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KPATKA XAPAKTEPUCTHUKA HA TITPOAYKTA



1. MME HA JIEKAPCTBEHUSI TIPOJYKT [ W3nbsinMTERNA AT s 10 e ]

Lledrpuakcon Antadapma 1g npax 3a HHKEKLIMOHEH/UH(DY3HOHEH Pa3TBOP
Ceftriaxone AptaPharma | g powder for solution for injection/infusigiess Pea. e

Kpamxa xa ue |
PAKMEpUCTIUKA Ha NpOgyKma - | IDUAGHEH anue 1
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Paapewenue ive

edrpuakcon Anra®apma 2 g npax 3a HHKEKLHOHEH/MHDY3HOHEH Ja'3TBO
Ledrp pma 2 g mp b e I -85 |

Ceftriaxone AptaPharma 2 g powder for solution for injection/infusipn
Ogobp- v Ns ...

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Iledrprakcon Antadapma | g npax 3a MHKeKUMOHEH/HH(Y3HOHEH Pa3TBOp

Beekn daakon cuabpika | g uedrprakcon (cefiriaxone) karo uedrpruakcoH Hatpuii (cefiriaxone
sodium)

Lledrprakcon Antadapma 2 g npax 3a HHKEKIIMOHEH/MH(DY3HOHEH Pa3TBOP

Beeku nakon cbhabpika 2 g uedrprakcoH (cefiriaxone) karo LueTpHaKCOH HATPHIi (ceftriaxone
sodium)

[ToMOLIIHO BELIECTBO C H3BECTHO JIEHCTBHE

LedTpuakcon Anradapma | g npax 3a HHKEKLMOHEH/MH(Y3HOHEH pa3TBOp
Beekn dnakon ebabpika npudbauzurendo 82,8 mg (3.6 mmol) HaTpuii

Lledrpuakcon Anrad®apma 2 g npax 3a HHKEKLHOHEH/UH(DVY3IHUOHEH pa3TBOD
Beeku dnakon cbabpika npubnuzurendo 165,6 mg (7.2 mmol) HaTpuii

3a IbJHMUSA CIMTUCHK Ha MOMOLIHUTE BELIECTBA BHKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
[Tpax 3a MHKEKLIHOHEH/HH(Y3IHOHEH pa3TBOP

pH u ocmonanurer:

Iedrpuakcon Antadapma | g npax 3a MHKEKUHOHEH/WHDY3HOHEH pa3TBOp
PaszrBopuTe pH Ocmonanurer
(mOsmol/Kg)
3.5 ml 1% Jlupokauu 6,79 1027
10 ml B3K* 6.83 385
10 ml B3U * + 10 ml B3H * 6,77 213

*Boaa 3a MHKEKUHH

Lledprpuakcon Antadapma 2 g npax 3a MHKEKLIMOHEH/MH(DY3HOHEH pa3TBOp
Pasreopnren pH Ocmoaaurer
(mOsmol/Kg)
3.5 ml 1% Jlunokanu 6,/9 1027
10 ml B3M* 6.83 385 T———
10ml B3U * + 10 ml B3H * 6,77 213 N t

ek‘/ \

* Boa 3a MHXKEKLIMH

[Moutk 651 UK HKBATEHUKAR Mpax.



4, K/INMHHUYHH TAHHHA
4.1 TepaneBTHYHH NOKA3AHHSA

Lledrpuakcon Antadapma e nokasaH 3a leueHHe Ha clefHWTe HH(pEKLUMH NPH Bb3PACTHH U JeLa,
BIJTIOYUTENHO JOHOCEHH HOBOPOAEHH (OT MOMEHTA Ha pa)KAaHETo):

- bakrepuaneH MEHHHIHT

- [THeBMOHHS, NpupobyTa B 061LECTBOTO

- [THeBmMoHUA, NpuaobuTa B HonHMLA

- OcTbp cpeaeH OTHT

- HurpaabaomuuanHu uHdexuu

- YenoxHeHH WHPEKLUHHY Ha MHKOUHHTE MbTHILA ( BKITIOYHTEIHO NUEROHEedPHT)
- Hndekunyd Ha KOCTHTE M CTaBHTE.

- YenokHeHH MHPEKLIMKM HAa KOXKATa H MEKHTE ThbKaHH

- [oHopes

- Cudnnuc

- baxTepraneH eHaOKapaAHT

Hedrpuakcon Antadapma Mo3Ke 1a ce W3MON3Ba:

- 3a nevedue Ha 0OOCTPAHMA HA XPOHWUHA oOCcTpyKTHBHA GenonpobHa Gonect nNpy Bb3pacTHH.

- 3a neuenue Ha AuceMHHUpaHa nakiMcka Sopennosa (pauua (craauu II) u kbena (cranum [1) npu
BBIPACTHH H JIeLa, BKIIOYWTETHO HOBOPOAEHH HA BB3pacT OT 15 u noBeue AHH.

- 3a npeaoneparHBHA NPOQHIAKTHKA HA HH(MEKLHMK HA MACTOTO HA ONEpaLUaTa.

- Ilpu neueHHeTo Ha NAUKEHTH ¢ Ge0pHIHa HEYTPONEHHA, 3a KOATC CE NOJ03HPa, Ue ce ABJIKH Ha
OakTepHanHa MHQEKLMA.

- Ilpu neveHreTo Ha DALMEHTH ¢ GAKTEPHEMHE, KOATO BH3HHKEA BLB BPb3Ka C WU ce
ApeAnosara, Ye € CBbp3aHa ¢ HAKOA OT HHQEKLIMNTE, H30POEHH Mo-rope..

LedTpuakcon Antadapma Tpabsa na ce npunara eaHOBPEMEHHO C JPYI'H aHTHOAKTEPHAHH CPeaACTBa

BMHArH, KOTaTO Bb3MOKHUAT CNEKTHP Ha OaKTepHaTHATE NPHYHHWTENHU He MONaja B HETOBHA CNEKTHP
(Bx.TOUKA 4.4).

Tpabsa na ce B3emMat npeABHa OPHUMATHHTE PLKOBOACTRA 32 MpaBUiHa ynoTpeba Ha
aHTHGAKTEepUaTIHHA CPEACTBa.

4.2 To3HpoBKa H HAYHH HA NPHJIOKEHHE

ﬂo3upom¢a

Jo3aTa 3aBUCH OT TEKECTTA, UYBCTBUTENHOCTTA, MACTOTO W BMAA Ha UHDEKUMATA, KAKTO M OT
BB3pacTTa, HepHoapobHaTa M 6b0peyHa PyHKLUMS Ha NauKeHTa.

Joz3ute, npenopbHaHd B TabnMLKTE NO-10aY, ca oOHYaiiHUTe MPenopbUMTETHH 1034 NPH Te3H
nokasanus. [Ipu ocobeno Texxku ciyqan Tpabsa aa ce 0OMHCIH NpUiarase Ha 1034 HA rOpHATa

rpaHHUa Ha NpeNOPbLYHTE/IHHA AHAla30H.

Buw3pacmuu u oeya nao 12 zoounu > 50 kgj

Hozupoeka Ha YectoTa Ha [TokazaHus

LedTpHakcon* nponaraHe**

1-2g Bennti anesHo  |[IHeBMoRuWs, npuaobura B 00LIECTBOTO
O06ocTpaHKA Ha XpOHHYHA 0BCTPYKTHBHA 6
6onecr
HHuTpaabroMuHANHH HHOSKUHH
YcnoxHeHH HHPEKUHH HA MUKOYHHTE BT

(BKAOUMTENHO NUENoHedpHT)




Zg Beanwx aHepHo  ([IHeBMoHMs, npuaobuTa B GonHuuaTa
YcnoxHeHH HHEKLHH Ha KOXAaTa U MEKHTE ThKaHU
Hndexuyn Ha KOCTUTE W CTaBHTE

2-4g Bennsx avesHo  [JleyeHune Ha nauneHTy ¢ peGpuiiHa HEYTPONEHHA, 3a KOATO
ce MOA03Mpa, Ue ce Ab/DKU Ha HakTepHaliHa MHPEeKLHs

baktepuanieH eHAOKapaMT

bakrepuaneH MEHHHIHUT

* IIpu noxkymenTHpaHa 6akTepueMus, TpAGBa aa ce 0OMUCIH MpUAaraHe Ha 034 Ha FOPHATa rpaHHua
Ha NPENOPbYHUTENHHA 1HANA30H.

** Moske 1a ce 0OMUCTH NPUIOKEHHUE Ba MLTH AHeBHO (npe3 12 yaca), KoraTto ce mpunarat Jo3u no-
BHCOKH OT 2 g IHEBHO.

[MokazaHus 3a Bb3PAaCTHH W Jeua Ha Bu3pacT Haa |2 roouuu (50 kg), npu KOWTO MMa Hy»kaa oT
CHEUMATHH CXEMH Ha [pUiaraHe:

Ocmup cpeden omum

Moxxe na ce npunoxky eaHHYHa no3a Lledrpuakcon Antadapma 1-2 g HHTPaMYCKYJHO.
OrpaHHuYeHH NaHHHW NOKA3BaT, Y€ B CJIy4YaH, KOraTo MalHEeHTLT € ¢ TEXKKO 3ab09BaHe HitH
NpeaxoAHOTO feveHue He € 6uio yenewHo, Legrpuakcon Anradapma Moxe Ja € epekTHBEH NpH
npujaraHe Ha ao3a 1-2 g JHEBHO MHTPAMYCKYJTHO B NPOABIKEHUE Ha 3 IHH.

IIpeoonepamuena npogurakmura Ha uHpeKYUU HG MACIMOMO HA ONEPAYUAMA
2g KaTo eqMHUYHA NMpefonepaTHBHA A03a.

Tonopes
500 mg, kaTo egMHUYHA 1032 HHTPAMYCKYTHO.

Cupunuc

[TpyHUHNHO npenopbunTenHuTe A03M ca S00 mg - 1 g BeAHB®K AHEBHO, C MOBULIABAHE N0 2 g BEAHBNK
IHEBHO NPH HEBPOCHUIKC B Npoabkene Ha 10-14 anu. [TpenopbkuTe 3a no3ata npu cuduiuc,
BKJIIOUHMTENHO HeBpocHpuIHe, ce Hazupar Ha orpaHuueHH AaHHH, Tpabea da ce umar npeasua
HAaUHOHANHHUTE HJIKH MECTHH YKa3aHHA.

Hucemunupana raiimexa 6opeavosa (pauna (cmaduu I) u xvcua (emaduu 1)
2 g BeNHBXK AHEBHO B NpoAbKeHHE Ha 14-21 aHu. TIpenopbyuHTEIHATA NPOABIKHTENHOCT Ha
JeueHHe e pa3IMyHa B TpAORa Aa ce HMAT NpeABHI HALMOHATHHUTE U MECTHH YKa3aHHA.

Heouampuyna nonyiayus
Hosopooenu, kvpyavema u deya na ewspacm om 15 onu 0o 12 200unu (<50 kg)
3a aeua ¢ TenecHo Tero 50 kg wnn noseue Tpadea na ce naBa cbuvaiiHata 103a 3a BL3PACTHU,

Jo3upoBka Ha Yecrotra Ha INokaszanua
Ledrpuakcon* nponaraHe**

HuTpaabaoMuHanny WHeXUMH

VYcnokHEHH HHPEKLMH HA [IHKOYHHTE MbTHLLA
50-80 mg/kg Beauwk AHeBHe  ((BKIHOYHTENHO MUENOHEdPHT)

ITHeBMoHHUS, NpHao6KHTa B 00LMECTBOTO
ITHeBMOHHA, npuaobuTa B bonHHUATA

Yca0HeHH HHGEKLHH HA KOXATA U MEKHTE ThKaHH

50-100 mg/kg Hudekunn Ha xocTuTe W cTaBuTe
BenHtk 1HeBHO
(MakcumyM 4 g) Uleuenre Ha nauneHTH ¢ GebpHiina HeYTPO
C€ 110]1031Pa, Y€ €€ AbHKH Ha bakTepuan
80-100 mg/kg
(Makcumym 4 g) Beanvx aHesHo  |bakTepwaneH eHnokapauT ((
100 mg/kg

BelHbxk aHeBHO  bakTepHasieH MEHMHTHT

(MaxcumyM 4 g)




* Tipn nokyMeHTHpaHa 6akTepueMus, TpabBa Aa ce oOMHCIIM NpUAAraHe Ha A03H Ha ropHaTa rpaHHua
Ha TIPEMOPBYMTENHHA JUarnasoH.

** Moxe aa ce OOMHCIIH NPHIOKEHHE J1BA MTBTH AHEBHO (mpe3 12 Yaca), KOrato ce npunaraT A03H Mo-
BHCOKM OT 2 g NHEBHO.

[MokazaHus 3a HOBOPOAEHH, KbpMayeTa U Aeua ot 15 auu no 12 roguan (<50 kg), npu kouto Uma
HY#/1a OT CNIELHATTHH CXEMH Ha NpUnara-e:

Ocmuyp cpeden omum

3a Ha4anHO JleyeHHe Ha OCTBP CPeieH OTHT MOXeE J1a ce TIPUMKH eaMHHuHa no3a ledrpuakcon
Anta®dapma 50 mg/kg vaTpamyckynHo. OrpaHHUyeHH JaHHH MOKA3BaT, Y€ B Cy4aud, KOraTto JETeTo €
TEXKKO DOIHO MM NPeaXOJHOTO NedeHue He e Ouno yenewno, Lieprpuakcon Anradapma moxe f1a €
eheKTHBEH NPU HHTPAMYCKYJIHO NpHAaraHe Ha jo3a 50 mg/kg nHeBHO B NpoabIXEHHE Ha 3 AHH.

IIpedonepamusna npoQuAGKMuUKA HA UHGEKYUU HA MACMOMO HA OnepayuAma
50-80 mg/kg kaTo eaMHKYHA NpeAONEPaTHBHA J034.

Cugpunuc

[IpuHUMNHO NpenopbuUTETHUTE N03H ca 75-100 mg/kg (MakcHMyM 4 g) BeAHbXK AHEBHO B
npoxsakeHde Ha 10-14 auu. [penopbkuTe 3a A03aTa NPH CUHOHIHC, BKITIOYHTETHO HEBPOCHGHIINC, ce
6a3upat Ha orpaHdyeHy nanHu. TpaGea Ja ce UMAT NMPEIBH HALMOHATHUTE WIH MECTHH yYKa3aHHS.

Hucemunupana raimera bopervosa (panna (cmaduu Il) v xecna (cmacuu 1)
50-80 mg/kg senHbkK JHERHO B NpoabkeHue Ha 14-21 auu. IlpenopbuuTenHara NpoAbHKUTETHOCT
Ha leyeHue e pa3nu4Ha v TpabBa Aa ce MMaT NpeIBUA HALMOHATHUTE H MECTHH YKa3aHHA.

Hosopooenu 0-14 onu
LedTpuakcon Anradapma e NPpOTUBOINOKA3aH NPH HEAOHOCEHH HOBOPOACHH 10 NOCTMEHCTPYANHA
Bb3pacT 41 ceAMMLH (TECTallMOHHA Bh3PACT + KaneHaapHa Bb3pacT).

Jlo3uposka Ha YecToTa Ha IMokazanus
LedTpHakcon* nponiaraHe

HHTpaadaomMuHainn HHeKUKH

VcnoHeHH KHOEKLIMH HA KOXAaTa H MEKUTE ThKaHH
VenowHeHd MHGEKLMH Ha NHKOYHHTE MbTHILA

( BKITIOUHTENHO MHENOHEBPHT)

20-50 mg/kg Beanbx nHepHo  |[THeBMOHMA, npuaoOHTa B 061ECTROTO

IMueeMoHuA, npraobura B HonHHLUaTA

HHdeKkuUH Ha KOCTHUTE H CTABHTE

Uleuenue Ha naumenTH ¢ GpeGpHIHA HEYTPONEHHUS, 3a KOATO
cE MOMO3KPA, Ye ¢ ABJKH Ha DakTepHanHa HHBEKUHA
BakrepuaneH eHAOKapAHT

BakTepuaned MEHHHTHT

* [Ipu pokyMeHTHpaHa 6akTeprHeMus, TpsOBa na ce oOMUCIH Npunarade Ha 1034 HA FOPHATa rpaHHLIA
Ha NPErnoOPbLYHTENHHS AHANA30H.

50 mg/kg BenHbx AHEEHO

He Tpa6Ba 1a ce HanxBuLpns MaxcHManHaTa aueBHa jo3a ot 50 mg/kg.

IlokasaHKs 3a HoBopoaeHH Ha Bb3pacT (-14 IHM, KOMTO HMAT HY3KAA OT CNEelHaNHK CXEMH Ha
NpHIaraxe:

e
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Ocmvp cpeden omum
3a Ha4aHO NeYeHHe HA OCThP CPEAEH OTHT MOXE [a CE NPHIIMKH €JHMHHYHA 103
Anra®apma ot 50 mg/kg MHTpaMyCcKyTHO.

HIpedonepamuera npodunaxmura na unghexyuu Ha MACMONO HA ONepayuRma
20-50 mg/kg kaTo eIHHUYHA NpeacnepaTHRHA 10343,
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Cugputuc

O6MKkHOBEHO NpenopbuuTenHaTa 103a € 50 mg/kg BeaAHBK AHEBHO B NpoablkeHHe Ha 10-14 auu.
[IpenopukuTe 3a 103aTa NPH CHPHIKC, BIIIIOUMTENHO HEBPOCHPUIHC, ce Ba3npaT Ha OrpaHHYEHH
AaHHHW. Tpabea na ce UMaT NpeaBH HALIHOHAIHHTE KWK MECTHH YKA3aHHS.

IIpoovascumennocm Ha AeyeHuemo

MpoALIKUTETHOCTTA HA IEUEHHETO BapHpa B 3aBUCMMOCT OT X044 Ha 3abosisBaHero. KaTo npy Besako
AHTUGMOTHYHO JIEHEHHE N0 NPHHLIMIL, NPHIOKEHUETO Ha UeTpHAKCOH TPAORA Aa npoaAbKK 48-72
yaca ciea Kato NauKeHThT cTaHe adeOpuaeH HNK e MOCTUrHATa epaauKaurn Ha 6akTepuuTe.

Cmapuecka 6b3pacm
[IpenopbuuTennuTe A03MPOBKH 3a BE3PACTHH HE CE HYK/IAAT OT MOIH(HKALMA NPHU XOpa B CTapyecKa
BB3pacT, NpH ycloBHe ve 6bbpeyHara v vepHoapoOHaTa GyHKLUS €4 3a10BOJIMTENHH.

Hayuenmu ¢ vepnoopobuo yepescoane
HanuubuTte naHHK He MOKazBaT HeOOX0AMMOCT OT KOPEKLMA Ha J034Ta NPH 1E€KO WKW YMEPEHO
HapylleHHe Ha YeproapobHaTa GyHKUMS, NPH YcaoBre Ye GpOpeuHaTa QyHKUKA HE € HapyLUeHa.

HsMa naHHM OT NPOYuBaHUS [IPH MALIMEHTH C TEXKKO YepHOAPOOHO yBpexaaHe {BUK Touka 5.2).

Hayuenmu ¢ 6wOpeuno yepescoane

ITpn naumenTH ¢ Hapywexa 6b0peyna GpyHKUMA He € HeoGXOIMMO /13 Ce HamansBa [03arTa Ha
Le(hTPHAKCOH, NIPH YCNOBHE Ye YepHOoApoOHaTa dyHKLMA He e HapyLiena. Camo B ciy4au Ha
npeTepMuHanHa GrOpeuHa HEAOCTATBMHOCT (KpeaTHHHHOB IMpBHE <10 mi/min) no3nposkara Ha
tedTpHakcoH He TpaOBa aa HANBHLIABA 2 g AHEBHO.

Ilpu nauMeHTH Ha IMaNK3a HE Ce Hallara AOMbIHMTENHO NPHJIaraHe Ha 103a cliel AHATH3aTa.
IledTpHakcoH He ce eTMMUHHPA YpE3 NepHTOHEANHA ANaNK3a UK xemoauanusa. [Ipenopbuurento e
CTPHKTHO KITHHWYHO MOHMTOPHpaHe 3a 6e30MacHOCT H e(hMKACHOCT.

Hayuenmu ¢ mesxcko veprodpobno u 6vbpeyno yepeacoane
INpy nauxeHTH ¢ Texka 6xOpevHa W yepHOAPOOHA AUCGYHKLIMA € MPENOPBYHTENHO CTPHKTHO

KJIMHHYHO MOHMTOpHpaHe 3a 6e30MacHoCT U e(hMKACHOCT.

HauKH Ha npunoxkeHue

Humpasenosno npuioscenue

Liedrpuakcod Anra®apMa MoKe Aa ce NpuUiara 4pe3 HHTpaBeHO3Ha UHY3HA B MPOAB/KEHHE Haki-
Maiko Ha 30 MUHYTH (IPEeANOYHTAH BT HA NPHIOKEHHE), Ype3 GaBHA HHTPABEHO3HA HHXKEKLIMA B
npoabixkeHue Ha S MUHYTH. HHTEpDMHTEHTHA HHTPaBEHO3HA HHMKEKLHA TpAOBa a ce npunara s
NpoabIKEHHE HA 5 MUHYTH 33 NpenopbysaHe B No-roneMu BeHH. MHTpasenosHu nosu ot 50 mg'kg
MM TIO-TOJIEMH, MPH KbpMaueTa .M Aeua Ao 12-roguuiHa Bb3pacT, TpaOBa Aa ce Npuaarar 4upes
uHGy3us. [Ipit HOBOpoAEHH HHTpaBEeHO3HHTE N03KW TPAGBA [1a Ce NPWHIaraT B NpoablicHHue Ha 60
MMHYTH 33 HaMa19BaHe HA TIOTEHIIMATHHA PUCK OT OunupybuHOBa eHuedanonaTUs (BHX TOUkH 4.3 1
4.4). UnTpamycKkynTHOTO NpuioxkeHHe TpabBa 1a ce HMa MNpeaBH, KoraTo NPHACKEHHETO No
MHTPaBEHO3EH LT HE € BL3MOKHO HAM € NO-HEMOAXOAAILO 3a nauvenTa. [Tpy no3v Han 2ge
Heo6X0IMMO HHTPaBEHO3HO NTPHITOMKEHHE.

LledTprakcoH e NpoTHRONOKA3aH NpH HOBOPOAEHH (< 28 nHH), ako WMaT HeoOXOAUMOCT (MH ce
OYaKBa Ja UMAT HeOGXOAMMOCT) OT JIeYeHHe ¢ HHTPABEHO3HH Pa3TBOPH, ChABPKALUH KanlHii,
BKJIFOYHTEHO HETIPEKBCHATH MH(Y3MM HA PASTBOPH, ChABPKALUM KAJILMI, KATO MAPEHTEpAH ..
XpaHeHe, OPaJH PHUCK OT NPELMITHTALMA HA HedTpHaKcOH-Kanuui ( BIKTe Touka 4.3). 7 (i, ;\\

Pazpenutenu, ceabpxaiy kanuui (Hanp. pasTeop Ha Punrep uiun pazteop Ha Xapr
Aa C€ H3NOM3BaT 3a pa3TBapAHC Ha q)J'IaKOHHTe c U.eq:)TpHaKCOH WK 33 TONTBJIHUTENH
pa3TBOpeHHA (PIAKOH 3a HHTPABEHO3HO NPHIOKEHHE, Thil KaTo MOXKe Ja ce obpasys
Hpeuunmaunn Ha uedwpuaxcon-xanunﬁ MOXE Na BE3HHKHE U KOrato I.lCdepHaKCOH



pa3’TBOPH, ChABPIKAIIH KaJLMi B €1HA M CHILA THHKUA 32 HHTpaBeHo3Ha HHy3ua. [1o Ta3u npuuMHa
ueTPHAKCOH H pa3TBOPH, ChAbPKALLM KaJIUMii, He TpAGBa Aa ce CMECBAT WK Ja ce npusarat
eAHOBpeMeHHO (Bx. Toukn 4.3, 4.4 n 6.2).

3a npenonepaTHBHa NpodUIakTHKa HA UHOEKLHH Ha MACTOTO Ha onepauus, uedTpHakcoH Tpabea aa
ce npunara 30-90 MiuHYTH NpeH OnepaTHBHATA HHTEPBEHLIMA.

3a ykazaHWs OTHOCHO pa3TBAPAHETO HA NEKAPCTBEHMS MPOAYKT [IPEAH NPUIOHKEHHE BIDKTE TOYKA 6.6 .

Humpamyckyauo nputoycenue
Lledrpuakcon Antadapma Moke na ce npuiara Ype3 Aba00K0 HHTPAMYCKYJITHO HHDKEKTHpaHe.

HHTpaMycKyTHHTE HHXEKLMH TPAOBa A2 ce MOCTABAT B 007aCTTa H& OTHOCHTEIHO I'OIIM MYCKY,
KaTo Ha €AHO MACTO TpaOBa Na ce HHKEKTHPA He Nnoeeve oT | g.

Thid kKaTO U3MON3BAHUAT PA3TRBOPHTES € PA3TBOP HA JTMAOKAHH, MONYYEHHAT Pa3TBOP HHKOra He
TpabBa Aa ce npunara HHTpaBeHO3HO (BK. Touka 4.3). Tpsi6ea Ja ce B3eMe npeABUA HHPOpPMaLHATA B
KpaTkara xapakrepHcTHRa Ha NPOAYKTa HAa NTHAOKAHH.

4.3 IlporuBonoxkazanns

- CBpBXYYBCTEHTENHOCT KbM Le(TPHAKCOH, KbM APYT LethaloCHOpHH HIH KbM HAKOE OT
NOMOLLHHTE BeLlecTsa, H3Gpoenu g To4ka 6.1,

- AHamte3a Ha TeXKa CBPbXHYBCTBUTETHOCT (HAIp. aHAQHIAKTHYHA peaKLrs} KbM HIKO#R Apyr
BUJ feTa- NaKTaAMHU aHTHGAKTEPUANHM cpeacTBa (MEHUUHIIMH, MOHOOAaKTaMH H KapOaneHemH).

LledTpuakcoH & MPOTHBONOKA3aH NpH:

- [pexneBpeMeHHO poaeHY 10 NOCTMEHCTPYATHA Bb3pacT 41 ceaMHUM (recrauioHHa Bb3pacT+
KaNeHJapHa BL3pacT).

- HoHocenu HoropoaenH (a0 28 AHeBHa BB3pacT)

e ¢ xunepOunnpyOHHeMuUS, KBLITCHHLA WIIH KOKTO KMAT XHNoanOyMyHeMUA HIKX auuao3a,
3aH0TO TOBA €A CHCTOSHHMATA, IPH KOMTO € Bb3MOXKHO [a C€ HAPYUIH CBBLP3BAHETO Ha
onnupybuna*

®  aK0 UMAT HeoGX0AUMOCT (WK C€ OYaKBa Ja UMAaT HEOGXCAUMOCT) OT HHTPABSHOZHO
JledeHHe ¢ KaNLMil WK KalLWi cbabpKattii MHGY3UH, TOpaay pHCK OoT obpa3syBaHe Ha
uedTpHAKCOH-KaNLHEBH MPELMNMTATH (BHXK Touxd 4.4, 4.8 u 6.2).

*In vitro npoy4YBaHHs ca 10Ka3aiH, Y& USPTPHAKCOH MOXE Ja U3MECTH GriHpyOuHa oT MecTaTta
MY Ha CBBP3BaHE CbC CEPYMHHA anOyMHH, BOAEHKH 10 Bb3MOXKEH PHCK OT OUINpYOUHOBa
enuecba.nonaTHa MpH TE3H NMALHEHTH.

[pean HHTpaMycKyaHo npunaraHe Ha ue)TPHAKCOH, KOTAaTO 3a Pa3TBOPUTE CE MU3ION3BA JIMAOKAHH
TpAOBa NpeJBapHTeNIHOAA C& M3KITIOUAT Bb3MOXKHHTE MPOTHBOMNOKA3ZAHHA 38 JIMAOKAUH (BUK TOUKA
4.4). Bukre vadopmaupnaTa B KpaTkata xapakTepHCTHKA Ha NpOAYKTa Ha NWAOKaUH, ocobexo B

HacTTa NPOTHBOIMNOKA3aHHA.

PaBTBOPHTC Ha IJ.CCl)TpHaKCOH, ChAbpiKallH NTHAOKAWH, HUKOTa HE Tpﬂ6Ba Aa Cce NnpHirarat
HHTPAaBEHO3HO.

4.4 CoennaJHH npeaynpexaeHAs® H NpeANAa3HH MEPKH NpH ynoTpeba

PeakiiMu Ha CBPBLXYYBCTBHTENHOCT

PEeaKLMH Ha CBPBXUYBCTBHUTENHOCT (B ToUka 4.8). Peakumure Ha CBPbXUYBCTBHTEN
nporpecupar 40 ciHapoMa Ha Kounis, cepro3Ha anepruiHa peakuus, KoATo MOXe 1
uHpapkT Ha MHOKapaa (Bxk. Touka 4.8). B cyyaii Ha TEXKKH PeakiMH HA CBPBXYYRCT
neueHueTo ¢ uedTpruakcoH Tpabea aa ce Npekparh He3abarHO M Aa ce MPUAOXKAT aae
Mepku. Ipenu 3anoysane na JiedeHHeTo TpAGBa Aa Ce YCTAHOBHM AANH MALMEHTHT UMa



TEXKH PEaKLIHH HA CBPBXUYYBCTBHTENHOCT KbM LEPTPHAKCOH, KbM APYTH LEQaTOCNIOPHHH HIK KbM
KOWTO M fa 6nno apyr Bua 6era NakTaMHO cpeacTBO. AKO LeTPHAKCOH C¢ MPUara Ha NalMEHTH ¢
aHAMHEe3a 33 HEeTeXKa CBPbXUYBCTBHTENHOCT KbM ApPYrd OeTa TakTaMHH CPEACTBa, TOBa TpAdBa na
CTaBa C NOBHULUCHO RHHMaHHE.,

HMa cboOLWHHSA 3a TEXKH KOKHH HEKeNaHH peakumu (CMHApOM Ha Stevens Johnson unu cHHIpoM Ha
Lyell/TokcuuHa enraepManHa HEKPOJIM3a M JIEKAPCTBEHA PEAKLIA ¢ €03HHOGHINA K CHCTEMHH
cumntoMy (DRESS)), kouto Morat aa 6baaT KHBOTO3aCTpAILABAILN MITH $aTATHH BbB BPh3Ka C
JIEYEHUETO ¢ LEPTPHAKCOH; YECTOTATA HA TE3H ChOMTHA 00aue He ¢ W3BeCTHA (BK. Touka 4.8).

BzaumogeficTBUe ¢ NPOAYKTH. ChABPIKALLH KANLWH

Omnucany ca ciyyad Ha (aTanHi peakiulH ¢ MpeLMNUTATH Ha Kanuui-uedTpHakcod B GenuTe apobose
1 6bOpeLnTe NpY HEJOHOCEHH W IOHOCEHH HOBOPOAEHM Ha Bb3pacT noa 1 meceu. IToHe equH oT Tax e
nony4apan ueTpHaKCOH W KaNuyH 10 pa3NuyHO BPpEMe H Npe3 pas/IMuHH HHTPaBeHO3HHW NHHUH. B
HAJIMYHHUTE Hay4HH JaHHH HAMA ChOOLIEHHA 33 NOTBbPAEHA HHTPABACKY/1apHA MpeUUNnUMTaUng npu
NaLUWeHTH, H3BLH Bb3PacToBaTa Ipyna Ha HOBOPOJEHHTE, NeKYBaHH ¢ UeTPHAKCOH M Pa3TBOPH,
ChAbpXKAUIH KATLHH HTH APYTH APOLYKTH, ChAbPKALIM Kanumi. In vitro npoyusaHWaTa Nokasear, ye
HOBOPOJACHHTE HMAT MOBULIEH PHCK OT NPELMITHTALHA Ha LUe(PTPUAKCOH-KAILMH B CPABHEHHE ¢ APYFH
Bb3pPacTOBH IPYIIH.

TpH nauMeHTH Ha BCAKa Bb3pacT UehTPHAKCOH He TpabBa aa ce cMecBa W NIPUiara eAHOBPEMEHHO C
HHTPaBEHO3HH Pa3TBOPH, ChAbPIKALIM KATLMH, AOPH Npe3 pa3nHuHH HHHY3IHOHHHU THHUH WK Ha
pasNUUHK MeCTa Ha HHdy3uda. Benpeku ToBa, NpH nauMenTH Ha BL3pacT Haa 28 aHM uedTpUakcou
pa3TBOPH, ChABPIKALIM KATLHH, MOTaT Ja ce NpUNaraT NocNeIORaTENHO CAHH CeR APYT, aKO ce
M3M0N3BaT HHPY3IHOHHHM THHHH HA Pa3fIMuHH MECTA WIIH aKO WHDY3MOHHUTE NMHHH CE MOAMEHSAT HIIH
ce NpoMHBAT 106pe MEXIY OTAC/IHUTE HHDY3HHU ¢ PUIHONOTHYEH Pa3TBOpP, 3a Aa ce n3derHe
npeunnutauys. [Ipy nauKeHTH, KOUTO Ce HYXKIAAT OT HEMIPEKBCHATA MHDY3US HA pa3TBOPH 3a
TOTATHO napeHTepanHo xpaHeHe (TPN), cbabpkau kanuyi, MeEOHUMHCKHTE CMELHANTHCTH MOTaT 13
obmucaAT ynoTtpebata Ha ApYrH aHTHOAKTEPHATHU CPEaCTBa, NPH KOMTO Hama oA06eH PUCK OT
npeunnuTaums. AKO M3NMoa3BaHETO HA LeTPUAKCOH CE CHUTA 3@ HEODXOAHMO NMPH NALMEHTH,
HYXKAAEILH CE OT HENPEKLCHATA HHQY3HA, Pa3TBOPHTE 3a TOTANHO NAPEHTEPANIHO XpaHeHe H
ueTPUAKCOH MOraT Aa ce MpuaraT €HOBPEMEHHO, HO Mpe3 pasfiiiHK HHQY3HOHHH JIMHHK Ha
paznuuHyu MecTa. KaTo Apyr BapuadT vHGy3MaTa HA pa3sTBOpa 33 TOTATHO NapPEHTEPATHO XPaHEeHe
MOJKE Ja Ce CMpe 3a Nepuoaa Ha HHbY3HA Ha LedTPHAKCOH H HHPYIHOHHMTE TMHUH 13 C& MPOMUST
MEXIY pasTeopHTe (BHK ToukK 4.3, 4.8, 5.2 1 6.2).

IlenvarpyyHa nonyaauns

BesonacHocTTa H ehMKAaCHOCTTA HA USQTPHAKCOH MPH HOBOPOJEHH, KbpMaUeTa H Iela ¢a YCTAHOBEHH
33 JO3UPOBKMTE, ONHUCaHH B JJO3MpOBKA M HAYMH Ha nNpunoxkeHue (BHxk Touka 4.2). [poyuBaHusTa ca
MoKas3any, ye uedTpHaKcoH, MOAOOHO Ha HAKOH ApYry uedanocnopuHn, MOKE Aa H3MECTH
OunnpyOHHa OT cepyMHMS aOYMHH.

[TpunoxeHHeTo Ha LUehTPHAKCOH € NPOTHRONOKA3HO TIPH HEOHOCEHH U JIOHOCEHH HOBOPOJAEHH ¢
PHCK OT pa3sBHTHe Ha OHAMpyOHHOBa enuedanonatha (Bix Touka 4.3).

HMVHOMEHHMDaHa XEMOJIHTHYHA aHEMHA

HMyHOMenuHpaHsa XeMOTMTHYHA aHeMHA € HaOMIOMaBaHa (1PU NALHEHTH, 1OJTy4aBalH
aHTHOAKTEpPHAJIHM CPEACTBA OT Kilaca Ha LedanocnopuHKTe, BKIIOUMTENHO UedTPHAKCOH (BHX TOUKA
4.8). Texkn cnyyad Ha XEMONUTHYHA aHEMU, BIJIOUMTENHO dhaTanHu, ca cbObIaBaHHM MO BpeMe Ha
JleueHue ¢ LuedTPHAKCOH NMPH BL3PacTHHU W Jeua.

AKO JajieH NaLMEHT pasBHe aHeMMS, IOKATO € Ha JieueHHe ¢ 11edTpHaKCoH, Tpabea aa ce
JIHarHO3a aHEMHA, CBBP3aHa ¢ Le]anocnopyH M NPHIOKEHHUETO Ha LehTPHAKCOH Tpab e 7
NpeKpaTH 10 OnpeaensHe Ha eTHOMOTHATA. X

Plyngdet
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IBArOCpOYHO NeUueHHe
[To Bpeme Ha NeyeHKe ¢ roNiMa MPOAbIKHTERHOCT TPAOBa 1a € U3CNEABA NbIHA KPBBHA KAPTHHA HA
pe.ElOBleI HHTepBa.J'II‘I.

KonuT/cBpbXpacTesk Ha HEUYBCTBUTE/IHM MHKPOOPTraHH3IMH

IIpH MOYTH BCHYKHM aHTHOAKTEPHATHH CPECTBA, BKJIIOUMTENHO e TPHAKCOH, ce chobLIaBa 3a KOIMT
H NICEBAOMEMOPAHO3EH KOJIUT, CBbP3aH C aHTHOAKTEPHATHOTO CPEACTBO, KOUTO MOTaT /ia ¢a ¢
pasiiyHa TEKECT, OT JIEKH 40 KHBOTO3acTpallapaiii. 1o Ta3u npuyHHa € BaXKHO Ta3K IMarHo3a jia ce
MMa NpeaBua MpH NaUHCHTH, KOKTO UMAT AHAPHA MO BpEME Ha MK CNiel MPHIOKEHHUETO Ha
uepTprakcoH (Bxk. Touka 4.8). Tpsabea na ce 06MHCIM NpeKpaTiBaHe HA JIEHEHHETO ¢ UEDTPHAKCOH H
npunaraHeTo Ha cneuududHa Tepanusd 3a Clostridium difficile. He Tpabpa na ce n1aBar nekapcTseHu
NPOLYKTH, KOUTO MOTHUCKAT NEPHCTANTHKATA.

Moxe f1a ce NOABAT CynepUHdEKIIHY € HEYYBCTBHTEIHH MHKPOOPraHH3MH, KakTO MPH JIPYruTe
aHTHOaKTepHANIHH CPEACTBA.

Texka 6L6peyuHa W YepHOAPOGHA HEAOCTATEYHOCT
TMpu Texkka 6GBOpeyHa U uepHOAPOGHA HENOCTATBUHOCT € NMPENOPBUUTEIHO CTPHKTHO KIIMHHUHO
MOHUTOpHpaxe 3a Ge3onacHocT H eMKacHOCT (BHXK Touka 4.2).

BzaumoaeHCTBHE ChC CEPONOIHUYHN H3CAEABAHNA

Moske na ce monyuu B3anMoaeHTBHe ¢ TecToBe Ha Kyym6¢, T KaTo e TPHAKCOH MOXKE Aa A0BeAe
10 GamuKMBO MOMOXKMUTENHH pe3ysiTaTh oT TectoBeTe. Lledrpuakcon Moxe na AoBeae H 10 pauuuso
MOJICKUTENHH PE3YITATH OT TECTOBETE 3a ralakTo3eMHsA (BHXK Touka 4.8).

HeeH3HMHHTE METOAHM 3a ONpeeNsiHe HA [JIK0K03a B YPHHATA MOTaT Aa Aa/aT (pallluHBo NoIoXkHTENHH
pesyatati. OnpeaensHeTo Ha IIK03a B YPHHATA N0 BPEME Ha feueHMe ¢ uedTprHakcoH Tpabea na ce
M3BLPLIBA C EH3HUMHH METOIH (BIXK Touka 4.8).

HanuukeTo Ha uedTpHAKCOH MOXkKe (atlUHBO 1a NOHWKH MPUOIM3IHTEHUTE CTOMHOCTH HA KpBBHATa
3axap, NOMyYeHH NPH HAKOM CHCTEMH 32 MOHWTOPHHI Ha KpbBHATA 3axap. Mons, BHXTe
MHCTpYKUHMTE 3a ynioTpeba 3a Besaka cuereMa. [Ipu HeobxoanmocT Tpabea na ce n3nonssar
anTepHATMBHH METO/TM 33 TECTBAHE.

AnTubaKTepHaleH CNeKThp

LledrpyakcoH HMa OrpaHHUYEH CTIEKThP Ha aHTHOAKTEPHANTHO ASHCTBUE H MOXKE [a HE € NoAXoad
KaTo eIMHCTBEHO CPEACTBO 34 JIeUeHHe Ha HAKOM BMIOBE HH(EKLHH OCBEH aKo MaTOreHbT € BEUC
noTebpacH (BWi Touka 4.2).IIpu nonuMukpoSHH HHpeKLHH, TP KOMTO MOAO3HPAHHUTE NATOreHH
BKJTIOYBAT OPraHH3MH, PE3UCTEHTHH Ha LedTpUakcoH, TpabBa a ce 0OMHCIAH NPUIIOKEHNE HA
DOMBAHHTENEH AHTHOHUOTHK.

Vnorpeba Ha JIMAOKAHH

B cnyuaii, ye KaTo pa3TBOPHTEN C€ W3NONI3Ba Pa3TBOP Ha JIWIOKAHH, Pa3TBOPUTE Ha Le)TPHAKCOH
Tps0Ba Aa ce H3NOJ3BAT CaMO 33 HHTPaMYCKY/JTHO HHXeKkTHpaHe. [Ipeau ynotpeba Tpabdea aa ce
NpeLeHaT POTHBOMOKA3aHUATA 33 TMAOKAHH, NPEAYNPEXACHHATA W APYra NPUAokKUMa HHGOpMaLK,
NIOCOYEHa B KpaTKaTa XapakTEPHCTHKA Ha NMAOKaHUH (BHX Touka 4.3).Pa3TBOPBLT HA TMACKAHH HHKOTA
He TpaOBa a ce npHnara WHTPABEHO3HO

XoJeanTHaza
KoraTo npu ynTpa3ByKoBO H3cnenBaHe ce HaOnoaasaT ceHkH, TpabBa 1a ce MMa NpeaBU Bb3MOXKHH
ApeuunuTati ot uedrpuakcoH-kanuui. CeHkH, NOrpelHo NPHETH 33 AUTBYHH KAMBHH, €A T

uedTpuakcod | g win noeeve aHesHo. C ocobeHo BHHMaHue TpaGBa 1a ce noaxoxaa
neauaTpyHiHaTa rnonyianus. Taxuea NPeUMNHTATH H3YE3BAT CNCA NPEKPAaTABAHE HA T



TNpEKpaTABaHe Ha JIEYEHHUETO C LEPTPHAKCOH Bb3 OCHOBA HA OLIEHKA HA KOHKPETHOTO CHOTHOMIEHHE
non3a/puck (B Touka 4.8).

Xonecraza

led NauHuEHTH, EKYBAHHN C uechpHaKcou ca C'bOGluaBaHld CJy4aH Ha NaHKPEATHT, C Bb3MOXKHA
AbYHA 00CTPYKUHA KAaTO eTHONOrHA (B, Touka 4.8). [TpH NoREYETO NALIMEHTH Ca HAMHLE PHCKOBU
CbaKTopPl 3a X0NeCTas3a H yTasiBaHE, Hanp. npeiwecTealla 0CHOBHa TEPANHUA, TEKKO 1abongBaHe
060 napenTepaino xpaHere. He moxe 1a ce H3Kk1104M OTKIII0YBALL, HIIH KOGhAKTOP HA CBbP3aHaTa C
e TPHAKCOH KNbYHA MPEUHITUTALNA

Hedponurtrasa

Hma cvobueHus 3a cnyyan Ha HeponHTHA3a, KOATO € 0OpaTHMa NPy NpeKpaTABaHe Ha TEPaNUATa C
uedTpHakcoH (BHx Touka 4.8). B cumnromaTiuim ciyyan TpabBa na ce U3BLPILH YNTPA3BYKOBO
n3cneapare. Ynorpebara NpH NaUMEHTH ¢ aHaMHE3a 3a HedpoTUTHa3a WK ¢ XHNEpKaauMypus Tpabea
Ja ce OOMUCIIK OT JieKaps Bb3 OCHOBA Ha OLEHKA HA KOHKPETHO CHOTHOLUEHHE MOJI3a/PHCK.

Peakuusg va Apuw-Xeprexaiimep (PAXPAX)

HskoH nauMeHTH CbC CMMPOXETHH HHGEKLIMH MoraT Aa Tonyvar peakuus Ha Spuiu-Xepkexaiimep
(PAX) manko cnen 3anousaHe Ha neveHHETO ¢ uedTpHakcoH. PAX o6HKHOBEHO e caMOoOrpaHHyaBallo
ce ChCTOAHHE HWIH MOXKE [ C€ YTIPAB/ABa Ype3 CHMITOMATHYHO JieHueHHe. AHTHOHOTHYHOTO NleYeHHe
He TpAGBa Aa ce MpekpaTABa, aKO Ce NOSABU TAKABA PEaKlUA.

Enuedanonatus

IIpn ynotpebara Ha uedTpuakcoH ce cbobluara 3a eHuedanonartus (Bx. Touka 4.8), ocobeHo npu
NaLMEHTH B CTAp4ecka BbL3PACT ¢ TexKa cTeneH Ha 6v0peuHo yBpexaaHe (Bxk. Touka 4.2) unu ¢
HapYHICHUS Ha LIEHTPanHaTa HepBHA cUcTema. TIpH ChMHEeHHE 3a eHuedanonaTs, CBbp3aHa ¢
uedTpHaKCcoH (Hanp. MOHWKEHO HMBO HA Cb3HAHME, MPOMEHEH NMCHXHYEH CTATYC, MHOKIOHYC,
KOHBYJICHH), TpAOBA Aa ce 0OMHMCITY NpeKpaTABAHE HA MPHEMA HA LEPTPHAKCOH.

Hatpuii
Iedrpnakcon Antadapma | g npax 3a MHKEKUMOHEH/ HHPYIHOHEH PA3TROP

To3u nexapcreeH npoaykT cbabpska 82,8 mg HaTpuii Ha 1032 oT 1,0 g, KOWTO ca eKBHBAJICHTHH Ha
4,15 % ot npenopvyuteniusa ot C30 MakcHManeH IHEBEH NPHEM OT 2 g HATPHH 3a Bb3pacTeH.

Hedrpuakcon Antadapma 2 g npax 3a MKeKUHOHEH/ MHDY3HOHEH PA3TBOP
To3n nexapcTBeH NPOAYKT cbAbpAka 165,6 mg HaTpwii Ha fno3a ot 2,0 g, KOHTO ca eKBHBANIEHTHHU Ha
3.3 % ot npenopbunTennua ot C30 mMakcHManeH AHEBEH NMpHeM OT 2 g HaTPUiA 3a Bh3pacTeH,

4.5 BaauMopeiicTBHE ¢ APYTH JeKAPCTREHH NPOAYKTH H IPYrA $OpPMH HA B3anMoaeiicTeHe

PazpennTeny, ChAbpKaLIM KaILKMii HanpuMep pasTBOPH Ha PuHrep unu Ha XaptMaH He Tpabea na ce
M3MON3BAaT 3a pazTBapsaHe Ha ¢nakonuTe ¢ [ledrpuakcon Antadapma 1nm 3a JoMBAHHTENHO
pa3spesxaane Ha pasTBOpPeH (UIakoH 3a MHTPABEHO3HO MPUIOKEHYE, 3al1l0TO MOXe 1a ce obpa3yea
npeuunurart. [lpeurnurauns Ha uedTpHakcOR-KaNLKii MOXe a ce MOMYYHM M KOraTo HedTPHAKCOH ce
CMECH C pa3TBOPH, ChABPMALIH KaIlKit B €4HA H CbIIA THHHUA 32 MHTpaBeHO3HA HHY3us.
IledTpuakcon He TpsOBa Aa ce npunara eHOBPEMEHHO ¢ MHTPABEHO3HH Pa3TBOPH, ChIbpHallLH
Kaniui, BKMOYHTENHO HHDY3HH, ChABPXKALIH KaJLXi, HANPHMEpP NapeHTepanHo XpaHeHe npes VY-
obpaseH mbT. BeNpeku ToBa, MPH NaUMEHTH, KOMTO HE Ca HOBOPOIEHH, LIEPTPHAKCOH H Pa3TBOPH,
CbAbPIKALIM KaJILMii, MOTAT 1a C€ NPHAraT MOCJIEN0BATENTHO €AHH Clleq APYT, aKO HH(Jl)y3HOHHHTe
JIMHHM c€ NpOMHBAT 100pe MexAY HH(DY3UUTE CbC ChBMECTHMA TEYHOCT. In vitro npoyuea -
M3MON3BaHE HA N1a3Ma Ha Bb3PACTHH H HOBOPOAEHH OT KPbB OT MbNHATA BPbB [I0KA3BAT, X
HOBOPOJEHHTE MMa NOBHLIEH PHUCK OT MPELMNHUTALNSA Ha LeTPHAKCOH-KALMIE (BHXK TQ /4
44,48n6.2).

EanoBpeMeHHaTa ynoTpeba ¢ aHTHKOAryIaHTH 3a NEPOPATHO MPHIOKEHHE MOXKE 1a YRE
Ha aHTHBHTaMHK K 1 pucka oT kbpeeHe. [Ipenopbusa ce yecTo npocneasBaHe Ha MeKA
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HOpPMaIH3HpaHo cboTHoweHHe (INR), kaTo no3upoBKaTa Ha 1eKapCcTBOTO ¢ edeKT HA aHTHBMTAMUH K
C€ KOpMIrupa ChOTBETHO KAKTO MO BpEME, TAKA H Crejl ISUEHHE Ha UEQTPHAKCOH {BHK TO4Ka 4.8).

Hma npoTHBOpPEYHBY JaHHH 3a MOTEHIIMATHO NOBHILEHHE HA DbOpeyHaTa TOKCHYUHOCT Ha
AMHHOTJTHKO3UAKTE, KOTaTo c€ M3Moa3ear ¢ uedanocnopuuy. B noaobuu cnyuau Tpadea CTpHKTHO ra
¢e Cna3sa Npenopbu4TeIHOTO MOHHTOPUPAHE HA HUBATa Ha aMHHOTIMKO3WAMUTE (M GbOpeunaTa
(hYHKUHA) B KIHHHYHATA MPAKTHKA.

B eaHo in vitro mpoyuBaHe ca HabNI0JaBaHH aHTAFOHHCTHYHU eeKTH TPH KOMGHHALIMA Ha
xnopaMbeHukon H uedTprHakcoH. KNHHHYHOTO 3HAYEHHE HA Ta3H HAXOJKA HE € H3BECTHO.

Hama choblieHus 3a B3aHMOACHCTBHE MexKAy LeTPHAKCOH M NEPOPaNHK NPOAYKTH, ChABKAIIH
KanUuil WIH B3aUMOAECHCTBHE MEXKAY MHTPaMYCKYJTHO NPHUNOKEH LEGTPHAKCOH W NPOAYKTH,
ChAbPHKALIH KATUMH (MPHIOKEHH HHTPABEHO3ZHO HIH NPHETH NEPOPANTHO).

IIpx naumenTy, NekyBaHH ¢ UedTprakcoH, TecT Ha KyyMOc Moxe na nokaxe GaniiiBo NoNOKHTENHH
pesynTaTH.

HedTpuakco, nogoGHO Ha ApYTd aHTHOHOTHLM, MOXKeE Na A0BeAe A0 (PAIIHBO MOSOKHTENHH
PE3YNITATH OT TECTOBE 32 rAaKTO3EMHUA.

Ilo cBInMA Ha4HH, HEEHIHMHHUTE METO/IH 3a ONpPEaE/SHE HA rOKO3a B YPpUHATa MOraT Aa Aajiat
danuMeo nosomKUTeNHH pe3ynTaT. [1o Tazu npuyMHa oNpeacnAaHeTo HA HUBOTO Ha [VIIOKO3a B
YPHMHATA NO BPEME Ha JICUEHHe ¢ LeTPHAKCOH TpAOBa Na ce M3BBLPLLM C EH3UMHH METOH.

He e nabmoaasano BnowapaHe Ha 6bOpeunaTa GyHKUHS Ched ¢AHOBPEMEHHO NIPUIAaraHe Ha BHCOKH
J034 LEPTPHAKCOH H MOLLHM JuypeTHUH (Hanp. ¢ypo3eMua).

EnHOBpeMEHHOTO NPUNOKEHHE HA NPoBEHELM peayLHpa eENMMHHUPAHETO Ha LeGTPHAKCOH.

4.6 DepTHaAHTeT, GPEeMEHHOCT U KbPMEHe

bpemeHHocT
LlepTprakcon npemuHaea npes nnaueHTHara 6apuepa. MIMa orpaiHuedy aannu ot ynotpebarta Ha

uedTpuakcoH npu Gpementn xenu. [IpoyusaHusTa NPH HHBOTHH HE NOKA3BAT NHPEKTHH HITH
HHAHPEKTHH BpeAHH eheKTH, CBBP3aHU ¢ eMOPHOHANTHOTO/(eTaNHOTO, EPHHATATHOTO H
MOCTHATAIHOTO pa3BUTHE (BHK Touka 5.3). IledTpHakcoH Tpadea na ce npunara o BpeMe Ha
GPCMSHHOCT H NO-CNICUHATHO B MBPBUA TPHMECTDbp HA 6pemeHHOc1'ra, ¢aMoO aKko nonzara npcavinaea
pHCKa.

Kvpmene
HedTprakcoH ce eKCKpeTHpa B KbpPMAaTa B HUCKH KOHUCHTPALLMH, HO NPH TEPANIEBTHYHH 103H Ha

uedTPHAKCOH HE Ce ouaKkBaT edeKTH NpH KbpMaueTaTa. BLIpekHd TOBa He MOXE /14 C& H3KIIOUH PHCK
OT auapua ¥ rbbH4Ha MHdiekLMs Ha urasulnTe. Tpabea Ja ce MMa NpeaBua Bb3MOXKHOCTTA 32
ceH3ubuIM3anma. Heobxonumo e na ce BleMe peLlieHHe NanH a ce MPEYCTAHOBY KbPMEHETO WiM Aa
Ce MpeyCTaHoBH/ [1a HE Ce MPHJIOXKH TEPaNUATa ¢ LUedTPHAKCOH, KATO Ce B3EMAT TNPeaBHK 110/13aTa OT
KBPMEHETO 32 JIETeTO M N013aTa OT TEPaNHATa 3a KeHara.

Deprunvrer
PenpoayKTHBHHTE NPOYUBAHHUA He Ca NOKA3anH NaHHU 38 HEXENaHH PeaklUnH BbpXy peprunnteTa

MpPH MBIKE H XKEHH.

4.7 EdekTH BEPXY cnoco0HecTTa 3a modupane ¥ patoTa ¢ MAMMBH e
sty
~ -

[lo BpeMe Ha neuenue ¢ LedTPHAKCOH MOTAT Aa BbIHHKHAT HEXKENAHH PeakiiuH (Hanp.
KOHTO MOTaT [1a MOBIUAAT CNocoOHOCTTa 3a wodupaHe v pabora ¢ MauMHK (BHXK TOY
[Taunenrute Tpa6Ba fa ca BHUMATENHH NPH WodUpaHe Wid paboTa ¢ MaIUKHHK,
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4.8 Hexenann JeKaApCTBEHH peakuHy

Haii-uecto crobmasanute ChOHTHA 33 LEPTPHAKCOH ¢a €03UHOMUIHS, IEBKOMNEHNA,
TPOMOOLUMTONEHUA, HapHs, OOPHB H NMOBHILEHHE HA YEPHOAPOOHHUTE EH3UMHU.

JaHHHTE 3a ONpeaeNaHe Ha YeCTOTATA HA HEXETAaHUTE PeakLMK Ha UuedTPHAKCOH ¢a NONYYEHH OT

KJIHHHYHH NMpOyY4BaHHA.

CrenHaTa KOHBEHLIHS € H3NON3BaHA 3a Knacuquaum Ha 4eCcTOTaTa:

MHoro uectH (= 1/10)

Yectn (= 1/100 no < 1/10)
Heuecru (= /1000 oo < 1/100)

Peaku (= 1/10000 no <

1/1000)

C Hen3BecTHa 4ecTOTa (OT HANWYHHTE JAHHH He MOXe aa Gbae HanpaBeHa OLIEHKa)

CucremHo-opranen kiaac Yecrn \Heqecm Peaxn C nensBecTHa
vecToTa”
[Mupexumu 1 HHecTaLHK ['enuTanHa [NceBnoMeMOpa- [CynepuHdekums °
reOHyHa HHGEKLMS [HO3eH KOTUT®
Hapywennd na kpvBra v |[EosuHodunus ['paHynoUNTO- XeMOMUTHYHA
numHaTa cuctema UleBkoneHus neHHs aHeMu’
[TpomboumuToneHus |AHeMHs ArpaHynouuTosa
Koarynomnarus
HapywieHrns Ha MMyHHara AnadunakTHUeH LWOK
cHcTeMa AHadHnaxTHunHa
peakLus
AHadHiakronana
peakLus
CBpBLX1YBCTBH-
TENHOCT®
Peakuus Ha Apuue-
Xepkexabimep (PAX)°
HapyweHus Ha HepBHaTa ['naBobGonue Enuedanonarus Mspy
cHcTEMa 3amasHocT
HapylieHus Ha yxoTo u CRreTORBLPTEXK
nabupuHTa
ChpaeyHH HapyLUIeHHA Cunapom Ha Kounis
PecniupaTopHM, TPBLAHH K BpoHXocnazLM
MeIHACTHHAIHH
HapyleHus
ICTOMaLLHO-YpeBHU uapus® I"anene [MaukpeaTut®
HapyLUeHHA Peaxu wznpaxnenns [ospbluade CTomaruT
I'nocuT
XenaroGunuapuu IloBuiieHN [Tpeunnuraums B
HapylUEeHHS 4epHOAPOOHU bKABUHUA MeXy p®
€HIUMH KepHukrep
Xenarut®
Xonec

XEN
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HapyuieHns Ha koxaTa u  [O6pue [Ipyputyc Y pTHKapus CHHApPOM Ha
MOJKOKHATA ThKaH Stevens Johnson®
TokcuuHa
endaepManHa
HEKpOJIH3a®
Epurtema
MynTHhOopme
OcTtpa
reHepanH3upaHa
€K3aHTEMATO3HA
nycTyno3a
UlexkapcTBeHa
peakuus ¢
eosrHOGUIHS H
CHCTEMHH CHMITOMH

(DRESS)®
Hapyluenus Ha 6s6peumTe Xemarypus Onurypus
W NHKOYHWUTE TTHTHLIA Imiokosypua  |bubpeuna
npeuxnuTanm1a
(oGpatuma)
OO HapyLIeHHs U Dnebur Orok
eheKTH Ha MACTOTO Ha bonka Ha MacToTo |BTpucade
NpUIIKEHHE Ha UHDKEKTUPaHe
[Tupexcus
H3cnenBanus [ToBHIIEHW HHBA HA| danwubo
KpeaTHHHH B MONOKHUTENEH TECT HA
KpbBTa Kyymbc®
Daninnpso
NONOKHTENEH TECT 32
ranakroseMus’
Danuiveo
NONOXKHTENTHH

HEeeH3UMHH MeToAH
3a ONpPEacaane Ha
rnoko3a’

 Bb3 0CHOBA Ha MOCTMapKETHHIOBH cboOWWEHHA. T KaTO Te3M peaklHy ce ChoblaBat 106pOBOIHO
OT NOMYJAaLHKA ¢ HECHTYPEH pa3Mep, He € Bb3MOMKHO HaNeKAHO Aa Ce OLEHH TAXHATA YECTOTA, KOATO
CIleI0BATENHO C& KATErOpH3HpPa KATO HEW3BECTHA

8 Buskre Touka 4.4

*O6HKkHOBEHO OOPaTHM MPH MPEKPaTABAHE HA LIEDTPHAKCOH

Onucanue Ha u3OPAHYU HeXCEAANY PeaKyuy

Hubekuun ¥ uHbecTaliu
Cpobuiennd 3a anapus cien ynotpebarta Ha uedTpuakcoH Morat aa 6baar cebp3anu ¢ Clostridium
difficile. Tpa6sa na ce npunara NOAXOAALIO JeUEHHE C TEYHOCTH U EJIEKTPOIHTH (BX. Touka 4.4).

IpeumnnuTauns Ha uedTPHAKCOH-KANLHEBa coN
Penku, TexKH H, B HAKOH CyYaH, GaTallHH HEXKENAHH PEaKLMH ca ChoGILaBaHH MpH HENOHOCEHN 1
JOHOCEHH HOBOPOJEHH (Ha BB3pacT < 28 AHM), KONTO Ca NEKYBAHH C HHTPABECHO3CH LEPTPUAKT
Kanuui, [Tpeunnutatd ot nedrpuakcoH-kaniMesa con ca Habaogasauu B Genure Apod
6n6peuvre post mortem. BUCOKHUAT pUCK OT NMPELIMITHTALNA IPU HOBOPOAEHH CE ALK
KPBBEH 06eM M Ha MO-ABIrHA NOMYKHUBOT Ha LEPTPHAKCOH B CPABHEHHE C TO3H NPH B
Toukn 4.3,4.4n 5.2).
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Hma cboluieHus 3a ciydad Ha NPELIMNHTALIMA Ha 1IeTPUAKCOH B IMKOYHHUTE bTHLIA, FNIABHO (1pH
Aeua,NeKyBaHu ¢ BUCOKH A03y (Hanp. > 80 mg/kg/nen wau ¢ obuiu ao3n nan 10 g) ¥ npu Kouto e
HMaJo ApYry PHCKOBY HaKTOPH (HANp. AEXHUAPATALMA WK NOCTeNeH pexxum). Toa cbOHTHE MOXeE aa
€ aCHMIITOMaTHYHO HITH CHMIITOMaTHYHO H MOXE [a A0Bee 10 3alyLIBaHe Ha ypeTepa U ocTpa
6BLOpeuHa HEeOCTATBHHOCT, HO OOHKHOBEHO € 00paTHMO NpH NpeKpaTABaHe HA JICYEHHETO ¢
uedTpHaKCOH (BHK TOUKa 4.4).

Habmonasana e NpeUHnHTALIMS Ha LeTPHAKCOH KAMLMEBa COJl B HITbUHHS MEXYP, FaBHO LPH
NaLKeHTH, JIEKYBaHH ¢ J03H, [10-BUCOKH OT NpenopbuMTenHaTa CTaHAapTHa 103a. [pu acua
NPOCNEKTHBHH MPOYYBaHHA Ca MOKa3anyi NPOMEHIHBA YECTOTA HA NPELUITUTALMSA TPH HHTPABEHOIHO
npunoxketne - Haa 30 % B Hakow npoyuBaHua. YecToTaTa M3rnexaa no-HUCKka Npu GaBHa uHGy3MA
(20- 30 munyTH). To3n ehekT OBUKHOBEHO € ACHMNTOMATHYEH, HO B PEAKH CJIyHaH PELHNUTATHTE Ca
OWITH NPUApYKEeHH OT KIMHUYHA CHMINTOMH KaTo Gornika, raaese 1 nospbiuane. B Tesn ciayuau ce
npenopLYBa CUMMNTOMATHHHO JedeHue. [lpenunuraunsTa 06MKHOBEHO e 0GpaTUMAa NPH NpeKkpaTaBaHe
Ha uedTpHakcoH (BHX TouKa 4.4).

Cnofinapane Ha NOAO3UPAHH HEKENAHH PEAKLIMH

CrobapaneTo Ha MONO3MPaHH HEXENAHW PEaKlMK el paspelnaBaHe 3a ynoTpeba Ha JIEKapCTBEHHs
NPOAYKT € paskHo. ToBa no3BonsABa 1a NPOABLAKH HAOIIOAEHHETO HA ChOTHOLWIEHHETO NOM3a/PUCK 3a
NIeKapCTBEHHS NpoAyKT. OT MEAHLIMHCKHTE CNELIHAIMCTH Ce M3MCKBA Ja ChODLIABAT BCAKA NOAOIUPaHa
HEXeNlaHa peakLna upes:

HanbnnutenHa areHuus mo nekapersata

vil. ,,JIamad I'pyer” Ne §

1303 Codna

Brirapua

Ten.: +359 2 8903417

yeGcaliT: www.bda.bg
4.9 Ilpenozupane
I1pn npeno3upaHe MOraT a ce NOABAT CHMITTOMM Ha rajicHe, NMoBpbllaHe U auapua. KoHuenTpaumure

Ha 1eTPHAKCOH He MOTaT 1a 6bAAT HAMANIEHH Ype3 XEMOANAIIH3A WAH MEPUTOHEATHA IMann3a. Hama
crneurpuyer aHTHAOT. JIeYeHHETO NpH NPefo3HPaHE € CHMIITOMATHYHO,

5.  ®APMAKOQJIOTHWYHH CBOHCTBA

5.1 @apMakoAHHAMHYHH CBOHCTBA

(apmakoTepaneBTHYHA rpyna: AHTHOAKTEpHANHH CPEACTBA 3a CUCTEMHA yNnoTpeba, TPETO NOKOIeHHE
uedanocnopunn, ATC koa: JO1DDO4,

MexaHuisM Ha aeiicTBHE

LledTprakcon HHxHGHpa cHHTe3a Ha GaKTepHanHaTa KIETEYHA CTEHA Cl€/l NPUKPENBAHE KbM
neHHUMNHA-cBbp3BalluTe npotenHH (IICTT). Toea npyUuKHABa NpekbCBaHe HA GHOCHHTE3A Ha
KJIETbYHATA CTEHa (NENTHAOTIMKAH), KOETO BOM J0 JIM3HPAHE H CMBPT Ha GaKkTepHanHaTa KIeTKa.

PesnctenTHoCT
bakTepuanHaTta pe3UCTEHTHOCT KbM LEPTPHAKCOH MOXKE Ja e AWTKH Ha €AHH WK MOBEYE OT
CNEIHHUTE MEXaHU3MH:

. XWapoAn3a ot DeTa-naKTasMH, BKIIOHHTENHO §eTa 1akTa3Mu ¢ paswnpeH cnektbp (B
kapbaneHemasu 1 Amp C eH3MMH, KOMTO MOTaT A3 Ce HHAYLUMPAT WK Aa Ce AePeTPeCHI) &m
npu onpeaeneny aepobuu I'pam-oTprLaTeNHU GaKTEpHAIHH BUIOBE.

. HamaneH agHHUTET Ha NeHHLUWIWH-CBbP3BALIMTE NPOTEUHH 3a e TPHAKCOH,
. HEMPOMYCKIHBOCT HA BbHUIHATA MeMOpaHa npy [ paM-OTpHUATEIHMTE MHKPOO
. Bakrepuaniu ehayKCHH MOMNH.
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IIparosu cTOHHOCTH NPH TECTBAHE 33 YYBCTBUTENOCT
[TparoBHTe CTORHOCTH 332 MHHHMaNHA HHXUOHTOpHA KoHueHTpauus (MHK), ycranoseHH ot
Epponelickara KOMUCUA 3a TECTBAHE Ha aHTUMHKpoOHaTa uyBcTBUTENHOCT (EUCAST), ca cienuure:

TlaToren Tect ¢ paspexaane (MHK, mg/)
YyBcTBHTEICH Pe3ncTenTen
Enterobacteriaceae <1 >2
Staphylococcus spp. a. a.
Streptococcus spp. (Groups A, | b. b.
B, Cand G)
Streptococcus pneumoniae <0.5¢ >2
Viridans group streptococci <05 >0.5
Haemophilus influenzae <0.12¢ >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitidis <012 >0.12
Non-species related <14 >2

a. HyBCTBUTENHOCT , MOApa3bupallia ce OT HyBCTBHTENHOCTTa KbM LEGOKCHTHH

b. UyscTBHTEMHOCT, NoApa3bHpalia ce OT YyBCTBHTEIHOCTTA KbM NEHHIWIHH

¢. Uzonature ¢ MUK Ha uedTpuakcoH Haa nparoBaTa CTORHOCT 3a JyBTBHTENHOCT Ca PEAKH H AKO Ce
OTKpHAT,TpAGBa 1a 6bIaT TECTBAHH MOBTOPHO H ako ObAaT NOTBLPAEHH, TPAOBA j1a C€ U3NPATAT KbM

pedepenTHa nabopaTopus.

d. [TparoBuTte CTOHHOCTH C€ OTHACAT 34 HEBHA HHTpPaBeHO3HA 1033 oT 1 g x | 1 BUCOKa 1032 OT Hak-
Mako 2 gx 1.

KnavHuuHa EQHKHCHOCT cpeuly CHCQHQ)HHHH NaTorcHU

PasnpoctpanenneTo Ha npuaoOHUTaTa PE3UCTEHTHOCT MOJKE JIa BapHpa reorpadcku U BbB BPEMETO 3a
H30paHy BROOBE M 3aTOBa € HeoDX0AMMA MECTHA HHGOPMaLMA 332 PE3SUCTEHTHOCTTA, 0CODEHO NipH
NeyeHHe Ha TeXKH HHpeky. TIpn HeobxoauMocT, TpabBea 1a ce ThPCH eKcliepTer CbBET, KOraTo
JIOKANAHATA YeCTOTA HA PE3MCTEHTHOCT € TaKara, 4e NMOCTaBs MO BBIAPOC NON3aTa OT HepTPHAKCOH
NpH NOHE HAKOH BHAOBE HHMEKLIHHK.

O0nuaHHO YYBCTBHTE/THH BHIOBE

['pam-nonosxkutenHu acpodu

Staphylococcus aureus (METHLMITHH-4yBCTBHTENHK )
Staphylococei coagulase-negative (METHUHITMH-YYBCTBUTETHAN )
Streptococcus pyogenes (I'pyna A)

Streptococcus agalactiae (T'pyna B)

Streptococcus preumoniae

Streptococci ot rpyna Viridans

[pam-oTpuiarentu aepobu
Borrelia burgdorferi
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

s m———

Neisseria gonorrhoea I
Neisseria meningitidi 7w Y N
eisseria meningitidis N (A
Proteus mirabilis & il N
Providencia spp. %:

Treponema pallidum

BHjoBe, 33 KOHTO NPHAOGHTATA Pe3HCTEHTHOCT MOKe /12 IPEACTABIABA NPYGN
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['paM-nonoxuTenHu aepobu

Staphylococcus epidermidis’

Staphylococcus haemolyticus
Staphylococcus hominis

I'pam-oTpuuatenty aepobu
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli®
Klebsiella pneumoniae”™
Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens

Anaepobu
Bacteroides spp.

Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

YCTOHYHBH M0 CBOATA CHIIHOCT OpraHHIMH

[paM-noiokKUTEIHH aepobu
Enterococcus spp.
Listeria monocytogenes

I'pam-orpuuarenuu aepobu
Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maitophilia

Amnaepobu
Clostridium difficile

Ipyr:

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

* BCHYKH METHLMIIHH-PEIUCTEHTHH CTAQHIIOKOKH €A PE3HCTEHTHH KbM L TPHAKCOH.
" YectoTa Ha peaucTeHTHOCT >50% B Hail-Manko eJuH peroH
* BJIPC npolyUMpallluTe LAMOBE CA BUHATH PE3UCTEHTHH

5.2 @®apMakOKHHeTHYHH CBOHCTBA

AbGcopbuus

Humpaeenosno npuioxcenue
Cnen wHTpareHo3HO Honyc npunoxenne Ha uedtpuakcon 500 mg u 1 g, cpeaHuTe nu
HHBA Ha LedTpHaKCcOH ca cboTBeTHO Mpubnu3uTenHo 120 u 200 mg/1. Cnen uuTpase,
Ha nedrrpraxcod 500 mg, 1 g u 2 g, nnazmMeHKTe HHBA HA UETPHAKCOH Ca CHOTBETH
80, 150 u 250 mg/I.
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Hnmpauvcxmno RPUROINCERHUE

Cren MHTPaMyCKYJIHO HHKEKTHPAHE CPeJHMTE TMKOBH IL1a3MEHH HHBA Ha LedTpHaKkcoH ca
NpUOIH3UTENIHO HAMONOBHHA HA HabliolaBaHUTE Cle/l HHTPABEHO3HO NPUIIOKEHHE HA EKBUBAJIEHTHA
no3a. MakcuManHaTa njja3smeHa KOHLEHTpauMs ciel eAHHUYHA 1032 OT | g HHTPaMYCKYITHO € OKOJIo
81 mg/1 u ce noctura 2 - 3 yaca caea npuiackeHue. [lnowrra noa KpuBara Ha NnasMeHa
KOHLEHTpaLIHA-BpeME ClE MHTPAMYCKYJIHO MPHI0KEHUE € SKBUBAIEHTHA HA Ta3W ciea
HHTPAaBEHO3HO NPHIMKEHHE HA EKBHBAIEHTHA J103a.

Pasnpeaenenue

O6eMbT Ha pa3npeeneHue Ha uedTpHakcoH € 7 - 12 |. KOHLEHTpauuKy, HAAXBLPIALLH MHHUMAIHUTE
MHXHOHTOPHM KOHUEHTPALHH Ha Hall-BAKHHTE MATOrEHH, C€ OTKPUBAT B ThKAHWTE, BKITIOYHTENHO
Genute npobose, CLPUETO, KABYHHTE NBTHILA / YePHUS Ap0D, CNUBHUMTE, THFABULIATA HA CPESHOTO
YXO M HOCA, KOCTHTE Y B LepeOpOCNHHANHATA , MICBPATTHH, NPOCTATHH H CHHOBHAIHM TeYHOCTH. [Ipn
MHOTOKpaTHO rnpunokeHHe ce Habnoaaea 8 - 15% yBenvueHue Ha cpeaHaTa MHKOBA Ma3MeHa
KOHUEHTpAaLUUA (Ciax); CTAUMOHAPHO CHCTOSHHUE CE ROCTHA B MOBEYETO CNTyYau B paMKuTe Ha 48 - 72
4aca B 3aBUCHMOCT OT HAYHHA HA NMPUITOKEHHE.

Ilpornuxsane 6 onpedenenu moxany
HedTpuakcoH npoHHkea B MeHHHIHTE. [IpOHMKBAHETO € HANH-TONIMO, KOTaTO MEHHHIHTE Ca

Bb3naleHH. MMa chobienns, ye cpeaHHTe NMHKOBH KOHLIEHTPALUMH Ha LEPTPHAKCOH B JIMKBOPA NPH
NaLKEHTH ¢ DaKTepHaleH MEHHHTHUT ¢a 10 25 % OT Nia3MeHUTe HHBA B CPaBHEHHE ¢ 2 % OT
T1a3MEHMTE HUBA MPH MALMEHTH C HEBb3AANEHH MEHHHIH. [IMKOBHUTE KOHIIEHTpAIIHH Ha
LedhTPHAKCOH B JIMKBOPA CE JOCTHraT NpHOAN3NTenHo 4-6 Haca Cliel HHTPABEHOZHO HHKEKTUPAHE,
Ledrpuakcon mpeMHHaRa nnhaueHTapHata Gapuepa U ce €KCKPETHPA B KbPMAaTa B HUCKH
KOHLIEHTpaLHH {BK. TOUKa 4.6).

Cevpssane ¢ npomeunu

LedTpuakcon ce cabp3sa 06paTHMO ¢ anbymuHa. CBLP3BAHETO C NNa3MEHUTE NPOTEUHH € OKOIIO 95%
MpH NiasMeHH xoHueHTpaurk noa 100 mg/1. CBbP3BaHETO € HACHILIACMO M CBBP3AHATA YacT
Hama/faBa ¢ MOBHLIABAHE HA KOHLIeHTpauMaTa (A0 85% npu nna3MeHa koHueHTpauus ot 300 mg/1).

Buorpancdopmanns

LledTprakcoH He NpeThpNABa CHCTEMEH MeTabOoIMIBM, HO CE NIPEBPhILA B HEAKTUBHH METAOOIUTH OT
upeBHaTa (opa.

EnnmuHupane

IL1a3MEHHAT KNHPBLHE Ha O6IIMA UedTPHAKCOH (CBBP3aH ¥ HecBBp3aH) € 10-22 ml/min. buGpeunmnat
KNHpBHE € 5-12 ml/min. 50-60 % oT ueTpHAKCOH Ce EKCKpeTHPa HENMPOMEHEH B YPHHATA, OCHOBHO
4pe3 rioMepyHa puntpauus, nokaro 40-50 % ce eKckpeTHpa HENPOMEHEHH B /1hUKATA.,
ENHMWHALMOHHHAT NONYKUBOT Ha 06IKA USHTPHAKCOH IPH BL3PACTHH € oKono 8 yaca.

llayuenmu ¢ 6v6peuno wiu uepHOOPOGHO yapedcoane

[Tpu naumenTH ¢ 606peuHa unH YepHoApoOHa AUCPYHKLNA (apMaKOKHHETHKATA Ha UCTPHAKCOH ce
NPOMEHA MHHUMAITHO C IEKO yABKABAHE HA MOMY>KHBOTA (I10-MAJIKO OT [1BA ITLTH), AOPH [IpH
NAlHEHTH ¢ TEKKO HapylleHa 6bOpeuna dyHKUMA.

CpaBHHTENHO MAKOTO yABIKABAHE HA NONYKHBOTA NMPH GbOpeuno yspexnane ce 0bacHABa ¢
KOMMEHCATOPHO NOBHILIEHWUE HAa HEOBOPEUHHA KIMPBHC, MONYYABAILO CE B PE3YATAT HA HA
Ha CPBP3BAHETO ¢ NPOTEHHHTE K CLOTBETHO YBENHUeHHe Ha HeOBOPeUHHS KIIHPBHC Ha
LedTpHaKCcoH.

[Ipu naumeHTH ¢ YepHOAPOOHO YBpEXAaHE ETUMHHALMOHHHUAT MONYXXKHBOT Ha uedTp
yObKaBa BCNEACTBHE HA KOMIEHCATOPHO YBeNHUeHHe Ha GuOpeunus kanpbHe, Tosa
yBenHuaBaHe Ha cBobo/IHaTa (paKLH HA UEPTPHAKCOH B NJIA3MATA, KOETO JAOMPHHAC
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Hab0A3aBaHOTO MapaZIoKCAIHO YBeIHUeHHE Ha o0LINA IEKapCTBEH KIIMPBHC, C YBENU4YeHHe Ha obema
Ha pa3snpezeseHue, NAPaneNHO HA TOB& HA OOLLIMA KIHPBHC.

Hayuenmu e cmapuecka ev3pacm
IMpy MalMeHTH B CTapuecKa BB3PacT Haa 75 FOAHHM, CPEAHUST ENUMHHALMOHEH NMONYKHBOT
OBHKHOBEHO € ABA J0 TPH NBTH [10-TONAM OT TO3H NPU MIIAAH BB3PACTHH NALHEHTH,

Heduampuuna nonyviayun

INony>xMBOTBT Ha LiedTPHAKCOH € Yab/XKeH NpH HoropoaeHH. Ot paskaaHeTto a0 14-qHeBHA Bb3pacT
HHMBaTa Ha cBODOACH LeTPHAKCOH MOTaT fa c€ MOBHLIAT AONBAHHMTENHO OT GaKTOpH, KaTo HaManeHa
rnoMepyJiHa pHATpaLKA H POMeHEeHO CBbP3BaHE C MPOTEMHH. B nepHoIa HA ACTCTBOTO
NONYAKHBOTBT € NTO-HUCHK, OTKOMKOTO IIPH HOBOPOJEHH UAY BB3pacTHH. IlnazMeHnsaT kKiupbHC H
00eMBT Ha pasnpeaencHue Ha oM UedTPHAKCOH ca NO-roAeMH NPH HOBOPOAEHH, KbPMaveTa 1
Jeua, OTKOJIKOTO TIPH Bb3PacTHH.

JINHeHHOCT/HENHHEHHOCT

(DapMakOKMHETHKATa Ha LeTPHAKCOH € HEJIHHEHHA H BCHYKH OCHOBHH (PapMakOKHHETHYHH
NoKasaTeJlt, C U3KIIOUEHHE HA €TMMHHALMOHHHSA MOMYXHBOT, Ca 10303aBHCHMH, ako ce 6a3upar Ha
oflara nekapcTBeHa KOHUEHTPALHA, NOBMLIABAHKH ce No-c1abo OT NPOMOPLHOHANHO ¢ 103aTa.
HenunetfiHocTTa ce IB/DKH Ha caTypaumns Ha CBbP3BAHETO C MIA3MEHHTE MPOTEMHH W 3aTOBA Ce
Hab:ronaea 3a 06GIHA NAa3MeH UeTPHAKCOH, a He 3a cBOOOAHMSA (HECBBP3aH) e TPHAKCOH.

Bpb3ka dapMakokuHeTHKa-papMakoIHHAMHKA

Kakro npu apyru 6eTa nakramH, HHACKCHT (papMaKOKHHETHKA-(PApMaKOHHAMMKA, NOKA3BAlL Haki-
nobpaTa kopenaums ¢ in vivo edHKacHOCTTA, € NPOLIEHTLT OT MHTEPBANA HA 103HpaHe, B KOHTO
KOHUEHTPALHATA Ha HECBBP3aHO JIEKAPCTBO OCTABA HAl MHHHMANHATA HHXHOWTOPHA KOHUEHTpaUMs
(MHK) na uedrpuakcoH 3a oTnenHUTE TAPreTHH BUaose (T.e. % T > MHUK).

5.3 Ilpeax.;HHHYHH JaHHH 3a GezomacHocT

HMa naHHHW OT Npoy4YBaHWA NPH XXHBOTHH, Ye BUCOKUTE 1034 KAaNLMEBA COJT HA LEDTPHAKCOH BOAAT 10
00pa3yBaHe Ha KOHKPEMEHTH H NPELUIIHTATH B HUTLYHHA MEXYD Ha KyueTa W MailMyHH, KOETG e e
okazano o6paTumo. IIpoyuBaHUATa NpH XKHUBOTHH He ca AaiH JAaHHH 3a PEeNPpOAYKTHBHA TOKCHYHOCT M
reHoTokcHuHOCT. He ca npoBexxaaHu NpoyuBaHUA 332 KAHUEPOreHHOCT HA UEedTPUAKCOH

6. ©OAPMAINEBTHYHH JAHHHA
6.1 Coucbk HA NOMOIIHHTE BelIeCTBA
Hama

6.2 HechbBMeCTHMOCTH

B®3 0CHOBa Ha JINTEPATYPHH ROKTAAW LeTPHAKCOH HE € CbBMECTHM € aMCaKPHH, BAHKOMMLIMH,
(yKOHA30N H AMHHOFIIMKO3KWAK H abeTanon.

To3u nexapcTeeH NPOIYKT HE TPAOBA Aa ce CMECBA C APYTH JEKapCTBEHH NPOAYKTH, C H3KTIOHEHUE. HA
NIOCOYEHHTE B TOYKa 6.6. )
IMo-crieumanyo paspeanTev, ChAbPXKAtlH Kanuuii (Hanp. pa3TBop Ha PuHrep, pa3TBop
He TpabBa na ce W3NOM3BAT 33 PEKOHCTHTYHpPAHE Ha QIaKOHHTE ¢ Le(TPHAKCOH HITH 3
pa3pes/aHe Ha PeKOHCTHUTYHpaHHA GIaKOH 38 HHTPABEHO3HO MPHIOXKEHHE, Thil KaT

o0pa3syea paatBapsaHe. LledTpHakcon He TpaGea fa ce CMeCBa WK NpUara €IHOBPEM
pasTBOpPH, ChABPMALUH KATUWH, BKIIOYMTEIHO Pa3TBOPH 33 TOTAIHO MapeHTEPaTHO XP
Toukn 4.2, 4.3, 4.4 u 4.8).
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6.3 Cpoxk Ha roaHoct

[Ipeau pekoHCTHTYUPAHE: 3 TOAMHUA

Cnen peKOHCTHTYHpaHE:

OT MUKpOGHONOrHYHA [€Ha TO4KA, OCBEH aKO HAYHHBT HA OTBapsAHe/ PEKOHCTHTYUpaHe /
paspexaaHe He H3K/TI0UBa PUCKA OT MUKPOGHO 3aMBbpeaBaHe, NPOAYKTHT TpabBa Aa ce W3noa3sa
He3a0aBHO.

AKO He ce W3N03Ba BEIHATA, CPOKA M YCJIIOBHATA 33 CbXPaHEHHE Ca OTTOBOPHOCT HA MoTpebuTtens.

6.4 CnennaJHd yCJOBHS HA CbXpaHeHHe

[Ipean peKOHCTHTYHpaHE:

To3n nekapcTBeH NPOYKT HE H3HCKBA CMNELHATIHU TEMIIEPATYPHH YCJIOBHS Ha ChbXpaHEHUe
CrxpansBaiite ¢pnakoHa B KapTOHEHATa OMAKOBKa, 3a /1a e NPEANazH OT CBETIHHA.

Cren peKOHCTHTYHPAHE:

3a ycnoBHATA Ha ChXpaHeHHeE crejl Pa3TRapsHe W pasperkiaHe Ha JIEKAPCTBEHUA TPORYKT BHXKTE TOUYKA
6.3.

6.5 Bugu chabpxaHHe HA GNAKOBKATA

edTpuakcon Antadapma | g npax 3a KHKEKUHOHEH/HH(YIHOHEH Pa3TBO
10 ml 6e3upeTHn cThinenu dnakonu Tun 111, 3aTBopeny cbhe CHNMKOHU3NpaHa GpomoGyTHIOBA
ryMeHa 3anyliajika H 3aneyaTaHy ¢ alyMHHHEBA Karnayka ¢ YepBeH MJ1acTMacoB AWCK, B KAPTOHEHA

KyTHA.
Onakogku oT 10 dnakoua B KyTns.

Hedrprakcon Anradapma 2 g npax 3a MHKEKUHOHEH/MHDY3IMOHEH Pa3TBOD

50 ml 6e3uBeTHYM cTbkNeHH dnakonu Tun L, 3aTBopenn cbhe cunukoHu3Hpana GpomobyTHIOBA
ryMeHa 3aryulaiKka H 3arne4aTaiy ¢ ATyMMHHEBA Kanayka ¢ JIM1aB N71acCTMAcoB JMCK, B KAPTOHEHA
KYTHSA.

OnaxcekH oT 5 unu 10 dnakona B kyTHs.

6.6 CpoeunajHH Npeina3’HH MEPKH NPH H3XBbPJIAHe i paGoTa

KonuenTtpaunn 3a uHTpaBeHozHa uhkekuus: 100 mg/ml

KoHueHTpaumu 3a uHTpaBeHo3Ha UHY3ua: 50 mg/ml

(Mons, pixre paszaen 4.2 3a nonsaHKTeHa HHpOPMaLKA.)

Camo 3a eqHOKpaTHa ynotpeba.

Hpuzomeane na unncekyuoHeHn Uy URQPYIUOHEH pazmeop

IpenopbuBa ce M3NOM3BAHETO HA MPACHO MPHIOTBEHH Pa3TBOPH. 3a YCNOBHATA HA CHXPAHEHHE Ha

PEKOHCTHTYHPAHHA NeKapCTBEH MPOAYKT BHIKTE TOMKa 6.3.
Hedrpuakcon Antadapma He Tpsabea 1a ce CMeCBa B €Ha M Cbila CNPHHLOBKA ¢ JAPYT:

HHXKEKTHpaHe).
HudysnonHara nuHus TpaGBa a ce NPOMHUBA Cied BCAKO MPUIOKEHHE,

LledTprakcon Anra®apma 1 g npax 3a HHKEKUHOHEH/HH(Y3UOHEH Pa3TBOP
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3a i.v. nixexnus 1 g Llebtpuakcon Anrradapma ce pa3teaps B 10 ml Boaa 3a nrkeKumy.
UnskekunsTa TpsabBa Aa ce npuiara B NPOABLIKEHHE HA 5 MUHYTH, IHPEKTHO BbE BEHATA HIIH Ype3
JIMHUATA 32 HHTPAaBEHO3HA HHOY3MS.

3a i.m. mokeknnn | g ledrpuakcon Anta®apma ce pasrsapd B 3,5 ml 1% (10 mg/ml) pasTeop Ha
JMIOKAHHOB XHAPOXJIOpHA. PasTeopsT 1pabBa ja ce npunara Hpe3 AbA60Ka MyCKy/THA HHKEKLHA.
Jio3u, no-ronemu ot | g, TpaGea na 6bAaT pa3zgeneHH U HHKEKTHPAHH HA NOBEYE OT €AHO MACTO.
3a kpaTka i.v. undysus 1 g Lleprpuakcon Anradapma ce pastrapsa B 20 ml Boaa 3a HHKEKUHH,
0,9% (9 mg/ml) narpues xnopua, Hatpues xaopua 0,45% (4,5 mg/ml) + rmokosa 2,5% (25 mg/ml),
5% (50 mg/m1) uan 10% (100 mg/ml) rmrokozeH pa3Teop, AekcTpaH 6% (60 mg/ml) B rokosa 5%
(50 mg/ml) unu xuapokcuerun vuwecre 6 - 10 % (60-100 mg/ml).

LledTprakcon Antadapma 2 g npax 3a MIDKEKLHMOHEH/HH(Y3HOHEH pa3TBOD

3a i.v. uadyausa 2 g Lledrrpnakcon Anradapma ce pazteaps B 40 ml Bona 3a umwkexunn, 0.9% (9
mg/ml) HaTpures x10pua, Hatpuer xnopua 0,45% (4,5 mg/ml) + rmokosa 2,5% (25 mg/ml), 5% (50
mg/ml) unn 10% (100 mg/ml) rmokozen pazreop, aAekcTpaH 6% (60 mg/ml) B rmokosa 5% (50
mg/ml) unn xuapokcuernn nuwecte 6 - 10 % (60-100 mg/ml),

Hndysuata TpsGea fa ce npunara B npoawnkenue Ha note 30 MUHYTH. BibkTe cbilo nudopmaumara
B TOMKA 6.2,

[1pu HOBOpOAEHH TPAGBA 1A Ce NpUAraT HHTPABEHO3HU JI03H B NPOA/KEHHE Ha 60 MUHYTH, 32 Ja ce
HAMAIH MIOTEHLIHATHUAT PUCK OT GunupybuHoBa enuedanonaTvs.

ITpomeHuTe B 11BETA, OT GE3LBETEH A0 MbIT, HE BJIMAAT BEPXY €EKTa Ha NPOIYKTA.
Hznon3eaiite camo GUCTpH pa3TBOpH, 0€3 BUOHMMH YaCTHLH.

Hen3non3saHuaT fekapcTBeH NPOAYKT WM OTNaJAbYHHTE MAaTEPHANH OT HEro TpabBa Aa ce U3XBbPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHMA.

7. TIPHTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Apta Medica Internacional d.o.o.

Likozarjeva ul. 6

1000 Ljubljana

CnoeeHus

8. HOMEP(A) HA PA3PEHIEHHETO 3A YIIOTPEBA

Per. Ne Iledrprakcon Anta®apma 1g - 20210080
Per. Ne LlepTpnakcon Anra®apma 2g - 20210081

9. JATA HA ITBPBO PASPEIIABAHETIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jata Ha nbpeo paspewaraHe; 08.04.2021
Jara Ha nocneiHo NOAHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

FOHu 2025
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