KPATKA XAPAKTEPUCTHUKA HA IIPOJAVKTA



e —— T ar——

i
| W2ANLNBHATENKNE ar - i -
j <RI u'-J:5TEnhM i EHLIAG 1 -y 1
’ da gl = & i i1 - o | ”
L._ P S ‘#} . T] E!-. r"'!"PﬂTBQTF‘};

1. UME HA JIEKAPCTBEHMUSI ITPO/JIYKT

BHﬁpﬂMHU.HH 100 mg AUCIEeprupalum ce TabJICTKH -*:]Ef-:?!'-TELUEH:;E P

Vibramycin 100 mg dispersible tablets | saame.. (f}jj’ | 17 -06- 20
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2. KAYECTBEH M KOJIMYECTBEH CbCTAB == S

Besika nucneprupaiia ce tabnetka cbabpska 100 mg qokenunknnt (doxyeycline) kato 10KCHUMKINH
MOHOXH/IparT.

JIOKCHLMKIIMH € WIMPOKOCNEKTbPEH CHHTETHYEH aHTUOMOTHK, MOMYUeH OT OKCUTETpaLlMKINUH KATO
AOKCHLIMK/IMH MOHOXHAPAT. XUMUYECKOTO HAMMEHOBaHUWE HA TO3M CBET/IOKDBAT KPUCTANICH pax e
anpa-6-1e0KkCcU-5-0kCUTETPaALUKIMH. JIOKCHIIMKITIH NPUTEXaBa BUCOKA CTeNeH Ha MAcTHA
pa3TBOPUMOCT M HUCBK aUHUTET KbM CBbP3BaHe ¢ Kasllil. Toil € MHOro crabuiieH B HOpMasTHUS
HOBELUKH CepyM. JIOKCHUMKIIMH HAMA [1a Jerpaanpa 10 endaHxuapo Gpopma.

3a MbJIHUA CITUCHK Ha MOMOILIHUTE BELLUECTBA BUY<TEe TO4YKa 6. 1.

3, JEKAPCTBEHA ®OPMA

Jlucneprupaium ce tabnerku

CBETI0KBATH 10 AKbJITOCHBKABH/CBETI00€KOBH KPBIK TabIeTKH ¢ JAeAUTE/IHA YepTa OT e/1HATA
cTpaHa u ¢ Haanuce “VN™ ot gpyrara cTpaHa.

4. KIMHUYHU JAHHHU

4.1 TepaneBTHYHM NMOKAa3aHHUA
JleueHune

BubpaMuumMH € nokasaH 3a neyeHue Ha cieHnTe UH(eKLHH:

- IleTHucra Tpecka oT ckanucTHTE NAaHuHK, TH 1 THHA rpyna, Q-Tpecka, pUKeTcHo3a H
KbpJ1eKOBa TpecKa, MpUYHHeHHU oT Rickellsiae:;

- PecnuparopHu uHdekuuu, npuunneHu ot Mycoplasma pneumoniae;

- Ileurako3a, npuuunena ot Chlamydia psittaci;

- Lymphogranuloma venereum, npuunnena ot Chlamydia trachomatis:;

- HeycnoxHeHH ypeTpaiiu, eHA0UEPBUKAIIHU MIIH PEKTATTHK MH(PEKLUUHK NTPH BH3PACTHH,

npuurHenu ot Chlamydia trachomatis;
- Tpaxoma, npuunneHna ot Chlamydia trachomatis, Bbnpeku ue He BUHArM UHDEKIIMO3ZHUAT areHT
ce eJIMMUHUPA, ONPEAeIEHO Ype3 UMYHO(DTYOpPECLIEHTHH METOIH:
- HHKIY3MOHEH KOHIOHKTUBMT, npuuuHen ot Chlamydia trachomatis, xoiito moxe jaa Obae
JIEKyBaH €amo C nepopaseH JOKCHUMKAWH U1 B KOMOMHALMA C TOKA/IHU Cpe/ICTBA;
- OcTbp enNUAMAUMOOPXHUT, NpUuuHeH ot Chlamydia trachomatis wnwn Neisseria gonorrhoeae;
- Granuloma inguinale (noHoBaHo3a), npuuurena ot Calymmatobacterium granulomatis:
- Panna ¢a3sa (craauii | u 2) Ha JlaitmckaTa Gonecr, npuunHeHa ot Borrelia burgdorferi;
- PeumauBupalua tpecka, npeHacsiHa OT BbIUKH, NpUUHHEHa oT Borrelia recurrentis;
- PeuuauBupallia Tpecka, npeHacsiHa OT KbpJ1e:KH, NpUUUHEHa oT Borrelia duttonii;
- HeronokokoB ypetpur, npuuuHeH ot Ureaplasma urealyticum (T-Mycoplasma)

BubpaMuuMH € rnokasaH cbLIO 3a JieYeHHEe Ha MH(EKUNH, TPUYNUHEHH OT CJICAHUTE
MHKPOOpPraHU3MH:

- Acinetobacter spp.;

- Bacteroides spp.;



- Fusobacterium spp.:

- bpyuesnosa, npuunnena or Brucella spp. (B KOMOGHHALNS ChC CTPENTOMULIMH);
- YyMa, npuuuneHna or Yersinia pestis;

- Tynapemus, npuunneHa ot Francisella tularensis:

- bapToHeno3sa, npuuunena ot Bartonella bacilliformis:

- Campylobacter fetus.

Tbit KaTo MHOTO OT LWAMOBETE Ha MOCOYEHHTE M0-0JTy MUKPOOPraHH3MMU A 110Ka3aIH PE3UCTEHTHOCT

KbM TETPAUMKIIMHU, C€ MPErnopbyBa U3BBPLUBAHETO HA MUKPOOUOIIOrMYHO U3CIEeABAHE U
aHTHOHOrpama.

BubpamuumH e nokasas 3a neyexne Ha MHEKIMH, TPUUMHEHH OT C/CAHUTE rpaM-oTpullaTeTHH
MHKPOOPraHNU3MH, KOraTo aHTHOMOrpamara 1oxka3Ba NoAX0As1A 4y BCTBUTEIHOCT KbM JIeKapCTBOTO:
- Shigella species;

- HeycnoxHena ronopes, npudnHena ot Neisseria gonorrhoeae:

- Pecnuparopuu unpekunu, npuautern ot Haemophilus influenzae:

- Pecniupatopuu v ypunapuu undexunu, npuunnenn ot Klebsiella species;

- Escherichia coli;

- Enterobacter aerogenes:;

- Moraxella catarrhalis.

BubpaMuuuH € nokasaH 3a jeyeHne Ha MHPEKLMK, TPUUUHEHH OT C/IE/IHUTE I'paM-=1oJI0KHUTCTHH

MHKPOOpraHW3MH, KOrato aHTHOnorpamara rnokassa 1oAXo/siua 4yBCTBUTETHOCT KbM JIEKAPCTBOTO:

= Slreptococcus spp.: YCTAHOBEHO €, Ye W3BECTeH MPOLEHT WaMOBe Ha Streptococcus pyogenes W
Streptococcus faecalis ca pe3aNCTEHTHH KbM TETPaIMKIIHHOBH JekapcTsa. ClenoBaTe HO
TETPALUMKIMHUTE He TPSOBa Jla ce U3I0JI3BaT 3a JIeYeHHe Ha CTPENTOKOKOBH HH(BEKLIH, OCBEH
aKO MUKPOOPraHU3MbT HE € [10Ka3al YyBCTBUTEJIHOCT;

~  AHTpaKc, Npu4uHeH oT Bacillus anthracis, BKIIOYNTENIHO U pecrupaTopHara ¢opma Ha
3a00/11BaHETO (Cllel EKCIO3MLMA): 32 HAMA/ISBAHE Ha YeCTOTaTa M NPOrpecusTa Ha
3abonsiBaHeTO ciell ekcrno3nums Ha Bacillus anthracis non gopmara Ha aepo3oii.

[Ipu MH(peKUMH HA FOPHUTE AMXATEJIHU MBTULIA, [(bJIKALILH Ce HA rpyna A 0eTa-XeMOJIHTHYHH

CTPENTOKOKH, OOHKHOBEHO MEHMIIM/IMH € CPEACTBOTO Ha MbPBU U300P, BKIIOYMTETHO 3a

MpoguiakTHKa Ha peBMaTH4Ha Tpecka. ToBa BK/IKOYBA:

- MHdekuus Ha ropHHUTE AMXATEHM MLTHLIA, IPUYIHEHA OT Streplococcus pneumoniae;

- PecnupartopHu, KOXHHM U MEKOTbKAHHU UH(EKUMHN, TPUYHHERH OT Staphvlococcus aureus.
TeTpaunknuHuTe He ca cpeCcTBO Ha U300 ITPH JIEYEHHETO Ha CTA(PUIOKOKOBU HHMEKLMH.

KoraTo neHHLNINH € POTHBOMNOKA3aH, JOKCHIIMKIINH € allTEPHATHBHO JIEKAPCTBO MPH JICYEHHETO Ha:

- AKTHMHOMHKO3a, PUYUHEHA OT Actinomyces spp.;

- HMudexumn, npuunnenn ot Clostridium spp.;

- Cudunuc, npuunned ot Treponema pallidum v ¢ppambesus, npuunnena ot Treponema pertenue:

- Jlucrepuosa, npuurHeHa ot Listeria monocytogenes;

- Hudekuns Ha Vincent (ocTsp HEKPOTU3MPALLL Y/ILUEPATUBEH TMHIHBUT), IPUYUHEH OT
Leptotrichia buccalis (ctapo HaumeHoBaHue Fusobacterium fusiform).

JobaBbuHa Tepanus

[Tpu ocTpa HTECTHHANIHA aMebHa3a JOKCULMKINH HaMupa 106po npuioxeHue kato A00aBbUHA
Tepanus KbM aMeOMUMAHHU fleKapcTBa.

[Tpu Texku popmu Ha axwue gyreapuc, NOKCUUMKIMH HAMKUpa I06PO MPHI0KEHHE KaTo 100aB —
Teparnus.

JleyeHue u npopuaaKkTHKA

BubpaMuuMH e nokasaH 3a npo(uiakTHKa 1 JleYeHne Ha CleHUTE HHPEKIUH:
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- Manapus, npuunnena ot Plasmodium falciparum (B 061acTuTe ¢ pe3sHCTEHTHH Ha XJIOPOXUH I
falciparum);

- Jlentocnuposa, npuunHeHa ot Bua Leptospira:

- Xouepa, npuuuHeHa ot Vibrio cholerae.

[IpopuaakTuka
BubpamuiiMH e noka3aH 3a npoQuIakTHKa Ha CJ1eJHUTE ChCTOSHUS:
- Tud, npuuunen ot Rickettsia tsutsugamushi;

- “llbTHHYecKa quapua”, NpHYMHEHA OT EHTEPOTOKCHTIeHHU Escherichia coli.

TpsbBa a ce B3emar npeaBua opuLMaATHUTE YKa3aHHs OTHOCHO MOJX0As1AaTa yroTpe6a Ha
aHTHOAKTEepHAIHU CpeJICTBA.

4.2 J1o3MpOBKa M HAYMHH HA NPHJIOKEHHE

J031poBKa

TpsibBa f1a ce moMHu, e 0OMyaiiHaTa JO3MPOBKA M HYECTOTA HA MPUIIONKEHHE Ha JOKCHLIMK/INH ce
pa3M4aBaT OT T€3W Ha TMOBEYETO TeTPALUMKIHHH. ITpHI0KEHHETO Ha MO-BUCOKHM OT MPEenopbyBaHUTE
J1034 MOKE J1a 10B€/1€ /10 MOBUILABAHE HA YECTOTATA HA HEXKEIAHUTE JIEKAPCTBEHU peaKiinH.
TepanusTa TpsabBa aa npob/ki Hal-Masko 24 110 48 vaca cjie 0T3ByuaBaHe Ha CUMIITOMUTE U
cnajnaHe Ha remneparypara. Korato ce n3nosssa npu cTpenToKOKOBH UH(MEKIIMH, TepanuaTa Tpsaosa
fa npoabiku 10 1HU € orne npeJoTBpaTaBaHe PA3BUTHETO HA PEBMATHYCH NIPUCTBIT HIIK
rIIOMEepYyJJIOHEPUT.

BnipacTHu 1 Aena Ha Bb3pacT 12 roaMHH /10 1o-Majako ot 18 rojauuu

Ob6nyaiinaTta 103a BuOpaMuuuH npu Bb3pacTHU 1 Jela Ha Bb3pacT 12 rojnHu 10 No-Mauko oT

|8 ronunu e 200 mg Ha bPBUSA EH OT JIeUeHNeTo (NPUJI0KEHH eJHOoKpaTHO uau no 100 mg Ha Beekw
l2 yaca), cien koeto ce npoab/ikasa cbe 100 mg aHeBHO (MPUIOKEHN €IHOKPATHO WK o 50 mg Ha
Bceku 12 yaca). [1pu nevenue Ha no-texku HHGeKUHN (0cOOEHO XPOHUUHI HH(PEKLIMH HA YPUHAPHUS
TPAKT) Npe3 LUeus Kypc Ha JeueHue ce npunaarat 200 mg jHeBHO.

Jleua Ha BB3pacT 8 roanHu 10 nMo-MaJako ot 12 roauuu (BHKTE ToUKa 4.4)

Ynorpebara Ha JOKCULMK/IMH 3@ JIeHeHHe HAa OCTPpY MH(EKIIMHU TIpH Jela Ha Bb3pacT 8 rojiMHM 0 Io-

Masiko oT 12 roaunu TpadBa 1a Obje BHUMaTENHO 000CHOBAHA B CUTYALIMM, [IPH KOUTO JIPYIH

JIeKapCTBA HE Ca HAJIMYHH, HAMA BEPOATHOCT /la ca €PEKTUBHU MJIK ca MPOTUBOMOKA3AHH.

B TakuMBa CUTyalHH J03UTE 3a JleYeHHe Ha OCTpHU HH(EKUHUH ca:

e [lpu neua c tersno 45 kg unu no-manko — nbpBoHayasina no3a: 4,4 mg/kg (eaMHHyHa

WY pasfiesieHa Ha 2 OTAENIHU J1031) ¢ 1o, 1bpkalia go3za: 2,2 mg/kg (eaAMHHYHA WK
paszfesnieHa Ha 2 oTaenHu j103u). [lpu nedeHneTo Ha no-Texxku uHdeKIuy TpsdBa Jja ce
npunarar 10 4,4 mg/kg B X0/1a Ha JIe4YEHHETO.

e [lpu neua c terno Haa 45 kg — TpsabBa aa ce nM3110413Ba A03aTa, rpuiaraHa npy Bb3pacTHH.
Jlena Ha Bb3pacT OT pazKaaHeTo /10 MO-MAJKO OT 8 roaAuHH

JIOKCMUMKJIMH He TpsOBa na ce H3Ios3Ba Npu Jela Ha Bb3pacT NoA 8 rojiMHu nopajan pucka or
olLBeTABaHe Ha 3bO0UTE (BHXKTE TOUKHU 4.4 u 4.8).

aJiTepHaTHBa Ce NpernopbyBa JOKCHLUUKIMH B j103a 100 mg Ha Bceku 12 yaca B npoabIK
7 1HH, 3@ Aa Ce HaMaJIh PUCKDBT OT NMEPCUCTUPAHEe UM PELM/INB Ha NpeHacsHaTa OT Kbp

PeKypeHTHa Tpecka.



Panna ¢a3a Ha Jlaitmcka 6osect (craauii 1 u 2): 1okeuumkany 100 Mg nepopasHo ABa ['bTH AHEBHO B
MpoaABb/KEHHE HA 14-60 1HU, B 3aBUCUMOCT OT KJIMHHYHOTO CHLCTOSIHME, CHMIITOMUTE M
UHAMBUYAJIHUS OTrOBOpP Ha MNalMeHTa.

HeycnoxHeHa ypeTpaiHa, eHA0UepBUKaIHA UM PEeKTanHa UHGEeKLMs Py BbL3PACTHH, MPUYUHEHHU OT
Chlamydia trachomatis: 100 mg rnepopaiHo jBa NbTH JAHEBHO 3a 7 1HIL

OCTbp enUAUAUMOOPXHUT, Npuunnen ot Chlamidia trachomatis unu Neisseria gonorrhoeae:
ueTpuakcoH 250 mg MHTPaAMYCKYJIHO MM APYT [OAXO/IALL Ledanocnopiy KaTo eJHOKpaTHa A03a
mnoc 100 mg JOKCHUMKIIMH NEPOPaiHO JBa MbTH AHCBHO 3a 10 aHM.

HeroHokokoB yperput, npuduned ot Chlamydia trachomatis wnu Ureaplasma urealyticum:
AOKCHUMKAUH 100 mg nepopanHo aABa nbTH JHEBHO 3a 7 JIHH.

Lymphogranuloma venereum, npuunnena ot Chlamydia trachomatis: nokemuuxauy 100 mg
MepopanHo ABa NbTHU AHEBHO 3a MUHUMYM 21 AHM.

HeycnoxHeHa roHoKokoBa MHGEKLMS HA LEPBUKCA, PEKTYMA MM YPETPATa, KbIETO FOHOKOKUTE Ca Ce
3ala3’sujiM HaMMbJIHO YYBCTBUTEHH: AOKCULUMKIIMHE 100 mg nepopanHo jBa mbTH AHEBHO 3a 7 AHU C
CIHOBPEMEHHO MPHUJIOKEHNE HA MOAXOAALL Ue(DAnOCNOPHH UM XHHOJIOH, KaTO Hanpumep: ueduKCcUM
400 mg nepopaiHo KaTo eJHOKpaTHa 103a uin tedrpuakcon 125 mg u HTPAMYCKYJIHO KaTo
€HOKpaTHa 103a WK uunpogokcaunt 500 mg nepopanto Kato eAHOKpaTHA 1032 MK ookcanuH
400 mg nepopasHo KaTo €IHOKpaTHa J103a.

HeycnoxHeHna roHokokoBa nHGeKk1 M Ha hapHHKCa, KbAETO FOHOKOKHTE ¢a Ce 3ana3smin HAITbIHO
4yBCTBHTEIHM: NIOKCHLUMKIUH 100 mg niepopanto aBa mbTH AHEBHO 3a 7 JIHU C €JIHOBPEMEHHO
PUJI0XKEHHE HA NOAXOAALL Le(aloCIOPHH UK XHHOJIOH, KaTo Hanpumep: uedTpuakcon 125 mg
MHTPaMyCKYJIHO KaTO €/1HOKpaTHa /103a Win uunpodiiokcannu 500 mg nepopanHo Karo eHOKpaTHaA
n03a uiu odokcaunH 400 mg nepopajiHo KaTo eJHOKpaTHa 103a.

[[bpBHYEH 1 BTOpHUYEH CUDUINC: HEOPEMEHHHM MALMEHTH C TbPBUUEH Il BTOPUYEH CHMIIUC, KOUTO
Ca a/JlepruYHH KbM MEHULUMINH, MOrar j1a ObJiat JICKyBaHH CbC CleAHUS /I030B PEKUM: JOKCHLUKITNH
100 mg nepopanHo ABa MbTH AHEBHO 3a 2 CEJIMUIIM, KATO AlTEPHATHBRA HA NEHULKMIMHOBATA Tepanms,

JlateHTeH U TpeTHyeH CUUIUC: HeOPEeMEHHH MaLMeHTH C JIATEHTEH WM TPETHYEH CHHINC, KOMTO ca
aJIEPrUHiHH KbM NMEHUUMIIUH, MOTraT J1a ObAAT JIEKYBaHH CbhC CEAHMS J030B PEXKUM: JOKCHLIMKIIHUH

100 mg nepopanHo aBa MbTH JHEBHO 3a 2 CEMUUM, KATO AATEPHATHRA HA MEHULUMIMHOBATA Teparms,
aKO € M3BECTHO, Y€ 1aBHOCTTA HA MH(eKLHUATa € rmo-Maika oT | rojimHa. B npoTtuseH ciyyaii
JOKCHMUMKIIMH TpsOBa 1a ce npuema B NpobipkeHne Ha 4 ceamuum.

OcTpa Ta30BO-Bb3najauTeIHa 601eCT:

Xocnumaausupanu nayuenmu. jokcuunkans 100 mg va Bceku 12 yaca nioc ueokcHTHH 2 g
MHTPABEHO3HO Ha BCEKM 6 yaca miu uedoTeraH 2 ¢ MHTPABEHO3HO Ha Bceku 12 yaca 3a MHHHMYM

4 1HU ¥ Hai-Manko 24 1o 48 vaca cief noo0OpsBaHe Ha ChCTOAHUETO Ha naluenTa. Clies ToBa
[MPUII0XKEHUETO HA JJOKCHUHMKIIMH Mpoabiikasa nepopajiHo o 100 mg aBa mbTH JIHEBHO, KATO LEJUST
Kypc Ha JieyeHue TpsadBa ga e 14 aum.

Ambynamopno 6onnu.: nokeuunkaunt 100 mg nepopasivo ABa NbTH AHEBHO 3a 14 1HM KaTo 100aBbYHA
Tepanus KbM LepTpuakcod 250 mg MHTpaMyCKY. THO eIHOKPATHO MM UE(POKCHUTHH 2 g
WHTPaMYyCKYJIHO, I110C podenuumn | g nepopaiio kato e1HOKpaTHa 103a eHOBPEMEHHO
€1HOKpaTHO WJIM ApYr napeHTepaneH uedanocnoput OT TpEeTo NokoieHue (Hanp. uepTu30KCuM 1iu
e(hoTakCUM).

AxHe Byarapuc: 50-100 mg gHeBHO 3a nepuoa j10 12 ceiMHLM.

3a nevyeHHe Ha XJIOPOKBUH-pe3ucTeHTHA Manapus Ganuunapym: 200 mg J1HEBHO 3a MUI
[Topagn noTeHUHaNHaATa TE€XECT HA MH(EKLUMATA, BUHAIH B KOMOMHALIMS C JOKCHULIMKIT




ce 1aBa M ObP30 AefCTBALL LWH30HTOLML, KATO XITHHH;. IPENOPbKUTE 3a [103aTa HA XHHUHA ca
pa3IM4HU 3a pasInyHUTE reorpadcky paiioHu.

3a npo¢punakTuka Ha Manapus: 100 mg AHEBHO Npu BL3PACTHU; 34 JeLia Ha Bb3pacT Haja 8 roJiMHU ce
fpuiara 103a ot 2 mg/kg 1HeBHO B eJUH NPUEM /10 IOCTUrAHE Ha J03aTa 3a Bb3PACTHH,
[Ipocunaktkara moxe aa 3anouHe 1-2 JHM npean OTILTYBaHe 3a 06J14CTH. 3aCerHATH OT MaJiapusi.
Edxe/iHeBHaTa npounakTuka TpabBa 1a npoIb/iKu Npes Usn0TO IbTYBAHE B ManapuiiHuTe odnact u
4 ceIMULM Cle/l HaNyCKaHe Ha MajlapuiiHara o6acT.

3a f1eyeHne 1 ceNleKTHBHA NPOQHIAKTHKA HA X01epa pH Bh3pacThu: 300 mg kato e/IHOKpaTHa J03a.

3a npogunaktrka Ha TH¢: 200 mg kaTo eqHOKpaTHA nepopaiHa 103a.

3a npodunakThka Ha “nbTHUYEcKa” Anapus npu Bb3pacTHi: 200 mg Ha MbPBUSA 1€H OT II'bTYBAHETO
(MpunoxeHu Kato eqHokparTHa a03a wid 100 mg va Bceku 12 waca), nocaeasanu ot 100 Mg JAHEBHO
Npe3s Uueus NpecTon B onpenesieHus paiiod. Hama nannu 3a npoduaakTHyHOTO npuioxenue Ha
JIEKAPCTBOTO € MPOABIXKUTEIHOCT HaA 21 aHMU.

3a npo¢unaktika Ha aentocnuposa: 200 mg nepopasjHo BeAHBK CEAMHUYHO npe3 ueins rnpecToit B
3acerHarara obnact u 200 mg cnea Hanyckate Ha paiiona. Hama aaHnu 3a npoduaakTHHOTO
MPUJIOXKEHHE Ha JIEKAPCTBOTO € NMPOALIKUTEIHOCT Hal 21 JIHM.

3a neyeHune Ha aenrocnuposa: 100 mg nepopaiiHo ABa MbTH JIHEBHO 3a 7 JIHM.

MuxanaropHa opma Ha aHTpaKC (CJie[l EKCIIO3ULLIS):

Bespacmnu: 100 mg JOKCHUMKINH NEepopaiHO [18a IbTH AHEBHO 3a 60 JIHH.

Heya: ¢ Terno nox 45 kg — 2,2 mg/kg TenecHo Terno nepopanHo Asa mbTH AHEBHO 3a 60 auu. Jleua ¢
Terno 45 kg nau noseye Tpabsa Jla NoayyaBar 103ata 3a Bb3pacTHH (BxK. TouKa 4.4).

[leTHUCTA TpEcKa OT CKAJMCTUTE TIJIAHUHM:

JIOKCHLIMKINH € [TbpBaTa JIMHKA HA JIeUeHHE 3a Bb3PACTHH U Jlela Ha BCHUYKM Bb3PACTH:

Buvspacmnu: 100 mg Ha Bceku 12 yaca.

Heya: ¢ Terno noa 45 kg: 2,2 mg/Kg TenecHo Terso, npuiaras sa nbTH AHEBHO. JleuaTa ¢ Terio

45 kg v noBeye TpsAdBa J1a moay4aBar 103aTa 3a Bb3pacTHU (Bxk. Touka 4.4).

[TauuenTture TpsadBa Aa npoab/okar 1a ObAAT JeKyBaHu [MOHE 3 AHM Cle/l OT3BYYaBAHE HA Tpeckara j10
[1oJTy4yaBaHe Ha 10Ka3aTe/ICTBA 3a KJIMHUYHO 110,100peHHe. MUHUMAJIHUAT KYpC Ha JieyeHue e 5-7 qHu.

[IpoyuBaHuATa KbM HACTOALLMA MOMEHT 110Ka3Bat, Ye IPUI0KEHUETO HA JOKCULUMKINH B 00UYaiiHUTE
MpenopbYMTEHH 1034 HE BOJM /10 [IPEKOMEPHO HATPYIIBAHE HA aHTUOMOTIKA NPU MALMEHTH C
OBOpeYHO yBpexKaaHe.

HauuH Ha NpUI0IKEHME

Jducneprupaiuure ce tTabsetku Bubpamuumn Morar aa ce npueMar e M ¢ J0CTaTbuHO KOJIUYECTBO
TEYHOCT UJIM Z1a ¢e cycrieHaupar B 0kos1o SO ml Boaa v Taka j1a Obj1aT MOrbJIHATH.

[IpenopbuBa ce NpueMbT Ha KancyJHUTE UK Tab/eTHHUTE GOPMHU Ha TETPALMKIMHUTE [1a CTaBa C
JIOCTaTb4HO KOJIMUECTBO TEHUHOCT, 3a Jla C€ HaMaJIl PUCKBT OT e30dareasiHo Jpa3HeHe u y/Ilepaims.

AKO Ce MNosiBY JIpa3HeHe Ha cTomaxa, ce npenopbysa BuOpaMHUMH f1a ce npyuema ¢ XpaHa UM MIISIKO.
[IpoyuBanus noka3ssar, ye abcopOuMATa HA JOKCUUMKIIMH HE C€ MMOBJIMABA CbLECTBEHO OT
eIHOBPEMEHHMS NPUEM Ha XpaHa UM MIIFKO.

4.3 IlporuBonoKaszaHus

ToBa JIEKAPCTBO € MPOTHBOITOKA3HO IMPH IMAaLMEHTH C aHaMHeE3a 3a CBPbXYYBCTBI
dKTHBHOTO BE€ILLUECCTBO HJIH KbBM HAKOE OT INOMOLIHIITE BelLIEeCTBA, H36]C}GEHII B TO!




HAKOH OT TeTpaLMKIUHUTE.
4.4  CneumajJHH npeaynpexeHis u npeanasHu MepKku [IpH yrorpeoda

[leanaTpuyHa nonynawus

[Ton00HO Ha ApyrUTe TeTPALMKIMHH, JOKCHUMKIMH 06pa3yBa cTabuieH KajlliMeB KOMIUIEKC BB BCSKA
KocTooOpa3syBalua TekaH, Habnonasano e 3abasse B pactexa Ha pubynara [1IPY HEJIOHOCEHH, TIPH

KOUTO € npujiaral NepopasHo TETPAUMKIMH B 1031 0T 25 mg/Kg Ha Bceku 6 yaca. Tazu peakuus e
Jl0Ka3aHo obpaTuma ciiejl MpeKbCBaHe Ha JIeYEHUETO.

[IpunoxxeHneTo Ha nekapeTBa OT TeTPAUNKIMHOBHS KJac 110 Bpeme Ha pasBiUTHETO Ha 3bOUTE
(BTOpaTa 110/10BMHA Ha OPEMEHHOCTTA, KbpMayeckaTa Bb3pacT U AETCKATa Bb3PACT A0 8 FOAMHH) MOKE
/12 IPUYMHM TPaHHO OLBeTsABaHE HA 3b0UTE (KbITO-cHBO-KasABO). Tasn HexkenaHa peakins ce
CBBP3Ba M0-4€CTO C NPOAB/KUTEIHATA YIIOTpeOa Ha JiekapeTBaTa, Ho ¢ Hab 1l aBaHa U MpH 1no-
KPaTKH, HO NOBTapsALUM Ce KypcoBe. FIMa cboOLWEeHHs ChIO W 3a XMNOIU1a3us Ha eMaiina.

KbM ynorpeba Ha JOKCHUMKIIMH NP NMEAUMATPUYHHU MALIEHTH Ha Bb3pacT Mo 8 roJMHHM Clie/iBa 1a ce
MPUCTBIIH, CAMO aKO NMOTEHUHAIHUTE MOJI3M NPEBHILIABAT PUCKOBETE MPH TEKKH MK
KUBOTO3acTpallaBallk CbCTOAHMSA (HAMp. MeTHUCTA TPECKa OT CKaJIMCTHTE M.1aHMHK) U CaMO KOraTo
HAMA MOAXOAALLIM aNTEPHATUBHH JIEUEHHS.

Bbrpeku 4e pucKbT OT TPatHO oLBeTABaHEe Ha 3LOMTE NPy Jeua Ha Bb3pacT OT 8 FOAMHM J10 10-MaiKo
OT 12 roaMHu € HUCBK, ynotpedara Ha JIOKCHLMKIWH TpsaOBa na 6'bJe BHUMATENHO 000CHOBAHA B
CUTYalHH, MPU KOUTO APYTH JIeKapCTBa HE ca HAIMUHM, HSIMA BEPOSITHOCT J1a ca e(DeKTHBHHU MU ca
[MPOTUBOINOKA3aHH,

OO0

CboOliaBaHy ca TeXKKH KOXKHH PeaklMi, KaTto eKchosMaTHBEH JepMaThT, eputemMa MyaTuhopmMe,
CHHApPOM Ha Stevens-Johnson, TokcH4Ha enuaepManHa HEKpPOJIN3a U JIeKapeTBEHa peakums ¢
e03uHOBuIMA M cucTeMHu cumnTtoMu (DRESS), npu nauuenTtn Ha Ha neuenue ¢ JOKCHLUMKIMH (BIK.
Touka 4.8). [Ipu nosiBa Ha TeXKKa KOAHA peakuus IpUeMbT Ha JOKCHIMKIMH TpsaOBa HezabaBHO aa ce
[peKpaTH M Ja ce Ha3Hayu CbOTBETHA Teparnmusi.

C ynorpebara Ha TeTpaUMKIMHH, BKIIOUUTENHO JOKCHIIMKIIMH, C€ CBbP3Ba 1104BaTa Ha
nobpokayecTBeHa HHTpaKpaHHaaHa XUNepToHus (pseudotumor cerebri). OGHKHOBEHO
nobpokayecTBeHaTa MHTpaKpaHHaiHa XUNepTOHILs (pseudotumor cerebri) e npexojiHa, BbIPEKH ye
BC/IE/ICTBHE HA Hest ce ChoOLIaBaT ciiyyan Ha NocTosHHa 3aryba Ha 3peHie, CBbp3aHu ¢ ynorpebara Ha
TETPAUMUKIUHH, BKJIIOUMTEHO JOKCHLIMKIHH, AKO 110 BpEME Ha JIeHEHUETO Bb3HUKHE 3PUTEIHO
HapylUeHue, € 3a/Ib/DKUTE/IHA He3a0aBHa o(TasiMoIorMyHa olleHka. Thit kaTo BbTpeyeperHoTo
HaJiAraHe MO>Ke /1a OCTaHe NMOBMIIEHO CeJAMMIIM CJIe/1 CIIHPAHE Ha JIeKapCTBOTO, NMauMeHTuTe TpsdBa Ja
ObaaT HabJto/1aBaHu, 10KaTo ce ctadbuim3upar. TpadBa aa ce u3bsraa ejjHoBpeMeHHaTa yrnorpeda Ha
H30TPETUHOMH U JIOKCHLIMKIIMH, ThH KATO € U3BECTHO, Y€ U30TPETUHOMH CbILO NPUUUHSBA
nobpokayecTBeHa UHTpaKpaHUaiHa Xuneprouus (pseudotumor cerebri).

[IceBmoMeMOpaHO3€H KOJIUT € ChoOILaBaH NpH NMPUI0KEHNETO Ha MOYTH BCUUKH aHTHOaKTepHasHi
Cpe/ACTBa, BKJIKOYHUTETHO JOKCHULIMKIIMH, KATO TeXeCcTTa Bapupa OT JieKa J10 KMBOTO3acTpalliaBalla.
BaxkHo € ja ce uma npeiBU/l Ta3k AnartHo3a npu nauMeHTH, KOUTO CTpaaaT OT JMapus, nosBuIa ce
cJiel MPUJIOKEHUETO HA aHTUDAKTEpHaJIHU CPEICTBA.

avapus 10 (artaneH konut. JledeHunero ¢ antubaxrepualiig cpeICTBA TPOMEHS HOPM
nebesnoTo uepBo, KOeTo BOAM A0 cBpbXxpacTex Ha C. difficile.

C. difficile npou3Bexaa TOKCMHH A ¥ B, kouTo gonpuHacst 3a pazsutueto Ha CDAD



Npou3BexaaH oT wamosere Ha C. difficile, npnuiiisBa nopuuleHa 3ab0s1eBaeMOCT U CMBPTHOCT, KATO
Te3H MH(pEKU MK MoraT Jla 6baaT pedpakTepHit Ha AHTUMUKPOOHO JIeYeH e | 1a M3MCKBAT
konektromusi. CDAD TpsbBa 1a ce ima npeaBH/L NpH BCHYKKM MALKMEHTH ¢ ANAPUS el aHTHOMOTHYHA
ynorpeba. Heobxoanma e waresiHa anaMHe3a, Thit KaTo e choduaBano 3a nossa Ha CDAD Hax asa
Meceua ciel MpUIOKEHUETO Ha aHTHOAKTepHalHil cpe/IcTBa.

M3non3BaneTo Ha aHTUOMOTHLIM MOJKE MOHSIKOrA /ia JOBE/IE 10 CBLXPACTEXK HA HEUyBCTBUTENHH
MUKPOOPraHU3MH, BKIIIOYUTENHO bOHYKH. [TOCTOSHHOTO HAbMOAeHHE HA TTALMEHTA € MHOIO BAXKHO.

[Ipy nosiBa Ha pe3UCTEHTHH MUKPOOPraHU3MU aHTUOMOTHKBT TPAOBA jla Ob1e CIIPAH M J1a Ce Ha3Hayu
noaxoasula Teparus.

Cnyyau Ha e30arut u e3odareaniu ynuepaunu ca cbo6111aBaHN NTPU MTALHEHTH, [IpUEMaJli KarncyJiHu
n TabjeTHH POPMHU Ha JleKapcTBa OT TETPALMKIMHOBUSA KJ1ac, BKIKOYHTEIHO J0KCHUMKIHE. [ToBeueTo
OT TE3H NaUHWeHTH ca NpUeMasi JieKapcTBaTa HeroCpeICTBEHO MpeIu JIsraHe.

AHTHaHA0OJIHOTO NEHICTBHE HA TETPALMKIMHUTE MOXKE 1a PeN3BUKa [OBUIIABAHE Ha YPesiTa B
cepyma. [IpoyuBaHHsTa KbM MOMEHTA M10KA3BAT, Y€ TO3M aHTHAHA00/IeH e)eKT He ce MposBsiBa MpH
MPUJIOXKEHME Ha JOKCHUUMKI/IMH MPU NaUHEHTH ¢ yBpejeHa ObOpeyHa ¢yHKims.

CboOluasa ce psiko 3a OTKIIOHEHHS BB (DYHKUMATA HA YePHUS APOD, B pe3ynTaT KakTo Ha
[I€pPOpATHO, TAKA M HA NAPEHTEPATHO MPUITOKEHHE HA TETPALIMKIMHN, BKIIOYHTEIHO JOKCHLIMKIIHH.

[Ipu npo/bkuTeIHA TEepanus e HeoOXOAMMO MPOBEXKAAHETO Ha NeproMyHa 1abopaTopHa oLeHKa Ha
OpraHHUTE CUCTEMHU, BKJIIOUUTEJIHO XEMATOJIOI UK, OLOPEUHH U HepHOAPOOHU U3CIIeIBAHUS.

DOTOYYBCTBUTEIHOCT, KOATO €& MaHU(ecTHpa ¢ NpekoMepHa peakiins Ha CTbHYEBO M3rapsHe, e
HaO/l01aBaHa Mpu HAKOM MaLMEeHTH, MPUEeMall(d TeTPALMKIMHHA, BKJIIOUYUTETHO JOKCHIIMK/TNH.
[TauueHTH, KOUTO € BEPOATHO J1a 6'b/1aT U3NOKEHH HA JAMPEKTHA CIbHYERA HIIH YATPABUONETOBA
CBeT/IMHA, TPsAOBa [a Obaat npejynpeaeHy 3a Bb3MOXHATA [1051BA HA Ta3n HekelaHa peakius Nnpu
ynorpebara Ha TeTpaLUMK/IMHOBH /IeKApCTBa, a JleyeHnero TpsOBa aa ce npekpaTH oLle npu nbpBara
M0siBa Ha KOXKEH epUTEM,

[Ipu neyenmne Ha BeHepUueckH 3a00/19BaHMA, KOraTo IMa CbMHEHMA 3a ChITLTCTBALL CH(UAnC, TpOBa
Jla Ce M3I1013BaT NOAXOAALLMN ANArHOCTUYHHU MPOUEAYpPH, BKIOUYUTEIHO MUKPOCKOIUS Ha TBMHO
3PUTEITHO 1101€. BbB BCHUKM TaKUBa Clyyau ¢ HeOOX0AMMO MPOBEK/IAHETO HA EIKEMECEUHH
CEpOJIOTMYHHU TECTOBE B MPOABbIXKEHUE Hal-MaNko Ha 4 Mecella.

Bb3MOXHO € HAKOM NMaUMEHTH ¢ MH(EKLUMH, NIPeAH3BHKAHN OT CITIMPOXETH, Jia [10JyyaT peakiius Ha
Jarisch-Herxheimer ckopo ciez 3anouBaHe Ha JieueHHETO ¢ JOKCHLIMKIIMH, [TaunenTnTe TpabBa aa
ObAaT yBEpEHH, Y€ TOBA € OOMUaiHO, caMOoOrpaHnyaBalllo ce ClleACTBHE MPH AHTUOMOTHYHO JleueHue
Ha HHEKUMUH, NPEeAU3BUKAHHU OT CIIUPOXETH,

TerpauukJIMHUTE MOTaT J1a MPeAU3BUKAT eK3auepbaums Ha CHCTEMEH JIYITYC EpUTEMATO3YC
(BK. TOuka 4.8).

MudekuuunTe, NpuUMHEHN OT rpyna A 6eTa-XeMOJIMTHYHM CTPENTOKOKH, TpsOBa ja ce JIEKYyBaT IOHe
10 aHH.

HMudopmaling 3a naumMeHTUTE

BcHUkM mauMeHTH, NpueMalli J0OKCHLIMKINH, TpsaoBa Aa 6b1aT nochBEeTBAHU:
- Ja u3bsArear u3naraHe Ha MHTEH3WBHA CIbHYEBA UJIM M3KYCTBEHA yn*rpaauonemna 12
A0KATO NnpuemaT JOKCULMKIINH, U 1a NPEKPATAT JICHEHUETO, aKO ce nosiBu HoTOTHKG
(Hanp. Kko>xeH oOpuB M ap.). Tpsadra ga ce oOMUCTH H3MON3BAHETO HA MOAXO/LS /

CbHLIE3ALLUTHU CPEACTBA. ,{__S P
- J1a IpyeMar 3HaYMUTEHO KOJIMYECTBO TEYHOCTH 3aeAHO ¢ JOKCHLIMKIHH, 3a N1 @ﬁi WIOKSE
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- 4e abcopOumsita Ha TeTPALUMKIMHUTE € OHMIKEHA, KOraTo ce npueMa GUCMyTOB cyOcanuumnar.

= ye }’ﬂﬂTpEﬁHTﬂ Ha JOKCHULMKIHUH Ou Morna Jda MOBIHLIIHW BEPOATHOCTTA 34 1MOABA HA BarvHaiHa
KaHJIW403a.

4.5  BsaumojeiicTBHE C APYIH JIEKAPCTBEHH NPOJAYKTH H APYrH GOpMH HA B3auMo/leiicTBHE

MiMa cbo0lueHns 3a yabikaBaHe Ha IPOTPOMOMHOBOTO BpeMe [pH MaliueHTH, IpueMaltu Bap(apuH M
JIOKCHUMKINH. Tl KaTO TETPALMKINHUTE MOTHCKAT N1a3MeHATa POTPOMOMHOBA AKTUBHOCT, MpPH
MalMEHTH, KOUTO MOJy4YaBaT aHTUKOAryJIaHTHA Teparnus, MOXe Jla Ce HaJI0)kK HaMaJlsiBaHe Ha J103aTa
Ha aHTUKoAaryJiaHra.

[Topanm ToBa, ue 6aKTEPUOCTATHYHHUTE JIEKAPCTBA MOrAT /1a MOBJIMAAT 6aKTePULUMAHOTO JIeiicTBIE Ha

NEHULIWIINHA, Ce Mpernopb4Ba Aa ce u30sAraa eJiHOBpeMeHHaTa yrnorpebara Ha JOKCHLMKIIMH C
[IEHULIUJIMH.

Abcopbunsra Ha TETPALMKIMHUTE C€ HApyLIaBa OT AHTHALIMIM, KOMTO ChAbPIKAT alyMUHUN, KaILuMil,
MarHe3ui WM Apyru JieKapceTBa, ChAbPrKaLUM Te3H KaTHIIOHH, JKeNA30ChAbp kALY pernapaT Hin
OMCMYTOBM COJIM.

Ankoxos, 6apOuTypaTu, kapdamasenuH 1 PeHNTOMH HAMAJIABAT BPEMETO Ha [OJYKUBOT Ha
JOKCHULIMKJTHH.

CboOLuaBaHo e, ye eJHOBpeMeHHaTa ynotpeba Ha TeTPAUMKIMHK K MeTOKCH(IYpaH BoM 10 daTaiHa
0bOpeyHa TOKCHUYHOCT.

ENHOBPEMEHHOTO MPHUJIOKEHHE ¢ TETPALMKINHN MOKeE Jla HaMaJid e)eKTHBHOCTTa Ha NepOpaHUTe
KOHTpauUernTHBH.

BiaumojieiicTBre ¢ 1abopaToOpHU TECTORE
Mosxe na uma (aninBo NMoBULIABAHE HA pe3y/1TaTuTe NpU U3CIeBaHe Ha ypHHA 3a CbbpKaHHe Ha
KaTreXoJIaMHUHM nopaau B3auMoaencTBue ¢ pJyopecleHTHHS TECT.

4.6 @eprHiauTeT, OPEMEHHOCT U KbpPMeEHe

bpeMEeHHOCT

JIOKCHLMKJIMH HE € MnpoyyBaH npu 6pemMeHHu nauneHTki. Toii He 6uBa 1a ce u3non3ea npu GpeMeHHy
K€HH, OCBEH B ClIyuauTe, KOraTo JIeKapsT NpeueHi, 4ye noTeHIMaTHaTa [10Ji13a € [0-rojiiMa oT
Bb3MOXHUA PUCK (BXK. TOUKa 4.4).

PesynraTite OT NpoyyYBaHMATA NPH KUBOTHHU 10KA3BAT, Ye TETPALUKIMHUTE NPeMUHABAT Mpe3
njaleHTara, OTKPUBAT ce€ B ThKAHUTE Ha I1J10/la ¥ MOrar jla UMaT TOKCMYHU e(DEeKTH BbPXY Pa3BUTHETO
Ha noaa (Han-4ecTo CBbP3aHU ChC 3abaBsHE HA CKENETHOTO pa3BUTHE). Mima noka3aTencTBo 3a
eMOPHOTOKCHYHOCT IPH KUBOTHH, JIEKYBaHH € JOKCHLIMKINH B PaHHUTE eTanu Ha OpeMeHHOCTTa.

KbpmeHe

KakTo 1pu Apyrd TeTpauuk/JIuHi, JOKCUUHUKIUH ¢dopMupa cTabuieH KallueB KOMITJIEKC BbB BCAKA
kocToobpa3yBalla ThkaH. HabonaBano e HaManeHue B CKOpOCTTa Ha pacTex Ha Gubdyara rnpu
HEJIOHOCEHH Jlella, Ha KOUTO € JlaBaH IepopasieH TeTpauuKIuH B 103u OT 25 mg/kg Ha Bcexku 6 yaca.
Ta3su peakuus e qoka3aHo obpaTrma, KOraTo NpUeMnLT Ha JIeKapcTBOTO ObJ1e cripsiH (Bx. pasaen 4.4).
JIOKCHLIMK/IMH TpsAOBa Ja ce U30srea Npu KbpMeLUU )KeHH, Thil KaTO TeTpauHKIHHUTE, BKII.
NOKCULIMKIIMH, [TpeMUHABAT B MAHUYMHOTO MIISIKO [IPU KbpMayKH, NpUeMally JIeKapcTBO OT TO3M KJlac.

4.7 EdexkTn BbpXy cnocobHocTTa 3a Wo(pupane u padoTa ¢ MAIIHHMH

E¢ekTbT Ha AOKCULMKIMH BbPXY COCOOHOCTTA 3a Wodupade n pabora ¢ MalUMHU H
HsMa nokasaresicTBa, KOMTO Aa Mpearosiarar, ue JIOKCHLIMKIHH MOXKe Ja MOBJIHse Te




4.8 HexenaHu n1eKapcTBeHH peaKL UM

BeHYKM HexelaHu JIeKapcTBEHU peakiiiu ca u3bpoeHH 1o-101y no MedDRA CHUCTEMO-OpraHeH KJjiac

H IO 4eCTOTA.

CrieHuTe HEXKENAHU NeKApCTBEHH PeakUMy ca Habmo1aBaHu pu

TETPAUUKIHMHH, B TOBA YHUCJIO U IOKCHLIMKJIUH.

MaluCHTH, nojayyapalim

HMyHHaTa
cucTema

(BKJI. aHa(pUJIaKTHYEH
LLIOK, aHa(hunaKkTUYHa
peakLus,
aHa(UIaKTOMHA
peaklus, aHrHoeaem,
ek3auepOauus Ha
CUCTEMEH JIYNyC
EPHUTEMATO3YC

(BX. Touka 4.4),
MEPUKapAUT, CepyMHa
0oJiecT, nyprypa Ha
Henoch-Schonlein.
XUITOTOHUS, AUCITHES,
TaxXuKapaus,
nepudepeH oTox
ypTHKapus)

€03UHOPUIIUA U
CUCTEMHU CUMITTOMHM
(DRESS), peakuus na
Jarisch-Herxheimer (Bix.
Toyka 4.4)"

Cucremo- Yecn Heuecrn Peaku C HeunsBecTHA
OpraHeH KJjac 21/100 po <1/10 >1/1 000 10 <1/100 21/10 000 0 <1/1 000 4ecToTa
Hapywienus Ha XEeMOJIMTHYHA aHeM U4,

KPbBTa U HEYTPONeHHus,

nuM@Hara TPOMOOLIMTOTIEHUS,

cUCTEMA €03MHOPHUIUA

Hapywenus Ha CBpPBXYYBCTBHUTETHOCT JlexapcTBeHa peakums ¢

HapylueHus Ha
€HAOKPUHHATA
cucrema

Kadso-uepHo
MHUKPOCKOIICKO
oOeslBeTsiBaHe Ha
LIMTOBHIIIATA XKJle3a

HapyuieHus Ha
MeTaboiM3Ma U
XPAHEHETO

[ToHIXKEH aneTUT

HapyuwieHus Ha
HEpBHaTa
cucTema

["naBobosiue

JlobpokayecTBeHa
MHTpakpaHuasiHa
XUIIEPTOHMSA
(pseudotumor cerebri)®,
oombupaHe Ha
(hoHTaAHENaTa

Hapywenus Ha
YXOTO U
nabupuHTa

Lllym B yuiuTe

Hapyumenus Ha
OYUTE

3pUTETHH Hapy




abHOpMHa YepHoapoOHa
pyHKLIS

Cucremo- Yecrn HeuecTn Peakn C HeusBecTHA
OpraHeH KJjac >1/100 no <1/10 21/1 000 30 <1/100 =1/10 000 1o <1/1 000 4ecToTa

CbaoBu 3auepBsiBaHe Ha JIHLETO
HapyLUeHUs
CtomauHo- ["aneHe/ noBpsblaHe Jncnencus [lankpearwur, OuseTaBaHe Ha
YPEBHH (KMCEIMHHU/ racTpUT) rncesaomemMbpaHoseH 3bOUTE!
HapylUeHUs KOJIUT,

Clostridium difficile

CBbP3aH KOJINT.

e3o(pareasiHa s3Ba.

e30(arur,

EHTCPOKO.TUT,

Bb31AJIUTCIHU U3MEHEH U

(CbC CBPBbXpACTEXK HA

MOUYKH) B

aHoreHuTaaHara odnacr,

aucdarus,

kKopemMHa 0oJika,

audapus,

[JIOCUT
XenaroounuapHu XernartoToKCHYHOCT,
HapylUeHHUA XeIaTHT.

Hapyuwienus Ha
KOXKdaTa H
[MOJAKOXHATa
TbKdH

Peakuus Ha
(OTOUYBCTBUTETHOCT,
00puB, BKJI. MaKyJiO-
[anyJja03Hu U
epuTEMATO3HU OOPUBH

Tokcuuna enuaepmanta
HEKPOJIH3a,

CMHAPOM Ha Stevens-
Johnson,

epuremMa MyaTudopme,
ekconnaTupeH
AepPMaTHT,

(pUKCHpaH NeKapCcTBEH
00pHuB,
XUnepnurMeHTaums Ha
Koxkara“,

(POTOOHUXO0JIU3A
HapyuleHus Ha ApTpasrus,
MYCKY/THO- MU Ul
CKeJieTHaTa
cucreMa
CbE/IMHUTE/IHATA
TbKaH

Hapyuenus Ha
ObOpeuuTe U
[TAKOYHUTE
[IbTUILA

[Tosuwena ypes B KpbBTa
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Cucremo- YecrH HeuecTn Peaxku C Hen3BecTHA
OpraHeH KJjac >1/100 go <1/10 >1/1 000 70 <1/100 21/10 000 go <1/1 000 4ecToTA

" llpn MHeKUnH, NpeIn3BUKAHU OT CIIUPOXETH, IeKYBAHH C JOKCHIIMKIIMH.

* CbobLuaBa ce 3a 106pokauecTBeHa MHTPAKPAHHATHA XUNEPTOHMUSA BbB BPb3KA C TETPALMKIHHHUTE, BKIIOYUTETHO
JIOKCHLMKIIHH, C Bb3MOXXHH CUMIITOMHU I71aBODOIIHE, [TOBPBLLAHE, 3PUTENTHN HAPYLLICHHUS, B TOBA YHCIIO 3aMbIICHO
3peHue, CKOTOMa, IMIIIONKUS UK TpaitHa 3aryba Ha 3penue. [losiBata Ha KAMHUYHH CUMIITOMHU, BKIOYUTENHO
r1aBobosine WK 3pUTEIHM HapyLIeHus, TpsAbBa aa rnpeanosara Bb3MOKHA AMArHo3a Ha MHTpaKpaHHaJIHA XUIIEPTOHHUS.
AKO 10 BpeMe Ha JIeYeHHe C TeTPAUMKIMHN HMa [10/103peHHs 3a MOBHILABAHE HA HHTPAKPAHHATHOTO HASrAHE.
MPUJIOXKEHHETO TPsiOBaA Ja ce npekpaTH.

“CBbp3Ba ce ¢ 100poKavecTBeHa MHTPAKpaHHAIHA XUIIePTOHUS (pseudotumor cerebri).

‘ Uma cbobiueHns 3a o6paTnmMo U NOBbPXHOCTHO OLBETABAHE HA NOCTOSHHUTE 3b6H1 [pu ynorpeda Ha JOKCUUMKITHH,
HO OT HAJIMYHUTE JJaHHU HE MOKe J1a Ob/je HanpaBeHa OLeHKa Ha YecToTara.

“ Ilpn xpounuHa ynorpeba Ha JJOKCHLUMKIIMH.

CpoOuaBaHe Ha NO03UPAHU HEXKENAHHU PeaKLiil

CboOluaBaHeTo Ha MOJA03MPAHH HEXENTaHHU peaKlinu ciiel pa3peluanate 3a ynorpe6a Ha JIEKAPCTBEHUS
POAYKT € BaXkHO. [0Ba no3BosIsiBa Aa MPOABIKH HAaO/IIOACHHETO HA ChOTHOLIEHHETO M013a/PUCK 32
JIEKapCTBEHUA NPOAYKT. OT MEJAMUMHCKMTE CleLUaINCTH Ce W3MCKBA Jla ChOoOLIaBaT BCAKA

M0/103MpaHa HeXKe1aHa peakuus ype3 M3nbinuTesiHa areHuns no sekapersara, yi. ,,Jlamsn [pyes”
Ne 8, 1303 Codus, ten. +359 2 8903 417, ye6eaiiT: www.bda.bg.

4.9 Ilpeao3upane
B ciyyait Ha npejo3upane /ia ce npeyCcTaHOBH NEUEHMETO, /1A Ce MPUI0AKAT CUMINTOMATHYHO JIeueHue

U NoaAbp KAl MEPOTPHATHA. HHEUIHCSEITE! HC [TPOMEHA CEPYMHHA MOJIY)KHBOT H 3aTOBaA HE € OT r1oJi3a
[pH JICYCHHUE HA Cl1yHaMu Ha I[pelo3upaHe.

5.  ®APMAKOJIOTHYHU CBOMCTBA
3.1 dapmMakoaMHAMHYHH CBOICTBA

GapMakoTepaneBTHYHa rpyna: AHTMOAKTepHalIHU CPe/ICTBA 3a CUCTEMHO ITPHIIOKEHHE,
Terpaunkinuu, ATC koa: JOTAAQ2.

JIOKCHLIMKIIMH € Npean BCHYKO DaKkTepHOCTaTHYEH, KATO Ce CUMTA, Y€ MPOsiBIBA CBOETO
aHTUMHMKPOOHO AeicTBHE upe3 MHXHOMpaHe Ha NPOTeUHOBHS CHHTE3. JJOKCHUMK/INH € aKTUBEH CpeLly
rosism Opoii ['paM-nonoxurennn u ['pam-oTpuuaTeIHn MUKPOOPraHu3Mu, BKIIOYUTETHO:!

[ pam-oTpuuareaHy 6akTepuu
Acinetobacter spp. (no3Hatu npeau kato Mima w Herellea spp.)

Bacteroides spp.

Bartonella bacilliformis

Brucella spp.

Calymmatobacterium granulomatis

Campylobacter fetus

Enterobacter aerogenes

Escherichia coli

Francisella tularensis (no3naru npeau kKato Pasteurella tularensis)
Haemophilus ducreyi

Haemophilus influenzae

Klebsiella spp.

Moraxella catarrhalis

Neisseria gonorrhoeae

Shigella spp.

Vibrio cholera (no3Hatu npeau karo Vibrio comma)
Yersinia Pestis (no3Hatv npeau kato Pasteurella pestis)
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[‘pam-nonoxkurentu Gakrepuu

An]a-XeMOTMTHYHH CTPENTOKOKM (rpyra 3ejieHeen)
Enterococcus rpyna (8. faecalis u S. faecium)
Streptococcus pneumoniae

Streptococcus pyogenes

Lpyru MUKpOOpraHuzmMu
Actinomyces spp.
Bacillus anthracis
Balantidium coli
Borrelia burgdorferi
Borrelia duttonii
Borrelia recurrentis
Chlamydia psittaci
Chlamydia trachomatis
Clostridium spp.
Entamoeba spp.
Fusobacterium spp.
Leptotrichia buccalis (no3natn npean kato Fusobacterium fusiforme)
Leptospira spp.

Listeria monocytogenes
Mycoplasma pneumoniae
Plasmodium falciparum (camo 6e3r1010B1 epUTPOUUTHH GOPMH)
Propionibacterium acnes
Rickettsiae

Treponema pallidum
ITreponema pertenue
Ureaplasma urealyticum

5.2 @apMaKOKHHETHYHH CBOICTBA

Abcopbuus u pazripeaesaeHue

TeTpaunkanHnTe ce abcopoupar 106pe 1 ce CBbP3BAT C MIa3MEHUTE NPOTEHHM B Pa3NHiHA CTEMNEH.
KoHUeHTpUpAT ce OT YepHus Apob B #UIbYKATA U Ce EKCKPETHPAT ¢ ypuHaTa U delieca BbB BUCOKH
KOHUEHTpaUUM U B OMOJIOrMYHO akTHBHA opma. Jokcuunkiann ce abcopbupa npakTHUecKn HAMb/IHO
CJie/l nepopaliHo npuioxenue. [IpoyusanusTa 1o MOMeHTA IOKa3Rar, ye abcopbuusita Ha
JIOKCHLIMKIIMH, 3 pa3/iMKa OT HAKOM JIpDYTH TETPAUHKIIMHH, HE Ce MOBIUsBA 3HAYNTENIHO OT NIPpUeMa Ha
XpaHa WK MJISKO.

buoTpanchopmaliusg

Cnen npunoxexue Ha go3a ot 200 mg npu 3/1paBu 106POBOJILM MAKCUMAIIHHTE CPEIHU 1a3MEeHHU
KOHUEHTpauuu ca 2,6 mukporpama/ml JOKCHUMK/IMH Ha BTOPHUSA Yac, C/Ie]] KOeTO cnajatr Ha

1,45 mukporpama/ml Ha 24-us uac.

EJIMMHUHUpAHE
EkckpeuunsiTa Ha AOKCHMUMKIKMH npe3 6b0peunte e oxos0 40% 3a 72 yaca npu naMeHTH ¢ HopManHa
OBOpeuHa hyHKUNA (KPEATHHUHOB KIUPBHC 0K0J10 75 ml/min). To3u npouenT Ha 6B6peuna
EKCKpeLHrs MOXKe J1a ce MOHMXH 10 HUBO OoT 1-5% 3a 72 yaca npu naumMeHTH ¢ Texka 6b0peyHa
HE0CTaTb4YHOCT (KpeaTMHUHOB KIUpbHC noa 10 ml/min). [1poyuBanus nokassar, ue cepyMHHUSAT

HOpMaJlHa ¥ TeXKO yBpejieHa 0b0peuHa pyHKIIMS.

Jleua 1 1oHowWM (Ha Bb3pacT oT 2 10 18 roaunu)

[TonynauHoHHUAT PapMaKkOKMHETUYEH aHaIN3 HAa OFPAHUUCHH JAaHHH 3@ KOHLIEHTP
JOKCULMKIIHH ClIe/] CTAHAAPTHO JIeYeHHE C UHTPaBeHO3€eH (I.V.) M [epopaseH rpHem
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44 mexMaTpUUuHM NnauMeHTH (Ha Bb3pact 2-18 ronuum) [TOKAa3Ba, 4€ aIOMETPHYUHO U3MEPEHHUSAT
KnupbHC (CL) Ha 1OKCHUMKIIMH NTPY eAMATPUYHI NMALMEHTH Ha Bb3pacT 22 J10 <8 roauHu (Meauana
|Ananason] 3,58 [2,27-10,82] I/h/70 kg, N=11) He ce pa3nuuaBa 3Ha4UMO OT TO3M [pH neIMaTpUYHH
MaUMeHTH Ha Bb3pacT oT >8 10 18 roaunu (3,27 [1,11-8,12] I/h/70 kg, N=33). [Ipu neanarpuunu
MAUMEHTH C Tero <45 kg HOPMANM3UPAHUSIT 110 TejlecHOTO Terno CL Ha 10KCULMKINH [pu
MALMEHTHTE HA Bb3pacT OT 22 10 <8 roanHu (Meauana [ananaszon] 0,07 [0,041-0,202] 1/kg/h, N=10)
HE CE paljintiaBa 3Ha4MMO OT TO3M NPH NAUMEHTHTE HA BB3pacT OT >8 ;10 18 rogutm (0,081
[0,035-0,126] I/kg/h, N=B). I1pu neauaTpuuny naument! ¢ Terio >45 kg He ca HabmonaBaHu
KANHUYHO 3HAYMMH pasinku B HOpManu3upanns 1o terj1oto CL Mexay naumeHTnTe Ha Bb3pacT OT
>2 1o <8 roaunu (0,050 I/kg/h. N=1) u Te3u Ha Bb3pacT oT >8 10 18 roanun (0,044

[0,014-0,121] I/kg/h, N=25). He e Habno1aBasa KIMHUYHO 3HAYMMA pasnnka Ha CL mMex1y
NepopasHus U 1.V. IpUeMa B MajikaTa KOXOpTa feMaTpUuHK nalMeHTH. [oJly4aBallly rnepopaiHara
(N=19) nin i.v. popma camoctosresnno (N=21).

5.3 IlpeakJumHUYHM JaHHH 32 Ge30macHOCT

KapuuHOreHeH rnoTeHuall

He ca npoBexxaaHy AbATOCPOYHH NMPOYUBAHMS NPH HKHUBOTHH 33 OLEHKA HA KaHLlEPOreHHU
NOTEHLMAT HA JOKCULIMKIINH. Bbripeku ToBa uMa jloKa3aTe/ICTBa 3a OHKOIeHHA AKTUBHOCT [1pH
UIbXOBE B POYYBAHMA C NOAOOHN aHTUOUOTHLM, OKCUTETPALMKIIMH (aApeHATHU U XUIopusapHu
TYMOPH) H MOHOLMKJIMH (TYMOPH Ha UIMTOBHAHATA X/1e3a).

MyTareHeH rnoTeHumall

[To nonobeH Ha4nH, BbOPEKH Ye NPOyYBaHUA 32 OLEHKA HA MYTAreHHHA MOTEHLUMAT HA JOKCHLIMKIMH
HE ca MPOBEX/1aHH, HMa CHOOLIEHHS 3a TO3UTHBHI PE3YJITATH MIPH NPHIIOKEHUE HA MOM0OHH
aHTUOMOTHLM (TETPALMKIINH, OKCUTETPALMKIIMH) 11PU in Vitro U3cneaBaHms Ha KINETKU OT 603aiiHU LM,

PenpoayKTUBHA TOKCHYHOCT
JIOKCHUMKIMH, TpUeMaH nepopaiHo B 1034 10 250 mg/kg/neH, HamMa BUAHM eQexT BbPXY
(pepTHMTETA HA KEHCKUTE MIBXOBE. EQEKTHT BLPXY MBIKKHS (GepTHIMTET HE € MPOYUBaH.

6. OAPMAIIEBTUYHHU JAHHU

6.1 ChnucbkK Ha NOMOIHHUTE BelleCTBA
MukpokpucTanHa uenynosa

MarsesueB creapar

Cunuumen IMOKCH/, KOJIOMAeH 0e3BoaeH
6.2 HecbBMecTHMOCTH

Hsama

6.3 Cpok Ha roaHocrt

2 rOAMHH

6.4 CneunaJiHi yC/10BHSI HA CbXPaAHEHHE
Jla ce cbxpansBa noa 25°C.

6.5 BuaHCcbABPKAHHE HA ONAKOBKATA

KaproHeHa KyTus, cbabpikaila eauH 6auctep ¢ 10 TabieTku.

6.6 CneunajHH Npeana3’HH MepKH NPH U3XBbPJsiHE U paboTa
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Hsima crietMasiHu U3UMCKBAHUS.

Hen3nonsBaHUAT JieKapCTBEH MPOAYKT MM OTHAAbUHUTE MATEPUAIN OT HEI'O TpsOBa J1a ce U3XBBPJIST
B CbOTBETCTBHUE C MECTHUTE U3UCKBAHUSL,

s INIPUTEATEJI HA PABPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles
benrus

8. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEEA

20060728

9. JAATA HA ITbPBO PA3PEIIABAHE/IIOJJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jlara Ha nbpBO paspeluaBane: 13 nexemspu 2006 r.
[lata Ha nocnenHo noaHossiBare: 09 despyapu 2012 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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