasma urealyticum } _
Bagose, IpR xoETO NPHACOHTATA PEIRCTEHTHOCT MOXeE JA
OpeAcTAB/ASBA mpobem
Aepobun I'pam-nosioxareanan 6akrepuan
Enterococcus faecalis
Staphylococcus aureus METHLWIHH-PE3HCTEHTHH"




Staphylo-coccu.;. spp KDBI‘yJI-aSG:HBI‘a'I:HBHH

Aepobun I'pam-oTpanarennn
Acinetobacter baumannii
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

Assepobau 6axrepan
Bacteroides fragilis

:- Braose ¢ npll_c'ﬁ.ma__ﬁeancrenmm
Aepobau I'pam-nonoxarennu Sakrepan
Enterococcus faecium

# MeTHIIWIHH-PE3UCTEHTHH S, qureus € MHOTO BEPOATHO /14
IPUTEKABAT KPHCTOCAHA PE3UCTEHTHOCT KbM ()IIyOPOXMHONOHH,
_BKIHOYHTEHO JIEBO(DIOKCAIHH.

32 QapMaKOKHHETHYHH CBOHCTBA

Abcopbyun

[Ipunoxernat nepopanHo fepodokcauus ce abcopGupa 6BP30 H NOYTH HAITBITHO ¢ AOCTHTAHE HA MMKOBH
TU1a3MEHH KOHLICHTPALIMH B paMKHTe Ha | - 2 qaca. AGcontoTHaTa GuoRan4HocT e 99 - 100%.

XpaHaTa UMa MaTek edeKT BEpXy abcopOuusTa Ha neBodIOKCALMH.

PaBHOBECHO CHCTOAHHE Ce NOCTHTa B paMKkuTe Ha 48 vaca pu cxeMa Ha nosupade 500 mg seHLX WK pa
ITETH JHEBHO.

Pasnpeoenenue
lipubimzurenno 30 - 40% ot nepodnokcawus ce CBBHP3BA CBC CCPYMHHTE MPOTEHHH. CpeAHUAT 06eM Ha

pasnpeAcneHne Ha ieBOQoxcalH e mpubmmsurenno 100 | cnen €IHOKPATHO WJIH MHOTOKP&THO
pHIIOKEeHHE Ha K032 0T 500 mg, nokaspain WHPOKO pasNpeaeIeHHE B TEICCHHTE ThKAHM.

Ilponuxeane s mkanume u menecnume meurnocmu:

YcTaHoBeHo e, e 1eBOUIOKCALMH NPEeMHHABA B OpoHXHaNHAaTa THraBUIia, eNMTETHATA MTOKPHBHA TEYHOCT,
a1BeoNapHUTe Makpodary, 6enoapobHaTa ThkaH, KOXKATa (TEYHOCTTa B MEXYPHTE), POCTATHATA THKAH H
ypuHara. Jlesogokcau o6aue npoHnksa ciabo B LepeSpo-CIIHHANHATA TEYHOCT.

buompancgpopmauun
JleBodrokcalH ce METaGONM3KPA B MHOTO MANIKA CTETeH 0 METaGoIMTITe AC3METHI-NTEBOPIIOKCALIMH |
nesogiokcatuH N-okcua. Teau metaGonutu npeacTasnsasar < 5 % or AO3ATa, KOATO C€ OT/IE/A B YPHHATA.

JleBoduIOKCALHH € CTEPEOXHMHMUHO cTaGHIEH U He ce moanara Ha XHpaIHa HHBEPCHS.

Ciien nepopaHO H MHTPABEHO3HO MPHIOKEHHE 1eBOGIIOKCALHH Ce eTMMHHHDPA CPaB
IuiasMara (t%2: 6 - 8 h). Exckpeumara ochoBHO € npes 6nGpewure (> 85 % ot npunoxeHa
CpenHuaT npusuieH o6 TeeceH KITHPBHC Ha JIeBOQIOKCALHH ClIe]] eAHOKPATHa 1034
29,2 ml/min.
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Hama ronemu pasnuku BbB (hapMaKOKMHETHKATA Ha J1eBOGIIOKCALIMH CJie]] HHTPABEHO3HO M NEPOPATHO
NPHIIOKCHHE, KOCTO NPEANoIara, e NepopalHUAT H HHTPABEHO3HHAT ITHT CA B3aUMO3aAMEHIEMH.

Juneiinocm
JleBothnokcaLH ce NOMUMHABA Ha NIMHeHATR PAPMAKOKMHETHKA B rpanuTe ot 5O o 1000 mg,

Cnenmannn nonyaanmes

Ilayuermu c 6v6peuna nedocmamvyrnocm

DapMaKkOKWHETHKATA Ha IEBODNOKCALIMH Ce BIMIE OT 010pedHo yepexnane. C HaManaBaKe Ha 610peunara
dyrxima, Gr6pedHaTa eTHMUHALAA ¥ KIHPBHCA Ce NOHH>KABAT, & CJIMMMHALIHOHHUAT NOTYXHBOT Ce
YABDKABA, KAKTO € [T0Ka3aHO B TabauuiaTa no-momny:

Hayuenmu e cmapuecka ev3apacm
Hama 3uayumu pa3micmd BsB $apMaKOKMHETHKATA Ha JeBOGIIOKCALIHH MEXTY MIaAM NMAHEHTH U
TIAIHEHTH B CTAPIECKA BB3PACT, ¢ H3KMOYCHUE HA TE3H, CBBHP3aHH C PA3THKH B KPEATHHHHOBUA KIUPBHC.

Ilonosu paznuvus

OTaenHu aHANHZHM IPH MBKE U JKEHH NOKA3BAT MAaJIKH AOC IPpaHHYHM [10JIOBH PA3IHYHUsA BHB
¢apmaxoxuHeTHKaTa Ha epodnokcarmy. Hama JOKA3ATEJICTBA, Y€ TE€3H PAJTHYHA B [IOJIOBETE CA OT
KIMHHYHO 3HAUCHHE.

5.3 Ipeaxnarsunn Ja8HE 3a Gezonacuoer

Hexnuuuunure nanHu He NOKasBaT cnenmaneH puck 3a XOpaTa Bb3 OCHOBA HAa KOHBEHLIMATHHTE TPOYYBaHHUA
Ha TOKCHYHOCT [IPH €{HOKPATHO NPHJIOKEHHE, TOKCHIHOCT TPH MHOTOKPATHO NIPHIIOKEHHE, KAHIIepOreHHMA
MOTEHLHAT H TOKCHMHOCT 38 PENMPOAYKLHATA U Pa3BHTHETO.

JleBodpnokcaumH He NMpeAHIBUKBA yBpeKIaHe Ha (epTHIMTETA KM PENPOAYKTHBHOTO NMOBENCHHE IpH
[UrbXOBE H EAUHCTBEHHAT My eeKT BBpXY I1042 € 61t 3a6aBeHO CH3pABaHE BCNCACTBHE TOKCHYHOCT TpH

MAWKATA.

JleBodnokcauun He NpeAM3BUKBA FeHHH MYTALWM B baxTepuaHK KIeTKH WK KIeTKH OT Gosalinuim, Ho
WHIyLHpa XpoMO30MHH abepatuu in vitro B 6enonpo6HN KIETKH OT KUTalicKH xaMmcrep. Te3u epekTH Moxe

Aa ce OTa/aT HA HHXHOMpaHe Ha Tonon3omepa3sa 1. Usnursauus in vivo (MHKpoHYKTeyc, 0OMeH Ha
CCCTPHHCKM XpOMaTHIH, HenpeasuaeH JIHK cuuTes, noMHHAHTHH NETATHH TECTOBE) He MOKA3BAT
IF€HOTOKCHYEH NOTEHUHA.

H3nMTBAHMA NPH MMINIKH TTOKA3BAT, b€ JIeBOGIOKCALIMH NPHTEXKABA POTOTOKCHYHA AKTHBHOCT CAMO TIPH
MHOTO BHCOKH J03H. JIeBO(IOKCAIMH He NOKA3BA NEHOTOKCHYEH ITOTEHLMAT B AHAJIM3A 33 ¢oTOMyTareHHOCT
M HaMaIMBa 0GpasyBaHETO HA TYMOPH NPH ITPOYYBaHE Ha ¢$oTOKaHIEPOreHHOCTTA.

Kakro # ocraHamuTe $iTyopoOXHHONIOHH, JIEBOGIOKCALIMH OKa3Ba edexT BEpXY xpymwia (o6pa3yrane Ha
MEXYPH H KyXHHH) MPH IUTBXOBE M Ky4eTa. Te3n HAXOIKH ca MMo-u3paseHH MpU MJI&AH JKHBOTHH.

6. ©OAPMANEBTHYHH IAHHH

6.1 Corcek Ba DOMOImMHEETE BelmecTRa




Harpues xnopua

Hartpues xuapokcua (3a kopexims Ha pH) (E524)
XJIOPOBOAOPOAHA KHCEJIMHA (38 KOPEKLMA Ha pH) (E507)
Bona 3a HKeximu

6.2 HecrBMecTEMOCTH

DriexcHa 5 mg/ml HHDY3HOHEH pasTBOp He TPAOBa J1a €€ CMECBA ¢ XENapHH WIH aAJIKATHHU pasTBOPH (Hamp.
HATpHEB XHAPOreHKapOOHAT).

To3u nexapcTBeH npoayxT He TPAGBA Aa ce cMecha ¢ APYTH ICKAPCTBEHH MPOAYKTH, ¢ UIK/TIOUEHHE HA
NOCOYEHHUTE B TOUKA 6.6.

6.3 Cpok na roasoct

3 roauHH

Cmabunnocm cned npuzomesne

Cnen npuroreane ¢ 9 mg/ml dusmonormaen pasteop (0,9%), 50 mg/ml rmoxko3en pasTeop (53%) 1 25 mg/ml
pasTBop Ha Punrep (2,5%), mudysHornuaT pazteop neBogokcaiuH 5 mg/ml ocraea crabuneH B
NpoaB/DKEeHHe Ha 8 yaca npy cTaliHa TeMnepaTypa H He ce HY)KARE OT MpeAna3raHe OT CBET/IHHA.

OT MHKPOOHONOrHYHa rnemHa Touka IPOAYKTHT TPAOBA Aa Ce H3NOM3Ba BeAHara. B nporusen CITydai

MOTPEOUTENAT HOCH OTTOBOPHOCT 3a CPOKA M YC/IOBHATA Ha ChXpaHeHHe, KaTo OOHKHOBEHO T€ Ca B paMKUTe
Ha 24 qaca npu Temniepatypa 2 1o 8 °C, ocBeH ako PA3TBAPAHCTO € HATIPABEHO IPH KOHTPOJHPAHH M

BRITMIHPAHM YCIIOBMA.

6.4 ChenBajgRH yC/IOBHS HR ChIpAHEHHE

ChXxpanspaifte B OpHrHHAIHATA ONAKOBKA, 38 /18 Ce NpeAnasy OT CBCTIHHA. TO3H IEKaPCTBEH MPOLYKT He
H3HCKBA CMICLIMAIHH TEMITEPATYPHH YCIIOBHA 34 ChXPaHEHHE.

3a ycnoBMsATa Ha CHXPAHEHUE CJle pasTBapAHE Ha JICKApCTBEHHMA IPOXYKT, BX. TO4Ka 6.3.

6.5 Bsa s chaepxkaEne HA OnAKOBKATA

Cax OT HHCKOIUThTHOCTEH MOJIMETMIICH.

Buaoee onakoBKu

1x50ml, 5x50ml, 10 x 50 ml, 20 x 50 ml
1 x100ml, 5x 100 ml, 10 x 100 ml, 20 x 100 ml

He BcHukH BHAOBE OMakoBKH MOTAT na 6LaaT MyCHaTH B npoaaxoa.
6.6 Cuoenmannm mpeanasHE MepKH UpH E3XBLpJIsHE H paboTa

[ToaroToeka 3a npunoxeHue:

1. Ilpoeepere caxa npeau ynorpe6a. MUsnomapaiite camo ako pasTBOPET € GUCThD, Che
LBAT, 6e3 yacTuIM. :
2. Ornenere npeanazxuus CiIoM,

3. Bkapaifte cucTema 3a HHOY3HS ¢ HIJIA ¢ IBOEH JTyM€EH.
4. Okauere caka Ha cTolKara,




I1o Bpeme Ha HHQDY3HATA He € HeOOXOAUMO npeana3IsaHe OT CBET/IMHA.

Onexcua 5 mg/ml uady3uoHen Pa3TBOp He TPAOBA 21a C€ CMECBA C XPYTH ICKAPCTBEHH NPOAYKTH, C

M3KTIOUEHHE Ha CICAHUTE HRDY3HOHHH PA3TBOPH:

Onexcun S mg/ml ungy3noHeH PasTBOp € CHEMECTHM Che ClIeaHHTe HH(pY3HOHHH Pa3TBOP:

9 mg/ml Harpues xmoprna (0,9%)

50 mg/ml rmoxo3a (5%)

25 mg/ml pasTeop Ha rmoko3a B Pumrep (2,5%)

3a HEChBMECTHMOCTH BIXKTE TOUKA 6.2.

Camo 3a enHoKpaTtHa ynoTpe6a. HeH3nomsBaHOTO KOIMYECTRO ce H3XBBPJIA.

HeusnonspaHuAT NekapcTBeH MPOXYKT HWIH OTIaTbYHHTe MaTEepHaJTH OT HEro TPAOBA 12 ce MIXBBHPIIAT B

CHOTBETCTBHE C MECTHHMTE H3MCKBAHMA.

7. IIPATEXATEJI HA PAPENIEHHETO 3A YIIOTPEEA

Sandoz d.d.

Verovikova 57, 1000 Ljubljana

CnoBenua

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEEA

Per. N0 20160010

9. JXATA HA ITBPBO PASPEHIABAHE/TIOJHOBSABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Harta Ha mepBO paspewmasane:; 07.01.2016

JlaTa Ha nocneHO NOJHOBABaHE:

10. XATA HA AKTYAJIM3HPAHE HA TEKCTA

08/2024
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