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KPATKA XAPAKTEPUCTHKA HA IPOAYKTA



N3MbAKUTENHA ATEHUMA NO NERA. . |
1. HME HA JIEKAPCTBEHUSA 1NPOAYKT - — -
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Herunmunmn HioJlaiin ®apma 3 mg/ml kanku 3a oun, pasreop| Kem Pee. M

pde LA (D fo/-?.(

Netilmicin NewLine Pharma 3 mg/ml eye drops, solution PaspeiweHue 01 0 )
L

OgO6P9Hue Ne .... »

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

I ml or pasTBopa cbhabpka 3 mg HeTWIMHMUMH (netilmicin) kaTo HerwimuumH cyidar (netilmicin
sulfate).

[Tomouinu BewwecTBa ¢ U3BecTHO Aelicteue: OensaikoHuer xnopua (0,05 mg/ml).
3a MBIHWA CIIHCHK HA MOMOLIHKTE BEIIECTBA BIXKTE TOUKA 6.1.

3 JEKAPCTBEHA ®OPMA
Kanku 3a oum, pa3tBop

buctbp, Oe3uBeTeH WK 0JIeJ0AKBAT Pa3TBOP, MNPAKTHYECKH O3 TRbP/IH YACTHLIH.
pH: 6,5-7,5
Ocmonanuret: 0,274 — 0,306 Osmol/kg

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3ZAHHS

Hetuamuuud HroJlakin dapma e mokasad 3a JIOKaaHO JieYeHHe Ha BbHIUHH MHEKLMH HAa OKOTO W
HETOBHUTEC aIHCKCH, NPHYHHEHH OT YYBCTBUTEC/IHH KbM HCTHIMHLUMHH 6&KT€pHH.

Tpabea na ce umar npearua oULMATHMTE HACOKW 3a MpaBWiHaTa ynotpeba Ha aHTMOAKTEpHAIHU
cpeacTea.

4.2 Jlo3MpoBKa H HAYHH HA MPHJI0XKEHHE

EOSHQOBK&
Hakanerte | unu 2 xanku B KOHIOHKTHBAJHMA Cak Ha 3acerHatoTo(ute) oko(ouu) 3 MbTH JHEBHO HIIH
CHOpe /IEKapCKOTO MpeAnucaHHe.

Ieduampuuna nonyaayus
besonacHocTTa M edukacHocTra Ha Hermnmuuun HioJlaiin ®apma 3 mg/ml kanku 3a oum, pasreop

npv jeua Ha BB3PacT OT 3 10 12 roJMHH u npu IOHOWIM Ha Bb3pacT oT 12 10 18 roauHu He ca
YCTAHOBEHH.

Hauun Ha npuioxkeHe
1. U3muitre/nouncrere nope pbUeTe CH.
2. HarucHeTe Hajlo/ly Che 3aBbpTaHe Karnadkara, 2a 1a npobuere BbpXa Ha OyTHIKATA.

2%

3. Orsuiite kanaukara, oobpHeTe OyTuiKaTa OOPATHO U % CTHUCHETE JIEKO, 3a 12 110
B 3acerHaroro(ure) oko(ouu). He nozeonaraiite Bbpxa Ha GyTuikara J1a J0KOC
MJIM JIpyTa NOBBLPXHOCT, 3a 1a ce W3berHe 3aMbpcsiBaHe.
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4. TToctaBeTe 0OpaTHO W 3aTerHeTe Kanavkara Ha OyTHIKaTa ¢ KarmkoMepa.
ata b Ll

|
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IIpednasnu mepku, xoumo mpsibea oa Ovoam ezemu npedu paboma cbe WU RPUWIONCEHUE HA
NeKapcmeeHus npooyKm

AKO ce HOCAT KOHTaKTHM Jelly, Te TpAOea J1a ce CBAIAT Nped HakanBaHeTO Ha KarnKuTe 3a O4YM W
MoraT ja ce noctaBaT odparHo ciea 15 MuHyTH (BK. Touka 4.4).

Cucremnara abGcopOuusa MOxe Ja ce HamMaslM, KaTo Ce NPHTHCHE CTb3HMA CaK MO MPOTEXKEHWe Ha
MeIHATHHA KaHTYC B MPOAb/DKEHHE Ha €Ha MHHYTA MO BpeMe Ha HaKanBaHETO Ha KankKuTe W clel
toBa. (Taka ce G/OKHpa NpPeMHHABAHETO HA KANKHTE MPE3 HOCO-CITB3HOTO KaHalye KbM LIHPOKAaTa
abcopbTuBHa 00s1aCT Ha HOCHATA W (apuHIeaTHaTa JIMIaBHLA).

[TpOab/KUTENHOCT Ha IEYEHHETO
OO6uyaiiHaTa NpPOJBMKHTENHOCT Ha JieuyeHWeTo € 5 aHW. JlekapAT MoXe aa npenopbya Mo-
MPOABL/LKHUTETHO JIeYeHHe B CiTyyail Ha pedpakTepHH: WiH YC/IOKHEHH HHEKLIMH,

4.3 IlpornBonokasanus

CBpBXYYBCTBHUTENHOCT KbM aKTHBHOTO BELUECTBO, KbM AMWHOITIHKO3ZWIHM AHTHOMOTHLM WIH KbM
HAKOE OT MOMOLI{HHTE BellecTra, M30poerH B To4ka 6.1,

4.4 Crnennanuu npelynpekJeHus H NpeAnasHi MePKH NPH ynorpeda

CepHO3HM  HEXENMaHW  peaKUMM,  BKIIOYHTEIHO  HEBPOTOKCHYHOCT,  OTOTOKCHYUHOCT W
He(POTOKCHYHOCT, Ca Bb3HMKHAIH TPH TALMEHTH, [OJy4yaBalukh CHUCTEMHA Tepanus ¢
amMHHOIIMKO3UAH. IIpenopbuBa ce NOBULLIEHO BHUMaHWE NpU ChIbTCTBALLA yoTpeba (BK. Touka 4.5).

[poxbmkurentata ynorpeba Ha JOKaIHH AHTHOHOTHUM MOXKE 1a JOBede 10 MPEKOMEPHO
pa3sMHOXKaBaHe Ha PE3UCTEHTHH MMKPOOPraHM3MH. AKO He ce cbollaBa 3a KIMHUYHO nofobpeHue B
OTHOCHTETHO KpPaTbK TEPHO/l OT BPEMe WIIM aKO Bb3HMKHAT HAKAKBH SBJIEHMS Ha JpasHEHE WM

MOBHIIEHA YYBCTBHUTEJIHOCT, TpﬂﬁBa Ja Ce€ MpeyCTaHOBM TepandaTra M Ja Ce€ 3amo4vHe ToAXOfALLO
JIEYEeHHE.

Heruwimuumn HioJlaiin ®apma He ¢ npeaHasHaued 3a HHKEKTHpaHe, ClIe/I0BATEHO He Tpabsa Ja ce
MHKEKTHPA CyOKOHIOHKTHBAHO MJIH [a Ce BbBeXKAa B NPEHATA O4HA KaMepa.

KoHraktHu newm .
Herunmuuns HioJlaiin ®apma 3 mg/ml kanku 3a ouu, pa3TBop, B MHOTOLO30B KOHTEHHEP ChAbpKa
OeH3aIKOHHEB XJIOPHA, KOHTO YeCTO ce M3IMON3Ba KATO KOHCEPBAHT B OQTATMONOIHYHH I
BeH3anKoHUEBHAT XJIOPUJL MOKe Ja ce abcopOvpa 0T MeKMTe KOHTAKTHH Jel W
NpoMAHa Ha LBETa WM, €TO 3al0 naukeHTHTe TpabBa La ObAaT HHCTPYKTHMP
KOHTaKTHHUTE JICLLUM MPEAH NPHIIOKEHHE HA KAlKKUTE 33 OYM H /14 W34aKaT Hal-Malko

HaKanBaHETO, NPEeaM Jia MOCTaBAT OTHOBO KOMTAKTHH jellu (Bk. Touka 4.2 Jlosup
NPUIIOIKEHHE).
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Hima croluierus, ve GeHIaNKOHHEBUST xnopx_aui:_npmmna npa_sﬂéﬂe Ha OKOTO, cnu_mdmu' Ha CYX0
OKO M MOXKE 13 34CErHe CB3HHA (GHAM H NOBBPXHOCTTE Ha porosuuata. TpaGsa na ce w3non3Ra
NpeAnasivBo NpY NALMEHTH ChC CYXH 04 ¥ TIPH MALHCHTH ¢ YBpeKaaHe Hd pOrOBHLATE.

[aumenTute Tpa6sa Na ce HaGMMORABAT RPH NPOAKIKHTENHA YNIOTPEGa.

HeoGxonumMo ¢ Beumarenso Habmonenue, aoxare Hervnmunun Hiollaiin ®apmMa ce ynotpebssa npu
NAUNEeHTH CBC CHCTOSHMA, BIITIOYBAIUM YBPEXKOaHe Ha pOroBHuaTa, HaH TpalBa ja ce NMpenopwnya

ynotpebara na Herunmuimn HroJlaiin ®apma 3 mg/ml kanke 3a oum, pa3reop B onakoska ¢
€HOKpATHA 1033, 6e3 KOHCepBaHTH.

[Ipy moBBEpXHOCTHA O4MHA HH(GEKUMA HACTONTENHO CE NPENOPLYBA A HE C€ WATION3BAT KOHTAKTHH
new.

INenuarpuyxa momynanus
Herunmuuwnn HioJlalin ®apma Be ce npenoppusa 3a ynorpeba Npu fena v I0HOIH (B34, TOUKa 4.2).

4.5  BaanmoxeiicTBHe ¢ JPYTH JeKaPCTBEHH HPOIYKTH M APYTH HOPME Aa B3AEMOACHCTBHE

Hama cboluienns 3a sHaudMu $apMakonornvHy BzanMosaeticTena npu yrnotpeSara Ha Hetunmunn:
HroJlaiis ®apma. '

CoOb1cTBAaMIOTO NPHIOKEHME, JOPH JOKATHO M 0COBEHO MHTPAKABHTAPHO, HA APYrH NMOTCHLMANHO
HepO- M OTOTOKCHHHY AHTHOMOTHLI MOXKE 12 FIOBHIIH PHCKA OT NOJ0OHH edeKTH.

CereTcTpaulaTa WM MOCNEQOBATEAHATA YIIOTpe6a Ha CERUTe HeDPOTOKCHHHH neKapcTpa ¢
AMMHOT/IHKO3MIM MOXe 12 TIOBWILM MOTEHIMANA 34 HE@POTOKCHYHOCT M ChIIBTCTBALIATA ynotpeda
Tpafpa ma ce W3bArBa: LMCIUIATAH, TIOAWMMKCHH B, KOAHCTHH, BWOMMUMH, CTpEITIOMHLMH,
BAHKOMHMIIHH, JAPYTH aMHHOTJIHKO3HAM M HakoH LedanocnopHny (Lie(anopumnH) WM MOLUHW
AMyPETHLH KATO HANPHMEP ETAKPHHHYHA KHCenuHa i Qypo3eMua nopany BL3AEHCTBHETO UM BBPXY
6n0peunTe.
In vitro, CBBP3BAHETO Ha AMWHOMMWKOZMA ¢ GeTa-nakrameH AHTHOMOTHK (NEHHLMNMEH WM
1eanoCrOpHHE) MOXE 12 NPHYWHH pEeUMNPOYHA W 3HAYMMA MHaKTHRauus, HamanseaHe wHa
MONYUBOTA MM TITA3MCHHTC HUBA H& AMHHOINMKO3MJ BLIHMKEA TPH NANMEHTH, CTpajamy oT
6u6peuna HENOCTATHYHOCT, W NP HAKOM NALUMEHTH ¢ HOpMaTHa GbbpeuHa neHHOCT, BOpM H aKko
8MUHOTHKO3HA K NIEHHLUIMHONOR0GEH aHTHOHOTHK C& TIPUNAraT o {Ba PAzINUHK HAYWHA.

HNaupenrure Tpabpa na Gbnar nuGOPMHPAKN, e aKO CE H3TION3BA NOBEYE OT €AMH OPTATMONOTHYEH
NpOAYKT, JiekapcTsara TpalBa 12 ¢e MpHIaraT npe3 Hali-manko 5 MUHyTH. MasHTe 3a ou Tpa6ea ga
Ce TOCTaBAT TIOCHASTHH. ‘

4.6 Deprunnrer, GpeMennocT u KbpMene

BpeMennoct

Makap ¥ DpeIKTHHUYHHTE NPOYYBAHMA A8 HE [IOKA3IBAT deranHa TOKCHYHOCT NPH NOKaBHO
NPUIOKEHUE HA HETWIMMUMH DOPAAM HUCKATa cHcTemHa abcop0uuA Ha NPOAYKTa, MO BpeMe Ha
OpeMeHHOCT MPOXYKTHT TPAGRA Ja ce MpHMnara camo el BHMMATEIHA OLEHKA Ha TON3aTa H pHCKa H
no1 CTPOr MEAUUHHCKH KOHTPOIL.

Knpmere .
Tpuioxenneto na Hetummuuun HioJTaitu Papma He ce npenoprbusa no BpeME Ha KbpMeH i
AMUROITIMKO3HIMTE C¢ CKCKPETHPAT B KBPMATa B MANKH KO/IH4ecTsa.

Deprunyrer
JIuncear fauty 3a edexta va Heranmuunn HioJlaiin ®apma rhpxy tbeprunuTeTa
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4.7 E¢exTn Bhpxy CROCOGHOCTTR 32 nsoprpase B pabora ¢ MANIAUN
4 . . o ."g_, -"‘. T .
[Tocraparero Ha KankuTe 33 OYM MOXKE J1a IPHYKHY BPEMEHHO TIOMBTHABAHE HA 3PEHHETO. AKO NpPH
NOCTABAHETO C€ CTHIHE A0 MOMETHEHO 3peHMe, MauMeHTsT TpalBa fa H3Yaka 3peHHeTO My 1a ce
TIPOSCHH, NpelH Aa uiodgupa €K Aa paboTi ¢ MAUIMHY.

4.8 Hexenann rekapeTBeHE peaknun

ChoOLICHUTE HEXEMaHH peakudH ca NMPEACTABEHH CNOped CHCTEMO-OpPraHHATa KiacHbMKaihs Mo
MedDRA. Jluncpar A0CTATHYHO JAHHKH, 33 Ja ¢€ ONPENSI YeCTOTaTa Ha HRAMBHIYATHHTE U3DPOeHH
peakuuy (¢ HEM3BECTHA YECTOTA).

Hapvwenus na ouume.
- ApazHeHEe Ha OYHTe,

- KOHIOHKTHBAITHA XMIEPEMH;
- obpuB Ha KnenaqMre;
- OTOK Ha KJiena4nTe;

- OHYeH OpypHTYC.

Hopyvuwenus na wmynnama cucmenma:
- CBPBXYYBCTBUTENHOCT;

- YPTHKEDAA.

EnmaojMre Ha ApaiHeHe Ha OYHTE W qu'bwyncTBu'renHOCT, nputivHeHu ot Herunmuuus HioJlaiitn
Dapma, ca JeKd W IIPEXOIHH.

Crobumasa ce, ye GeH3ATKOHUEBHAT xnbpuﬂ_npﬁquﬂsma Apa3HeHe Ba OHHTE, CHMITTOMH HA ,,CYX0 OKO®
H MOXe 13 3aCerHe CABIHUA PHIM H NOBEPXHOCTTA Ha POrOBHLATA.

Crofuapane Ha NOJQ3IUPAHE HEME/IZHH PEAKIHH

CrobmaganeTo Ha NONO3KPAHM HEKE/IAHH PeaKllMK Crief] paspeiliaBase 3a ynorpeba Ha IekapCTBeHUA
TIPOAYKT € BakHO. Toga 110380/1983 A2 MPOXLILKH HAOMIONEHNETO ha CHOTHOWEHHETO NON3a/PUCK 34
NEKapCTBEHUA NPOYKT. OT MeMLMHCKATE CICHMATIHCTH CE UIACKEA 14 chobinasar BCaka
NOJO3MPAHA HeXKeNaHa peaxiua upe3 Hansnmuresiia areHuns no jgexapereara vi. ,,Jlaman Tpyes” Ne
8, 1303 Codmus, Ten.: +359 2 8903417, yelOcaifr: www.bda.bg.

4.9 Tipenosnpane

Huxora He ca ¢ho01aBaHY cIlyday Ha [IPeO3HpaHe.

5. PAPMAKOJIOI HTYHH CBOMCTBA
5.1 PapMaKoTHRAMHYHE CBOHCTRA
dapmaxkoTepaniesTuuHa rpyna: AHTHHHOEKIMONHY cpencTsa, anTHOuoTHIM, ATC kom: SOTAA23

HeTHIMHLME € MOMyCHHTETHYEH, IMPOKOCTIEKThPEH AMMHOTIAKO3HAEH aHTMOHOTHK. [okazaHo
eeKTUBEH € B HHCKH KOHUEHTpalMK cpely pasTHyaH matoresid Gakrepuy, Ipam + u Tpam -,
BITJOYHTEITHO LAMOBE, PESHCTENTHH KbM FeHTAMMLH, 33 Pas/iMKa OT reHTAMULIMH, TO3M AHTHGUOTHK
He € YyBCTBMTENICH KbM HHAKTMBMPAOTO NedcTsne Ha GaKTePHATHM eHZMMu, 0
thochopunrpane H ageHHIMpaNe.




Hetunmuuys nma 66p3 ﬁampprmmeu elhexT, KBTO UNIYLMpa Henpaﬁunﬂa TpancHaups B FeHETHYHER
xon #a MPHK H 110 TO3H# HAYRH BLBSHIA TIOXPOUTHH AMHHOKHCETHHH B HapacTBalliaTa TIONUNENTHANA
BEpHra.

PasnpocTpaveHHeTo HA PE3HCTEHTHOCYTAa MOKE Jd BAPHPE B 3aBUCHMOCT OT reorpadiekoro
MECTOHAXOKACHHE B BPEMETO 32 M30PAHU RHIORE H € XKENATENHO Na HMA HHDOPMANHI HA MACTO 3a
PE3MCTENTHOCTTA, 0CO0CHO KOFaTo e NeKyBat TexkH Hudexupu. Crepnara nndopMmanud 1apa camo
npHOIH3NTENHA HACOKS 33 BEPOATHOCTHTE Sakrepuure na GLIAT YYBCTBHTEIRE KbM HETWIMBUMH B
Herunmunus HroJlaltu ®apma.

Jdeduuuupure Ha rpaHHYHHTE CTOMHOCTH, KAACHGHUMPAUIH M3OMATHTE KATO YyBCTBHTEIHM HIH
PE3HCTEHTHH, €A NONE3HH 33 NPOTHO3HPaHe HAa KAMHUUHATE ¢DHKECHOCT Ha AHTUOMOTHUMTE, KOWTO
me ¢e npuaarat cucremHo. Korato obave asdTuOHOTHKLT ce DpHiara JOKATHO B MHOIC BHCOKH
KOHLISHTPAUMH AUPEKTHO HA MACTOTO Ha yHpeRuMATa, AcQUHHIMHTE HR FPAHMYHWTE CTOHHOCTH
MO3Ke 2 He ca npuiosknmH. [Toseueto uionaty, koHTo Guxa SNy KNaCHGHUUMPAHH KATO PE3HCTEHTHY
[O CUCTEMHM TPAHUYHH CTOHBOCTH, €€ ICKYBAT YCHEUHO ¢ TOKATHO MPHIIOKEHNE,

B nskoM epponiefickit CTpaHM Y€CTOTATA Ha ODILATA PEIUCTEHTHOCT KbM AMMHOIIIMKOSHIN MOMNe N2
nocTHra 10 50% OT BCHYKH cTaUROKOKH.

Tabanna 1. Cabpsadi ¢ BHAZ K.THHHYHA FPAHAYHA cToiHEGcTR Ha MIC 32 peTRammuun

(EUCAST 2017)
Mukpoopraauism- - s UK HE FpaRBaHE
e T e croimoctn sa MIC (mgh)
8 (=) R ) ECOFF

Enterobacteriaceae 2 4 2
Pseudomonas ' F " 14 4 4
Acinetobacter T T 4 4 NR
Staphylococcus N 1 1
Staphylococcus, xoarynaaa mpnuaTe:mn i ] 1 ‘NR
Enterococcus IE 1E NR
Streprococcus A, B, Cu G NR NR NR
Sireptococcus pneumonise _ T T T TENR | NR NR

Viridans Streptococci 7 U INRINR NR
Haemophilus influenzae o £ (IE NR
Moraxella catarrhalis IE IE NR
Neisseria gonorrheq o ~INR T INR NR
Neisseria meningitidis ’ ' NR NR NR
I pam-momoxuyenty anaepolu 6e3 Clostridium d:ﬁ‘cz!e I NR NR NR
Tpam-0TpuUATERHE 2HAEPOGH "I NR NR NR
Fpaguaun cTofBOCTYH, HECBBD3aHH ¢ BUAR P4 4 NR
beaexxa: S = (Sensitive) Yyscraurenen, R = (Resistant) Pesucrenren. ECOFT = (epidemiological cut-off) O6we
CIMAEMHOTOTHYHE TPRHHYHA CTORHOCT 38 ua(imoaeune b | pesm:’rem #ocrta, IE = (insufficient evidence)
JlMnceaT JOCTATHYRA RANHH, ME BLIPOCHUST BUA e 10Gsp Taprer sa Tepanks ¢ ToRa Nexaperso. NR = (Not
Reported) He ce cpoGuiana.

In vitro npoyusaHMATa NOKA3BAT, HE HETWIMHLEH © aKTHBeH cpemy NOBEYETO WAMOBE Ha HECTO
Cpeillali OYHM TATOreHH ¥ HECTO CpemaHW DaKTepuu OT komHata Qnopa. B Tabnyua 2 ¢ aanen
CHHCHK Ha HMBATA HA YyBCTBHTONHOCT KbM HETHNMHUMR 33.06mo0 767 Gaktepuanuy u3caath or
KIWEMMEE O4HH Tipolu, s3etn pbe Opanuus (FR), Tepmanua (DE), Hrams (IT)
Chopamxara penmybnyka (SK), Henannsg (ES) n Ofennnenoro kpancreo (1K),
HUBO Ha HYBCTBHTENHOCT Ha o0Hualinara ouHa guIopa KeM 2HTHOHOTHKA.




Taﬁmma 2. In vitro nasnn 3a oﬁmaﬁnan qync'mme.nnoc'r KEM ue'mnmnnnn or
HIOJIATH OT EC

YypeTBHTENER ‘!ym:::;ﬂ Pesucrented | MICw | MICw%

‘| Mukpoopranuism {n] [%} [n] %] | nj [%] (ug/ml) | (pg/mi)

S, aureus 252 | 100 0 0 - 0 0 0,25 0,5

S. aureus (xoarynasa 302 | 96,5 10 32 ] 03 0,06 4

OTPHUATEIHN)

S. epidermidis 216 | 956 9 4 1 04 0,05

S. pneumoniae 4

H. influenzae 0,25 0,5

Ps. Aeruginosa 39 100 0 0 0 0 4

Apyra undopmanus:

KpieTocanata pe3vCTEHTHOCT MEXAY AaMHHOTIMKOZAAH (HAfip. [EHTAMMUMH, TOOPAMHLHH W
HETUIMHLIYH) €€ MBIKH Ha CreuHdHYHOCTTa Ha EHIMMHMTE MOAWQUKAUMH, ageHunTpadcdepaia
(ANT) » auerwnrpanciepaza (ACC). Kpwverocanara pesucTeHTHOCT ofaue BapuUpa MEmAY
AMHHOTIHKOIMANNTE  AHTUOHMOTUIM [Opajgd  pasaMuHatTa  cneuMdu4YHOCT Ha  OTHEnHHTE
MOAHGHUHPaH eH3uMy, Hali-uecto cpem@anuaT MeXaHHIbM Ha npuaoluTa Pe3HCTEHTHOCT KbM
AMHHOTJIMKOIHAN € HHaKTHBaUMA HAa awTubuoTHka upe3 mMasMMO- M TPaHCTIO3OH-KOAHPAHH
MOIHQHLIMPRIUN CHIHMH, o ‘ U

5.2 PapMaKkoKARETHYAN cBoiicTBa

Ouakea ce cnaba fokanHa B CHCTEMHa aGcopGum cien HPHHOJKGHHG Ha Hernnmuuus Hiollatin
(Dapma B KOHIOHKTHRAIHUA Cax,

INuxoBuTe MNa3MEHM KOHUEHTPAUMM OT 5 pg/m! HeTWIMUIMH Cce JOCTHrar B paMiure Ha 30-60
MMHYTH CJE]I RHTPAMYCKYIHO HiDkekTHpaHe Ha 2 mg/ml. MirpapedosHa MugysHs B NPOIbIDKEHHS Ha
60 mEHyTH BOAH IO NMKOBA NNA3MEHA KOHLEHTpauus oT mpubnmsurenyo 11 pg/ml. OSuxnomeHo
oAy HBOTST € 2,0 10 2,5 yaca NPy BPE3PACTHH K CE 1TOBHINABA NPpH GBLOpeyHa HENOCTATHUHOCT.

5.3 IpeaxananaHE Xanum 34 Gesonacuoct

Hexmdnuandre JaHHH He NOKa3BaT ocofeH puck 3a xopa ua 6a3aTa HA CHOTBETHMTE NpOyYBaHUA,
TIPOBSICHU NPH NIbXOBE, KYUETa, MOPCKY CBHHYETE, KOTKH, 3aiuu B MAHMYHH,

LDso npu 4HTPaMycKyJHO H HHTPANEPHTOHEANHO NMPUWIMKEHHE € ChOTBeTHO 142 1 186 mg/kg npu
MUK, 166 1 266 mgkg npu nsxose B 160 < LDsp< 200 i.m. u 40 < LDsy < 72 i.v. npu xyyera.

6. PAPMANEBTHYHH JAHHNA
6.1 CNHCLK HA MOMOBIHMTE BelleCcTBa L

Harpues xnopun

Bensanxoxuer xnopun

Hatpues xuapoxcan (3a kopexuus Ha pH)
Hpeuncrena Boja

6.2 HecnBMecTEMOCTE:

Henpunomxumo.
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Heorsopen: 36 mecema.
Cnex mspBo oTBapsne: 28 AHH.

6.4 Crennannn ycnosEsl HA chXpPRREHHE

Ja He ce cbxpanasa Hax 25°C.,
Crxpanspaiite OyTUIKATA BLE BHRIIHATA KYTHS, 38 1a C€ NPEanain OT CReTIHHA.

6.5  Bul ¥ chabpKAHRE HA OMAKOBKATA

ByTHTKa OT MONHETHIICH ¢ HHCKA TUTHTHOCT M Kanayka Ha BMHT, ChAbpxKaia 5 ml kank 3a ouH.
6.6 Crennang npequasan MepKH NDH H3XBLPISHE

HensnonsganWaT aHTHOHOTHK HITH OTTIAObUYHHTE MaTepyany OT Hero TpadBa [a ce “3XBLPIAT B
CBHOTBETCTBHE C MECTHHTE H3IHCKBAHHA.

7. NMPUTEXKATEJ HA PASPEINEHHETO 3A YIIOTPEBA

SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant'Antonio (CT)

Hrasua

8. HOMEP(A) HA PASPEHIEHHETO 3A YIHOTPEBA

Peructpaunoties Ne: 20210238

9.  JATA HA ITLPBO PAPEINABAHE/MIONHOBABAHE HA PASPEIIEHMETO 3A
VIIOTPEBA

13/08/2021
10.  TATA HA AKTYAJIMIUPAHE HA TEKCTA

Hoapobna undopmaims 3a TO3M nexapcraéﬁhnpouyxr e npepocTabetia Ha yeGeaifra Ha
W3ITHJIHHUTEITHA ATEHLIHA IO JIEKAPCTBATA (hitps://www.bda.bg)




