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1. UME HA JEKAPCTBEHUS MPOJAYKT T -

& E9592-9 19005
MEJAKCOH 1 g npax 3a HHXXEKLIMOHEH pa3TBOP R S
MEDAXONE 1g powder for solution for injection

MEJIAKCOH 2 g npax 3a HH)XEKLIHOHEH pa3TBOP
MEDAXONE 2 g powder for solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ¢nakon MEJIAKCOH 1 g cbabpxka kaTto akTMBHO BeuwectBO | g uedrTpuakcoH
(ceftriaxone), kaTo LePTPUAKCOH HATPHI.

Bceku d¢nakon MEJIAKCOH 2 g cbhabpka Karo akTUBHO BelIEeCTBO 2 g uedTpUaKCOH
(ceftriaxone), kaTo Le(dTPUAKCOH HATPHIA.

3a MbJIHKUA CMHUCHK HA MOMOIIHUTE BellleCTBAa BUXKTE TO4Ka 6.1.

3. JEKAPCTBEHA ®OPMA

CrepuiieH npax 3a MHXXEKLIHOHEH pa3TBOP.
[TouTHn 6411 10 XKBJITEHHKAB, C1a00 XUIPOCKONMUYEH KPUCTAJIEH Mpax.

4. KINMHUYHU JAHHHU
4.1. TepaneBTHYHH NOKA3ZAHHUA

MEJIAKCOH e noka3zaH 3a JiedeHHE Ha CleJHUTe HHOEKUMH INpH BB3PACTHU MW JIElia,
BKJIFOUYHMTEJIHO JOHOCEHH HOBOPOJAEHHU (OT MOMEHTA Ha Pa)kJaHeTo):

bakrepuaneH MEHUHIUT

[THeBMOHMS, npuaoOUTa B 0OLIIECTBOTO

Ho3okoMmuanHa mMHEBMOHMS

OCTbp CpeaeH OTHUT

HMuTpaabaomMuHaiHU HHPEKLHH

YcnoxkHeHH HHPEKUMH Ha MUKOYHHUTE MbTHULLA (BKIOYKTENBO NMUETOHEPPHUT)

MHdekuun Ha KOCTUTE U CTABUTE

YcnoxHeHH HHDEKLIMM Ha KOXKaTa U MEKHUTE ThKaHM.
["'oHOpes

Cudunuc

bakTepuasieH eHaA0KapAUT

MEJIAKCOH moxe na ce u3noJi3pa:
3a neyeHre Ha 00OCTPsSAHHA Ha XpOHUYHA 0OCTpPYKTHBHA OenoapobHa 60JiecT NpH Bb3paCcTHH.

3a neyeHHe Ha JMCEMHUHHpaHa JlaMcka bopennosa (panHa (craauid II) u kbeHa (craauii 1I1)) npu
Bb3PACTHHU M J€La, BKJIIOYUTEJIHO HOBOPOAECHHU Ha Bb3pacT OT |5 aHM Harope.

3a npeaonepaTuBHa NpoduiakTHKa Ha HHPEKLUMHK Ha ONEPaTUBHOTO MACTO.

[Ipn neueHuero Ha nauueHTH ¢ GedOpUIHA HEYTPOIEHHUS, 3a KOATO C€ MOJA03Mpa, Y€ Ce AbKH Ha
OakTepuaiHa UHPEKLUA.
[Ippu neueHuero Ha mnauMeHTH C OakTepueMHus, KOATO BB3HUKBA BbB
HH(peKLMUTE, U30POEHH MO-rope, WK Ce M0103Upa, Y€ € CBbp3aHa C HAKOS




MEJAKCOH Ttpsafsa aa ce npunara eIHOBPEMEHHO ¢ APYrd aHTHOAKTEpHUATHHU CPEACTBAa BHHArH,
KOTaTO Bb3MOXXHHAT CNEKTbP Ha OakTepHATHMTE NMPUYHHWTENH HE MOonaja B HErOBHsA CIIEKTHP

(BK. TOUKA 4.4).
Tpabea na ce umaT npeaBH] OPHLHAIHATE HACOKH 3a MpaBHIHA ynoTpeOa Ha aHTHOAKTEepHAIHH

CpeacCTBa.
4.2. 1o3HpOBKA H HAYHH HA NPHJAOKECHHE
Ho3upoBka

Jo3aTa 3aBUCH OT TEXKeCTTa, YYBCTBHTENHOCTTa, MACTOTO H BHJAa HAa MHPEKLUMATA, KAKTO H OT
BB3pacTTa M YepHoapoOHaTa U 610peuHa QyHKIUA HA NALMEHTA.

Hosure, npenopbyaHd B TabnMUWTE MO-ACHY ca OOWYaHHWTE NPENOPHYMTENHH AO3M NPH TE3H
nokaszaHua. [IpH ocobeHo TexkM ciydyan Tpsabea na ce oOMHMCIM npunaralHe Ha JO3M HA FOpHATA
rpaHulia Ha MpenopbYMUTEHUA JHaNa30H.

Bvapacmnu u oeya na év3pacm nao 12 2o0ounu (2 30 x2).

Jdo3apoBka Ha | YecToTa Ha | [ToxkazaHAs

neprpaakcon* | npuaarame**

1-2¢ Beaunx nHesHo | [THeBMOHMA, npuaodHTa B 061ECTBOTO
ObocTpsHus Ha XpoHMYHA oOOCTpyKTHBHa OenoapoOHa
bonecr

HuTpaabaoMHHAIHK HHPEKLHUK

YcnoxHeHH  HHQEKUMM Ha  NHMKOYHHTE  [BTHLIA
(BKJIIOYHTENHO NMHEIOHEPPHT)

2 Beansxk greBHo | Ho30KOMHaIHA MHEBMOHHA

YenoxHeHH Hugpelcunn Ha KO>KaTa U MEKUTE ThKaHH

Mupexiluu Ha KOCTHTE U CTABHTE

2-4g BegHwxk aHeBHO | JleueHHE Ha nalUMeHTH ¢ PeOpUNHA HEYTPONEHHA, 32 KOATO
ce [10J03Mpa, Ye Ce Jb/DKH Ha OaKTepHaIHa HHQEKLWs

bakrepHaJieH €HAOKapaAUT

B&K’I‘EPHRJ'IEH MCHHUHIHUT

*IIpu noxymenTHpaHa OakrepHeMHs TpAOBa Ja ce OOMMCIH nMpunaraHe Ha AO3M Ha TOpHaTa
rpaHHila Ha NPEeNopPBbYHTE/IHHA AUANA30H.
**Moxe aa ce OOMHCIIH NPUITOKEHHE ABa ITbTH AHEBHO (Mpe3 12 uyaca), KOrato ce npunarat Jo3H

[TO-BHCOKH OT 2 g AHEBHO.
[Toxazanug 33 BBE3pACTHHU U Aella Ha BH3pacT Hal 12 rogudu (= 50 kr), npy KOMTO KMa Hy>KAa OT
CMELUATHH CXEMHU Ha NMpUNAaraHe:.

OcThp cpesieH OTUT

Moxe na ce npunoxu eaunndHa no3a MEJAKCOH 1-2 g unarpamyckynHo. OrpaHH4eHH JaHHH
HOKAa3BaT, Y€ B CAYYaH, KOraTo MaLHEHTsT € C TEKKO 3a00JaBaHe WU HPEAXOAHOTO JICUEHHE He €
ouno ycnewdo, MEJAKCOH moxe 1a e edextureH npH mpwiaraHe Ha ao3a 1-2 g gHeBHO
MHTPaMyCKY/THO B NPOIb/DKEHHE Ha 3 JHH.

[lpenonepaTuBra npoduaakTyika Ha HHGEKLIMH Ha ONEPAaTHBHOTO MACTO
2 g KaTo €AMHUYHA 0032 HHTPaAMYCKYJTHO.

["onopes
500 mg xaro eAMHUYHA 034 HHTPAMYCKYITHO.

Cudunuc




IMpunnmnuo npenopbuMTenHuTe A034 ca 500 mg — 1 g BeAHDK AHEBHO C NOBHUIliaBaHe A0 2 £
BEIHbK AHEBHO npu Heppocupunuc 3a 10-14 auu. Ilpenopwnkure 3a g03ara npH CHOHWIHC,
BKJIIOUHMTEHO HEBpOoCHOUIMC ¢¢ Oasupar Ha orpaHMueHH AaHHu. TpaOBa na ce UMar npeaBuj
HAUMOHATHUTE HIIH MECTHH YKa3aHUs.

JinceMuHupana nafimcka 6opennosa (padHa (craauii II) u kbcHa (craauii III))
2 g BeAHBXK AHEBHO 3a 14-21 auu. [IpenopbuuTenHaTa NPOAB/LKMTENHOCT HA JICYSHUE € paziHyHa
M TpaOBa Aa ce UMAT NPEABHI HALMOHAIHUTE WK MECTHH YKa3aHHA.

Ileduampuuna nonyarayus

Hoeopooenu, xkopmauema u 0eya na evapacm om 15 onu 0o 12 2oounu (< 50 x2)
3a Jeua ¢ TesiecHo Terno 50 kr uaH noseue TpAGBa Aa ce naBa oOHyalHaTa 103a 3a BB3PacTHH.

Hdo3uposka mHa | YectoTa Ha | [loxazannsa
nepTpHAKCOHY | mpuaarame**
50-80 mg/ kg BenHbx qHEBHO HurpaabaoMunaniy HHQeKLUH

YcnoxHeHH HHAeKiMH Ha TMMKOYHHTE IThTHILA
(BKIIOYHTETHO NMKEJTOHEePPUT)

[IHeBMOHHMA, MpHAOOHTA B 0DIECTBOTO
HosoxoMuanHa NHEBMOHHUA

50-100 mg/ kg | Beaunx nHeBHO Y CJIOKHEHH HHOEKIIMH HA KOXKATa U MEKUTE ThKaHU
(Makc. 4 g) HMHdekurm Ha KOCTHTE U CTABHTE

JledueHue Ha nauueHTH ¢ (peOpUIHA HEYTPONEHMA, 3a
KOATO €€ MOJ03Upa, Ye ce AbJKM Ha OaxrepuasHa

HHQEeKUHUA
80-100 mg/ kg | BenHbxk aAHEeBHO bakTepuaneH MEHUHIUT
(maxc. 4 g)
100 mg/ kg | Beausk THEBHO baktepHaneH eHIoKapauT
(mMakc. 4 g)

*IIpn poxymeHTHpaHa Oakrepuemus TpadbBa aa ce OOMHUCIM TMpWiaraHe Ha A03M Ha ropHara
rpaHyLa HA NPENOPBbYNTETHHA JHANa30H.

¥*Moxe na ce o6MuCIH NPUIOXKEHHE ABA ITbTH OJHEBHO {npe3 12 yaca), KOraro ce npuaarat R03m
MO-BHCOKH OT 2 g THEBHO.

[Toxazanums 3a HOBOPOASHHU, KbpMaueTa M Aella Ha BB3pacT OT 15 anu no 12 roaunm (< 50 kr),
KOUTO UMAT HYXXJA OT ClIEUHaIHH CXE€MH Ha NnpuiaraHe:

OcTbp CpeleH OTHT

3a Ha4yaJIHO JICYEHUE Ha OCTBHP CpeAcH OTHT MOXKe Jia ce npunoxu eaMHuvHa go3a MEJAKCOH
ot 50 mg/kg unTpamyckynHo. OrpaHH4e€HH OAHHH NMOKa3BaT, 4€ B CITyyaH, KOraTo AETETO € C
TEHKKO 3a00NABaHE WIIH MBPBOHAYANIHOTO siedyeHHue He € 6uno yenemno, MEJIAKCOH moxe na e
eeKTUBEH MMpH NpPHIaraHe Ha MHTPAMYCKYJIHA 1032 ot 50 mg/ kg AHEBHO B NMpoAb/DKEHHE Ha 3
IIHM.

[IpenonepatuBHa NMpo¢HIAKTHKA HA HHPEKIIMH HA ONIEPATHBHOTO MACTO
50-80 mg/ kg xaTo equHHYHA NpeaoriepaTHBHA [03A.

Cudmnnc
[ IppHUMNIHO npenopBUHTENHATE J034 ca 75-100 mg/ kg (Makc. 4 g) BeaHDB AHeBHO 3a 10-14 nuw.
[IpenopwkuTe 3a po3ara npH CHPHIHC, BKIHOYMTENIHO HEBPOCH(pHIHC ce Oa3
orpaHH4YeHd NaHHU. TpaOBa Aa ce UMaT NpeABKA HALKOHAIHUTE HWIH MECTHH YK

HuceMHHHpaHa JaiMcka dopenrosa (paHHa (craaui II) u kncHa (cranuit 1))
50-80 mg/ kg Beanbk AHeBHO 3a 14-21 anu. [IpenoprunTenHara npoaLIKHATE
pa3yinyHa H TpAOBa fa ce UMaT NpeaBU HALIHOHAIHUTE WK MECTHH YKa3aHus.




Hoeopooenu 0 — 14 Onu
MEOAKCOH e npoTHBOnOKa3aH MpH HEJAOHOCEHH HOBOPOAEHH O NMOCTMEHCTPYaHA BH3pacT 41

CEIMHLIM (recTalMOHHa Bb3PacT + KalleHAapHa Bb3pacT).

Ho3zupoBka na | YecToTa Ha | Ilokazannsg
nedrpHakcon* | npaaarane
20-50 mg/ kg Benxbx THEBHO HuTpaabaoMuHaiHu HHOEKLIUMK

Y CII0)KHEHH HHEKIIMH Ha KOXKAaTa U MEKHUTE ThKaHH
YcnoxkHeHH UHOQEKLUM Ha MNHKOYHUTE ITHhTHILA
 (BKIIOYUTENHO NHEIOHEDPHT)
ITueBMOHHA, npuaoOUTa B 001IECTBOTO
HosokoMHanHa MHEBMOHHUS

MH}ekLMH Ha KOCTUTE H CTABHTE

JleueHne Ha nauueHTH ¢ pedpUIHA HEYTpONEHH, 34
KOATO ce TMOJ03Mpa, Y€ C€ ALDKM Ha OakTrepuanHa
HH(peKLMR

50 mg/ kg Beanbx AHEBHO bakTepHaneH MEHHHIHT

bakrepHalieH eHAOKAPANT

*[Ipy noxkymMeHTupaHa Oakrepnemus TpabOea na ce oOMHCIM NMpWiaraHe Ha JO3H Ha ropHarta
rPaHHLIA Ha MIPENOPBYNTEITHUA JHANA30H.

He tpabra na ce HaaXBBpAA MaKCHMaJTHaTa JHEBHa qo3a oT 50 mg/ kg.

[loxazaHus 3a HOBOPOAEHM Ha BB3pacT 0 — 14 aHM, KOUTO UMAT HYKAA OT CNEelHAaIHH CXEMH Ha
npwiaraHe:

OcCTBp CpENICH OTHT
3a HAYATHO JIEYEHME HA OCThP CPEoEH OTMT MOXKE Ja ce MPWIoXM equHuyHa no3a MEJAKCOH

ot 50 mg/kg MBHTpaMyCKYHO.

[IpenonepaTuBHa npodunakTMKa HA HHPESKLMH HA ONIEPaTHBHOTO MACTO
20-50 mg/ kg xaTo eguHHUYHA npegonepaTMBHA J03a.

Cudunuc

[TpunumnHo NpenopwunTenHaTa Ao3a € 50 mg/ kg BeaAHBkK AHesHO 38 10-14 guu. Ilpenopekire 3a
A03aTa NpH CHPHIHC, BKIOYHUTENHO HEBpocHHIHC ce 6a3upaT Ha MHOTO OTpPaHHYEHHM NaHHH.
Tpabea na ce uMaT nNpeABUI HALIMOHATHUTE WIH MECTHH YKa3aHHA.

Ipodwvadxcumenanocm Ha reyenuemo

[TpoARDKHTEHOCTTA Ha JIEYEHHETO € pa3iIHYHa Cropea Xoaa Ha 3abonasaHeto. KakTo npH Besko
AHTHOHOTHYHO NIEYCHHE MO NPHHLMIL, TPHACKEHHETO Ha Lie(pTPHAKCOH TPpAOBa A2 NpoIBKH 48 —
72 yaca cnea KaTo NauMEHTHT cTaHe adeOpHiIcH WM € MOCTHIrHATa epajuKaliia Ha OaKTepUHTeE.

Xopa 8 cmapyecka ev3pacm:
IIpenopbydATENHHTE AO3HPOBKH 32 Bb3PACTHH HE €€ HYXKIAAT OT MOAH(PHKALMA npu Xopa B
CTAapyeCKa BB3pacT, pyd ycnoeHe 4e 6nOpedHaTa u yepHoapoOHaTa PyHKUMA ¢a 3a0BOJIMTETHH.

Iayuenmu c wveprodpobro yepexcoane:
HannyHuTe RaHHH HE NOKA3BAaT HEOOXONMMOCT OT KOPEKLMS Ha A032Ta NPH JIEKO WJIH YMEPEHO
HapyLUeHHE Ha YepHOIpoOHaTa PpyHKUHMA, NpH yCloBue e ObOpeuHaTa PyHKLHA
Hama naHHM OT NpOy4BaHHA IIPU MALMEHTH C TEXKKO YEpPHOAPOOHO yBpexxaaHe

Ilayuenmu ¢ 6vbpeuno yapedcoane:.
IIpy naumeHTH ¢ HapyiueHa OnbOpedHa (yHKUHMA HAMA HY)KAa OT peny
e TpUaKCOH, NPH YCIMOBHE 4e HepHOApoOHaTa QYHKUMA HE € HapylleHa)




nperepMuHanHa 6sOpevHa HEAOCTATBUYHOCT (KPEaTMHMHOB KIHMpBHC < 10 ml/min) posupoekara
Ha LUe(dTPHAKCOR HE TpAOBa na HaaBHIUABA 2 g THEBHO.

ITIpy nauMeHTH Ha JUaM3a He Ce Hajara JOIMBJIHHTEHO NpUAarade Ha 103a CiIel AXain3ara.
I{e¢TpHakCOH He ce eNHMHMHHpa 4Ype3 NEPMTOHCATHA WKW Xemoauanuia. llpenoprvuurenHo e
CTPUKTHO KJIHHHYHO MOHHTOpPHpaHE 34 6€30NacHOCT U ¢(PHUKACHOCT.

Hlayuenmu ¢ mexcko 4epHoopobno u bvbpeuno yepescoane:
IIpn maumeHTH ¢ Texkka OBOpedHa W YepHOAPOOHA AHCHYHKLUMA € NPENOPBYHTENIHO CTPHKTHO
KIHHAYHO MOHHTOPHpAHE 3a 6€30nacHOCT H €(PHKaCHOCT.

Ha4yuH Ha NpUnoxKEeHUe
MEIJAKCOH moxe aa ce npunara 4pe3 HHTPABEHO3HA MHPY3UA B NPOTB/DKECHHE Hali-MaNKO Ha

30 MuHYTH (NpeonOYMTAH NBT HA MNPWIOKEHHE), upe3 OaBHa MHTPABEHO3HA MIDKEKLHA B
NPOAB/DKCHHE HA 5 MHHYTH WIH 4pe3 ABLJAOOKO HHTPAMYCKYIHO HHXKeKTHpaHe. VIHTepMHTEHTHA
HHTPABEHO3HA UHDKEKLIMA TPAOBa fa ce nmpuiara B NpOAbIKEHHE HA 5 MUHYTH 3a NPENOpPHYBAHE B
no-roneMy BeHd. UnrpaBerosHn nosm ot 50 mg/ kg winu no-roseMu npu KepMauera M Jena ao 12-
rogvinHa Bb3pacT TpAabea aa ce npunarar 4pe3 HHy3ua. IIpu HOBOPOAEHH MHTPABEHO3HUTE JA03H
Tpa®Ba Ja ce npunarar B npoab/DkeHUe Ha 60 MMHYTH 3a HAMAallSBaHE Ha MNOTEHUMATIHHUS PHCK OT
6unupybuHoBa eHuedanonatua (Bx. Toukd 4.3 4 4.4). UHTpaMyCcKYJIHUTE UHDKEKLMH TpAOBa aa
ce TOCTABAT B MacaTa Ha OTHOCUTENAHO TOASM MYCKYJ, KaTo Ha €AHO MACTO TpAOBa jga ce
WHXCKTUpa He mosBeue OT | g. UHTpaMyckynHoTOo npunoxeHue tpadBa ga ce MMa MpeaBHi,
KOraro IPUIOKEHHETO MO WHTPABEHO3€H IObT HE € BB3IMOXKHO HJIH € [O-HEMOIXOIAlIO 34
naumeHTa. [Ipn 103m Hax 2 g € HeoOX0AMMO UHTPABEHO3HO NPUIOKCHHE.

AKO KaTO pasTBOPMTEN C¢ HU3MOJ3BA JIKAOKAMH, MOJYYECHHAT PasTBOpP HMKOra He TpsbBa na ce
npunara HHTpaBeHO3HO (BXK. To4ka 4.3). Tpabea na ce B3eme npeaBua HHPOPMALIMATA B KpaTKaTa
XapaKTePUCTHKA HA JIHAOKAHH.

Lle¢TprakcOH € NpOTHBOMOKA3aH NMpH HOBOPOJAeHH (< 28 aHH), akO MMaT Hy>aa (WIH ce o4YaKea
Aa UMAT HYXJa) OT NleyeHHe ¢ HHTPABEHO3HH Pa3TBOPHU, ChAbPKALUM KallMH, BKAOYWTEIHO
HEeTpeKbCHATH MHQY3UM HA PA3TBOPH, ChABPMKALUM KANILMA, HANPUMED TIAPEHTEPAIHO XPaHEHe,
NMOpaay PUCKA OT NPELMITMTALMA HA USPTPUAKCOH Kanuui (Bxk. Touka 4.3).

Paspenurens, chbabpxaliy Kanuui (Hanp. pasTBop Ha PuHrep wiMm pasTtBop Ha XapTMaH), He
TpA0Ba Za Ce M3NOA3BaT 3a pasTBapsHe Ha (JIAKOHHMTE ¢ USPTPHAKCOH WIH 3a JOMBAHUTENHO
paspexJaHe Ha pa3TBOpeH (IaKOH 3a HHTPAaBEHO3HO IPHJIOKEHHE, 3al10TO MOXe Aa ¢ obpasysa
npeunurar. [lpeuunuraums Ha uedTPHAKCOH KaKH MOXe Aa ce TOJIy4H, Korato uedpTpHakcoH
C€ CMECH C Pa3TBOPH, ChAbPKALUM Ka/llUi, B €0HA H CbllA IMHUA 3a HHTpaBeHo3Ha uHGy3u. [1o
Ta3d NpUYKHA HePTPHAKCOH H PasTBOPH, ChbABbPKALUM KaILHi, He TpAOBA Aa ce cMecBaT HWIH Ja ce
npuiarat eXHOBpeMeHHO (BHXK Touka 4.3, 4.4 u 6.2).

3a TipenonepaTHBHA MNpOQUNAKTHKA Ha HMHOPEKUMH, BB3HUKHANIM HA OINEPATHBHOTO MSCTO,
nedTpHakcoH TpabGra aa ce mpuaara 30-90 MUHYTH npean onepaTHBHATA HHTEPBEHIIUA.

4.3. IIpoTHBONOKA3ARAN

CBpLXUYBCTBUTENHOCT KBM UEPTpHAKCOH, KbM ApYr uHedaloclopuH HWJIH KbM HIKO€ OT
NOMOLLIHHUTE BellecTBa, n3bpoeHu B Touka 6.1
AHaMHe3a 3a Te)KKa CBPbXYYBCTBUTEIHOCT (Hanp. aHaQWIaKTHYHA peaKiiua) KbM HAKOW JRYL THII

[{edTpuakcoH € MpOTUBOIIOKA3aH ITPH:
HenoHoceHH HOBOpPOAEHHM A0 NMOCTMEHCTpyasiHa Bb3pacT 41 ceaMMild (recs
KaJleHIapHAa Bb3pacT);




HoHOCEeHH HOBOPOAEHH (10 28-AHEBHA BB3PAacT):

- ¢ xunepbunupyOHUHEMHA, KBITEHHLA HIIH ¢ XHNoalOyMHHEMMA WIHM alMao3a, Thil Karo
TOBA ca CHCTOAHMS, MPHU KOHUTO € BepOATHO CBbp3BaHeTO Ha OnnMpyOuHa aa e HapylleHo.

- aKo MMaT Hy»aa (WIM ce O4YakBa Ja MMaT Hy)KIa) OT MHTPABCHO3HO JIeYeHHe C KalLuil
HIH MHQY3UH, CHABPKAIINM KanLuii, nopaau pucKa OT NMPeLMIIHTALMA Ha LedTPHaKCOH Kal[HeBa
coli (Brok TOUKH 4.4, 4.8 1 6.2).

*In vitro npoyuBaHHA ca NMOKa3aliH, Y€ LePTPHAKCOH MOXKE Ja m3MecTH GunupyObuHa oT MecTaTa
MY Ha CBBP3BaHe CBHC CEpyMHHA anOyMHH, BOJEHKM AO BE3MOXKEH PHCK OT OWnHpyOHHOBa
eHLedaonaTius NpH Te3H NaLHEHTH.

[Ilpean MHTpaMyCKYJIHO HMHXKEKTHpaHe Ha LUe(TpHakCOH TpaOBa fAa ce H3IKIHOYaT
NPOTHROMNOKA3aHUA 3& JINAOKAWH, KOTaTO KaTO Pa3TBOPHTE] C€ W3IOJI3Ba Pa3TBOP HA JIMAOKAUH
(Bx. TOouxka 4.4). Buokre HHPopMaLMATa B KPaTKaTa XapaKTepUCTHKA Ha JIMAOKAWH, OCOOeHOo
NpOTUBONOKa3aHMATa. Pa3TBopHTE Ha LedTPHAKCOH, CHABPKAMIM JIHAOKAHH, He TpAOBa HHKOTa Aa
ce MpWiIaratT HHTpPaBeHo3HoO.

4.4. CneuHajHy npeaynpexieHas H OpeANa3HH MepKHE OpR ynorpeda

PeakiiMi Ha CBPBbXYYBCTBUTETHOCT

Kakto npH BcHukH Oera-nakraMHH aHTUOMOTHLIM, MMa CHOOLICHHMA 33 CEPHO3HH H TMOHAKOra
daTanHH  peakLUMH Ha  CBPBXMYBCTBUTENHOCT (B, Touka 4.8). Peakuuure Ha
CBPBXHYBCTBUTENHOCT MOraT Aa nporpecupar A0 cHHApoMa Ha Kounis, cepHo3Ha alepruvHa
peakius, KoATo MOXe Aa AoBene A0 uHGapKT Ha MHokapaa (Bxk. Todka 4.8). B ciyuyait Ha TexxkH
peakLMy Ha CBPbXYYBCTBUTEHOCT NICYEHHETO ¢ LepTPUaKCOH TpadBa A2 ce npekpaTtH HezabaBHO
M J1a ce [MpWIoXKaT afAeKBaTHHU creulHd MepkH. Ilpeau sanouBaHeTro Ha neueHwe TpaOBa aa ce
YCTAHOBU JajM TIALMEHTHT HMa aHaMHeE3a 34 TEXKKH peaklMH Ha CBPBXUYYBCTBHUTCIHOCT KBbM
LHe(TPUAKCOH, KBM ApYrd uedanoClnopyHH WIM KbM KOETO M Ja € Apyro Oera-naKTaMHO
CpeAcTBO. AKO Le(dTpHakCOH Ce TMpwiara Ha DAalUeHTH ¢ A8HaMHe3a 3a HETeXKa
CBPBLXYYBCTBUTEIHOCT KbM JIpYrd Oera-jlakTaMHH CPEeACTBa, TOBAa TpAOBA Ja CTaBa ¢ MOBHUUIEHO
BHUMAaHHE.

Texxu koxHM Hexenanu peakuuu (CunzapoM Ha CtusbHC-/DxorCHH wnu CuHapom Ha Jlaitbn/
TOKCHYHA eNWACPMaTHA HEKpPOH3a M NEeKApCTBEHA peakiMd ¢ €O03HHOMHWIHR H CHCTEMHH
cumnToMH DRESS)), xkoutro Moxke na ObJaT >KHMBOTO3ACTpallaBallld WIH C JICTAIEH H3X0[ CE
CHOOUIABAT BbB BPBL3KA C JIeYCHHE ¢ LEedTPHAKCOH; 4ecTOoTaTa Ha Te3u CbOUTHA obade He €

u3BecTHa (BXK. Touka 4.8).

Pea Ha Jarisch-Herxheimer (JHR

Hsixon nauuMeHTH CBhC CIMPOXeTHH MHQEKLMH MOXe Aa nonyvart peakuus Ha Jarisch-Herxheimer
(JHR) wmManko cnen 3anouBaHe Ha JeyeHHero ¢ uedrTpuakcod. Obuxknoreno JHR e
caMoorpaHH4Yapalio ce 3abojidBaHe, KOeTO ChIIO TaKa MOXe Ja Ce OBJIajiee ChC CMMIITOMATHYHO
NeyeHrue. AHTHONMOTHYHOTO JiedeHUe He TpAOBa Ja ce NpeycTaHOBARA MPH Bb3HMKBAaHE HA TAKABa

peaKuus.

B3auMoneHCTBHE ¢ NPOOYKTH, ChABDXKALIM KalLlHi

OnucaHu ca ciyuyad Ha (aTanHy peaxkluH ¢ TNpeuudnuratd Ha uedTpHakcon kaauuii B Oenure
apoboepe K ObOpeLMTe NMPU HEJOHOCEHH W TOHOCEHH HOBOPOASCHH HA BB3pacT noa | mecen. Haii-
MA/KO B €IHH OT TE3H CJTydaH UePTPHAKCOH H KallLMi ca npuiaraHy B pazjiMueH MOMCEHT H TIpe3
pa3zUYH{ MHTPABEHO3HH NHWHHH. B HaIWYHHTEe HAayuHU NAHHH HAMA CHOOILCHHMA 3

IMpH HOBOPOACHHTC UMA IMMOBHIUICH PUCK OT IMNPELUHITHTAINA HA HE¢TPHHCOH K
APYTHTC Bb3PaCTOBH I'DYIIH.




[Ipn mauMeHTH Ha BCAKA BB3paCT Ue(TpHakcoH He TpsabBa Aa ce CcMmecBa WM npuiiara
eJHOBPEMEHHO C MHTPABEHO3HH pAa3TBOPH, CHABPKALUM KaIUMH, OOpH Mpe3 pa3iHyHH
MH)Y3MOHHH JIMHHH HJH Ha padIM4HM MecTa Ha UHQy3usd. Buhnpeku TOBa, NMpH NalHEeHTH Ha
Bh3pacT HaA 28 IHM uUedTpHAKOH W pPa3TBOPH, CHABPKAINM KAILHHA, MOXKe Aa C€ MNpuwiarar
NOC/IEAOBATENIHO €OUH Clied APYT, aKO C& M3MON3BAaT HHPY3HOHHH JIHHHK Ha pa3iHyHH MECTa HIIH
aKk0 HH(QY3HOHHMTE JIMHHUU C€ MOJAMEHAT WK C€ MPOMHBAT NoOpe Mexay OTAeNHHTe HHQY3UM C
¢pH3HONOrMYEH CONMIEBH pPa3TBOp, 3a Ja ce H3berHe npenunurauda. IIpn mauueHTH, KOMTO ce
HY}AAAT OT HenpekbCcHaTa HHQY3HA HAa pa3TBOPH 32 TOTAIHO MapeHTepallHO XpaHeHe,
ChABPXKALUIY KaNuui, MEAULIMHCKUTE ClelHanucTH Morar ga obMucnar ynorpebara Ha Apyru
aHTMOAKTEpUAIHH CPEACTBA, NPH KOMTO HAMAa noAoOeH pHCK OT IMpeuMnuranui. Ako
M3MON3BaHEeTO Ha LEePTPMAKCOH C€ CUMTa 3a HeoDXOAMMO IpH MNaUMeHTH, HyXJaellld ce OT
HenpexsbCHATa MHPY3US, Pa3TBOPHUTE 3a TOTAJHO NAapeHTepaHO XpaHeHe H LedTpHaKCOH MOrat
Ja ¢ce MpuwiaraT e fHOBpPeMEHHO, HO MNpe3 pa3iuiyHH HHQY3IHOHHM JIMHHHM Ha pa3IMuHu Mecta. Kato
Opyr BapHaHT MH(}Y3HATA HA Pa3TBOpPa 3a TOTAJIHO MAapEeHTEPATHO XpaHEeHe MOXE Aa ¢e crpe 3a
nepuoaa Ha HMHPY3Ma Ha UePTPHAKCOH, U HH(PY3UOHHUTE JIMHHM Ja C€ TMNPOMHAT MEXIY
pasTBopHTe (BIK TOYKH 4.3, 4.8, 5.2 1 6.2).

[leapaTpuyHa nomyJaLys

be3zonacHoctra M edpukacHoctra Ha MEJAKCOH npu HoBOpOmeHH, KbpMmayeTra M Jelia ca
YCTAHOBCHH 3a JO3HPOBKUTE, ONUCAHH B ,,JI03MPOBKA U HAYHH HA NpUIOKEeHHE ™ (BXK. ToYKa 4.2).
[IpoyuBaHus ca mokazan, ue uedTpHAKCOH, NOAOOHO Ha HAKOHU APYrH UedanocnopHHd, MOXe Aa
HaMecTH DUIMpyObHHa OT cepyMHMA anbyMHH.

[Tpunoxennero Ha MEJJAKCOH € npoTHsonoka3aHo npH HEAOHOCEHH H JOHOCEHH HOBOPOJEHH
C DHCK OT pa3BHTHE Ha OHIHpYOHHOBa cHuedanonaTna (Bx. Touka 4.3).

HvmyHoMmenHupaHa XeMOJIUMTHYHA aHeMHd

HMMyHOMeaHMpaHa XeMOJMTHYHa aHeMMa € HabmopapaHa TMpH TMalMEeHTH, [10JyYaBallly
aHTHOAKTepHAIHK CPEACTBA OT Kiaca Ha Le(aTOCIOPHHHUTE, BKIIOYHTENHO LEPTPHAKCOH (BXK.
TouKa 4.8). Texxku ciIyvyaH Ha XeMOJHTHYHA aHEMHA, BKIIOUHTENHO (aTalHH, ca ChoOlllaBaHH Mo
BPEME Ha JICUCHHUE C UeTPHAKCOH NMPU BB3PACTHH H JCUA.

AKO JaZieH NauMeHT pa3BUE aHEMHS, JOKAaTO € Ha JIEYeHHE ¢ uedTpHakcOH, Tpabpa aa ce uma
npeaBHI AHArHO3a aHEMHA, CBBp3aHa C UC(PATIOCMIOPHH, M MPUWIOKEHHETO HAa LedTPHAKCOH
TpAOBa Jia c€ TNpeKpaTH A0 onpeaeisHe Ha €THOJNIOTHATA.

BIrocpo4HO JICYECHHUE
Ilo BpemMe Ha JieYeHHE C ro/IAMa NPOABL/DKHUTENHOCT TpAOBa Ha pPeNOBHM HMHTEPBANIM Ja Ce

H3CIIEABA ITh/IHA KPbBHA KaAPDTHHA.

Konut/ cBpbXpacTek Ha HEHYBCTBUTENHH MHKPOOPTaHU3MH

[Ipy nouTH BCcHUYKK aHTHOAKTEpHaNHU CPEACTBA, BKIIOYHTENHO LE(PTPHAKCOH, ce choOliaBa 3a
KOJNIMT ¥ NCEeBAOMEMOpaHO3€H KOJIHUT, CBbP3aH ¢ aHTHOAKTEpPHANHOTO CPEACTBO, KOMTO MOraT Aa
ca ¢ pamIM4Ha TEXKECT, OT JEKH A0 XMBoTO3acTpawiaBawu. Ilo Ta3um npuynMHa € BaKHO Ta3u
OUardHo3a Ja ce MMa npeaBuja Npyd NauueHTH, KOUTO MMAaT AUapHA MO BPEeMe Ha NMPWIOKEHHETO Ha
nedTpHakcoRr Wi citea ToBa (Bx. Touka 4.8). Tpabea na ce obMHCN npekpaTIBaHe Ha TEYEHHETO
¢ HedTPHAKCOH WK npuioxeHHe Ha cneltnduyna repanus 3a Clostridium difficile. He tpabpa na
ce JapaT JICKapCTBEHHU NPOIYKTH, ITOTUCKAIIM NEPUCTANITHKATA.

Morar Ja BB3HHKHAT CYNEPUHPEKLUHH ¢ HEYYBCTBHTEITHH MHKPOOPraHH3MH, KAKTO MPH Apyrare
aHTHOAKTEPHATHH CpeACTBa.

Texka 6p0peyna U yepHoApoOHA HEAOCTATHLYHOCT
[Tpn Texka OvOpeuHa U yepHOAPOOHA HEAOCTATBYHOCT € NPEMOPHUYHTENHO
MOHHTOpHpaHe 3a 6€30nmacHOCT M ePUKACHOCT (BX. TO4Ka 4.2).

Enuedanonarus




[Ipn ynorpebara Ha uedTpHakcoH ce chodlaBa 3a eHuedanonatua (Bx. Touka 4.8), ocobeHO npn
NMalHeHTH B CTAp4YeCKa BB3PacT ¢ TE€XKKa cTerneH Ha On0peuHo yBpexaaHe (BxX. Touka 4.2) unm ¢
HapylICHHA Ha LEHTpajiHAaTa HepBHA cucteMa. IIpu c¢pMHeHHe 3a eHuUedanonaTusa, CBbp3aHa ¢
uedTprakcor (Hanp. MOHWMKEHO HUBO Ha Cb3HAHHE, MPOMEHEH NCHUXHWYEH CTATyC, MHOKJIOHYC,

KOHBYJICHH), TpaOBa a ce 0OMHUCIU MpeKpaTaBaHE Ha [IpHeMa Ha Lie()TPHAKCOH.

B3aMOAEHCTBHE CHC CEPOJIOTUYHY M3CICABAHUS

Moxe pa ce noryun B3aumozaeicTeue ¢ tectoBe Ha KymbOc, el kato MEJAKCOH moxe na
noeeae n0 GanuuBo MoaoxuTenHu pesyarati ot tecroeere. MEJAKCOH moxe aa noseae u 10
¢annBO NOMOKKTEHH PE3yJITaTH OT TECTOBETE 32 rajJakTo3eMHs (BXK. Touka 4.8).

HeeH3uMHMTE METOAKM 3a ONpefensHe Ha TIJIIOKO3a B YpMHATa MOrat Ja jaaar ¢Gaimueo
NONOKUTENHU pe3ynTaT. OnpefeNsHeTO Ha IVIIOKO3a B YpHHATa IO BpPEME Ha JICHECHHE C
MEJAKCOH T1pabsa na ce H3BbpLUBA C €H3UMHH METOIH (BXK. TO4Ka 4.8).

Hatpu#
Beexku rpam MEJIAKCOH cpabpxa npubausurendo 3,6 mmol narpuil. Topa Tpabea na ce uma

npeaABK] NpH NalHEHTH, KOUTO ¢a Ha JUETA C KOHTPOIMPAHO KOJIMMECTBO HATPHIL.

AHTHOAKTEpANEH CHEKTHP
[ledpTpHakcOH HMa OrpaHWYEH CMEKTbP Ha AHTUOAKTCPUATHO AEHCTBHE U MOXKE Ja HE €

NOAXOMAAL KAaTO €AWHCTBEHO CPEACTBO 3a JIeYeHHe Ha HAKOM BUAOBE HMHGEKUMH, OCBEH aKo
naToOreHbT € Beyde NoTBBPACH (Bk. Touka 4.2). Ilpn nonuMuUkpoOHH HHpEKUHM, MPH KOMTO
NORO3UPAHKUTE NMATON€HU BKIKOYBAT OPraHU3MM, PEe3HCTEHTHH Ha LedTpuakcoH, TpabBa ma ce
OOMUCIH NIPWIOKEHHE HA NOMBIHUTENEH aHTHOUOTHUK.

Ynorpeba Ha AMAoKaWH

B ciyuaii ye KaToO pa3sTBOPHUTE] CE€ U3MOJ3BA pa3sTBOP HA JUIOKAUH, Pa3TBOPHTE Ha UECHTPHAKCOH
TpAOBa Aa ce U3MON3BAT CaMO 3a MHTPAMYCKYJHO uixekrupane. [Ipenu ynorpeba tpabea na ce
NPELCHAT MNPOTHBOKA3aHUATA 3a JIMAOKAHH, TpPSAYNPEeXACHUATA M Apyra MNpUIOKHMA
HHGOPMALIKA, MOCOYECHA B KPATKATa XapaKTepUCTUKA Ha MaokauH (BK. Touka 4.3). Pa3TBopsT Ha
NUAOKAHH HHUKOra He TpaOBa na ce npuiara HHTPaBEeHO3HO.

Xolenuruasa

Korato npu yaTpa3ssykoBO M3cneABaHe ce HabmonaBar CeHkM, TpsabBa na ce MMaT NpeaBHA
BB3MOXKHH TMPELUNHTATH OT HedTpUaKCOH-KaIUMi. CeHkM, MOrpeliHO IPHETH 3a XKITbYHHU
KaMbHH, ¢4 OTKPUBAHH NPH YITPa3sBYKOBO M3CACABAHE Ha XTRYHHA MEXYP M ca HabJII0naBaHM MNo-
4eCTO NMpH N03H uedrprakcoH | g win noseue aHeBHO. C ocoOeHO BHHUMaHMe TpadBa ma ce
NOAXOXKAA NpH NleAHaTpHYHATA MOMyJauvs. TaKkMBa NPEUMNUTATH H34Ye3BaT cliel MpeKkpaTiBaHe
Ha TepanusTa ¢ nedTpuakcoH. Paako npenunurature OT LePTPHAKCOH-KATLMA ¢4 CBbP3aHH CbC
CUMINTOMHY. B CUMIITOMaTHYHHU CTy4au ce NpenopbyBa HEXHPYPru4dHO JICYSHHE U JICKapAT TpAOBa
na oOMHUCNIH npekpaTsaBaHe Ha JieUeHHeTo ¢ UuedTpHakCOH Bb3 OCHOBA HAa OLIEHKA HA KOHKPETHO
CBOTHOLUEHME I10J13a/ PUCK (BXK. Touka 4.8).

XoJjecrasa
[IpH mauueHTH, JIeKyBaHU ¢ Le(TpHaKCOH ¢a chODLIaBaHU CITyYyad Ha TAHKPEaTHT ¢ Bb3IMOXKHA
KJIeTb4Ha OOCTPYKLHS KaTO €THONOrHYHA npHYHHA {BXK. Touka 4.8). [Ipy moeeueTo nalHeHTH ca
HalULE PHCKOBU (PAKTOPH 3a XOJIECTA3a M YTAsBAHE, Hanp. NPEALIECTBALIO JIEYEHHE, TexXKOo
3a00NsiBAHE W TOTAIHO MapeHTepanHo xpaHeHe. He moxe aa c¢e M3KmOYM OTKIIOYBALL HIH
Ko(pakTop Ha CBLP3aHaTa ¢ LUePTPHAKCOH HKITBUHA NMPELIUMNNTALMA,

Hedponuruaza

Hma cbhobiienHs 3a crydan Ha HepoJHTHaza, KoATO € obpaTuma np
nedTpuakcoH (Bxk. Touka 4.8). B cuMnToMaTHyHM ciiydau TpadBa na ce u3Bb
uicneapaHe. Ynorpebara rnpu nalueHTH C aHaMHe3a 32 HeQpoJKTHA3A WIH C




TpaOBa ga ce OOMHCIHM OT JIeKapa Bb3 OCHOBA HA OLUCHKA HA KOHKPETHOTO CHOTHOLICHHE MOJ3a/
PUCK.

4.5. BzarMoaeHCTBHE ¢ IPYIH JEKAPCTBEHH NPOAYKTH H APYrA GOpMHE HA B3aAHMOJCHCTBHE

Paspeaureny, ChABpKAILY KaJILMiA, HAIIpUMEp pa3TBOpU Ha PHHrep win Ha XapTMmaH, He TpaOBa
na ce u3non3par 3a pasreapsaHe Ha ¢nakonute MEJJAKCOH nnu 3a gonmbeiHHATENHO paspexaaHe
Ha pa3TBOpeH (hIaKOH 3a MHTPABEHO3HO NMPHIOKEHHE, 3a1I0TO MOKe J1a ce 0Opa3yea NpeLMIUTAT.
[Ipeuunuranmsa Ha HePTPHAKCOH-KAILMHA MOXKe Ja Ce MONYYH U KOraTo LedTPHAKCOH C€ CMECH C
PAa3TBOPH, ChABPXKALUM KAILMHA B €JHA U CbIa JIHHHA 3a UHTpaBeHo3Ha UHPY3ua. Lledrprakcon
He TpaOBa na c¢ mpuiara €JHOBPEMEHHO ¢ HMHTPABCHO3HM PA3TBOPH, CHABPKALUH KANLWH,
BKJIIOUHTENHO UHQY3MH, ChOBpPXKALUM KANLUil, Hanpumep 3a MApPEHTCPANHO XpaHeHe Ipe3 Y-
obpaseH mbT. Berpeku ToRa, NpH NMALMEHTH, KOWTO HE €4 HOBOPOACHH, LUE(TPHAKCOH H pa3TBOPH,
CBOBPKALIH KAJILMHK, MOTAT Ja CE NPHIAraT nocJA¢aORATENHO €OHH clle] APYr, aK HHPY3IHOHHUTE
JIHHYH C€ TPOMHBAT A00pe Mexay HHPY3HHTE ChC CHBMECTHMA TEYHOCT. In vitro nmpoydupaHms ¢
U3MI0JI3BAHE Ha IU1a3Ma Ha BB3PacTHH H HOBOPOJEHH OT KPBB OT IBITHATA BPHB MOKA3BaT, Ye NpH
HOBOPOACHHTE HWMa MOBHIUEH PHCK OT MNpeuMnuTaiua nedTpHakKCOH-KanuMit (BX. ToukH 4.2, 4.3,
44,48 16.2).

EnHoepeMeHHaTa ynorpeba ¢ aHTMKOAry/laHTH 3a NEPOPATHO NMPUNOKEHHE MOXKe Ja YBENHYH
edpexta Ha aHTHBHTAMHH K H pHCKa OT KbpBeHe. IlpenopruBa ce 4ecTO MpociensBaHe Ha
MEXAYHAPOAHOTO HOpMalu3upaHo cboTHOoWEHHE (INR), kaTo HO3MpOBKaTa Ha JEKAPCTBOTO C
epexT HA AaHTMBUTaAaMHH K ce KOpurHpa CbhOTBETHO KaKTO [0 BpeMe, Taka H CJej JCUCHHE C
nedTprakcoH (Bx. Touka 4.8).

HMa npoTHBOpEYMBH [OaHHH 33 MMOTEHLUHANHO IMOBHIICHUE Ha OnOpeyHaTa TOKCHYHOCT Ha
aMHMHOTJIMKO3MAMTE, KOrato ce usnonsear ¢ uedanocrnopuHd. B nonoOHM ciaydyad Ttpabea
CTPHUKTHO [a C¢ Cna3Ba NpenopbY4UTENHOTO MOHHTOPHpAaHE HA HHBAaTa Ha aMMHOTJIMKO3HAHUTE (M
Onr6peuHara PyHKUMA) B KIMHHYHATA NIPAKTHKA.

B eano in vitro npoyusaHe ca HabMIOAaBaHM AHTArOHHCTUYHH edekTd npH KombuHaLma Ha
uepTpHaKkCOH U XJIopaMpeHHKOI. KITHHHYHOTO 3HaYE€HHE HA Ta3H HAXO0AKa HE € H3BECTHO.

Hama cpoblueHns 3a B3auMOIeiCTBHE MEXKIY LUEPTPHAKCOH H NIEpOPATHH MPOAYKTH, ChIBPIKAIIH
KILMHA, WIH B3aUMONEHCTBHE MEXAY HHTPAMYCKYJIeH LedTPHaKCOH U NPOOYKTH, ChIAbPMKAIIH
Kanuui (MHTpaBeHO3HH WM NEepOPanHu).

[Ipy nauueHTH, NekyBaHW ¢ LedTpHakcoH, TectbT Ha Coombs Moxe na nokaxke dQanuMeo
MONIOMHTENTHH PE3yJITaTH.

Lle¢rpuakcoH, nogoOHO Ha ApyrdH aHTHOMOTHLH, MOXe Aa AoBeae A0 (GalllIHBO TOJOMHTEIHH
Pe3YTaTH OT TECTOBE 3a FAIAKTO3EMHAL.

IlonobHoO Ha TOB4, HCCH3IUMHHTC MCTOAH 34 ONpCACIIAHC Ha MNIOKO34 B YPpHHaTa MOrart jJa aajaart
(l)a.IIIHHBD [IOJOAKHTECIITHH PE3YIITaTH. Ilo Ta3u INNpUHYMHHA ONpCACIIAHCTO Ha HHBOTO HA IJIKOKO34a B

YpHHATAa 11O BpEMC Ha JCHCHHC C uec]wpnaxcon TPHSB& Ada C€ H3BbpLIBa C CH3UMHH MCTOH.

He e HabmogaBaHo BiaoumiaBaHe Ha ObOpeyHaTta (ByHKLUMA clie] €AHOBPEMEHHO TpPHIAraHe Ha
BHCOKH [103H LePTPHAKCOH H MOLIHN AWYPETHLH (Hanp. dypo3eMun).

EOHOBpEMEHHOTO NPUWIOKEHHE HA NPOOEHEMA HE peaAyurpa €IHMHHHUPAHETO H

4.6. PepTRIHTET, OpeMEHHOCT H KbpMeHe




BbpeMEHHOCT:!

LledTpuaxcon npemMHHaBa npe3s najueHrapHara dapuepa. MMa orpaHudeHu gaHHy ot ynorpedara
Ha uedTpUuakcoH nNpH OpeMeHHH KeHH. IlpoyuBaHMATA IPH >XKHBOTHH HE IIOKA3BAT IIPEKH WIH
HENPEKH BpeaHW edexTd, CBbp3aHH ¢ eMOpHOHANHOTO/ (peTaNHOTO, I[IEPHHATATHOTO H
MOCTHATANHOTO pasBuTHe (Bx. Touka 5.3). LledTrpHakcoH Tpabea na ce npuiara no BpeMe Ha
OpeMEHHOCT H MO-CMELMATHO B MbPBHA TPUMECTbp Ha OpeMEHHOCTTa, CaMO akO MoJ3aTa
MPEBHILABA PHCKa.

KbpMeHne:

[ledTpHaKCOR ¢ce €KCKpeTHpa B KbpMaTa B HUCKM KOHLICHTpAlMKM, HO NP TEPalieBTHYHH AO3H Ha
LedTPHAKCOH HE Ce O4YaKBaT e(PeKTH NPH KbpPMEHH HOBOpOZCHH/ KbpMadeTa. BuIipekH ToBa He
MOXE Ja C€ M3KIIIOYH PHUCK OT AHapHA W rbOMdHa HH(EKLMA Ha JUraBMUUTE. BB3MOXKHOCTTA 32
ceHauOwmMzanua Tpabpa za ce MMa npeasua. Tpabpa Ja ce B3eME pPEIICHHE Jald Ja ce
NpeyCcTAHOBH KbPMEHETO WIH Aa C€ MpEYCTAaHOBH/ Ja He CE MPHIOKH TepanuaTa ¢ LePTPHAKCOH,
KaTO C€ B3€MAaT NMPEeABM NOJ3aTa OT KbPMEHETO 3a AETETO H 10J13aTa OT TepaluaTa 3a XKEeHaTa.

QepTHIHTET
PGHPOMFHBHHTE [MpOYHB4AHHA HC CaA IOKAa3daJIH JaHHH 34 HCXKCJIAHH PDCAKLIHH BHDXY (bepTHJ]HTETﬂ

NpH MB2KKH WIH XKCHCKH *XHBOTHH.

4.7. EdexTR BBPXY cOCOOHOCTTA 382 opHpaAHEe H padoTa ¢ MALLHAH

[Io BpeMe Ha neueHHe ¢ LeTPUAKCOH MOraT Ja Bb3HMKHAT HeXenaHH peakum {(Hamp.
3aMasgHOCT), KOUTO MOrar jAa TNMOBIMMAAT CocoOHOCTTA 3a wodHpaHe W pabota ¢ MailHHU (BX.
TOuKa 4.8).

ITaumenTuTe TpAOGBa Aa ca BHUMAaTENHM NpH WodKpane u paboTa ¢ MaLIMHA.

4.8. HexxenaBu J1IeKAPDCTBEHR PeRKIHH

Haii-uecTo cpobllaBpaHuTe HekeNaHH PCakKLIHHX 34 LlG(b'I]JHH.KCDH ca EDBHHD(I)HJIHFI, JCBKOIICHHA,
TPOMSOI.IHTDHGHHH, AHApHA, DGPHB H I[TOBHUILICHHC HA ‘-IEPHD,EIPDGHHTE €H3HMMH.

JaHHHTe 3a onpelieaHe Ha YeCTOTATA Ha HEXKENAHUTE peakluy Ha HedTPHAKCOH ¢a NMOTYYEHH OT
KITHHHYHH NPOYUBAHHA.

3a KIaCH(PUKALMA Ha YECTOTATA € HW3MOJ3BaHA CICAHATA KOHBCHLIMA:
MHoro yectH ( 2 1/10)

Yectu (21/100 - <1/10)

Heuectn (21/1 000 - <1/100)

Penku (2 1/10 000 — <1/1 000)
C Heu3sBecTHa HecToTaTa (OT HaUYHUTE JaHHK HE MOXe 11a ObJie HalpaBeHa OLIeHKa).

Crcremo- Yecrn HegecTn Peaxn C HeH3BECTHA 4e€CTOTA®
_opraHeH KJjac

Hudexkumn H l'enutanna ro6uuna | IceBmoMemGpanosen | CynepuHpekims
HH(eCTalIMH HH(pEKLIHA KOTHT

Hapywenus Ha | EosuHOQMIHA ['panynounToneHus X eMONUTHYHA AHEMHS
KpbBTa M | JIeekoneHus AHEMHS ArpagyJonurosa
nTAMd¢Hara Tpombounronenna | Koarynonatus

CHCTEMA

HapyuieHus Ha

WMYHHaTa

CACTEMa




AHadpunakToMaHA

peaKuus
CBpBXUYBCTBHTENHOCT
Peakiis Ha  Jarisch-
Herxheimer (BX. TOYKA
4.4)

Hapymienus Ha ['naBobonue Enxnedanonarus I'bpu

HepBHATa 3aMasHOCT

CHUCTEMA

Hapyiienus Ha CBETOBBPTEXK

YXOTO H

JTabHpHHTA

CepaeuHH CHHApOM Ha Kounis

HapyIlICHHA

PecniupatopHu, bponxocnasmm

I'PbIHH U

MEOHACTHHAHH

HAapYLICHHS

CroMaluHo- Muapus’ ["aneHe [MankpeaTur

YpeBHH Kaiaeu [Toepbmiane CroMaTur

HapyLUeHH H3NPaKHECHNUS [ ocur

XenaroOwinapH | IloBHIIEHH [Ipeumunuraims B

M HapYILICHHSA YePHOAPOOHH JTBYHHA MEXYD

€H3HMH KeprukTep

XenaTur®
XonecraTu4yeH
Xenarut™ °

Hapymenua Ha | O6pus [Ipypuryc YpTHKapus Cunapom Ha CTHBBHC-

KOJKaTa H JIKOHCHH

HOAKOXKHATa TokcHura enupepManHa

ThKaH HEKpOJH3a
Epurema myntudopme
OcTpa reHepanusupaHa
€K3aHTEMHa MyCTYJ03a
JlekapcTBeHa peaklms C
€03HHOGHIUA H
CHCTEMHH  CHUMIITOMHM
(DRESS) (Bx. ToOuYka
4.4)

Hapyluienus Ha XemaTypHs Onurypns

6B6pemTe H ["nroko3ypus bbOpeuna

NTHKOYHUTE NpeLUNKTALKS

MbTHUILA (obpartiima)

Obu Onedur Orok

HapyUIeHHA H bonka Ha MacTOTO Ha | BTpUcaHe

eeKTH Ha WHKCKTHpaHE

MACTOTO Ha [Tupekcus

NPHJIOKECHHE

Hacnenpanus [loBuien

KpPCATHHHH B KPBLBTA




NMNOJTOXKHTCIIHH

ONpEACTIAHE
FI0KO3a

HCCH3IHMHH MCTOJIHM 34

Ha

* Bb3 OCHOBAa Ha NOCTMAPKETUHIOBH CBOOWIEHHA. TBH KaTro TE3W pPeakuMH ce choOlaBat
AOOPOBOJHO OT MOITYJIALMA ¢ HECUTYPEH Pa3MeED, He € BH3MOXKHO HAAEKIHO 1a Ce OLIEHH TAXHATA
4eCTOTa, KOATO M0 Ta3U MIPU4YHUHA CE KATErOpU3Hpa KaTo HEU3BECTHA.

*Buskre TOuka 4.4.
¢ O6bukHOBEHO 0OpaTUM NpH IIPEKPaTABAHE Ha HePTPHAKCOH.

Wudexunn u nudecraumn
CrobiteHusaTa 3a guapua cnen ynorpedba Ha negTpuakcoH morar aa ca cebp3anHu ¢ Clostridium
difficile. Tpabpa na ce npunara nNOAXOAAIIO JieUeHHe ¢ TeYHOCTH M €JIEKTPOIUTH (BK. TouKa 4.4).

[Tpenunuranug Ha nedTpUaKcOH Kaauui

PenkH, TeXXKH H, B HIKOH CiTydaH, aTaJlHH HEXKEIaHH PEaKLMHU ca ChoOLaBaHu Npy HEAOHOCEHH
M JAOHOCEHH HOBOpoAeHH (Ha BB3pacT < 28 OHM), KOMTO €a JIEKYBaHH C HHTPABEHO3EH
uehTpHakcOR U Kanuuid. [IpenunuraTy Ha LeTpHaKCOH-KanuMUeBa con ca Habnoaasanu B benure
apoboee W OBOpeunTEe MOCTMOpTEM. BUCOKMAT PHUCK OT IMpELMIMTALMA IPY HOBOPOAEHH ce
OBJIKH HA MATTKMA UM KpbBeH 00eM M Ha NMO-ABJrHA NOMY>XHUBOT Ha LEGTPUAKCOH B CpaBHEHHE C
TO3HW NpM BL3PacTHU (BX. Touka 4.3, 4.4 u 5.2).

Hma cpobwieHna 3a cinyyau Ha npeuMnurauus B Ob0peuwrTe, rinaBHO nMpy aena Haa 3-roguliHa
Bb3pPACT, KOMTO Ca JIEKYBaHH WK C BUCOKH XHEBHH o3M (Hamp. > 80 mg/ kg/ nen), win ¢ obun
n034, npepuwiaamidi 10 rpaMa, ¥ NpH KOMTO € HMMal0 OPYrH PHCKOBU ¢QakTopH (Hanp.
OrpaHHYE€HHE Ha TEYHOCTHUTE WJIH NOCTE/IEH PEXHUM). PUCKBET OT 00pazyBaHe Ha NPEUMIIHTATH €
NOBHIIEH NMPH HMOOMIH3HpAHH WIH AeXHApaTvpaHH nauueHTH. Topa cubuTHe MOXKE 1A €
CHMITTOMAaTHYHO WJIH aCHMITTOMATHYHO, MOXe Aa JoBede 10 Ob0peyHa HEAOCTATHYHOCT U aHYpHA
H e 00paTHMO NpH npekparaBaHe Ha LedTpHakcoH (BXK. Touka 4.4).

HabmopaBaHa € npeuunuTaumMs Ha LeTpHAKCOH KallueBa CON B »KIBYHHUA MEXYp, IMTaBHO TpU
NallHEHTH, JIEKYBAHH C JO3H, KOHTO Ca IO-BHCOKM OT HOPENOpBhUHTENHATa ¢cTaHgapTHa no3a. Ilpu
Aella MpPOCMNEKTHBHU IMIPOY4YBAHHA €a MOKa3anud BapuaOwiHAa 4eCcTOTa HAa MNPELMUIHTALMUA [pH
MHTPABEHO3HO NpHAOKeHHe — Hag 3(0% B HAKOM NMpOy4YBaHHUA. YecToTaTa M3rIeKaa NO-HUCKA NMPH
O0asHa HHpY3ua (20 — 30 munyTH). To3H edeKT OOMKHOBEHO € aCHMIITOMATHYEH, HO B PEAKH
CIyyad nNpelMnuraTeTe ca OWIM NPUAPYKEHH OT KIWHHYHH CHMITOMH KaTo OoJika, rajeHe W
nospbliaHe. B Te3u cayuam ce npenoppuBa CHMNOTOMaTHYHO JedyeHwe. lIpeuunuranuara
OOMKHOBEHO € 0OpaTHMa NpH NpeKpaTABaHe Ha LeGTpUakcoH (BK. TouKa 4.4).

CrobiliaBane Ha NMOAO3YUPAHH HEXKEIAHHU PEAKLIMN
CrobuiaBaneTo Ha NOAO3WPAHM HEXeNaHW peaklUMW clael paspeliaBaHe 3a ynotpeba Ha

JIEKAPCTBEHHA TMNPOAYKT € BakHo. ToBa MNo3BoJsBa Ja TNpOAL/DKH HabmoaeHHeTO Ha
CHLOTHOILEHHETO MON3a/ PHCK 32 JeKapCTBeHHUA MpOAYKT. OT MeIMLMHCKUTE CMEeLUATUCTH ce
HM3KCKBa Aa choOlllaBar Befka NOAO3UpAaHa HEXKEJlaHa peaKlug 4Ype3 HalMOHA/IHaTa CHCTeMa 3a
choOIllaBaHE:

H3nbJHHTEIHA aT€HNHA N0 JJeKAPCTBATA
yi. ,.,Jamsan ['pyes” Ne 8

1303 Codusn

Ten.: +359 2 890 3417

yebcaifiT: www.bda.bg

4.9. Illpenozupane




[Ipn npepo3upaHe Morar jAa BB3HHKHAT CHMIITOMH KaTO rajacHe, MNOBpBIaHE M IHAPHA.
KoHueHTpauMuTe Ha LeQTPHAKCOH HE MOraT JAa ce IOHWXAT 4Ype3  XeMOAHaJAM3a HIH
NEpHTOHeaNnHa aAuann3a. HaMa cneumduueH aHTHAOT. JleueHHeTo npH npeno3upane Tpadea ga e
CHUMITOMATHYHO.,

5. PAPMAKOJIOTHYHHA CBOUCTBA
5.1. PapMAKOARHAMHAYHHE CBOHCTBA

dapMaKoTepaneBTUYHA IPyna: aHTUOAKTEpHANHHM CPENCTBA 338 CHCTEMHO TIPHIOKEHHE, TPETa
reHepatms uedanocnopunn; ATC kon: JO1DD04

MexaHu3bM Ha AEHCTBHE
[ledpTpuakcon MHxMOMpa cuHTEe3a Ha OakTepHaliHaTa KIETBhYHA CTEHA Clie[ MPUKPEnBaHe KbM

neHHUMUIHH-cBbpaBaluuTe nporeHHd (PBP). Tosa npuuuHsiBa npekbcBaHe Ha OMOCUHTE3a Ha
KJIeThbUHAaTa CTeHa (MNEeNTUAOrTHKAH), KOeTo BOAM [0 JIM3UpaHe H CMBbpPT Ha OakrepuanHarta
KJeTKa.

Pe3UCTEHTHOCT

baxrepranHara pe3HCTEHTHOCT KbM LEdTPUAKCOH MOXKE Ja C€ AB/DKH Ha eIMH WIH MOBeue OT
CIIEAHHTE MEXaHU3MHU:

- XHIponuza OT OeTa-nakraMasH, BKJIIOUMTENHO OeTa-nakraMasM ¢ pa3’liMpeH CHEKThP
(ESBL), kapbanenemasu u Amp C eH3UMH, KOUTO MOraT Ja ¢¢ HHOYLIMpaT WiM Aa ¢e aAenpecupar
CTaOWIHO TpHU onpeneneHu aepodHu ['pamM-oTpHuaTenHu bakTepHallHy BUAOBE

- HaMaJieH ahUHHUTET Ha NEHULIUIMH-CBBP3BALLUTE NMPOTEUHH 3a LHePTPHAKCOH

- HeTIPOMyCK/IMBOCT HA BbHIIHaTa MeMOpaHa npu ['paM-0TpULIATENTHHTE MHKPOOPTraHHM3MH

- baxrepuany epayKCHH NOMIHU

Hgar OBU CTOMHOCTH NnpHy TECTBAHC 34 YYBCTBUTCTHOCT

[IparopuTe CTOMHOCTH 3a MHMHMManHa HHXHOMTOpHa xoHueHTpauusa (MIC), ycraHOBeHH OT
Erponeiickata KOMMCHA 3a TecTBaHe Ha aHTUMUKpoObHa uyrcTBUTeNHOCT (EUCAST), ca

CICAHHTE.

TecT ¢ pa3pexnane
IlaToren (MIC, mg/1)

YyBcTBHTEIEH Pe3ucTenTeH
Enterobacteriaceae <1 > 2
Staphylococcus spp. a a
Staphylococcus spp. (I'pynu | 6 6
A,B,CuQG)
Streptococcus pneumoniae <0.% > 2
Streptococcus ot  rpyna | 0.5 >0.5
Viridans
Haemophilus influenza <0.12° > (.12
Moraxella catarrhalis <1 > 2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitides <0.12" > (.12
HecBbp3aH ¢ BHA <1 >2

a. qYBCTBHTeIlHDCT . nﬁnpaaﬁupama CC OT HYBCTBUTC/IHOCTTA KbM l.lE(bOKCHTPIH.
0. I‘IYBCTBHTEJ'IHGCT, nonpaaﬁnpama CC OT YYBCTBUTCJIHOCTTA K'BM IICHHLIWIHH.

B. M3onarure ¢ MIC Ha uedTpHakcoH Hal NMparoBaTa CTOMHOCT 38 YYBCTBHTENHOCE-S TiC

aKo ce OTKpuAT, TpAOGBa Aa ObAaT TeCTBaHH NOBTOPHO, H aKO OBAAT MOTBBPIE
H3MpaTaT Ha pedepeTHa JadopaTopui.

r. [lparosure CTOMHOCTH C€ OTHACAT 3a JHCBHA HHTPaBeHO3Ha 103a OT | g X

Hati-mManko 2 gx 1,




KJMHHYHa € DHKACHOCT ¢ cre HYHH NATOrE€HH

YecTroTaTa Ha NpHACOHTA PE3UCTEHTHOCT MOXE [a BapHpa rearpad)cki H BbB BpEMETO 3a H30paHH
BHIOBE M € XEJATCNHO HAIMYHE Ha JIOKajJlHa HHGpOpMaLlHA 3a PE3HCTEHTHOCTTa, 0COOEHO NpH
neyeHHe Ha TexkH MHpekuun. [Ipy HeoOxoauMocT TpabBa Na ce NMOTHLPCH EKCINEPTEH CHBET,
KOFaTO JIOKAlTHATA 4ecTOTa Ha PE3UCTEHTHOCT € TaKapa, 4Y¢ MONE3HOCTTa HAa UEPTPHAKCOH IpH
MOHE HAKOH BHAOBE HHPEKIIMH € MO BENPOC,

O0uKHOBEHO MYBCTBHTEC/IHH BHIOBC

["paM-nonoxuTeTHK acpobu

Staphylococcus aureus (METHLWIHH-YYBCTBUTENHM ) £
Koaryna3sa-HeraTHBHH CTaQHIOKOKY (METHLIWIHH-YYBCTBUTENIHH) £
Streptococcus pyogenes (1 pyna A)

Streptococcus agalactiae (I'pyna b)

Streptococcus pneumoniae

Streptococcus ot rpyna Viridans

['paM-OTpHUATENHH aepodu

Borrelia burgdorferi
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoeae
Neisseria meningitides
Proteus mirabilis
Providencia spp.

Treponema pallidum

Braose, 32 KOKTO MOXKe A8 HMa NpodJIeM ¢ OPHAOOHTA PE3HCTEHTHOCT

[ paM-nonoKUTenHu aepobu

Staphylococcus epidermidis+
Staphylococcus haemolyticus-+
Staphylococcus hominis-+

['pam-oTpHULIATETHH aepodu
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia colix
Kliebsiella pneumoniae”
Klebsiella oxytoca”
Morganella morganii
Proteus vulgaris

Serratia marcescens

AHaepobu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.

Clostridium perfringens

MHKpOOPraHH3MH ¢ IPACHINA PE3HCTCHTHROCT

[ pam-NoJIOXKHTEIHH 8epobH




Enterococcus spp.
Listeria monocytogenes

[ 'paM-OTpHLATEIHYU aepobu

Acinetobacter baumannii

Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepobu
Clostridium difficile

HE}{!:HZ

Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.
Legionella spp.
Ureaplasma urealyticum

£ Bevuky METHUMIMH-PE3UCTEHTHH CTAQMIOKOKH Ca PE3UCTEHTHH KbM e TPHAKCOH.
+ YecToTa Ha pe3ucTeHTHOCT > 50% B Hali-MalKo eJMH PEerHoH.
% ESBL-npoayumpainre mamMope ca BHHArH pe3UCTeHTHH.

5.2. PapMaAKOKAEETHIHHA CBOHCTBA

Ab6copbuus

Cnen uHrpaBeHO3HO Oonyc npunoxkenue Ha uedtpuakcoH 500 mg u 1 g, cpeAHHTE MHKOBH
IJIA3MEHU HHBAa Ha LE(TPHAKCOH ca CbOTBeTHO npubnuzurenHo 120 u 200 mg/ 1. cnen
HHTpaBeHO3Ha HHGY3us Ha uedrpuakcoH 500 mg, 1 g u 2 g, niasMeHWTe HHBA HA Lie(TPHAKCOH
ca cbOTBeTHO npubnuzurenHo 80, 150 n 250 mg/ |. cnen HHTpaMyCKYJIHO HHXKEKTUPAHE CPEAHHTE
MHKOBHM IU1a3MEHM HHBA Ha HE(TPHAKCOH ca NMpHOJH3ZMTEHO HAMOJIOBHHA Ha HabniozaBaHuTe
CIEH MHTPABCHO3HO TpWIOXKEHHEe Ha €eKBHBAJIEHTHa JAo03a. MakcdmanHata TIula3MeHa
KOHOEHTpALUA Ciie]] €AHHAYMHA 1034 OT 1 g HHTpaMyCcKyJHO € okosio 81 mg/ 1 u ce moctura 2 — 3
yaca cliell MpWIoXKeHKe.

Ilomta nol KpuBaTa IUIa3MEHA KOHLIEHTPALMA — BPEME CJIE[ MHTPAMYCKYJHO MPHIOXKEHHE €
€KBHUBAJICHTHA Ha Ta3M CJie]l MHTPaBeHO3HO MPWIOKEHHE HA eKBHBAIEHTHA 1034.

PasnpeneneHue

Ob6eMbT Ha pasnpeaeacHue Ha uedrpuakcoH € 7 — 12 1. KoHLeHTpaliMH MHOTO Hal MUHKMAITHUTE
MHXHUONTOPHH KOHLCHTPALHH Ha MOBEYETO MPHIIOKHMMH TMATOI€HHM MOraT Ja Ce€ OTKPUAT B
TBbKaHHTE, BKIIOYHTENHO Oenutre OpoboBe, CLPLETO, MUIBYHHTEC NBTHILNA/ YEepHHA apod,
CIIMBHLIMTE, CPEIHOTO YXO W HOCHATa JIMIaBHLIA, KOCTUTE W B LepeOpocnuHANHATA, [UIEBPAIHATA,
[IpOCTAaTHATA U CHHOBHA/IHAaTa TevyHOCT. I1pu MHOroKpaTHO npwiokeHue ce Hadbmonaesa 8 — 15%
MOBHUICHHE Ha CpeJHAaTa NMHMKOBA [U1a3MEeHa KOHLUeHTpanud (Cmax); cTaMOHApPHO CBhCTOAHHE CE
JIOCTHIa B MOBEUYETO CITyYad B paMKHTE Ha 48 — 72 yaca B 3aBUCHMOCT OT ITHTA HA MpHIaraHe.

IIponuxeane 8 KOHKpemHYU MoKaAHY

[lepTpHakcoH npoHHKBA B MeHHHruTe. [IpOHMKBaHETO € HAH-TOIAMO, Koram NUARS
Bb3anajleHd. CpelHM NUKOBM KOHLEHTPALMM Ha LEPTPHAKCOH B J'lHKBOpa ‘«(
OakTepHaseH MEHHHTUT ce cboOiaBar cbc CTOHHOCTH A0 25% oT rmasme:HHTe
¢ 2% OT IU1a3sMeHHTe HUBA IPH NAlMEHTH C HEBb3NaleHd MeHUHru. [1ukoBm §1
uepTprakcoH B LepeOpocnUHAIHATA TE€YHOCT C€ AOCTHraT NPUONH3IMTENHO |K 5-




MHTPaBECHO3HO HHXKeKTHpaHe. LledpTpuHakcoH npeMHHaBa TUlaLcHTapHaTa Oapvepa H ce
E€KCKPETHPA B KbpMaTa B HUCKH KOHLIEHTPAUMH (BXK. TOYKa 4.6).

Cevpasane ¢ npomeunu

[ledbTprakcoH ce cBbp3Ba 00OpaTHMO ¢ alnOyMHHA. CBBbP3BAHETO C ILUIA3MEHHTE MPOTEHHH € OKOJIO
95% npH KoHUeHTpauMM B InasMara noa 100 mg/l. Crbp3paHeTO € HACHLIAEMO M CBbp3aHaTa
4YacT HaMajifgBa C MOBHIUABAHE HA KOHLEHTpauuara (1o 85% npu KoHUEHTpauua B rwiasmara 300

mg/ 1).

buorpaHchopMa
LledTprakcoH He nNpeTvpnaBa CUCTEMEH MeTabONMU3BM, 2 Ce NPEeBpPbLIA B HEAKTHRHHM MeTaboJIMTH

OT upeBHATa (nopa.

Hayuenmu ¢ 6vbpeuno wru yeprodpobro yepexcoare

[Ipy naupeHTH ¢ OBOpeyHa wuar uepHoapobHa aucPyHkUHA dapMakOKHHETHKAaTa Ha
HeQTPHAKCOH C€ NPOMEHA MHHHMAJMHO C JIEKO YAB/DKABAHEC HA TOMYKHBOTa (MO-MANKO OT
NBYKPATHO), IOPH MPH NALMEHTH € TEXKKO HapylieHa 6p0peuHa yHkLms.

CpaBHUTETHO MaAKOTO yIOb/DKaBaHe Ha MOXY)KHBOTA NMpH OBLOpevHO yBpexaaHe ce o0scHABA C
KOMIICHCATOPHO [IOBHIIEHHE HAa HeOLOpeyHHs KNIMpPBHC, NOMYYaBallO Ce€ B pe3yNTaT Ha
HaMaliBaHE Ha CBBLP3BAHETO ¢ NMPOTEHHUTE U CHOTBETHO YBEITHYCHHE HA HeOBOpEeUHMA KIHPBHC
Ha O0LHS HePTPHAKCOH.

[Ipu naumeHTH ¢ 4epHOAPOOHO YBpEKAaHe CITMMUHALMOHHHMAT MOTYXHBOT Ha eI TPHAKCOH HE CE
YABJDKABA BCIIEACTBUE HA KOMIICHCATOPHO YBEAH4YeHHE HA OBOpeuHnd kiHpbHC. ToBa ce ABJDKH H
Ha YBEJIMMEHHEe Ha CBoOoJHaTa (ppakiuus Ha LUEPTPHAKCOH B IUIa3Mara, KOETO JONpHHACA 3a
HabJlI0aBaHOTO NapalOKCANHO YBeNHYeHHe Ha OOLIMA JICKAPCTBEH KIHMPBHC, C YBEJIHUEHHE HA
obeMa Ha pasfnpeaerneHue napaneiHo Ha TOBa Ha O0LIMA KJIIMPBHC.

Aopa 8 cmapueckd 6b3pacm
IIpi xopa B crapuecka BB3PACT HAA 75 TrOAHHHM CPERAHUAT CIIMMHHALMOHEH MNOMY>KUBOT
OOHKHOBEHO € JIBa 10 TPH ITHTH NO-roJisM OT TO3U NIPH MJIaJAK BBE3PACTHH MALUEHTH.

HHeouampuuna nonyaayun

[TomykHUBOTBT Ha LEePTPHAKCOH € YAB/DKEH NpH HOBOpoAeHH. Or paxnmanero Ao 14-gHeBHa
Bb3PACT HMBaTa Ha CBODOACH HePTPHAKCOH MOrarT Za ce MOBMUIAT ACIMBIHHUTENHO OT (aKTOpH
KaTO HaMajieHaTa rioMepyiaHa Guarpauus U MpOMEHEHOTO CBhp3BaHe ¢ nporeunure. B nepHoaa
Ha AETCTBOTO MOMYKHBOTHT € NMO-HUCHK OT TO3M NPH HOBOPOAECHH UIH MPH BL3PACTHH.
[Ina3sMEeHHAT KIMPBHC U 00eMBT Ha padnpenencHure Ha obuma 1eTPHAKCOH ¢a MO-BHCOKHM Npy
HOBOPOACHH, KbPMa4YeTa M AcLa, OTKOJIKOTO NPH Bb3PAaCTHHTE.

JInHeHHOCT/ HEIHHEHHOCT

QapMakOKHHETHKaTa Ha LedTpMaKCOH € HeNMUHelHa M BCHYKH OCHOBHH (papMaKOKHHETHYHH
MOKA3aTeJH, ¢ H3KIIOYEHHE HA €IMMHWHALIMOHHHA TNOJY>KMBOT, Ca J0303aBUCHMH, aKo ce Haszupar
Ha o0liaTa NeKapcTBEHa KOHLEHTpalUHA, MOBHINABAHKH ce Mo-ciabo oT mponopLHMOHANHOTO C
nos3ata. HennHnelHocTTa ce ABKM Ha CATypalUHA Ha CBBLP3BAHETO C IUIA3MEHHTE TMPOTEHHM H
3aToBa ce Habmojnasa 3a oflMa rasMeH HedTPHAKCOH, a He 3a cBOOOAHUR (HECBBP3aH)

e TPUAKCOH.

Bpb3ka ¢papMakokHHETHKA — dapMakoTMHAMHKA

Kakro npu apyru bera-nakraMmn, HHAEKCHT PpapMakOKMHETHKA — (dapMaKoIMHAMHKA, NOKa3Ball]
Hai-no06paTa Kopenauua ¢ in vitro e(pMKacHOCTTa, € NMPOLEHTHET OT MHTEpPBaNa Ha. JOSAr

KOMTO KOHUCHTPALMATA Ha HECBLP3AHO JIeKApCTBO OCTaBa HAJ MHHHMAJIHAW
koHueHTpaius (MIC) Ha uedpTprakcoH 3a OTAENHUTE TapreTHH BUaOBe (T.€. %7

5.3. [IpeaxnAHAYHH NaHHH 32 0€30MACHOCT




UMa NaHHHU OT NPOYYBaHHUA NPH XHUBOTHH, Y€ BUCOKH NO3H HA LedTPHAKCOH KaniueBa col BOAAT
10 06pa3yBaHe Ha KOHKPEMEHTH U NPELIMNMTATH B 3UTHHHUA MEXYD Ha Kyuera ¥ MaliMYHH, KOETO
ce e okazano obparumo. IIpoyysaHusTa NpH XHBOTHH HE Ca Aank AaHHH 34 peENnpoOAYKTHBHA
TOKCHYHOCT M TreHOTOKcHuHOCT. [IpoyuBaHusa 3a KapuUWHOICHHOCT Ha LiepTpHaKCOH He ca
IpOBEXKIAHH.

6. DPAPMAIIEBTHYHH JAHHH
6.1. CnycbK HA NOMOUHHTE BeUIeCTBA

JlekapCTBEHHAT NPOAYKT HE ChABPKA MOMOLLHHN BEUIECTBA.

6.2. HecbBMECTHMOCTH

PasTBOpHTE, ChObPXKAWH LEPTPHAKCOH HE Tps6Ba Aa 6BAAT CMECBaHHM C WIH J1I0DABSHH KbM
APYTHU MPOAYKTH.

[/1aBHO Pa3TBOPH, ChIbprKALLK Kanuuii (KaTo pa3TBoOp Ha PuHrep WM pasTBOp Ha XapTMaH) HE
TpsAGBa Ja Ce M3MOJ3BAT 3a pasTBApAHC HA HeTPUAKCOH MM 3a MOC/CABAINO Pa3peiiaHe 3a
MHTPABEHO3HO MPWIOKEHHE, ThbH KaTo MOXE Ja Ce obpa3ysaT npelMnuTaTy. LleQTpHaKcoH He
Tpa6Ba fia ce CMecBa MM npuiara €AHOBPEMEHHO CBC ChAbPHKALLH KaJLuii pa3TBOPH (BHXK TOYKH
4.2,4.3,4.4u4.3).

JIuTepaTypHH A2HHK COYAT, Y€ LEPTPUAKCOH € HECHBMECTHM C aMHHOTTTMKO3HKH AHTUOMOTHULIH,
aMCcaKpHH, GykoHas3oJ, nadeTanon u BAHKOMHWLHMH.

6.3. Cpok Ha roaAHROCT

[Ipax 3a HHXXEKUHMOHEH pa3TBOP: 3 TOANHH.
[TpuroTsen pasTBop: TpAGEa [la Ce H3MOJI3BA HE3a0aBHO.

6.4. CrieltHAJIHH YCJIOBHA HA ChXPAHEHHE

[Mpax 3a MHKEKLMOHEH pa3TBop: TO3M NeKapCTBEH MPOAYKT HE H3UCKBA CreilHalHy YyCJAOBHA Ha
cbxpaHeHne. ChxpaHsBaiiTe pNaKoOHWTE B KAPTOHEHATA KyTHA, 32 1a I'd NIPEANA3HTC OT CBET/IHHA.

XuMuueckara v ¢usnueckara cTaOMIHOCT Ha TNPHIOTBEHWA pa3TBOp C€ 3ailaskd 6 uaca,
cbXpaHsBaH Npu Temnepatypa nop 25°C unu 24 yaca, ChbXpaHaBaH B XIaAWTHHK (2 - 8°C).

Ot MUKpOOMONIOrMYHA INeAHa TOYKa, FOTOBMAT 34 ynotpeda npoaykT Tpabsa Aa ce M3NOJ3BA
He1abaBHO. AKO HE ce M3Moa3ea He3abapHo, NOTPEOHTENAT € OTTOBOPEH 3a YCAOBHATA H NEPHOAA

npean ynotpeba, KoiTo He TpaOBa fa npeeuiuasa 24 4aca NpH CbXpaHCHHE B XJIaAHJIHUK OT 2 -
8°C.

6.5. Bua ¥ cpabpxKaHMe HA ONMAKOBKATA

BesuBeTHH CTbKJEHH (IaKoHH, ¢ FYMEHa 3anyllianka »u ajlyMuHUCBA obkatka (cbc unu 6e3
[11aCTMACOBA OTYYIMBAILA C€ Kana4ka).

BropuuHaTa onakoska cbabpka 1, 10, 50 unu 100 Opos drakonm.
He BCHYKM BHAOBE OMAKOBKM MoraT Aa Gbaar nycHatv B npojaxoa.

6.6. CuenHanHy npesNa3HH MEPKH NPH H3XBBLpasHe/H paboTa

Pazmeapsne 3a UHHCEKYUR Uau unQy3un:

PasTsapsaHeTo Tpabsa Aa 6bAe H3BBPLICHO NpH MOAXOAALUH YCJIOBHA W
NpeAnasHY MepKH, 3a Ja ce u3berHe MUKpPOOHO 3ambpesiBaHe. [penopsF

 —
U3MON3BAT NMPACHO MNPHUTIOTBCHH Pa3TBOpH, PA3TBOPHUTC 3ana3Bart akKTHUBHOC aé | ¢l
6’} b i
<




ChbXpaHABAHH NpH TeMmneparypa nox 25°C win ao 24 uyaca npu Temnepatypa 2 no 8°C. Cren
pa3TBapAHE Ce nojrydasa 61en0 XKuaT, 40 KexaubapeHr Ha LBSAT pa3TBROP.

Humpamyckynna uncexyun.

PaztBapsHeTo craBa ¢ 1%-eH pasteop Ha lidocaine hydrochloride; 1g Tpsabea na 6bvne pasTBOpeH ¢
3,5ml pastBop. Ilpunara ce upe3 apAOOKa HHTPAMYCKY/IHA MHXKEKLHA, AKO J03aTa HaJaBHIlaBa |
g, T4 TpaOBa na Obpae pazfencHa M MPWIOKEHA HA NOBEYE OT €AHO MECTa 3a HIbKeKTHpaHe. Cnen
pa3TBapaHe ¢ lidocaine, He TpAOBa 1a ce nNpuiara HHTPAaBEHO3HO.

Humpagernozna uHIICeKyun.

PasTeapsaHe ¢ Boja 3a HHxeKkuuM; 1 g Tpabra na 6bae pastBopeH B 10 ml BOJa 32 MHXKEKLIUH.
[Ipunara ce upe3 6aBHa HHTPaBEHO3HA HIDKEKLMA HaZ [iBe O YeTHPH MUHYTH.

Humpagenosna ungysus:

Pa3ztBapaHeTo Ha nedrpuakcol 2 g Tpabsa na 6bae Hanpaseno ¢ 40 ml nogxoasu HHPY3HOHEH
pa3TBOp, 0e3 kanuui. [loaxoaswu ca cneAHUTE HHPY3HOHHH Pa3TBOPH: Pa3TBOpH Ha dextrose 5%
wm 10%, pazrsop Ha sodium chloride, pastBop Ha sodium chloride 0,45% u dextrose 2,5%,
dextran 6% B pastBop Ha dextrose 5% u pasrsopu Ha hydroxyethyl starch 6%-10%.
[IpunoxeHuero Tpadpa aa crane upe3 0aBHa MHTPABEHO3HA MH(Y3MA, ¢ NMPOABIKHTETHOCT Hak-
Manko 30 MuHyTH. PazTBOpBT He TpaORa ma Obae noOaBAH WiIH CMECBAaH C pa3TBOPH, ChABLPXKALUH
apyru nobasku. lledTpuakcoH He € moxxoasm 3a ynorpeba cbhe ChABPHKAIIH KAMIHA Pa3TBOPH,
KaTo pa3TBOpHTe Ha Hartmann u Ringer.

7. IPUTEXATEJI HA PAZPEIIIEHHETO 3A YITIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., Limassol 3011, Kumsp
8. HOMEP(A) HA PASPEINIEHRHETO 3A YIIOTPEBA

MEJAKCOH 1 g:
Per. Ne: 20050574

MEJJIAKCOH 2 g:
Per. Ne: 20050575

9. JATA HA ITBPBO PA3ZPEIMIABAHE/MOJHOBABAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA -

JaTta Ha nmbepBO pa3pewiaBane: 07.12.2005 r.
HJarta Ha nocneano noaHopsaane: 28.07.2011 r.

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

04/2025




