KPATKA XAPAKTEPUCTHUKA HA INIPOAYKTA



1. UME HA JIEKAPCTBEHHUS [TPOJAYKT / DI REY

beraknas 400 mg/57 mg/5 ml npax 3a nepopaiiHa cycneH3us _ . R
Betaklav 400 mg/57 mg/5 ml powder for oral suspension ;\9 ;) éﬁ 20-01- &

/8 KAYECTBEH H KOJIHYECTBEH CbCTAB

5 ml ot cycnensuaTa cbabpka 400 mg aMOKCHUMINH (KaTO aMOKCHLIMIIMH TPUXMApAT (amoxicillin
trihydrate)) n 57 mg kiaByJaHOBa KMCe/lMHA (KaTo KajueB KiaaBynaHar (potassium clavulanate)).
| ml ot cycnensusaTa cbabpka 80 mg aMOKCHLMIMH (KaTO aMOKCHLIMAMH TPUXHKApAT (amoxicillin
trihydrate)) v 11,4 mg knaByaaHoBa KMCe/IMHA (KaTO KajlMeB KiaBynaHar (potassium clavulanate)).

[TomouIHO BelecTBO (a) ¢ H3BECTHO JIEHCTBHE:
> ml or cycnensusra cvabpxkar 12,5 mg acnapram (E951). 1 ml ot cycnensusra chabpka 2,5 mg

acnapram (E951).
5 ml ot cycnensusTa cbabpikar 12,307 mg kaauit. | ml ot cycnensusta chabpxa 2,461 mg kanui.

3a NMbJIHUA CIMUCHK HA MOMOILHUTE BELIECTBA BUKTE TouKa 6. 1.

L, JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopajiHa cycneH3us

bsan 10 nouru 651 npax.

4. KNUMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHA

berakiaB e noka3saH 3a Jle4yeHHe Ha clieAHUTE HH(DEKLIMK NPU BB3PACTHH M Aeua (Bxk. Touku 4.2, 4.4 u
5.1):
- OCTbp OaKTepHasieH CUHYMT (21eKBaTHO /IMarHOCTHLIMPAH )

- OCTBP OTHUT Ha CPEAHOTO YXO

- OCTPH eK3alepOdalMi Ha XpOHWYEH OPOHXMT (a1€KBaTHO JIMarHOCTHLIMPAH)

- MHEBMOHHS, NpUA0OUTA B OOLIIECTBOTO

- LIUCTHUT

- MUEJIOHE(DPUT

- HHQEKLIMU HAa KOXKATa U MEKMTE TbKaHH, MO-CNELHATHO LIETYJIUT, YXArBaHUA OT )KXHUBOTHH,
TeXbK adcuec Ha 3b0MTE C pa3npocTpaHABAaLLL CE LIETY/IUT

- HH(EKLIMKM HA KOCTUTE M CTABHTE, NO-CIELMaIHO OCTEOMMEITHT.

Tpsabsa 1a ce 00ObpHe BHMMaHHe HAa OpHULIMATIHUTE YKa3aHUS 3a NpaByIiHa ynoTpeda Ha
aHTUOAKTEepHAIHUTE CPEe/ICTRA.

4.2 Jlo3HpOBKA H HAYHH HA NPHJI0KEHHE

Jlo3upoBka

- O4aKBaHHWTE NAaTOreHH H BEPOSATHATA UM YYBCTBHUTEIHOCT KbM aHTHOAKTEpHATHH
(BK. TOuka 4.4)




- TEXKECTTA H MACTOTO Ha UH(EKUHUATA
- BB3PACTTa, TENECHOTO TeryIo H 61uOpeyHaTa PyHKUNUA HA NauMeHTa, KAKTO € MOKa3aHo no-a0Iy.

Ynorpebara Ha antepHaTuBHY popMH Ha berakias (HanpuMep TaKMBa, OCHIYpABallM MM0-BUCOKH N03H

Ha aMOKCHHLMJIHH W/ WIH Pa3NinHiHH CHOTHOLICHHA Ha AMOKCHLUH/IHH KbM KJ1aBYJIAHOBRA KHCGJ]HH&)

TpabBa Aa ce UMa npeaBua, cnopel HeobxoaumocTTa (BXK. ToukHn 4.4 u 5.1).

3a neua < 40 kg Ta3u ¢popma Ha berainap ocurypsisa makcuMaiiHa aHeBHa go3a ot 1000-2800 mg
aMokcHLIMIHH /143-400 mg knaBynaHoBa KHCENHHA, KOraTo CE NpUIAra, KakTo ce Npenopbysa no-

aony.

AKO ce CYHUTA, HE C HeoOX0QHMMa No-BHCOKA AHCBHa 1034 Ha aMOKCHLIWIHH, NPENopbuLyYBa CC

H3I1OJ3BAHETO Ha APYIo NCKAPCTBO, ChAbPAKALIO aMOKCHUMWJT HH/ KldBynaHOBa KHCCAHHA, 34 Aa C¢

u3berne npunaraHeTo Ha HEHYKHO BMCOKH AHEBHH 103U Ha KJ1aBYJIAHOBATA KHCENHUHA (BXK. TOUKHM 4.4

u3.1)

npD.ﬂ'bJ'l}KHTEJ'IHOCTTEI HA4 JCHCHHUCTO CC ONpCACIId OT NOBJIMABAHETO HA MaUHEHTA. Hakou HH(I)eI.{LlHH

(Hanpumep OCTEOMHEJTHT) H3IHUCKBAT No-rojiiama NpoaAb/KHTC/THOCT HAa NCUEHHUETO. JleyeHueTo He

TpsaOBa aa npoasKaea noseue oT 14 quu 6¢3 NoBTOpeH npernes (BxkK. To4ka 4.4 OTHOCHO

NPOABKHTENHA TEPANMA).

Br3pacTHu u acua Haa > 40 kg tpabsa na 6baat nekysaHu ¢ beraknas gopmara 3a Bb3pacTHM.

Ieduampuvna nonyrayus
Heua <40 kg

Jleuara Morar aa ce nexkysar ¢ beraknas tabneTku U CYCAEH3HH.

[IpenopbUUTENHH J03H
- Hucka goza: 25 mg/3,6 mg/kg/nen oo 45 mg/6,4 mg/kg/neH B nBe pazneneHy a03u;
- Bucoka po3a: 15 mg/6,4 mg/kg/nen ao 70 mg/10 mg/kg/neH kaTo ABe OTAEAHH A03HM MOXeE Aa
C€ MPHJIOKH NPHA HAKOHU HHEKLUH (KATO OTHT Ha CPEAHOTO YXO, CHHYHT M HHQEKLHU Ha
NONAHWATE AUXATEIHU TTHUILA).

H%Q%WMNSQ

Tenec- | 25mg/3,6 | 45mg/6,4 | 70 mg/10 Tenec- | 25 mg/3,6 | 45 mg/6,4 70 mg/10
HO mg/kg/ mg/kg/nen. | mg/kg/aen. | HO mg/kg/ mg/kg/nen. | mg/kg/nen
Terjo I€eH. Ho3a Ho3a TErJ10 OeH. Ho3a (munn- | Jlo3a
(kg) Ho3a (Muan- (MuaR- (kg) Ho3a ARTPH), (MHAIn-
(MRaR- JIATPH), JARTPR), (MHIR- KOATO JINTPR),
JIHTPH), KOSATO KOSITO JIHTPH), TpabBa na KOATO
KOSTO TpsabBa na | TpabBa xa KOSTO ce npHaara | Tpabea aa
TpabBa 1a | ce ce TpROéBa na | na 12 yaca. | ce
ce npRJIATA npujaara ce npurJara
npHJIara Ha 12 Ha 12 npHjara aa 12
na 12 Yaca. qaca. Ha 12 qgaca.
qaca. qaca.
4,0 0,6 2 HII 22,0 3,4 6,2 9,6
5,0 0,8 1,4 HI1 23,0 3,6 6,6 10,2
6,0 1,0 1,8 HII 24,0 3,8 6,8 10,6
1,0 1,2 2,0 HII 25,0 4,0 7,0 11,0
8,0 1,4 2.4 HII 26,0 4,2 7,4 11,4
9,0 1,4 2,6 HI1 27,0 4,2 7,6 8.
10,0 1,6 2,8 HI1 28,0 | 4.4 3.0 77 WO, XX
11,0 1,8 3,2 HIT 29,0 4,6 8.2 /& / 888 \% \
12,0 2,0 3,4 5,4 30,0 4,8 8.4 || X [afa3ip¥ \ ©, \
13,0 2,0 3.8 5,8 31,0 4.8 8,8 || 3| YamE, | > |
14,0 22 4,0 6,2 32,0 5,0 9,0 \ 2 \*7 820" / =/




15,0 2,4 4,2 6,6 33,0 3,2 9,4 14,4
16,0 2,6 4,6 7,0 34,0 3,4 9.6 15,0
17,0 2,8 4,8 7,4 35,0 5,6 9,8 15,4
18,0 2,8 5,2 8.0 36,0 5,6 10,2 15,8
19,0 3,0 5,4 8,4 37,0 5,8 10,4 16,2
20,0 3,2 3,6 8,8 38,0 6,0 10,8 16,6
21,0 3,4 6,0 9,2 39,0 6,2 11,0 17,2

HI1- He ce npenopbuBa.

Hsma kninHH4HY NaHHM 32 popmaTa beraknias 7:1 OTHOCHO 103M, NO-BUCOKH OT 45 mg/6,4 mg Ha kg
Ha ACH MPHY Aeua noa 2 roAuHH,

Hama knuHu4Hn naHdH 3a gopmata berawias 7:1 npu nauyeHTH noa 2-MecedHa suipact. [Topaau
TOBa, HE MOTaT Aa Ce AaAaT NPENopbKH 32 103UPAHE NPH Ta3u NMOMyaalHs.

Tpabsa na ce 06MUCIH NPUIOIKEHHE Ha aNTepHATHBHM NepopaiHu Gopmu Ha Beraknas 3a
M3ITLJIHEHHE HA [PAKTUHECKHUTE APENOPbLKH 32 103UTE.,

Jleuara Moxe na ce aexysar ¢ beraknas TabneTku unu cycnensu. Jleua Ha Bb3pacT 6 rOQMHH U [10-
MaJIKo, 3a npeanounTaHe TpadBa aa ce nekyBar ¢ beraknas cycneHsus.

Jo3ara (MUIMIHTPH), KOATO [Ja Ce NPHAAra Ha NaUHEHTUTE 1B NbTH AHEBHO, MOXKE ChLUO J12 CE
H3YHCITH C MOMOLITA Ha cieHara ¢opmyna:

Jo3ata (MUNHAKHTPH), = | [lpenopvynTenta ao3a aMmokcHUMIUH* (mg/kg/neH) x Terno
NpUIaraHa 1sa MbTH AHEBHO (kg)
PekoHCTUTYHpaH aMOKCHUMAMH® B cycnen3us (mg/mi) x 2
(pazjienieHy JO3H)

¥ 3a H3uncneHHero e HeobXoAHMO JIa ce BIEME NPEBHA CaMO AMOKCHLIWIHHOBUAT KOMIIOHEHT.

Hanpumep aete ¢ terno 14 kg, nekypao ¢ npuiokeHue Ha 25 mg/3,6 mg/kg/nen:

25 (mg/kg/oen) x 14 (kg)
80 (mg/mi) X 2 (pazdenenu oo3u)

Hoza (murunumpu) =
npwiazana 08a

RYMU OHEeGHO

350 (mg)
160 (mg/ml)

Hoza (munurumpu) =
NpUAAZana 06a
nbMU OHEGHO

Hosza (munurumpu) = 2,2 ml

RPUIA2ana 0ea
Nonii OHECHO

Cmapuecka év3pacm
He ce Hanara kopekina Ha no3ara. [TaumenTHTe B cTaptecka Bb3pacT TpaOBa Aa ce JIeKyBar ¢
nekapcTseHH GpopMH Ha beraknae, npeaHa3HaueHH 3a Bb3PACTHH.

Bvbpeuno yapescoare
He ce Hanara kopekuus Ha go3aTta npu nayMeHTH ¢ KpeaTHHuHOB KAHpbHC (CrCl) no-Bucok ot
30 ml/min.

[Ipn naumenTH ¢ KpeaTHHHHOB KAMpBHC noa 30 ml/min, u3non3sanero Ha Beraknas ¢og
CHOTHOLIEHHE AMOKCHLWIMK/ KnasynaHoBa KMUcenuHa 7:1 He ce npenopbusa, Thil KaTo/f
NPenopbKM 3a KOPUrupaHe Ha A03aTa.

YepHoapobHo yBpexkIaHe




Ja ce 1031pa BHUMATENHO U YepHOApoOHaTa QyHKUHS Aa ce NpociensBa Ha paBHH UHTEPBAIH OT
speme (Bxk. ToukHn 4.3 u 4.4).

HauyWH Ha NPUAOKEHHE

berainas € 3a nepopanHo NPUIOKEHHE.

Ha ce npyuema B Ha4a10TO HAa XPAHEHETO, 33 A3 C€ HaMalu 10 MUHMMYM MOTEHLMAIHATA
raCTPOHHTECTHHANHA HEMOHOCHMOCT.

Jleuenneto moxe na 3anouHe c napeHTepaiya nekapcraeHa ¢popma B cbotBercreue ¢ KXIT Ha
CBOTBETHHA MPOLYKT HHTPABEHO3HA (POPMA H CJIEN TOBA MOXKE J1a C€ NPEMUHE KbM nepopaiHa GopMma.

byTrkaTa TpaOBa Aa ce pa3knaTH 4OKaTO NPaxbT BLTPE 3aMouyHe Aa ce ABWKH cBoboaHO, TpaGea Aa
ce npudaBH BOAA CrOpell yKa3aHHATa, Aa ce oObpHe OyTUaKaTa OTHOBO H Ja C€ pa3KiaTH.
Byrtuikara TpabBa na ce pa3knartH npean NpHEMaHe Ha Beaka 1032 (Bx. Touka 6.6).

3a yka3aHug OTHOCHO pa3TBapsHETO Ha JIEKAPCTBEHHUA NMPOAYKT NPEan MPUIOKEHHE, BUXTE TOUKa 6.6.

4.3 IIporuBonoxa3zaHHs

CBpBXUYBCTBHTEIHOCT KbM aKTHBHHUTE BELLECTBA, KbM KOHTO H [1a € OT NEHHUWIHHHATE WiH KbM
HAKOE OT NOMOLIHHKTE BELLECTBA, #30pOeHH B Touka 6.1.

AHaMmHe3a 3a TeXKa He3abaBHa peakLMs Ha CBPbXYYBCTBUTENHOCT (HANpUMeEpP aHAPHIAKCHSA) KbM
Apyr Oera-nakraMeH npoaykT (Hanpumep uedanocnopuH, kapbanenem unu MoHobakTam).

AHaMHE3a 33 XKhJITEHHLA/ YepHOAPOOHO YBpEXAaHe, Ab/KALUHX C& HA AMOKCHLIMITHH/K1aBy1aHOBA
KHCeIMHa (BX. TouKa 4.8).

4.4 CneruanHu npeiynpexIcHHA U NPeANAIHA MEPKH

[lpeav 3anouBaHe Ha IEUEHUETO C AMOKCHLIM/IMH/KJIaBY/1aHOBA KHCEJIHHA, CJIEABA Na CE CHEME
BHHMATE/IHO aHaMHe3a 3a NpeAMUIHH PEaKLIMH HA CBPbXYYBCTBHTENHOCT KbM NMEHULIUITUHH,
LedasoCnOpHHU WK ApYry OeTa-akraMHu npoayKTH (BX. TouxH 4.3 u 4.8).

Cepro3HH M NOHAKOTa QaTaIHK PEAKLIHH HA CBPBXUYBCTBHTEIHOCT ( BKIKOUHTETHO aHADWIAKTOMAHH
H TEXKH KOXKHH HEXKENTaHH PeakUH) PeaKUHH ca Cb0oOLLABAHH MPHY NALMEHTH, TEKYBAHH C
NEHNUNIUH. BBh3MOXKHO € ChILO PEaKLIHHTE HA CBPbXYYBCTBHTEIHOCT Ja MPOrpecHpaT 10 CHHAPOM Ha
Kounis — cepro3Ha anepruyHa peakuus, KOITO MOXKE Ja A0BEAE A0 HHDAPKT Ha MMOKapaa (Bx. TOUKa
4.8). [1o-BepoATHO € Te3H peakLHH Aa ce MPOABAT NPH JIHLA C aHAMHE3a 33 CBPbXYYBCTBHTENIHOCT KbM
NEHUUKIIHH WK NpU atonMuHH nWua. [lpn nosea Ha anepruyHa peakius, JIEYEHHETO C
aMOKCHLIMAMH/KJIaBY/IaHOBA KMCE/THHA TPAOBa 1a ce NPEeYCTAHOBH M Ja CE€ Ha3HAYH MOAXOAALIA

ANTCPHATHBHA TCpalui.

Mma cboOLeHHA 38 €eHTEPOKOJIMTEH CHHAPOM, NPEeAU3BHKAH OT npueM Ha nexapetsoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npu aeua, Npy KOWTO ce NpUAara aMOKCHLIMAHH/KNaBylaHaT
(k. Touka 4.8). DIES e anepruuna peakuus ¢ soaetl CHMITOM NPOABIDKHTENHO NOBpbilake (1 — 4
yaca CJIe]l MPHEM Ha JIEKapCTBOTO) 0€3 allepruvHU KOXKHYA WK PECNUPATOPHH CHMITTOMM,
HOoNbAHUTENHH CUMITTOMM MoraT Aa Obaar 0onka B KopeMa, AHapHs, XHNOTOHUA WIIH IEBKOLMTO3a C
HeyTpodunusa. Mma texxkn cnyuam, BKAIOUYHTETHO ¢ NMPOrpecHs OO LUOK.

B ciyuail ue ce goxkaxe, ue MHPEKLMATA Ce JbJKH HA AMOKCHLMTHH-UYBCTBUTEIHH
MHKPOOpraHu3MH, OH Morno ga ce o6cban npeMUHaBaHe OT AMOKCHLIMIWMH/KIIaBY1aHOBA K
AMOKCHLIW/IHH B CbOTBETCTBHUE € OULIHATHHTE YKa3aHHAL.

Ynorpebara Ha Ta3u popma Ha Betaknas He e noaxoaaa, KOraTo € HaIMUE BUCOK ¥
npeanonaracMMTe NaTOreHW Ja ¢a ¢ HaMaJleHa YyBCTBUTENHOCT HNIH € PE3HCTEHTHOY
JAAKTaAMHH NMPOAYKTH, KOATO HE € MEAHHPAHA OT DeTa-NaKkTaMasu, YyBCTBUTENHH HA



KNlaByJlaHOBa KMcenuHa. Tasu gopma He Tpabea na ce U3non3ea 3a neYeHUe Ha NeHU LU HH-
PE3UCTEHTHH S.pneumoniae.

I1pn naumnexTH ¢ yBpeaeHa ObOpeyHa GyHKLUS MK MPH TAKKBA, NPHEeMaLLl BUCOKH A03H, MOXKE Aa ce
Pa3BUST bPHOBE (BXK. TOUKaA 4.8).

JleueHueTo ¢ aMOKCHLIM/IMH/KITABYIRHOBA KHCEIHHA TpAOBa 1a ce U30Area NpH CbMHEHHE 33
MHPEKLHO3HAa MOHOHYK1€03a, Thi KaTO NPH TOBa 3abondBaHe cnel NpUIOKEeHHE HA aMOKCHLIH/IHH €

Ha0JiioaaBaHa nosBaTta Ha MopouaudopmeH odpus.

EIIHDBPCMEHH&T& ynorpeﬁa Ha anonmypHdHON No BpEMC HA NCUYCHHUETO C AaMOKCHLIMIIMH MOXKC Oa
YBC/AHUYH BCPOATHOCTTA 34 ANCPrHydHy p€akiiid OT CTPaHA HAa KOXKaTa.

IlpoasnkuTenHaTta ynorpeba noHAKOra MOXe 1a AOBEJE 10 CBPLXPACTEN HA HEUYBCTBHTEIHH
MHKPOOPTraHH3IMMH.

[Ipn 3ano4BaHe Ha NEYCHHUETO NOABATA HA CHITHO 334EPBEH MCHEPATUIUPAH €PHTEM, CHIPOBOAEH OT
MycTyna, MOXe Aa € CHMNTOM Ha OCTPa reHepanv3kpaHa ek3aHtemMaTosHa nyctynosa (AGEP) (sux
Touka 4.8). Ta3n peakuua Hanara cnypaHe Ha Ne4eHUETO ¢ beraknas U € MPOTHRONOKA3aHHE 32
nocneasaLlo AeYeHHe ¢ AaMOKCHULIMIIMH,

AMOKCHUWIHH/K1aBy1aHOBA KMCEIHHA TpAOBa a ce npuaara BHHMATENHO NPH MalMEHTH ¢ JaHHH 3a
yepHOAPOOHO yBpexaaHe (Bx. Touku 4.2, 4.3 u 4.8).

CubHTHA OT cTpaHa Ha yepHuA ApoO ca CboOUIaBaHH NPEAUMHO NPH MBXKE U NPU NALHEHTH B
cTapuyecka Bb3pacT, U MOXKe 1a Ca CBbP3aHH C NPOALIKUTENHO neueHue. Te3u cuburng ca
cboOLIaBaHW MHOrO pAAKo NpH aeua. Ilpy BCHUKH AOMyaauuy, NPH3HALKTE H CUMITTOMHUTE
0oOUKHOBEHO ce HabnloaaBar 1o BpeMe Ha WIH MAIKO Ce JIeHEHHE, HO B HAKOU CITy4aH MOXKE 11a He
CE U3ABAT A0 HAKOJKO CEAMHULM Cnell MpeyCcTaHOBABAHETO HA JIeYeHHeTO. Te3n chOuTH 0OUKHOBEHO
ca obpatumu. HepHoapobHute cOMTUA MOXKE N1a Ca TEKKH M B U3KMIOUYHUTENTHO PEAKH C/Tyyay ca
AOK1aABAHU CMBPTHH ciny4dan. Te3n cbOMTHA NOYTH BUHATH ca HAa0NKOAABaAHU MPH MALHEHTH CbC
CEPHO3HO NPEAX0XKAALN0 3a0011BAHE HITH NMPHEMALLIM €HOBPEMEHHO JIEKAPCTRA, 33 KOUTO € U3BECTHO,
4ye UMAT NOTEHLHAN 33 YepHOAPOOHH edekTH (Bx. Touka 4.8).

Konut, cBBbp3aH ¢ NpUNOKEHUETO Ha AaHTHOUOTULY, € ¢ChOBLIaBaH NPH MOYTH BCHYKH
AHTHOAKTEPHATHH NPOAYKTH, BIJTIOUKWTEITHO NPH AMOKCHLIWIHH M MOXE 112 BAPHUPA M0 TEXECT OT JIEK
00 )KHBOTO3acTpaluaBall (8:xK. Touka 4.8). [1o Tazu npuunHa, Npy NaUUEHTH C THAPUA WIH Cnex
JIEYEHHE C AHTHOHOTHLIM, € BAXKHO Aa Ce MMa NpeBHA Ta3H AuarHo3a. [1pu pa3BUTHE Ha KOJIMT,
CBBbP3aH C NMPHIOKEHHETO Ha AHTHOUOTULIH, teyeHHeTo ¢ betaknas TpabBa na ce npeycTaHOBH
He3a0aBHO, Ja C€ HarpaBy KOHCYJITAUMA C NeKap K 1a ce 3anodHe noaxoaauo neyeHue. B Tasu
CHTYaL{HA Ca MPOTHBOMOKA3aHH NPOAYKTHTE, OTCAa0BALIH NEPUCTAIITHKATA.

[lo ppeMe Ha NPOABIDKUTENHO JieUeHHE € NMPENOPBHUUTENHO NEPHOAUUHO 1A C€ OLICHABAT OPraHHUTE U
CHCTEMHH (PYHKLMY, BIIIOYUTENHO Ob0peuHaTa, yepHoapoOHaTa U XeMOMOETHYHATA GYHKUHA.

CboOuwaBaHH ca peliIky ciyyad Ha YAb/DKABAHE Ha NMPOTPOMOHHOBOTO BPEME NPH NALHEHTH,
NEKYBaHHW C aMOKCHLIMJTHH/KAaBYJIaHOBA KUCEJTHHA.

[IpH eTHOBpPEMEHHO NMPUIOKEHHE C AHTUKOAryJIAHTH €€ Hallara NOAXOANLIO npocaeaaBaHe. Moxe aa
C€ HANOXKH KOPEKLUA Ha J03aTa HA NMEPOPATHUTE AHTHKOATYJIAHTH 34 NOMALPKAHE HA )KENAaHOTO HHBO
Ha aHTaKoarynaus (Bx. Touky 4.5 u 4.8).

f VA e\w flo
Ipn naunenTu ¢ 6B0peuHoO yBpexaaHe no3ara TpAOBa 43 C€ KOPUTHPA B 3aBHCHMOCT 01;}{: Wi /‘Sff%
YBPEKAAHETO (BXK. TOUKa 4.2). i/ Q ARG X

.

[Ipy mauyeHTH ¢ HAMAIEHO OTAENAHE HA YPUHA MHOTO PAAKO € HAO/AaBaHa KPHCTa '\
(ByIOUMTENHO OCTpO 6BOpeUHO yBpEXKAaHE), FMaBHO NPHU NMNapeHTepanHo JeueHue. [1o sReMa




MPUIAraHeTo Ha BUCOKH 103H aMOKCHLIMITHH C€ NpenopbuBa MOLIbP}KAHETO Ha a1eKBaTEH NpHEM Ha
TEYHOCTH H OTACNAHE HA YPHHATA C UEN Ja CE HaMa/li Bb3MOXKHOCTTA 33 AMOKCHLIHIHHOBA
KpUcTanypua. [Ipy nauUeHTH ¢ KaTeTbp B NHKOYHHA MexXyp TpabBa Aa ce NpoRexkaa peaoBeH
BU3yaneH KOHTpon (BXK. ToukH 4.8 n 4.9).

[lo BpeMe Ha leHEHHETO ¢ AMOKCHUHIIHH TpAOBA a Ce U3NOA3BAT €H3UMHHKTE MNIIOKO300KCHAA3HH
METOAH NPH TECTBAHE 3a HANTMUKME HA MIOKO3a B YPHHATA, Thi KaTO NPH HEEH3HMHHUTE METOAU MOXKE
Na ce CTUTHE A0 QalHBO NONOKHTETHHA Pe3y ITATH.

HanvuHeTo Ha Kiasy/1aHOBa KHUCENHHa B beTakiap Moxe na npyu4UHKU HeCeU(PHUIYHO CBbpP3BaHE Ha
[gG 1 anbymuHa ¢ MeMOpanuTe Ha YEPBEHUTE KPBBHH KJIETKH, BOAESLIO A0 haTLIMBO MONOKHUTEIEH
Coombs TecT.

Mma chobuieHus 3a NonoXKHTENHH pe3ysiTaTH OT TeCTOBETE, H3non3eauu Bio-Rad Laboratories
Platelia Aspergillus EIA Tect npu nauneHTH, NONy4YaBalld aMOKCHLIMTMH/KJTABYIAHOBA KUCENHUHA, 3a
KOHTO CJie/l TOBA € YCTAHOBEHO, e ca cBo0oAHHU OT uHbekunsa ¢ Aspergillus. Crobinasanu ca
KPBCTOCAHH PEAKUHH C He-Aspergillus nonnzaxapuau U nonudypaHosm ¢ Bio-Rad Laboratories
Platelia Aspergillus EIA Ttect. CneaoBaTestHO NOSOAKHTENHHTE PE3YATATH OT TECTOBETE MPH
NAaLMKEHTH, NPHEMALLH AMOKCHLIMITUH/KIIaBYJIAHOBA KUCENHHA, Tpa0Ba Aa ObAaT MHTEpNpeTUPaHH
BHHMATEJIHO H Ja CE MOTBBPAAT 4Ype3 APYrd AHATHOCTHYHH METOAH.

Acnapmam

Tosa nexapcTeo chbAbpkaA 2,5 mg acnapraM BuB Bcekd ml cycnieHsus. AcnapramMmbsT € M3TOYHUK HA
¢eHnnanaHud. Moxe na By HaBpeau, ako MaTe QeHUNKETOHYpPHS, PAKO FreHETHYHO 3a00NaBaHe,
NpKY KOETO Ce HATPYNBa heHUIANAHHH, Thil KATO OPraHU3MBT HE MOXE a [0 OT/JAEAS NPABHIIHO.

Kanuu

15,8 ml ot cycneusuaTa cpabpikar 1 mmol (39 mg) kanwuii. ToBa Tpsabea na ce uma npeasua npu
NALKUEHTH C HaMaNeHa QyHKLUs Ha ObOpeunTe KK NpY NaLKMEHTH HA META C KOHTPONMPaH NpHEM Ha
KaJTHi.

4.5 BiaamoaelcTBHe ¢ APYIH JICKAPCTBERH NPOAYKTH H ApYrH $OpMH Ha B3aRMOIeHCcTBHe

[lepopanHu aHTUKOArYJIaHTH

[lepopanHKTe AHTHKOArYJIaHTH H NEHHLHIIHHOBHTE aHTHOMOTHLIM Ca H3TIOI3BAHH LLIHPOKO B
npakTukara 6¢3 cboOuieHHA 32 B3auMoaelicTBus. Bunpeku Tosa B turepaTypaTta MMa OMMCAHH Cly4au
Ha NOBHIIEHO MEXAYHApPOAHO HOopMan3anpaHo oTHouleHHe (INR) npH nauveHdTH Ha aLlgHOKYMapon
HIH BapdaprH M NPEANKHCaH Kypc ¢ aMokCHUUNKH. [1pH HeoGX0aUMOCT OT €AHOBPEMEHHO
MPUJIOKEHHE TPAOBa BHUMATENHO Aa C€ NPOCIEAABAT NPOTPOMOHHOBOTO BpeMe KM
MEXKYHAPOAHOTO HOPMAIH3HPAHO OTHOLIEHHE NPH A00ABAHETO MNHM CMUPAHETO HA AMOKCHLIMITHH,
OcBeH TOBa MOXe [1a C€ HaNOXKH KOPEKLIMA Ha 103aTa Ha NePOpaTHUTE aHTHKOATY/IaHTH (BXK. TOUKH
4.4 14.8).

MeroTpekcar
[TeHULIMITMHHTE MOXKE Aa HAMANAT €KCKPELMATA HA METOTPEKCAT, NPUYHHABAHKY NOBUILUABAHE Ha

TOKCHUYHOCTTA.

[Ipobeneuna
EnxospemenHaTa ynotpeba Ha npobeneuna He ce npenopbusa. [1pobeneunn Hamanasa 6L6pevHara

TyOynapHa cekpeums Ha aMmokcHUMNUH. EaHoBpeMeHHaTa ynorpeba Ha npobeHeLnMA MOXKe 1a A0Bene
[0 yAbKaBaHe HA HAUTHYKETO U NOBUIIABAHE HA HUBATA HAa AMOKCHLIWIWH B KPBBTA, HO HE U HA
KNaByJIaHOBaTa KMCEJIHHA.

MukodeHonar ModeTun

[Tpn naumenTH, nonyyasawmn MukodeHonat ModeTH, € ChoOLIEHO 3a HaMaIaBaHe Ha




Mpeaa030BOTO HHBO MOXKE /1a HE OTpa3fiBa TOYHO NpoMeHuTe B obwara ekcno3uuus Ha MOK, [Topanu
TOBa MPOMAHA B J03aTa HA MHUKO(PEHOIAaT MOPETH OOHKHOBEHO He € HeOOX0AMMa MPH JIUNCA Ha
KIMHHYHHA NaHHH 34 HapylueHa ¢yHKUMA HA npucaakaTa. Benpeku Toa, Tpabea aa ce u3sbpluBa
BHUMATEHO KAMHUYHO NPOCAEAABAHE N0 BPEME Ha JIEHEHUETO ¢ KOMOHHAUMATA M MATIKO Clel
3aBbPLUBAHE HA AHTHOUOTHYHATA TEpaNHA.

4.6 @eprTHauTeT, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT
N3nuTBaHKMATA NPk KUBOTHH HE MOKA3BaT MPEKH WK HEMNPEKH BPEHH Bb3AEHCTBHSA BBPXY

OpeMeHHOCTTa, EMOPHOHANHOTO/PETATHOTO PA3BUTHE, PAXKJAHETO WIH NMOCTHATAIHOTO Pa3BHTHE (BXK.
Touka 5.3). OrpaHnyeHu naHHy 3a ynotpebara Ha aMOKCHUWIHH/K1aBYIaHOBA KHCENHHA MO BpEME Ha
OpEeMEHHOCT NPH XOpa He NOKa3BaT MOBHILIEH PHCK OT BpoJdeHH Mandopmaiiu. [Ipy exHO H3NUTBaHE
MPH XKEeHH C NPEeATEPMHUHANHA NPEXACBPEMEHHA PYNTYpa Ha deTanHaTa meMOpaHa e choblleHo, ue
MPOHUNAKTHYHOTO AEUEHHE C AMOKCHLIMAUH/KITABY1aHOBA KUCEIMHA MOYKE Aa € CBBP3aHO C NOBHLIEH
PHCK OT HEKPOTH3IHpALL EHTEPEKOJIUT NPH HOBOpoAeHHU. [IpunokeHneTo Ha aMOKCHLUHIHH
/KNnaBynaHoBa KHCeJIHHA 110 BpeMe Ha GpeMeHHoCTTa TpabBa fa ce H30ArBa, OCBEH aKo JIeKapsT He
[PEUCHH, Y€ € HKUIHEHO HeobXxoauMO.

KbpMmene
JIBETE ChCTABKH C€ EKCKPETHPAT B KbpMaTa (He ¢ca yCTaHOBEHH eeKTUTe Ha KIaBy/iaHOBaTa KHCE/IHHa

BbPXY KbpMaueTo). CneJoBaTeNHo ca Bb3MOMNKHH AHAapHA U rbOHYUHA WH(EKUHSA HA IHWTaBBLIMTE TIPH
KBPMAYETO, KOETO MOXKE 13 HAN0XKH NpeyCTaHOBABAHE HAa KbpMeHeTo. TpabBa na ce Hma npeaBua
Bb3MOXKHOCTTA 3a CEHCUOMH3auu.

AMOKCHUMNINH/KNABY1aHOBA KHCeWHa TpaOBa Aa ce U3NO0/3Ba MO BpeMe Ha KbPMEHE CaMO ClIeA
NPEeLICHKa OT JISKYyBalllud JieKap Ha CbOTHOLUEHHETO PHCK/NoN3a.

4.7 EdexTH Bbpxy cnocodOHOCTTA 32 MoPHEpaRe A padboTa ¢ MAMHEH

He ca npoeexaaHHu Npoy4BaHHUs 3a ePEKTHTE BbPXY cnocobHocTTa 3a WwodupaHe W padoTa ¢ MallHHA.
Bnnpexkn ToBa MOXKE Aa CE NMOABAT HEKENAHH PEAKUHWH (Hanp. anepruiyHy peakLHH, 3aMaiBaHe,
EPYOBE), KOUTO MOTAT A NMOBIHAAT CNOCOOHOCTTA 32 WodHpaHe H paboTa ¢ MalliHHHK (BX. TOYKA
4.8).

4.8 Hexenann JJexapcTBeHH PeaKIIHH

Haii-uecto ¢hobiasaHnTe Hexenanu nekapcteeHd peakuud (HJIP) ca nuapus, raneHe u nospbinase,
HeskenaHUTe fIeKapCTBEHH peaKkLIMH, MONYMEHH OT KIMBHYHH U3TIMTBAHUA M OT HaOMIOASHHUE chen
MyCKaHe Ha nasapa ¢ beraknas, kaTeropM3dpaHi no cucreMo-opratex knac no MedDRA ca u3bpoenu

no-10my.

- MHoro vectu (= 1/10)
- Yectu (2> 1/100 go < 1/10)
- Heuectu (= 1/1 000 no < 1/100)

- Peaxu (= 1/10 000 no < 1/1 000)
- MHoro peaku (< 1/10 000)
- C Hen3BecTHa yecToTa (OT HaTHYHUTE JaHHK He MOXe Nia Obae HanpaBeHa OLECHKA)

Crcremno-opranen Hexenann peaknun
KJj1ac
Hudexunn n nHecTaumu
YUecTH Kanauno3a Ha kokara M JIMTaBHLIMTE
C HeusBecTHA CBpbXpacTexX Ha HEYYBCTBHTEIIHH OPraHH3MH
YeCTOTa
HapywieHns Ha kpbBTa ¥ AMMGHATA cCHCTEMA
Penku OOpaTtuma NeBKONeHH s (BKITIOYHTENTHO HEYTPONIEHHA)




CHcTeMHo0-0pranen
KJIAC

Hexenanu peaknHHu

TpombBouuTOneHHs

C HeW3BeCTHA
yecToTa

ObpaTtuma arpaHynoumuTosa

XeMONMUTUYHA aHEMHA

YaAbmkaBaHe Ha BPEMETO HAa KbpBEHE U HA NPOTPOMOHHOBOTO
Bpeme’

HapyuieHus Ha uMyHHaTa cucTema’

C HeusBecTHA
yecToTa

AHIMOHEBPOTHYEH OTOK

AHadunakcus

CHnapoM, nogodbeH Ha cepyMHa OonecT
XHIEPCEH3UTHBEH BACKYJIUT

HapymeHuns Ha HepBHaTa cUcTema

Heuectu 3aMafaHOCT
I"'naBobonue
C HeusBecTHa ObpaTrHMa XHNEPAKTHBHOCT
4ecToTa ["bpuose!

AcenTHYeH MEHUHIHUT

CbpAacyHH HapyLIEHHA

C HeH3BECTHA

Cunapom Ha Kounis

4eCcTOTa
CTOMalHO-YPEBHH HAPYLUEHUS
UecTH Huapms
[anene’
[loBpbluane
HeuvectH HapylieHo XpaHOCMHAaHe
C Hen3BeCTHA KonuT, cBBp3aH ¢ NPHIOKEHHETO Ha aHTHOHOTHUH?
4YEeCTOTa EHTEpOKONHUTEH CHHAPOM, NPEAU3IBAKAH OT NPHEM Ha JIEKAPCTBOTO

OCTbp NaHKPEATHT
Yepen ,,kocmar e3MK™
OupersiBaHe Ha 3n0HTE’

XenatobWiKnapHU HapylleHus

Heuectn [Tosuinasane Ha AST w/uan ALT?
C Heu3BecTHa Xenarur’
YecTOTa XonecTaTHYHA XHITCHHLIA®
HapyuieHus Ha KOXaTa W MOAKOKHATA ThKau®
HeuectH Koxen obpus
[pypuTyc
Y pTHKapms
Penku Epurema myntugopme
C HeuszBecTHa CunapoM Ha Stevens-Johnson
4eCcToTa ToxcnyHa ennaepManHa HeKponu13a

bynoaeH ekchonnarTuBer oepMaTuT

Ocrpa renepanuszupane ekzaTeMHa nycrynosa (AGEP)
JlekapcTBeHa peakuns ¢ €O3HHOMHINA U CUCTEMHH CHMITTOMH
(DRESS)

CHMETPHYEH IEKAPCTBEH HHTEPTPHUIHHO3EH H (PNeKCypeH eK3aHTEM
(cuHapom Ha nasuaHa) (Symmetrical drug-related intertriginous
and flexural exanthema - SDRIFE)
JIuneapna IgA Gonect

Hapyuienua Ha 650peumTe ¥ NHKOYHKTE MbTHLIR

C HeusBeCTHA
YyecToTa

NHTepcTULHANEH HeQpUT

' Buokre Touka 4.4




CHcTeMHO-Opranex Hexenanu peaxknnn
KJac
CTpaHa Ha raCTPOMHTECTHHANHHUA TPAKT, T€ MOraT [1a Ce HaMaJAT ¢ npHeM Ha betaknas B
HAY4yanoTO Ha XPaHEHETO

* BRIIOYUTENHO NCeBAOMEOPAHO3EH KOTHT H XEMOParuyeH KONHT (BX. Touka 4.4)

* VmepeHo nosuwasare Ha AST w/uian ALT e ycraHoBeHM NpH NaLMEHTH, NeKyeaHu ¢ Gera-
JaKTaMHH aHTHOHOTHLHK, HO 3HAYEHHETO HA TE3H NMPOMEHH HE € U3ACHEHO.

> TakHBa PeakuMH Ca YCTAHOBEHH H CJIEA NPUIOKEHNE Ha DY

MEHULHIHHH H LedanoCnOpHHH (BHXTE TOYKA 4.4).

® AKo ce NOABH afepruyeH AepMaTHT, JIEYEHHETO TPabBa Ja ce npeycTaHOBH (Bk. Touka 4.4).
" BukTe TouKa 4.9

5 Buoxre ToukH 4.3 n 4.4

’ 3a NOBBLPXHOCTHO OLBETABaHE Ha 3LOMTE € NOKNaABaHE MHOTO PAAKO MpH aeua. JoGpara
XHIrHEHA Ha YCTHATA KyXMHa MOXE Aa NpeJOTBPATH OUBETABAHETO HA 3b0HTE, Thil KaToO
0OHKHOBEHO TO MOXe Aa Obie OTCTpaHeHO Ype3 U3IMHBAHE Ha 3LOUTE.

CrofOluaBaHe Ha NOAO3UPAHH HEXKENAHU PEAKLIMM

CpoOluaBaHeTo Ha NOJO3HPAHH HEXKENAHM PEAKLMU Cliel pa3pellaBaHle 3a ynotpeba Ha 1eKapCTBeHHS
NpoayKT e BakHO. ToBa no3sonsBa fa NpoAb/xkH HAONIOAEHHETO Ha CHOTHOLLEHHETO MON3a/PUCK 32
JeKapCcTBEHUA NPOoAYKT. OT MEAHUMHCKUTE CIELIMAAHCTH Ce H3HCKBA Ja ChOOLLaBaT BCAKa
NoA03HpaHa HeXelaHa peakLns upes

M3mbNHUTENHA areHuM s Mo JIeKapcTBara

yi. ,,Jamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417
yeOcalT: www.bda.bg

4.9 Ilpeno3upane

CuMOToMHM

Hma cboOLUeHHs, Ye aMOKCHLIMKH CE YTasBa B KATETbPa Ha MUKOYHHUS MEXYP, OCHOBHO CllelL
HHTPaBEHO3HO NpUNarale Ha BUCOKH 103M. Tpabea na ce nposexaa peroBeH BU3yaieH KOKTPON (BXK.
TOuka 4.4).

Moxe na ce HabnlogaBaT CTOMaLIHO-YPEBHU CHMIITOMH H HapylllaBaHe HA BOIHO-EJIEKTPONIMTHHA
Ganaxc. Habmonaeana e aMOKCHLIMIHHOBA KPUCTANTypUS, B HAKOH CllydYad BoAewa 10 6n6peyuHa
HEROCTATBYHOCT (B, Touka 4.4).

Moxe na ce HabaK0JaBaT MbPYOBE NPH NALMEHTH ¢ HapyLueHa ObOpeyHa QYHKUMSA KW NPH Te3H,
npUeMalll BUCOKH A03H.

floseaeHue

CHMITTOMHTE OT CTpaHa Ha raCTPOHHTECTHMHANHUA TPAKT MOFAT Ja CE JIEKYBAT CHMIITOMATHYHO, KATO

ce 0ObpHE cneuranHo BHUMAaHUE Ha BOAHO-ENEKTPONHTHHA OaiaHc.

AMOKCHLIMNIHH/KJIaBYIAHOBA KHCEIMHA MOJKE 12 C€ OTCTPAaHH OT KPbBOOOpaIEHHETO Ypes

XeMOoaHanusa. .

5. ©®APMAKOJIOTHMYHU CBOUCTBA

5.1 @apmMakoanHaAMHYHH CBOHCTBA

(DapMakoTepaneBTHYHA rpyna: AHTUDAKTEpPHATHH CPEACTBA 33 CHCTEMHO NPHIIOKEHHE.
OT NEHULHWIHHH, BKNIOYHTENHO OeTa-nakramazHu uHxuouropu; ATC xoa: JOICRO2.

MexaHH3IbM Ha NeACTBUE
AMOKCHUM/IHH € NOTYCHHTETUHEH NeHUUUNUH (OeTa-nakraMeH aHTHOMOTHK), KOKTO Wt
WK NOBeYe EH3MMH (4EeCTO HApUYAHH NMEeHULUNMH-CBbP3BaLlH NpoTeWHH, PBPs) B mbTs




OHocHHTE3a Ha DAKTEPHANHHUA NMENTHAOIIHKAH, KOWTO € CBIIECTBEH CTPYKTYPEH KOMIOHEHT Ha
OakTepvanHaTa KierbyHa cteHa. MHxubupaHeTo Ha CHHTE3a Ha NMeNTHAOIIMKAHA BOJM /10 OTC1a0BaHe
Ha KJIETBYHATA CTEHA, KOETO OOMKHOBEHO €€ NOCNEABA OT KNETHYHO pa3rpaxiaHe U CMbPT.

AMOKCHLIM/IKH € HYBCTBUTENIEH KbM pasrpaxaaHe oT Hera-jiakramasure, NnpooyUHpaHy oT
PE3UCTEHTHUTE DaKTEpHUU, NOpaaH KOETO, CNEKTbPBLT MY HA ASHCTBME HE BKIHOUBA MHKPOOPraHH3MH,

KOUTO NMPOU3BEKAAT TE3U EHIUMU.
KnasynaHoBaTa KMcenuHa € 6era-aktam, CTPYKTYPHO CBbP3aH ¢ NeHULUMIHHUTE, T4 HHAKTHBUpa
HAKOH OeTa-NaKkTamMa3HW €H3UMH, KaTo MO TaKbB HAYUH MPeAOTBPaTABA HHAKTHBHPAHETO Ha
aMOKCHUW/IKH. KnaBynaHoBaTa kuceluHa CAMOCTOATENHO HE fIPOABABA KJIMHUYHO NOJIe3eH

auTubakrepraneH edexr.

(DapMElKOKHHBTHKEI!(E&QMRKOQHH&MHKH OTHOLLUCHHE

Bpemero Han MuHuManHaTa HHXUOKpawa koHueHTpauus (T> MIC) ce cuuTa 33 OCHOBHH4
onpeaenaul GakrTop 3a eUKaCHOCTTa Ha AMOKCHLUUIHH,

MexaHH3bM Ha PEIUCTCHTHOCT
,[[BHT& OCHOBHH MCXaHU3Ma Ha PC3UCTCHTHOCT KbM HMOKCHHHHHH/KH&B)’HHHDBH KHCCJIHHA Ca.

- HMHakTusHpaHe oT Te3u baxTepuaniHy OeTa-naKkTaMasu, KOWTO He ¢a HHXHOHpaHHU OT
K/1aBYJlaHOBaTa KMCEenMHA, BKmoudTenHo knac B, C u D.
- H3MeHeHne Ha PBPs, koeto HaMangsa ahuHUTETa HA AHTUOAKTEPHAITHUA NMPOAYKT KbM TApreTa.

Jlunca Ha nepmeabunuteT Ha OaKTEpPUUTE HIKM MEXAHH3MH HA eIyKC MOMNATa MOraT Aa MPHYHHAT
HIW Aa QonpHHecar 3a 6akTepuaiHaTa pe3UCTEHTHOCT, ocobeHo npu ['paM-oTpHuaTeNHHTe GaKkTepuu.

[Iparosy CTOMHOCTH NPH H3C/E/IBAHE HA YYBCTBHTEIHOCTTA

IIparosure cTOMHOCTH H& MUHUMaTHaTa HHXHOWpawa koHuenrpauna (MHK), ycraHoseHu ot
Esponelickara KOMHUCHA 32 U3CIIEABAHE HA YyBCTBUTEIHOCTTA KbM aHTUMHKpOOHHM cpeactsa (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)) ca npenoctaBeHu Ha
yeGcaiita Ha EBponeiickara arenuus no nekapcreara (European Medicines Agency (EMA)):
https://www.ema.europa.cu/en/evaluation-medicinal-products-indicated-treatment-bacterial-
infections- scientific-guideline#minimum-inhibitory-concentration-(mic)-break points-section.

Pa3npocTpaHeHHEeTO HA PE3UCTEHTHOCTTA MOXKE Aa Bapupa reorpacky ¥ BbB BPEMETO 3a ONpeeneHH
BHIOBE M € XKENATETHO 1a UMAa JIOKATHA MHPOPMaLIHA 3a PE3MCTEHTHOCTTA, 0COOEHO NpPH JIeUueHHe Ha
TeXKKH HHpexuuH. [lpu HeobxoanmocT TpsabBa Aa ¢e ThPCH CbBETA HA EKCNEPT, KOraTo JIOKanHoOTO
pa3npoCTPaHEHHE HAa PE3UCTEHTHOCT € TAKOBA, Y€ NOM3aTa OT JEKAPCTBOTO IPH [TOHE HAKOU BHIOBE
HH(EKUHH € N10] Bbpoc.

[
} MUKPOOPraHH3MH, KOUTO 06UYaMHO ca YYBCTBHTEIHH




AepoOHu ["paM-NonoKUTENHH MUKPOOPTaAHH3MH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLHWINH-4yBCTBUTENHH ),
Coagulase-negative staphylococci (METHLWINH-YYBCTBUTEIHH)
Streptococcus agalactiae

Streptococcus preumoniae’

Streptococcus pyogenes W Apyru 0eTa-XeMOJIMTHYHH CTPaNTOKOKH
Streptococcus viridans rpyna

AepoOuu I'paM-oTpruaTeHH MUKPOOPraHH3MH

Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzae
Moraxella catarrhalis
Pasteurella multocida
' AHaepoOHH MHKPOOTaHH3MH
‘Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

2
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'Buaose, Npy KOUTO NpyAoOUTATA PEIUCTEHTHOCT MOXE Aa € NpobyieM

-
AEPOGHH FPEM-HOJIOH{HTEHHH MHKPOOPraH1W3imMu

Enterococcus faecium®

iAepc:ﬁHH I paM-OTpULIATEIHH MUKPOOPraHU3MHu
| Escherichia coli

: Klebsiella oxytoca

 Klebsiella pneumoniae

| Proteus mirabilis

 Proteus vulgaris

|
i MHKPOOPF&HHBMH C BpOjACHa PC3IUCTCHTHOCT

| Aepobuu I'pam-oTpruaTeiid MHKPOOPTaHH3MHU
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

' Legionella pneumophila
Morganella morganii

| Providencia spp.
 Pseudomonas sp.

'Serratia sp.

' Stenotrophomonas maltophilia
- Apyr1n MUKpOOpraHu3MH
‘Chlamydophila pneumoniae
Chlamydophila psittaci

' Coxiella burnetti
Mycoplasma pneumoniae

'3 EcTecTBeHa HHTEPMEHEPHA HYBCTBHTEIHOCT NPH JIMNCA HA MPHIOOUT MEXaHH3BLM Ha
PE3HCTEHTHOCT,

£ BCHYKH METHLIMIIMH-PE3UCTEHTHH CTAGHIOKOKH Ca PE3HCTEHTHH KbM AMOKCHLIMIHH/KIaByNaHOBA
| KHCeNrHa

|1 Streptococcus pneumoniae KOMTO ca Pe3HCTEHTHH KbM NMEHUUMIUH HE TPAGBA 1a ce ek
'popma Ha aMOKCHLIMITHH/KNaBylaHOBa KHCenHa (BXK. ToOukH 4.2 u 4.4). §

? [LlamoBe ¢ HamaneHa Yy BCTBHTENHOCT Ca AOKNA/IBAHHU B HSKOM CTpaHK B Esponeiickuff B HPAEY!

yecToTa no-sucoka ot 10%. 3
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5.2 @apMaKkOKHHETHYHH CBOHCTBA

Abcopbuus

AMOKCHUHJIHH H K1aBYyJIaHOBAaTa KHCE/THHA C€ AMCOLMHUPAT HANBLIAHO BLB BOAEH Pa3TBOp C
¢u3nosornyHo pH. JIgeTte cbheTasku ce abcopOupart 0bp30o U AcOpe cnea nepopamTHO NPUAOKEHHE.
AbcopbunaTa Ha AMOKCHULIMIIMH/KNABY/1IAHOBA KHCENMHA C€ ONTUMH3UpPA NP NPHEM B HAYANIOTO Ha
xpaHeHeTo. Cnea nepopaiHo NpUIoKEeHHE OMOHATHYHOCTTA HA aMOKCHUIMIIMH M HA KNaBy1aHOBATa
KucenuHa e npubnusurento 70%. [InasmeHure npoduau Ha JBeTe ChCTABKH Ca CXOJHH H BPEMETO 3a
AOCTHUraHe Ha MUKOBA 11a3MeHa KOHUEHTPpALH ( Tmax) ¥ MPH ABETE € NPHOAUIHUTEIHO €AHH Yac.

PapMaKOKHHETHUHUTE PE3YNTATH OT €AHO NPOYUBAHE, NPH KOETO aMOKCHUHIMH/KNABY/TAHOBA
kucenHa (875 mg/125 mg tabnerku aBa MbTH AHEBHO) CE€ MPHEMA HA [J1AAHO NPH FPYNH 31paBH
AOOPOBO/ILM €A NpEeACTABEHHN NO-T0NY.

l Cpeanu (= SD) papMaKkoKHHETHUHH NapaMeTpH B

[TIpunoxeHo akTHBHO | [lo3a Cmax Toax * AUC (0-1T1/2
BelecTBO(a) 24h

2 h/ml
AMOKCHLIMTHH

AMX/CA 875 11,64 1,50 (1,0- [ 53,52 1.19
875 mg/125 mg + 2,78 2,3 + 12,31 + 0,21

KnaesviaHoBa KUCEIHHA

mg)

AMX/CA | 125 1,25 (1,0- [ 10,16 0,96

875 mg/125 mg + 0,99 2,0 + 3,04 +{,12 _
AMX - amokcuuminuH, CA — K1aByJlaHOBa KMCENTHHA

* Meanana (obxsar - I

CEP}’MHHTE KOHUCHTPAUHH HA aMOKCHIIKITHH H KITABYJIAHOBATa KHCCIIHHA, NOCTUTHATH C
EMDKCHHHHHH/KJ]EIBYHEHOBR KHCC/IHHA, Ca CXOAHH C TC3H CIC NEPOPANTHO TPHAOKEHHE Ha
€KBHBAJICHTHH A03H OT CAMOCTOATCIIHO NMPHAOKECHH AMOKCHUW/IHH HNH KJIaByJ1aHOBA KHCEWHA.

PasnpeaeneHue
Oxon0 25% oT 0010TO ChbABPKAHHE Ha KNaBY/1aHOBATa KUCeHHa B ninasMarta U 18% ot ob1oro

CbIbpKaHHE HA AMOKCHUWIHH B [J1a3MaTa ¢a CBbP3aHH ¢ NpoTedHH. OOeMBT Ha pasnpeaeneHue ¢
okosio 0,3-0,41/kg 3a amokcHunnuH v okono 0,21/kg 3a kiaBynaHopaTa KMCEHHA.

CJrea HHTPAaBEHO3HO NMPHIOKEHHE, AMOKCHLIMIMH Y KABYJIRHOBA KUCENIHHA Ce YCTAHOBABAT B
AUTHLYHHA MEXYP, KOPEMHATA ThKaH, KOXaTa, MACTHATA TbKaH, MYCKYJIHUTE TbKaHH, CHHOBHAJIHATA H
MEPUTOHEANHATA ThKaHH, XIbUKATA H FHOHTA. AMOKCHLIMJIMH HE CE pa3npeaesis ChOTBETHO B
uepedpocnyHanHaTa TEHHOCT.

Ot npoyusanusaTa NpH XKUBOTHH HAMA OKA3aTE/ICTBA 34 3HAYHTE/HA TbKAHHA 3a/[PhXKKA Ha
JIEKapCTBEHO-NIPOH3BOHH BELIECTBA 32 HUKOA OT ABETE CbCTaBKH. AMOKCHIIMAWH, HOA00HO Ha
OBEYETO NEHHULIWIHHHU, MOXKE J1a C€ YCTAHOBM B KbpMata. Chelid OT KNaByJIaHOBA KHCEIWHA ChLLO
MOrarT Ja c€ OTKPHUAT B KbpMaTa (BX. TOuKa 4.6).

W nsete, aMOKCHLUM/INH Y KNaByJAHOBATA KHCEHHA, NPEMHHABAT Npe3 IaueHTapHaTa 6apuepa (Bx.
TOo4yka 4.6).

buoTpaHc@opMalius
AMOKCHLIHIMH YACTUYHO CE EKCKPETHpa B YPHHATA KATO HEAKTHBHA NEHWLMWIOEBA KHCE]T 7
KONH4YeCTBa, eKBUBaNeHTHHU Ha 10 a0 25% oT navanuara nosa. KnasynaHopara kxcenu
MeTabonranpa eKCTEH3UBHO NMPHU XOpaTa U ce OTeNs B YPHHATA H U3NPAXKHEHUATA, H
BbIJICPOAEH AHOKCH B H3ZUUIBAHHA Bb3OYX.




Enumutupane
OCHOBHHAT N'BT HA SJIMMHHHPAHE Ha AMOKCHUMAKH € npe3 Ob0peunTe, J0KATO K1aBy/1aHOBATA
KHCEIMHA Ce eTMMHMHHpA KaKTo Mo Ob0peyHH, Taka v no M3BbHOBLOPEUHH MEXaHHW3MH.

AMOKCHUMNNH/KNABYTAHOBA KUCETUHA HMA CPEIEH ENMUMHUHALIMOHEH MONYKUBOT OT MPUONHIUTENTHO
€/IMH vac Y cpeacH obul KupbHC npubaunzurendo 23 1/h npu 3apasu nuua. [Npubnusvrento 60 oo
70% oT aMOKCHLMIIHH K npubnnsuTenHo 40 10 65% oT KnaBy/JaHOBaTa KUCENIMHA C€ EKCKPETHPAT
HENPOMEHEHH B YpUHATa Nnpe3 NbpBUTE 6 yaca cien NpuioKeHHe Ha eAMHHYHA 032 beTaknas

250 mg/125 mg wnu 500 mg/125 mg tabnetku. Cnopea paznvuuHu NpoyyBaHHA YPHHHATA EKCKPELIMA
e 50-85% 3a amoxcnumnuH 1 Mexay 27-60% 3a kiaBynaHoBaTa kMcenuHa 3a nepHoa ot 24 yaca. 3a
KJ1aBY/IAHOBAaTa KHCEJTHHA, HAW-TOIIMO KOJIMYECTBO OT JIEKAPCTBOTO C€ EKCKPETUPA Npe3 MbPBUTE 2

Haca CJiCd NpHUIAOKEHHUC.

EAHOBPEMEHHOTO NPUIOKEHHE Ha npodeHeunn 3a0aBa eKCKpPELUMATA HA aMOKCULIMAHKH, HO He 3abaBs
OLOpeuHaTa ekcKpeurs Ha Ki1aBy/JaHOBaTa KUCENHHa (BX. Touka 4.5).

Bu3pacTt

EAMMHHALIHOHHHAT NONYXHBOT HA AMOKCHUHWIHH € Nogo0eH npyu MajiKK Aela Ha Bb3pacT OKOJIO 3
Mecela A0 2 rOOHHK U NIPH NMO-rofiemMy Aela v Bb3pacTHH. [1py MHOro mankure aeua (BKIOUHTENHO
npexaeBpeMeHHO poaeHH 6ebera) npe3 MbpBaTa ceaMULUA OT KUBOTA WHTEPBATHT HA MPUJIaraHe He
TpabBa Aa HANXBLPNIA NpHAAraHe ABa NbTH AHEBHO MOPAAH HE3PANOCT Ha OLOpeuHHs MbT Ha
€NHUMHHHpaHe. Thil KaTO MPHU NALIMEHTHTE B CTAPYECKA BBH3PACT CLLUECTBYBA MO-TOJIIMA BEPOATHOCT
na UMaT HamasieHa 6bOpeuHa PpyHkuua, 1360PHT Ha no3aTa TPAOBa Aa € C NOBHLIEHO BHHMAHUE U
MOKE 1a € NOJIE3HO Aa ce npocneaasa OubpeuHaTa PyHKLHA.

Ilon

Cren nepopaiHo NPHIOKEHHE H2 AMOKCHLIMITMH/KIAaBYIaHOBA KMCE/IMHA MPH 3APaBH MDbXKE H KEHH
MOMLT HE € 0KAa3aN 3HAUYMMO BIIUSHHE BbPXY PapMaKOKHHETHYHHTE NOKA3aTE/IH HUTO Ha
AMOKCHLIMITHH, HATO Ha KNaBY/IaHOBATa KMCENMHHA.

buOpeuHo yBpexaaHe

OBLHAT CepyMeH KIHPBHC Ha aMOKCHLHIMH/K/1aByIaHOBA KHCEJIMHA HaMaJifiBa NPONOPLUHOHAIHO C
HamanasaHeTo Ha 610peuHaTa QyHkuna. [lonrkaBaHeTO Ha NEKAPCTBEHHS KIMPBHC € NO-H3Pa3eHo 3a
AMOKCHLMIIMH, OTKOJIKOTO 33 KaBYJIAHOBATa KUCENHHA, Thid KATO MO-TOMsIMA YaCT OT aMOKCHLIHIIMH Ce
exckpeTupa npes 6v6peuute. [opaan Tasu npuunHa ao3upaHeTo npu 6B6peuHo yBpexaane TpadOea
Na Npeanassa OT HEXENAHO HATPYNBAaHE HA AMOKCHLUWIHH, KaTO €IHOBPEMEHHO C€ NOIAbPXKAT
NOAXOAALEH HUBA Ha KNaBYJIaHOBATAa KMUCEIUHA (BXK. TOuKa 4.2).

YepHoapobHo yBpexaaHe
Ho3upaHeTo npu naudeHTH ¢ 4epHoaApoOHO yBpexaaHe TpaOBa fa € ¢ NOBUIIEHO BHUMAHHE U

YyepHoApoOHaTa PyHKUMSA Aa ce NpOCcAeasABa HA PAaBHH WHTEPBAH OT BPEME.,

5.3 IlpeakMHA4YAN AAHHH 32 H€300ACHOCT

HexnuHHYHUTE JaHHU He NOKa3BaT ocobeH pHUCK 3a XopaTta Ha 6a3a Ha (hapMaKoNOrHUHUTE
M3NHTBAHUA 33 6€30MaCHOCT, FeHOTOKCUYHOCT W PENMPOAYKTHBHA TOKCHYHOCT.

[IpoyuyBaHHs 32 TOKCUYHOCT NPH MHOTOKPATHO NpUJIaraHe, NPOBEAEHO MPH KyUeTa, ¢
aMOKCHUMNWH/KNAaBY1aHOBA KHCENHHA NOKa3BaT CTOMALLHO Apa3HEeHE U NOBPbLIAHE, KAKTO H NPOMSHA
B LIBETA HA €3HKA.

He ca npoBexxaaHu “3nUTBaHHA 33 KAPUMHOTEHHOCT ¢ beTakias UK HAKOA OT HErOBUTE ChCTABKH.

6. OPAPMAIIEBTHYHH JAHHH
6.1 Cnuchk HA NOMOIMHHATE BellecTBA

Cunuunen nuoxcua (E551)




Kononaen 6e3BoaeH cunuurer avokcua (E551)
Acmaptam (E951)

AnTapra kucenunua (E363)

KcanTaHosa ryma (E4135)

Xunpomenosa (£E464)

ApoMaT Ha MajliHa

ApoMar Ha noproxan

3MaTUCT Kapame

6.2 HecnBMeCTHMOCTH
Henpunoxumo
6.3 Cpox Ha rognoct

[Ipeou pazmeapsane: 3 ronuHH
Creo pazmeapsane: Cnea pasTBapsaHe, NPOAYKTHLT TpaOBa a ce U3ioa3sa B paMKdTe Ha 7 AHM. [la ce

chxpaHsaBa B xnaauinHUk (2°C - 8°C).
6.4 Chnenuanann yclOBHA HA ChXpaHeHHe

Ila ce cpxpansaea noa 25°C.
Ja ce cbXpaHsBa B OpMrHHANHATA ONAKOBKA, 33 Aa C€ npeanasy oT 8/ara.
3a yC/IOBHATA HA CbXPAHEHHE CJIE/l pa3TBAPAHE HA NEKAPCTBEHKHs NPOAYKT, BUXKTE ToUka 6.3,

6.5 BHAH chALPXKAKHE HA ONNAKOBKATA

HDPE 6yTiiika ¢ mapkrMpoBka 3a HHUBO Ha pa3TeapaHe, nonunponuneHosa CRC kanauka: 6 g, 12 g, 14 g
unu 20 g 3a pasreapade Ha 30 ml, 60 ml, 70 ml unu 100 ml nepopanHara cycnexsust, CbOTBETHO, B
KyTua. OnakoBKHTE ce AOCTaBAT ¢ 5 m{ NONKCTHPONOBA CNPHHLIOBKA 33 NEPOPATHH HOPMH C 03HAHEHH
nenenus ot 0,5 ml go 5 ml npe3 0,5 ml

He BcHukH BHAOBE ONAKOBKKH MOTaT Aa ObJAT NMyCcHATH HA nasapa.

6.6 Cnennanuu npeanasHu MepKH NpH H3XBLPJIAHE H padoTa

Ilpeau ynorpeba, npoBepeTe Aajik Kanaykara € HENoKbTHara. Pasknarere OyTunkara, 3a aa ce
paspoHu npaxa. Ma ce nobasy KOMMYECTBO NUTEHHA BOAA (KAKTO € MOCOYEHO NMo-10ny). ObspHeTe H
paskjarere 100pe.

Jo3oea gpopma Pasmep Ha onakoekata (ml) Ob6eM Boaa, koaTo Tpabea aa ce
{ npubaeu npu pasreapsane (ml)
400 mg/57 mg B 5 ml 30 25
60 56
70 | 61
| 100 * 87

ANTepHaTUBHa Bb3IMOXKHOCT € Aa ce pa3kiarH OyTHiKara, 3a Aa ce pa3poHH npaxa. Cnea Tosa
HarbJIHeTe OyTUnkaTa ¢ NUTeHHa BoAa TOMHO 0] 3HAKA 33 MBJHEHE, 3aTBOPETE H Pa3KJIaTe
Cnen Tosa nobasere nuTeiHa BOAA TOYHO 10 MAPKHPOBKATA 33 ITbJIHEHE W pa3kiarere 08

Pazknawaiite OyTunkara Bceku mbT npeam ynorpeba.
I[lepopanuara cycneHsus e Oana no noutu 6sA71a ¢ NJIOJOB apomar.

Hama cnenHansy H3KWCKBaHUA 33 HU3XBBDJIAHC.




Heusnon3BaHusaT JEKAPCTBCH IMPOAYKT HJIKH OTNAABYHHUTE MATCPHAJIH OT HETO Tpﬂﬁﬂﬂ Aad C€ U3XBBPJIAT
B CbOTBETCTBHE C MCCTHHUTC U3UCKBAHH A

Te [NPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

KRKA. d.d.. Novo mesto. gmarjeéka cesta 6, 8501 Novo mesto, CnroBeHus

8. HOMEP HA PABPEHIEHHUETO 3A YIIOTPEBA

Per. No: 20150288

9. 1ATA HA ITBPBO PABPEIIABAHE/INIOJJHOBABAHE HA PABPEIIEHHUETO 3A
YIIOTPEBA
JlaTta Ha nbpBO pa3spelueHue 3a ynorpeda: 31.08.2015

JlaTta Ha nocneaHo noaHoBsABaHe: 10.06.2021

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

31 Oktomepwu 2025

[Tonpo6Ha uHdopMaLMs 3a TO3H JIEKaApCTBEH NPOAYKT € npejocTaBeHa Ha yeOcaiita Ha U3nbiHuTenHa
AreHuus no Jlekapcreara (MAJI) http://www.bda.bg.




