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1. HME HA JIEKAPCTBEHUA ITPOAYKT

LegTpuaxcon-MIP 1 g npax 3a MEDKEKUMOHEH pasTBOP
Cefiriaxon-MIP 1 g powder for solution for injection

2. KAYECTBEH H KOJIWYECTBEH ChCTAB

1 dnakon ceappxka 1 g nedrpHaxcoH (cefiriaxone) kaTo HeTPHAKCOH HATPHIA.
1 dnaxor ceAbpxa 83 mg (3,6 mmol) Harpuii.

3a TBJTHAA COHCHK HA HOMOIIHHTE BEINECTBA BHKTe Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

Ilpax 3a BH;KeKLMOHEH pa3TBOp
un, 621 10 ONETOKBIT Ipax.

4. KJIHHAYHHA JAHHH
4.1 TepaneBTHUYNHN NOKAZAHNS

He¢grprakcon-MIP e nokasan 3a JiedeHHe Ha CnefiHuTe HHEKIHMH NPy BB3PAcTHU H JeNd, BKIIOYHTENHO
JOHOCEHH HOBOPOAEHH (OT MOMEHTA HA PANKIAHETO):
- bakTepHaneH MEHMHTHT
TIreBMOHNA, MpHAOOHTA B 0OIIECTRBOTO
HosokomuanHa maeBMOHASL
OcTEp cpeneH oTHT
HuTpaabroMuHATHH HHbEKITHE
YenoxaeHn HEGEKIME Ha MHKOYHUTE ThTHIIA (BKIIOYHTENHO [THENOHE(PHUT)
Hndexumun Ha KOCTHTE M CTABHTE
YCRoKHEHH HHEKIMH Ha KOXKAaTa H MEKHTE ThKaHU
T"oHOpen
- Capnmc
- bakrtepuanen eHpoxapaHT

Lledrprakcon-MIP mMoske Aa ce H3NOM3BA:

- 3aneveHHe Ha 06OCTPAHNA HA XPOHHYHA OOCTPYKTHEHA GenoapobHa §0/ecT MPH Bh3PacTHH
3a nevenue Ha AUCEMMHHpaHa NafiMcka Gopennosa (panna (cranuii IT) ¥ kpcHa (cragmii 111)) npu
BB3DACTHH H Je11a, BKIICYATEIHO HOBOPOJIEHH Ha BL3PACT OT 15 IHH Harope

- 3anpenonepaTHBHa NPoQHNAKTHKA Ha HHQEKLHE HA OTIEPATHEHOTO MACTO

- Ilpu neveHneTo Ha nauneHTty ¢ debpunna HEYTPONICHIA, 33 KOATO C¢ NI003Hpa, Ye Ce A1k Ha
Gakrepuansa HueKIMA
Ilpu neueHHETO HA NAUMEHTH ¢ GaKTepHEMHA, KOATO Bb3HHKBA BHB BPB3Ka C HAKOA OT HH(EKLMHTE,
H30pOEHH NO-Tope, KN Ce NOA03NPa, e € CEBP3aHa ¢ HAKOA OT TAX

Hedrpnakcon-MIP tpaGea aa ce npunara eSHOBPEMEHHO ¢ APYTH aHTAGAKTEPHATIHH CPELICTBA BHHATH,
KOTaTo Bb3MOXHHAT CNEKTHD Ha DaKTepHAHHTE IPHIHHHTEIH He TIONAAA B HENOBHA CIEKTHP (BXK. Touka 4.4).




4.2 [lo3HpOBKA H HAYHH HA NIPHJIOKeHHe

ﬂoan@m(a

Jo3aTa 3aBHCH OT TEXKECTTa, YyBCTBHTENHOCTT, MACTOTO B BAAA HA HH(EKIHATA, KaKTO H OT BB3PACTTa H
gepROApoOHaTa 1 6R0peHa PYHKIHS HA TANMEHTA.

Joswre, Npenopbyany B TaGIHIIATE 10-A0NTY, ¢a 00NYaliHHTE NPENOPHUATENHH JO3H IIPH TE3H NI0Ka3aHHI.
Ipu ocobeno Texxku cnydan Tpabea Ja ce OOMHCITH MpHaraHe HA JO3H Ha TOPHATa rpaHdia Ha
NpenopBHATENHEA JHANA30H.

Buapacmuy u oeya na ge3pacm nad 12 zoounu (= 50 kg)

Jo3npoeka Ha YecToTa Ha TToxazanus

unedrpuaxcon* npHaaraHe**

1-2 g Benunx JHEBHO TTuerMonus, npuaoduTa B 00LIECTROTO
O6ocTpsHNs Ha XpOHHYHA 0OCTpYKTHBHA OenoapodHa
fonecr

HurpaabnomMusanuy HEGEKIHH

YcnoxHeny HHPEKIHN Ha THKOUHHTE TBTHINA
{BKIIOUMTENHO MHENTOHEPPHT)

2g Benwsx nueBHO Ho3okoMuaNHa MTHEBMOHMA

Yenoxuend HHMEKIHA Ha KOXKaTa H MEKHTE ThKaHH

Hudekiui Ha KOCTHTE H CTABHTE

24g Benabx THEBHO Jlegenne Ha nauHeHTH ¢ GeOpHIHA HEYTPONEHHS, 33
KOAITO Ce MOAO3HPA, 4e ce AbIDKH Ha HakTepHanta
HHGEKIHS

BakTepHaneH eHIOKADAAT

bakTepHaied MEHHHTHT

* Tlpu nokyMeHTHpaRa GakrepueMun TpaOBa A2 e OOMUCIA NPWIAraHe Ha JO3H HA TOpHATA TPaHHLa Ha
TIPENOPBEIHTENHUA AHATIA3OH.

** Moxe na ce oOMHCIH NpHNIOKEHHE NBA ITHTH JHEBHO (1pe3 12 9aca), KOraTo ¢¢ MpUIaraT 1034 N0-BHCOKY
OT 2 g AHEBHO.

[TokazaHug 33 Bh3PACTHH H elid Ha Bh3 Hax 12 romim (= 50 ki 1 KOHTO AMA A OT CNEITHATHH
CXEMH Ha NPHNATaHe:

OcTbp cpeaeH OTHT

Moke na ce MPUNOXKH equHIgHA A03a Ledrpuakcon-MIP 1-2 g uHTpaMycKyHe. OrpaHM4eHH TaHHH
MOKA3BaT, 9€¢ B CIy4aH, KOraTO NANMEATHT € C TEXKO 3a00/fBaHe WM NPEAXONHOTO JICICHHE He € OHio
ycnemHo, Lledgrpuakcon-MIP Moxe na ¢ edeKTHBEH IIpH IpHnaraHe Ha 1o3a 1-2 g AHEBHO HHTPaMYCKYJIHO B
MPOIEkEHHE HA 3 IHA.

Tipeaoneparusua mpodunakruka Ha HHQEKIUH Ha ONEPATHEHOTO MACTO
2 g xaro eqTMHHYHA NPEAONEPaTHBHA 1034,

T'oHopes
500 mg kaTe eAHHHYHA 1032 HHTPAMYCKYITHO.

Cudunuc
TTpUHIMNHO NPEeNOpEYMTENHATE 103H ca 500 mg-1 g BeIHbK JHEBHO, C MOBHINABAHE 10 2 £ BEAHBXK JHEBHO
npH HeBpocHPUIHC 3a 10-14 muu. Tpenopbkute 3a A02aTa UPH CHOUIHC, BRIIOYATEAHO HEBPOCHIIHC, Ce

6azHpar Ha orpaHHYeHH AaHHM. TpadBa fa ce IMAT NpeABU/, HATHOHANHATE HIH MECTHH YKA3aH 2

Hucemunupana nakiMcka Gopemmosa (panHa [cranuii IT) 1 kscHa [cTammii [11])




2 g BeNHBX AHEBHO 3a 14-21 aum. [IpenopbunTenHaTa NPOABIKHTETHOCT Ha JICYCHHE € pasiH4Ha H Tpadea
Ja ¢ HMAT NPEeABH] HAITHOHATTHHTC HAH MECCTHH YKA3aHHA.

Heduampuuna nonvaayus
Hoeopoodenu, ropmayema u deya na evzpacm om 15 dnu do 12 200unu (< 50 kg)

3a geua ¢ Tenecno Terao 50 kg naix mosede TpaGBa na ce Jaka oOHvaliHATA 1034 33 Bb3DACTHH.

Jo3upoBxa Ha HecToTa HA Hoxazanns
nedrpuakcon* npuaarage**
50-80 mg/kg Benuwex nHeBHO HHTpaabaoMHHATHE HHOEKLIHR

Yenoxaeny MHQeKIHA Ha IIMKOIHATE ITHTHILA
(BKTIOUHTENIHO NHENOHE(hDHT)

ITHeBMOHHS, NpHA0GHTA B 00IIECTBOTO

HozoxoMnaiHa THEBMOHHA
50-100 mg'kg Beansk AHeBHO YenoxaeHH HHEKIHHE Ha KOKATa H MEKHTE TEKAHH
{Maxc. 4 g) HudekIHH Ha KOCTHTE M CTABHTE

Jledenne Ha nauneHTH ¢ GeOpHIHa HEYTPOHNEHHA, 34
KOSTO Ce MOA03MPa, Y€ ¢e IbIIKH Ha OakTepHanHa

ek
80-100 mg/kg Benubx AHEBHO BakTepHaneH MEHHHTHT
(Makc. 4 g)
100 mg/kg Belusk JHEBHO BaKTepHaineH EHAOKAPIUT
(maxc. 4 g)

* Ilpu aoxymeHTHpaHa GakTepuemus TpabBa Aa ce OCOMHCIA NpWIaraHe HA JO3U HA rOpHATa IPaHHLA Ha
HPENOPHLUHTENHAS JHATIA30H.

** Mosxe Aa ce 0OMHCIH NPWIOXKEHAE ABA THTH KHEBHO (1Ipe3 12 9aca), KOTaTo e IMPHIaraT J03H [0-BECOKM
oT 2 g THEBHO,

IlokazaHus 33 HOBOPOAEHH, KEPMAYETA ¥ AcHAa Ha Bp3pacT oT 15 012 1o <50 KOHTO MMAT
HYX/12 OT CHENHATHH CXEMH Ha MPHIaraHe:

OcTop cpeaeH OTHT

3a HavajHO JICICHHE Ha OCTHD CpelieH OTHT MOXKeE Aa Ce NPHIOKH eAHHHIHA 103 Ledrpnakcon-MIP ot

50 mg/kg nuTpaMycKynHo. OrpaHHYeHH JAHHH [TOKA3BAT, Y€ B CIIyUay, KOraTo AETeTo € C TEXKO 3abongBaHe
WIH ITEPBOHAYAIHOTO JIeYeHHe He e 6o yenemHo, Liedgrprakcor-MIP Moxe j1a € eekTHBEH NpH MpUIaraHe
Ha HHTPaMyCKyJiHa 103a oT 50 mg/kg JHEBHO B POTBIDKEHHE HA 3 AHM.

TpenoneparnBHa npopunakTyika Ha HHGEKIHH Ha OTIEPATHBHOTO MACTO
50-80 mg/kg KaTO eMHMYHA peJoepaTHRHA 033,

Cudumic

TIpHHIHAITHO IPEnopPBURTERHATE A03H ca 75-100 mg/kg (Makc. 4 g) BexHbk MEEEHO 3a 10-14 mHU.
TpenopexHTe 32 qo3aTa P CHGIIAC, BKIIOYHTEIHO HEBpocHIUITAC, ce 6a3dpaT Ha MHOIO OrPaHHYECHH
nanAH. Tpa6Ba fa ce MMAT MPEABU HALHOHATHATE HJIH MECTHH YKA3aHHA.

Jucemunupana naiiMcka Gopemiosa (parna [cramuii IT] 1 kecHa [crazmit HI])
50-80 mg/kg BenHbxK NHEBHO 3a 14-21 nuy. [IpenophunTeHaTa NPOALIKHATEIHOCT Ha NIEYEHHE € PA3TMYHA 1
TpabBa 1a ce UMAT NpeABU] HALMOHANHHTE HIH MECTHH YKA3aHUs.

Hogopodenu 0-14 onu
Hedrpuakcon-MIP e npoTHBONOKA3aH MPH HENOHOCEHH HOBOPOJEHH A0 NOCTMEHCTPYANIHA BB3pacT 41
ceIMULH (recTalHONHA Bh3PacT + KaleHIapHa BB3pacT).

| MosupoBka Ha | Yeerora na | Noxazamms




uedTpHaKCON* npuaaraHe**

20-50 mg/kg Bennn THEEHO HurpaabaomMusanan HHGEKIHH

YcnoxHeHH HAGEKIME Ha KOXKaTa H MEKMTE ThKaH#

VenoxueHd HHGEKIRA Ha TMKOTHHTE ITBTHBIA
(BKNIOYHTENHO MHeoHedpHT)

TTnesMoHMA, NpaAOOHTA B 00IIECTBOTO

HozoxoMuanHa NHeBMOHHS

Hudexiinn Ha KOCTHTE H CTABHATE

Jleuenre Ha naHeHTH ¢ ¢eGpriHa HEYTPOIEHHS, 3a
KOSTO CE MOAO3UPa, Y€ ¢ OBIKH Ha faKkTepraliia
HHpeKIHA

50 mg/kg BenHbx qHeBHO bakTepuaneH MEHHHIHT

bakrepraneH eHIOKAPIUT

* [Ilpm poxymeHTHpaHa SakrepreMus TpAOBa a ce 0OMHMCIH NPHNIAraHe Ha 103 Ha ropHaTa rpaHHIA Ha
NpenopEIHTENHAS ANANA30H.
He Tpara aa ce HaOXBBpIA MAKCHMANHA AHEBHA A03a o1 50 mg/kg.

IloxazaHug 33 HOBOPOZEHH Ha BEIpacT 0-14 NHW, KOHTO MMAT HYXHA OT CTIENHANHH CXEMH Ha IpUIIaraHe:

Ocrbp cpeaeH OTHT
3a HavafmHO NeYEHKE Ha OCTBHP CPeieH OTHT MOXe Aa ce NPHIOKH enuArgHa fno3a Ledrprakcon-MIP ot

50 mg/kg HHTPAMYCKYIHO.

Ipenoneparnena NpodHAAKTHKA Ha HH(EKIHMA Ha OTIEPATHBHOTO MACTO
20-50 mg/kg kaTO ¢IMHAYHA APeNONEPATARHA 0034

Cadmmc

INpuHumnHO RpenopbaHTenHaTa no3a e 50 mg/kg Beaasx OACBHO 33 10-14 nuu. IIpenopskuTe 3a fo3aTa NpU
cudic, BRIIOIUTENHO HeBpocH(HIC, ce 6a3upaT Ha MHOTO orpanudeny sanau. Tpadra na ce uMar
OpeABH] HAMOHUIHATE WITH MECTHH YKa3aHUA.

Hpodwrncumennocm na aeseruemo

INporb/KHTENHOCTTA HA IEYEHHETO € paliMdHa CIIOpel Xoa Ha 3afomaBaneTo. KakTo npH BCAKO
AHTHGHOTHYHO JIedeHHE MO TIPUHIMI, OPANIOKEHHETO HA LeGTPUAKCOH TPAGRa Aa ce Mpoabnku 48-72 gaca
¢lieq] KaTo MalMeHTbT cTane ade0piIeH WiH ¢ MOCTUTHATA epalAKAMA Ha HaKkTepHuTe.

Xopa e cmapyecica eb3pacm
TTpenopbuMTenHATe JOZUPOBKY 34 BEIPACTHH HE ce HyKnaaT oT Monnrkalid [pH Xopa B CTapyecka
BB3pacT, IpH yclIoBHE Ye GuOpevHaTa M uepHOAPOOHA (PyHKIHA ca 3aJ0BOJHTENHH.

Hayuenmu c wepyoopobto vepexcdane
HamiquuTe RaHHH He TOKa3BaT HEOOXOAMMOCT OT KOPEKLINA Ha 03aTa MPH NEKO MK YMEPEHO HapylIeHHe Ha
yepHOApoOHaTa QyHKIMA, TIpH YCiIoBKE Ye 6rbpeunara PyHKUHL He ¢ HAPYIIEHA.

HsMa JaHHH OT OPOYYBAHHS NPH MALMEHTH ¢ TEXKO YEPHOAPOGHO YBpekaaHe (BX. ToUKa 5.2).

layuenmu ¢ 6vOpeuno yepexcoaie
INpyu nanmenTH ¢ Hapyena 6xGpeyna (yHKIMS HAMA HYKIa OT peAyLHpaHe Ha 103aTa Ha ueTpHakCoH, MpH

yCIIOBHe, e uepHoapoOdHaTa QyHKIN He e HapymeHa. CaMo B CIlyyal Ha IipeTepMiHanHa 6e0peuna
HEZIOCTATBYHOCT {KPeaTHHHHOB KIHPBHC < 10 ml/min) nozuporkara Ha nedrpuakcoH He TpabBa aa
HANBHIOABA 2 g AHEBHO.

Ilpu naumenTr Ha AHANN3A HE C€ HaJara JAOITBIHHTENHO MPHIAraHe Ha 1032 Cle/] JHAIH3ATa.
HedTpuarcon Be Ce eNMMHHEpA Ype3 NEPUTOHEANHA HIH Xemoauanusa, [IpenoprunTento
KIMHHYHO MOHUTOPHpPAHE 32 6e30I1aCHOCT H epHKACHOCT.




Havyuenmu ¢ medicxo wepnodpobno u fubpeyno vapexcoane
Ipu naupenTn ¢ Texka 6p6pedHa u depHOAPOOHA AMCHYHKIIA € MPEnOPLIRTENIHO CTPHKTHO KIHHUYHO

MOHHMTOpHpaHe 3a 6e30MacHOCT H e(PUKACHOCT.

HauuH Ha npunoxkenne
Ledrpuakcon-MIP moxe fa ce npunara Hpe3 HHTPaBeHO3Ha HHGY3HA B IPONBIIKEHHE Hali-Malko Ha

30 MUHYTH (TIPEIITIOYHTAH T Ha NPIWIOKEHHE), Ype3 HABHA HHTPABEHO3HA HIKEKLMA B IPOIBIKEHHE Ha

5 MUHYTH HITH Upe3 ALNO0KO HHTPAMYCKYIHO HibkeKkTHpane. FiHTepMUTEHTHa HHTPABEHO3HA HEDKEKLHS
TpaOBa Ja ce MpHiara B IpOALDKEHHES Ha 5 MHHYTH 34 TIpENopsYBaKe B HO-TONEMH BeHH, HATpaBeHo3HH 103U
oT 50 mg/kg A Mo-ToIeMH OpY KspMadeTa | aela 1o 12-roamaHa ge3pact Tpabea Ja ¢e NpHIarar upes
HH(y3ns. TIpH HOBOpOZICHU HHTPAaBEHO3HHTE 1034 TPsGBa A2 ce MpHNarat B Npogb/DKEHHE Ha 60 MEHYTH 3a
HaMa/IABaHe HA NOTEHUHATHAA PHCK 0T GunKpyGuHOBa eHuedanonaTus (Bx. To9kd 4.3 1 4.4).
HuTpaMyckyTHUTE MHKEKUHH TPA0Ba [a ce MOCTABAT B MACATA Ha OTHOCHTENHO TOJIAM MYCKYJl, KaTO Ha eNHO
MAcTO TpAGBa Ja ce HHKCKTHpPA He TIoBede oT 1 2.

HeTpamMyckynHO NpiioxeHne TpAOBA a e HMa NPEABH, KOTATO NPHIOKECHAETO 110 HHTPABEHO3EH ITET HE €
BR3MOKHO WIH € NO-HENOAXONAMO 3 naHenTa. [Tpy no3u Haj 2 g e HeoOXOAHMO HHTPABEHOZHO
NPUTIOKEHHE,

AKO KaTO pasTBOPHTEN e H3MOII3Ba IMAO0KaHH, TIONYYEHHAT PA3sTBOP HUKOra He TpabBa a ce npuwiara
HHTPaBEHO3HO (BaK. Touka 4.3). TpaGea aa ce BzeMe npensua vHGOPMANUATA B KpaTKaTa XapakTepUCTHKA Ha
JMAOKAWH.

Lledrpuakcol e MPOTHBONOKAZ2H [IPH HOBOPOAEHH (< 28 XHM), aKO MMaT Hy*Aa (M/IH Ce O4aKBa Ja MMaT
Hy¥Z1a) OT JIEYERHe C HHTPARCHO3HH PA3TROPH, CHIBPKAIH KANUHi, BRIIOYHTENHO HENPEKBCHATH HHY3HH
Ha pa3TBOPH, ChIbLPKALIH KailHii, HanmpHUMep NapeHTePaTHO XpaHEeHE, IOPAAH PHCKa OT NPELHIIATALIMA Ha
nedTprHakcon Kamuwif (B, Touka 4.3).

Paspennrenn, ChABPKAIIM Kaniyil (Hanp. pa3reop Ha Ringer mmm Ha Hartmann), se TpAGBa Aa ce H300/138aT
3a pasrBapase Ha drakoHuTe ¢ HeTPHAKCOH WM 3a AOITBIHITENHO pa3pexiaHe Ha PasTBOPER (QIIaKoH 3a
HHTPaBeHO3HO NPHIOKEHHE, 3aLI0TO MOXKe 4a ce o6pasysa npenunutar. [IpeipmuTanya Ha nedTpuakcon
KaJIuuii MoXke Jia ce TIONY™H H KOTaTo Ne(TPHAKCOH C& CMeCH C Pa3TBOPH, CHABPXKALIH KaJIMi, B €1Ha ¥ Chila
NMBMA 3a HHTpaBeHO3HAa HHQY3ua. TTo Tasy npuiHHa HedTPHAKCOH K PA3TEOPH, ChIbPXKAIY KaNlIHi, He
TpsadBa Ja ce CMECBAT WK Ia Ce PHJIAraT ¢qHOBpeMeHHo (BX. Touka 4.3,4.4 n 6.2).

3a npenonepaTHEHA NpOQHIAKTHKA Ha HHOEKIHN, Bh3HHKHATH Ha OMEPaTHBHOTO MACTO, Ue()TPHAKCOH
TpAORa ga ce npwtara 30-90 MUHYTH Mpe/H OepaTHRHATA HHTEPBEHITHA.

3a yKa3aHH# OTHOCHO PEeKOHCTHTYHPAHETO HA JIEKApCTBEHUA NPOAYKT NP NMPHIOKEHHE BHKTE TOUKa 6.6.
4.3 IIpoTHBONOKA3IAHHA

CBpBEXYYBCTRHTETHOCT KbM LS{TPHAKCOH, KbM APYT 1edajlocNoOpHH WIH KBM HAKOE OT NOMOLIHUTE
BemecTea, A30pOeHH B ToUKa 6.1.

AHaMHe34 33 TeXKa CBPLXUYBCTBHTEIHOCT (Hanp. aHadHIAKTHYHA PEAKUMA) KbM HAKOH ApyT THI OeTa
JIAKTAMHH aHTHOAKTEPHANHA cpeacTRa (NeHHULWINHHA, MOHODAaKTaMH 1 KapOanieHeMH ).

HedTpuakcoH € MPOTHBONOKA3AH IIPH:

HenoHoceH HOBOPOZIEHH N0 TOCTMEHCTPYANHA Bb3pacT 41 ceaMuim (reCTalHOHHA Bh3pacT + KaJleHnapHa

BB3pacT)*

JloHOCEeH HOBOPOAEHH (0 28-THEBHA BL3PACT):

- ¢ XHOepGHUIMpyOHHeMIA, KBITSHHALA WIH ¢ XAMoan0yMIHEeMUs WIH allHA03a, Thii KaTo TOBg.ef
CBHCTOAHHA, TIPH KOHTO € BEPOATHO CBBP3BAHETO Ha OUNHPYGHHA Aa € HapyIneno™*

- aKO MMAaT HYJa (1M ¢¢ OYaKEa Ja HMaT HYKJa) OT HHTPABEHOSHO JEYEHNE ¢ KANIH}
CHALPKAINM KATIHH, TOPaaH pHCKA OT MPELHIHTALNA Ha HedTPHAKCOH KATINHEBA G




H6.2).
* In vitro NpOyYBAHKM €4 NOKAIATH, Y€ Ne(TPHAKCOH MOXE Ad H3MECTH SUNKpPYGHHA OT MecTaTa My Ha
CBLP3BaHE ChC CEPYMANA ANOYMAH, BOACHKH IO BB3MOKEH PHCK OT OHIMpYGHAORA eHLIC(ANONATHS NIpH Te3H
DanMeHTH.

TIpeay HHTPaMyCKyITHO HHAEKTHpaHe Ha ne(TpHAKCOH TpAGBa 3 Ce W3KIIO4AT MPOTHBOMOKA3aHUA 32
JIHAOKAMH, KOTaTO KaTo pa3TBOPHTEN Ce H3MOJN3Ba pasTBop Ha MHAOKauH (BK. TOUKa 4.4). Brxte
MHGOPMAIHATA B KPATKATA XapaKTePHCTHKA HA JIHAOKAHH, OCO0EHO NPOTHBONIOKA3AHHATA.

Pa3sTROpHTE Ha HedTPHAKCOH, CHIBPXAIIH JIMAOKANH, He TpA0Ba HHKOrA Ja C¢ MPHNaraT HHTPaBeHO3HO,

44 CpennajiHR npelynpexkIcHHN H NpeANA3HE MePKA NPH YNoTpeda

Peaknuy Ha CBPBXYYBCTBHTEIHOCT

Kakro npH BCcHUKHY GeTa TakTaMHM aHTHOHOTHLM, HMA ChOGILIEHHS 34 CePHO3HH H NOHAKOTa (AaTalHH peaxiuiH
Ha CBPEXIYBCTBHTENHOCT {(Bi#. TouKa 4.8). B ciyqali Ha TeKH peakimy Ha CBPEXIyBCTBHTCAHOCT JCUSHHETO
¢ nedTpHaKkcoH TPAORA Ja ce NPeKpaTH He3aBaBHO H J1a ce NPHIOKAT aIeKBATHH CIIEITHH MEPKH.

Tpean 3ano9BaHeTo Ha NevyeHHe TpaGBa Ja Ce YCTAHOBH AaJH NAIMEHTHT HMA aHAMHE3A 33 TEXKH PEaKUWH Ha
CBPBXTYBCTBHTENHOCT KbM LeTPHAKCOH, KbM APYTH edanocnopnHi Wid KBM KofiTo B Aa GHno Jpyr Bun
OeTa nakTamMHO CPEACTRBO. AKC HedhTPHAKCOH Ce MPHNAra Ha N2IAEHTH C aHAMHE3a 32 HeTexKa
CBPBXIYBCTBHTCITHOCT KEM APYrH §eTa JAKTaMHH CPEICTRA, TOBA TpsAGBa Aa CTaBsa ¢ MOBHINEHO BHHMaHNE,

Texkn xoXHH HeXeNaHH peaKIMH (CHRApoM Ha Stevens Johnson wm curapom Ha Lyell/ TokcHdaHa
eMHIepManta HeKPOIH3a H JIEKApCTBERA peakins ¢ eo3HHOGWINA U cHcTeMHH cuMIroMH (DRESS)), kouTo
Moxe g GBART KHBOTO3ACTPALIABALIN HITH ¢ JIETANIEH H3X0]l, ¢¢ ChOOIIABAT BBB BPB3Ka C JIEYCHHE C

ued TPHAKCOH; YECTOTATA HA Te3H crOuTHA 06aye He e H3BecTHA (BK. Touka 4.8).

Peaxima ua Jarisch-Herxheimer (JHR)

HAXOH MALAEHTH ChC CIMPOXETHH HHQEKLHH MOXeE Ja mony4at peakuus Ha Jarisch-Herxheimer (JHR) manko
CJICH 3aTI0MBaHE Ha edeHHeTo ¢ nedrrprakcol. O6uknoseno JHR e caMoorpaHH4aBamio ce 3a00/sBane, KoeTo
CBIIO TAKa MOXKeE Ja CE OBAAJee ChC CHMITTOMATHIHO JieTeHAE. AHTHOHOTHHHOTO JIedeHne He TpaGBa Jia ce
NpeyCTaHOBABA NPH BE3HUKBAHE Ha TAKABA PeaKiyA.

BiasmoneficTere ¢ IpoAYKIA. CEALPKAIIN KaTuii
Onkcany ca cydad Ha daTanty peakiuy ¢ NPEIMNUTATH HA LedTpHAKCOH KUl B OeHTe ApoboBe H

6nOperwre IpH HEAOHOCEHA H JOHOCEHH HOBOPOJAEHH Ha Bb3pacT ol 1 mecen. Hali-manko B euH 0T Tesu
ClTyyan uedTPHAKCOH H KAyt ca priarady B pa3indeH MOMEHT H [IPe3 paili4HH HHTPaBEHO3HH JTHHAH. B
HATHYHHTE HAYYHH IAHHH HAMA CHOOIIEHHA 34 NOTRbpAEHA HHTPABacKyapHa NPENUIIATALHA IIPH NAAECHTH,
M3BBH BB3pACTOBATA FPYIa HA HOBOPOJEHHTE, IEKYBAHH ¢ 116 TPHAKCOH H PASTBODH, ChABP/KAIIN KANLIEHHA, 1
APYTH TIPOAYKTH, ChbABPRKAIIH Kamyil. In viftro npoyysaHns JeMOHCTPHpAT, 1€ NPH HOBOPOACHHTE HMa
NOBHIIECH PHCK OT PENHNUTALMA Ha NedTpHAKCOH KANLMH B CPaBHEHHe ¢ APYTHTE Bb3PacTOBH IPYIIH.

Ilps mauHeHTH Ha BCAKA Bh3pacT LedTpHakcOH He TpAOBa fa Ce CMecBa HIIH MPHIIAra €JHOBPEMEHHO C
HHTPABREHO3HU Pa3TBOPH, CHILPKAMY Kammii, AOPH Npe3 pasmIty HHGYINOHHA IIMHAY WK Ha PA3INIHK
MecTa Ha AHQy3His. Benpexd ToBa, IpH MAUHEHTH Ha BE3pacT Hal 28 aHM nedTpHakcod 1 pA3TBODH,
ChIbPKAMH KM, MOTraT fa C& MPHIATAT MOC/EA0BATEHO eHH Cliel ApYT, aKO ¢e H3NOoN3BaT HHYYIHOHHH
JIHHVH Ha PA3IHYHH MECTA HITH aKO HH()Y3HOHHHTE JIMHHH C€ TOAMEHAT HH C& TPOMHBAT N00pe MeXIy
OTAENHUTe HHPY3HH ¢ PHIHONOTHYEH Pa3TROD, 34 A2 c¢ AzberHe npeuunuTalu. [Tpy naumenTH, KouTo ce
HYXKJaAT OT HeNpeKhCHaTa HH(Y3HA Ha pa3TBOPH 3a TOTANHO NAPEHTEPATHO XPAHEHE, ChIBPAKALIH KaILMi,
MEJMUMHCKHTE CTIEIMANHCTH MOTAT 12 OOMHCTIAT yNoTpeGara Ha APYTH aHTHOaKTEpHaIHH CPEJICTBA, NPH
KOMTO HAMA NOA0OEH PHCK OT NPEIMNUTALNA. AKO H3TON3BAHETO HA He)TPHAKCOH CE CYUTa 3a HeoOX0AHMO
TIPH NAIMEHTH, HYKJACIIH CE OT HETIPEKBCHATA HH(YY3HA, pa3TBOPUTE 33 TOTAHO NAPEHTEPATHO XpaHEHe H
uedTpHAKCOH MOTaT Aa ce NPMUIAraT €AHOBPEMEHHO, HO Npe3 padiudHy HHGY3HOHHH JIHHAH Ha

nepuosia Ha HEGY31A Ha nedTpHakcoH, U urdY3HOHHHTE NTUHAHN 3 CE IPOMHAT MEXTY P
Toukn 4.3, 4.8, 5.2 1 6.2).



HeanaTpyans Nonyanuy
BesomacnoctTa 1 eduxacroctra ua Ledrpuakcon-MIP npn HoBopozeHH, kppMadeTa H JieHa ¢a yCTaHOBEHH

3a JIO3HPOBKHUTE, onucaHi B JI03MPOBKa H HAYMH Ha NpuiokeHne (Bx. Touka 4.2). [Ipoyusanus ca nokasany,
4e LiedTPHAKCOH, MOAOGHO Ha HAKOH APYTH LedaloCTIOPHHH, MOXe Ja H3MECTH GWInpyOHHa OT cepyMHHA
AIOYMHH.

HNpunoxernero Ha ledrprakcon-MIP e npoTHBONOKA3aHO PH HENOHOCEHH H NOHOCEHH HOBOPOAEHH C PHCK
OT passuTHe Ha OWMpyYOnHOBA eHnedanonaTi (Bx. TouKa 4.3).

ngaouempaﬂa XeMOTHTHYHA aHEMHWA

HMyHOMenMHpaHa XeMONHTHYHA aHEMHS ¢ HabmoxaBana Npk NALHEHTH, NONyJaBaliy AHTHOAKTEPHAIHH
CpeAcTBa OT Kiaca Ha nedranocnopurTe, srmouATenHo Ledrpuakcon-MIP (Bxk. Touka 4.8). Texwu ciy4dan
HA XEMOJHTHIHA aHeMHEA, BKIIOYHTENHO daTanum, ca crobmasanu no BpeMe Ha nedeHue ¢ Ledrpuakcon-
MIP npu BL3pacTHH ¥ Zena.

AXO HaJleH MALIHEHT pa3BHe aHEMHA, JOKATO € Ha JledeHHe ¢ HedTpHakcoH, TpA0Ba fa ce uMa [peaBHI
JMATHO3a aHeMUs, CBBpP3aHa ¢ 1edalloCIOpHH, H PHACKEHHETO Ha LedTpraKcoH TpAdBa 1a ce MpeKkpaTH 1o
OIpPENENAHE Ha eTHONOTHATA,

ZIE!IQEHHO JICUCHHEC

TTo Bpeme Ha nevueHHE ¢ roONAMa NPOXBIDKHTETHOCT TPAOBA Ha PSIOBHH HHTEPBAJIH 13 C€ H3C/ICABA MbIIH
KPBBHA KAPTHHA.

KoJlH1/¢BphXpacTex HA HEYYBCTEHTENHH MHKPOOPTAHN3IMHA

TIpH NOYTH BCHIKK aHTHOAKTEPHAIHE CPEACTBA, BKIOUNTENHO HedTpHakcoH, ce cbo0MIaBa 3a KOJIHT U
NCeRAOMeMOPaHO3EH KOMKT, CBbP3aH C AHTHGAKTEPHATIHOTO CPEACTEO, KOHTO MOTAT A3 €A C PaiMuHa TEXECT,
OT JIEKH JI0 skuBoTo3acTpamiasay. [To Tasn NpHIKHHa e BOKHO Ta3H JHArHO3a Ja Ce HMa TIPEABH] TpH
NaUHEHTH, KOUTO HMAT AUAPHS TI0 BPeMe Ha MPHIOKEHHETO Ha e TPHAKCOH WIH CJIea T0Ba (BX. Touka 4.8).
Tpabsa Aa ce o6MuCIH NpeKpaTaBaHE Ha JIEYESHHETO ¢ LedTPHAKCOH H MPHJIOKEHHe Ha CIielMQHIHA Tepanus
3a Clostridium difficile. He Tpa0Ba na ce A2Bar nexapcTBeHH NPOAYKTH, MOTHCKAIIH IEPHCTANTHKATA.

Morar ha Bb3HHKHAT CynepHH(pEKIMH C HeYYBCTBHTEIHN MHKPOOPTAHH3MH, KAKTO TIPH APYTHTE
aHTHOAKTEpHATHH CPERCTRA.

Texxka OrOpeuta H YepHOAPOOHA HEAOCTATEYHOCT

Ipu Texxa Gp6petHa 1 uepHONPOOHA HEAOCTATHYHOCT € MPEMOPBYUTENTHO CTPHKTHO KITMHHYHO
MOHHTOPHpaHE 34 Ge3onmacHOCT ¥ eHKacHOCT (BkK. Touka 4.2).

Emnedanonarus

Ilpn ynotpebara Ha nedTpHaKCcOH ce cboOinapa 3a exnedanonarus (Bx. Touka 4.8), ocobeHO NIpH NalMEHTH B
CTapYecka BB3pACT ¢ TeXkKKa cTeneH Ha Gp0pedHo yBpexkaaHe (BXK. TouKa 4.2) HWIH ¢ HApYIIEHHA Ha
LiEHTpaJIHaTa HepBHA CHcTeMa. [IpH cEMHEHMe 3a eHlledanonaTid, CBEp3ana ¢ HedTpHakCoH (Hamp.
NOHKXeHO HUBO HA Ch3HAHHE, MPOMEHEH NCHXHYEH CTATYC, MHOKIOHYC, KOHBYJICHH), TpA6Ba Ja ce oOMHCIH
MpeKpaTaBaHe Ha MpHEMa Ha NedTpHAKCOH.,

BaaumoaelicTBrE CBC CEPONOTHYHN M3CASABAHKHA

Mosxe na ce nonyan pranMoneiicTeie ¢ TecTose Ha Coombs, Thit kato Lledgrpuakcon-MIP Moxke na noseze no
(hamuHBO NONMKKUTENHH Pe3yITATH OT TecToBeTe. Liedrprakcon-MIP Moxe 42 10BeAE H 10 (alluBo
NOIOXKMTENHE pe3YJITaTH OT TECTOBeTe 32 rajaKTosemMun (BK. Touka 4.8).

HeeH3uMHNTE METOAH 33 ONpeNENAHe Ha IIF0KO3a B YPHHATA MOTAT Ja AajaT $aiIHBO MONOKHTEIHH
pesynTath. OnpeeasHeTo HA TIIOKO3a B YPHHATA TIo BpeMe Ha nevenne ¢ Ledrpuakcon-MIP TpaGea aa ce
H3BBPINRA € eH3UMHH MeToIH {BX. Touka 4.8).




Harpuii

To3u nexapcreen nponykT ceabpxa 83 mg (3,6 mmol) uarpuit Ha 1 duaxon Ledrpuakcos-MIP 1 g, xouTo ca
€KBHBaJICHTHH Ha 4,15 % OT NpenopLIMTEIHNA MAKCHMAJIEH JHEBEH NPHEM OT 2 g HATPUH 33 Bh3PAcTeH.

[pu mangeHTH ¢ KORTPOJIMpPaHa HaTpHeBa AHETa K C eJIeKTPOHTeH AucOananc, ChIbPXKAHNETO HA HATPHH
TpaGRa Na ce uMa B NIpeIBu.

AnTHbakTepHaneH CNEKTED

Lledrprakcon HMa OrpaHHueH CIIEKTHP Ha aHTHGAaKTEpUaNHO AcHCTBHE ¥ MOXE Ja HE € DOAXOAAL] KaTo
eIHHCTBEHO CPEACTRO 34 JIeYeHHEe Ha HAKOH BHAOBE MH(EKIIMH OCBEH aKO MATOrEHET € BeUe MOTELP/CH (BXK.
To4ka 4.2). [Tpu nonrMikpoGHE HAGEKIUY, TIPH KOXTO MOC3HPAHATE NATOreHH BKIIOYBAT OPraHU3MH,
PE3UCTEHTHH Ha NedTpHakcoH, TpAGBa A2 ce OOMHACHH NPANOXKEHNE Ha AONBIHNTENEH AaNTHOHOTHK.

Yo 2 Ha JHJOKAHH

B ciryyait, e kaTo pa3TBOPHTE] ¢¢ H3MON3Ba PASTROP Ha JIMIOKAHH, PA3TBOPHTE Ha UedTpUakcoH Tpadsa fa
Ce M3MOM3BAT CaMO 33 HHTPAMYCKY/IHO HExeKTHpare. [Ipeau ynotpeba Tpabsa na ce npelieHaT
MPOTHBONIOKAZAHAATA 33 TUACKAWH, NpeAynpekKAcHUNTA | APYTa NpuiokEMa uadopMaus, NocoueHa B
KpaTKaTa XapaKTEPHCTHEA Ha JIMAOKAHH (BXK. To4Ka 4.3). Pa3TBOpBT HA IMIOKAHH HHKOTA He TpsOBa aa ce
NpHara HHTPaBEHO3HO.

Xonenuruasa

Koraro npu ynTpa3BykoBo HW3caenBaHe ce HabmogaBar ceHKH, TPAGBA [ia ¢& HMA NPEABHE BbIMOXHM
NPEMHMIOHTATH 0T NedTpuakcor-Kanmuii. CeHku, IOrpemHO NPHETH 34 XIBYHH KaMbHH, A OTKPUBAHH TIPH
YATPa3BYKOBO M3CHE/IBAHE Ha XKITBUHHA MeXyp W ca HafmoAaBaH! TI0-9eCTO NpH A03H LedTpHakcoH | g Wi
nopede AHeBHO. C ocobeHo BHAMaHKe TPAGBa Aa ce NOAX0XKIa IPH NeAnaTPHIHATa Nonyamus. Takiea
MPELHITATATH H3YE3BAT ClIe MPEKpaTABAHe HA TEpanHUATa ¢ US(pTPAAKCOH. PARKO NpelMITHTATHTE OT
uedTpHAKCOH-KaIui ca CEBP32HH ChC CHMITTOMH. B CHMITTOMaTHYHH CIIY4YaH ce NPeNopbUBa HEXHPYPrUIHO
JieueHHe H NexapAT Tpadea ja 0OMNCIH MpeKpaTABaHe Ha JIEUEHHETO ¢ Le()TPHAKCOH BB3 OCHOBA Ha OLICHKA
Ha KOHKPETHOTO CROTHOLICHHE 10N13a/PHCK (BXK. Touka 4.8),

Qriecrasa

IIpy naumenTh, neKyeanu ¢ Lledrpnakcon-MIP, ca crobimaBaHy clyyau HA MAHKPEATHT ¢ Bh3MOXKHA HTETHA
OOCTPYKUHA KaTO €THONOTHYHA OpHanHa {BX. Touka 4.8). TIpH noBegeTo NallMeHTH ¢4 HAHIE PUCKOBH
fharrop 32 xoNecTasa 1 yrasBaHe, Hanp. NpeIeCTRAMD JISYCHAE, TSKKO 3a60/19BaHe H TOTAIHO
napeHTepantHo XpaneHe. He Moe a ce H3KIOYH OTKIIOMBAIN HIH KohakTop Ha cBpp3anata ¢ Lledrpuakcon-
MIP xreuHa TIPEIMAIHTALHS.

Hedpomrruaza

Hma crobmenna 3a cIyuan Ha HehponUTHA3A, KOATO € 06pATHMA NPH TIPEKPATABAHE HA EPTPHAKCOH (BK.
TOuKa 4.8). B cHMITTOMATHMHH CIfyHaH TpsOBa Aa ce H3BBPLIH YIITPa3sBYKOBO H3c/eBaHe. YnoTpe6ara npu
TIALIMEHTH ¢ aHAMHE3A 33 HehpONHTHA3A WIH ¢ XHIEPKAILYpUA Tpa6Ba na ce OOMHCIH OT JIeKapsa Bb3 OCHOBA
Ha OLEHKA HA KOHKPETHOTO CHOTHOILIEHNE [O/3a/PHCK.

4.5 BsammopeiicTBHE ¢ APYTH JIeKapCcTBEHH NPOAYKTH M APYTH (poPMH Ha BlaHMoIelCcTBHE

PaspenuTeny, chAbpXay Kaanuit, HanpaMep pasrsopu Ha Ringer i Ha Hartmann, He Tpa6sa na ce
H3MIOM3BAT 32 pasTeapaHe Ha ¢uaxonure ¢ Ledrpuakcon-MIP unu 3a nomsIHHTENHO paipekIaHe Ha
pasTEOPEH GiNAKOH 33 HETPaBEHO3HO NPIIOKEHNUE, 20T MOXKE A3 e ofpa3ysa NpeuunuTar.
MMpenunyramms Ha NEedTPHAKCOH -KATIMIE MOKe A3 Ce NOMYIH M KoraTo e TpHaKCOH ce CMECH ¢ Pa3TBOPH,
CHOBPXANIH Ka/iMF B €/[HA H ChIIA THHHA 34 MHTpaBeHo3HA MH(y3ua. LledTprakcon se TpadBa 1a ce
TpUnara eXHOBPEMEHHO C HHTPABEHO3HH Pa3TBOPH, CHIBPKAIIY KaIUMi, BKIIOYHTETHO HHY3HH,
ChIBPKAIM KaJIIHH, HallpHMEp NapeHTepanto XpaHeHe npe3 Y-o0paseH mbT. BRNpPeKH TOBA, NIPH [TALHEHTH,
KOHUTO He Ca HOBOPOMICHH, He(TPHAKCOH 1 PA3TROPH, ChAbPAKANIH KaNIKii, MOraT aa ce npHiarar
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Kammii (Bxk. Toukn 4.2, 4.3,4.4, 4.8 u 6.2).

EnxoBpeMeHHaTa ynoTpe6a ¢ BHTHKOAryNaHTH 33 NEPOPANHO IPHIOKeHHEe MOXKeE Aa YBEINYH edexra Ha
anTHBHTaMUH K M pHcka oT kbpeere. [Ipenoppupa ce 4ecTo MpocneasBaHe HA MEXAYHAPOAHOTO
HOpPMIH3HPaHo choTHOLIEHHE (INR), kaTo JO3HpOBKaTa Ha NIEKApCTROTO ¢ eieKT Ha aHTHBHTMMH K ce
KOPHTHpA CHOTBETHO KAaKTO [0 BPEME, TAKa H Cliel 1eueHHe ¢ nedTpHakcoH (Bx. TouKa 4.8).

Hma npoTHROpedHEH TaHHH 33 NOTEHOUATHO NOBHINEnHe Ha OB0peuHaTa TOKCHIHOCT HA aMHHOITHKO3HIHTE,
KOTATO Ce H3NeM3BaT ¢ nedanocnopusy. B nonoGHu cnyydan Tpadea CTPHKTHO Aa ce cnasza
TIPENOPHYHTENHOTO MOHHTOPHPAHE Ha HHBATA Ha AMHHOTIMKO3HAHTe (4 GbOpedHaTa QyHKIHA) B KIMHHYHATA

HpaKTHKA.

B enHo in vitro npoydsaHe ca Hab0AaBaHH aHTArOHUCTHYHH eeKTH npH KOMOHHALMS HA XI0paM(EHHKON U
HedTpHakcoH. KNMHHYHOTO 3HAYEHHE HA TA3H HAXOAKA HE & H3BECTHO,

HsMa chobmennd 3a B3aumMozeiicTene Mekay UeTPHAKCOH H MEPOPATHH NPOIXYKTH, ChABPXAlIM Ka/luH,
WJTH B3aMMOlelicTBHE MEXIY MHTPaMyCKyaeH HedTPHAKCOH H IIPOAYKTH, ChABPIKALIY KaILHH (HHTPABEHO3HH
HJTH TIEpOpaniu).

Ipu mamieHTH, NeKyBaH! ¢ ledTprakco, TecTeT Ha Coombs MOXKE Aa NOKKe QANIIHBO NOJOKHTENHH
pe3yATaTH.

Lledpnakcon, mogoSHO HA APYTH AaHTHOHOTHIM, MOXE 3 JoBee A0 (alIHBO MONOKHTEIHH PE3yJITATH OT
TECTOBE 3a IANaKTO3EMHA.

IMono6HO Ha TOBA, HEEH3WMHHTE METOH 3a ONPEelisHE HA [JI0KO3 B YPHHATA MOTaT Aa AanaT (GajiinBo
MOJOKHATEIHH pE3yNTaTH. Tlo Tasn NPHAYMHHA CHPEACIAHETO HA HHBOTO HA [TIIOKO34 B YPHHATA 10 BPpEME Ha
Nledenne ¢ edTpraKcoH TpadBa Aa ce H3BLPIIEA C €H3HMHH METOHH.

He e pabmonaeano rnomwasane Ha 6x6penHaTa GyHKIHMS e eTHOBPEMEHHO NpUJiarane Ha BUCOKH 03K
nedTpHAKCOH H MOLWIHY JHYPETHUM (Hammp. Qypo3emMun).

EnRoBpeMeHHOTO NPUAOKEHHE Ha NPOOSHELH/ HE PE/IYLUHPA €THMAHHPAHETO HA LS TPHAKCOH.

4.6 epTuanTeT, 6pEMEHHOCT H KEpPMeEHe

bpeMennocr
Ledrpuakcon npeMuHaBa npe3 naaienTaprara 6apuepa. HMa orpaHM4eHH JaHHM OT ynoTpedara Ha

nedTpHakcon npu OpeMeHHH XeHH. [IpOyUBAHHATA OPH KHBOTHH He TTOKA3BAT MPEKH WIH HETPEKH BPeaHK
efexTn, CEbp3anH ¢ eMOPHOHANIHOTO/DETANHOTO, MEPHHATANHOTO H NOCTHATAIHOTO PasBHTHE (BXK. ToYKa 5.3).
LledTpuakcon TpaGBa 1a ce mpHjara o BpeMe Ha GPeMEeHHOCT H MO-CTICHATHO B ITBPBHA TPHMECTBLP Ha
6peMeHROCTTa, CaMO AKO NTOJI34Ta NPEBRIIABA PHCKA.

KspmeHe

HedTprakcon ce exckperHpa B KLpMara B HUCKH KOHIIEHTPAIMH, HO TIp¥ TEpaneBTHIHE J03H Ha
ue)TPHAKCOH He ce 0YaKeaT eeKTH NpH KEPMEHH HOBOPOASHH/KbpMayeTa. BENMpPEKH TOBA He MOXKe Ja ce
H3KIIOUH PHCK OT JHapHA H rb0raHa vHdeKIMa Ha TMrasHupTe. BE3MOXHOCTTA 32 CeH3HOMmM3anua TpsdBa
Aa ce uMa npenpri. Tpabea ga ce p3eMe pelneHue anA Aa ce NPeyCTAaHOBH KHPMEHETO WK Ja ce
[IpeyCTaHOBI/NA He ¢¢ IPHIOKH TEPATHATA ¢ LE(TPHAKCOH, KaTO C€ B3EMAT MPEABH] NI03aTa OT KbPMEHETO
33 JeTeTO ¥ IOJI3aTa OT TEpalHATa 3a XKeHaTa.

Deprunurer

HITH XCHCKH XHBOTHH.




4.7

EdexTH BBpxy cnocoGHocTTa 338 modupane u paéoTa ¢ MAIMHE

Ilo Bpeme Ha neveHne ¢ UedTPUAKCOH MOTAT Ja Bb3HHKHAT HEKENTaHH peakiyH (Halp. 3aMaAHOCT), KOUTO
MOTaT Jja MOBHAAT CNOCOOHOCTTa 32 modupaHe | paboTa ¢ MalTHHA (BXK. ToYKa 4.8).

IMarmenTaTe TPAORA A €A BHAMATENHM NPY modupane WIA paboTa ¢ MAIIHHK,

4.8 HexelanH JeKapcTBeHH peakuuy

Haii-gecto chofuiapanuTe HeXeNaHH PeakLH 3a NedTpHakCcoH ca e03NHOMUNHA, IEBKONMEHNH,
TPOMOOLMTONEHNS, IHAPHS, OOPHB X NOBUILICHHE Ha 9ePHOAPOGHHATE EHINMH.

Jla[{l-ll/l"[’e 33 OflpeeNgHe Ha YCCTOTATa Ha HEKCIAHUTE peakKiMH Ha ].ICCI)TPHEKOOH €a [IOIIYHEHN OT KITHHHYHH

NpOYy4BaHHA.

3a knacudHKanyA Ha YeCTOTATA € H3MCI3Bana CIIEIHATA KOHBEHIIHA
Muoro gectu (2 1/10)
Yectn (= 1/100 mo < 1/10)
Hexecrn (= 1/1 000 no < 1/100)
Penxa (2 1/10 000 go < 1/1 000)
Muoro peaxa (< 1/10 000)
C HeH3BeCTHA YecToTa (0T HAIMIHUTE JAHHH HE MOXKE 3 Objle HapaBeHa OleHKa)

Cucremo- Yecrn Hewectn Penxn C neM3BecTHa yecrora'

OpraHes Kjac

Undekumn u IeHuTaMHA Tcepromembpano | Cynepundiexiius®

HHpecTamu rE0HYHA 3eH KOJAT®

nuderms

Hapymenus na Eosunogumua | I'panynonurone XemonuTiana anemus’

KpPbBTa H Jlepxonenns HHUA ArpaHynolaTo3a

mmipHaTa Tpombormrone | AHemus

cHcTEMA HHA Koarymonarus

Hapymenua na AmnadHrakTHIEH MIOK

HMYHHATa AmnadHnakTHIHa

CHCTEMA peaKkuus
AnadunakTonIHa
peakumsa
CBPBXYYBCTBHTENHOCT
Peakims na Jarisch-
Herxheimer®

Hapywenua Ha ['mapoGonue Ennedanonmarua | I'spu

HEpBHATa 3amasHocT

CHCTEMA

Hapyienns na CeeToBBpTEIK

YXOTO H

Ta0HpUHTA

Pectmpartophn, BpouxocnazbM

FPBAHH #

MEIHACTHHAITHH

HapyleHus

Cromamno- Huapus® TageHe

IpeBHH Kanrapx Tosproiate

HApYLICHHAS H3NpaxXHEHUs

XenaroOwmapay | Tloeuienu




Cacremo- YecTH HedecTn Peaxn C HeHn3BecTHA YecTOTA®
opraneH Kac
HApyIIEHHA YEepPHOAPOOHM WIbIHUA MeXyp®
eH3UMHU Kepaukrep
Xenatut®
XonecraTuueH
Xenarur>*
Hapymernns Ha O6pus Ipypuryc YpTHKapHs CHHIIpOM Ha Stevens-
KOXaTa ! Johnson®
NOJKOKHATA ToxcuyHa enuaepMaTHa
ThKaH HexpoH3a®
Epurema MyaTH(pOpME
Octpa reHepanusnpana
€K3aHTEMHA ITyCTYJI03a
JexapceTBeHa peakiMi ¢
€03HHODIINA H
CHCTEMHH CHMITOMH
(DRESS)
Hapyuienws Ha Xemarypus OnHrypHs
6xbpenute I'moxo3ypns Bn6pevna
MHKOYHHTS NpenMImMTanu
NMETHINA (obpatyiMa)
Obmwm Onednr Orok
HapYIeHHs H Bonka Ha Mscroto | BrpHcane
epeKTH Ha Ha HIXKEKTHpaHe
MACTOTO Ha Ipekcua
IMpHIIoKEHHe
Hacneapanun TloexmeH Damurpo NOXOKATEICH
KPEaTHHHH B tect Ha Coombs®
KpBBTa DaminBo NoIoXUTEICH

TECT 3a ranaKTozemua’
DammuBo NOACKUTEAHN
HEEH3IMMHH MCTOOH 3a
ofpeesHe Ha
rImoKo3a’

* Bb3 0CHOBA Ha NOCTMAPKETHHTOBH ¢HOOIIEHHA. TEil KaTo TE3W PeaxilMy ce cho0IMAaRar NoGPOBOIHO OT

nonyaalHg ¢ HECHIYPEH pa3Mep, He € Bb3MOKHO HAAEKIHO Ja ¢€ OLICHH TAXHaTa YCT0Ta, KOATO 10 Ta3H

NpHYHHA Ce KaTeropH3npa KaTo HEH3IBCCTHA.

Buokre Tovka 4.4,
¢ OObuKHOBEHO 0GpAaTHM IIPH NpeKpaTaBaHe Ha ISUCHHETO ¢ e TPHAKCOH.

Hudeximu u nadecrannn
CrobImennsTa 3a quaph crieq ynorpeda Ha Hed)TPHAKCOH MOTaT a ca cbp3anu ¢ Clostridium difficile.
TpaGBa na ce mpHIara NOAXOMALLO ISYEHHE C TEYHOCTH H eAEKTPOIHTH (BX. Touka 4.4).

I

Ha e

HAKCOH KaJIMH
PeIIKH, TEXKH H, B HAKOH CTydaH, (JaTamHA HEKEIAHH peakiliuy ca Cho0MABAHE TP HENOHOCEHH H NOHOCEHH

HOBOPOAEHH (Ha Bb3pacT < 28 THH), KOWTO Ca AEKYBAHH ¢ HHTPABEHO3CH HE(TPHAKCOH H KATITHA.

IMpemnuTaTH OT HETPHAKCOH KANIHEBa COI ¢a Habmonasany B Genmre npoGoe ¥ OpOpeLETe post mortem.

BHCOKHAT PHCK OT NpeLHIHTALIHSA MPH HOBOPOREHH Ce I'B/PKH Ha MAJIKHA MM KPBBSH 00€M H Ha IO-TBJTHsA
MOYXMBOT Ha Le(TPHAKCOH B CPABHEHHE C TO3H IIPH BE3pacTHH (BX. T09kA 4.3, 4.4 1 5.2).

¥ima crobienns 3a cyyay Ha npenunuTalis B 6n6penure, raBHO NPH Jela Hafl 3-TomH
¢a ICKYBaHH WJIH ¢ BACOKH JHEBHHA A03H (Hanp. = 80 mg/kg/neH), unu ¢ ob6mu no2y, Mpep
H [PH KOMTO € MMAJIO APYTH PHCKOBH ($aKTopH (Hanp. orpaHH4eHHE Ha TEIHOCTHTE HJI
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PHCKBT OT 00pa3yBaHe HA NPEUITUTATH € TIOBHILEH IPH HMOCHIM3APAHH WIH AXUAPATHPARH NALHCHTH.
Topa cEOHTHE MOKE J1a € CHMITTOMATHYHO HJIM aCHMITTOMATHYHO, MOKe N1a JoBede no 6n0pedna
HEAOCTATHYHOCT H aHypUA H € 00paTHMO MpH NpekparaBaHe Ha nedTpHakcoH (Bik. Touka 4.4).

Habnonaeana e npenMneTanyA Ha HedTPHAKCOH KAJIIHEBA COJT B JKITBIHHS MEXYD, IJIABHO TIPH NAlMEHTH,
TIEKYBaHH ¢ JO3H, KOHTO ¢a TIO-BHCOKH OT NPEMOPhYHTEIHATA CTAHIAPTHA A034. [IpH Jelia IpOCHEKTHEHH
NpOYYBAHHA C2 NIOKAIATH BapuabHTHA 9eCTOTa Ha IPEIHNHTALHA TPH HHTPABEHO3HO IPHIOKEHHE - Hal 30 %
B HAKOH IIPOYYBaHMA. YeCTOTaTA H3ITIEKIA € MO-HUCKa IpH GasHa uHy3us (20-30 MunyTH). To3u edext
0DHKHOBEHO € ACHMITTOMATHYEH, HO B PEIIKH CITyUYaH MPeLHIHTATHTE ca O IPHAPYXKEHH OT KIHHEIHHA
CHMITTOMH KaTo 00JiKa, rAfeHe H NOBphilaHe. B Te3n cayvad ce mpenophupa CHMITTOMATHYHO JIEEHHE,
IpenmnuTanyaTa OOHKHOBEHO ¢ 0GpaTHMa IPH NpekpariBaHe Ha HedTpHakcoH (BX. To4ka 4.4).

CrofmaBane Ha NOA0IMPAHN HekKeNaHH Peakiyy
Cro6imasaHeTo Ha MONO3APAHA HeKEJIAHH PeakuHH Clie/ paspeniagane 3a ynorpeda Ha neKapceTBeHHS

TIPONYKT e BaxxHo. Toea MO380M5Ba 12 POIBIDKH Ha0OAEHHETO Ha CHOTHOMEHHETO NON3a/PHCK 3a
TIEKAPCTBeHMA NPOAYKT. OT MEIHIHHCKHTE CIIEIHATHCTH Ce H3HCKBA J1a Cho0MABAT BCAKA MON03MpaHa
HexeNlaHa peakuyd 9pes FI3meIHHTENNHa areHiAs 110 Jekapereara yi. . Jdamas Ipyes” Ne 8, 1303 Codus.
Ten.: +359 2 8903417, yebealir: www.bda.bg.

4.9 Tlpenosmpane

ITpu npeno3rpase MoOraT fia B3HHKHAT CHMITTOMH KATO rajieHe, NOoBpbilane U Auapas. KOHUEeHTpauuuTe Ha
1eTPHAKCOH He MOraT A8 Ce MOHMKAT Ipe3 XEMOIHANN3A WITH IepPHTOHeanHa quanyia. Hama cnienuduien
aHTHROT. JleweHHeTO MPH TIPEO3HUpaHe TPAOBA Ia € CHMITTOMATIHIHO,

5. ®APMAKOJOTHYHH CBOMCTBA
5.1 @apMaxoAHAMHYHE CBOHCTBA

dapmaxoTeparieBTHYHA TpyNa: AHTAGAKTEPHANIHY CPEACTEA 33 CHCTEMHO IPHIIOKEHHE, TPETA reHepalis
tedanocmopuan, ATC xon: JO1DD04.

Mexanwsnm Ha nelicTeire

Ledrprakcon uHXHGHpa CHATE3a Ha GaKTepHAIHATA KIETHYHA CTEHA C/ISH PHKPENBAHE KbM [EHHIMIHH-
cBep3pamTe nporerad {PBP). Toea nprdauiaBa npeKkbcBaHe Ha OMOCHHTE3A Ha KIICThYHATA CTCHA
(menTHIOrMHKAH), KOETO BOMH X0 JH3HPAHE H CMBPT HA GaKTepHATHATA KIETKA.

PerucreHTHOCT

BakTepHaiHara pesHCTEHTHOCT KbM LieTPHAKCOH MOXKe JIa ce Ib/IKH HA ¢IMH KM IoBeYe OT CICIHHTE

MEXaHHIMH:

- Xuaponksa ot OeTa NaKTaMa’d, BKIIoYUTe Ho OeTa naKraMasy ¢ pasmupeH coekrsp (ESBL),
kapOaneHeMasu ¥ Amp C eH3HMHE, KOHTO MOrarT Ja ce MHAYLIMpPaT HH 4 ce AepenpecHpaT cTabiiIHe npu
onpenencHy acpobuu I'pamM-oTpHIaTeiHK OaKTepHalTHH BHAOBE.

-  HamaneH aHHMTET Ha NEHHIMIHH-CEBP3BANIATE TIPOTEHHH 33 LSPTPHAKCOH.

- HENpPOIYCKIHBOCT HA BbHMHAaTA MeMOpaHa rpH I paM-OTpHIATEIHH MAKPOOPTraHH3MH.

-  OaKTepHaTHH eIyKCHH [IOMIIH.

IIparosn cTORHOCTH TIpH TECTBAHE 33 YYBCTBHTENHOCT
ITparopuTe cTolHOCTH 32 MEHAMAIHA MHXHOWTOPHA KoHueHTpauua (MIC), yerasopern ot Esponeiicxara

KOMHCHA 34 TecTBaHe Ha aHTHMHKpoOHa YyecTBHTeNHOCT (EUCAST), ca cneammre:

Tect ¢ paspexaane (MIC, mg/l)
IaToren YyBcTBHTEICH | Pe3HCcTeHTEH
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Enterobacteriaceae <1 >2
Staphylococcus spp. & &
Streptococcis spp. 5. 5.
(Tpyma A, B,C 1 G)

Streptococcus pneumoniae <0,5 >2
Streptococcus ot rpyna Viridans <0,5 > 0,5
Huemophilus influenzae <0,12~ >0,12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0,12 >0,12
Neisseria meningitidis <012~ >0,12
Hecsbpaan ¢ BUA <1r >2

a. UYyBCTBUTENHOCT, NoApa3bupaima ce OT YyBCTBUTEITHOCTTA KbM LEe(OKCHTHH.

6. UyscTBHTENHOCT, ofipa3bHpaa ce 0T 9yBCTBHTETHOCTTA KbM NEHHIIHH,

B. H3sonarure ¢ MIC Ha nedrpuakcon Hajl mparoBara CTOHHOCT 32 TYBCTBHTEHOCT Ca PEIKH H, aKO ce
OTKpHAT, Tpa6Ba 13 GbaaT TECTBAHH TIOBTOPHO, H, aK0 GhAaT NOTRLPIEHR, TPAOBEA 14 Ce 3NPATAT Ha
pedeperTHa naGopaTops.

r. ITparoeure cTOHHOCTH CE OTHACAT 3a AHEBHA HHTPAaBEHO3Ha 1032 OT 1 g X 1 ¥ BHCOKa 1033 OT HAl-Manko
2gx 1.

Kymuvvna edrkacHocr cnelhItHA NATOTeHH

YecroTaTa Ha NPHACOUTA PE3UCTEHTHOCT MOXeE J1a BapHpa reorpadcku H BbB BpeMETO 3a H30paHH BUJIOBE H ¢
KETaTeIHO HANHIHE Ha JIOKANTHA HHGOPMALIA 32 Pe3HCTEHTHOCTTA, OCOOEHO NPH NIeYeHHE HA TEXKKH
andexun. Hpn HeoGxomamoct Tpsa6Ba Aa ce OTHPCH eKCIIEPTed CHBET, KOTaTo JIOKATHATA YECTOTa Ha
PE3HCTEHTHOCT € TAKaBa, He MOJE3HOCTTa Ha e TpHaKcOH NPH NOHe HAKOK BHI0BE HH(EKIAH € [0 BBIpPOC.

O6HKHOBEHO YYBCTBHTEIHH BHAOBE

I'paM-nonoxvTenny acpodn

Staphylococcus aureus (METHIWIMH-JYBCTBHTENHHA)
Koarynaza-HerataBHH CTaQHIOKOKH (METHLIHITHH-9yBCTBHTEHH)
Streptococcus pyogenes (I'pyma A)

Streptococcus agalactiae (I'pyna B)

Streptococcus pneumoniae

Streptococcus ot rpyna Viridans
I'pam- aTenHH H
Borrelia burgdorferi

Haemophilus influenzae
Haemophilus parainfluenzae
Moraxelia catarrhalis
Neisseria gonorrhoea
Neisseria meningitidis
Proteus mirabilis
Providencia spp.
Treponema pallidum

Bujoge, 38 KOHTO MoXKe I3 HM3 IpoGJaeM ¢ IPHROGHTA PESHCTEHTHOCT

I'pam-nionoxuTentn aepobu
Staphylococeus epidermidis®
Staphylococeus haemolyticus®
Staphylococcus hominis*
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I'paM-oTpHIaTEs HE )]
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli®
Klebsiella pneumoniae
Klebsiella oxytoca®™
Morganeila morganii
Proteus vulgaris
Serratia marcescens

%

AHaepobu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfiringens

MHKpOOPraHH3IMA ¢ NPHCHINA PEIHCTEHTHOCT

I'pam-nooxHTENTHA agpodn

Enterococcus spp.
Listeria monocytogenes

'pamM-OTpHIaTEHHA aepoliu
Acinetobacter baumannii

Pseudomonas aeruginosa
Stenotrophomonas maltophilia

AHaepobn
Clostridium difficile

Hpyru:

Chlamydia spp.

Chlamydophila spp.

Mycoplasma spp.

Legionella spp.

Ureaplasma urealyvticum

Beruky METHIHIHH-PE3HCTEHTHH CTa(PHNOKOKH ca pe3HCTeHTHH KbM LedTPHAKCOH.
YecToTa HA PE3UCTEHTHOCT > 50 % B Hali-MAJIKO €IHH PETHOH.

* ESBL-npoAyuypamuTe MamMoBe ¢A BUHHATH PE3HCTEHTHH.

£
+

5.2 @apMaKoOKHHCTHYHH cBolcTBA

AGcoplims
Crien vHTpaBeHO3HO OONYyC NpHIoKeHHe Ha nedrpHakcod 500 mg 1 1 g, cpeqHuTe NHKOBH INMA3MEHH HABa HA
e TpHaKcoH ca ChOTBeTHO npubGmM3KTenHo 120 1 200 mg/l. Cnea naTpaBeHo3Ha UHGY3HS HA IEQPTPHAKCOH
500 mg, 1 g u 2 g, IIa3MeHNTe HABA HA HEQTPHAKCOH ¢a CHOTBETHO MpuGnusuTento 80, 150 u 250 mg/l.
Criest IHTPaMyCKYJTHO HHKEKTHpaHe CPeANMTE MAKOBH ILTa3MeHH HHBA HA HedTPHakcoH ca NPHOITH3HTENHO
HaTIOMOBKHA HA HAONKNABAHMTE Clie]] HHTPABSHOZHO [IPHIIOKEHNE HA eKBUBANEHTHa no3a. MakcHMannara
IUTasMeHa KOHUEHTpaIEs cylell AMHHYHA 2033 0T | g uHTpaMyckynHo e okono 81 mg/l n ce nocTHra 2-3 vaca
CIIEN [IPHAOKEHHE. :
IlnoniTa nox kPHBaTa I1a3MEHa KOHICHTPALIMA-BpEME CAell HHTPaMYCKYIHO NPHIOKEHHE €
TA3M CNiefl HHTPABEHO3HO MPHIOKEHHE HA SKBUBAIEHTHA J034.
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Pasnpenenenvie
OGemBT Ha pasnpeneneHne Ha uedrpuakcod e 7-12 1. KoHleHTpalMH MHOTO Haji MEHUMAIHHTE HHXHOHTOPHH

KOHILIGHTPAIHH HA MOBEYETO MPHIOKUMH NATOTeHH MOTAT Ja CE OTKPHAT B THKAHHTE, BKIIOUHTEIHO Gemure
ApoGoRe, CHPUETO, ACTLYHHTE ITHFTHINA/MepHUA APOD, CIHBULIHTE, CPSIHOTO YXO H HOCHATA JIUTABHLE, KOCTHTE
U B UepeOpoCcTIMHANIHATA, TVIEBPATHATa, POCTATHATA H CHHOBHANHATA TEYHOCT. [1pn MHOTOKpaTHO
NpHNcKeHne ¢ Habmonasa 8-15 % MOBUIICHNE Ha CPEAHATA MMKOBA IUTasMeHa KOHUEHTPAHEA (Cmax);
CTALHOHAPHO CHCTOAHKE CE IOCTHIA B [TOBEYETO CIIYJaH B paMkuTe Ha 48-72 yaca B 3aBHCHMOCT OT ITbTA Ha
NIpKNarasfe.

Ilponuxsane @ KOUKpemHy MbKatu
LledTpHrakcon NpOHUKBa B MEHWHTHTE. [IPOHHKBAHETO € Half-TOMO, KOTATO MEHHHIHTE ¢a Bh3MAJICHH.

CpenHy MHKOBH KOHUEHTpAaHHHA Ha Ne()TPUAKCOH B JIMKBOPA [PH [TALMEHTH ¢ GaKTEpHAICH MEHHHTHT ¢
CBO0LIABAT ChC CTOHHOCTH N0 25 % OT IIa3MEHHTE HHBA B CPaBHEHHE C 2 % OT mna3MeHUTe HIBa IIpH
NALMEHTH ¢ HEBB3NAMeH! MEHHHIH. [[HKOBH KOHIEHTPAIIWH Ha Le(TPHAKCOH B LepeOpOCIMHATHATA TEYHOCT
€& JIOCTATAT MPHOMH3UTENHO 4-6 "aca cie]] HHTPaBeHO3HO HinkeKTUpaHe. LledrpHakcon npemunasa
TaleHTapHaTa 0apHepa M ¢¢ eKCKPETHPA B KbPMATa B HCKH KOHIICHTPAIHH (BXK. TO4Ka 4.6).

Cavpieane ¢ npomeunu

LletbrpuaxcoH ce cBbp3sa 06paTiMo ¢ anbyMuHa. CBBP3BAHETO ¢ IUIA3MEHKTe MPOTEHHH € 0Ko:10 95 % npH
KOHIIEHTpalMH B IrasMaTta non 100 mg/l. CeEp3paHeTo € HacHIMAEMO H CBBP3aHATa YACT HAMATARA C
TIOBHIIABAHE HA KOHLEHTpAHATa (10 85 % Npu KOHIeHTpalua B niaMata 300 mg/l).

buotpan M
Iedrprakcon He npeTspnaea cHCTeMeH MeTab0M3EM, a Ce NIPEBPHIIA B HEAKTHBHH MEeTa00/IHMTH OT YpeBHATA

¢nopa.

Ennvunupane

MnasMenuaT KAAPHHC Ha 061IHA HedTpHakcoH (CEBp3aH H HecBbp3aH) e 10-22 ml/min. BEGPeUHHAT KIMPEHC
€ 5-12 ml/min. 50-60 % or nedTpHAKCOH Cce eXCKPeTHpa HEMPOMEHEH B YPHHATA, OCHOBHO YPE3 [TIOMEPY./IHA
trrrpama, norato 40-50 % ce eKCKpeTHpaT HENPOMEHEHH B HKITBIKATA.

ENMMHHANHOHHKAT NOTYXHMBOT Ha 001IMS Led)TPHAKCOH NIPH Bb3PacTHH € OkayIo 8§ gaca.

Hayuernmu ¢ 6b6peywno win vepHodpobio vepexcoane
Ipu nangesTd ¢ Ox6peTRa WK yepHOAPoOHa AucHYHKLMS HapMaKOKHHETHKATA Ha He(TPHAKCOH ce

NPOMEHA MHHMMAIHO C JISKO YABKABaHE HA TIOMYXHBOTA (I10-MaNKo OT ABYKPATHO), IOPH NPH TIANHUEHTH €
TEXKO HapylieHa 6s6peana QYHKIHA.

CpasHuTENHO MAJIKOTO YIB/DKaBaHe Ha TIONYKHBOTa IpH 6b0peuHo yBpexIaHe ce 00iACH:ABa C
KOMIIEHCATOPHO NOBHIICHHE HA HeOBOPeUHH: KIMPBHC, NIOMYYaBallo € B Pe3yJITaT Ha HAMAJLIBaHe Ha
CBEBP3BAHETO C IPOTEHHHTE H CHOTBETHO YEETHYEHHUE HA HeOROpedHHs KIHPBHC Ha 00N NedTPHAKCOH.

IMpu nauMenTH ¢ 9ePHONPOGHO yBpekAaHe eNTMMHHALMOHHHIAT NOMY/KHBOT Ha LS TPHAKCOH HE CE yABIIKARA
BCIIEACTBHE Ha KOMEHCATOPHO YBEIMdeHHe Ha OL0pedrns KHpPEHC. ToBa ¢¢ MBIDKH H Ha YBETHYUCHIE Ha
cBofoxHaTa pakuua Ha NeQTPHAKCOH B [L1a3MATa, KOETO AONPHHACA 32 HAGMONABAROTO NapatoKcaiio
YBEJIHYEHHE Ha OOIIHS IeKaPCTBEH KIMPBHC, C yBenHIeHHe Ha o0eMa Ha pasNpeaceHHe NapaneiHe Ha ToBa
Ha obums KMapHHC,

Xopa e cmapuecka gv3pacm
ITpu xopa B cTapyecka Bb3pacT Haj 75 FOAWHH CPEJHHUAT SMUMHHALHOREH NONYKHBOT OOMKHOBEHO € /B2 10
TPH ITETH TIO-TOIAM OT TO3H IPH MJTaH BEb3PACTHH NA[HEHTH.

Heduampuyna nonvaayus
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TO3Y 1PY HOBOPOZIEHH Wi [IPH Bh3PacTHH.
ITnasMeHHAT KIHPBHC H 00EMBT Ha pasnpenensHue Ha obius nedTpHUakcoH ¢a NO-BUCOKA IPH HOROPOJIEHH,
KBPMadeTa H Aena, OTKORKOTO TIPH BB3PacTHHTE.

JInneiliHocT/HeTHHEHHOCT

(apMakoKMHETHKATA Ha LIE(TPHAKCOH € HENMHEHHA H BCHYKH OCHOBHH (HapMaKOKHHETHYHH [I0Ka3aTeNH, ¢
H3KIIOYCHHE HA eTHMYHAIOHHNA IOy KHBOT, ca JJ0303aBHCHMH, aKo ce fasupar Ha o0miara JIeKapcTBeHa
KOHUEHTPAlMA, NOBHIIABAHKH ce Mo-cabo oT NponopIHOHANHO ¢ A03aTa. HenHeMROCTTa ¢ JIB/IKH Ha
caTypallis Ha CBBP3BAHETO ¢ INa3MEHNTE HPOTEAHH U 3aTORA ¢ Halmo/iaea 3a oOIIHA ENa3MeH
IeTPHAKCOH, a He 33 cBo0OnHHA (HecBbp3aH) e TPHAKCOH.

Bpnika(i) papMakoknHeTHKA-(DapMaKOAMHAMHWKA

Kaxro nipu npyrn 6eTa nakTaMu, HHAEKCHT (hapMakoKHHETHKA-(papMakoIHHAMAKA, MOKa3Baul Hali-nobpaTa
Kopenals ¢ in vivo eHKacHOCTTA, € TIPOMIISHTHT OT KHTEPBasa Ha JO3HpaHe, B KOHTO KOHIIEHTPALHATA Ha
HECBLP3aHO IEKAPCTBO OCTABA HAN MUHMMAJIHATA MHXMOHTOPHA KoHleHTpalua (MIC) Ha uedTpHakCoH 3a
OTAENHHTE TapreTHH BHAOBE (T.e. % T > MIC).

5.3 [lpeaknHHUYHH JaHHH 32 He300ACHOCT

Hwma naHHH OT NpOyYRaHHs NPY XHUBOTHH, Y& BHCOKH 103H HA NeTPHAKCOH KaILHEBA COIl BOAAT KO
ofpa3yBaHe HA KOHKPEMEHTH H MPeLHNUTATH B XUTHYHAA MEXyD Ha KyueTa H MaliMyHH, KOETO CE € OKa3ano
obparumo. ITpoyuBaHnsTa IpH XXMBOTHH He Ca Jand JAHHH 33 PENPOAYKTHEHA TOKCHYHOCT
FeHOTOKCHYHOCT. [IpoyuBanmd 3a KapIHHOrEHHOCT Ha HedITPHAKCOH He C2 IPOBEKIAHH.

6. @APMAIEBTUYHU AAHHH
6.1 CnHCbK Ha NOMONMIHATE BEIIECTBA
Hsama.

6.2 HechBMecTHMOCTH

B13 0CHOBA Ha IJaHHH OT IHTEPaTypaTa nedTpHakcoH He e ChBMECTHM ¢ AMCAKpHH, BAHKOMHLIMH,
uIykoHa301 H AMHHOTTTHKO3HAM.

Pa3TBOpH, CHABPX AWM NedTPHAKCOH, He TPAOBA J1a C& CMECBAT WM A ce MPHOABAT KbM NPYTH CPE/ICTBA, C
H3KIIOYEeHHE Ha NTOCOYeHHTe B TouKa 6.6. [To-crieliManHoO 3a pasTBapAHe Ha (UIakOHUTE C NETPHAKCOH WIH 32
JONBJIHATENHO Pa3pekIaHe Ha pasTROpeH (IakoH 33 HHTPABEHO3HO NPHIIOXEHHE He TpahBa Na o€ H3MON3BaT
paspenuTeNH, CHIBPIKAIHA Kanuui (Hanp. pasreop Ha Ringer u Ha Hartmann), 3amoTo Mosxke Ja ce o6pa3ysa
npeupmarat. Lledrprakcon He TpaGa na ce cMecka WM Ja Ce MpHJIara eqHOBPEMEHHO C PA3TBODH,
CHIbPKALTH KAIAHK, BKIIOYHTENHO Pa3TBOPH 3a TOTANHO NAPEHTEPAHO XpaneHe {BX. Touka 4.2,4.3,4.4 1
4.8).

6.3 Cpox Ha roaHOCT
Ipax 3a HHXEKIIMOHEH pa3sTBop: 48 Mecena.

INpuroreed pasTBop: TpaORa Ja e H3MON3Ba He3abasHo.
Xumuueckara ¥ ¢pu3HUecka cTabHIHOCT HA IPUTOTBEHHA PA3TBOP € ompedencHa 3a 24 yaca NpH TEMEEpATypa
or 2 no 8°C.

Ot MuKpoOHONIOrHYHA ITIeJIHa TOUKA, TOTOBHAT 33 yroTpe6a mpoAyKT TpAGBa Jia ce H3no/13Ba He3al
HE C& M3M0N3Ba He3abaBHo, MoTpeduTeNA € OTTOBOPEH 33 YCIOBHATA H MIEPHOJIA NpeiH YIoTpes:
TpatBa aa NpeBHINaBa 24 daca IpH ChxpaHeHHe HA TeMmepaTypa ot 2 1o 8°C.
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6.4 CneuMaiHH yCJIOBHS Ha ChXpaHeHHe

Ilpax 3a HHKEKUHWOHEH PasTBOP:
Ha ce cpxpanspa noa 30°C B OPHTHHANHATA OIIAKOBKA C IIEJT PEANa3Bale OT CBET/IHHA.

IpuroTeed pasreop:
3a ycnoruATa Ha ChXpaHeHNeE Cliell PeKOHCTHTYHPaHe Ha JIEKAPCTBEHHA IPOAYKT BHAKTE TOUKA 6.3.

6.5 Bag u chabpaanie HA OTIAKOBKATA

®jiakonu oT 6e30BETHO CTHKIIO ¢ OpoMOYTHIIOBA IYMEHA 3alyIIaNka i oT4ynBalla ce aTyMHHHEBa Kanayxa.
Omaxoskn ot 10 $rnakona.

6.6 CnennaZnn npeanasHH MepKA NpH H3XBLpasdHe u paboTa

Mo ppeme Ha MOATOTOBKATA 33 HHTPaMyCKYJTHA MM MHTPABEHO3HA HHKEKIMS, NPaxTa ce pasTBapA B CBET/IO
KEJIT 00 KeXTHOapeH pa3TBop.

TMpuroTBeHHAT pasTBOp TpAOBa Na ce mpoBepARa Bu3yarHO. Tpa6Ba Aa ce H3M0N3BAT CaMO GHCTPH Pa3TEOPH
6e3 BuaHME YacTHIH. [IPHMOTBEHUAT NPOAYKT € NpeAHA3HAYEH 2a eHOKpaTHa ynoTpeba. Hensnonseanoto
KOJIHYeCTBO TPAOBRa Aa ¢& 3XBLPIH.

B HuKakeB cIydaii nedrpHakcon He TpaGea Aa ce CMECBa B 4HA CIIPHHIOBKA C APYrH NeKapcTea (¢
H3KIOYEHHE Ha 1% pasTBOP Ha IAAOKAHH, CAMO 33 HHTPAMYCKYJIHH HHKEKIMH).

KoOHIIeHTpALHH 334 HHTpaBeHO3Ha Hinkekpa: 100 mg/ml,
Konuenrpanuy 3a vaTpaReHo3Aa HHAy3ns: 5O mg/ml
(3a porrbAKTENNa HHGOPMALMA MO, HanpaBeTe CHpaBka B TOUKA 4.2).

HutpaBeHo3H2 AHKEKIHS
3a HHTpaBeHO3HC HHXekTHpaHe 1 g nedrpuakcoH ce pasreapa B 10 ml Boga 3a umkekunu. Taka

IPHIOTBEHUAT PASTBOP Ce HHXEKTHpA NHPEKTHO HHTPABEHO3HO B NPOXBIDKEHHE HA 5 MUHYTH (BHXKTE ChIIO
TOuKa 4.4 CHelMalTHi npeiynpekaeHus).

m;panemnﬂa Hﬂm!m

CopobpxanMeTo Ha Quiakona ce pa3reapd ¢ 40 ml OT eiH OT CASAHHTE He CHABKAIIM KA pasTBOPH:
- Harpues xyopug 0,9 %

- Harpues xuopun 045 % + rmokosa 2,5 %

- Tmoko3a 5 %

- ko3 10 %

- JexctpaH 6 % B pasTBOp II0K03a 5 %

Hudysuara Tpa6sa na ce npuwioxku 3a xaii-Manko 30 min,

HurpamycKy/iHa MHKEKIHS

3a uHTpaMycKyTHa HHxkexuHd Lledrpuakcon-MIP 1 g TpaGBa na ce pasreopH B 3,5 ml 1 % pasreop Ha
mpokanH. [TomydennaT pa3Teop TpaGea Aa ce NPIIOKH ALIGOKO MyCKYJIHO B MiyTearHara obnact. He
Tps6Ba fa c€ HIDKEKTHAPA NoBede oT | g Ha eTHO HIKEKIHOHHO MACTO. ChXBbPAKAIIH JIHAOKAHH PA3TBOPH
HHKOTa He Tpa0Ba J1a ¢e NpHIArar HHTPaBeHOo3HO.

HerznompaHusT NeKapcTBEH MPOAYKT Wi OTHAXBYHWTE MATEPUANN OT Hero Tpadea na Ce HIXBBPIAT B
CBOTBETCTBHE € MECTHHTE H3HCKBAHHSA,
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7. MNPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

MIP Pharma GmbH

Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach

I'epmanus

8. HOMEP HA PAIPEIIEHUETO 3A YIIOTPEBA

Pernctpammonen Ne 20060760

9. JATA HA OBPBO PAIPELIABAHE/ITOJHOBABAHE HA PAIPEHIEHUETO 3A
¥YIIOTPEEA

JlaTa Ha MEPBO pazpeLIABAHE: 27.12.2006

Jlara Ha nocnenno nogHopseane: 09.05.2012

10. TATA HA AKTYAJIMIHPAHE HA TEKCTA

08/2021
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