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1. AME HA JIEKAPCTBEHHA NPOAYKT | L sesuehie Ne

MEJJAKCOH 1 g npax 3a HE:KEKIMOHEH Pa3TBOp
MEDAXONE 1g powder for solution for injection

MEJAKCOH 2 g npax 3a HIDKeKIIHOHEH Pa3TBOp
MEDAXONE 2 g powder for solution for injection

2. KAMECTBEH H KOJIMYECTBEH CBHCTAB

Beexkn duakon MEJIAKCOH 1 g chaspxa Karo aKTHBHO BemecTeo 1 g uedrpHakcon
(ceftriaxone), xaro nedTprakcoH HaTpwii.

Beeku ¢nakon MEJAKCOH 2 g chABpka K4TO 4KTHBHO BEIIECTBO 2 g HEe(TPHaKCOH
(ceftriaxone), kaTo LedTpHakcoH HATpHL.

3a DBIHHA CITHCHK Ha IMIOMOINHKTE BEIECTBA BIKTE TOYKA 6. 1.
3. JEKAPCTBEHA ®OPMA

CrepuieH Npax 3a HIKEKIMOHEH pa3TBOp.
Tours 6451 10 KBITEHKKAB, Cl1a00 XMIPOCKOIHMYEH KPHCTAJICH Mpax.

4. KIMHAYHH JARHHA

4.1. TepaneBTHYAH NOKAZAHAA

MEJJAKCOH ¢ nokaszaH 3a JledeHMe HA CleAHHTe HH(EKIMH MNpH BB3PACTHH H JcUa,
BIJIFOYHTEITHO AOHOCEHH HOBOPOAEHH (OT MOMEHTA Ha PAXKAAHETO):
BakTepHaneH MCHHUMEHT

ITreBMOHNA, NpUACOHTA B 00LIECTBOTO

Ho3zoxkoMuanHa MTHEBMOHHA

OcCTEp CpeleH OTHT

HurpaabnoMubaniay unpexumm

YenoxHeHH HHPEKLHH Ha MMKOYHHUTE HETHIA (BKIIOYHTENBEO TTHETOHEe(hPHT)
HHpexin Ha KOCTHTE M CTABHTE

YenoxHeHH HH(QEKUHMA Ha KOXKATA U MEKHTE THKAHH.

Fonopes

Cudunuc

baxTepuanen eHfoKapauT

MEJTAKCOH Moxe na ce H3n0138a:
3a neqenne na obocTpaHNA Ha XpOHHIHA 00CTPYKTHBHA GenoapodHa Gonect MpU BH3PACTHH.

3a nevenne Ha AUCEeMHMHHpana naiiMcka Gopenmosa (panna (cramusi II} u xbena (cramwii 111)) npu
BE3PACTHH M Jeld, BKIIOYHTENHO HOBOPOIEHH Ha BB3pacT OT 15 AHH Harope.

3a npenonepatHBHa NpodHNaKTHKA Ha HHCKIHA Ha ONIEPATHBHOTO MACTO.

IIpu neyeHHeTO Ha malMeHTH ¢ (HeOpHIHA HEYTPOTICHHS, 32 KOATO Ce NOA03Hpa, Y€ Ce JBIDKH Ha
GaxrepuanHa nadEKIMA.
Ilpu neueHneTo Ha nNauMeHTH ¢ OaKTepHeMHA, KOATO BL3HHKBA BBLE Bp b3
uHdexuuTe, H30PoeHH Mo-rope, WIH Ce NOAO3HPA, Me € CBbP3aHa ¢ HAKOSA OT THE




MEJAKCOH Ttpa6sa na ce npunara eJHOBpeMeHHO ¢ APYTH aHTHOAKTEPHAIHH CPEACTEA BUHATH,
KOTaTo BB3MOXKHMAT CEKThp Ha GakTepuanHWTe NpHYHHHTENH HE Monajga B HETOBHA CHEKTHP
(BXk. TOuKa 4.4).

TpsbBa na ce mMaT NpeasHa OQUIMATHNTE HACOKH 33 NPABWIHA YNOTpeba Ha aHTHOaKTEpHAIHM
CpeAcTBa.

4.2. Io3RpOBKA H RAYTHH HA NpPpUICKeHHe

O3WPOBKA
Jlozata 3aBHCH OT TeXECTTa, IyBCTBHTEIHOCTTA, MSCTOTO H BH/A HA HHQEKIMATA, KAKTO H OT
EB3pacTTa H uepHoApoOHaTa o OripeyHa GyHKITHA Ha NAIHEHTA.

Jlosure, npenopbuatn B TabiuiMTe MO-N0Iy ca obHuaiHHTe NPENOPBYHTEIHH JI03H NpPH Te3H
nokasanus. [Ipn ocobeno Texxu cayvau TpabBa ga ce 0OMHCIIH MpHIaraHe Ha AO3H HAa MOPHATA
rPAHMLIA HA NPETIOPBEIHTEITHUA JTHAAZ0H.

Bw3pacmuu u deya na evzpacm nad 12 2odunu (2 50 x2).

Josnpoexa Ha | YecToTa Ha | [loxazanna

nedrprakcon* | npuaarane**

1-2g Benunx auepuo | [THeBMOHHA, NpHAOOGHTA B 00IIECTBOTO
OfocTpsaua Ha XponudHa oOCTpyKTHBHA Oemoapobua
Oonect

HurpaabromuHanuy HHGEKIHH
VYenoxkHeHn  MHQEKIMH Ha  IHKOYHMTE  MBTHINA
(BKITIOYHTENTHO MTHEAOHS(PHT)

2g Bennrmxk quesso | HozoxoMmuanna mueBMOHHS
VeioxkHeHH HAGEKIMA Ha KOKATA H MEKHT¢ ThKAHH
HHbexiii Ha KOCTHTE H CTABHTE

2-4¢g Bennbx arepHo | Jleuenue Ha narnpeHTH ¢ deOpHNIHA HEYTPONEHM, 38 KOATO
C€ TIOZIO3HPA, Ue Ce IbJDKM Ha OakTephaiHa HHpEKIHA
Bakrepraned eHIOKAPIMT

bakrepuaneH MEHHUHIHT

*TIpn noxymeHTHpaHa OakTepHeMus TpsOBa fa ce OOMMCNM NpHJIAraHe Ha JO3H Ha ropHaTa
FpaHHLa HA NPENOPLYHTENHHS AHANA30H.

**Moxe aa ce oOMUCM TIpIWIOKEHHE BA ITETH JHEBHO (npe3 12 gaca), koraro ce MpHiarat 4034
[O-BHCOKH OT 2 g THEBHO,

IToxazanug 3a BB3PACTHH H Jielia Ha BE3pacT Haa 12 romus (> 50 Kr), npu KOMTO HMa HYXZIa OT
CTIELHATTHHA CXEMH Ha [PWIATaHE:

OcThp cpeneH OTHT

Moske ma ce npunoxwy eauanyna no3za MEJJAKCOH 1-2 g uetpaMmyckyino. OrpaHHueHH JaHHHA
NIOKA3BaT, Y€ B CJIy4aH, KOTATO AAIHEHTET ¢ ¢ TEXKKO 3a00IaBane HIH NMPEAXOJHOTO JIEUeHHe He €
omwio yenemno, METAKCOH moxe fa e edekruBen npH Npwiarake Ha aosa 1-2 g pHeBHO
HHTPaMYCKYJIHO B TIpOJb/DKeHHE HA 3 JHH.

IpegonepaTieHa npodunakTHKa HA HHGEKIUH Ha ONEpaTHBHOTO MACTO
2 g KaTo eAHHHYHA N03a HHTPaMYCKYIHO.

T'onopesn
500 mg xaTO eAHHMYHA N03a HHTPaMYCKYJIHO.

Cudwunuc




BKIIOYHTENHO HeBpocH(HIHC ce GasHpat Ha orpaHHdeHd nanuu. Tpabea na ce mMar npeaABHx
HalTHOHAJIHMTE HITH MECTHH YKa3aHMUA.

Jncemunupana naiimcka Gopenmosa (panna (cramnii IT) u kbcHa (cranmii I1D))
2 g BeAHEXK MHEBHO 33 14-21 aau. [IpenoppuMTenHaTa NPOALKHTEAHOCT Ha IEYEHNAE € paziuiHa
H TpabBa Aa ce HMaT NpeABHI HALMOHATIHHTE HWIH MECTHH YKA3AHHA.

Ileduampuuna nonynayus
Hoeopoodenu, kepmavema u deya na avspacm om 15 onu 9o 12 200unu (< 50 k2)

3a nena ¢ TesecHo Ternoe 50 kr wiu noseue TpsOBa Ja ce AaBa obuuatinaTa 103a 3a Bb3PACTHH.

AozupoBka na | Yeerora aa | lokasanus

nedrpEaAKCcOR* OpHIarame**

50-80 mg/ kg Beprwx qHEBHO HrrpaaGaomunaniy undekuin
Venoxuens wHQEKUMM Ha @HKOYHHTE [BTHINA
{BKIIIOUMTEITHO NHENOHeDPHT)
TueBMouHd, NpraoOHTa B 06IMIECTBOTO
HozokoMHanHa MTHEBMOHMS

50-100 mg/ kg | Bempk AHEBHO VenoxHeny WHOEKIWH Ha KoKATa H MEKHTE THKaHH

{makc. 4 g) Hudexnpe Ha KOCTHTE H CTABHTE
JleueHne Ha maipeHTH ¢ GeOpUIHA HEYTPONICHH, 32
KOATO ce TOA03Mpa, 4Ye ce AbLKM Ha OakrepHanHa
HH($peK1as

80-100 mg/ kg | Benuwsxk nuepHo Baktepuanen MEHHHTHT

{maxc. 4 g)

100 mg/ kg | Beauwxk nuesno bakrepuaneH eHIOKAPAHT

(Maxc. 4 g)

*IIpn noxymenrnpana Gakrepuemus Tpsabpa aa ce OOMMCIH npHiara€e Ha JO3H Ha ropHara
TPaHHNa Ha NPETIOPLUHTENHNU JHANA3OH.

**Moxe fa ce 0GMHCIIH IPUWIOKEHHE JBa THTH AHEBHO (Tpe3 12 uaca), KOTaTo ce NpUiaraT JO3H
TI0-BHCOKH OT 2 g AHEBHO.

IMokazanua 3a HOBOPOACHH, KEPMAYETa H Jiea HA BB3pacT oT 15 auu mo 12 roaman (< 50 kr),
KOHMYO MMAT HyXJa OT CIeIHATHH CXEMH Ha NpIIaraHe:

Octep cpejieH oTHT

3a HavalHO JICUCHHE Ha OCTBP CPElCH OTUT MOXKE Jia Ce MPHIOXKH efuHIdHa no3a MEJIAKCOH
or 50 mg/kg nHTpaMycKyiHo. OrpaHAdYeHH AaHHW MOKA3BAT, Ye B CIy9aH, KOTATo JETETO € C
Texkko 3aConaBane WIH TBPBOHAYANHOTO NeueHne ke e Ouno yenemdo, MEJJAKCOH moxe aa e
e(peKTHBEH NPH NpHIaraHe Ha MHIPaMYCKyJIHA Ao3a or 50 mg/ kg nHeBHO B MpoAB/KeHHE Ha 3
IHH.

IIpeponeparueHa npodunakrika Ha HHGEKIMH HA ONEPATHBHOTO MACTO
50-80 mg/ kg xaTo equHMYHA NpefONEPaTHBHA J034.

Cndmnuc

ITpurumnHO rpenoprumTenHHTE NO3M ca 75-100 mg/ kg (Makc. 4 g) BegHsk AHeBHO 32 10-14 aun.
IpenopekuTe 3a n03aTa NpH CHQWINC, BKIIOUMTENHO HeBpocHdMIHC ce 6asHpar Ha MHOrO
orpanHdeHM NanHH. Tpabea ga ce UMAT NpEORHA HAUHOHATHHTE HIH MECTHH YKA3aHHA.

AHceMuHApana naiiMcka Gopesrosa (panna (cramuii I} 1 kbeHa (cranuii II))
50-80 mg/ kg Beanbk AHeBHO 3a 14-21 aun. [IpenoprunTenHaTa NPOABIKHTETHO
pavIH<Ha H TpAOBa Ja e MMaT Npe/iBH]| HALMOHATHHTE HIH MECTHH YKa3aHH4,

Hosopodenu 0 — 14 onu




MEJAKCOH ¢ npoTasonokasad PH HEAOHOCEHH HOBOPOAEHH A0 MOCTMEHCTPYaiHa BE3pacT 41
ceAMHUH (recTalMOHHA Bh3PACT + KAJIEHAapHa Bh3pacT).

Hdo3apoBka ma | Yecrora Ha | Hoxazannn
nedrpaaxcon® npHjIarane
20-50 mg/ kg Benwsxk AHEBHO HHTpaabaoMHHATHE HH(EKLHH

YenoxHeHH HHOEKIMH Ha KOXKATA H MEKHTE ThKaHH
VenoxkHeHH HWHQpEKUMM HA [HKOYHWTE ITHTHILA
(exmourTeNnHO MHeNnonedpHUT)

ITuesmMonus, npHaobHTa B O0IMECTBOTO
HookoMHAITHA THEBMOHHA

HHdekIHH Ha KOCTHATE H CTABHTE

Jleuenne Ha naipeHTH ¢ hebpuina HeyTPOTIEHH!S, 33
KOATO c€ MOJIo3Hpa, e ce Obku Ha OaxrepuanHa
HEpeKIIt

50 mgf kg Beanbx THEBHO bakrepuaneH MCHHHTHT
BakrepuaneH eHROKAPAHT

*IIpu noxkymenTHpaHna GakTepHemHs TpaGea ja ce oOMucCIHM MpWIaraHe Ha AO3H Ha NOpHaTa
rpaHHLIA Ha [PENOPBIMTENHAA AHANA30H.
He Tpafea fa ce HADXBLpNA MAKCHMANTHATA JHEBHA 1033 o1 50 mg/ kg.

IMokasanus 3a HOBOpOAEHH Ha Ba3pacT (0 — 14 OHM, KOHTO HMAT HYXJa OT CNENHafHH CXeMH Ha
NnpAnaraHe:

OcThp cpeneH oTHT
3a HaYANHO JIeYeHHE Ha OCTHP CPElcH OTHT MOXe Aa C¢ NpIIOKH emunnyHa noza MEJJAKCOH
ot 50 mg/kg mMTpaMyCKyITHO.

IpenonepaTHBHa NpoHIIAKTHKA HA WHEKLHH Ha ONEPATHBHOTO MACTO
20-50 mg/ kg kaTo egHHYHa NpeNONEPAaTHBHA 034,

Cuduanc

INpuHIMNHO MpenopsyYMTeNHaTA f03a ¢ 50 mg/ kg BemHbx AueHo 3a 10-14 aun. [IperopbkuTe 32
Jlo3aTa NpH CHOWIMC, BKIHOUMTEHO HEBPOCH(IWIHC c¢ 6azHpaT HA MHOIO OrpaHMYcHH AaHHH.
Tpabpa na ce uMaT nNpeaBHA HALHOHATHHTE HJIM MECTHH YKa3aHHA.

IIpodvascumenrnocm na nexenvemo

[TpoXE/HKHTENHOCTTa Ha JIEYSHHETO € pa3IHYHA CTiopeZ] Xofa Ha 3abonssadeTo, Kakro npH Beako
aHTHOHOTHYHO JIedeHne 1O IPHHIKTI, IPIIOKEHHETO Ha uedTpHakcoH TpAbBa 1a NpoabKH 48 —
72 gaca cJie] KATO NALMEHTHT cTaHe adeGpHICH HIM € NOCTHIHATA epajMKalg Ha HaKrepHHTe.

Xopa e cmapuecka evspacm:
TpenopbYHTEIHATE AO3HPOBKH 32 BBH3PACTHH HE C€ HYXKHAAAT OT MoauHkamusi IpH Xopa B
CTapuecKa Bb3pAcCT, NpH yCciosue 4¢ GsOpeunara n yepHoapobHaTa GyHKIHA ca 3aN0BONHTENHH.

Hayuenmu ¢ ueprodpobuo vepedcoame:

HanuuHuTe NaHHH He MOKAZBAT HeOOXOZHMMOCT OT KOPEKI[HA Ha 03aTa NPH JIEKO WIH yMepeHO
HapyllleHHe Ka yepHoApoGHaTa GYHKUMA, TIPH YCIoBHe Ye GbOpeuHaTa yHKIHA He € HapylleHa.
Hsma naHuM 0T Mpoy4BaHKA NIPH NAlMEHTH ¢ TEXKKO YEPHOAPOGHO yBpeXKaaHe. .

Hayuennu c 6vbpeuno vepexcdane:

Ilpu naupenTs ¢ HapyuleHa OBOpeuna GYHKUHA HAMAa HYXJa OT peayLpaHe
nedTPHAKCOH, NPH yCNOBHe Me HepHoApobHaTa ¢yHKimA He € HapymeHa. Cam
nperepMuHanna 6p0pedHa HEZOCTATHUHOCT (KPeaTMHMHOB KHpbHC < 10 ml/mir
Ha Le(TPHAKCOH He TpaORa Ja Ha/BHMInaea 2 g NHEBHO.




[1py naleHTH Ha IMaNU3a He C6 Haara JOIMBTHHTENHO MpUIaraHe Ha K034 Cliel AHann3aTa.
LledpTpHakcoH He ce €THMHHHpa upe3 NepHTOHealHa Wi XeMopawanmsa. [Ipenopbumrenso e
CTPHKTHO KJIMHHYHO MOHHTOpPHpAaHE 3a 6e30NMacHOCT ¥ e(hHKACHOCT.

Hauuenmu c mexcko yepuedpobio u Hvopeuno yepexcoane:
Ilpn nampeHTH ¢ Texka 6B6peuna W yepHoapobHa AucyHKIHMA € NPENOPHYMTETHO CTPUKTHO

KIMHHYHO MOHHTOpPHpaHE 3a He30nacHoCT H ePpHKacHOCT.

Hauun Ha npunoxenne
MEJAKCOH moxe Aa ce npunara 4pe3 HHTPABEHO3HA HHY3HA B NPOABLKCHHE Hai-Manko Ha

30 MpHyTH (DpeamovWTaH MHT HAa NpUACKEHHE), 4pe3 GaBHA HHTPABEHO3HA MIDKEKUHH B
NPOABDKeHHE HA S5 MHHYTH WM 4pe3 Qua6OK0 HHTPaMYCKYJHO WHkeKTHpaHe. HHrepmuTesTHa
HMHTPaBEHO3HA HIDKEKIMA Tpabka fa c€ mpuiara B NPOABIDKCHHE HA 5 MHHYTH 33 NPEnoOpbYBaHe B
no-ronemu sexn. UnrpapeHossn ao3u ot 50 mg/ kg wim no-royieMu NpH KbpMaveTa v aena ao 12-
TOOMINHA Bb3pacT TpAOBa Aa ce npuiarat upes HHdYy3ua. [Ipn HOBOPONEHH HHTPABEHO3HUTE JI03H
Tpabpa Aa ce npunarar B MpoabDKeHHE Ha 60 MHHYTH 32 HaMalgBaHe Ha TIOTEHLMATHUA PHCK OT
GunnpyOuHOBa cHUepanonatus (Bx. Touku 4.3 u 4.4). MHTpaMycKy/JTHHTe MEDKCKUHH TpaOBa aa
Ce MOCTABAT B MACATA HA OTHOCHTENHO TOJAM MYCKYN, KATO Ha eJHO MAcTo Tpiabea aa ce
HIDKEKTHpa He noBeue or 1 g. WHTpaMyckynHOTO npuioxkeHHe Tpabpa na cc MMa NpeABHA,
KOraTo TIPDWICKEHHeTO IO MHTPABeHO3eH IbT HE € BE3MOXKHO WIH € TO-HemoIXo[dino 3a
naumenTa. [lpu 1o3d Haz 2 g € HeoGX0UMO HHTPABEHO3HO HPHIOKCHHE.

AKO KaTO pasTBOPHTEN Ce K3MO/3Ba JIHA0KAMH, MOMYUeHHST Pa3rsop HUKOTa He Tpabsa na ce
MIPHIATA MHTpaBeHO3HO (Bk. Touka 4.3). TpaGea na ce B3eMe NMpeABHA MHGOPMALIAATA B KpaTKaTa
XapaKTePHCTHKA HA THAOKAHH.

[HedTprakcon € MPOTHBOIOKA3aH NPH HOBOpoAeHH (< 28 mHHM), ako HMAT HyXJa (WM ¢¢ 09aKBa
Ja MMaT HY)KAR) OT JIeYeHHe ¢ HHTPABEHO3HH PAa3ITBOPH, CHABKAINM KAIIHHA, BKIIIOYHTENHO
HEMPEKLCHATH MHQY3HH Ha Pa3TBOPH, ChABPKAIIH KajlMii, HAIPHMEP NMAPEHTEPAIHO XpaHeHE,
MOPajH PHCKA OT NPEMIHTALHA Ha HeTpHAKCOH KamiHil {BxK. Touka 4.3).

Paspenmurenu, cuabpxkamy kanumit (Hamp. pastBop Ha PuHTep WM pasteop Ha XapTmaRn), He
TpAGBa Ja ce W3NON3BAT 3a pasTBapAHe Ha (IAKOHHTE ¢ UGPTPHAKCOH MM 3a JOMBIHHTEIIHO
paspexgaHe Ha pa3TBOPeH (IaKOH 33 MHTPABEHO3HO MPHIIOKEHME, 3AIOTO MoXe Aa ce obpasyea
npeimATaT. IpelpnuTanus Ha HeTpUakcoH Kammmii MoXe [ia Ce MOMy4H, KOraro HeQTPHAKCOH
Ce CMECH ¢ Pa3TBOPH, ChABP/KAINM KAIIMH, B €Ha H CHINA JIMHAN 32 HHTPaBeHo3Ha mHGy3us. [lo
Ta3H NPHIHHA LePTPHAKCOH M PASTBOPH, CHABPIKAINH KAMA, He TpAORa Ja ce cMECBAT HIH J1a ce
MPHJIATAT €AHOBpeMeHHO (BHK Touka 4.3, 4.4 1 6.2).

3a npenonepatHBHa MNpodunakTika Ha HMHQEKINMH, PB3HWKHAIH Ha ONEPATHRHOTO MACTO,
tedTpHakcon Tpabea aAa ce npunara 30-90 MUHYTH Nipeay ONIEPATHBHATA HHTCPBEHLIAA.

4.3. IIpoTEBROnOKA3ARHS

CBpPBXIYBCTBHTENHOCT KbM LedTPHAKCOH, KoM ApYr HeQaNoCliOpHH HIH KbM HSKOE OT
NIOMOIIHHTE BENeCTBa, H30POCHH B TOUKA 6.1

AHamHe3a 33 TEKKA CBPLXYYBCTBHTENHOCT (Hamp. aHadHIaKTHIHA Peakuys) KbM HAKOH APYT THIT
Gera-naKTaMHu aHTHOAKTEPHANHH CPEACTBA (TIEHHLIIHHE, MOHOGaKTaMu B KapGancHeMH).

Hedrpuakcon e mpoTHBONIOKA3aH NpH:
HenoHoceHM HOBOPOJEHH AO NMOCTMEHCTpyalnHa Bh3pacT 41 ceAmMmii (reCTAUMOHHA B

KaJICHAapHa BB3pacT);

JonoceHH HopoponeHH (o 28-1HeBHa BB3pacT):

- € XHNepGHANPpYGHEEMNA, XCBITCHNNA WIM © XMIToanOyMHHeMHS WIH
TOBa Ca CBCTOsHMA, NPH KOWTO € BEPOATHO CELP3BaHeTo Ha GHITHPYOHHA f1a € Hap,




- aKo HMaT HyXJa (WIH ce o4aKkea Aa WMaT Hy»Aa) OT HHTPABEHO3HO JICUEHHE ¢ KaJuuii
WIH HHGY3HH, ChABPKAIM KATUHH, MOPAIH PHCKA OT NMPELMIHTALMA Ha LeTPHAKCOH KanueBa
con (Bwx Toukn 4.4, 4.8 1 6.2).

*In vitro nIpoyYBaHHA ¢4 MOKA3AIH, Ye HeTPHAKCOH MOXe Aa W3MEeCTH OlmHpyOHHa oT MecTaTa
MY Ha CBBP3BAHE CBC CEPYMHHN anOyMuH, BOAEHK] 110 BB3MOKEH pHCK oT OHNupyOHHOBa
eHledanonaThs PpH Te3H NAlHEHTH.

Mpean HATPaAMYCKYJIHO HIKeKTMpaHe Ha UedTpmakcoH TpabBa J1a ce  H3KMOYAT
MPOTHBOMIOKA3AHMA 32 JIMAOKAHH, KOTaTO KATC PasTBOPHTE]I C¢ M3MO3BA Pa3TBOP HA JIHIOKAHH
(Bx. Touka 4.4). Buxre undopMalHaTa B KpaTKaTa XapaKTepHCTHKA HA JIHJIOKaHH, 0CODEHO
MPOTHRONIOKA3AHHUATA. PasTBOpHTE Ha Le(TPHAKCOH, CHABPKALIM JIHAOKAWH, He TPAOBa HHKOTa Aa
ce MPHIAaraT HHTPABEHO3HO.

4.4. Coenuannn npegynpexieHas H NpeJna3iaR MEPKH OpH YOoTpeba

Pe Ha CBPEX HTEHOCT

Kakto npu Bcwukn GeTa-JakTaMHH aHTHOHOTHIM, HMa CHOOLEHMS 33 CEPHO3HM M IIOHAKOra
(daTalHH peakiMH Ha CBPBLXYYBCTBHTENHOCT (BXK. Touka 4.8). B ciyualf Ha TEXKKH peaKkUMH Ha
CBPBXTYBCTBHTENHOCT JICUCHHETO ¢ Led)TpHakcoH TpaOBa na ce IpeKparH HesabaBHO H aa ce
NIPHJIOKAT afIeKBaTHH cnemny mepke. [pean zamousaHero Ha JiedeHHe TpAOBa jJa ce YCTaHOBH
JANH NAMEHTET HMA AHAMHE3A 33 TEKKH PeaKlMH HA CBPBXYIYBCTEMTENIHOCT KM LIE(TPHAKCOH,
KbM JApYTH 1Le(anoCcnopvHH WIH KM KOETO H Ja © Apyro OGeTa-lIakTaMHO CPEOCTBO. AKO
LeTPHAKCOH Ce NMPH/IATA HA [ALMEHTH ¢ AHAMHE3a 33 HETEXKA CBPBXUYBCTBHTEIHOCT KBM APYTH
6eTa-naKTaMHM CpeACTBA, TOBA TPAGEA Aa CTaRa ¢ MOBHINEHO BHUMAaHHE.

Texxku koKHH Hexxenand peakumu (Cunapom xa Crusbhc-J[xoHCEH WiH CHHApoM Ha Jlaiwn/
TOKCHYHA eNHAepPMANHA HEKPONH3a W JIEKAPCTBEHA peakiHd ¢ EO3MHOQHIMA B CHCTEMHH
cumrromu DRESS)), kouTo Moxe Aa OBOaT MBOTO3ACTpalUABALIM WIH C JIETANEH HM3XOA c¢
chOOIaBaT BHB BPH3KA C JICUeHHE C Le(TPHAKCOH, YECTOTaTa Ha Te3H chbumua ofade He e
meecTHA (BXK. TOUKa 4.8).

Peakiis na Jarisch-Herxheimer (JHR)
HakoH mampeHTH che CIMpoXxeTHH HHGEKIMA MOXe Ja MOMydaT peakumd Ha Jarisch-Herxheimer

(JHR) Mamko cnej 3amoysaHe Ha JedeHuero ¢ nedTpHakcoH. ObukHopeno JHR e
caMoOrpaHm4aBanio ¢e 3abonmapane, KOSTO ChIIO TAaKa MOXe Ia ¢ OBIajiee ChC CHMIITOMATHYHO
JiedeHHe. AHTHOHOTHYHOTO JicueHIe He TpAOBa Aa ce MpeyCTAHOBABA NPH BH3HHKBAHE HA Takapa

peakims,

BzanMoneficTeHe ¢ BTPOAYKTH, ChABPIKAIH KATIMA

Ommcann ca ciydad Ha (aTaiHM peakuMH ¢ NPeNUNMTATH Ha DedTpHAKCOH Kamuwii B GemuTe
Apobose H GLOpeLMTE IIPH HEOHOCEHH H AOHOCEHH HOBOPOAEHHM Ha Bb3pacT moa 1 Mecen. Haii-
MAJIKO B €HH OT Te3H Cly4aH uedTpHakcOH M Kanysii ca NPHIAraHH B PasiIHueH MOMEHT U Npes
PasIHYHH HHTPABEHO3HH MHHMM. B HajMYHHTE Hay"HH NaHHW HAMa CHOOINEHHA 3a MOTBBPACHA
HHTPAaBACKYJapHA NMPCIWNMHTALNA NPH NALMCHTH, H3BEH BB3pACTOBATA rpyna Ha HOBOPOACHHTE,
JieKyBaHH ¢ 1e(pTpHaKCOH M pasTBOPH, ChABPKAINM Kaiiwmid. In vitro nmpoy4ypaHHa moxaspar, 4e
NPH HOBOPOJCHHTE HMa NMOBHINEH PHCK OT NpELHNHTanHA Ha NedTPHACOH KATUMil B CpaBHEHHE C
JIpPYTHTE Bb3pacTOBU IPYIH.

Ilpn maumeHTH Ha BCAKa BB3pacT UedTpHAKCOR He TpaOBa Ja ce cMecBa MM mpuHnara
C€IHOBPEMEHHO ¢ MHTPABEHO3HH pa3TBOPHM, CBHIbPMKAMM KANIWH, AOpH Mpe3 pasiuvHA
HHOY3HOHHH JTMHHH HWIM Ha Pa3IHHH MeCTa Ha HHpY3uA. Benpexu ToBa, npw n
BB3pacT Han 28 Anw uedTpPHAKOH H PasTBOPH, CHABKAIOH KaNlMi, MOXe Aa
NOCNEAOBATENHO SAHH CAC APYT, aKC ¢ H3NO0/13BAT HAPY3IMOHHH JIHHHUH Ha pa3n
aK0 HH$Y3HOHHHTE JIHHHH C¢ NOAMEHAT HIH C¢ MPOMHBAT A00pe MEXIY OTACHK
bu3HONOrHYeH coneBH pasTBop, 3a Aa ce m3berne npemunmranya. IIpy nanm




HYXIaaT OT HENMpeKhCHaTa HH(QY3HA HAa pasTROpH 3a TOTaNHO MNAapeHTepajHO XpaHeHe,
CHABPIKAINN KaNiil, MEOHLMHCKATE CTICHHATMCTH Morar Ja ofOMMCHAT ynotpebara Ha ApyTH
aHTHOAKTEpWAIIHH CPEACTBA, MPH KOMTO HAMa nopo0eH pHCK OT TNpeuMnuTaudd. AKO
H3FON3BAHETO Ha LE}TPHAKCOH C€ CHHMTA 3a HeOOXONHMO NpH NALMEHTH, HYXJAelllH ce OT
HenpexbCHaTa MHGY2Hs, PA3TBOPHTE 34 TOTAIHO NAPEHTEPATIHO XpaHeHe H UE(TpHAKCOH Morat
Ia ce TIPHIAraT eHOBPEMEHHO, HO Mpe3 pasiAuHH HHGY3HOHHH THHHH Ha pasinH4HH MecTa. Karo
JApyT BapHAaHT HHQY3HATA HA PasTBOPA 32 TOTAJHO IAPEHTEPANHO XpaHEHe MOXE Jia ce Crpe 3a
neprona Ha HH(y3Ha Ha uedTpHakcoH, H HHQY3HOHHHTC JIHHHH fAa C€ TPOMHAT MEXAY
pasTBOpHTE {Bik TOUKH 4.3, 4.8, 5.2 H 6.2).

IMeanarpyuta nonynaims

Besonmacnocrra 1 eduxkacHoctra Ha MEJJAKCOH npn HoBoponeHH, KbpMaueTa M jena ca
YCTaHOBEHH 38 AO3HPOBKHTE, OIHCAHH B ,,JIO3APOBKA M HAYMH Ha NpHIokeHue™ (Bxk. Touka 4.2).
IIpoyusanns ca mokazaiy, 4e uedTpHAKCOH, MOAOOHO Ha HAKOHM APYrH uedanocnopaHy, MOXe Ad
HiMeCTH OHITHpYOHHA 0T cepyMHEa anbGyMuH.

IIpunoxenrero Ha MEJAKCOH e npoTHBONIOKA3aHO NMPH HEAOHOCEHH H JOHOCCHH HOBOPORCHH
C PHCK OT Pa3sBHTHE Ha GHIMpYOMHORa eHuledanonaTus (Bx. Tovuka 4.3).

OME, A XEMOJIHTHYHA AHEMHA

HmyHoMeAuupasa XeMONHTHYHA aHeMHd ¢ HabmopasaHa IIpH INAlHEHTH, OOMYYaBallH
aHTHOAKTePHATTHH CpeAcTBa OT Kiaca Ha nedanocnopHHATE, BKIOMHTENHO He(TpHAKCOH (BXK.
Touka 4.8). Texxu cllydyan Ha XeMOJNHUTHYHA AHEMHS, BKIIOUHTENHO (aranHm, ¢a croOIaBaHy 1o
BpeMe Ha JI€4eHHE C 1ie(h)TPHAKCOH MPH B13pacTHH H Aclia.

AKO [1afieH TalUMEHT PasBHe aHeMHA, JOKATO € Ha JiedeHue ¢ ned)TphakcoH, TpAOBa aa ce uMma
NpeABH] AWATHO3A aHEMHs, CBEP3aHa ¢ UedanoChopHH, M NPHIOKEHHETO Ha nedTpHaKCOH
TPAOBa A4 Ce MPeKpaTH A0 ONpeAeIAHE Ha eTHONOTHATA,

JBJArOCpOYHO NeueHne
IMo BpeMe Ha NeueHWe ¢ roJiAMa HPONBILKHTENHOCT TPAGBa Ha pelOBHM HHTEpBaNH Ja ce
M3CMe/Ba MeJHA KPBBHA KapTHHA.

Konui/ eBppxpacrex Ha HEUYBCTBHTEIHH MUKPOOPraHH3MH

Ilpy mouTH BCHUKH aHTHOAKTEpHAHH CPEACTBA, BRIIOYHTEIHO LedTpHakcoH, ce chobmasa 3a
KOJIHT M TICeBAOMEMOpaHO3eH KONHT, CBBpP3aH ¢ aHTHOAKTEPHATHOTO CPEACTBO, KOKTO MOTaT /ia
ca ¢ pa3iHYHA TEXKECT, OT JIEKH 10 KhporosacTpamiapaumy. [fo Tasm mpuyHHa e BaXHO TasH
JWarHO3a JIa C¢ MMa Ope/IBH] NPH MALHEHTH, KOHTO HMaT JHAPHS [0 BpeMe Ha NPHIIOKESHHETO HA
LeTpHakcoH WIN clien ToBa (BikK. Touka 4.8). Tpabea na ce 0OMHCIH NpeKkpaTABaHe HA JIEYEHHETO
¢ ueTPHAKCOH HIH NPUIOKEHHe Ha cneudwna Tepamud 3a Clostridium difficile. He Tpabsa na
Ce ]aBaT JIeKapCTBEHH MPOAYKTH, IOTHCKAN[H NEPHCTAIITHKATA.

Morat ja BE3HHKHAT cynepHH(pEKIHA ¢ HeTYBCTBHTE/IHH MHKPOOPraHW3MH, KAKTO TPH ApyTHTE
anTHOAKTEpHATHH CPeICTRA.

Texxa 6x0peyna u yepHONPOGHA HEAOCTATEYHOCT

Tlpu Texka 6uOpevHa H 4epHOAPOOGHA HeMOCTATHYHOCT € MPENOPHIHTEIHO CTPMKTHO KIHHHYHO
MOHHTOpHpaHe 3a Ge3onacHocT M epuKacHoOCT (BX. Touka 4.2).

Ennedanonarus
Ilpu ynotpeGara Ha uedTpHakcoH ce chobiana 3a eHuedanonarua (Bx. To4uka 4.8), ocobero npu
NALMEHTH B CTAPYECKA BE3PACT ¢ TEXKKA cTeneH Ha 6uOpeuHo yBpexaaHe (Bik. Touka 4.2) WM C
HapyHieHWA Ha UeHTpanHaTa HepsHa cHcreMa. [lpH chbMHeHHe 3a eHIe(haNONaTHd, CBE,
nedTpuakcon (HAaNp. NOHIDKEHO HHBO Ha Ch3HAHWE, NMPOMEHEH NCHXWYEH CTaTycC,
KOHBYJICHH), Tpa6Ba na ce o6MHCIY NpeKkpaTaBane HA MpHeMa Ha LeTpHAKCOH.

B3anmonelicTBie CBC CEPONOTHYHH M3C/EABAHHS




Moxe ma ce nonyun eiammoneiictene ¢ Tectoe Ha Kymbe, Toii kato MEJJAKCOH moxe aa
aobene no bamuuso nonoxurenHy pesynrati ot Tectoere. MEJIAKCOH Moke na nosene 1 1o
(hanmumMBO MONOXKHUTETHH PE3YNTATH OT TECTOBETE 33 FAIAKTO3CMHS (BiK. ToKa 4.8).

HeensuMHATE MeTOOM 3a OMpeAeNdHe HA TUIOKO3a B YPHHaTA MOraT Aa JAafaT QammHso
MOJIOXHTENHM pe3ynTaTH. OnpesensHero Ha T/IOKO3a B YpHHATa TI0 BPEME HA JieMeHHE C
MEJAKCOH 1patea fa ce H38BpIIBa ¢ EH3UMHH METOAH (BK. TOUKa 4.8).

Harpuii
Beexu rpam MEJIAKCOH coaspxa npubnusnrenso 3,6 mmol Hatpmii. Toba Tpabea xa ce uma

TIPEZIBH]] [IPH TIAIMEHTH, KOHTO ¢a HA THETA ¢ KOHTPOIHPAaHO KOJNHYECTBC HATPHI.

AnTnGakrepaneH coeKTsp
IedTpuakcoH MMa orpaHMYeH CHeKTHp Ha aHTHOAKTepHanHo AcHCIBHE H MOXKE 13 HE €

MOAXOANAIY KaTO COHHCTBEHO CPEACTBO 32 JiedeHHe Ha HAKCOH BHAOBE HHQEKIUEHM, OCBEH aKo
NATOreHET € Bede MOTBBpAEH (BX. Touka 4.2). Ilpu momamuxpoOHM HH(EKIHH, IPH KOHUTO
MIOJIO3MPAHHNTE MATONeHH BKINOYBAT OPTaHM3MHM, PE3UCTEHTHH Ha DedTpHakcoH, Tpabsa na ce
OOMWMCITH NPWIOKEHHE Ha JOITBJIHUTENIEH aHTHOHOTHK.

Vnotpeba Ha NHAOKAHH

B cayuaii 4e kaTo pa3TBOPHTEN Ce H3MOA3BA PasTBOP Ha JMAOKAHH, Pa3TBOPHTE Ha LC(TPHAKCOH
TpAOBa /1a ce M3MMIZBAT CaMO 3a HHTPAMYCKYJIHO HIKeKTHpaHe. [Ipemn ynorpeba TpaGpa na ce
NMPELEHAT TPOTHBOKA3AHMATA 33 JIMAOKAHH, NPESOyNPEKACHHATA H JApYyra TPHIOKKHMA
HH(bOpMALIHA, TOCOYCHA B KPATKATA XapaKTepHCTHKA Ha JIHAOKAHUH (Bxk. Touka 4.3). PastBopsT Ha
JMAOKaHH HHKOTA HE TPAGBA J1a ¢e NpHIara HHTPaBeHO3HD.

Xonennrnasa

Koraro npu ynrpassykoBo HicneaeaHe ce HabmiojgaBar ceHKH, TpA0Ba Ja ce HMar MpeaBHA
BBIMOKHH TIPEHMITUTATH oT uedTprakcoH-kanuuil. CeHky, NOTPelIHO MPHETH 33 KIBYHH
KAMBHH, Ca OTKPHBAHH TIPH YATPa3BYKOBO H3CNIEABAHE Ha HUTBIHEA MEXyp M ca HablonaBaHn mo-
YeCTO NMpH N03H UedTpHakcon | g mwnm nosede nAHeBHO. C ocobeHO BHMMaHHe TpabBa Ja ce
HNOAXOMXAA IPH NEeAMaTpHYHATA TonynamHd. TakHBa NPEHHITHTATH M3YE3BAT CJle]l IPEeKpaTsaBaHe
Ha TepanHiTa ¢ NedTpHakcoH. Paako npenpnHTaTiTe 0T He()TPHAKCOH-KAILMIA Ca CBBP3aHH ChC
CHMITTOMH. B CHMITTOMATHYHH CITy4as C€ NpPenophuBa HEXHPYPrHYHO JEUEHHE U JIEKapAT Tpa0Ba
Ja oOMHCIIH NpeKpaTABaHe Ha JEYCHHETO ¢ NEGTPHAKCOH BB3 OCHOBA HAa OLEHKA HA KOHKPETHO
ChOTHOIIEHHE NoNI3a/ pHCK (BXK. Touka 4.8).

Xosectasa

[Ip# mauMeHTH, NeKyRaHH ¢ LedTpHAKCOH ¢a CHOOIIABAHM CIyYaH HA NAHKPEATHT C BHIMOXKHA
KIIEThYHA 0OCTPYKUHA KATO €THONOrHYHA MpHYMHa (BXK. Touka 4.8). [Ipn noBeueTo NAlMEHTH ca
HamMLEe pHCKOBH (PaKTOPH 3a XOJNEeCTasa H YTadBaHe, HAmp. MPEALIECTBAIRO JICYCHHE, TEMKO
3afonsBane M TOTANHO MapeHTepanHO XpaneHe. He Moke A2 ce MBKMOYH OTKIIOYBALI W/IH
kodrakTop Ha CBBp3aHATA C He(GTPHAKCOH XKITHIHA TIPELTHITHTALANA.

Hedponurnasa

Hma cpoOlmenHs 3a cnyyaw Ha HedponuMTHaza, KosTo ¢ obpaTHMa NpH NpeKpaTABaHe Ha
nedTpHakcoH (Bx. Touka 4.8), B cuMnroMaTiuHK ciydad Tpa6Ba Aa ce H3BBPLIH YNTPa3ByKOBO
HicaeBaHe. Ynorpebara NMpH NMAUMEHTH ¢ AHAMHE3a 332 He(POJMTHA3A HIH C XHIEPKAILMYPHA
TpaGBa ha ce OOMHCIH OT JieKaps BB3 OCHOBA HA OLIEHKA Ha KOHKPETHOTO CHOTHOIIEHHE ToN3a/
PHCK.

4.5. BsagmoaeiicTBHE C JPYFH JIEKAPCTBEHH POAYKTH H APYrH GOPME HA B3aH
Paszpendrens, chAbpxalM Kanuyi, HaNpuMep pa3sTBopH Ha PuHrep wiH Ha Xa|
Jla ce H3MON3BAT 3a pasTBapaHe Ha ¢nakonure MEJAKCOH mmm 3a no
Ha pa3TROpeH (IaKOH 3a HHTPABEHO3HO IPHIIOKEHHE, 3alll0TO MOXE Ja ce 0Opa3



IpeiHnuTaIMa Ha UeQTPHAKCOH-KAIMI MOXe Ia ¢€ TIONYYH H KOraTo lie()TpHaKCOH Ce CMECH ¢
Pa3TBOpPH, CHIBPKAIIM KaJUMii B €Ha ¥ Chlla JIHHEA 3a HHTpaBeHo2Ha nH(y3mA. LledTpnakcon
He TpabBa Na Ce NPHIAra €IHOBPEMEHHO ¢ HHTPABEHO3HH DA3TRODH, CHABPAANM KM,
BKIOYHTENHO MHQY3HMH, CHALPKAINH KATLMi, HATPHMEp 33 TNapeHTepalHO XpaHeHe npes Y-
oOpaseH meT. BRupeks 10Ba, ipH MAUKEHTH, KOHTO HE Ca HOBOPOJICHH, Ne(TPHAKCOH ¥ Pa3TBOPY,
CBIbPKAMY KATUMH, MOTAT A4 CE MPHIAraT NOCHEACBATENHO eAHH CIEA APYT, 2K HH(Y3HOHHHTE
BHHHH Ce NpOMHEBAT 206pe Mexay uH(Y3HHTe CRC CHBMECTHMa TedHoCT. In vitro npoyusanus ¢
H3NON3BARe HA 1U1a3Md HA BPBE3PACTHH H HOBOPOLCHH OT KPEBEB OT NTBITHATA BPHB NOKa3BarT, 4u¢ NpH
HOBOPOJICHWTE AMa [OBHUIEH PHCK OT NPEUANHUTALIA HedTPHAKCOH-KamMii (BXK. Touku 4.2, 4.3,
44,48u62).

EmnospeMerHaTa yrnorpeba ¢ aHTHKOAryJlaHTH 3a NEPOPATHO NPHIOKEHHE MOXKe Na yBE/H4YH
eexra Ha aHTHBHTaMMH K W pmcka oT kepiene. Ilpemoprusa ce decto mpocieadsaHe Ha
METYHAPOIHOTO HOpManu3upano choTHoweHnne (INR), kaTo mo3upoBXara Ha NeKapeTBOTO ©
edext Ha aHTHBHTaMEH K Ce KOPHTHpa CHOTBETHO KAKTO HO BPEME, Taka M CJeJl JIeYeHHE
nedTpuakcoH (Bx. Touka 4.8).

HMa mpoTHROpEYMBH JAaHHH 3a NOTEHLHANHO MNOBMINeHMEe Ha OBOpeyHaTa TOKCHYHOCT Ha
AMHHOTTIHKO3HAMTE, KOTaTo ce H3non3BaT ¢ Uedanocnopusn. B nomoGun cnydan Tpabea
CTPUKTHO /|2 C€ CNa3Ba NpenophYHTENHOTO MOHHTOPHPAHE HA HUBATA HA AMHHOTJIMKO3MAMTE (1
6p0peunaTa (YHKIHA) B KTHHHYHATA NPAKTHKA.

B emgHo in vitro npoyusaHe ca HAGMIONABAHM AHTATOHHCTHYHH €(eKTH nps KoMOMHAIMA Ha
tiedrrpuakcon u XnopaM@peHukon. KIMHHYHOTO 3HaveHHe HA TA3H HAXOJKa HE € M3BECTHO.

Hsama crobmenns 3a BianmoneiicTBie MKy HeGTPHAKCOH H NEPOPATHHE NPOAYKTH, CHABPKALIH
Kanuuii, AiM B3aUMONICHCTEHE MEXTY HHTpaMycKyileH uedTPHaKCOH W NMPOAYKTH, ChABPKALIH
KW (HHTPABEHO3HH HITH TIEPOPAJTHH).

Mpu nauments, nekymanu ¢ liedTpuakcod, TecTsT Ha Coombs Moke ja Nokake Gammumso
TIOJIOXKHTENHH Pe3yNITATH.

Hedtpuaxcon, noaobno Ha ZPpYrH aHTHOHOTHLM, MOXe Aa Aopele A0 (PATMHBO MONOKHTENHH
Pe3yATaTH OT TECTOBE 34 rajlakKTO3eMHA,

HOI[OGHO Ha TOBa, HCCH3HMHMTE METOAHN 3a ONpenedde Ha IMOoKO2a B YPHHATA MOTaT aa jganar
tanuBo monoxwureNny pesyrrard. [To Tasu NMpuyHMHA ONPEAENAHETO HA HHBOTO Ha TNIOKO3a B
YPHHATA N0 BPEME Ha fieueHHe ¢ tedTpuakcoH TpsOBa fa ce H3BBPINRA C EHIHMHH METOIH.

He ¢ HabmonasaHo BnomaBaHe Ha ObOpedynHaTa QyHKIHA Cles €AHOBPEMEHHO TpHiaraHe Ha
BHCOKHM JI03H LeTPHAKCOH W MOIIHY AHYPETHLH (Hanp. ¢dyposemun).

ENHOBPEMEHHOTO TPHIIOKEHHE Ha npoGeHelna He peAyLMpa eIHMHHHPAHETO Ha Le(TPHAKCOH.

4.6. DepruaBTeT, GpeMEntOCT H KLPMEHE
bpemeHHOCT:

LedrpHakcon npeMuHapa npes nanueKTapHara Gaprepa. MMa orpaHuyenn JauHu ot ynotpebara
Ha nedTpHakcoH TpH GpemenHn keHd. [IpoyunanusTa MpH XMBOTHH HE MOKAa3BaT MNPCKH HIH
HENpPEeKH BPEAHH ©(DeKTH, CEBp3aHH ¢ eMOpHOHaMHOTOY/ (QeTamHoTo, l’lepHHaTa.lIHD‘ID H
NOCTHATaNHOTO paseure (Bx. Todka 5.3). IledTprakcon TpabBa ha ce mpHiara mo_Bps

MPEBHINABA PHCKA.

Knpmene;




[edTpHakcoH ce eKCKpPeTHpa B KbpMAaTa B HHCKH KOHIIEHTPAlWH, HO NpH TEPAllCBTHYHH AO03H Ha
uedTpHAKCOH HE ce 0YaKBaT eeKTH MPH KLPMEHH HOBOpOAcHH KhpMavera. Brnpexu ToBa He
MOXE Jia C¢ M3KIOYH PHCK OT AMapuA M re0udHa WHbekuns Ha JHraspuyre. BusmoxHocTTa 32
ceH3uOunu3anms TpabBa ma ce MMa nmpessna. Tpabra fa ce B3eMe pelieHne AamM fia ce
NPEYCTAHOBH KBPMCHETO HJIH Jia C¢ MPEYCTAHOBH/ 1a He ce TPUIOKH TepanuaTa ¢ e TprakCcoH,
KAaTO ce B3eMaT MPe/BHA NOI3aTa OT KBPMEHETO 32 JETETO M [I0N13aTa 0T TepanuaTa 3a KEeHara.

Deprunmrer
PenpoayKTHUBHHTE HPOYUBAHHA HE CA MMOKA3a1ny AAHHH 33 HEXKEAHW PEaKiMH BEPXY (epTiiinTeTa
NPH MBKEKH KA KEHCKH JKHBOTHH.

4.7. EdexTn BLpXy cnoco0HOCTTA 32 modHEpane B pabora ¢ MamiuAR

Ifo Bpeme Ha nedemsie ¢ UedTPHAXCOH MOraT ;a2 BB3HHKHAT HEXCNaHH peakiyu (Hanp.
3aMasHOCT), KOWTO MOTaT Ja MOBMMAAT cnocobHocrra 3a modupaHe H paboTa ¢ MallMHH (BXK.
TouKa 4.8).

INanuenTuTe TpaGBa Na ca BHEMATENNH NMpH WodHpane | pabora ¢ MAITHHA,

4.8. HexenaHH NeKAPCTBEHE PEAKIHE
Haili-uecto cpobinaBaHuTe HexXeNaHW peakiMH 3a LedTPHAKCOH ca eO3HHOMIINS, NEBKOMEH!,
TPOMOOLIMTONCHHSA, AMApHA, OOPHB H NOBHINEHHE Ka YEPHOAPOOHHTE CHIHMH.

JlaHHHTE 32 onpenensHe Ha YECTOTATA HA HEXE/TAHHTE peakKIH HA ReTPHAKCOH ca MOMYYEeHH OT
KIMHEMHH (POYIBAHHA.

3a wiacuMKaIMA HA YECTOTATA € H3NOI3BAHA CJICTHATA KOHBEHIIHA:
Mnoro gectu ( 2 1/10)
Yectn ( 2 1/100 - <1/10)

Heuectn (21/1 000 — <1/100)
Penxn (2 1/10 000 — <1/1 000)
C HeM3BeCTHA YecTOTATA (0T HATHYHUTE JaHHH HE MOXKE Jla Oble HanpaBeHa OLeHKa).

CHcremo- Yeern HeuectTn Penxn C BeH3IBLCTHA MECTOTA®

OpraHeH Kaac

Hudexuun H TenuTanna re6HuHa | IcernoMembpanosen | Cynmepurdexuus

HHpECTAIHH HAdeKums KOTHT

Hapymenns Ha | Eosunodunus I'paHynouMTONCHHS XEeMOHTHYHA aHeMHA.

KpBbBTa u | JlepkoncHHA AneMus ArpaHynoLMTo3a

mumdHaTa TpombGommronenss | Koarynonaras

CHCTEMA

Hapymiersa Ha AHadHWIAKTHYEH 1IOK

HMYHHATA AHagriaKTHIHE

CHCTEMa peaKuHa
AHadunaxronnta
peaxIua .
CEpPBEXYYBCTBUTEIHOCT
Peaxiua wa  Jarisch-
Herxheimer (Bx. TOYKa

Hapymenns Ha I'naBoGomue Enuedanonarus

HEPRHATA 3aMasaHoCT

CHCTEMA

Hapymenus m©a

YXOTO H




nabupunTa
Pecnnparopnn, BponxocmassM
TPBAHH H
MEIHACTHHAIHH
HapylIeHHS
CroMamHo- Tlwapus l'anene Haﬂxpea'rm°
qpesHH Kamasn [loephinane CromMaTHT
HAPYLIEHMA H3TIDAOKHEHAS ['nocur
Xenaro6wmuapH | TlopHmeHu ITpeuunuranms B
H HapyllleHHA YepHOAPOOHH HTBHEA MEXYD
CH3UMH Kepunkrep
Xenarut®
XonecratHueH
xenaTut°
Hapymenns na | OGpus Ipypuryc YprHkapus CunHapom Ha CrHBBHC-
KOXKaTa H llamﬂcmfi
NOAKOXKHATA TokcudHa enuAcpManHa
ThKaH HEKPOTH3a.
Epmrrema Myt opMe
Octpa resHepanusnpaHa
€K3IAHTEMHA MyCTYNo3a
JlekapcTBeHa peakliHa C
€03HHOUNNA H
CHCTEMHH  CHMIITOMH
{DRESS) (mx. TOUKa
44
Hapynienns Ha Xematypun Onurypus
656penmTe 3] I'moko3zypua Brbpeuna
MHKOYHUTE MPELHTIMTALHSA
OETHIIA (obpatnma)
Ob6mmn Dnebur Orok
HapylIecHHs H bonka Ha MacToTo Ha | BTpucane
edexrn Ha MIDKEKTHpaHe
MSCTOTO Ha Iupexcus
NpHIOKEHHe
Hscneapanus Hoemmen QaIHBO MONOKHTENCH
KpeaTHHHH B KpPBBTa Tect na Kym6c'
DanuuBo NOJOKHTETCH
TECT 38 FANTAKTO3EMHA.
®anmuBo
HOJIOKHATENHH
HEEH3UMHH METOLH 33
onpeaenane Ha
CI0KO3a.

® Br3 OCHOBA Ha MOCTMADKETHHTOBH choOmienma. Thil KaTo TesH peakumH ce ChoOmasar
nobpoBOTHO OT MOMYJIALIAL ¢ HECHTYPEH Pa3Mep, He € Bh3MOKHO HAIEXHO [1a C€ OLICHH TAXHATA

YeCTOTA, KOATO 110 Ta3H NMPHYMHA C¢ XKaTeropH3Hpa KaTo HeH3BECTHA.
L]

Buxcre Touka 4.4.
* OBHKHOBEHO 0GPaTHM IPH HPEKpPaTABaHEe Ha HEPTPUAKCOH.

Hndexinm u unbectaimn
Cro0meHnsTa 32 quapHa ciel ynorpeda Ha uedTpHaKCOH MOraT Ja ¢a CRbp3aHH
difficile. TpaGpa na ce npuara nogxoaAuIo J€UeHHe C TEYHOCTH H JIEKTPONHTH (




II Ha nedTpHAKCOH KAy

Peaxu, Texku |, B HAKOH ciyuay, GaTanHu HeXenann peakiid ca cro0maBsaHu IIpH HEIOHOCEHH
H JIOHOCEHH HOBOpOAcHM (Ha BB3pacT < 28 1HM), KOHTO ca JICKYBaHH C HHTpaBeHO3eH
uedrprakcon U kamwii. [IpeuunuTaTd Ha UeTpHakcOH-KaIUMeBa con ¢a Habmonapsaru B Genure
apoboee u OBOpenHTe MOCTMOPTEM. BHCOKHAT PHCK OT TIPELMIMTAIMA MpPH HOBOPOACHH C€
IBJUKH HA MAJIKHA WM KPBBEH 00eM M Ha NO-OBJITHS MOTYXHBOT Ha Ie(TPHAKCOH B CPABHEHHE C
TO3H NPH BB3pacTHH (BX. To9ka 4.3, 4.4 1 5.2).

HMa chobmenns 3a CIyuau Ha npenunuTauus B 6n6pendre, rIaBHO NMpH Aena Hal 3-ToAHIIHA
BE3pACT, KOHTO ¢4 JIeKYBaHH HIH ¢ BUCOKH JHEBHH J103H (Hamp. > 80 mg/ kg/ nen), wiu ¢ obuu
Ro3d, mpeBwmasam 10 TpaMa, W OpM KOHTO € HMane APYTH PHCKOBH (akTopH (Hamp.
OrpaHMvEeHHe Ha TEYHOCTHTE HAH NOCTENEH peknM). PHCKET oT ofpasysaHe HA NMPELHUNHTATH €
NOBHINEH NPH WMOOHIM3HPAHM WIH NEXHADATHpaHH naumeHtH. ToBa cpluTHe Moxe na e
CHMITTOMATHYHO HJIH ACHMITTOMAaTHYHO, MOJKe /1a oBeAe 10 6h0pedna HEAOCTATBHHOCT H AHypia
H e obparAMO NpH MpeKpaTABaHe Ha HeQTPHAKCOH (BXK. TouKa 4.4).

Habmopapana e npeummHTaneg Ha ne¢TPHAKCOH KANIMeBa CON B ATBYHHA MEXYp, MIABHO NpH
MAIHEHTH, JIEKYBaHH C J03H, KOMTO ¢4 NO-BHCOKH OT NpeMopbUMTENHATA CTaHAapTHa Ao03a. [Ipu
JleHa NPOCHEKTHBHH TNpPOYMBAHMA C€a TOKA3anH BapuabMNTHA 4ecTOTA HA TIPEIHNHTALMA IPH
HHTPABEHO3HO NpHIOXeHHe — Haj 30% B HAKOH npoy4eaHHA. YecToTaTa H3rMexAa NO-HHCKA NIPH
6asHa MHby3HA (20 — 30 munytH). To3H edekT OOHKHOBEHO € aCHMITOMATHYEH, HO B PEAKH
CNy4an TIPEUATIATATHTE ca OWIH NPHAPYKEHH OT KIHHMYHM CHMITTOMH Karo BGonka, raficHe M
nopphmaHe. B Tesu cioydam ce mpenophusa CHMOTOMATHAHO JeueHHe. IIpeumnuraumsTa
oOHKHOBEHO ¢ 06parHMa NpH Npekparaeane Ha uedrpHakcod (BxK. Touka 4.4).

CrofinaBaHe Ha (10K03HPAHH HEXKENAHN PeakiHi

Cro0maBaHeTo Ha MONO3MPAHM HEXENAaHM peaki¥ Clef paspellabaHe 3a ynorpeba Ha
NMEKapCTBEHMs MNpPOAYKT € BaxHo. TOBa NO3BOJBA A4 TNPONLDKH Ha0IOJCHWETO Ha
CHOTHOIICHHETO Mon2a/ PHCK 3a JIEKAPCTBeHHS NpOoAYKT. OT MEQHMIHHCKHTE CTELHANHCTH Ce
M3HCKBA Ja cHOOImMABAT BCAKA MOAO3HMPAHA HEXKENAHA PeakiMs dpe3 HalMOHAITHATA CHCTEMaA 33
crobmasane:

H3rLJHATENHA ATeHIHAS 10 JeKapeTBATA

ya. ,Jlaman [pyep” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9. IIpenozupane

Ilpn npepcsupaHe MOTAT Ja PBBIHMKHAT CHMMITOMH KATO TIaJicHe, NOBPBIDAHE W JHEpHA.
KonneHrpaimmire Ha nedTpHAKCOH He MOTaT Ja ce NOHIKAT ©pe3  XeMOAMANH3A HIH
nepuroHeanna Auanuza. Hama cneuuduuen aHtuaot. Jleyenuero npu npenosupaxe Tpabea Aa ©
CHMITTOMATHYHC.

5. PAPMAKOJIOTHYHM CBOHCTBA
5.1, PapmakoaEHAMEIHH CBOHCTBa
(dapMakoTepaneBTHYHA TPyNa: aHTHOAKTEPHANIHH CPEACTBA 33 CHCTEMHO NPHIOKEHHE, Tpera

reHepauna neganocnopuny; ATC xox: J01DD04

Mexanu3sM Ha JciicTBHE




KIeTh49H4ATa CTEHA (NENTHIOINHKAH), KOETO BOINH A0 JIM3HMpaHe H CMBPT Ha OaKTepHanHaTa
KJETKA.

PesncrenTHOCT

baxreprannara pesncTeHTHOCT KBM Le)TPHAKCOH MOXe Ja € NB/DKH HA €1WH HId TOBEYS OT
CTIeTHATE MEXaHH3MM:

- XHOpona3a or Oera-naKTaMasd, BKIIOYMTENHO GeTa-akramasH C paslIMpeH CIEKTEHp
(ESBL), xapbaneHemMasu u Amp C eH3HMM, KOHTO MOraT Ja ¢€ HHAYIHPaT WIH Aa ¢e AenpecHpaTt
cTaOHITHO MpH ONpeAeneHH aepoOHu [ paM-oTpuLaTe/IHA HaKTEPHATHH BH/IOBE

- HaManeH aQHHATET Ha NEHAITHH-CBEP3RAllIMTe MPOTEHHH 33 NeTPUAKCOH

- HETIPONYCKJIHBOCT HA BHHIMHATA MeMOpana npH I'paM-OTPHLIATEHUTE MEKPOOPraHH3MH

- Gaxrepuans eIyKCHH OMITH

IlparoBy cTOHHOCTY TIPH TECTRAHE 33 YYBCTBMTEAHOCT

[paroeuTe croliHocTy 3a MHHMMaIHAa HHXWOWMTOpHA kOHUEHTpamuA (MIC), ycTaHOBEHH OT
EsponeiickaTa kOoMHCHA 33 TecTBaHe Ha aHTHMEKpoOHa uyecreHTeNHocT (EUCAST), ca
CJICAHHTE:

Tect ¢ paspexnane
IaToren MIC, mg/)

YyBCTBHTE/ICH Pe3ncTeHTeR
Enterobacteriaceae <1 - |1=2
Staphylococcus spp. a a
Staphylococcus spp. (I'pymu | 6 ©
AB,CuG)
Streptococcus pneumoniae <05 >2
Streptococcus  oT  rpyma | <0.5 >0.5
Viridans
Haemophilus influenza <0.12" >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitides <0.12" >0.12
Hecrup3an ¢ BHA <1 >2

a. UyscTBHTENHOCT, NOApaz6bHpaiia ce OT IyBCTBUTENIHOCTTa KbM NE(POKCHTHH.

6. UyBCcTBHTENHOCT, Nofipazbupaima ce OT YyBCTBUTENHOCTTA KbM NEHHUFIHH.

B. M3onature ¢ MIC Ha nedrpuakcon Haa mparosata CTOHHOCT 34 YyBCTBHTERHOCT CA PElKH, H
aKO Ce OTKPHAT, TpAOBa Na 6LaaT TECTBAHM MOBTOPHO, M ako OBAAT NOTBBpACHH, TPAOBA Ja ce
H3NpaTAT Ha pedepeTHa naGoparopus.

r. I[IparoBHTe CTOHHOCTH & OTHAcAT 3a JHEBHA MHTpaBeHo3HA Ao3a OT 1 g x 1 u BHCOKa fo2a OT
naii-Manko 2 gx 1.

Knunnyha edukacHoeT ¢ cnenMHTHA MATOTCHH

YecToraTa Ha npuaobuTa pesHcTEHTHOCT MOXE 12 Bapipa rearpad)cku 1 BBB BpeMeTO 3a m3bpann
BHJOBE H € JKCJIATEJHO HAIMUME HA JIoKanHa HHpOpMAUMA 33 PE3HCTEHTHOCTTA, 0COGEHO MpH
NeyeHde Ha Texkd uadexumH. [Ipu HeobxoammocT TpabBa Ma ce MOTHPCH CKCNEPTEH CLBET,
KOTATO JIOKATHATA 4YECTOTA HA Pe3HCTEHTHOCT € TakaBa, e MOJNEe3HOCTTa Ha LeTpPHAKCOH MpH
MOHE HAKOH BHIOBE MH(DEKIMH € NMOA BHIpPOC.

O6aKHOBER) YYBCTBATE/IAH BHIOBE

I'pamM-nionoxuTenyy aepobu

Staphylococcus aureus (METHIIANAR-YYBCTBRTENHN) £
Koarynasa-HeraTHBHH cTa)IOKOKH (METHLIMIMH-1yBCTBHTE/IHH) £

Streptococcus pyogenes (Tpyna A)
Streptococcus agalactiae (Tpyna B)




Streptococcus pneumoniae
Streptococcus or rpyna Viridans

I'vam: TETHH aepodH

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

Treponema pallidum

Brgose, 33 KOHNTO MO#kKe A8 HEMa NpobjeM ¢ NpaIo6HTS pe3HCTEHTHOCT

I'paM-TIONOXKHATETHH acpOGH

Staphylococcus epidermidis+
Staphylococcus haemolyticus+
Staphylococcus hominis+

I'pam-oTpuIaTenHy aepobu
Citrobacter freundii

Enterobacter aerogenes
Enterobacter cloacae
Escherichia colix
Klebsiella pneumoniae”
Klebsiella oxytoca”
Morganella morganii
Proteus vulgaris
Serratia marcescens

Anaepobu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

MHKpOOprasH3ME ¢ IPECHLIIA PE3HCTEHTHOCT

I'pam-riono:xuTenHN aepobn

Enterococcius spp.
Listeria monocytogenes

I'pam TEJIHA aepobn
Acinetobacter baumannii

Pseudomonas aeruginosa
Stenotrophomonas maltophilia

Anaepobu

Clostridium difficile




Hpyrn:

Chlamydia spp.
Chlamydophiia spp.
Mycoplasma spp.
Legionella spp.
Ureaplasma urealyticum

£ BCHYKH METHIIIHH-PE3HCTEHTHH CTA(IIOKOKH Ca PE3HCTEHTHH KbM LiedTpHakcoH.
+ YecTtoTa Ha pe3ncTeHTHOCT > 50% B Hali-MaJIKO €MH PeTHOH.
% ESBL-npoayiHpaliyTe 1AMOBE ca BHHATH PE3UCTEHTHH.

5.2, PapMakOKHHETHYHH CBOHCTBA

Abcopbums

Cnen untpaseHosno Gomyc mpunoxkenue Ha uedrpHakcoH 500 mg w1 g, CpesHHTS NHKOBH
TNIa3MeHH HMBA Ha LedTpHakcoH ca chorsetHo mnpuOmmsurenno 120 m 200 mg/ 1. cnen
MHTpaBeHO3HA HHQY3HA Ha uedrpuakcon 500 mg, 1 g n 2 g, nnasmexnTe HUBa Ha nedTpuakcon
ca choTBeTHO NpHGIMsHTENHO 80, 150 1 250 mg/ l. cnex HATPaMYCKyHO MEXKCKTHPAHE CpeTHHTE
NHKOBH TUia3MeHM HMBA Ha LeTpHAKCOH ca NMpUOJIM3MTENHO HANONOBMHA Ha HabmonasauuTe
cjie]i HHTPABCHOZHO TpHAOKEHHE Ha CKBMBAlGHTHa fo3a. MakcuManHaTa njiasmMeHa
KOHLIGHTpALIMA CIIE]l eIMHITHA J03a 0T | g MHTpaMycKysiHO € okono 81 mg/ 1 M ce noctura 2 — 3
4aca Cyie/| NPHIOKCHHE,

Mourra moA KpHBaTa NNasMCHA KOHLEHTpAUMA — BPEME CJiefl HHTPAMYCKY/IHO TPHIIOKEHHE €
€KBHBAICHTHA HA TA3H CJE/ HHTPABEHOZHO NMPHAOKEHHE H& €KBHBAICHTHA A033.

Pasnpenenenue
ObeMsbT Ha pasnpesencHre Ha nedrpHakcoH € 7 — 12 1. Konuenrpaian MBOTC Hai MUHAMAJTHUTE

HHXHOMTOPHH KOHLIEHTPALMH Ha MOBEYETO NPWIOKHMH HATONCHH MOMaT @ C€ OTKPHAT B
TBKAHHTE, BKIIOYHTETHO Oenure ApoGoBe, CHLPUETO, MILYHWTE METHMA/ HepHHA Apol,
CJIHBMIIHMTE, CPETHOTO YXO H HOCHATA JIHTABHIIA, KOCTHTE H B NepeOpocMHAIHATA, TUIERDATHATA,
NPOCTATHATA H CHHOBHMAJIHATA TEUHOCT. [IpH MHOTOKpaTHO HpHaokKeHHe ce Habmozasa 8 — 15%
MOBHIJEHHE Ha CpeXHaTa NHWKOBa IUlasMeHa KoHleHTpamua (Cmax), CTalHOHAPHO CBHCTOSHHE Ce
JOCTHIa B IOBEYETO CITy4aH B paMKiTe Ha 48 — 72 uaca B 3aBHCHMOCT OT ITBTA Ha NPHIATaHe.

Ilponuxeane 6 kouxpemnu muxanu

Hedrpuakcon nmpoHukea B MeHMHTHTe. [IpoHHMKBaHeTO ¢ Hali-roniaMoO, KOraro MEHHHTHTE Ca
Bb3NaneHn. CpeaHH MHKOBH KOHLEHTpauWd Ha nedTpUakcoH B JIHKBOPA NPH NALMEHTH C
GakTepuaneH MEHHHIHT ce CHOOLIABAT ChC CTOMHOCTH A0 25% OT Iwia3MeHHTe HHBA B CPaBHEHHE
¢ 2% oT mIa3MeHATEe HHBA MPH NALMEHTH ¢ HEBH3NANCHH MeHMATH. [IHKOBH KOHUEHTpallHH Ha
uedTpHaKCOH B LEpeOpOCIMHANIHATA TEYHOCT Ce AOCTHTaT npHOmmMsuTendHo 4 — 6 4vaca cnen
HHTPABEHO3HO MHXKekTHpaHe. llepTpHakcon mnpeMuHaBa IUlaLleHTapHaTa Oapuepa M ce
CKCKpEeTHpa B KBPMAaTa B HHCKH KOHLCHTPAUMH (BX. Touka 4.6).

Cevpzsane ¢ npomeuny
HedrpuakcoH ce csbp3Ba obparuMo ¢ anGymuna. CRBP3BaHETO ¢ IVIAIMEHHATE TPOTEHHE € OKOH0

95% npu KOHUeHTpauuu % mnasmarta noxg 100 mg/l. Crep3BaHeTO © HACHHIAEMO H CBBP3aHaTa
9aCT HAMAIABA ¢ NOBHINABAHE Ha KOHUEeHTpaumaTa (2o 85% npu xoHmenTpauma B 1wiasmara 300

mg/ 1).
Buorpan M
oT 4pepHaTa dropa.

Hayuenmu ¢ 6v6peyno wiu wepuodpodno yepescoane




Ilpn nauments ¢ Ov0OpeudHa win qepHoapoOHa IMcPYHKIMA (apMAKOKMHETHKATA HA
He(TPHAKCOH ce MPOMEHS MHHMMAJIHO C IIeKO YABIUKaBaHe Ha YONYXHBOTA (flO-M&TIKO OT
ABRYKPATHO), NOPH NpPH NALKEHTH ¢ TEKKO HapymneHa 6s6peuna pynkipms.

CpaBHHTENHO MANKOTO YABLKABAHE HA NOMykHBoTa npu Gubpeuno yspexnaHe ce obacHsBa c
KOMIICHCATOPHO TOBHIUEHWE Ha HeOROpeYHMA KIHPBHC, NOJYYaBaO Ce B Pe3yNTaT Ha
HaMaNABaHe Ha CBBLP3BAHETO C NPOTEMHMTE H CHOTBETHO YBEJIMUeHHEe Ha HeOBOpEUHHA KIHPBHC
Ha obmua nedTpHakcoH.

IpH naumenTH ¢ yepHOAPOOHO YBpeKAAHE €IMMHHALIMOHHHAT NOMTYXHUBOT Ha LIC(TPHAKCOH He ce
YABIKABA BCIEACTBHE HA KOMMIEHCATOPHO YBe/IHYeHHe Ha Ob0pednna xnupbHe. ToBa ce TbIDku 1
Ha yBenHueHuwe Ha ceobopuara ¢paxima Ha NedTPHAKCOH B IUIA3MATa, KOETO JOMpPUHACA 33
HaOMOAABAHOTO MAPANOKCANHO YBENHUYEHHe Ha oOIIMA JIEKAPCTBEH KIHPBHC, C YBelM4YeHHe Ha
obeMa Ha pasnpejieieHHe NAPAIETHC Ha TOB2 HA 0OImMA KIIMPBHC.

Xopa e cmapuecka sv3pacn
[Ipu xopa B crapuecka BB3pacT HAX 75 TOOMHHM CPEAHHAT EIMMHHAIMOHEH MOMYXKHBOT
OOGHKHOBEHO € JRa /IO TPH ITETH HO-TOJIAM OT TO3H NPH MIIaAH BE3PACTHH MALHEHTH.

Heduampuuna nonynayun

HNonyxuBoTsT Ha medTpHakcOon ¢ yabkeH mpd Hosopoaewu. Ot paxaaHero Jo 14-mHeBHa
BE3pACT HMBAaTA Ha cBOGOAEH ueTPHAKCOH MOTET Ja Ce MOBMINAT AOMBIHHTENHO OT GaKTopH
KaTo HaMaJieHaTa ITIOMepyiHa (IITpalHs W MPOMEHEHOTO CBBP3BaHe ¢ NpoTennuTe. B neproaa
Ha JIETCTBOTO NOIYXXHBOTHT € NO-HHCBK OT TO3H IIPH HOBOPOASHH WIH NPH BB3PacTHH.
IlnasMeHHaT KIMpBHHC H 06eMBT Ha pasnpefencHHe Ha OO uedTPHAKCOH Ca NO-BUCOKH MpH
HOBOPOJICHH, KbpMadeTa M NE1a, OTKOIKOTO NPH Bh3PACTHHTE.

JluneiiHoCT/ HEMHHEHHOCT

DapMakOKHHETHKATA Ha UedTpHakcOoH ¢ HelnuHelHa M BCHYKH OCHOBHH (papMaKOKMHETHYHH
NOKA3ATENMH, ¢ H3KITIOUSHHE HA eIMMHHAIMORHHA [TOTY)KHBOT, Ca J0303aBHCHMH, aKo ce Oaznpar
Ha o0INaTa JIEKApPCTBEHA KOHIEHTpALUMs, MOBHINABANHKH ¢e€ MO-cNabo OT MPONMOPLUHMOHATHOTO ¢
Jozata. HenuueliHocTTa ce Ob/okk Ha caTypaliMd Ha CBBLP3BAHETO C IUIA3MEHHTE NMPOTEHHH H
3aT0BAa ce HaOmogaBa 3a oOmma mnazmen nedTpHAKCcOH, a He 3a cBOGOAHMA (HECBBp3aH)
Ue(TPHAKCOH.

Bpraka papMakokaHeTHEA — hapMakOAHHAMHKA

Kakro mpu npyru Gera-nmakramu, HHAEKCHT PapMaKOKMHETHKA — (papMaKOAMHAMMKA, TIOKa3Rall
Hali-nobpara KopenamHa ¢ in vifro eHKAacHOCTTA, € NMPOLICHTHT OT HHTEPBAIA Ha I03HpaHe, B
KOWTO KOHIIEHTPALMATA HA HECBBP3aHO JIEKAPCTBO OCTABA HAJ MHHWMAIHATA HHXHOATOpHA
koHueHTpauua (MIC) Ha nedTpuakcoH 3a oTaeIHKMTE TApreTHH BHAOBE (T.¢. %T > MIC).

5.3. IlpeAxMHHAYHE SAHHN 3a fezomacHOCT

HMa nasHH OT NpOY4BaHHs NPH XHBOTHH, Y€ BHCOKH I03H Ha 1ieTPHAKCOH KajlHesa CONl BOAAT
Ao oOpasyBaHe HA KOHKPEMEHTH M IPELIMITHTATH B XTBYHHA MEXYpP Ha KydeTa W MaiMyHH, KOETO
ce e okasano obparumo. [IpoyuBaHWsTa mpH XMBOTHH HE ca AANH JaHHHM 3a PeNpPOJYKTMBHA
TOKCHYHOCT H TeHOTOKCHYHOCT. IlpoydBaHWs 3a KapIMHOTEHHOCT Ha Le(TpHakcoH He ca
MPOBEKAAHH.

6. PAPMATTEBTHYHH JAHHHA

6.1. CoucHbK N8 DOMOIMIHATE BEIMECTBA
JlexapcTBEHHAT NPOAYKT He ChABPKA MOMOIHH BEIESCTBRA.

6.2. HecbBMEeCTEMOCTH
PasteopuTe, chaAbpkamM nedTpHakcoH He Tpabea na Gbaar cMecBaHH ¢ HIM

APYTH IPONyKTH.




I'naBHO pa3TBOpH, CHABpXKALIM Kanumii (kato pasteop Ha Puarep wim pasteop Ha XapTman) He
Tpa0Ba Na ce M3MOM3BAT 3a pa3TBapAHe Ha LeTPHAKCOH WIH 34 NOCICABAILO pazpexpane 3a
HHTPABEHOZHO MPHICKEHHE, Thil KaTO MOXe Ja ce obpasysar npeuunuratd. Lledrpuakcon e
TpabBa na ce CMECBA HIIH MpU/Iara eAHOBPEMEHHO ChC CHABPIKALIM KA pa3TBOPH (BHX TOYKH
42,43,44n48).

JlurepaTypHu JaHHH COYAT, 3¢ LEPTPHAKCOH € HECHBMECTHM ¢ AMHHOTTTHKOZHAHA AHTHOHOTHIH,
amcakpeH, ¢unyxoHason, naberanon u BAHKOMHIMH.

6.3. Cpok Ba roauoct
Ilpax 3a wikeKIHOHEH pasTROp: 3 roauus.
IIpuroTeeH pasTBOp: TpAGBa Na ce nanomssa HezabaBHO.

6.4. Coennannn yc/IOBHA HA CLXpAHEHHE
IIpax 3a wmKeKIMOHEH pasTop: TO3H JIEKAPCTBEH MPOAYKT HE H3IHCKBA CHCLMANHH YCIOBHA HA
cbxpaHenne. ChXxpaHaBaiiTe (uiakonuTe B KAPTOHEHATa KyTHA, 32 /12 I'H NPEANIA3KTE OT CBCT/THHA.

Xumyueckata M ¢usmdeckara cra0WIHOCT HAa NPHIOTBEHHS pasTBOp ¢ 3amasBa 6 uwaca,
CBXpaHABaH MPH TeMIepatypa nox 25°C win 24 uaca, chXpaHsBaH B XJaJHIHHK (2 - 8°C).

Ot MHKpPOOHONIOrHYEA TVIEHA TOUYKA, TOTOBHAT 3a ynorpeba MpoaykT TpabBa na ce H3Mon3Ba
He3abaBHO. AKO He Ce H3NON3Ba He3a0aBHO, NOTPECHTENAT € OTTOBOPEH 33 YCIOBHATA H NEPHOAA
npean ynorpeba, KoiTo He TpabBa Aa npepumiapa 24 Yaca npH ChXpaHEHHE B XAATWIHHK OT 2 -
8°C.

6.5. Ban B chAbLpAARAE HA OHAKOBKATA

BesupeTnn cTeKkICHH (IAKOHM, C T'yMeHA 3aITyIIAJIKa M ATyMHHHEBa 00OKaTKa.
Bropuunara omakoeka cexspka 1, 10, 50 wia 100 6pos dnakonn.

He BcH4kH BHI0BE ONAKOBKH MOTAT fia GBAAT MyCHATH B NpoaaxOa.

6.6. Cenua e npeIna3nH MEPKH HPH HIXBLpIASHe/R paboTa

Pazmeapsne 3a unocexyun wiu unpyzun:

Pazreapsuere TpsGea na Onje M3EBpIIEHO NPH TONXONANIH YCJIOBHA H NPH CHLOTBETHHTS
OpeanasHH MEpKM, 32 A3 ce h3berne MHKpoOHO 3aMbpcsBane. [IpemopwudTenHo e jna ce
M3MO/I3BAT APSCHO NPUTOTEEHH pasTBOPH; Pa3TEOPHTE 3aMa3BaT AKTHBHOCTTA CH 1o 6 wvaca,
CBXpaHABRaHM TIpH Temmnepatypa nof 25°C wiad mo 24 gaca npu Temneparypa 2 Ao 8°C. Cnen
pasTBapsHe ce noNy4aea Gielo K eAT, N0 KeXJMOapeH Ha IRST pa3TBOP.

Humpamyckynna unicexyua:

PazTBaparero craBa ¢ 1%-eu pasteop Ha lidocaine hydrochloride; 1g TpaGea na Gbae pasTOpen ¢
3,5ml pasteop. [Ipunara ce upes apn6oka HHTPaAMyCKY/IH2 HEDKEKIHA. AKO [03aTa Haapuuasa |
g, T4 TpabBa Aa Oble pa3eNeHa M NPUIOKEHA HA TOBEYE OT eHO MecTa 2a HIDKeKTHpanre. Cnea
pasTBapsne c lidocaine, He TpA0Ba fa ce NpiJiara HHTPaBEHO3HO.

Humpasenosna unsicexyus:

PastBapsse ¢ Boga 3a mmkexi; 1 g Tpabea aa Guae pastsopeH B 10 ml Boga 3a HHKEKLMH.
Ilpunara ce upe3 GaBHa MHTpaBEeHO3HA MIDKEKIMA HaJ ABE JC YETHPH MHHYTH.

Humpagenosua ungyysua:
PasreapsueTo na uedtpnakcon 2 g Tpabea na Guae HanpaseHo ¢ 40 mi noaxoasw HHGY3HOHEH
pasTBop, Ge3 kamuit, [omxonamu ca crenHwre HHGY3HOHNM Pa3TBOPH: PasTEOpH Ha dextrose 5%
wiH 10%, pasteop Ha sodium chloride, pasreop Ha sodium chloride 0,45% u dextrose 2,5%,
dextran 6% B pasreop Ha dextrose 5% wu pasteopm Ha hydroxyethyl starch 6%
[Tpunoxennero TpaGea Aa cTane upes GaBHA HHTPaBEeHO3HA MH(Y3HA, C NPOX
Manko 30 MunyTH. Pa3TBOpET He TpabBa Aa 6Bae A00aBAH WIH CMECBAH C PasTBO
apyru noGapku. LledTpuakcon He ¢ noaxopa 3a ynorpeba cbC CHABPKAIH
Kato pazreopure Ha Hartmann u Ringer.




7. IPUTEXATEJL HA PAZPEIIEHAETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., Limassol 3011, Kurrsp
8. HOMEP(A) HA PASPEOIEHHETO 3A YIIOTPEBA

MEJTAKCOH 1 g:
Per. Ne: 20050574

MEJIAKCOH 2 g:
Per. Ne: 20050575

9. JATA HA ITBPBO PASPENIABAHEMIOJAHOBSIBAHE HA PA3SPEINEHHETO 3A
YIIOTPEBA

JlaTa Ha mepeo paspemasane: $7.12.2005 r.
JaTa Ha nocneaHo noaHoBsABaHe: 28.07.2011 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

07/2021




