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[lepTprakcon-MIP 1 g npax 3a HHXEKLHOHEH pa3TBOp
Ceftriaxon-MIP 1 g powder for solution for injection

2. KAYECTBEH H KOJIHYECTBER CbCTAB

1 ¢nakoH ceabpxa 1 g nedTpHakcoH (cefiriaxone) kato HePTPHAKCOH HATPHIA.
1 ¢pnakon ceabpka 83 mg (3,6 mmol) raTpuii.

34 ITRJTHUA CITHCHK HA MOMOIIHUTE BelllecTBA BHXKTE TOouKa 6.1,

3. JEKAPCTBEHA ©OPMA

[Ipax 3a MHKEKUHOHEH pa3TBOp
®un, 6an no 61eA0XKBIT Npax.

4, KIMHUYHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHA

LlepTpHakcor-MIP € nokasaH 3a JieyeHHe Ha cleAHUTe HHGEKUMH TIPH B3PAcTHU M JIELid, BKIIFOYHTEIIHO
IOHOCEHH HOBOPOJAEHH (OT MOMEHTA Ha paXAaHeTO):
- baxkTepuancH MEHHHIMT
IlneBMOHHA, NpUAOOHTA B OOLIECTBOTO
- Ho3okoMmMHanHa mHeBMOHUS
- OcTBp CpesieH OTHT
- HMurpaabnomMunanay HHGEKITHA
- YernoxHeHH HH(pEKIMH Ha MTUKOUHUTE MbTHILA (BKITIOYHTEIHO MHEIOHE(PHT)
- Mudekuun ga KocTMTE ¥ CTABUTE
- VclokHeHH HHEKI[HN Ha KOXKATa H MEKHTE ThKAHH
- T'oHopes
Cudnnc
- baxrepuaineH eHaOKapaUAT

Ledrprakcon-MIP moxe na ce u3inon3ea:

- 3a jieueHue Ha 00OCTPAHMA Ha XPOHMUYHA OOCTPYKTHBHA 0e1oapodHa Gonect NpH Bb3PacTHH

- 3a JIeYeHHE Ha NHCEMHHMpPaHa naiiMcka Oopenmosa (paHHa (ctaaunit 1) u kvcHa (ctagwii I11)) npu
BB3PACTHH d JI€LA, BRIKOUHTEIHO HOBOPOASHW Ha BB3pacT OT 15 nHu Harope

- 3a IpeaonepaTHBHA NPOPHIAKTHKA HA MHPEKIIHN Ha ONEPATHBHOTO MACTO

- [lpn nieyeHneTo Ha MALMEHTH ¢ PeGpIIHA HEYTPONIEHHA, 33 KOSITO Ce MON03KHPa, Ue Ce AbJAKH Ha
faxTepuansa wHpeKIM
Ilpx meueHHeTo Ha NaLHEHTH ¢ DaKTePUEMHS, XOSTO Bb3HHKBA BEE BPh3KA C HAKOA OT MHMEKLMHTE,
H30POCHH NO-TOpE, UM Ce NMOA03HPA, e € CBbp3aHa ¢ HAKOA OT TIX

LiepTprakcoH-MIP TpabBa Aa ce mpiiiara €JHOBPEMEHHO C JPYTH AaHTHOAKTEPHAITHY CPEACTRA BHHATH,
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Tpabea na ce uMat npeBHA OPHUHATHHTE HACOKH 33 MPaBUIHA yroTpeba Ha aHTHOAKTEPHAIHH CPEACTBA.

4,2 Jo34pOBKa H HAYHMH HA NPHIOKEHHE

E{J 3HPOBKA

Jlo3ata 3aBHCH OT TEXECTTa, UyBCTBHTETHOCTTa, MACTOTO H BHIa Ha HH(EKIUATA, KAKTO H OT Bb3pacTTa U
YyepHOAPOOHATA ¥ OROpeYHA (YHKIHA HA TAITMEHTA.

Ho3uTe, npenophuany B TabAMLNTE NO-J0ITy, & OOMYANHNTE NPENOPBYNTENIHM 03K NIPH TE3H ITOKA3aHHA,
[Ipn ocobeHo TexKH Crydad TpadBa 1a ce oOMHCIM NpriaraHe Ha J03H Ha TOpHAaTa MPaHULIA Ha
NPenoOpHLUMTENHHA THANA30H.

Buspacmuu u Oeya na evspacm nag {2 zodunu (2 50 kg)

Ho3HpoBKa Ha YecToTa HA [Tokazanua

nedrpuakcon* npujaaraHe™*

1-2 g BenHbXK AHEBHO [ IHeBMOHMS, NpuaoGHTa B OGIIECTBOTO
OBocTpaHHA Ha XpOHHYHA ODCTPYKTHRHA DeoapolHa
Gonect

HMuTpaabaoMuHaIHH HHOEKITHH

YCnoXHEeHH HHPEKLHH HA TMKOYHUTE [ThTUINA
(BKJIIOYWTENHO TTHENOHE(PHUT)

2g Beausk JHEBHO HozokoMuaiHa IHEBMOHUA

YcnoxHeHH HHQEKIMH Ha KOXKaTa H MEKHTE ThbKaHH

HH}peKUHN Ha KOCTHTE B CTABHTE

2-4g BeaHbk AHEBHO JleueHne Ha mauueHTH ¢ HedpHIHa HEYTPONEH A, 32
KOSITO ¢€ TIoA03Hpa, Ye Ce AbIKH Ha GaKkTepHanHa
HHpEKIHA

BakTepHaneH eHIOKapAAT

baxTepHaned MeHHHTUT

* Ilpu noxkyMenTupana 0akTepHeMHs TpsaOBa 1a ce OGMHCIY Npunarade Ha 1034 Ha ropHaTa rpaHHLa Ha
OpEeNOpPbYHTENHHA NHANA30H.

** Moxe pa ce 0OMHCIH NPWIOKEHHE ABa TBTH AHEBHO (TIpe3 12 yaca), KOraro ce Npuarat 034 Mo-BHCOKH
OT 2 g THERHO.

Ilokasanus 3a BE3pacTHY U ACLA HA BbipacT Haj 12 ronnnu (= 50 kg), pH KOMTO HMa HYXIa OT CIELMATHH

CXEMH Ha NPUJIATaHE:

OCTBp CpeagH OTHT

Mose na ce npunoxH eavHudHa 1o3a [edrpuakcon-MIP 1-2 g uaTpamyckynHo. OrpaHHdeHH JaHHH
NIOKa3BaT, Y€ B CIIy4aH, KOraTo MALHEHTHT € ¢ TEXKO 3abonaBane Uiy NpeaXOAHOTO JieYeHHe He € OWIo
ycnewHo, Lieprpuakcon-MIP moxe aa e edexTHBeH Npy nNpriarate Ha no3a 1-2 g JHEBHO KHTPAMYCKYJIHO B
NPOABIKEHNUE Ha 3 NHMU.

[penoneparveHa npodunakTHka Ha HAGEKIIMHE HA OTIEPATHBHOTC MACTO
2 g Karo €IMHHYHA MpeAonepaTHRHA 1034,

I'oHopes
500 mg KaTo eanHN4YHA 10338 HHTPAMYCKYJIHO,

Cudrimc —
[TpHHIUOHO MpenopbunTERHHTE 1034 ¢ca 500 mg-1 g BeAHBXK THEBHO, C TIOBUIIABAHE AP W mﬁ 4 Hc
npH Heppocupumue 3a 10-14 xuu. [penopbkuTe 32 103aTa NpH CHOHUANC, BKIIOYHTE: . HeBPOTIGLE, O




GasMpaT Ha orpaHu4eHH qaHHy. TpsaOBa 1a ce HMaT NpeABHI HALMOHATHHTE MU MECTHY YKa3aHU,

HuceMuHupaHna jjaimcka 6openno3a (panra [craanii 1) u xscHa [cramuii I11])
2 g BeAHBX AHEBHO 3a 14-21 nuum. TlpenopbunTentaTa NPOIBIDKHTENHOCT HA JIEUEHHE € pajinyuna 1 Tpabsa
7ia ce HMAaT NpeJBHI HALMOHATHHWTE WIH MECTHH YKa3aHHA,

Lleduagmpuuna nonyrayus
Hosopooenu, xvpmaiema u deya na evspacm om 15 onu do 12 200unu (< 30 kg)
3a neua ¢ tegecHo Terno S0 kg unv nosede Tpabea na ce Jasa oOMuaiiHaTa 1032 3a Bb3pacTHH.

Ao3npoBKka Ha YHecToTa HA Noxazanns
nePpTPHAKCOH* NPUNArAHE*™
50-80 mg/kg Beauwnx AHEBHO HurpaabaoMunansy uadexumn

YcnokHeHH HHQEKIHH HA THKOYHMTE MHTHIIA
(BKTIIOYHTENHO THeNoHehpUT)

[THEBMOHHA, NpHI06HTa B 00IECTBOTO

Ho30xOMHAIHA MTHEBMOHMS

50-160 mg/kg BeaHbx 1HEBHO Y¢i1oxHeHH HHQEKIHH Ha KOKAaTa U MEKUTE ThKAHU

(Makc. 4 2) HMu}eKinin Ha KOCTHTE H CTABHTE

Jlevenue Ha naupiedT ¢ PeOpHiIRa HEYTPOIEHHS, 34
KOATO Ce [M0A03HPAa, e ce OBIKH Ha HakTepuanHa

HHODEKIHA
80-100 mg/kg BeaHbK AHEBHO BakrepuajieH MEHHHTHT
(Makc. 4 g)
100 mg/kg BenHbBK AHEBHO bakrepuasned eHaOKapAHT
(Makc. 4 g)

* Tlpu poxymeHTHpaHa GaxTepueMus TpAORA A2 ce OOMKCIM NPIWIATANE Ha 03N Ha IOPHATA rPaHHIa HA
MPeNOPbYATENHHA JHATIA30H.

** Moske a ce 0OMHCITH NpHIOkKEHMEe 1A MHTH AHeBHO (npe3 12 yaca), koraTo ce NpuaaraT 103U [No-BUCOKH
oT 2 g AHEBHO,

Hoxa3anus 3a HOBOPONEHH, KbPMadeTa W Aelia HAa Bh3pacT ot 15 aum ao 12 roamuu (< 50 kg), KOUTO HMar
HY’%a OT Coe[IHaIHY CXEMH Ha NpAIarage:

OcTop cpeageH OTHT

3a HA4AITHO JIEYEHHE Ha OCTHP CPEACH OTHT MOXKE Ja ce TIPHIOKH eAHHnYHa Ao3a Lledrpuakcon-MIP ot

50 mg/kg unTpamyckynHo. OrpaHnueHn JaHHH [TOKA3BaT, M€ B CIYYaH, KOraTo JETETO € ¢ TEXKKO 3a00a9BaHe
WK MTEPBOHAYATHOTO JieyeHHE He ¢ Onno yeniemno, Liedrprnakcou-MIP Moske 1a e edekTHBEH NpH
Ipunarate Ha MHTpaMyCKyHa 1032 0T 50 mg/kg JHEBHO B IpOABIKEHHE Ha 3 JIHH.

ITpenonepatugna npopnnakTHKa Ha UHGEKIHH HA ONIEPATHBHOTO MACTO
50-80 mg/kg kaTo eAMHHYHA NpeNOTIEPATHBHA 1034.

CHdunnc

[IpHHUMITHO NpeNopBYHTENHUTE J03M ¢a 75-100 mg/kg (Makc. 4 g) BeAHbx AHEBHO 3a 10-14 quw.
[NpenopbkuTe 33 1034Ta NpY CHGUIKC, BKTIOUMTENHO HEBpocHPWwIiC, ce GasiupaT Ha MHOTO OTPaHRYEHH
AaHuu. TpaOBa n1a ce HMAT NpedBH HALHOHATHUTE MJTH MECTHH YKa3aHuA.

HAucemunnpana naiimcka Sopennosa (pansa [craguii 1I] n kpcHa [eraamii 111))
50-80 mg/kg sennbx AHeBHO 3a 14-2]1 auu. [MpenoppurTenHaTa NPOABIKHTETHOCT Ha Il
TpaOBa A2 ce MMAT TIPEABHA HAITNORAJIHATE UM MECTHH YKA3aHHA.
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Hosopodenu 0-14 onu

Lle¢rrprakcon-MIP ¢ npoTHBONOKa3zaH npH HEXOHOCEHH HOBOPOAEHH 10 MMOCTMEHCTPYanHa Bh3pact 41
CEAMHLH (TeCTAaLMOHHA Bb3pacT + KaJleHAAPHA Bb3PacT).

Ho3upoBKka HA YecToTa Ha Ioxa3zanuns
negrpuaxcon* npujarane**
20-50 mg/kg Bennnx JHEBHO HHTpaab1oMHHATHY HH(PEK MY

YCII0KHEHH HHPEKIIHH Ha KOXATA H MEKHTE TEKAHH

YCnoxHeHW HH(EKIHY Ha THKOYHHTE MBTHIIA
{ BKJIHOYMTENHO NTUENOHEPPHT)
ITneBMOHYS, NpHAOONTA B OOIIECTBOTO

Ho30xkoMHAIHA MHeBEMOHNA

HH(pekuyH Ha KOCTHTE H CTABHTE

JleneHune Ha naukeHTyH ¢ GeOpHIIHa HEYTPOIieHHS, 3a
KOATO Ce NONO3HPA, 4e Ce IBJIKM Ha OakTepHanHa
nHpeKIMNA

50 mg/kg Beaubx nqHeBHO baktepnajien MEHHHTUT

Daxtepnanen eHaOKApAUT

* Ilpu nokymenTHpaHa 6akrepuemus TpadBa Ja ce OOMUCTH MPWIAraHe HA JO3M Ha NopHaTa MpaHulla Ha
IPENOPBYHTEITHHA THATIAZOH,
He Tpabea Aa ce HaaxrppiIa MAaKCHMAaNIHa JHEBHA A03a oT 50 mg/ke.

Ioxa3anus 32 HOBOPOIEHH Ha Bb3pacT O-14 AHM, KOUTO UMAT HYK/IA OT celMATHH CXEMH Ha TIPHJlaraHe:

OcTep CpeACH OTUT
3a HAYATHO JICYEHHE Ha OCTBP CPeAeH OTHT MOXeE Aa ce MPHIOKH eHHHYHa 1033 Lledrprakcou-MIP or

50 mg/kg HHTpaMyCKYIIHO.

IpenonepaTiieHa NpodunakTHKa Ha HHQEKUHMH HA ONIEPATUBHOTO MACTO
20-50 mg/kg kaTto eIUHHYHA NPeaonepaTHBHA 1034.

Cuduinc

[ IpuHIMIIHO NpenopbyrTeNHaTa 1034 € S0 mg/kg reausk auesHO 33 10-14 auu. [penopbkure 3a Jo3ara npy
cuumiic, BRKIIOYHTETHO HEBPOCHPHIHUC, ce DasupaT Ha MHOI0 OrpaHMYeHH faHHU. TpadBa aa ce HMar
NpeaBH/l HAUMOHAIHUTE HITH MECTHH YKa3aHUA.

LIpodeadicumennocm Ha AeHeHUemo

[IpogBmKkUTEIHOCTTA HA NEYEHHETO € pa3IiyHa CIope] Xo4a Ha 3a00naBaseTo. Kakro npH Beako
AHTHOMOTHYHO JEYSHHE N0 PUHLIHI, MPUWIOKEHHETO Ha LedTpUuakcoH TpadBa aa ce mpoabkH 48-72 vaca
CTel Kato HalHeHTHT cTane adeOpuieH M € NoCTUrHaTa epaauKania Ha OakTepHuTe,

Xopa 6 cmapiecka 6b3pacm
IIpenopbYUTENHATE HO3MPOBKY 3a BB3PACTHH HE C€ HYXA8AT OT MOAH(PHKALNA IIPH X0pa B cTapyecka

BB3PACT, PH YCNoBHE e OnOpeunaTa ¥ YepHonpoOHa PYHKLMA ¢a 32 0BONUTEIIHM.

Layuenmu ¢ 4epHOOPOGHO YVepexcoaue
Hanu4HuTe NaHHH HE NMOKa3BaT HEOOXOAMMOCT OT KOPEKLHA HA A03aTa NPH JIEKO WK YMEPEHO HapyIIeHHe Ha

yepHoapoOHaTa GpyHKLIMA, npy yCiIoBhe 4e Ob0peyHaTa QyHKLUUA He € HapyWeHa.

Hlayuermu ¢ Gvbpeyuno yepexcoane
Hpy nanvednTn ¢ HapymeHa 6p0pedsa pyHKIAA HAMA HYRAQ OT peAyLMpPaHe Ha J103¢

4




YCAOBHE, Ye UepHOApoOHaTa GyHKLUHA He e HapyireHa. CaMo B cllyyaM Ha TipeTepMHHaIHa Ob0peyna
HENOCTATHYHOCT (KPEaTHHHHOB KIMPHHC < 10 ml/min) 1o3upoBKaTa Ha Le(TpHAKCOH He TpaOBa 13
HaABHILABA 2 g€ JHEEHO.

I1pn manueHTH Ha AMANH32 HE ce HaJlara JOBbIHUTENHO NIpUIarade Ha 103a e AHann3aTa.
HedTpHakcoH He ce eTMMUHKPA Ype3 NEPHTOHEATHA MK XeMoauanu3a. [IpenopbudTeIHO € CTPUKTHO
KIHHHYHO MOHUTOpHPaHE 3a (e30nacHocT ¥ edHKacHOCT,

Hayuenmu ¢ medicko 4eprodpobro u GvopeuHo yepesicoaye
Ipy naurenTH ¢ Texxka 6bOpeyHa U YepHOAPOOHA AMCDYHKIMA € NPENOPHYUTENHO CTPUKTHO KITHHHYHO

MOHUTOpHpPaHE 33 0E30MIaCHOCT U ePUKACHOCT.

HauvH Ha NpUIOKEHHUE
HedTtpuaxcon-MIP Moxe na ce npunara upe3 WHTpaBeHO3Ha UH(Y3HS B MPOABIKEHNE Hal-Malko Ha

30 MuHYTH (TPEANOYNTAH TBT HA OPUAOKEHHUE), Upe3 OaBHA HHTPABEHO3HA HHKEKLMA B MPOIbIKEHUE Ha

3 MHHYTH MM 4pe3 IBJ00KO HHTPaMyCKYJIHO HHKEeKTUpaHe, MHTepMHTEHTHE HHTPABEHO3HA HHXXEK LIS
TpA0Ea Ja ce npUiara B [IPOABIDKEHHE HA 5 MUHYTH 32 TIPENOPBLYBAHE B II0-TOJIEMH BeHH. MHTpaBeno3nu
no3u oT 50 mg/kg wik No-rofeMH [IpH KbpMadera 1 aend Ko 12-romuima Bb3pacT TpaOBa Aa C¢ NpHiarar
upe3 HHPy3Hs. [Ipn HOBOPOLSHH UHTPAREHO3HUTE J03H TpAORa Ja ce Mpiarar B NpOAbDKEHHE Ha 60
MHHYTH 32 HaMaJIMBaHC Ha NMOTEHLWAIHNA PHCK OT OHAMPYOHHOBA eHUehanonaTus (Bx. TOUkH 4.3 u 4.4).
HHTpaMycKyTHMTe HHKEKIIHY TpAOBa 1A ce NOCTARST B MACATA HA OTHOCHTEIHO MONAM MYCKYII, KaTO HA €HO
MACTO Tpa0Ba J1a Ce HHKEKTHpa He noBeye oT 1 g.

VHTpaMyCKyJHO NPHAOKEeHHe TPA0Ba 1a ¢ HMa NPEABHA, KOTATO NTPHIIGKEHHETO [0 HHTPABEHO3€EH BT HE &
Bb3MOKHO HITH € TI0-HenoAXoAAMmIO 38 TauuenTa. [1pn 1o3u Hax 2 g e HeobXoauMO HHTPAaBEHO3HO
MPUIOKEHNE.

AKO KaTo pa3TBOPHUTEN ¢€ H3MON3Ba JIHAOKANH, MOTYYEHHAT pa3TBOP HUKOTA He TpAOBa Ja ce mpuiara
WHTPaBeHO3HO (BX. TouKa 4.3). Tpadpa ja ce Bieme npeapua HHOOpMALHATa B KPATKATA XapaKTePHCTHKA HA
JTMAOKAKH.

1 leTpHaKCcOH € NPOTHBONOKA3aH NPH HOBOPOAeHH (< 28 THH), aKO HMaT HYKAA (MITH ce 0YaKBa ga UMaT
HYX1a) OT JIEYEHHE C HHTPABEHO3HH PasTBOPH, ChABPKAIIN KAILKH, BKIIOUHTENHO HENMPEKLCHATH HHBY3HH
Ha Pa3TROPH, ChABPKALLK KANLK, HAaNPHMEP NApPEHTEPATHO XPaHEHE, MOPaaM PUCKA OT NPEeIMITHTALMA Ha
HedTprHakcoH kanuuid (BX. Touka 4.3).

Paspeanrenu, ChABpKAILIM Kaniuid (Hanp. pa3Teop Ha Ringer wiM Ha Hartmann), He TpabBa Ja ce H3nons3sar
33 pa3TBapAHe Ha GIakOHHTe ¢ UePTPHAKCOH MK 3a AOTTBITHUTEIHO paspeKnaHe Ha pa3TeopeH (IaKoH 34
HHTPABEHO3HO NPHIOKEHHE, 3alI0TO MOXKE Aa ce o0pasyea npeLunaTart. [lpeuunurauns Ha tedTpHAKCOH
KQJILHA MOXe Ja ce MONYYH U KOrato lepTPHAKCOH €€ CMECH C Pa3TBOPH, ChABPKALIKM Kanuuii, B eaHa u
ChlUA JIMHKA 33 HHTpapeHo3Ha HHGY3H4. [To Tasu npuunHa nedTpHAKCOH H Pa3TBOPH, ChABPKAIIN KaJLMii, He
TpAOBa na ce CMECBAT WITH J1a ¢€ NPHUAAraT eJHOBPEMEHHO (BX. Touka 4.3, 4.4 u 6.2).

3a npefonepaTdBHa NPOPUIAKTHKA Ha HHPEKIMH, BB3HHKHAIH HA OMEPATUBHOTO MACTO, e TPHAKCOH
TpAbBa na ce nprnara 30-90 MUHYTH npeay ONepaTHBHATA HHTEPREHLIMSA,

3a yKa3aHHA OTHOCHO PEKOHCTUTYHPAHETO Ha NEKAPCTBEHHA NPOAYKT NPEAN NPIIOKEHHE BHXKTE TOUKE 6.6.
4.3 [lipornBonoxkazanns

CBPBXUYBCTBHTENHOCT KBM UEPTPHAKCOH, KbM APYT LehalOCTOPHH HIH KbM HAKOE OT [OMOILHHTE
BeNeCTBa, H3DPOEHH B TOUKA 6.1,

AHAaMHE3a 34 TEXKKA CBPbXYYBCTBUTEIHOCT (HATIP. aHAQUIAKTUYHA PEakivg) KbM HAKOM
NAaKTaMHH aHTHOAKTEepHANHU CpeAcTRa (MIEHHIUNMHY, MOHOOAKTAMU H KapOaneHeMHn).

r'\_'ir'



LlepTpHakcoH € NpOTHBOIIOKA3aH MpPH:

HenoHocenn HOBOPOIEHH A0 NOCTMEHCTPYATHA Bh3pacT 41 ceAMHLM (TeCTAMOHHA Bb3pacT + KaJeHaapHa

BB3pacT)*

JlOHOCeHH HOBOpoAEHU (10 28-THEBHA Bb3pacT):

- C XHNEePOMITHPYONHEMUA, KBATSHANLA WU ¢ XUNOanOyMHIHeMUs MM aiiMo3a, Toil KaTo T0Ba ca
ChCTOAHHA, TIPH KOUTO € BePOATHO CBBP3BaHETO Ha OMnHpyOHHa aa € HapyuleHo*

- aKO UMaT Hy»Aa (H/IH C€ 0YaKBa JIa UMAT HyK/1a) OT HHTPaBEHO3HO NIeYeHHe ¢ Kanuuii Wi uHdy3Hu,
ChbABPXKAILH KAMIMHA, NOpaay pUcKa OT MpelHnHTalia Ha e TPHAKCOH KalHeBa col (BXK. TOUKH 4.4, 4.8
H6.2)

* In vitro npoyvBRAHUA ca NTOKA3aNy, Ye nedTpuakcon Moxe fa wiMecTh GiupyGuHa OT MecTara My Ha

CBBP3BAHE ChC CEPYMHUA AJOYMEH, BONEHKU 10 BE3MOKEH PUCK OT OHIMpyOHHOBA ¢HUehATONATHA [IPH TE3H
MAIHEeHTH.

IIpeanr HHTPaMyCKYITHO HHXXEKTHPAHE Ha LedTPHAKCOH TPAaOBa a ce H3KJIH0YaT NPOTUBONOKA3aHHS 3a
MHAOKANH, KOraToO KaTo pa3TBOPUTEN ¢¢ M3NO0J3Ba Pa3TBOP Ha JiMAOKaKH (Bx. TouKa 4.4). Buxre
MH(OPMaUUATA B KPATKaTA XapaKTePHCTHKA Ha JIMAOKaHH, 0COGEHO MPOTHBOMOKA3aHHATA.

PasTBOpHTE Ha HEPTPUAKCOH, CHABPKAILIM MRAOKAUH, HE TpaOBa HUKOra Ja c€ MPHIAraT HHTPABCHO3HO.

4.4 CroeuHa/jHn npelynpeKIeHHs H NpPeanasHH MEPKH NPH ynoTpeba

Peakuuy Ha CRPHXIYBCTBHTEIHOCT

Kakto npn BcHuku 6eTa nakraMHH aHTHOHOTHIIK, HMa CHOOIIEHHS 32 CEPHO3HH M MOHAKOra QaTanuu
peaklHH Ha CBPBXYYBCTBHTENHOCT (BXK. ToYka 4.8). B ciy4aii Ha TexKH peakU¥H Ha CBPbXYYBCTBHTETHOCT
NIeUeHHETO ¢ LIETpHAKCOH TPSOBA A3 ce NPeKpaTH He3a0aBHO U Ja ce NPUIIOKAT ANeKBATHH CIIEIIHH MEPKH.
Ipenu 3anouBaneTo Ha nevyeHue TPIOBa 1a ce YCTAHOBH JANTH NAUHeHTHT HM@ aHaMHE3a 34 TeXKH PeakLui Ha
CBPBXUYBCTBHTETHOCT KbM LEDTPHAKCOH, KbM APYTH uedanoclnopriHy HiAH KbM KOHTO M Aa OWI0 ApYr BUJ
Oeta naxkraMHO cpeacTBO. AKO 11eTPHAKCOH ce MPHIIAra HA MAlIMEHTH ¢ AHAMHE3a 33 HEeTeXKa
CBPBLXUYBCTBMTEIHOCT KbM APYTH O€Ta TaKTaMHHU CpefcTBa, ToBa TpA0Ba 12 CTaRa ¢ MOBHINEHO BHUMaHHE.

Texxu KOKHM HEsKENaHn peaklnd (CuHapoM Ha Stevens Johnson WM cHHApoM Ha Lyell/ TokcHYHa
EMHJIEPMaIHa HEKPOIH3a U JICKAPCTBCHA PEakLMA ¢ €03MHOPHINA U cHCTeMHH cuMirroMi (DRESS)), kouto
MOX€ 12 OB/IaT XMBOTO3aCTPALLIABAIIH HJIH C JICTANICH U3XO0]I, ¢ ChOGIABAT BbB BPBH3KA C JICUSHNE ¢
neTpUaKCOH; YecToTaTa Ha Te3n ChOMTHA 06aue He e H3BecTHA (BX. Touka 4.8).

Peaxnma Ha Jarisch-Herxheimer (JHR)

HAKOH NalHEeHTH ¢bC CIIMPOXETHH HHpEKLIMK Moke Ja noayyar peakums Ha Jarisch-Herxheimer (JHR) manxo
CIIEI 3anousade Ha JieueHHeTo ¢ negrpuakcod. O6ukHoBeHo JHR e camoorpanuuasailo ce 3afonssane,
KOETO CBILO TaKa MOXE J1a C€ OBNAAEE CEC CHMITOMATHYHO JieueHHe. AHTHOMOTHIHOTO JeYeHHe He TPAOBA
1a ¢¢ MPEYCTAHOBABA NPH Bb3HHUKBAHE HA TAKABA PEAKIIHA.

BiaumoneiicTBHe ¢ IPOAYKTH, CEIABDKAIIN KAJLMIA
Onucanu ca cTy4ad Ha (aTanHH peaKkusy ¢ IpeurnuraTi Ha uedrpruakcon kanuii 8 Genure ApoGose

OBOpenHTe IIpU HEAOHOCEHH B TOHOCEHH HOBOPOAEHH Ha BB3pacT noj 1 Mecell. Haii-Manko B €11H OT Te3H
CAyyaH HedTPUakcoH H KaauMif ca Mpuiaradd B paTHUeH MOMEHT ¥ Npe3 pa3zIHYHY HHTpaBeHO3HU THHHUU. B
HAJIHYHHTE HAYYHM JaHHM HAMA chOOILEHNA 3a NOTBbPACHA HHTPABacKyapHa NPEeLHIIUTALIAA IPH NALHEHTH,
H3RBH BB3pACTOBATA IPyIa Ha HOBOPOACHHTE, JIEKYRAHM € UEPTPHAKCOH K Pa3TBOPH, ChABPXKAIIM KAJLIMii, H
JAPYTH MPOAYKTH, ChABPKAIM KaNUML [n vitro NPOVIBaHKA NeMOHCTPHPAT, Y€ NIPY HOBOPOACHUTE MiMa
NOBHIIEH PUCK OT NPELMNUTALNS Ha Ue(hTPHAKCOH KaTuMii B CpaBHEHHE ¢ APYTHTE BH3PACTOBH TPYIIH.

Ilpy nanueHTH Ha BCAKA BB3PACT LUEPTPHAKCOH HE TpAOBA Aa ce CMECRA WIM MPHIIAra €JHOBPEMEHHO ¢
MHTPABEHO3HH Pa3TBOPH, ChABPKALIN KaJILHA, JOPH Npe3 pa3IHYHE HHPY3HOHHH JIHH ; f‘.i. AT YHH
mecTa Ha HH(py3us. Brripexu ToBa, npu nauMeHTH HA BE3PACT Haf 28 nHM nedTpHakcss iy
ChABPKAIIH KATLHHA, MOraT 1a C€ NPUAAraT OCNeA0BaTENIHO SAHH CNiell APYT, aKO e
JIMHHM Ha pa3snHYHK MECTa HIH aKO MHAY3HOHHHUTE IMHUH C& NOAMEHAT WITH CE KN
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OTAEJHHTE HH(DY3HH ¢ QH3HONOrHYEH Pa3sTBOpP, 3a Aa ce uiberHe npeudnHraupd. [Ips mauHeHTH, KOHTO ce
HY3KZAAT OT HEMPEKBCHATA HHAY3US Ha PA3TROPH 33 TOTANHO NAPEHTEPANTHO XPAHEHE, ChAbPKALIN Kalnii,
MEAHLHHCKHTE CeLHATHCTH MOraT Ja oOMHCIT ynoTpedara Ha APyrH aHTHOAKTEPHAITHH CPEACTRA, ITPH
KOHTO HAMA NONOOGEH PUCK OT MPENMIMUTALMA. AKO H3MI0A3BAHETO Ha HEPTPHAKCOH CE CYHTA 32 HEOOX0IHMO
NpH NAUKEHTH, HYKIACUIH ¢€ OT HENPEeKbCHATa HH(Y3HA, PA3TBOPHUTE 33 TOTAIHO NaPEHTEPATHO XpAHEHE
e TPHAKCOH MOTaT Ja ce [pHUIarar eIHOBPEMEHHO, HO Npe3 pazNHYHy HH}Y3IHOHKY JIMHHUM HA PAaziHYHu
MecTa. Kato apyr sapuanT nHGY3MATa HA PA3TBOPA 33 TOTANHO NAPEHTEPANIHO XPaHeHe MOXe J1a ce CTIpE 3a

nepHOAa Ha HHQY3HA Ha HePTPHAKCOH, H HHQY3IHOHHUTE JIMHHUH Ja C¢ IPOMHAT MEXKIY Pa3sTBOPHTE (BXK.
Touku 4.3, 4.8, 5.2 1 6.2),

Ieaparpiyna nonmynanus
bezonacrocTTa B edmkacHocTTa HA Lledrprakcor-MIP npu HOBOPOACHM, KEpPMayeTa ¥ ASLa €2 YCTaHOBEHH

33 JO3SHPOBKHUTE, onHcand B JJ03upoBKa H HAYHH Ha MPpHIIOXEHHE (BXK. Touka 4.2), [IpoyuBaHud ca moKasanu,
e HeQTPHaKCOH, NOA0OHO Ha HAKOH APYTH Ledanocmopudn, MOXKe 1a H3MECTH OWMpyOHHA OT CEpyMHHS
aNnbyMuH,

[Tpunoxenuero Ha Liedrpuakcou-MIP e npoTHBONOKA3aHO NPHY HEAOHOCEHH ¥ AOHOCEHH HOBOPOJIEHH € PHCK
OT pasBuTue Ha OWIHPYOuHOBA cHUedianonaTys (B, ToUKa 4.3).

HmyHoMenuupaHa XeMONWTHYHA aHEMUS
VIMyHOMenHHpaHa XeMOJHUTHYHA aHeMUd € Ha0aloAaBaHa Npy MalueHTH, NOYHMaBald aHTHOAKTe pUATIHH

CPeACTRA OT Kijiaca Ha LedanocnopuanTe, BKIIoYHTeNHO LleprpHakcos-MIP (Bxk. Touka 4.8). Texku ciyyau
Ha XEMOJINTHYHA aHEMHH, BKIIIOUUTENHO (haTanHy, ca ¢robiasaru no speme Ha nederue ¢ LHedtpuakcon-
MIP npu BB3pacTHU H aeLA.

AKo0 faZieH NauMeHT pa3sBUe aHEMHS, JOKATO € Ha Jie4eHHe ¢ uepTpHakcoH, TpaGBa Aa ¢e MMa NpeaBu
AMArHo3a aHeMHd, CBbp3ana ¢ NeaJOCIOPHH, H IPUIOKEHHETO HA NeTPHAKCOH TpAOBA 1a ce IPeKpaTH A0
OTIpefeiIAHe Ha eTHONONATA.

ﬂ'hJII'DCQU‘{HO JICYEHHC

I1o BpeMe Ha NeyeHHe ¢ ronaMa MPOABDKMTEAHOCT TPAORA Ha PEAOBHH HHTEPBAIIH /1a €€ HW3C/ISARA IThIHA
KpbBHA KapTUHA.

Konnt/cBpexpacTek Ha HEUYBCTBATENHH MUKPOOPTaHH3MH
I[Ipn novTH BcHuKK aHTAGAKTEpUANHH CPEACTBA, BKIIOYHTENHO Le(TpHaKCcoH, ¢e CLoOIaBa 3a KOMHUT 1

NICeBAOMEMOPANO3EH KONNUT, CBBP3aH ¢ aHTHOAKTEPHANIHOTO CPEACTBO, KOUTO MOTAT Ja Ca ¢ Pa3IHuHa TEXKECT,
OT NSKH 10 KHBOTO3acTpallaBaluy. [ 1o Ta3y NnpyuKHa € BaXKHO Ta3H AWArK03a Aa ce HMa MpeaBHA NpH
MALHECHTH, KOUTO WMAT JUapHA [10 BpEMe HA NIPHJIOKEHHETO HA UedTPHAKCOH WU ¢liel ToBa (BX. To4ka 4.8).
Tpabpa na ce oOMHCAH MpeKpaTABaHe Ha JIEUSHHETO ¢ Ue(PTPHAKCOH M NPUIOKEHHE HA crrenr(pIuHa Tepanus
3a Clostridium difficile. He Tpa6ra fla ce AaBaT N1eKapcTBEHH NPOAYKTH, TOTHCKAIIH NIEPHCTAJITHKATA.

Morar 1a Bb3HWKHAT cyNepUHPEKIH ¢ HEHYBCTBHTEIHH MUKPOOPTaHH3MH, KAKTO [IpH APYTHTE
aHTHOAKTepHaNHH CPeCTRA.

Texka OEOpeYHa U 4epHOAPOOHAa HETOCTATHYHOCT
[1Ipu Texxa Op0peyHa W YepHOAPOOHA HEAOCTATHYHOCT € NPENOPDHUHTENHO CTPHKTHO KNTMHUYHO

MOHUTOpPHpaHe 32 6€30MacHOCT 1 ePUKACHOCT (BXK. TOUKa 4.2).

B3auMOnelcTBHE ChC CEPOJOTHYHH U3CIeABaHHUA
Mo:ke na ce nomy4d B3auMoneicTsue ¢ rectope Ha Coombs, Thit kato lledrpuakcon-MIP moxe na nosene

10 GanunBe NONOXKHUTEIHHU pe3ynTaTy ot Tectosete. Lledrpuakcon-MIP Moxke na nosene H 10 (hanumso
NONOKUTENHH PE3YATATH OT TECTORETE 33 FAIaKTOIeMMA (BAK. Touka 4.8).

HeeH3suMHBTE METOAH 3a OofpeliesiaHe Ha MI0KO3a B YPHHATA MOraT Ja A3aat ¢anmnno
pesysrard, OnpeaelissHeTo Ha ITII0K03a B YPUHATA 110 BpEME Ha JIEdYeHHe ¢ IJ,e(prHarc_
U3BBLPLIBE ¢ EH3UMHU MeToaM (B, Touka 4.8).




Hatpuii

To3H nekapcTBeH NpoAYKT cbAbpxka 83 mg (3,6 mmol) Hatphii Ha 1 ¢aakon Liedrpuakcon-MIP 1 g, xouro ca
€KBMBAICHTHH Ha 4,15 % 0T NpenophYUTEIHUA MakcUMaieH AHEBEH NpHEM OT 2 g HATPHIA 33 BB3PacTEH.

[1pn nauKenTH ¢ KOHNTPOAKpaHA HATPHEBA ANETA WITH C eNIEKTPONUTEH AUCOaNane, ChAbPKAHWETO HA HATpHil
TpsAOBa 1a c€ HMa B NIPEIBHA.

AHTHOAKTEpPUANCH CIIEKTED
LiedrprakcoH MMa OrpaHH4EH CEKThP Ha aHTHOAKTEPHATHO NeHCTBHE H MOKE 11a HE € MOAXOASIL KaTo

€IMHCTBCHO CPEACTBO 3a JIEYEHHE Ha HAKOR BHAOBE MHQEKIMH OCBEH aKo NATOTEHBT € Be4e MOTRBPICH (BiK.
Touka 4.2), I Ipy nonuMuxpoOHH UHOEKLIHH, TIPH KOKUTO MOA03NPAHHUTE [TATOTeHH BIUTIOYBAT OPTraHH3MH,
PE3UCTeHTHH Ha uedTPHAKCOH, TpAOBa a ce OOMHCIIN IPHIOXEHHE HA ONbIHHTENEH aHTHOHOTHK.

Ynorpeba Ha TUI0KaWH
B cmyuaii, 4e KaTo pa3TBOpHTEN Ce U3T10/13Ba PA3TBOP HA THAOKAKHH, pa3TROPHTE Ha lledTpHAKCOH TpaOBa na

CE M3MOJ3BAT CAMO 3a HHTPaMYCKYJIHO MHXKEKTHpaHe, Tipean ynorpeba Tps0OBa aa ce mpelcHAT
NIPOTHBOTIOKA3aHHATA 34 IHIOKaHH, IPeAyNPEKASHUATA U APYra NPUioKKEMAa HHOOPMaLl|s, OCOYEHA B
KpaTkara XapakTepHCTHKA Ha TMOOKauH (R¥K. TOUka 4.3). Pa3TBOPHT HAa NIMAOKAHH HHKOra He TpadBa Ja ce
NpUara HHTPaBEHO3HO.

XOolenHTHa3a

Koraro npu yn1Tpa3BykoBo H3cneapaHe ce HaOMIONaBaT CeHKH, TpaOBa aa ce MMa TIPEIRH Bb3MOXKHHU
NPeLIRNUTATH OT UePTPHAKCOH-Kanimii. CeHKH, MorpeiHo IPHETH 3a XIbYHH KaMbHH, Ca OTKPHBAHH TIpH
YATPa3BYKOBO H3C/ACIBAHE Ha XKABYHHA MEXYD H ¢a HaOMOJaBaHy NO-4ecTO NpH 103U uedTpraakcoH 1 g wiu
nopeue AHeBHO. C 0co0eHO BHHMaHHe Tpa0Ba 1a ce noaxokaa NPy NeAHaTpHYHaTa nomynaund. Takupa
MPELHUIMHTATH H34e3BaT cliel NPeKpaTaABaHe Ha TepanuaTa ¢ UeyTpHaKCoH. PAOKO TIPELMIIHTATHTE OT
ue(dpTpHaKcOH-KaNUHMi ca CBbP3aHH CBC CHMIITOMU. B CHMIITTOMATHYHH CYYaH CE MPENopBHYBa HEXHPYPruuHo
NieYeHHe ¥ JIeKapAT Tpadea Aa 0OMHICIH NPEeKPaTABaHE Ha JIEUEHHETO C Ue(TPUAKCOH Bb3 OCHOBA Ha OLICHKA
Ha KOHKPETHOTO ChOTHOIIEHHE NOoM3a/pUCK (BX. TOuka 4.8).

Xonecrasa

ITpyn nanuenTy, nexyranu ¢ Liedrpuakcon-MIP, ca ¢hobliaBaHu ciyuau Ha DAHKPEATHT ¢ RBIMOKHA %#UTH4Ha
0OCTpyKUMA KaTro €THONOTHYHA NpH4MHE (BXK. TOuka 4.8). [Ipn MOREUETO MAUKEHTH Ca HATHLE PUCKOBY
(haxTopH 3a XONEeCTasa U yrasBaHe, Hamp. MPEAMIECTBAIIO JIEYCHHE, TEXKKO 3a00JI9BaHe H TOTAIHO
nmapenTepaniHo XpaHeHe. He MoXe na ce U3KIIIOUH OTKTIOUBALL WIIH KOQaKTOp Ha cRbp3aHara ¢ LledhTpuakcoH-
MIP »xrhuHa TpEeLMIATA LA

Hedponutrasa

Hma crobiieHnd 3a ¢irydad Ha He(pponuTuasa, Kodaro € o0paTiMa Npu pexpaTabane Ha uedTpHakcoH (BX.
Touka 4.8). B cuMnroMatuysu ciyyau TpaGsa 1a ce H3BbPIIH YATPa3BYKOBO H3cheaBaHe. YnorpeGara Ipu
NalMeHTH ¢ aHaMHe3a 3a HedpoIuTHA3A WITH ¢ XUNepKaNIypHa TpAOBa 1a ¢e OGMHMCIIH OT JeKaps Bb3 OCHOBA
Ha OLIEHKa Ha KOHKPETHOTO CHOTHOMICHYE 0134/ PHCK.

4.5 B3aumoaeicTBHe ¢ IPYIH EeKAPCTBEHH NIPOAYKTH M APYTH (POPMH Ra B3aHMOIEHCTBHE

Paspeaureny, ChAbPKALIM KA, HAMpUMED pa3TBopH Ha Ringer uin Ha Hartmann, He Tpa0Ba aa ce
H3TIONI3BAT 3a pa3TeapaHe Ha PpaakoHure ¢ Lledrpruakcon-MIP mni 3a ONBJHHTEIHO pa3pekAaHe Ha
pa3TBOPEH (PNakoH 3a HHTPABEHO3IHO NPUIIOKEHHE, 3aIM0TO MOXKE Aa ce 00pa3ysa npelMnMTar.
lipenpmuTalis Ha NEPTPHAKCOH -KaNLHii MOXeE Ja ce NMOMYyYH U Koraro uegTpHakCOH ce CMECH C Pa3TBOpH,
ChABPXKALIY KAILHA B €]Ha U CBINA JIMHHA 32 HHTpaBeHO3Ha HHy3us. lleprpuakcoH He TpadBa na ce
npuiiara ETHOBPEMEHHO C HHTPABEHO3HH Pa3TBOPH, ChABPKALIH KaNLMH, BKTHOUUTETHO HHPY3UHK,
ChAbPIKaIH KallHif, HalpuMep MapeHTepaiHO XpaHeHe rpe3 Y-00pa3eH noT. B’bl’lpBKH TOB? FCHTH,
KOHTO He ¢4 HOBOPO/JEHH, uectrrpﬂakcon H pa3TBOPH, ChIBPAKALLM KaJLii, MOTAT Ja C¢ M‘.nw 1o /;,
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ITBIIHATA BPBHB MMOKA3IBAT, Y€ NPH HOBOPOJACHHUTE MMa MOBHIIEH PUCK OT NPELIMIHTALMA Ha UedTPHAKCOH-
xkamuu (x. Toukn 4.2,4.3,4.4,48 u6.2).

EanorpeMeHHaTa ynorpe0a ¢ aHTHKOAryJIaHTH 32 NIEPOpPaSIHO NPUNOKEHHE MOXe A2 YBeIM4H edeKTa Ha
aHTHBUTaMIH K 4 pHcka oT kbpBeHe. [IpenopbuBa ce YecTo NpocieasBaHe Ha MEKAYHAPOAHOTO
HOpPMaM3HpaHo coTHOWEeHHe (INR), kato po3upoBkara Ha nekapcTsoTo ¢ edext Ha auTuruTMEE K ce
KOPHIHpPa CbOTBETHO KAKTO MO BpEME, Taka U cliel NeucHUe ¢ uedTpuakcoH (BX. Touka 4.8).

HMa npoTHBOPEYMBH AAHHH 33 ITOTEHUHAIHO NOBHIICHHE Ha 6hOpevHaTa TOKCHYHOCT HA AMHHOITHKO3HANTE,
KOraTo ce H3Nnoa3Bat ¢ uedanrocnopuHy. B noaobHu ciyuau TpaGBa CTPHKTHO [a Ce Ca3sa
NPENOPLYHTESIHOTO MOHUTOPHpAHE HA HUBATa Ha aMHHOrIHKko3gauTe (H OpOpeyHara GyHKUHA) B
KITHHHYHATA [IPAKTHKA.

B enHo in viiro npoyypaHe ca HaO/IONABAHH aHTATOHUCTHYHH €(eKTH NPH KOMOHHALMA Ha XnopaMdeHHKON
H LedTpHakcon. KiTHHHYHOTO 3Ha4YE€HHE Ha TA3H HAXOAKa HE € W3BeCTHO.

Hsama cboliieHHs 3a B3aHMOAEHCTBHE MEKAY LeTPHAKCOH H NEPOPANHK MIPOAYKTH, CEIBPKALIN KanLHii,

WM B3aUMOACHCTBHE MEXKAY HHTPAMYCKYJIeH LeGTPHAKCOH M NPOAYKTH, ChAbPHKALY Kanui (HHTPaBEHO3HH
HNU NIEpOpPaIHH).

I1pu nauneHTH, NekyBasu ¢ nedTpHakcoH, TecThT Ha Coombs MOxke aa nokasxe (GallMBO MOJIOKHTEIHH
pe3ynTaTH.

Lle¢rpuakcoH, nogo6HO Ha IPYTH AHTHOHOTHLM, MOXE 2 AOBeAe A0 (aINMBO MONOKHTEIHN PE3YITATH OT
TECTOBE 33 MAIAKTO3EMHL.

[TonoGHO Ha TOBA, HECH3UMHHTE METO/IH 3a ONPEAENAHE HA ITII0K03a B YPHHATA MOTAT Ja Aajar ganiuuso
MONOXKUTEHH pe3yaTaTl. [1o Ta3n NpuyrHa ONpeacIAHETO Ha HUBOTO HA IVIIOKO34 B YPUHATA 110 BpEME Ha
JeueHue ¢ lePrpruakcoH TpAORa A ¢ U3BLPILBA C €H3MMHH METOIH.

He e HaGogaBaHo Brollasane Ha OBOpeynara QyHKUMA CIle] €IHOBPEMEHHO NpHIarane Ha BHCOKH JI03H
HeQTPHAKCOH U MOLIHR OHNYpPEeTHUH (Hanp. ¢ypo3eMun).

EQHOBpPEMEHHOTO NPUIOKEHHE Ha NPOOeHeun ] He peaAYIHpa eNUMHHHPAHETO Ha HedTPHAKCOH.

4.6 DepTHAHTET, GPEMEHHOCT H KBPMEHE

bpeMeHHocT
LledTprakcoH nmpeMuHaBa npe3 niaueHTapHara 6apuepa. UMa orpasudesH JaHHH OT ynotpedara Ha

nedTpHakcoH npu 6peMeHHy xend. IlpoyuBaHHATa NpH KHWBOTHH HE MOKA3BAT NPEKU HIH HETIPEKH BPESIHH
eheKTH, CBBP3aHU ¢ eMOPHOHANHOTO/PETATHOTO, MEPHHATAIIHOTO H NOCTHATAIHOTO pa3suTHE (BK. TOUKA
5.3). Lleprpnakcon TpabBa aa ce npHiara no ppeMe Ha OpEeMEHHOCT H NMO-CNEHATHO B IThPBHA TPUMECTDP Ha
OpeMEHHOCTTa, CaMo aKo TIOI3aTa NPEBMINARE PHCKA.

KupmeHe
LleTpHakCOH ce eKCKpeTHpa B KbpPMATA B HHCKH KOHLEHTPALHH, HO [IPH TepaneBTHYHK A03H Ha

ue(TPHAKCOH HE ce 0YaKBar edexTn NpH KbpPMEHU HOBOPOAEHR/KbpMadeTa. Bbipeku ToBa He MOXE ]1a ce
H3KIIOUYH PHCK OT JHapHA Y rebuyHa HHQEeKUUA Ha THrapyimTe. BuaMoxHoCTTa 32 ceH3nbOMIH3alus Tpsaoea
Aa ce uma npeasug. TpsaOBa na ce B3eMe pellleHre AalH Ja C¢ [IpeycTaHOBH KbPMEHETO HITH Ja Ce
MPeyCTaHOBH/ 1a HE Ce NPUICKH TEPANUiTa ¢ nedTPUaKCOH, KaTo ce B3EMAT NpeaBH MO/13aTa 0T KbPMEHETO
33 JIETETO Y NI0NI3aTa OT TEPANnuATa 3a KeHaTa. o ~

QepTUIHTET ;
PenpoayKTUBHUTE NPOYYBAHMS HE CA MOKA3AIM JAHHH 33 HEXEJIaHU PeaKkiiiu BbpX



MBbAKKH HIIH KCHCKH AHBOTHH.

4.7 EdexTH BbpXy cnocobHoOCTTA 32 WodupaHe H paboTa ¢ MALTHHH

[To BpeMe Ha NeueHHe ¢ LEPTPUAKCOH MOIraT Ja Bb3HUKHAT HEXENIAHH PeaKiUH (Hallp. 3aMasHoCT), KOHTO
MOTAT Jia NOBJIHAAT CIIOCOOHOCTTE 32 ModHpare U paboTa ¢ MAIMEH (BK. TOUKa 4.8).
[MaupeHTHTe TPA6BA a ca BHUMATENHH NpH mwodupaHe ik paboTa ¢ MallMHH.

4.8 Hexenann NekapcTBEHH peaKiHi

Ha#-yecTo cro0ilaBaHuTe HEXENdHH peaKUMH 3a LeQTPUaKCoH ca e03HHO(HINSA, JIEBKOIIEHHS,
TPOMOOLMTONEHS, AHapHs, 00pHB 1 TOBHLICHHE HA Y¢PHOAPOOHHUTE CHIHMM.

JlaHHuTE 3a onpenensHe HA YECTOTATA Ha HEXEJIAHHTE PEaKWHU Ha UeQPTPHAKCOH ¢4 NONYYEHH OT KIMHHYHH
NpOoy4YBaHHU.

3a KITaCH(pHKALKA HA YECTOTATA € M3MON3BaHa C/IeIHATA KOHBEHIIHS!
Mmoro uectu (= 1/10)
Yectr (= 1/160 no < 1/10)
Heuectu (= 1/1 000 no < 1/100)
Penxu (2 1/10 000 oo < 1/1 000)
Mmuoro peaxu (< 1/10 000)
C Hem3BecTHA 4ecToTa (OT HAJIMHHUTE JAHHHU HE MOXe A2 OhJe HanpaBeHa OUEHKa)

Cucremo- Yectn Heuectn Peaxn C HeH3BeCTHA

OpraHeH KJjac yecTOoTAa"

Hudexumu u [enwTanna Icesnomembparo | Cynepundexnus’

HH(eCTaIHY reOnYHa 3¢H KOJMHT®

HHbEKITHA

Hapywenns Ha | Eosunodumus | I'panynoumrone XeMOIUTHYHa aHeMus®

KPBBTA H JleBkoneHus HHA ATPaHynOLHTO3A

mmnara Tpombouutone | AHeMHs

CHCTEMaA HUA KoarynonaThs

Hapviienud ua AHadnnakTruen MoK

HMYHHAaTa AxaduiakTHYHA

CHCTEMA peakums
AHapUNTaKTOHIHA
peaxuus
CBPBXYYBCTBHTETHOCT
Peakuua Ha Jarisch-
Herxheimer®

HapyuieHus Ha I'nasoGosue ['spu

HEpPBHATA 3aMasHOCT

CHCTEMA

HapymieHus va CBETORLPTEK

YXOTO |

nabupHHTA

PecniupaTtopun, bponxocnasbm

TPbAHU U

MeAHACTHHANHH

HapymeHNs
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CucremMo- Yeern HeuecTH Peakn C HeH3BecTHA
| OpraHeH Kjac yecToTa’
CTOMALIHO- Nuapus® TaneHe ITankpearut®
qpeBHH Kawasn [ToBpoliane CtoMarHT
HAPYIUEHHUA M3OPAXKHCHUA I"nocur
XenaroOunuapHu | IToBuinedn [Ipenunuraiiunsg B
HAPYINEHNA YepHOAPOGHH MOTBYHHA MEXYP’
€H3UMH Kepnuxrep
Hapymenus Ha O6pur Tpyputyc Yprukapus CunnpoM Ha Stevens-
KOXaTa 1 Johnson®
NOOKOXKHATA TOKCHYHA enUaepManHa
TBKaH Hexpou3a®
Epurema Mmyntudopme
Ocrpa renepanyd3npana
EK3aHTEMHa TYCTYN03a
JlexapcTBeHa peaKitig ¢
E03UHOPIIHA H
CHCTEMHH CHMIITOMM
(DRESS)®
HapyieHus na XeMarypus Onurypus
OpOpeunTe u ['mroko3ypud bv6peuna
[THKO4YHHTE NpeLHITHTALHA
THTHLLA (06paTuma)
Obmm Dnedut Orok
HapyIIEeHUA U bonka Ha Brpucaune
eeKTH Ha MACTOTO Ha
MACTOTO Ha MHKEKTHPAHE
MpUIOKEHME [ lpexcHd
HacnensaHms [ToBHieH DanmuBo NONOXKHTENEH
KpeaTHHHH B tect Ha Coombs®
KpbBTa DaNnMBO NOJIOKHTENEH

TECT 33 rAlaKTO3eMHs®

OamumBo
OAOXKHTEITHH
HEeeH3MMHH METOH 3a
ONpeEAHE Ha

rmoKo3a’

IMPHYKUHA CC KATCTOPH3HPa KATO HEU3BCCTHA.

Buxkte Touka 4 4.

Hupexunn u pHpecTaumu
CrobuieHHATa 33 pHapua ciel ynorpeda Ha HedTpHakCOH MOTAT fa ca cebp3anv ¢ Clostridium difficile.
TpaOea f1a ce nprIara NOAXOAAIIO JEYEHHE € TEYHOCTH H ENCKTPOIHTH (BXK. Touka 4.4).

Ilpenun

A Ha 1C

MAKCOH KANIHH
Penixy, TeXKH U, B HAKOU ClIy4yaH, paTaHH HeXKeJTAaHH PeaklMH ¢a ChOOLIABAHH NPH HEAOHOCEHH H AOHOCEHH

B1b3 0cHOBa Ha MOCTMAPKETHHTORH ChoOWIeHMs. THH KaTo Te3u peakiiiH ce Cho0ImasaT AOGPOROITHO OT
IOy TIalMA ¢ HECHIYPEH pa3Mep, He € BE3MOXKHO HAJISAKAHO Aa C€ OLUEHH TAXHATA YeCTOTa, KOATO IO Ta3u

HOBOPOACHHU (Ha Bb3pacT < 28 IHH), KOHTO Ca NEKYBaHH ¢ HHTPABEHO3€H LehTPUAKCOH U Kaﬂuun

[TpeuxnHTaTH OT NSPTPHAKCOH KANIMERA CON ¢a HabmoaaBaHu B benure npobose u 61,6 DL




HmMa ¢ho01IeHMA 3a CIyYaH Ha npeuHnuTanms B 6p6penyTe, ragHo Npy Aela Haa 3-roa|iiHa Bb3pacT, KOUTO
¢ JIEKYBAHHU MM C BHCOKH JAHEBHH 103H (Hanp. = 80 mg/kg/aen), unu ¢ o6y no3H, npesuinasaum 10 rpama,
M TIPH KOHTO € UMAJIO APYTH PHCKOBH (akTopH (Hanp. orpaHHYeHHe HAa TEUHOCTHTE WK NOCTENIEH PeXuM).
PucksT oT 06pasyBaHe Ha NPEIUTINTATH € MOBHILCH MPH HMOOHIIH3HPAHH HIIH JeXHAPaTHPaHH NallHEHTH.
Tosa cEOUTHE MOXKE 12 € CHMIITOMATHYHO WIIM ACUMIOTOMATHYHO, MOXe Ia JoBele 10 ObOpeuHa
HEAOCTATHYHOCT H aHYPHA 1 € 00paTHMO NPH NpekpaTaBaHe Ha NedTpHAKCOH (BXK. TOUKa 4.4).

Habmonagana ¢ npeuMnuTanya Ha HeGTPHAKCOH Kalllnesa Coi B XIHYHHA MEXYD, [TIABHO IIPH NAITHEHTH,
JIEKYBAHH C 1031, KOHTO ¢a TIO-BHCOKY OT NPEMOPHUATENHATA CTAHAAPTHA 1034, TIpH Jena NpocneKTHBHM
MPOYUBAHHA Cca MOKa3aly BapHabuiIHa Y€CTOTa HA NPEIUNHTALIMS PU HHTPABEHO3HO NMpuioxkenue - Hag 30 %
B HAKOH NpoyuyBaHus. YecToTara H3rnexna € no-ducka npu 6apHa ungy3ud (20-30 Munytu). Tosn edexT
O00MKHOBEHO € aCHMITOMATH4YEH, HO B PEIKH CIy4aH NPELMITHTATATE Ca OWIH IPHAPYKEHH OT KJIHHHYHH
CHUMITTOMHM KaTO O0JIKA, TaZICHE M MOBPBIIAHE. B Te3H Cllyuau ce NpernopbhuBa CUMITTOMATHYHO JiCYEeHHE.
[IpenynmurauaTa OOMKHOBEHO € o0paTHMa MPH MPEKPATABAHE HA LCPTPHAKCOH (BK, TOYKa 4.4),

CrollLIapaHe Ha MOA0UPAHH HEXKETTAHU PeakIINK
Cro011aBaHeTO HA OOOIHPAHY HEKENAaHH PeakIii CIIEA pa3pelaBaHe 3a ynorpeda Ha TeKkapCTREHHS

NMpoAYKT € BaxkHo. ToBa no3eonssa Aa NpoAbKY HAOMIONEHUETO Ha CHOTHOILEHHETO IT013a/PHCK 3a
nexkapeTBeHHd MPOAYKT. OT MEAHLIHHCKUTE CNELHAIHCTH C€ H3UCKRBA Jia ChoOINABAT BCAKA MOMO3HPAHA
HeKenaHa peakiua upes M3mbnsHTeNHa areHums no AeKapereara yi. ,,Jdamsad Ipyes* Ne 8, 1303 Codyms.
Ten.: +359 2 8903417, yebcalT: www.bda.bg.

4.9 IIpenosupane

I[Tpy nipexo3vpaHe MOTaT Ja Bh3HUKHAT CUMIITOMH KaTO rafcHe, NOBPbILaHe U AHapusa. KoHUeHTpalMuTe Ha
nedTpHaKCOH HE MOTAT Ja Ce TIOHIDKAT Ype3 XEMOANANM3a WM NIEPHTOReaNHa auanus3a. Hama cnenugpuyen
aHTHROT. JledeHreTO NpK Npeno3upaHe TpPAOBa Aa € CHMIITOMATHYHO.

S. ®APMAKOJIOTMYHU CBOHCTBA
5.1 @P®apMaxkoaAHHAMHYHH CBONCTBRA

QapMaKkOTepaneBTHYHA Ipyna: AHTHOAKTEPHANIHH CPEACTBA 3d CHCTEMHO MPHUIIOKEHUE, TPETA TeHEpaliug
nedanocnopunu, ATC koa: JO1DD04.

MexaHH3bM Ha JeiCTBHE
Hedrpuakcon HHXUOHpa CHHTE3a HA OaKTepUaiHaTa KISThYHA CTeHA CJIE] IPHKPENBaHe KbM IIEHHIIHAH-

cBBp2BalluTe NpoTeHy (PBP). Tosa npHuMHABa NpeksCRaHEe HA OHOCHHTE3A HA KJIETBLYHATA CTEHa
(MenTUOOINHKAH), KOETO BOAM J0 IM3HpaHE W CMBPT Ha OakTepHanHaTa KjieTka.

Pe3iCTEeHTHOCT

bakTepuanHaTa pe3HCTEHTHOCT KBM LIePTPHAKCOH MOXKE Aa €€ ABIXKU HA €AHH HWIH TIOBEYE OT CNCAHHTE

MEXAHU3MH:

- XHAponu3a oT Oera JaKTaMasy, BRIIIOUUTENHO 0eTa JakTaMasi ¢ pasimpeH cnektsp (ESBL),
KapbancHeMasu # Amp C eH3UMH, KOUTO MOTaT Ja ¢€ MHAYLMpAT WK Aa ¢e Aepenpecupar ctabriHo npy
onpeaencHy acpodbHH [ pam-orpuuarenny GaKkTepHaaiHA BUOBE.

- HaMallcH apMHHUTET Ha NCHHLMIMH-CRBP3BAIIMTE IPOTEHHH 3a Ue(TPHAKCOH.

- HeMpOMYCKIMBOCT Ha BBRHIUHATA MeMOpaHa 1npH [ paM-0TpHLATETHE MHKPOOPTaHU3MH,

- faKkTepHanHH e(IYKCHHA NOMIIH.

[IparoBH CTOMHOCTH NIPH TECTBAHE 32 YYBCTBHTETHOCT H flo P

Nparosure CTORHOCTH 32 MHHHMAa/IHA HHXUOHTOPHA KOHUEHTpauus (MIC), ycrangtelhv, o Fga OMBKEKI R
. L .li,._.‘:’ .

KOMHCHS 32 TeCTBaHE HA aHTHMHMKPOOHa uyBcTBUTeNHOCT (EUCAST), ca caennyfew / ;;,*-;;f R\
Y A TR N B =
12 =R NN .

ANt e ol A
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TecT ¢ paspexaane (MIC, mg/T)
IlaToren YHyBeTBHTEICH Pe3dCTEHTEH
Enterobacteriaceae <1 > 2
Staphylococcus spp. a *
Streptococcus spp. 6 8
(I'pymu A, B, Cu G)
Streptococcus pneumoniae <0,5% > 2
Streptococcus ot rpyna Viridans <0,5 >0,5
Haemophilus influenzae <0,12% >0,12
Moraxella catarrhalis <1 >
Neisseria gonorrhoeae <0,12 >0,12
Neisseria meningitidis <0,12% > (0,12
Hecpbp3ad ¢ BHO <1 >2

a. UyscTBHTenHOCT, noApasdypaila ce 0T YyYBCTBHTETHOCTTA KbM HEPOKCHTHH.

0. YyscTRHTENHOCT, NoApa3OMpallia ce OT YyBCTBHTENHOCTTA KbM [TEHHLHAMHH.

B. HMsonarure ¢ MIC Ha nedTprakcoH Hax nparopara CTOMHOCT 32 YYBCTBUTENHOCT Ca PeJKH M, aKO ce
OTKPUAT, TpAOBa Na OBAAT TECTBAHM IIOBTOPHO, H, ako OBIAT NOTEBPACHH, TPAOBA JIa ¢ce W3NPATHT Ha
pedepeHTHa TabOpaTOPHA.

r. IIparoBMTe CTOMHOCTH CE€ OTHACAT 3a JHEBHA MHTPABEHO3HA N03a 0T | g x 1 M BHCOKA 034 OT Hal-Maiko
2gx 1.

Knnnnysa eQuracHOCT cpelly crneiugpuyuHH NaToreHu

YecroTaTa Ha npuaobuTa pe3UCTEHTHOCT MOXKE Ja BapHpa reorpad)cki 1 BLB BpeMeTO 32 H30paHH BHAOBE | €
KEJIATETHO HAMMYHE Ha JIOKATHA HHPOpMaLUA 3a pe3HCTEHTHOCTTA, 0COGEHO NMPH JISYeHUE Ha TEXKKH
uHpexuny. [1pn neo6xoauMocT TpabBa Aa ce NOTHPCH eKCIEPTEH ChBET, KOTATO JIOKAJIHATA YeCTOTa Ha
PE3UCTEHTHOCT € TAKaBa, Y€ MONEe3HOCTTa Ha NePTPHAKCOH MPH MOHE HAKOH BUAOBE NMHQEKLHH € 10/ BBIPOC.

OOHKHOBEHO YYBCTEMTEIHH BHAOBE

['paM-nonoxureany aepodu

Staphylococcus aureus (MeTHUHTHR-4YBCTBHTEIHHA )
Koarynasa-HeraTHBHM CTAQUIOKOKH (METHLIMIMH-UYBCTBHTEHY )
Streptococcus pyogenes (I'pyna A)

Streptococcus agalactiae (I'pyna B)

Streptococcus pneumoniae

Streptococcus OT rpyna Viridans

I"paM-OTpHIIaTEeNHY aepodH
Borrelia burgdorferi

Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoea
Neisseria meningitidis
Proteus mirabilis
Providencia spp.

Treponema pallidum
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Bujaose, 3a KOHTO MOKe 12 HMa NpodJeM ¢ IpHAOGHTA pe3HCTEHTHOCT

['paM-noIONKHTERHN aepobu
Staphylococcus epidermidis’
Staphylococcus haemolyticus’
Staphylococcus hominis’

I'paM-oTpHUATETHH a¢pobH
Citrobacter freundii
Enterobacter acrogenes
Enterobacter cloacae
Escherichia coli®
Klebsiella pneumoniae’™

| Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens

Amnaepobu
Bacteroides spp.

Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

MukpoopranH3IMH ¢ IPHCHLINA PE3HCTEHTHOCT

I paM-DOIONUTENHY aepodu

Enterococcus spp.
Listeria monocytogenes

I'paM-oTpHIIaTEIHH aepobH
Acinetobacter baumannii

Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepoOu
Clostridium difficile

Jpyrn:
Chlamvydia spp.

Chlamydophila spp.

Mycoplasma spp.

Legionella spp.

Ureaplasma urealyticum

BCHYKH METHUHITHH-PEIMCTEHTHH CTAQHIOKOKH Ca PE3HCTEHTHH KbM LEITPHAKCOH.
Yecrora Ha pesucteHTHocT > 50 % B Hali-MaJIKO €IHH peryoH.

* ESBL-npogyuHpalyTe IIAMOBE Ca BHHATH PE3UCTEHTHH.

£

+

5.2 PapMAKOKHHETHYHH CBOICTBA

AbGcopbuus

Cnen yuTpaBseHo3Ho 6onyc npunoxeHue Ha uedrpuaxcon 500 mg u 1 g, cpenms

uedTPUaKCoH ca ¢hoTBeTHO MpHOIMauTenHo 120 u 200 mg/l. Cnen uHTpaBeHE
/

HHBa Hd
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500 mg, 1 g ¥ 2 g, nna3sMEHHTE HHBA Ha UEPTPHAKCOH ¢a ChOTBETHO NpHOIM3HTENHO 80, 150 1 250 mg/l.
Cnen MHTpaMyCKYJIHO UHXEKTHPAHE CPeTHUTE NHKOBH FUIA3MEHH HUBA Ha LieTPHAKCOH ¢a NPUOIH3HTENHO
HaMnoJIOBHHA HA HaONOAABAHUTE CJICA UHTPARCHO3HO MPHIIOKEHNUE HA eKBHBAIIEHTHA 103a. MakcHManHaTa
MUIa3MeHa KOHLIEHTpALMs clel JHHHYHA Ao3a oT 1 g uHTpaMycKyaHo € okoo 81 mg/l u ce noctura 2-3 yaca
clnel MPHJIOKEHUE.

TInomra mox KpHBara NiaasMeHa KOHUSHTPaUUA-BpeME Clle]l HHTPaMYCKYJIHO NPHIIOKEHHE € eKBHBaJIeHTHA Ha
Ta3| CNEI UHTPARCHO3HO TIPUITOXKEHNE HA €KBHBAIIEHTHA N034.

Pasznpenenenue

ObeMBT Ha pasnpeleneHHe Ha HeTpHakcoH € 7-12 1. KOHUEeHTPalHK MHOIO Hall MHHHMAJIHHTE
MHXHOHTOPHH KOHUCHTPALMH HA NOBEYETO MPUIOKUMH NATOreHH MOTaT Ja ce OTKPUAT B ThKAHHTE,
BEIIOYHTENHO Denute ApodoBe, CHpLETO, )IBYHHTE NBTHIA/ YepHUA ApoD, CTHBULINTE, CPEAHOTO YXO U
HOCHATA JIMTABHIIA, KOCTHTE U B LepeOPOCITHHANHATA, IUICBPAJIHATA, IIPOCTATHATA U CMHOBHAITHATA TEYHOCT.
[ Ip1 MHOTOKpaTHO NPHICKEHHE ce HabmogaBa 8-15 % noBHILEHME Ha CpeaHaTa MHKOBA IUIA3MEeHa
KOHUEHTPALMSA (Crnax); CTAMOHAPHO CHCTOSHHE CE JOCTUra B MOBEYETO Cydar B paMKuTe Ha 48-72 yaca B
3aBUCHMOCT OT ITbTA Ha IIPHIAraHe.

IIponuxearie 8 KOHKpenHu mokayu

[edTprakcoH NPpoHHKBA B MEHHHTHTE. [TPOHHKBAHETO € HAH-TONAMO, KOraTO MEHHHTHTE C2 Bh3IAJIEHH.
CpelHU NMHKOBH KOHLIEHTPaLKH Ha LedTPUAKCOH B JIMKBOPA NPH NALMEHTH ¢ OakTepHANIiCH MEHUHTHUT ce
ChOOIIABAT CBHC CTOMHOCTH A0 25 % OT IUIa3MEHHTe HUBA B CpaBHEeHHeE ¢ 2 % OT IUIa3sMEeHHTE HHBA [IpH
NaUHEHTH ¢ HEeBb3NAIEHN MENUHIH. JIHKOBY KOHLEHTPallMH Ha LedTpUaKCOH B UepeOpOCIIHHATTHATA TEYHOCT
ce JOCTHrar NpUbIH3UTEIHO 4-6 yaca ciea HHTPAREHO3HO UHXeKTHpaHe. LledTpHakcoH IpeMHHABa
IUIAllEHTapHAaTa OapHepa U Ce eKCKpeTHpa B KbpMaTa B HUCKH KOHLICHTpaIlHH (BX. TouKa 4.6).

Cevpssane ¢ npomeutu

LiedTpuakcon ce cBpp3Ba 0bpatumo ¢ andymuHa. CBEP3BaHETO C IUIA3MEHHTE IPOTEHHH € 0K010 95 % npn
KOHLIEHTpallKH B Tu1azmara noa 100 mg/l. CBpp3BaHeTo € HACHIIAEMO H CBbP3aHATA YACT HAMAJIABA C
ITOBHINIABAaHE Ha KOHLIEHTpaluATa (10 85 % mpH KOHUEHTpaUud B raasMara 300 mg/1).

buorpaHchopMalins

[le¢TpHakcon He NpeTLPIIABa CHCTEMEH MeTabOMU3bM, A Ce NMPEBPbIA B HEAKTHBHU META0ONUTH OT YPERHATA
{dmopa.

EaumMunupane
[11a3MeHUAT KNMPBHC Ha 00UIMA 1edTpHakcOH (CBBp3aH H HecBbp3aH) e 10-22 ml/min, brOpeyHnaT knupbHe

e 5-12 ml/min. 50-60 % oT uedrpHakcoH ce eKCKpeTHpa HeNpoOMeHeH B YPHHATA, OCHOBHO Upes3 IIIOMepYIiHa
dunrpauna, gokaro 40-50 % ce ekckpeTHpar HenpoMeHeHH B JUThYKATA.
EnMUHaIHOHHHUAT NOMY)KHBOT Ha 001 LeTPHAKCOH TIPH BB3PACTHH € OKoJIo 8 Jaca.

Hayuenmu ¢ 6vbpeuro uly YepHoOPOOHO YEPEeCOaHe

[1pu naupeHTH ¢ 6p0peyYHa WK yepHoApoOHa MUcHYHKUMA dapMaKOKHHETHKATA Ha Leh TPHAKCOH Ce
NPOMEHA MHHUMAJIHO C JIEKO Y ABIKABAHE HA NO/IyKUBOTA (110-MAaJIKO OT JBYKPATHO), 1OPY NpH MAUMEHTH ¢
TEXKKO HapyleHa Opbpeuna QyHkus.

CpaBHHUTENHO MAJIKOTO YAb/KaBAHE HA NIONYKHBOTA IIpH OB0pedHo yBpexaane ce 00ACHABA C
KOMIIEHCATOPHO [IOBULUCHHE HA HEOBOpSHHHA KAHPBHC, NOJIYYABALIO C€ B Pe3yJTaT HAa HAMAJIABAHE Ha
CBBP3BAHETO C MMPOTEHHHUTE H ChOTBETHO YBEIMYEHHE HA HEOROpEYHUA KIHPBHC Ha o01is LedTPpHAKCOH.

[Ipu manueHTH ¢ 4epHOAPOOHO YBpEXIaHe STMMUHALMOHHUAT NOJTYKHBOT Ha LIehTPHAKCOH He Ce YIhIKaBa
BCJIEICTBHE HA KOMEHCATOPHO yBennveHue Ha ObOpeuHHs KIMpbHC. ToBa ce ABIKH H Ha YBETHUEHHE Ha

cBofoanara (gpakig Ha e TPHAKCOH B TI1a3MaTa, KOSTO AONPHHACA 3a HaGII0aR '
yBeJIHUeHHe Ha oONIMA JEKapCTBeH KIIMPBHC, C YBEIMUEHHE Ha o0eMa Ha pasnpe
Ha O0IMA KJIMPBHHC.




Xopa & crapuecka v3pacm
[1pu Xopa B cTapuecka Bb3PACT Hall 75 FOAHHM CPEIHUAT EITHMUHALMOHEH NONYXKHBOT OOMKHOBEHO € 1Ba 10
TpU ITBTH IO-TONSM OT TO3H NMPU MNAAU BB3PACTHH MAMEHTH.

Leduampuyna nonyrayus
oy XHBOTHT Ha LS TPHAKCOH & YABIKEH NpH HoBopoaeHH. OT paxnaHeTo N0 14-AHeBHA BB3PACT HHRATA

Ha cBO0OJCH LehTPHAKCOH MOTAT J1a €€ TIORHILAT ACITEIHUTENHO OT akTOPM KaTO HAMaJIeHAaTa [JIOMEPYIIHA
(UATpALIHA W IPOMEHEHOTO CBBP3BaHE C POTeHHHUTE. B nepuoaa Ha AETCTBOTO MOTYXKHBOTBT € [I0-HHCHK OT
TO3H NMPH HOBOPOACHH WIH NPH Bb3PaCcTHH.

[nazMeHHsT KIMPEHC H 00eMBT Ha pasnpenencHye Ha o0Ins 1edTpHakCoH ¢a No-BUCOKH NIPH HOBOPOIEHH,
KbpMa4eTa H Jela, OTKOJKOTO fipH Bh3PACTHUTE.

JIMHEeAHOCT/HEMMHEHOCT

PapMaKOKHHETUKATA Ha LE(PTPHAKCOH € HenMHeHa U BCHYKH OCHOBHH (papMaKkOKHHETHYHH NOKA3aTeNH, ¢
U3KIOYCHHE HA €THMUAHALIHOHHNA MTOYKHBOT, Ca A0303aBUCUMM, aKo ce 6aznpaT Ha obIIaTa feKkapCcTBEHa
KOHUEHTPaIMs, NOBUIIABAKKY ¢e No-cNado oT NpoNopLMOHANHO ¢ Ao3aTa. HenuHeiHOCTTA Ce IBIKM Ha

caTypauMs Ha CBbP3BAHETO ¢ IUIa3MEHUTE TIPOTEHHH H 3aTOBA ce Habmoaaea 3a 001K mnasMex
nedTpuaxkcoH, a He 3a cBOGOAHNA (HECRBP3aH) LeTPHAKCOH.

Bpb3ka(y) dapmMakokuHeTHKa-QapMakOJHHAMHKSE

Kakro npu apyru 6eta JakTaMH, HHAEKCET hapMakOKMHETHKA-hapMakoAHHaMKKa, moKa3Bail Hali-nobpara
KOpenalus ¢ in vivo €pHKaCHOCTTA, € MPOLEHTET OT MHTEPBaNa Ha JO3UpaHe, B KOHTO KOHIIEHTPAIIHATA Ha
HECBBP3AHO JIEKAPCTBO 0CTaBa HAJl MUHUMAaJHaTa MHXHOHTOpHa koHUeHTpauwnsa (MIC) Ha uedrpuakcoH 3a
OTAENHUTE TapreTHy BUIoBe (1.€. % T > MIC).

5.3 IlpeakiHHHYHH JAHHH 33 (€30MaACHOCT

Vima naHHK OT NpOYYBAHHUS IIPH KUBOTHH, Y€ BUCOKH JO3H HA IeQTPHAKCOH KANIHERA CON ROJAT /10
o0pasyBaHe Ha KOHKPEMEHTHU H TIPELMIIMTATH B XUTBYHHA MEXYD HA KydeTa H MaliMyHH, KOETO Ce € OKa3ao
obpatuMo. IIpoyyBaHHATA NPH XKHUBOTHH HE €A JaNU TAaHHU 33 PEMPOAYKTHBHA TOKCHYHOCT U
TeHOTOKCHYHOCT. IIpoy4uBants 3a KAPLIMHOTEHHOCT HAa UEPTPHAKCOH HE Ca NPOBEKAAHH.

6. ©®APMALIEBTHYHU JAHHU

6.1 CnMcbK HA NOMOIIHHMTE BellleCTBA

Hama.
6.2 HecnBMECTHMOCTH

B3 0CHOBa Ha JaHHM OT JWTeparypara USHTPHAKCOH He € ChBMECTHM C aMCAaKpPHH, BAHKOMKLIKH,
¢IyKOHA30TT 1 aMHHOTTTMKO3HIH.

PasTBOPH, CHABPKANIH IIEPTPHAKCOH, HE TpAOBa Jla ce CMECBAT WK Ja ce NpHOARAT KbM APYTd CPEACTEa, C
M3KIIIOYCHHE Ha MOCOYEHHTE B TO4YKa 6.6. Ilo-crieupanHo 3a pastBapaHe Ha (pakoHUTE ¢ UeGTPHAKCOH WM 33
JONBJIHHTENIHO Pa3pekIaHe Ha pa3TBOPEH (UIAKOH 33 HHTPABEHO3HO NPUNOMKEHHe He TpaOBRa 1a ce H3IMOI3BaT
pa3speanTeNH, ChIbpPXKALIM Kanuui (Hanp. pasTeop Ha Ringer u Ha Hartmann), samoro Moxe 1a ce o6pa3ypa
npeunnurar. HegTpuakcon He TpsaOBa na ce CMECBa WITH 1A C€ TIpHIIara eAHOBPEMEHHO € Pa3TBOPY,

ChABPXKAIUM KaNLHHi, BKITIOYHTETHO Pa3TBOPH 3a TOTAIHO IIapEeHTEPATHO XpaHeHe (BXK.
4.8).
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6.3 Cpok Ha roaHocT
[Npax 3a HHKEKUHOHEH pas3TBop: 48 MeceLa.

[lpuroTeen pazreop: TpabBa aa ce U3NON3Ba He3abarHo.

Xnmudeckara 1 PH3HIeCKa CTaOHAHOCT Ha IPHTOTBEHIA Pa3TBOp € onpeaesicHa 32 24 yaca npH TeMIepaTypa
or 2 ao 8°C.

Ot MHKpOOHONIOTHYHA IIENHA TOHKA, TOTOBHAT 32 ynoTpela NpoAyKT TpAGBa Ja ¢e H3N0/3Ba He3a0aBHO. AKO
He Ce H3MOI3Ba He3a0aBHO, NOTPeOHTEN € OTTOBOPEH 32 YCIIOBUATA H NEpyoa IpeaH ynorpeba, koiTo He
TpabBa 13 peRHIIaBa 24 vyaca npu ChbXpaHeHHe Ha TeMepaTypa ot 2 ao 8°C.

6.4 CnellHAIHH YCII0BHA HA ChXPaHEeHHE

Ilpax 3a WHXKEKIHOHEH Pa3TBOD:
Ha ce cpxpaHsasa noxa 30°C B opHIrHHAaNIHaTa ONAKOBKa ¢ Lie] TPeANa3RaHe OT CBETJIHHA,

IIpurorsen pasreop:
3a yCIOBHATA Ha CEXPAHEHHE CIIeA PEKOHCTUTYHPAHE HA JISKAPCTBEHHS NIPONYKT BHXXTE TOYKA 6.3.

6.5 Bua n ChALpKaHHE HA ONMAKOBKATA

{akoHH 0T Oe31BETHO CTHKNE ¢ OpoMOyTHIOBAa MYMEHA 3aITyIIAIKa K OTYYIIBAILA CE aATyMHHHEBA Kaayka.

OnaxoBkn o1 10 pnakoHa.

6.6 Crienua/IHH NPEANAIHH MEPKH NPH HIXBBPJsIHE H paboTa

1o BpeMe Ha MOATOTOBKATA 34 UHTPAMYCKY/IHA WJIH HHTPABEHO3HA WHKEKIHS, IPAXTA CE PA3TBapa B CBET/O
}KBNT 10 KEXTTHOApPEH pasTBop.

IIpuroTBeHMAT pasTBop TpAOBa a Ce MpoBepsABa BU3yaiHo. TpsabBa Aa ce M3moI3BaT camo GHCTPH Pa3TBOPH
0e3 BHAMMY YacTHIH. [IpHrOTBERHUAT IPOAYKT € NPeOHA3HAuEH 32 EIHOKpaTHa ynoTpeba. HeH3NoA3BaHoTO
KOMHYECTBO TpAOBa [1a CE HIXBBPIIM.

B HHKaKkBB Cityuai Le(TpHakCOH He TpAOBaA 1a ce cMeCBa B elHA CIIPHHIIOBKA C APYrH eKapcTea (C
M3KIIOYEHHE Ha 1% pasTBOP Ha NWAOKAHH, CAMO 3a HHTPAMYCKYJIHH HHKEKLIHRA).

KoHueHTpallHy 38 HHTPABEHO3HA HHKekuuA: 100 mg/ml,
KoHueHTpalluy 32 MHTpaBeHo3Ha HHDY3uA: 50 mg/ml
(32 mOMBEIHHUTENHA HHpOPMALIUA MOJIA, HAallpaBeTe CIIPaBKa B TOUKa 4.2).

HuTpaBeHO3IHg HHKEKLIUA
3a HHTPABEHO3HO HHAXEKTHPaHe | g uegTpuakcoH ce pasrsapsa B 10 ml Boza 3a umxekuun. Taka

NPUTOTBEHUAT Pa3TBOP C€ HHXKEKTHPA AMPEKTHO HHTPABEHO3HO B NPOABIIKEHHE HA 5 MUHYTH (BHXKTE CBUIO
To4Ka 4.4 Cnenuanuy npeaynpe:xacHus).

HuTpaBeHo3Ha HH]Y3HS
ChAbpAKIHHETO Ha (PIIAKOHA ce pa3TBapd € 40 ml oT enHH OT CIEAHNTE HE CHABPIKAIY KaNHH Pa3TBODH:
- HarpHeB Xnopun 0,9 %

- HarpueB xnopua 0,45 % + rmoxoza 2,5 %

- moKo3a S %

- rmoko3a 10 %

- jexctpad 6 % B pasreop rmoxoza S %

Hudyszusara Tpabea na ce npuwioxku 3a Hafi-Manko 30 min.
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HHTpamyCKyJIHE WHMKEKIIHS

3a HaTpaMycKynHa uHxexkuns ledprpuakcon-MIP 1 g TpsOea aa ce pazreopH B 3,5 ml 1 % pa3reop Ha
nuaokavd. [lomyueHuaT pa3Teop TPAORa Ad ce MPUIOXH AbIOOKO MYCKYIHO B MIyTeannara oonact. He
TpafBa [a ¢€ HHXKECKTHPA [TOBeYe OT 1 g HA eHO HHKEKIMOHHO MACTO. ChIBPKALIM JTHIOKAHH Pa3sTROPH
HHKOra He TpAORa Ja ce NPIaraT HHTPABEHO3HO.

HeH3non3BaHuAT JeKAPCTBCH IPOAYKT HAH OTNAZbYHHTE MaTepHAIH OT Hero TpAOBa Aa ce HAXBBPAAT B
CLOTBETCTBHE ¢ MECTHUTE H3NUCKBaAHMA,

7. IMMPHTEXATEJI HA PAZPEIIEHHMETO 3A YIIOTPEEBA

MIP Pharma GmbH

Kirkeler Stirasse 41

D-66440 Blieskastel-Niederwurzbach
I'epmanus

8. HOMEP HA PA3PEINEHHUETO 3A YIIOTPEBA

Perncrpauronen Ne 20060760

9. JATA HA [TbPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPELIEHHUETO 3A
YINIOTPEBA

Jara Ha ThpPRO pazpellaBaHe: 27.12.2006
Hara Ha nocnenHo nogHoesBaxde; 09.05.2012

10. JATA HA AKTYAJIHIHPAHE HA TEKCTA

07/2020
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