KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HME HA JEKAPCTBEHHA ITPOAYKT

e rpnaxcon-Yalikagapma 2 g npax 3a HHXEKIIMOHEH/MHPY3HOHEH pa3TBOP
Ceftriaxon-Tchaikapharma 2 g powder for solution for injection/infusion

2. KAYECTBEH H KOJIMMECTBEH CHhCTAB

[ledTpnakcox-Yaiixagapma 2 g npax 3a UHXKEKUHOHEH/UHQYIHOKEH PAa3TBOD
Beekn ¢akoH chabpxka 2 g uedtpuakcoH (cefiriaxone) noxr ¢opMara Ha HaTpuesa con (sodium salt).

[ToMOLIHO BEILECTBO C H3IBECTHO AEHCTBHE:

LledTpnakcon-Yaiikadbapma cbabpika npubanzurenHo 83

LedTPHAKCOH,

Kpamia XapaKmepucuKs Ha nPOgYRTAR - [Iimoxenus 1
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3. JEKAPCTBEHA ®OPMA

2 g npax 3a HHKeKLUMOHen/MHGY3UOHEH pa3TBOp
[Ipax 3a MHKeKLHOHEH/HH(Y3NOHEH PA3TBOP.

lllllllllll FAA kA FA AR /II-IHIIIlll“llliilllllillil.ll

BesupeTeH CThKAEH (uUiakoH, ChaAbpPKAll MOYTH O4J1 40
4. KJAHHYHHA JAHHH

4.1 TepaneBTHUHH NOKA3aHHA

[{edTprakcoH € MOKa3aH 33 Ne4eHHe HA CNeRHUTE MH(EKUWYN NPY Bb3PACTHH U JIELIa, BKIIIOYUTEIHO
AOHOCEHH HOBOPOACHH (OT MOMEHTA HA PAXKRAHETO):

bakTepHaneH MEHHHIHT,

[TueBMoOHMS, NpUA0ONTA B OOLIECTROTO;

Ho3oxkoMuanHa NHEBMOHMUS

OcTbp CpeacH OTHT;

HUuTpaabnoMuaniu nHPpeKLHH;

YenoxxHeHH MHeKLMH HA MHKOYHUTE NbTHLLA (BKIHOYHUTENHO MHENOHEDPHT);
Hudexkunun Ha KOCTUTE U CTABUTE,

YcenoskHeHn HHPEKLIMKY HA KOXKATa U MEKUTE TbKAaHH,

["'oHOpeH;

Cudunuc;

bakTepualeH eHAOKAPAHT.

| ledTpHakCOH MOXKE 1A Ce H3NON3BA:

. 3a neuenne Ha 00OCTPAHMSA Ha XPOHHUYHA 0OCTPYKTHBHA OenoapobHa GonecT npu Bb3pacTHH;
. 3a neueHue Ha AUceMHHHpaHa JlaliMcka Oopenuo3a [paHna (craamii 11) ¥ kecHa (craguii I11)]
[MpH Bb3PAcTHH H Jelid, BKIIOYUTENHO HOBOPOAEHH Ha BB3PACT OT |5 AHM Harope;

. 3a npeaonepaTMBRA NPOQUIAKTHKA HA MHPEKUHUH Ha OIEPATHBHOTO MACTO;

. [Tpi neyeHneTo Ha nauueHTH ¢ Gedprina HEYTPONEHUA, 3a KOATO Ce NMOL03HUpa, Y€ ¢ IbIKH
Ha OakTepHaiHa HHpEeKUUA;

. [py AeyeHHeTO HA NAUKMEHTH ¢ DaKTepHeMUs, KOSTO Bb3HHKBA BbB BPBb3Ka C HAKOA OT

HHpEKLIMHTE, H30OPOEHH 0-Tope, HIIH CE MOJ03Hpa, Y€ € CBbP3aHa C HAKOA OT TAX.

Lledtpraxcox TpaOBa Aa ce npunaara eAHOBPEMEHHO C Apyry aHTHOAKTepHaNHU CPEACTBA B
KOTaTO Bb3MOXKHHSAT CIIEKTbP HA OaKTEepHANTHUTE NPHYMHHTENM HE NMONAaJa B HErOBHA CNE

TO4Ka 4.4).




Tpabea aa ce MaT npeaBna opHUMANHHTE HRCOKM 3a NPaBUIIHA ynoTpeba Ha aHTHDakTepHaHy
CpeACTBA.

4,2 J1o3npOBKA H HAYHH HA NPHJIOKEHHE
O3HpOBKa

Jlozara 3aBHCH OT TEXKECTTa, Yy BCTBHTETHOCTTA, MACTOTO U BHAA HA HH(PEKLHATA, KAKTO U OT
BB3pacTTa, YepHOApoOHaTa U ObOpeuHaTa GyHKIHUA HA NaLUEHTA.

Jlo3uTe, npenopb4ary B TaOMHIIUTE NO-A071Y, Ca 00OMUAHHHTE NPENnoPbYMTEIHH 103U NPU TE3H
noxasauus. [Ipy ocobeno Texky cyyan TpaOBa na ce 0OMUCNH nNpunaraHe Ha 1034 Ha ropHarTa

rpaHHua Ha Nperopb4YHTCIIHUA JHANAa30H.

Bwv3pacmuu u deya nao 12 zoounu ¢ menecio meano > 50 kg

Ho3apoBka Ha YecToTa HA Iokazanugn
HEPTPHAKCOR™ npujaarage™*

[IHeBMOHHS, puaoOHTa B 0OLIECTBOTO
OO0oCTpAHUS HA XPOHUWYHA OOCTPYKTHBHA
OenoapobHa bonect

-2 g Bennnk AHEBHO UuTpaabaoMHHanHi HHGEKUMH

YcnoxHeHH HHpEKUMY Ha MHKOYHUTE MbTHLIA
(BIJIIOUHTENIHO HENOHeDpUT)
HozokoMHanHa NnHeBMOHHUS

2g Beausx AHEBHO YCnoXKHEHH HHEKLIUY HA KOXATA H MEKMTE TbKaHH

HNubekuun Ha KOCTUTE U CTABHUTE
JleueHue Ha nauUeHTH ¢ $pedpUHa HEYTPOIICHHS, 3a
KOATO C€ MOJ03MPA, Y€ ¢€ AbJDKU Ha DaxTepuansa

24 ¢ Beaunx aneBHO HHGeKLHA
baktepuaneH eHAOKapANT

Bﬂl{TEPHHJIEH MEHMHTUT

* [Ipu noxyMmeHTHpana Gakrepuemus T‘pﬂﬁﬂa na ce 0OMHCIIM MpUnarase Ha J034M Ha ropHaTa rpaHHiia

Ha NPENOpPBLYHTENHHA IHana3oH.
**Moxxe na ce OOMHCAY NPUIOXKEHHUE ABA ITbTU JHEBHO (Npe3 |12 yaca), KOraro ce npuaarar 403m, no-

BHCOKH OT 2 g AHERHO.

[Tokazanus 3a BB3PACTHH U Jena Ha Bb3pacT Haj 12 roaunam (> 50 kg), npH KOUTO HMA HYXKAA OT
CIElHAJIHU CXEMH Ha NpHUNaraHe:

Ocmyvp cpeoen omum

Moske Ja ce NpUNOKH eAUHKYHA 1033 LedTpHAKCOH 1-2 g UHTPaMYCKYHO.

OrpaHnueHn JaHHH 110KA3BaT, 4Ye B CNYYal, KOraTo NauMeHTbT € C TEKKO 3ad0oNsBaHe HIIH
NMPeAXOAHOTO JieYEHHE He € OUJI0 YCMEUIHO, UePTPHAKCOR MOXe 1a € edeKTHBEH NPH NPUAaraHe B
J03a -2 g AHeBHO UHTPaAMYyCKYJIHO B IIPOAbIDKEHHE Ha 3 JHH.

IIpedonepamuena npogunaxmuxa Ha uREEKYUYU HA ONEPAMUEBHOMO MACMO
2 g KaTo €AUHHUYHA NPEeAOTNIepaTHBHA Q03a.

[ onopes
500 mg kato eAMHUYHA 1033 HHTPaMYCKYJTHO.

Cugpunuc
ﬂpHHuunHo npenopbunTenHuTe 4034 ca 500 mg—1 g BeAHBLXK AHEBHO, C NOBULIABAHE




HEBPOCU(PHUINC, ce fasupaT Ha OrpaHHYeHU JaHHH. TpadBa Ja ce UMAT NPeABHA HAUMOHATTHUTE WIIH
MECTHUTE YKa3aHHs.

Hucemunupana Jlaumcka bopenuosa [panua (cmaouu Il) u kevcna (cmaouu 11l)]
2 g BeAHBK AHEeBHO 3a 14-21 nuu. [IpenoprunTendHaTa NpoAb/DKUTENIHOCT Ha JICYEHHE € PA3IMYHA |
TpaOBa Ja ce UMAT NPEeABU HAUMOHAIHUTE WIH MECTHUTE YKa3aHu4.

Ileduampuuna nonyaayus

Hoesopodenu, xepmavema u deya na vapacm om 15 onu 6o 12 200unu (< 50 kg)
3a nena ¢ renecHo rerso 2 50 kg rpa6Ba na ce pasa obHyaliHaTa 1032 32 BL3PACTHH.

Josupopka Ha | YecToTa Ha Moxazanns
HepTPHAKCOH™ | mpHJarane™”

NuTpaabaoMuHanHu HHPeKIHH

YcaoxHeHH AHQEKUHA Ha MUKOYHUTE MTbTHLIA

50-80 mg/kg BenHbX AHEBHO (BITHOUMTEIIHO THENIOHEe(PPHT)
[THeBMOHUA, NpHACOHTA B 0OLIECTRBOTO

HozokoMHEaTHA THEBMOHKA

YCN0KHEHH HHCPEI{H,HH Ha KOXAaTa H MCKHTE ThKaHH

HMH(exuuy Ha KOCTUTE H CTABHTE

50-100 mg/kg
(Maxc. 4 g) Beawnk 1HeBHO Jleyenne Ha nauyenT ¢ pebpriHa HeyTPONEHHH, 3a
KOATO C€ NOAO03NPA, Ye ce IbIKH Ha DaxTepuanya
| HHpeKuHS
80-100 mg/kg
(MaKkc. 4 g) Benubic THEBHO bakTrepuaneH MEHWHTHUT
100 mg/kg
(Maxc. 4 g) Benusx asesHo bakxtepuanen eHI0KapaAUT

* TIpu nokyMeHTUpaHa OaktepueMns Tpsbea Aa ce 0OMUCAH NpularaHe Ha 034 Ha FOPHATA MpaHHULA
Ha MpenopbYHTEAHHA AHANA3Z0H,

** Moxe na ce oOMHUCIU NPUIOKEHHE ABA ITbTH AHEBHO (npe3 12 yaca), KoraTo ce npuiarart Jo3H,
I0-BHCOKH OT 2 g AHEBHO.

IToka3zaHus 3a HOBOPOAECHH, KbpPMa4eTa ¥ Aela Ha Bb3pacT oT 15 anu no 12 roaunn (< 50 kg), kourto
HMAaT HYKJa OT CNeLMHanHU CXEMH Ha NPUiaraHe.

Ocmup cpedexs omum

3a HayaNHO JIeYEeHUE HA OCTBP CPEACH OTUT MOXKE [id C€ MPUITOXKU €INHNYHA 303a LledTprHakcoH-
Yaiixagapma ot 50 mg/kg unTpamyckynno. OrpaHuueHH JaHHH MOKa3BaT, Y€ B Cllyyau, KOraro
AETETO € ¢ TEXKKO 3ad0NgBaHe HIH ITbPROHAYATHOTO JIeyeHUEe He ¢ 6uno yenewHo, LiedTpHakcoH-
Yalixadapma Moke J1a e ePeKTUBEH NpH NpHIaraHe Ha HHTPaMycCKyJHa ao3a ot 50 mg/kg nHerHo B
MPOABJDKEHUE HA 3 JHH.

IIpedonepamusna npogpunaxmuxa na uxghexyuu Ha oNepPamMuHOMoO MACMO
50-80 mg/kg kaTo eAMHNYHA npenonepaTHBHA J03a.

Cugunuc
[IpuHuMnHO npenopwuuTenHuTe 403U ¢a 75-100 mg/kg (Makc. 4 g) Beanbx gHeBHo 3a 10-]
[IpenopukuTe 3a N03aTa NPH CHOHINC, BKIIOYHTENTHO HEBPOCHPUIHC, ce DasHpaT Ha M
orpaHuyueHH JauHu. Tpabpa jJa ce UMaT npeJABHA HALMOHANTHATE KU MECTHUTE YKa3a

Lucemunupana Jlaiimcka 6openuosa [panna (cmaouii II) u kvcna (cmaouii I11) ] o " et '-_,_,_ N
50-80 mg/kg Beansxk aHeBHO 3a 14-21 auu. [IpenoprunTenHaTa npoab/HKHTETHOCT nes Yt T
pa3nuyHa 4 TpAOBa Aa ce WMAT NpeABH HAUHOHATHHTE WITH MECTHHTE YKa3aHHA.



Hoeopooenu 0-14 onu
{edTpuakcon-Yaiikadapma € NpOTUBONOKA3aH MTPH HEAOHOCEHH HOBOPOJEHH 10 MOCTMEHCTpYaliHa
BB3pAcT 41 ceaMHUUM (recTaltMOHHA Bb3pacT + KaICHAAPHA Bb3PacT).

Jo3npoBKa HA YecToTa Ha

Ilokazanun
nepTpHaKCcOH™ npHjarage

HUurtpaabpoMuHanHu HHpEKUHH

YcnoxkHeHH MHPEKUHH HA KOXATA U
MEKUTE ThKaHH

YcnoxHeHH HHPEKUMH Ha MTUKOYHHUTE
MbTHLYA (BKJIKYHTETHO THEAOHEDPHT)

20-50 mg/kg BeHbX AHEBHO [THeBMOHMUSA, puaoduTa B 00LLECTBOTO

HozoxoMHaIHa MHEBMOHUA

NHbekuMy Ha KOCTUTE H CTABHUTE

Jlevenne Ha nauueHTH ¢ pebpunna
HEYTPONEHNs, 38 KOATO Ce MOJ03HPa, Ye ce
OBLIKH Ha OakTepnanHa uHpekLus

bakTepuaneH MEHUHTUT

50 mg/kg Beanbxk AHEBHO
baktepuanes ennoxapauT

* [1pu sokyMeHTHpaHa fakTepreMus TpaOBa Aa ce OOMHCIIH NPHIIaraHe Ha 034 Ha ropHaTa rpasMLa
Ha MPernopbYMTEHUA [UANa3oH.
He TpabBa na ¢e HAAXBbPNA MakCRMallHa JHeBHA J03a oT 50 mg/kg.

[Toxa3zaHus 3a HOBOPOJEHH Ha Bb3pacT 0-14 nHH, KOUTO UMAT HYXKAA OT CIICLIHATTHY CXEMH Ha
npujiaraHe:

Ocmuvp cpedes omum
3a HauanHo JIeYeHHUE Ha OCTLP CPEACH OTHT MOXE 11a Ce NPUNIOKH eAUHHYHa Jl03a LledTpHakcoH-

Yaiikagapma ot 50 mg/kg MHTpaMyCKyJiHO.

IIpedonepamusna npodunakmuxa Ha uHdeKyuu Ha ONEPamueHOMO MACMO
20-50 mg/kg kaTO eAMHKHUYHA NTpEAONEepaTHBHA A03A.

Cugpunuc

[IprHUMNHO NpenopbuMTenHara 103a € S0 mg/kg senHsx AHeBHO 3a 10-14 auu. [1penoprkuTe 3a
N03aTa NpH CHPUIUC, BIIIIOYHTENHO HEBPOCH(PUIINC, ce Da3upaT Ha MHOTrO OrpaHHYEHH JIaHHH.
Tpsabsa fa ce UMAT NpPEeABH HALIMOHATTHHTE WIH MECTHUTE yKasaHH4.

IIpodwasicumennocm Ha ReveHuemo

[Ipoab/bKUTEIHOCTTA HA IEUYEHHETO € pa3liiiHa Cnopel XoAa Ha 3abonapaHeto. KakTo npH BCAKO
AHTHOMOTHYHO JIeYeHHE MO MPUHLMIT, NPUIOKEHHETO HA LedTpHakcoH TpabBa aa ce npoabivku 48-72
yaca Clej KaTo NnalUeHTsLT cTade adeOpuneH wix € OCTUrHaTa epaavkalng Ha bakTepuure.

Xopa e cmapyecka gv3pacm
[IpenopbunTENHUTE JO3UPOBKH 32 Bh3PaCTHH HE CE€ HYKJAAT OT MOAUPHKALKA IPH X0Opa B CTapyeckKa
Bb3pacT, NpH ycnoBHe 4ye 6bOpeunaTa n uepHoapobHaTa GyHKLHS Ca 3aJ0BOIUTENHH.

[layuenmu ¢ wepHoOpobHO yepedcoare
HanuuHuTte 1aHHH He NMOKa3BaT HEOOXOAHUMOCT OT KOPEKLHMS HA A03aTa NPH JIeKO HIH

HapylieHde Ha YepHoApoOHaTa GyHKUMA, NpH ycnoBHe 4ye GbbpeyHara GyHKUHUA HE € %‘y
l'*_“.

HsaMa nanH#u OT npoy4BaHHs MPH NALMEHTH € TEXKKO YepHOAPOOHO yBpexaaHe (BX. TQUKA |
VN - S
L - d f.“r? .!'I'
S
- {l"‘.‘



Hayuenmu ¢ 6vbpeuno yepexcoaue

[Tpn nauuenTH ¢ HapyleHa ObOpedHa GyHKUHS HAMA HYKAA OT peAyLHpaHe Ha [103aTa Ha
LedTpHaKcoH, NpH yCaoBHe Ye yepHoApoOHara pyHKIMS He e HapyleHa, CaMo B cliydaM Ha
nperepMHUHanaa 6b0peyHa HeAOCTaTEYHOCT (KPeaTHHHHOB KIKPHHC < 10 ml/min) no3upoekara Ha
nedTpruakcoH He TpsOBa Na HaABULLIABA 2 g THEBHO.

[Ipn nauMeHTH Ha JHAJIN3a HE CE Hajlara ACIMBIHATEIHO NpUnaraHe Ha 103a cJej qHAIA3ATA.
L{edTprakcon He ce enMMHHNpA Ype3 NEPUTOHEAIHA WM XeMoaHanu3a. [IpenopbuHTENHO € CTPUKTHO
KITHHHYHO MOHHTOpHpaHe 3a 6e3onacHocT U ePUKACHOCT.

Iayuenmu ¢ meoxcko 4epnoopobro u bvbpeuno yapexcoane
[Tpu naumeHTH ¢ Texka OLOpeyHa H 4epHOApoOHA AUCHYHKUHSA € NPENopPbYUTENHO CTPHKTHO
KJHHHYHO MOHHUTOPHpAHE 33 £€30nacHOCT U ePHUKACHOCT.

HauuH Ha NIpHIOKEHHE

Humpamyckyano npuroxcenue

LledTpuakcon-Uaiikadgapma Moxe aa ce npuaara 4ypes Abji0OKO HHTPaAMYCKYJTHO HHXXEKTHpaHe.
HHTpaMyCcKYJTHATE HHAKEKLHH Tpa0Ba Aa ce NOCTaBAT B MacaTa Ha OTHOCHTEJIHO roNigM MYCKYJI, KaTo
Ha €IHO MACTO TpAOBa Na ce HHXKEKTUPA HE MOoBe4e 0T 1 g.

AKO KaTo pa3TBOPHTEN CE M3II0N3BA JIMAOKAUH, NOJIYYEHHUAT pa3TBOP HUKOra He Tpsadsa aa ce npunara
HHTpaBeHO3HO (BiK. TouKa 4.3). Tpabra ga ce B3eMe npeABUA HHPOPMALIMATA B KparkaTa
XapaKTepHCTHKA Ha THA0KaKH.

Humpageno3no npunoscenue

[Hedrpuakcon-Yatikagapma Moxe ga ce nprnara 4pes HHTpaBeHo3HA HH(pY3NSA B NIPOABILKEHHE HAl-
Maako Ha 30 MHHYTH (IpeanoYMTaH ITET Ha NPpUNoKEeHHe), Upe3 OaBHA HHTPABEHO3HA UHXKEKLNS B
npoAbJkKEeHHE Ka 5 MUHYTH. HHTEpMHTEHTHA HHTPABEHO3HA HHXKEKLMA TpAOBa Jla ce npunara B
NpoAb/KEeHHE Ha 5 MUHYTH 3a NpenopbYBaHe B NO-roseMH BeHd. MiHTpaBeHo3HH 1034 oT 30 mg/kg
MK MO-TOJIEMH NPH KbpMaueTra U Jetia 10 12-roauiiHa Bb3pacT TpsadBa aa ce npunarar upes
uHdy3ud. [Ipy HOBOPOAEHH HHTPABEHO3HHTE AO3H TPAOBA Aa e Npunarat B npogb/keHue Ha 60
MHHYTH 3a HaMmajlgBaHe Ha MOTeHUHATHHA PHCK OT OunupybuHoBa enuedanonaTia (Bx. TOYKH 4.3
4.4). UnTpaMycKyTHOTO NpUIOKEHHE TpAOBaA Aa ce MMa NpeABHA, KOraTO NMPHUIOKEHHETO MO
HHTPAaBEHO3€H BT HE € Bb3MOXHO MU € MO-HeNnoaAX0A4110 3a nauMeHTa. Ilpn nosu Han 2 g e
HeOOXOAUMO HHTPABEHO3HO NPHAOKEHHKE.

[ledTpHaKkCOH € NpPOTHBOIOKA3aH NPH HOBOPOAEHH (< 28 AHM), akO UMAT HYXAa (MJIM ce O4aKkBa Ja
HMAaT HY>/a) OT JIe4eHHE C HHTPABEHO3HHU Pa3TBOPH, ChbAbPKAIlK KaNLHH, BITIOUYHTEIHO
HENpeKbCHATH WH(Y3HH Ha pa3TBOPH, CbAbPXKALLN KaNLKUA, HapUMEep NapeHTEPATHO XPaHEHE,
nopaay PUCKa OT NpelMnuTalikig Ha uepTpHakCOoH-KaluMi (BX. TouKka 4.3).

Paspeaytenn, chabpkalli Kaiuuii (HanpuMmep pa3Teop Ha PUHrep unu Ha XapTMmaH), He TpsOBa fia ce
H3MON3BAT 32 pa3TBapaHe Ha ¢hakoHHKTe C 1ePTPHAKCOH UM 33 JOMBIHKTENHO Pa3pexJaHe Ha
pa3TBOpeH (JIaKOH 33 HHTPABEHO3HO NPHAGKEHHE, 3al0TO MOXE Aa ce obpa3yBa NPELMHITUTAT.
[Mpeuunurauusa Ha HedTpHAKCOH-KANLIMAH MOXKE Aa Ce NONYYH U KOraTo LedTpHaKCOH ¢ CMECH C
pPa3TBOPH, ChAbPXKAIIH KaNUHi, B €4Ha W Cblla TUHUA 33 HHTPABEHO3HA HRGY3us. [1o Tasu npuyuHa
e TPHAKCOH H Pa3TBOPH, ChAbPIKALILM KallUi, He TpaOBa Aa ce CMECBAT HIIH Aa C€ NPUIIArar
eqHOBpeMeHHO (Bx. TouKa 4.3, 4.4 u 6.2).

3a npeaonepariBHa NPOPUIaKTHKA HA HHPEKIUH, Bb3HHKHAIH HA ONEPaTUBHOTO MACTO,
uedrpuaxcoH TpaOBa 1a ce npunara 30-90 MuHYTH npean onepaTUBHATA HHTEPBEHLIMA.

3a ykasaHHsi OTHOCHO Pa3TBAPAHETO HA JIEKAPCTBEHHA NMPOAYKT Npely NPHIIOKEHUE BHKTE T

4.3 IIporrBONOKA3AHHA

CBpBbX4YBCTBUTENHOCT KBM LEQTPHAKCOH, KBM APYr UEPanoOCNOpHH HIIH KBM HAKOE
BellecTBa, H30pOEeHH B TouKa 6.1,



AHaMHe3a 3a TeXKa CBPbXUYBCTBUTENHOCT (Hanp. aHaQUIAKTHYHA PEAKLIMA ) KbM HAKOM JPYr THII
Oera-nakraMH4 aHTUOAKTepHANHU CpeAcTBa (IEHULUNKHHY, MOHODAaKTaMHu U KapbaneHeMn).

LledTprakcoH € NPOTHBONOKA3AH NPH:
HeRoHOCEHH HOBOPOJAECHH A0 NMOCTMEHCTPYanHa Bu3pacT 41 ceamuny (recraliMoHHa Bb3pacT +

KaJleHJapHa Bb3pacT)*

JHOHOCEHH HOBOPOIEHH (10 28-1HeBHA Bb3PACT):

- C XunepOHauMpyOHHeMuS, XBATEHULA KN ¢ XUNOaNnOyMUHEMIA WIIH allua03a, Thil KaTo TOBA
Ca CbCTOAHHUA, NP KOHTO € BEPOSTHO CBbLP3BaHeTo Ha OUnupybuHa na e HapylneHo*

- aKO UMAT HYXJa (UIIH C€ O4aKBa Ja UMAT HYXKJA) OT HHTPABEHO3HO JIeHeHHe ¢ KaJLHii HiIH
HH(Y3HH, CHALPKALIM KATUHHA, NOpafy pUCKa OT NPSLMITHTAUHA Ha NedTPHAKCOH KallHeBa col (BX.
Touku 4.4, 4.8 U 6.2).

* In vitro npoy4BaHHg ca NoKa3aiy, 4e LedTpHAKCOH MOoXeE a M3MECTH OUIMpyOHHA OT MecTara My
Ha CBBP3BAHE ChC CEPYMHUA andyMHH, BOJeHiKH 10 BB3MOXEH pUCK OT BunupybuHoBa
enuedanonaTis Npy Te3d NALHEeHTH.

[Ipens HHTpaMyCKyNHO HHXKEKTHPAHE Ha UePTPHAKCOH TpabBa Ja ce UIKMOYAT NPOTUBONOKA3AHHS 33
JIMAOKAHH, KOraTo KATO Pa3sTBOPUTEN C& H3MOJ3Ba Pa3TBOP Ha JUJO0KauH (BXK. TOUKa 4.4). BuxkTe
HHGPOpPMALIMATA B KPATKATa XapaKTEpUCTHKA HA THJ0KaKH, 0CODEHO MPOTHBONOKA3AHUATA.

PasrBopure Ha LepTPHAKCOH, ChABPXKALIM JIKAOKAWH, HE TPAOBA HHKOra 1a ce NpUnharar
HHTPaBEHO3HO.

4.4 CnenuajaHH npeaynpexicHis B NpeIna3sEE MEPKH NPpR ynoTpeba

Exnuedanonatus

[Tpu ynorpebata Ha uedTpHakcoH ce cbobiara 3a eHledanonatus (Bx. Touka 4.8), ocobeno npu
MALHEHTH B CTAPUECKA BB3PAcT ¢ Texka creneH Ha OpOpeuno yBpexaaHe (BX. ToUKa 4.2) HiH ¢
HapyLUICHMS Ha LIEHTpaiHaTa HepBHa cucTeMa. [lpu cbMHeHue 3a eHuiedanonarus, CBRbp3aHa ¢
HeTPHAKCOH (HANp. MOHWXEHO HUBO Ha Cb3HAHME, IIPOMEHEH NCUXHYEH CTaTyC, MHOKJIOHYC,
KOHBYJICHH ), TpAOBA Aa ce 0OOMHUC/IH NpeKpaTABaHe Ha MpHEMa Ha e TpHaKCOH.

Peaklii¥ Ha CBPBbX4YBCTBUTETHOCT

Kakto npu scuuku Oeta-nakTaMHH aHTHOHOTHLIH, HMA CHOOLIIEHHA 32 CEPHO3HHA W NIOHAKOra datanuu
peakuuy Ha CBPbXUYYBCTBHTEIHOCT (BX, TO4YKa 4.8). PeakUMUTe Ha CBPBXYYBCTBHTEIHOCT MOIaT Aa
porpecupat 4o CHHApoMa Ha Kounis, cepro3Ha ajlepriyHa peakuns, KOATo MOXe Aa A0BeAe 10
HH(apKT Ha MHOKapaa (Bx. Touka 4.8). B ciyyaii Ha TeXKH peakUBH Ha CBPbXYYBCTBHTEIHOCT
NedyeHUeTO ¢ UedTpHakcoH TpabBa aa ce npekpaTd He3abAaBHO M Jia ce NPUJIOKAT aAeKBAaTHH CIICIHHY
MepkH. [Ipeau 3anoyBaHeTo Ha nedeHue TpadBa Aa ce YCTAaHOBH AQIH NMallHeHTHLT MMa aHaMHe3a 34
TEXKKM PEAKLIHH HA CBPBbXYYBCTBUTEJHOCT KbM LeTPHaKkCOH, KbM APYTH 1edaioCNOPHHHA HIH KbM
Ko#TO 1 aa Ouno apyr Buj Oera-nakTaMHO CPEACTBO. AKO e TPHAKCOH Ce MPHIIara Ha MaLHeHTH C
aHaMHe3a 3a HeTEeXXKa CBPbXYYBCTBHUTEIHOCT KbM JpYyrH OeTa-nakTaMHH cpeicTsa, ToBa Tpabsa aa
CTaBa C MOBHILEHO BHHMAaHHE.,

Texku KOKHHY HeKenaHH peakuny (CHHApoM Ha Stevens Johnson unu cuHapom Ha Lyell /Tokcnuna
eNHAECpMATTHA HEKPOJTH3a U JIEKapCTBEHA peakLus ¢ e03UHOPUNHS H cucTteMHH cuMnToMu (DRESS)),
KOMTO MOX€ Aa 6bar KHUBOTO3ACTpalIaBALGH HIH ¢ NIETAJIEH H3X04, ce ChOOLABAT BBB BPB3Ka C
neveHue ¢ ueQTPHAKCOH; YecToTaTa Ha Te3u chOUTHA 00aye He € H3BecTHA (BXK. Touka 4.8).

Peaxnna na Jarisch-Herxheimer (JHR)
Hakou nanuMeHTH CbC CMAPOXETHU HHPEKLIMA MOXKE Aa NOJyYaT peakuusa Ha Jarisch-
(JHR) Mmanko cnea sanousaHe Ha aeueHHeTo ¢ LegTpuakcoH. ObuxkHoeHno JHR e
ce 3a00559BaHe, KOETO ChILO TaKa MOXKe Aa ce OBIaJee CbC CHMITOMATUYHO Jie4eH
AHTUOHOTHUYHOTO NeucHHue He TpabBa Ja ce npeycTaHOBsABA NPU Bh3HHKBAaHE Ha T



BiaumoneiicTBue ¢ NPOAYKTH, ChABPKAINM KANIAH
Onucaxu ca cnyvan Ha daTanHy peakudy ¢ NPEeLUNIIMTATH Ha LedTpuakCOH-Kalilii B Oennre npodose

1 OBOpeunTe NpU HEJOHOCEHH H JOHOCEHU HOBOPOJEHH Ha Bb3pacT noa | mecel. Haili-manko B eaus
OT Te3H CiTyyad UedTPHAKCOH U KA ca NPUNIaraHy B pa3inyueH MOMEHT U NPE3 PasnHyHH
HHTPABEHO3HH JIHHHHU. B HaTMYHKTE HAYYHH NAaHHH HAMA CHOOLLEHHA 32 NOTBLPICHA
HWHTPaBaCKy/apHa NMpeurnuTalus rnpy NauneHTH, H3BbH Bh3pacToBaTa rpyna Ha HOBOPOJAEHHTE,
JIeKyBaHH ¢ HEPTPHAKCOH H Pa3TBOPH, ChALPXKALIM KaNUWH, H ApYrH NPOAYKTH, ChIbP/KALIN KaNLUHH.
In vitro npoy4YBaHusa RAEMOHCTPHUPAT, Y€ NMPH HOBOPOACHUTE HMA NOBULIEH PHCK OT NpeLHNnUTAaLlis Ha
e TPHAKCOH-KaMUMii B CPRBHEHHE C JPYTHTE Bb3PacTOBH IPYTIH.

[Tpy naumeHTH Ha BeAKa Bb3pacT LedTpUaKCOH He Tp40Ba Aa ce cMecBa WIN npujiara €IHOBPEMEHHO C
MHTPaBEHO3HH Pa3sTBOPH, ChAbPKALUM KaJILIWHA, AOPH Npe3 pa3fiHuHH UH(Y3UOHHH JIHHHUH KITH Ha
pa3sMYyHH MecTa Ha HH(Y3usa. Bbnpeku ToBa, Npu MALMEHTH HA BB3pacT Hal 28 AHH uedTPUAKCOH H
PasTBOPH, ChAbPXKALLM KaNUMi, MOTAT Ja C& NpHIAraT NOCNEA0BATENIHO EARH ClIeA APYT, aKko ce
M3MON3BAT HHPY3HOHHM JIHHHH Ha PA3IMUHH MECTa WIH aKO HHGY3HOHHHTE IMHUH Ce NOJAMEHAT WU
ce NpOMHMBAT A00pe MEXIY OTASTHUTE HHGY3NH ¢ DUIMONOrHUYEH PA3TBOP, 3a Ja ce n3derHe
npenunurauna. [1pu nauuedTH, KOUTO Ce HYXAadT OT HelMpeKbCHaTa HHPY3UA Ha pa3TBOPH 3a
TOTAIHO MapeHTEPalHO XpaHeHe, CbAbPAKALLH KUK, MEAWLMHCKHTE CIELUHAIHCTH MOoraT Ja
obmucnat ynoTpebara Ha apyru aHTUOAKTEPHANHHU CPeACTBa, TPH KOKTO HAMA NOA0OEH PHCK OT
MpeurnUTaums. AKO H3NOA3BAHETO HA LePTPUAKCOH C€ CYMTA 3a HEOOXORUMO NpPH MALNEHTH,
HYXIaelly Ce OT HeNpeKbCHaTa HHDY3UA, pa3TBOPUTE 3@ TOTATHO NAPEHTEPATHO XPaHEHE H
LHedTPHAKCOH MOFaT Jia C& Ipuarar eIHOBpEMEHHO, HO Npe3 Pa3sNH4Ed UHPY3IHOHHH JIMHHH HA
pa3nHYHH MecTa. Kato Apyr BapuaHT HHPY3UATA HA Pa3TBOPA 3a TOTANTHO NAPEHTEPATHO XPaHEHe
MOJXE Aa ce CIpe 3a neproja Ha HH¢y3us Ha uedTPHAKCOH, 1 UHPY3HOHHUTE TUHHH Aa C€ NPOMUAT
Mexay pa3TBopuTe (BXK. TOUkH 4.3, 4.8, 5.2 1 6.2).

[leanaTpuuHa nonyiamnus
be3zonacHocTTa ¥ edukacHocTTa Ha Lledrpuakcon-Yailikadapma npH HOBOPOJEHH, KbpMaueTa H aeila

Ca YCTAaHOBEHH 33 AO3HPOBKUTE, ONHCAHKW B JI03HPOBKA M HAYHH Ha NPHIOKEHME (BXK. To4Ka 4.2).
[IpoyuBanus ca mokasaiM, ue uedTpuakcoH, nogodHO HA HAKOMW APYTH LedaloCcnoprUHH, MOKe 1a
H3MeCcTH OUIUpyOHHA OT cepyMHUS anbyMHuH.

[Mpunoxenuneto Ha Lledrpuaxcon-YalixadgapMa e npoTUBONMOKA3aHO NPH HEAOHOCEHH H IOHOCEHU
HOBOPOAEHHU C PUCK OT pa3BHTHE Ha OWnMpyOHHOBa eHuedanonaTud (Bx. To4ka 4.3),

HMyHOMeAHYpaHa XEMOMUTHYHA aHEMHUS

HMyHoMenHupaHa XeMOJIUTHYHA aHeMHsA € HabnronaBana npy NauKreHTH, NojyvaBaliy
aHTHOaKTepuanHU CpeACTBa OT Kjaca Ha uedanocnOpuHuTe, BKIKUUTEIHO LeTpUaKCoH (BX. TOUKa
4.8). Texku cnyyad Ha XeMOJUTHYHA aHeMUsA, BKIKOUMTEIHO aTalHK, ca ChOoOLIaBaHH 110 BpEME Ha
neveHue ¢ uedrprakCcoH Npu BB3PacTHH U Jeua.

AKO NaneH nalHeHT pa3BHe aHEMHs, J0KaTO € Ha leUCHHE C LePTPHAKCOH, TpsOBa na ce UMa NpeaABU
JHarHo3a aHeMHs, CBbp3aHa ¢ Luedanocnopyiy, H NPUNoXKEHNETO HA LedTpUakcor TpAbBa aa ce
NpeKkpaT™ JO ONpeAensaHe Ha €eTHONOTHATA.

IABbArocpoyHo JeyeHre
[To BpeMe Ha JieueHHE C FOMIMa NPOILDKATETHOCT TPAOBa Ha peAOBHM HHTEPBANM Aa Ce H3CleNBa

N'bJIHA KPbBHA KAPTHHA.

Konut/capbXpacTex Ha HEHYBCTBHTEIHH MHKPOODPTAHU3IMHU
IMpy nOYTH BCHYKM aHTHOAKTEPHANIHH CPEACTBA, BKJIIOUHTENHO NePTPUAKCOH, ce ChoDIaBA 32 =

pa3JHYHa TEXECT, OT NeKH 0 »KUBOTO3acTpaluarally. [1o0 Ta3u npuyrHa € BaXKHO Ta3H A
HMa NpeaBy; NPH MaUKEeHTH, KOUTO UMAT JHapuA MO BpeMe Ha NMPHIOKEHHETO Ha ued
cnen Toea (Bx. Touka 4.8). Tpabea aa ce 0OMHCIH npeKpaTABade Ha JieueHKHeTo ¢ ued
npunoxeHue Ha cnegquduuna repanus 3a Clostridium difficile. He Tpabea fa ce nasar
NPOAYKTH, HOTHCKAIK TTEpHCTANTHKAaTa.



Morar Aa Bb3HMKHAT CynepHH(pEKLHH C HEHYBCTBUTENHN MUKPOOPTaHU3MH, KAKTO [TPH APYTIUTE
aHTHOAKTEepHATHU CPEACTBA.

Texka OLOpeyna U yepHOAPOOHA HEAOCTATHYHOCT
[Tpu Texxxa 6r6peuHa U yepHoAPOoOHA HEAOCTATHYHOCT € NPENOPHUUTENHO CTPHKTHO KIIMHHYHO

MOHHTOpPHPAaHE 3a be3onacHoCT H edUKacHOCT (BX. Touka 4.2).

BzaumoneficTBHE Ch¢ CEPONOrHYHE H3CAEABAHUS

Moxe na ce noay4n B3aumoaeicTBue ¢ rectope Ha Coombs, ThH xato LlepTpuakcon-Haiikagapma
MOJXe Aa JoBeae A0 aninBo NONOXKNUTETHH pe3ynTaTy oT TecToBetre. Lledrpuakcon-Yalikadapma
MOXe Ra J0Beae W A0 hamuuBO MOJIOXKUTEIHH PE3YATATH OT TeCTOBETE 3@ rajlakTo3eMHs (BX. TOUYKa
4.8).

HeensuMHHUTE METOIM 32 OMpee/aHe Ha II0K03a B YpHHATa MOraT Aa Aafat QailuyiBo NOJOKHUTEIHH
pesyataTi. OnpeaensHeTo Ha MNIHOK03a B YpHHaTa o BpeMe Ha neyeHHe ¢ Lledtpuakcon-Yalkapapma
TpaOBa Aa ce U3BbPLIBA C EH3UMHH METOH (BX. Touka 4.8).

Hanuuuero Ha nedTprakcon Moxke 1a JoBee 10 PanuiMBO HAMATABAHE HA H3MEPEBAHUTE CTOMHOCTH
Ha KpbBHATA 33Xap, NOJYUYEeHH MPH HAKOH CHCTEMH 32 MOHHTOPHHTI" Ha KpbBHaTa 3axap. Mons, BrxTe
MHCTPYKIIMHTE 3a YnoTpeba 3a Beska cuctema. [Tpi HeobxoauMocT ciieiBa ja ce U3Ioni3Bsar
anTepHATUBHU METOAH 32 U3MEPBAHE.

Hatpu#
To3u nekapcTeeH NpoAyKT ¢habpxa 165,8 mg HaTpuii Ha 2g (PnakoH, KOHTO ca €EKBHBAJICHTHH Ha 8,30
% OT NPENOPBLUYMTENHUA MAKCHMAJIEH JHEeBEH NPHEM OT 2 g HATPHH 3a Bb3pacTeH.

AHTHOaXTEpHANEH CIEKTHD

LleTprakcoH HMa OrpaHHuEeH CIEeKThP Ka aHTUOAKTEPHATHO AeHCTBHE M MOXE 1A HE € NOAXOAAL
KATO €AMHCTBEHO CPEACTBO 32 JIeUEHHE HA HAKOH BHIOBE HHQEKLIUM, OCBEH aKO NaTOTeHbT € Beye
norebpaeH (Bxk. Touka 4.2). [Ipyn nonumMukpodun HHPEKLHH, NPH KOXUTO MOAO3ZHPAHHTE NATOreH!
BKJIIOYBAT OPraHU3MH, PE3UCTEHTHH Ha uedTprHakcoH, TpAOBa Ja ce 0OMMCIH NpUNokKeHHe Ha
NOT'BJIHUTENIEH AHTHOMOTHK.

Ynorpefa Ha Y AOKanH
B cnyuait ye KaTo pazTBOPHUTEN C€ K3MOI3Ba Pa3TBOP HA IMAOKAHH, PAa3TBOPUTE Ha Lied)TPHAKCOH

TpaOBa Ja ce M3MOJN3BAT CaMO 3a MHTPaMYyCKYNIHO HHxeKTHpaHe. [1peau ynotpeda Tpabsa aa ce
MpelieHAT NPOTHBOMNOKA3ZAHUATA 34 JILXOKAUH, IPeAyNPEKACHUATA H APYra NPUNokuMa HHpopManus,
rnocoyeHa B KpaTkaTa XapakTepHCTHKA HA THAOKAUH (BXK. TOUKA 4.3). Pa3TBOpPBT Ha AHAOKAHH HUKOra
He TpaOBa Aa ce NpHiiara HHTPaBeHO3HO.

XoJenuTrasa

Koraro npu yATpa3ByKOBO H3cneaBaHe ce Habnaarar ceHkH, TpaOea fa ce UMa NMPeIBHJ Bb3IMOKHH
MPELUNUTATH OT e TpHakcoH-KanUHK. CeHKH, NOrpeLHO MPHETH 33 XKTbYHH KaMbHH, Ca OTKPHBaHH
MPY YATPa3BYKOBO U3CAEABAHE HA XJTbYHUA MEXYP H ¢a HaOMoJaBaHH O-4eCTO NpU 03U
uedTpHakcoH 1 g uau noseue nHeBHO. C ocobeHO BHUMaKKE TpaOBa Aa ce noaxoxaa npH
neaMaTpHYHaTa nomnynauud. Takuea NPeUUUTATH H3YE3BAT CJIE/ NpeKpaTABaHEe Ha TepalnusTa ¢
uedpTpHaKCOH. PAaKO peunnuTaTuTe o1 uedrpuakCcoH-Kallii ¢a CBbP3aHHu CbC CHMNTOMH. B
CHMINTOMATHYHH CJIyYaH C€ NpenopbyBa HEXHPYPruyHO JCUEHHE H JlekapAT TpabBa Aa odMHcH
MpeKpaTABaHe Ha Je4YEeHUETO ¢ Ue)TPHAKCOH Bb3 OCHOBA HA OLICHKA Ha KOHKPETHOTO ChOTHOLIEHHE
nonsa/puck (BK. Touka 4.8).

Xojiecrasa
[Mpu nanuenTy, 1ekyBanu ¢ LledrpuakcoH-Yalikadapma, ca crobiaBany cayvyay Ha nay
Bb3MOXKHA #TbUHA OOCTPYKUMS KATO ETHOJOTHYHA IpUHHMHA (BXK. To4Ka 4.8). [1pu no
NanUHeHTH Ca HaJTULie PUCKOBY (paKkTOpH 3a XONecTasa U yTasBaHe, Hanp. NpeawniecTs
TeXXKO 3a00/9BAHE ¥ TOTANHO NapeHTepaTHO XpaHeHe. He Moxe Aa ce U3KIIOUH OT
xogaxkTop Ha cBbp3aHara ¢ Lie¢Tpuakcon-YakikadapMa sxirbuHa NpeLHTATALMS.




Hedponutuasza

Uma crnobuieHns 3a cydad Ha HedponuTHasa, KoATo e obparuMa npu NpeKpaTsaBaHe Ha nePTPUaKCOH
(BX. Touka 4.8). B cuMnTomMaTnuHu cnyyYau TpsaOBa Ja ce U3BBPLIH YITPAa3BYKOBO H3CIEBaHE,
Ynotpebara npu NalKUeHTH ¢ aHaMHe3a 338 HEPOIUTHA3a HIH C XMNTEepKaILWYpHA TpaOBa na ce
oOMHCITH OT JIeKaps Bb3 OCHOBA HA OLIEHKA HA KOHKPETHOTO ChOTHOLUEHHE MON3a/pUCK.

4.5 BianMoaeiicTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYrd GOpMH HA BlaWMoOJelicTBHE

Paspenureny, ChbabpXKalllkd Kaniiuii, HanpuMep pa3TBOpH Ha Purrep unn na Xaprmas, He TpadBa 1a ce
M3MOJ3BAT 33 pasTBapsAHe Ha pnakoHuTe ¢ LledTprakcon-YaiikadpapMa UnH 3a NOMTBIHUATENHO
paspexJaHe Ha pa3TBOpeH (IaKOH 3a UHTPAaBEHO3HO MPHOXKEHHE, 3aL0TO MOXKeE fa ce 00pa3yBa
npeuMnurar. [I[peuMnuTalKs Ha LeTPHAKCOH-KAILHA MOXKe Ja ¢ NOJMY4H U KOTaTo LieQTPHAKCOH ce
CMECH ¢ Pa3TBOPH, CbAbPIKAILM KaJILHWA B €1HA Y CbLUA JIMHUS 32 HHTPABEHO3Ha HHY3HS.
LledTprakcoH He TpaOBa na ce mpusiara ¢AHOBPEMEHHO C HHTPaBEHO3HY pa3TBOPH, ChAbPIKAIIH
KaILU#, BKIIOYUTETHO HH(Y3UH, HAPUMEDP NapeRTepaTHO XpaHeHe npe3 Y-obpasen neT. Benpexu
TOBa, MPU MalUeHTH, KOHTO He Ca HOBOPOJEHH, LIedTPHAKCOH U Pa3TBOPH, ChAbPXKALH KaNLui,
MOTAT Jia ce MPWIATaT NOC/eA0BaTENHO eAWH Clel ApYT, @aKO HH(PY3IHOHHHUTE IMHHH CE NPOMHBAT
no6pe mexny HHPY3HHTE CbC CbBMECTHMA TeUHOCT. [n vitro Npoy4BaHUs € H3NOII3BaHEe HA Nla3Ma Ha
Bb3PacTHH M Ha HOBOPOAEHM OT KPbB OT TbITHATA BPBB NOKa3BaT, Y€ NPH HOBOPOJCHUTE HMa
NOBHULUEH PHCK OT NpelHNHTaund Ha uedTpuakcoH-kanumii (Bx. Touku 4.2, 4.3, 4.4, 4.8 u 6.2).

EnnoBpeMeHHaTa ynorpefa ¢ aHTHKOAryJlaHTH 32 NIEPOPATHO NPUII0KEHUE MOXKE Aa YBENHYH edeKTa
Ha anTuBUTaMHH K ¥ pucka ot kbpBeHe. [IpenopbuBa ce YyecTo npocneiaBaHe Ha MEXAYHApOJHOTO
HOpManu3KpaHo choTHoleHue (INR), kaTo 103MpOBKaTa Ha NEKapCTBOTO € €eKT HA aHTUBHTMUH K
C€ KOPHTHpa CbOTBETHO KAKTO M0 BpeMe, Taka U Clie]] IEYCHHUE ¢ USPTPHAKCOH (BXK. ToUKa 4.8).

MiMa nmpoTHBOpeYHBY JAHHH 33 NOTEHLIHANHO NOBULIEHHE HA OBpOpeyHaTa TOKCHYHOCT Ha
aMHHOTJIMKO3HANTE, KOTaTo ¢e H3MoA3Bar ¢ uedanocnopuHi. B nonobuu ciydan TpabBa CTPUKTHO na
Ce CIa3Ba NPenopbYHTENHOTO MOBHTOPHPAHE HA HUBAaTa Ha aMUHOrHMKko3uaAUuTe (M 6BOpeyHaTa
dYHKUUA) B KIMHHYHATA [IPAKTHKA.

B eaHo in vitro npoy4saHe ca HabnioaBaHN aHTATOHUCTHUYHH edeKxTH npu KOMOMHALUA Ha
xnopambennkon ¥ uedprprakcod. KTHHHYHOTO 3HAUEHME HA TA3H HAXONKA HE € U3BECTHO.

Hsima cv00111eHHA 32 B3aUMOIeHCTBUE MEXAY LEPTPHAKCOH U NEPOPaNHU NPOAYKTH, ChAbpKaLLH
Kaluii, U1K B3AUMOAEHCTRUE MEXKIY MHTPAMYCKYNEeH UEPTPUAKCOH H NPOAYKTH, ChAbPKALIH
Kanuui (MHTPaBEHO3HH WIH NEPOPATHH).

[Tpn nauMeHTH, AeKyBaHU ¢ LePTpHAKCOH, TeCTLT HAa Coombs Moxke Aa nokaxe (aniuBo
MONOXKHUTENHU pe3yJITaTy.

LedtprakcoH, nogobHo Ha Apyrd aHTUONOTHLH, MOXKE A KOBEAE 10 QalLUHBO MOJIOKUTEIHH
PE3YJTATH OT TECTOBE 34 ranakTo3eMHus.

[Moao6HO Ha TOBA, HEEH3UMHHUTE METOAM 3a OTIPEJieNsTHE HA IMI0K03a B YPHHATA MOrar Ja fanar
dramiuBo NONOKUTENHH pe3ynTarH. [To Tasy npuyKHa onpeaensHeTo Ha HUBOTO Ha [VIIOK03a B
YPHHATA 110 BpeMe Ha JieueHHe ¢ ileTpHakcoH TpAOBa Aa ce H3BbpIIBa ¢ €EH3IUMHH METOJH.

He e HabmoaaBaHo BiolllaBaHe Ha ObOpeyHaTa PyHKLMSA Cled €AHOBPEMEHHO MPHIAraHe HA BUCOKH
0034 uedTpHaKCOH U MOLUHH JHYPETHUH (Hanp. Pypo3eMun).

EaHoBpeMEHHOTO NpHiOKeHHe Ha npobeHenn] He peayLHpa eTUMUHHPAHETO Ha LePTPH
4.6 PepTHIATET, OPEMERHOCT H KbpMeRe

bpemMeHHOCT
[ledrpuakcoH npeMuHaBa npes3 nialeHTapHara dapuepa. FiMa orpaHvyeHH JaHH# OT yN |
nedTpuakcoH npu OpemeHHM sxkeHH. [TpoyuBaHHATA NPH XKUBOTHH HE NOKA3BAT NPEKH HNQ({]

Jm bu v
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BpeOHH e(EeKTH, CBBP3aHH ¢ eMOPHOHANHOTO/(PETANHOTO, NEPHHATAIIHOTO M MOCTHATATHOTO Pa3BUTHE
(mx. Touka 5.3). LlepTpuakcon TpadBa Aa ce npuaara no BpeMe Ha OpEeMEHHOCT W MO-CIELHATHO B
TbPBHA TPHMECTbP Ha OpeMEeHHOCTTa, CAaMO aKo MoN3aTa NpEeBUILIABA PUCKA.

KspMene
l{edrprakcoH ce eKCKpeTHpa B KbpPMAaTa B HUCKM KOHLEHTPALHH, HO IIPH T€paneBTHYHH A03H Ha

e TPHAKCOH He ce oyakBaT edeKTH NpU KbPMEHH HOBOPOJEHH/KbpMauyeTa. BbIpeku TOBa HE MOXKE
Ia e W3KMIO4YH PUCK OT AxapHa H rbOHuHa HAQeKUHA Ha JUraBULUTE. BB3MOXHOCTTA 32
cencubuniu3auma Tpabea aa ce uMa npeasua. Tpa0Ba Aa ce B3eMe pelLlIeHUE AANH Aa Ce Cripe
KbPMEHETO WJIH Ja Ce IPEYCTAHOBH/ 1A He Ce MPHJIOKH TEpanuATa ¢ uePTPHAKCOH, KaTo Ce B3eMaT
npeABH TONI3aTa OT KbPMEHETO 3a JeTeTO H M0Ji3aTa OT TEPAanuATa 33 KeHaTa.

DepTuanreT
PenponyKTHBHHTE NPOYYBaHHKA HE ¢a NOKA3ANH JaHHM 33 HEXENAHK peakliy BbpXy pepTUanTeTa
NPH MBKKH UITHA )KEHCKH XKUBOTHH.

4.7 EdexTH BLpPXY cnoco0HOCTTA 32 modHpane H padora ¢ MAIIHAH

Mo BpeMe Ha neveHue ¢ UepTpUaKCOH MOraT Ja Bb3HUKHAT HEXEJIaHH peaklui (Hanp. 3aMasHoCT),
KOMTO MOTAT 2 NOBINAAT ¢nocoOHocTTa 3a WodupaHe U paboTta ¢ MaluMHU (BXK. To4Ka 4.8).
[TaumenTHTe TpabBa Aa ca BHUMATENHH NpH WodupaHe Wi paboTa ¢ MallIMHK.

4.8 Hexe1aHH JIeKapCTBEHH peakKuHA

Halt-uecto chobujapaHuTe HEXENaHH peakUnH 3a UedTPHaKCOH ¢a €03UHOGHNNA, NEBKONEH U,
TPOMOOLIMTONEHNS, AHapusA, OOpUB U MOBHIIEHUE Ha YEPHOAPOOHUTE CHIUMH.

JlaHHHTE 33 OTpeleigHE Ha YECTOTAaTa HA HEeXKENaHUTE peaKlMi Ha UedTpHaKkCcoH ca NOJAYYEHHU OT
KJTHHRYHH NPOYyYBaHHA.

3a knacudHKalHA HA YeCTOTaTa € U3M0N3BaHa ClIeIHATa KOHBEH LU

Mmuoro vectu (> 1/10)

Yectu (= 1/100, Ho < 1/10)

Heyectu (= 1/1000, Ho < 1/100)

Peaku (> 1/10 000, Ho < 1/1000)

C Hen3BecTHa 4eCTOTa (OT HAIHYHUTE JaHHU He MOXKe J1a Ob/ie HallpaBeHA OLICHKa)

raHeH
E:ac:emo-up Yectu Heuectu Penxu C Hen3BecTHa yecToTa’
I'enuranHa
Mudexuyu u [ceBnomemOpa-
rebiHa Cynepundekips®
HO3EH KONUT®
HHecTaLMH | uncbe O3€H KON
Hanviiesis Ha Eosnnodpwunusa, | ['paHynoumrto
Elp;’m 4 THMQHATa JleBKkoneHus, NEHuUs, XeMOIMTHYHA aHeMHS®,
Kpb TpomboLmTONE- | AHEMMSA, ArpaHyJoLMTO3a
CHCTEM2
HUS Koarynonarus
AHadUNAKTHYEH LIOK,
AHa(pHNIaKTHYHA PEAKLHA,
AHadunakTouHa
Hapyues va o s
HMYHHaTa CHCTEMA Pearuf i A \\g .
A J 1 . <¢-.
He r' 1 AR
Heusfleelia
T‘Dq = K -l
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Hapywienns Ha [‘nasobonue, Entedbanon Fap
HEepBHAra CHCTEMA 3aMassHOCT i
Hapyienus Ha
CBeTOBBpTEX
_yXOTO Y JJaDHpHHTa
PecnuparopHH,
FPBIHH 1 Bponxocnazsm
MeHacCTHHATHH
HapyLIeHns
Chprein CuxapomM Ha Kounis
HapyLLEeHUA
Huapus’,
CToMallIHO-UPEBHH Kattiani Ianene, [Mauxpeatut®, CToMaTuT,
[lo aHe ['nocut
HapylIeHUA o - BpbLL
MoBHILEHH [TpeurnyTalig B A TLYHHUS
XenaTobHnuapHu mexyp®, KepHukrep,
4YepHOApoOHH )
HapyuIeHUA Xenartur® ,
€H3HMH X 6.5
OJICCTATHYECH XETIaTHT
CuHIpOoM Ha Stevens-
Johnson®, Tokcuuna
enuHaepMaiHa Hexponnsa®,
Epurema MynTtugopme,
HapyuleHns OcTpa reHepaniinpana
Ha KOXKaTa U OOpuB [Mpyputyc YprHkapua
AT TLKAH €K3aHTEMHA ITYCTYJ034,
HOAXO JlekapcTBeHa peakiiua ¢
eO3HHODUNHUA H
CHCTEMHH CUMINITOMH
(DRESS) (Bk.TOuKa 4.4).
?:gg; i};:HHHa XeMmarypus, Onurypus, beOpeuna
["moxo3ypus npeuunyTauns (odparuma
|L NMKOYHHTE ITbTHLLA P Petl (obp )
O61uM HapyLUEHHSA DieGur,
1 cexri Bt e
MSACTOTO Ha Orok, Brpucane
MSACTOTO Ha
NPHUIOKEHHE HIDREKTHPAHE,
P [ Iupexcus
DanlHBO NOJOKHTENEH
tect Ha Coombs®,
[loButucH QANUIMBONONOXKUTEIEH
H3cnenpanus KPEaTUHHH B TECT 3a ranakrosemus’,
KpPbBTA QanuivBOIOI0KUTETHH
HEEH3MMHH METOJIM 33
onpesensHe Ha rmoko3a’

® B3 OCHOBA HA MTOCTMAPKETHHIOBH ¢hoOLIeHHs. Thil KaTo T€3M peakiuuu ce crodLiaBaT 100pOBONHO
OT MONyJaUHA ¢ HECHTYPEH pasMep, He € Bb3MOXKHO HAJCKIHO Aa Ce OLIEHH TAXHATa YECTOTa, KOATO
[10 Ta3H NPHYHHA CE KATErOPH3HPA KaTO HEH3BECTHA.

® (B. Touka 4.4)

" O6HUKHOBEHO OOpaTHM MpU NPEKPATABAHE HA LEePTPHAKCOH.

Undekunn 1 nndecraunu

CrobLieHunaTa 332 aMapus ciel ynotpebda Ha ue@TpHakCoHR Morar aa ca cBbp3aHu ¢ Clostrigs
difficile. Tps6Ba aa ce npuiara noAXoAALIO JeYeHHe C TeHHOCTH U eNeKTPONUTH (BXK. T

l'lpeunnma

Hsl Ha uedamnaxcoa-}canuuﬁ
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mortem. BUCOKHAT PHCK OT NPENMNKUTALMA NPH HOBOPOACHH CE IBJDKH Ha MANKUA UM KpbBEH 00eM u
Ha NO-ABLJCHA NMORYXUBOT Ha Le(TPHAKCOH B CPABHEHME C TO3H IIPH Bb3PAacTHH (BxK. ToUk# 4.3, 4.4 ¥

5.2).

MmMa cpoblieHHs 3a CTy4uad Ha MpelunuTaiis Ha UepTPHAKCOH B MUKOYHMTE MBTHINA, TN1aBHO NpH
Aela, KOMTO ca JIEKYBaHH ¢ BUCOKH JAHeBHH A034 (Hanp. > 80 mg/kg/neH nnu ¢ obLuym qo3#,
npesuiasauiy 10 rpama) u npy KOUTO UMa APYTH PUCKOBH (aKTOpH (HAnp. AeXKApaTallls, oCcTeNleH
pexum). Topa ceOUTHE MOXKE 12 € CUMIITOMAaTHYHO HIH aCHMITTOMAaTHYHO, MOXKE Ja 10BEAE A0
6hOpeuHa HENOCTAaTBYHOCT U AHYPHSA U € 00paTHMO [IPH NPEKPATABAHE Ha LIEQTPHAKCOH (BXK. TOUKA

4.4).

HabnoaasaHa e npeuMnuTalns Ha HedTpHakCcOH-KanluUeBa Cojl B HUTbYHUA MEXYD, [MABHO NPH
MalLMEHTH, NEKYBAHH ¢ JO3H, KOUTO Ca N0-BHCOKH OT MpENopbUMTENHATa CTaHAapTHa fo3a. I1pu Jeua
MPOCAEKTHBHM TIPOY4YBaHHA ¢a NOKa3any BapuabHIHA 4€CTOTA HAa NPELUNTUTALINA TPH HHTPABEHO3HO
npunoxeHue — Haza 30% B HAKOW nNpoyyBaHMA. YecToTaTa M3rnexsaa € no-Hucka npu 6aBHa nHQy3us
(20-30 MauyT™H). To3u edekT OONKHOBEHO € ACHMIITOMATHUYEH, HO B PEAKH CIyYaH MPELHITHTATHTE Ca
OHJIM IPUIPYKEHR OT KIMHUYHH CHMIITOMH KaTo Qonka, raicHe ¥ NoBpbliade. B Te3n ciyyaH ce
MpenopbuBa CHMNTOMATHYHO neverue. [IpeunnuraiksaTa 06MkHOBEHO € 0OpaTHMa NPH NIpeKpaTABaHe
Ha edTpHaKCoH (BX. TOuka 4.4).

CoobiaBane HA NOJO3HPAHH HEXKEJIAHH PEAKIHH

CnobinaBaneTo Ha NOA0O3MPaHH HEXENaHH NIEKApCTBEHH peaklLMH crel paspeliaBaHe 3a ynotpeda Ha
JeKApCTBEHUS NMPOAYKT € BaxHO. ToBa No3BOJIIBA A NPOABLIKH HAOMOAEHUETO HAa ChOTHOLEHHETO
[10A3a/pHCK 3a JEKAPCTBEHNA NPOoAYKT. OT MEAULIMHCKUTE CNEUMANTUCTH CE M3MCKBa Aa Cho01iaBar
BCAKA MOAO3UPAHA HEXellaHa peaKUUa upes:

H3nbanuTenHa areHlUs 1O JieKapCcTBara
ya. ,,Jamas ['pyep” Ne 8
1303 Codus, brarapus

Ten: +35 928903417
yebOcaiit: www.bda.bg

4.9 IIpenosupane
[Tpu npexo3upaHe MOraT ia Bb3HUKHAT CUMIITOMH Karo rajiexe, NoBpbliiaHe U JHapHs.

KonueHTpauunte Ha HePTPHAKCOH HE MOTaT [a Ce MOHHKAT 4pe3 XEMOAHANH3A WITH NEPUTOHEANHA
nuanusa. Hama cneurduuer autuaor. JleuennueTo npu npeaosnpate Tpadea Ja € CHMOTOMATHYHO.

5. ®APMAKOJIOr MYHHU CBOUCTBA
5.1 DapMaKkoAHEAMHYHE CBOHCTEA
dapmakoTepanesBTHYHA rpyna: AHTUOaKTEPHANHH CPEACTBA 332 CHCTEMHO NPHNOKEHHE, TPETA

reHepauus ueganocnopunu, ATC kox: JO1DDO0O4

MexaHn3bM Ha JeHCTBHE

LedTpuakcoH nHXNOMpa CHHTE3a Ha DakTepuanHaTa KireTbyHa CTeHa /e IPUKPENBaHe KbM
NeHHLHINH-CBbp3BauinTe nporenHu (PBP). Tosa npuuuHsaBa npexkbcBaHe Ha OMOCHHTE3A Ha
KJeTbuHaTa CTeHA (MeNTHIAOTAKKAH), KOeTO BOJAH A0 JU3UpaHe U CMBPT Ha DaxTepHanHaTa KneTka.

Pe3HCTeHTHOCT
DaxTepHanHaTa pe3UCTEHTHOCT KbM LePTPUAKCOH MOXE Aa C& IbJIXKH Ha €NH HIIH NoBeue
C/IEIHUTE MeXaHH3MHU:

. XHIPONK3a OT BeTa-naKkTaMasi, BKIKOUHTENHO OeTa-1akTaMas| ¢ pasliupeH
kapObaneHeMasn 1 Amp C eH3MMH, KOUTO MOTaT 4a c€ HHAYLIMPAT WK Ja ce Aepen

MpH onpeaeieHn aepodbuu I'pam-oTpuuaTenHu 6aKTepHaHH BHAOBE, .
-

. HaMaseH aQUHHTET Ha NEHHUHIHH-CBbP3BAILHUTE NPOTEHHH 32 HEPTPHAKCOHY, €2 " ~=f5 R
N ' . LY
A T
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. HeMpoNnyCKJIHBOCT Ha PhHIUHATA MeMbpaHa npu ['paM-oTpULATENHH MHKPOOPraHH3MH;
° OakTepHalHu ePIYKCHA NOMIIH.

[IparoBu CTORHOCTH ITPH TECTBAHE 3a YYBCTBUTEIHOCT
[lparosuTe CTOMHOCTH 32 MUHHMaNHA HHXHOUTOPHA kOHUEHTpauusa (MIC), ycranoBeHu ot
EBponefickaTa KOMHCHS 3a TeCTBaHe Ha aHTUMHKpOoOHa gyBcTBUTENHOCT (EUCAST), ca cnennure:

INaroren Tect ¢ paspexaane (MIC, mg/l)
YyBCTBHTEIEH PesncTenTen
Enterobacteriaceae <1 >2
Staphylococcus spp. " &
Streptococcus spp. Tpynu A, B,CuG) | °® 5
Streptococcus pneumoniae <0,5° > 2
Streptococcus ot rpyna Viridans <0,5 >0,5
Haemophilus influenzae <0,12* >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0,12 >0,12
Neisseria meningitidis <0,12* > 0,12
Hecpbp3aH ¢ BUA <Ir > 2

* YyBCTBUTENIHOCT, MoApa3dupalia ce OT YyBCTBHTEIHOCTTA KbM LIe(POKCHTHH.

® YyBCTBUTENHOCT, NOApa3dbMpalla ce OT YyBCTBHTEIHOCTTA KbM NTEHHLIWIHH.

* Usonarure ¢ MIC Ha uedtpuakcoH Hag nparopata CTOHHOCT 3a WyBCTBUTEJIHOCT Ca PeAKH H aKo ce
OTKpHAT, TPA0OBa Aa ObaaT TeCcTBaHU [TOBTOPHO U NIPH YC/IOBHE, Ye ObAaT NOTRBPIEHH, TpabBa aa ce

U3nparaT Ha pedepeHTHa naboparopus.
" [IparoBuTe CTOMHOCTH C€ OTHACAT 3a AHEBHA HHTPABEHO3HA A03a 0T 1 g X | ¥ BUCOKA 034 OT Haii-

MaJKo 2 g X 1.

KnnHuyHa edHKaCHOCT Cpely crnelnduydn naToreHu

HecroTata Ha NnpHACOHTA PE3UCTEHTHOCT MOXE a BapHpa reorpadicki U BbB BpEMETO 3a H3OpaHH
BHAOBE U € XeNATEJTHO HATHYHE HA NOKaNHa HHPOPMALIUA 33 PE3HCTEHTHOCTTA, 0CODEHO NpPpH Nevenue
Ha TeXKKH HHPekUuuH. [Tpu HeoOxoauMocT TpabBa 1a ¢e NOTBPCH eKCTIEPTEH CHBET, KOraTo JIOKANHATA
4YECTOTA Ha PE3UCTEHTHOCT € TAKABa, Y€ MOJIC3HOCTTA HA e TPHAKCOH MPH NIOHE HAKOW BHIOBE
UHPEKLUHU € NoA BBLIIPOC,

OOHKROBEHO YYBCTBHTE/IHH BHIOBE

['paM-nonokHuTEeIHU aepodu

Staphylococcus aureus (METUIINIHH-UY BCTBUTEIHH)
Koarynaza-HeraTHBHM cTa$pUNOKOKH (METHLIMNMH-4YBCTBUTENHHM ) *
Streptococcus pyogenes (I'pyna A)

Streptococcus agalactiae (I'pyna b)

Streptococcus pneumoniae

Streptococcus ot rpyna Viridans

I pam-oTpHUATENHY acpobu

Borrelia burgdorferi
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoea
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Neisseria meningitidis
Proteus mirabilis
Providencia spp
Treponema pallidum

Bagose, 33 KOHTO Moze Aa HmMa npobaem ¢ npraobRTa PE3RCTEHTHOCT

CpaM-nonoXKHTENHH aepodu

Staphylococcus epidermidis
Staphylococcus haemolyticus’
Staphylococcus hominis™

['pam-oTpHLATENHH acpoOH

Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumonige ”
Klebsiella oxytoca
Morganella morganii
Proteus vulgaris
Serratia marcescens

AHaepoOu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

MEKpOOpPraHKR3IMH ¢ IPHCHIA PEIUCTEHTHOCT

paM-noNoXUTEHU aepodu

Enterococcus spp.
Listeria monocytogenes

[ pam-oTpHLIATENHH aepobu

Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepodu

Clostridium difficile

Hpyru:
Chlamydia spp.

Chlamydophila spp.
Mycoplasma spp.
Legionella spp.
Ureaplasma urealyticum

£ BcuukM METHIHNTHH-PE3HCTEHTHH CTAPUIOKOKH €A PE3UCTEHTHH KBbM UedTp
" YecroTa Ha pe3HcTeHTHOCT > 50% B Hali-Manko eIuH PeruoH
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* ESBL-npoayuHpauuTe LaMOBe Ca BAHATH PE3HCTEHTHH
3.2 PapMaAKOKERRETHYHA CBOHCTBA
Abcopbuus

HHmpaMyCcKYIHO NPURONCERUE
Cnen HHTPaMyCKYJIHO HHXEKTHPaHE CpeHHUTE MUKOBM NNa3MeHH HUBA Ha e TPHAKCOH ca

MPUONH3UTENHO HANONOBHHA HA HAOMIOAABaHNUTE CNEA HHTPABEHO3HO MPUNOKEHME HA eKBHBATIEHTHA
xo3a. MakcHManHaTa niasMeHa KOHUEHTpaLus ciel eAMHUYHA J03a OT | g MHTPaMyCKYNHO € OKOJIO
81 mg/l u ce noctura 2-3 uaca cnen NpUNOKEHME.

[11ouiTa oA KpHUBATa NJla3sMEHA KOHLIEHTPALHA—BPEME CJIe HHTPAMYCKYITHO NIPHIIOKEHHE €
€KBHBAJIEHTHA Ha Ta3H C/l€] HHTPABEHO3HO NPUIOKECHHAE HA €KBUBANIEHTHA 1034,

HHumpaeeno3no npunodicerue

Caen MHTpaBeHO3HO NpUNoxeHue B Sbonyc Ha uedrpraxkcon 500 mg n 1 g cpeAHNUTE MHKOBY
MJIa3MEHH HUBA Ha UePTPHAKCOH ca CbOoTBeTHO npubanautenno 120 u 200 mg/l. Cnea nurpaseHosna
HH(py3ua Ha nedrTpuakcon 500 mg, 1 g u 2 g niasMenuTe HYUBa Ha LePTPHAKCOH €A CHOTBETHO
npubnuantenHo 80, 150 u 250mg/l.

PasnpeaeneHue

Ob6eMbT Ha pasnpeacneHue Ha tedrpuakcon € 7-12 I. KoHuerRTpailun MHOro Hag MHHHMAJTHUTE
HHXUOHTOPHH KOHLICHTPALMHK Ha TIOBEYETO NPUNOXKHMH NMATONEHU MOraT Aa Ce OTKPHAT B ThKAHUTE,
BKJIIOYHMTENHO OennTe ApoboBe, ChpUETO, FTbHHHTE ITbTHILA/YEPHHA AP0, CAUBHLMTE, CPEJHOTO YXO
¥ HOCHATa JIHraBylia, B KOCTHTE H B LepeOpocnuHannara, nieBpanHara, NpocTarHaTa H CHHOBHAJIHATA
Te4HOCT. [1pn MHOrokpaTHO npunoxeHHe ce Habnwoaaea 8-15% nopulieHKe Ha cpeaHaTa MHKOBA
nuasMeHa KOHUEeHTpaUUs (Cmax); CTALLHOHAPHO CHCTOAHHUE C€ JOCTHra B MIOBEYETO Cly4au B pAMKHTE
Ha 48-72 4aca B 3aBUCHMOCT OT ITbTS HA MpHIIAraHe,

[IpOHHKBaHE B KOHKDETHU ThKaHH

[lepTprakcoH npoHUKBa B MEHUHTHUTE. [1poHHKBaHeTO € Hali-roaaMOo, KOraTO MEHHHIUTE ca
Bb3naneHu. CpelHH NUKOBH KOHLEHTPAUMH Ha UePTPUAKCOH B JIMKBOpA NMPU NAUHEHTH C
OaxkTepHaieH MEHHHTHT ce CboOLIABAT CbC CTOHHOCTH 10 25% OT nna3MeHHUTE HHBA B CPABHEHHE C
2% oT nnasMeHHTE HUBA MPH NAaUMEHTH ¢ HeBb3NaleHH MEHHHIU. [THKOBH KOHLIEHTpALHH Ha
ueTpHakcoH B LepeOpOCNMHATHATA TEYHOCT C€ AOCTUTAT NPHOAHIUTENHO 4-6 Yaca cien
HWHTPABeHO3HO HHXEKTHPaHe. LiedTpuakcon npemiHaBa nnaieHTapHara dapyuepa U ce eKCKpeTdpa B
KbpMaTa B HUCKH KOHLIEHTpALMH (BX. TOYKa 4.6).

CBbp3BaHEe C NPOTEUHH

Lledrpuakcon ce cabp3sa obpatumo ¢ andyMuHa. CBbp3BaHeTO ¢ MNa3MeHuTe NPOTEHHH € 0K0Jo 95%
NpH KOHUEHTpauxH B mna3mata noj 100 mg/l. Cepp3BaHeTo € HacCKLLIAeMO W CBbpP3aHaTa YacT
HaMaJsaBea ¢ NOBUILABAHE Ha KOHUEHTpaluATa (40 85% npu koHueHTpauus g naaszmara 300 mg/l).

Buorpanc Malnug

LledTpuakcoH He npeTbpngBa CHCTEMEH METabOMN3BM, @ Ce IIPEBPDIIa B HEAKTUBHH METabOIHTH OT
ypeBHaTa ¢opa.

EnnMHHHpaHE

IlmasMeHHAT IWIHPBLHC Ha 001us LedTpHakcoH (CBbp3aH M HecBbp3aH) € 10-22 m
KJIUPBHC e 5-12 ml/min. 50-60 % oT uedTpnakcoH ce eKCKpeTHpa HEMPOMEHEH B b acHofiHG

ype3 rnoMepyasa puntpanus, pokaro 40-50 % ce exckperupar HeMpOMEHEHH B E al "_';i"l-‘fi‘_._""-‘;=t.':;ﬁ}‘fi_ﬁ:f. }
EJMMHHALIMOHHUAT NOMYKUBOT HA 0o01HA He(TPHAKCOH NIPH Bb3PACTHH € OKOJIO 4L feﬂ;?_._# AT

[— |
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IHayuenmu ¢ 6v0peyno uru YepHoOpobHo yepescoane

Ipu naumMenTty ¢ 6bOpeyHa WK uepHoApoOHa OUCHYHKIMA PAPMAKOKUHETHKATA Ha LehTPUAKCOH ce
NMPOMEHS MMHUMAIHO C JIeKO YAB/AXKABaHE Ha MOMYKHUBOTA ([10-MaJIKO OT ABYKPATHO), IOPH NpH
MalHeHTH ¢ TEXKO HapylleHa 0b0peuHa PyHKIHs.

CpaBHHTENHO MAJIKOTO YAb/DKABaHE Ha MONYXKHBOTA Npu ObOpeYHO yBpexaaHe ce 00jACHSBA ¢
KOMIIEHCATOPHO NMOBHLIEHHE HA HEOBLOpEUHHA KIUPBHC, NO/yYaBalllo € B pe3yJITaT Ha HaMassBaHe
HA CBBbP3BAHETO C MPOTEMHUTE U CHOTBETHO yBeWU€HHE Ha HeObOpeUHHUs KIHPBHC Ha 001K

He(pTPUAKCOH.

[Ipy nauHeHTy ¢ YepHOAPOOHO YBpeXKIaHe eTHMHHALMOHHUSAT NOMYKHUBOT HAa LEQPTPHAKCOH HE Ce
yIbJKaBa BCEACTBHE HA KOMIIEHCATOPHO yBeAHueHNEe Ha Ou0peyuHns kiupeHC. ToBa ce IbNXKH U Ha
yBenuueHue Ha cBoOoHaTa dpakuis Ha nedTPHAKCOH B Nna3Mara, KOeTo JoNpUHacs 3a
Hab/M0JaBAHOTO NAPAaJOKCATHO YBe/IM4eHHe Ha oOLIMA IEKAPCTBEH KIHPBHC, ¢ YBEIHYEHHE HA 00ema
Ha pasnpeaeneHue napanejiHo Ha TOBa Ha o0LuKA KIUPBHC.

Xopa 8 cmapuecka 8b3pacm

[Tpu Xopa Ha BB3pacT HaA 75 rOHHH CPEIHMAT €MMMHHALUHOHEH NTOTYKHUBOT OOMKHOBEHO € Ba 10
TPU N'BTH NO-I'OJIAM OT TO3M NPU MNAAH BL3PACTHYH NALHEHTH.

[leauaTpudHa NONYAALINS

[TonyxXHBOTHT Ha LUEPTPHAKCOH € YABJKEH IIpH HOBOPOAeHH. Ot paxaaHeTo A0 14-AHEeBHA Bb3pacT
HHBATa Ha ¢B00O/ieH iedTPHAKCOH MOTaT Ja ce NOBHLIAT AONBLJIHHUTENHO OT PAaKTOPH KaTo
HaMaleHaTa IJIOMEpYJIHa (PHITpALUA K TPOMEHEHOTO CBBbP3BaHe ¢ NMPOTEHHHTE, B nepHoja Ha
NETCTBOTO MONYXXHBOTDBT € MO-HHCBHK OT TO3H MPY HOBOPOAEHH UJIM TPH Bbh3PaCTHH.

[1nasMeHUAT KIUPBHC M 00EMBT Ha pasnpeacieHHe Ha oOHs ue@TpHakCoH ca Mo-BUCOKHU npH
HOBOPO/JEHHU, KbPMa4eTa U Jiela, OTKONKOTO MPH Bb3PACTHHTE.

JNuneliHocT/HeNHHeHHOCT

QapMakOKWHETHKATA Ha e TPHAKCOH € HENHHEHHA H BCUUKH OCHOBHU (papMakOKMHETHYHH
[MOKa3aTeNy, ¢ H3KIIUEHHE HA eJTMMHHALIMOHHKA [OJYKUBOT, ¢a 0303aBUCHMH, aKko ce Oa3upar Ha
ofl1aTa JekapcTBeHa KOHUEHTpaLM, MOBHINABalKU C& No-¢1abo OT NPOMOPUHOHATHO C 103aTa.
HenuneiiHocTTa ce ABbIKKH Ha caTypaliUs Ha CBbP3BaHETO C MUIA3MEHHTE MPOTEHHH U 3aTOBA Ce
Ha0mroaBa 3a 00U nnasMeH e TpUaKkcoH, a He 3a cBOOoAHHU (HecBbp3aH) LedTPHAKCOH.

Bpb3ka(y) dapmakokuneTHka-papmMakoInBaMiKka

KakTo npu apyru 6era-nakramu, HHAEKCHT (papMakoxHHETHKA-(papMaKkoOJWHAMUKA, NTOKa3BaLl Haji-
aobpara kopenauus ¢ in vivo eUKacHOCTTA, € NPOUEHTBT OT HHTEPBAIA Ha JO3HPAHE, B KOHTO
KOHLIEHTPALHATA Ha HECBBP3aHO 1IEKapCTBO OCTaBa HaJl MUHHUMATHATa HHXHONTOPHA KOHLEHTpaLUs
(MIC) Ha uedTpnakcon 3a oTaenHUTE TapreTHH BuAoBe (T.e. %T > MIC).

3.3 [MpeakTHHHYHH JaHHHA 32 6€30NACHOCT

MMa aaHHH OT NpoyyBaHHs NPH XXHBOTHH, Y€ BHCOKH A03M Ha Hed)TpHAKCOH-KAJILIMERA CON BOJAT A0
oOpa3yBaHe Ha KOHKPEMEHTH U NPELUUITUTATH B ATBYHHA MEXYP Ha Ky4yeTa H MaliMyHH,
okazalo obpatumo. [1poyHBaHiATaA NPH KHBOTHH HE €a ANy JaHHH 3a PENPOLYKTH
FEHOTOKCHYHOCT. [Tpoy4uBaHHs 3a KaPLIMHONEHHOCT Ha e TPHAKCOH HE ¢a NpoBe
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6. PAPMAINEBTHYHH JAHHU

6.1 CnuchbK HA NOMOLIHETE BeIeCcTBA
Hsama.
6.2 HeCcLBMeCTHMOCTH

B13 0CHOBA Ha JaHHU OT IMTEepaTypaTa UedTPHAKCOH HE € ChbBMECTUM C AMCAKpPUH, BAHKOMUIIUH,
¢pnyKOHa301 U AMKHOTTIMKO3HAH.

PastBopH, chabpkaly uedTpHakcoH, He TpAOBa fAa ce CMecBaT WK aa ce npudaBAT KbM IPYrH
CPEACTBA, ¢ H3KJIIOYEHUE Ha NOCOUEHHTE B To4Ka 6.6. [lo-cnenmanyo 3a pa3TBapsHe Ha duakonuTe ¢
HeTPHAKCOH UM 3a JOMBIIHHTENIHO pa3pexAaHe Ha pa3sTBOPeH GakoH 32 HHTPABEHO3HO
ApUI0oKeHHe He TpAOBa [ia Cce M3NON3BAT paspeAKTENH, ChAbPKalM Kanuui (Hanp. pa3TBop Ha
Puurep » Ha XapTMaH), 3alll0TO MOXe Ja ce obpasyBa npeuunutar. LiedTpHakcon He Tpabsa aa ce
CMecBa WJIH JIa ce NpuJiara €IHOBPEMEHHO ¢ pa3TBOPH, ChIbpkKAIW KaMUWH, BKIIIQUATENHO Pa3TBOPH
33 TOTTHO NAPEHTEPATHO XpaHeHe (BK. Touka 4.2, 4.3, 4.4 u 4.8).

AKO € IpeABUACHO JeYeHHe ¢ kOMOUHaUMA OT Opyr aHTHOHOTUK U LledTpuakcon-Yalkadapma,
MPUJIOKEHHETO He TPAORA Aa Ce€ U3BbPLIBA B ChIIATA CTIPUHLOBKA HITH B Cblliks HH(Y3HOHEH pa3TBOp.

To3u nekapcTBeH NMPOAYKT He TpAOBa 4a Ce CMECBA C APYIH IEKAPCTBEHH NPOAYKTH, C H3KITIOYCHHRE HA
NOoCOYEeHUTE B TOUKA 6.0,

6.3 Cpox Ha rogaOCT
HeoTsopeny ¢nakoHy: 3 NoAHHM.

PasteopMTE Ha UedTPHAKCOH 3ana3BaT XMMUUeckaTa # gu3nuecKkarTa CH CTaOUITHOCT B POABIKEHNE
Ha 24 yaca npH CbXpaHEHHE B xNaauIHHK (2-8°C).

Ot MHKpOOHOIOTHYHA IMeAHa TOYKA € XKeJIaTeHO Pa3TBOPUTE 1a Ce Npuiarar BeHara cnej
MPHUTOTBAHETO M. AKO He ¢€ H3NO/3BaT He3abaBHO, BPEMETO H YCIOBHATA Ha ChbXpaHeHHe Ha
FOTOBUTE Pa3TBOPH NpPeAH NPKHAAraHETO UM ¢a OTFOBOPHOCT Ha noTtpebuTens u He TpsaOBa aa e no-
ABJIrO OT MOCOYEHOTO MO-TOPE BPEME, 33 KOETO PasTBOpUTE 3ana3Bar cTabuiaHocTTa cd 3a ynorpeba.

6.4 CrHenHaJH# yCJI0OBHS HA CBXPaHEHHE

Ha ce chxpaHsaBa npu remnepatypa nog 25°C. [a ce cbxpaHsBa B OpUrHHANHATA ONAKOBKA.
3a yC/IOBHATA Ha ChbXpaHeHUe Ha paspesieHHs NpoayKT BHx pasaen 6.3.

6.5 Bra A chAbLPKAHAE HA ONAKOBKATA

Ledrpuakcon-Yadkadapma 2 g npax 3a HHKEKIIHOHEH WK HHGY3HOHEH PA3TBOD
Crbknenn dnakonu tin I11 Ph.Eur or 20 ml ¢ 6pomobyTunopa 3anyuanka 4 anyMHHHeBa xanauka,

ChAbPAAll{ CTEPUNEH NIPaxX, €KBHBAJICHTEH HA 2 g e TPHAKCOH.
OnaxoBkH oT 10 ¢naxona, 60 ¢nakoHa v 66 daakoHa.

He BcHUKH BUAOBE ONAKOBKH Morar Ja Obaar MyCcHaTH Ha nasapa.
6.6 CneunanHHd npeana3HH MEPKH OpPH H3XBbLpJaaHe B paboTa
KoHUeHTpallH1 3a HHTPAaBEHO3HO HHxeKkTUpane: 100 mg/ml.
KoHueHTpauyu 3a HHTpaBeHO3Ha HHPY3ua: 50 mg/ml.

(3a nomrbIHWTENHZ HHGOPMALMS MOJA, HaNPaBETE ClIpaBKa B Touka 4.2).

[IpuroTBsHe Ha HHXEKLIHOHHHA W NHDY3HOHHUS PA3TBOD
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[TpenopbuBa ce MpUnaraHeTo Ha NPACHO NPUIOTBEHH Pa3TBOPH. 3a YCJIOBHATA HA CbXPAHEHUE HA
pa3penceHusa NPOAYKT BHXK pasaen 6.3,

LedTprakcon He TpaOBA 1a ce CMECBa B €1HA W CblLAa CNIPHHLIOBKA C APYTH JIEKapCTBa, OCBEH € 1%
pa3TBOP Ha JIMJOKAUHOB XUAPOXJIOPUA (CaMO 33 HHTPAMYCKYJIHO NTPHIOKEHHE).

Hugysuodnarta iHHHA TpaOBa 1a ce NPOMUBA CJIEA BCIKO MPUIIOKEHHE.

LledbTpuakcon-YHafikagapma 2 g npax 3a HHXKeK HOHEH/ UH(DVIHOHEH PA3TBO

3a unmpaeeno3na ungpyzua: 2 g uedTpuaxcoH ce pasteapar B 20 ml ot eana ot cnepxuTe
HHQY3UOHHH TEYHOCTH, KOMTO HE ChbABPXKAT KaNLHii: pazTeop Ha 0,9% HaTpHeB XNIOpHI, pa3TBOp Ha
0,45% HaTpues xnopua + 2,5% aexcTposa, pa3TBop Ha 5% JekcTposa, pa3TBop Ha 10% aexctposa,
pa3TBOp Ha 6% nekcrpaH B 5% pexcrposa, pa3Teop Ha 6-10 % xuIpokcHETHN HUILIECTE, BOAA 34
WHKEKIHH, CIIE], KOETO C& H3TEMNAT OT (hIAaKOHA M C€ pa3pekaaTr 10 HeoOX0AHMaTa KOHUEHTpaLK.
Undysusara Tpabea aa ce npunara B npoabixkeHue Ha none 30 MuHyTH. Brok cbl10 nHpOpMaLMATa B
Touka 6.2.

Ob6embT Ha 3amecTBaHe Ha 2 g [ledrpuakcon-Yaiikagapma e 1,5 ml BbB Boaa 3a HixxekuMd. KoraTto
ce nodasar 20 ml Bosa 3a HHXKeKIHH, KpaliHaTa KOHUEHTPALUS HA NPHUTOTBEHKHA Pa3TBOD €

93,02 mg/ml.

[Tpu HoBopoaeHH TpAOBa Aa ce MpuUnaraT MHTPaBEHO3HH A03U B NPOAbIKeHHE Ha 60 MHUHYTH, 3a Ja ce
HaMaJTH NOTEHUATHHAT PUCK OT OunupybyH eHuedanonarus.

Henanon3paHMAT NPOAYKT WK OTNATbYHHTE MAaTEPHATIH OT HEro TPAOBA Aa ce U3XBBPIIAT B
CHOTBETCTBHE ¢ MECTHUTE H3IHCKBAHHUA.

7. NMMPUTEXATEJI HA PASPEILIEHHETO 3A YIIOTPEBA

,wUaiikadapma Bucoxokauectsenute Jlekapcrea” A/l
6yn. “I". M. InMuTpoB” Ne 1,

rp. Codua 1172, brarapus

Ten.: 02/962 54 54

daxc: 02/960 37 03
e-mail: info@tchatkapharma.com

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
Per. nomep: 20190293

9. JTATA HA ITBbPBO PA3PEILIABAHE/TIOJHOBABAHE HA PAJPEHIEHHUETO 3A
YIIOTPEBA

JaTa Ha nbpBO pa3pelnasade 3a ynorpeda: 30.12.2019
JlaTa Ha nocneaHO NMNOJHOBABAHE:!

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

OkTtoMBpH, 2024
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