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2, KAYECTBEH H KOJIMUECTBEH CHCTAB

5 ml or cycneHsuaTa chaspxka 400 mg aMOKCHUMINH (KaTO aMOKCHUWIMH TPUXHUApAT (amoxicillin
irihydrate)) v 57 mg KnaByJaHOBa KHceuHa (KaTo KalMeB KIaBYNaHar (potassium clavulanate)).
1 mi or cycnen3uara cbabpka 80 mg aMOKCHUIMIINH (KaTO AMOKCHLIMITMH TPHUXHMApPAT (amoxicillin
trihydrate)) v 11,4 mg knarynaHoBa kucesiMHa (KaTo KaJiueB KIaByJaaHaT (potassium clavulanate)).

[ToMolIlHO BelIecTBO (2) € U3BECTHO JICUCTBHE:

5 ml or cycneHsusaTa ceabpxar 12,5 mg acnapram (E951). 1 ml ot cycneHsusTa ceabpxka 2,5 mg
acnapram (E951).
5 ml or cycnensuara cbaspxkat 12,307 mg kanuid. 1 ml ot cycnenaunsTa cpaspxka 2,461 mg kanui.

3a NBJIHKUA CMHUCHK HA MOMOLIHMTE BELIEeCTBa BHXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[Ipax 3a nepopanHa CyCneH3nA

bsan a0 noytu 61 npax.

4., KJ/IMHHWYHHUH JAHHH

4.1 TepaneBTHYHH NOKAZAHHHA

beraknaB € NMOKa3aH 3a JIE4eHHE Ha CeAHUTE HHPEeKUHH NPH BE3PaCTHH H Aeua (BXK. TOUKH 4.2, 4.4 n

5.1):

- ocThp OaKkTepHaneH CHHYHUT (aeKBATHO RHATHOCTHLIUPaH)

- OCTBHP OTHT Ha CPEAHOTO YXO

- OCTpH ek3auepbaunu Ha XpoHHUeH OpOHXHUT (aACKBATHO JHArHOCTHLMPAH)

- MHEBMOHMA, NpuaobuTa B 0OLIECTBOTO

- LIKCTHT

- MHEJOHEPPUT

- HH(EKLHMHA HA KOJKATA U MEKUTE ThKAHH, MO-CNELMATHO UEMYJIHT, yXarBaHUA OT )XHBOTHH,
TeKbK abcLEC HA 3bOHTE ¢ pa3npocTpaHaBall ce LeTYTUT

- HHPEKLHH Ha KOCTHUTE H CTABHTE, MO-CNCUHAITHO OCTECOMHUEIIMT.

Tpabra na ce 06bpHEe BHMMaHHe Ha OPULMANIHUTE YKa3aHUS 3a MpaBuiHa ynoTpeda Ha
aHTHOAKTEpHATHWTE CPeACTBa.

4.2 J0o3HpPOBKA H HATHH HA NPHJIOKECHHAE

Ho3uposka

IIDSHPOBKHTC Ca rnpcacTaBCHH C‘bOﬁp&BHG ChABPXKAHHCTO HaA AMOKCHLIUNIHH/ KJaByJ1aHOBA
H3K/MIO1HEHHE Ha CAYYauTE, KOrarto fo3uTe ¢a JaACHH 110 OTHOUICHHE Ha OTAC/IHATA ChC

3a u3bopa Ha nozara Ha beraknas 3a neyeHue Ha oTaenHaTa HHPeKLUUa TpaAdBa oa ce u
- OYaKBAHHWTE NATOr¢HH H BEPOATHATA UM HMYBCTBHTETHOCT KbM aHTHOAKTEpUANH

(BXK. TOuKa 4.4)



- TEXKECTTa U MACTOTO Ha UHPEKLIUATA
- Bb3pacTTa, TENECHOTO Terno U 6bOpeuHaTa PyHKUMA HA NALHMEHTA, KAKTO € NOKa3aHo Mo-[0Jy.

Vnorpebara Ha antepHaTHBHU dopMu Ha beraknas (HanpyMMep TakKBa, OCHIYPABALUH MO-BHCOKH N03H
HA AMOKCHLUWIMH H/HJIH pa3IHUYHH CHOTHOLIEHHA Ha AaMOKCHLUMW/IMH KbM K/1aBYJIRHOBA KHCEJTHHA)
TpsOBa Aa ce UMa npeau, cnopea HeoOxoauMocTTa (BXK. Toukd 4.4 1 5.1).

3a neua < 40 kg Tasu ¢opma Ha beraknaB ocurypsasa MakcuManHa asesHa no3a ot 1000-2800 mg
amoxkcuuuauni /143-400 mg knaBynaHoOBa KMCENTMHA, KOraTO Ce NpU/ara, Kakro ¢¢ rnpenopsbysa no-

aony.

AKO ce CUHTa, Y€ € HEOOX0aHMMa MO-BIUCOKA AHEBHA 1034 HAa aMOKCHULIWIINH, NMPENOpPbYBA CE
H3NON3BAHETO Ha APYTO JIEKAPCTBO, ChABPHALIO AMOKCHLIWIIHH/ K/1aByJ1aHOBa KHCEITHHA, 33 1a ce
W30erde NpUlaraHeTo Ha HEHY)XHO BHCOKH JIHEBHH J03M HA KIABYJIAHOBATa KHCENHHA (BXK. TOUKH 4.4

n5.1).

[Tpoab/KUTENHOCTTA HA JIEUEHHETO CE ONpeaens OT MOBIHABAHETO Ha naukeHTa. Hakoun HHpekLHH
(HanpUMep OCTEOMHENNT) H3UCKBAT MO-rojfMa NPOAB/LKHTEHOCT Ha JIEYEHHETO. JIeueHHeTOo He
TpaOBRa na npoab/bkasa noseve OT 14 AHH Oe3 NoBTOpEH npernea (BxX. ToYka 4.4 OTHOCHO
NPOAB/DKHMTENTHA TEPATIH).

Bn3pacThu u neua Han > 40 kg Tpabea aa 6baar nekysaHu ¢ beraknas ¢popmara 3a Bb3pacTHH.

[Teduampuvuna nonyaayus
Heua <40 kg

Heuata Morar na ce nekysart ¢ berakias TabneTKH H CYCNEH3UH.
[1penopbUHTENHH DO3H

- Hucka nosa: 25 mg/3,6 mg/kg/nes no 45 mg/6,4 mg/kg/nen B nBe pasaeneHu no3y;
- Bucoka fo3a: 15 mg/6,4 mg/kg/nen no 70 mg/10 mg/kg/nen karo aBe OTACTHH AO3M MOKE J1a
ce MPHI0XKH MPH HAKOM HHPEKIHH (KATO OTHT Ha CPEAHOTO YXO, CHHYHT U HH)EKLWH Ha
NONHUTE AUXATEIHH MbTHILA).

Tenec- | 25 mg/3,6 | 45Smg/6,4 | 70 mg/10 Tenxec- |25 mg/3,6 | 45 mg/6,4 70 mg/10

HO mg/kg/ mg/kg/zen. | mg/kg/ned. | Ho mg/kg/ mg/kg/nen mg/kg/nen

TErJo0 AeH. Ho3a Ho3a TerJao NeH. Ho3a (mnan- | Ho3za

(kg) Ho3a {(MRIR- (MaIH- (kg) Ho3a JIHTPH), (MAAR-
(MAaHE- JTHTPH), JUTPH), (MUIE- KOSITO JIHTPH),
JHTPRH), KOATO KOATO AHTPH), TpROBa Aa KOSITO
KOHTO TpabBa na | TpubBa Aa KOSTO ce npuaara | Tpabsa aa
TpsibBa 1a | ce ce TpaOBa 1a | Ha 12 yaca. | ce
ce npujrara npaaara ce mpHJIATA
npaaara Ha 12 Ha 12 NpPHJIATA aa 12
Ha 12 yaca. qaca Ha 12 qaca.
qaca. Jaca.

4,0 0,6 1,2 HI1 22,0 3,4 | 9,6

3,0 0,8 1,4 HI1 23.0 3,6 10,2

6,0 1,0 1,8 HI1 24,0 3,8 10,6

7,0 1,2 2,0 HI1 25,0 4,0 11,0

8,0 1,4 2,4 HI1 26,0 4,2 11,4

9.0 1,4 2,6 HII 27,0 4,2 138

10,0 1,6 2,8 HI1 28,0 4.4

11,0 1,8 3,2 HII 29,0 4,6

12,0 2,0 3.4 5,4 30,0 4.8

13,0 2,0 3,8 5,8 31,0 4,8

14,0 2,2 4,0 6,2 32,0 3,0




15,0 2.4 47 6,6 33,0 5,2 9,4 14,4
16,0 2,6 4.6 7,0 34,0 5.4 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 8.4 370  [5.8 10,4 16,2
20,0 3,2 5,6 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- ne ce npenopnba.

Hsama ki1HHHYHH DauHK 3a popmara Beraxnap 7:1 oTHOCHO 1034, MO-BUCOKM OT 45 mg/6.4 mg Ha kg
Ha I€H NpH Aeua noa 2 roAMHH.

Hama xivMHHUYHH JaHHH 3a GopMara beraknas 7:1 npy nauneHTH nog 2-MeceyuHa eb3pact. [lopaau
TOBa, HE MOTAT Jia Ce€ AaAaT NPENnopbKH 33 A03UPAHE MPH Ta3H MOMYJIaLUHA.

TpaGea na ce oOMHUCIH NpUIOKEHHE HA AITEPHATHBHH NEepopaiHM popmu Ha beraknas 3a
W3TBJIHEHUE HA NMPAKTHYCCKUTE MPENOpPbKY 3a JO3HTE.

JleuaTta Moxe na ce aekyBar ¢ beraknap Tabnerku unu cycnensuu. eua Ha Bbw3pact 6 roaMHH U no-
MaJIKo, 3a NpeAno4YuTaHe TpAOBa Ja Ce NeKyBarT ¢ beraknas CyCneH3us.

JMo3aTa (MUIWIMTPH), KOATO [1a Ce NpHUara Ha NaUHEHTUTE ABA MbTH AHEBHO, MOXE CbLUO 1A Ce
H3IUMCIIH C MOMOLITA Ha caeHara ¢popMyna:

Jlo3zata (MIJIHIHTPH), [TpenoprurTenna ao3a amokcuumunuu* (mg/kg/aeH) x Terno
npuiaraHa iBa MbTH JHEBHO (kg)
PexoHcTHTYHpaH aMOKCHLIMAKHY B cycneH3ua (mg/ml) x 2
(pa3feneHy J03M)

* 3a M3YHCIEHHETO € HEOOXONHMO Ja ¢ B3eMe IpeBHI CaMO AMOKCHUIHAWHOBUAT KOMIIOHEHT.

Hanpumep aere ¢ rernio 14 kg, nekyraHo ¢ npuwioxenue Ha 25 mg/3,6 mg/kg/neH:

Hoza (mwwnumpu), = 25 (mg/kg/oen) x 14 (kg)

npunazana 06a 80 (mg/ml) x 2 (pazdenenu 0o3u)
nLMu OHEBHO

Hoza (mwnwiumpu), = 350 (mg)

npuagzana 06a 160 (mg/mi)
numu OHEGHO

Hoza (munwiumpu), = 2.2 mi
npwiazana 06a
nbMy OHE8HOo

Cmapuecka ev3pacm
He ce Hanara kopekuus Ha go3arta. [lauMeHTHTE B CTapyecka Bb3pacT TpAOBa Aa Ce JIEKYBAT C
nexkapctseHU popMu Ha beraknas, npeaHa3HaYeHH 3a BH3PACTHH.

bvbpeuno yepeacoane
He ce Hanara kopekLius Ha 103aTa NPH MALKUEHTH ¢ KpeaTHHUHOB KaupbHE (CrCl) no-sucok
30 ml/min.

[Mpu naumeHTH ¢ XpeaTHHHHOB KNKpbHE noa 30 ml/min, u3non3eaneTo Ha beraknas ¢
CHOTHOINEHHE aMOKCHLIMIHE/ KJIaByJlaHOBA KHCE/IMHA 7:] HE Ce npenopv4sa, Thil KaTo
[penopbKH 3a KOPUrHpaHe Ha J03AaTa.



YepHoapobHo yBpexaaHe
Ja ce no3upa BHUMATEJIHO H YepHOAPOOHaTa PYHKLUMS N3 CE NpoC/easBa Ha paBHH HHTEPBAIH OT
BpeMe (BXK. TOUKH 4.3 u 4.4),

HayuH Ha npunoxkeHre

Geraknas e 3a nepopasHO MPUIOKEHHE.

Jla ce npuema B HA4ANOTO HA XPAHEHETO, 3a Aa CE€ HAMAJIH A0 MHHHMYM NOTeHUHANHATa
raCTPOHHTECTHHATHA HEMOHOCHUMOCT.

JleueHneTo MOXKeE [a 3anMo4YHe ¢ NapeHTepanHa jiekapcrBeHa gopma B cborBeTcTBHE ¢ KXIT Ha
CbOTBETHHA NPOAYKT HHTpaBeHO3Ha GopMa H cliell TOBA MOXe Aa CE NPEMHHE KbM MepopanHa (popMa.

ByTunkara TpabBa Aa ce pa3kiaTH A0KATO NpaxbsT BLTPE 3aM04YHE Aa ce ABWKH cBoDOAHO, TpAOBa na
ce npubaBH BOJA CNOpe] yKa3aHHUATA, Ja ce 00bpHE OyTHIKaTa OTHOBO M a € Pa3K/IaTH.
byTHnkara TpadBa aa ce pa3knarty npeau npueMaHe Ha Besika no3a (BX. Touka 6.6).

3a yka3aHii OTHOCHO Pa3TBAPKRHETO HA NEKAPCTBEHHA NMPOLYKT NPEOU NPHIOKEHUE, BUXKTE ToUKa 6.6,

4.3 TIIpoTHBONOKA3IAHHH

CBpbX4yBCTBUTENHOCT KbM AKTHBHHTE BELLECTBA, KbM KOWTO M [1a € OT NEHHLUHUITHHUTE WIH KbM
HAKOE OT MOMOLUHKTE BEeLIeCTBa, U30PoeHH B TOUKa 6.1.

AHaMHe3a 3a TeXXka He3a0aBHA peaKkLusa Ha CBPBXUYBCTBHTENHOCT (HaNmpUMep aHapUNaKCHA) KbM
Apyr Oera-nakTaMeH NpoayKT (Hanpumep uedanocnopuH, kapbaneHeM Hid MOHODaKTaM).

AHaMHe3a 3a XKBJITEHHUA/YePHOAPOOHO YBpEXKAaHe, AbJDKALIHM C¢ HA AMOKCHLIHH/KNABYyJIaHOBA
KvcenuHa (BxK. Touka 4.8).

44 Cpoennansn npegynpexgeans H OpeAnNa3HA MEpPKH

[lpeau 3anouBaHe Ha NEYEHHETO C AMOKCHLIWIHH/KIaBYIaHOBA KHCENWHA, CIICABA [1a C€ CHEME
BHHMATE/THO aHaMHe3a 3a NPeULIHA peakLid Ha CBPbXUYYBCTBUTEITHOCT KbM HEHHULIMIIMHH,
uedanoCMmopUHH WaH Apyrd GeTa-nakTaMHH NPOAyKTH (BXK. To4kH 4.3 1 4.8).

Cepuo3HH ¥ NMOHAKOra (paTalnHU peakuiu Ha CBPbXYYBCTBHTEIHOCT (BKITIOUHTENHO aHAQUNAKTOUIHH
U TEXKKH KOKHH HEXXENAHU peakliHH) peakuHH ca CboO1aBaHy NPH MALUEHTH, JIEKYB2HH C
NEHHUIIMAKH. BB3MOXHO € ChIO peaKIiUHTE HAa CBPBbXYYBCTBUTENHOCT Ja NMPOrpecHpar a0 CHHOPOM Ha
Kounis — cepro3Ha anepruvHa peakuus, KOATO MOXe Ja aoBeae 00 HHapKT Ha MHOKapaa (BX. TOUka
4.8). [To-BepoaTHO € Te3M peakliy Aa e MPOABAT NPH JIHLA C aHAMHe3a 3a CBPbXYYBCTBHTE/THOCT KbM
MEHULHIHH UK TIPH aTONMHYHU auua. [Ipy nosea Ha anepryyHa peakuus, JCYEHHETO C
aMOKCHLMIMH/K/TaByNaHOBA KHCeNHHa TpaOBa 1a ce NpeyCTaHOBH H a C€ HAa3HA4YH Noaxoasila
aNTEpHAaTHBHA T¢panus.

HMMa ¢c1001eHHs 32 eHTEPOKOIHWTEH CHHIAPOM, MPESAX3BHKAH OT npydem Ha nekapcTeoro {drug induced
enterocolitis syndrome — DIES), rnaBHo nps neua, npu KOUMTO €€ Npujiara aMOKCULIMIIMH/KJ1aByJIaHAT
(Bx. Touka 4.8). DIES ¢ anepruuna peakuus ¢ BoAell CUMOTOM MPOABKUTENHO NOBpbluaHe (1 — 4
Yyaca cJiell PpHeM Ha JeKapcTBOTO) 0e3 alepriiuHd KOXXHH WIH PECTHPATOPHH CHMITTOMH.
JIOMBJIHHTENHHY CUMITTOMU Morat aa 6baat Ooska B kopeMa, AMapHsi, XMIIOTOHHA WM JIEBKOLUTO3a ¢
HeyTpodHIHA. MMa TeXKH Cityyan, BKIIIOUHTETHO ¢ NPOrpecHs A0 WOK.

B cryuait ye ce gqokaxe, 4e HHPEKLHUATA C€ ABDKH HA AMOKCHLIH/IUH-YY BCTBUTE/THH
MHUKpOOpraHu3MH, 61 Morio 1a ce o0ChbAH NPEMHHABAHE OT AMOKCHIHJIMH/KJ1aBy1aHOBA
AMOKCHLMJIHH B CbOTBETCTBHE C ODHLIMATHWUTE YKA3aHHUA.

Ynorpebara Ha Ta3su ¢opMa Ha beTakna He € MOAXOAAlla, KOraTo € HaJIHLE BHCOK PUCK
NPeAnoNaracMHUTe NATONCHU Aa Ca ¢ HAMAIEHA YYBCTBHTENHOCT HITH ¢ PE3HCTEHTHOCT Kb



NaKTaMHK NPOAYKTH, KOATO HE € MEAHUMpPaHa OT OeTa-1aKTaMa3H, YyBCTBHTENHH HA MHXHOHpaHE OT
KiaBynaHoBa KucenrHa. Tasu dopMa He TpaOea Aa ce H3NO3Ba 3a JIeYeHHUE Ha NMEHULIMIHMH-
PE3UCTEHTHU S.preumoniae.

[Ipy naupeHTH ¢ yBpeaeHa 6b0peuHa pyHKLNA WK MPH TAKKHBA, IPHEMALLY BHCOKH A03H, MOXE N1a CE
pPa3BHAT rbpuoBe (BX. TOUka 4.8).

JleueHHEeTo ¢ aMOKCHLMIIHH/KIaBY/IAHOBA KHCEJIHHA TpAOBa Aa ce M308rea npH CbMHEHHE 32
nHpeKUMO3HA MOHOHYKJI€03a, ThH KaTo NpH ToBa 3a0onsaBaHe clell NPHIOKEHHE HA aMOKCHLIUIIHH €
HaOmoaasaHa nossara Ha MmopounudopmeH oOpuB.

EnHoBpeMeHHaTa ynorpeba Ha anonypyHOI MO BpEMe Ha JIEYEHHETO ¢ AMOKCHLIMAMH MOXe Na
YBEJIHYH BEPOATHOCTTA 33 aleprudHy peaKiiuM OT CTpaHa Ha KOKaTa.

[TpoasmxuTenHaTa ynotpeba NOHAKOra MOXeE Aa JOBEAE A0 CBPbXPAcTeX HAa HEHyBCTBUTETHH
MUKPOOPTaHH3MH.

[lpu 3anousaHe HAa NeYEHHETO NMOABATA HA CHJIHO 3aUEPBEH MEeHEpaNU3HpaH EPHUTEM, CLIPOBOJCH OT
MycTyNa, MOXKE Aa € CUMITTOM Ha OCTpa reHepaivi3npaHa exk3saHreMarosHa myctynosa (AGEP) (Brxk
Toyka 4.8). Tazu peakuus Hanara cnypaHe Ha JieueHWeTo ¢ bertakiaB U € NPOTHRONOKAa3aHHe 3a
MOCAEABALLO JIEYEHHE C AMOKCHLIWIHH.

AMOKCHLUIWIMH/KIaBYJIAHOBA KHCENWHA TPAORA a Ce npuiara BHUMATEHO NPH NALMEHTH ¢ JaAHHH 33
yepHOApOOHO yBpexkIaHe (Bx. TOUKH 4.2, 4.3 u 4.8).

CHOHTHA OT CTpaHa Ha uepHHUa Apod ca cboOLaBaHH NMPEIUMHO NPH MbXKE U NPH NALIHEHTH B
cTap4ecka Bb3pacT, H MOXKe [1a ¢a CBbP3aHH ¢ MPOAB/DKHTENHO JieueHHe. Te3n crbuTHa ca
cHOOIIIABAHU MHOTO pAAKe npu Aeua. [Ipy BCHUYKH nonynauuu, NPpU3HALKUTE U CHMITTOMHTE
oOukHOBeHO ce HabnroaaBar no BpeMe Ha WK MaNKo CIel IeYeHUe, HO B HAKOHM CITyvaH MoxXe Ja He
¢e M3ABAT [0 HAKOJIKO CeAMMLU Clie]l MPeyCTaHOBABAHETO HAa NleYeHHETO. Te3n crbuTna 0OUKHOBEHO
ca obparumu. YepHoapobaure cubuTus MOxe Aa ca TEKKH H B UIKITIOMUTENHO PEAKH CITy4ad ca
NOKJIanBaHH CMBPTHH ciyuau. Te3n cbOUTHA MOYTH BUHArK ca HabnioaaBaH! NpH MaLUEeHTH CbC
CEPHO3HO MPEAXOXKAALIO 3a00NABAHE WK NPUEMALLM EJHOBPEMEHHO JIEKAPCTBA, 34 KOHTO € H3BECTHO,
ye UMAT MOTEHLMA 32 YepHOOpOoOHH edekTH (BXK. TOUKA 4.8).

Konur, cBbp3aH ¢ NPUIOKEHHETO Ha AaHTUOHOTHLIY, € ChOOLIABAH FPH NOYTH BCHUKH
aHTHOAKTEpHAIHU NPOIYKTH, BKJTIIOUHTENHO MPH AMOKCHUKWJIHUH H MOXE Ja BapHpa MO TEXKECT OT JieK
0O XHBoTO3acTpaliapau (Bk. Todka 4.8). [1o Tasu npuyKHa, Npy NaUMEHTH ¢ HApPHA WK Cheq
neyeHHe ¢ aHTHOHOTHLIM, € BAXXKHO a C€ UMa NpeaBUa Ta3u auartHosa. IIpu passHTHe Ha KOJHT,
CBBP3aH C IPUWIOKEHHETO Ha aHTHOHOTHLM, NTedeHUeTo ¢ beTaknae Tpabea aa ce npeycTaHoBH
He3abaBHO, fa C& HAMNMPABU KOHCYTALUA C JIEKap U [1a Ce 3aMoYHe NOAXOaAL0 JeueHue. B Tasu
CHTYAaILMA ca MPOTHBOMOKA3aHU NPOAYKTHTE, OTCIabBallld NEPHCTANTHKATA.

Ilo Bpeme HA NPOABIHKMTENHO JICHEHHE € MPENIOPBYHUTEIHO NEPHOAAYHO Ja CC OLICHABAT OPraHHHTE H
CHCTeMHH (PYHKUHH, BKTIOUHTETHO ObOpeuHarTa, yepHoapoOHaTa 4 XxeMonoeTH4HaTa QPyHKLMA.

CrobliaBanu ca peakH Cnyyvyau Ha yab/DKaBaHe Ha NPOTPOMOHHOBOTO BpeMe IPH MaLMEHTH,
NeKyBaHH ¢ aMOKCHLIHNHWH/KTABYIAHOBA KUCENIUHA,

an CIHOBPEMCHHO TPHINTOXKCHUC C aHTHKOATI'YJIAHTH CC Halara noaxoaiauto npocjiCiABaHC. Mo

Ha aHTUKoarynauus (BX. ToukHd 4.5 u 4.8).

[1py nanyeHTH ¢ 6BOpeuHo yBpexxnaHe no3ara TpadOBa Ja Ce KOPUrupa B 3aBUCHMOCT
yBpeKaaHeTo (BX. To4ka 4.2).




[Ipy naLMeHTH ¢ HAMANIEHO OTAEISHE HAa YPHHA MHOIO psAAKo € HabnoaaBaHa KPUCTATY pHs
(BKITIONHTENHO ocTpo OLOpEUHO yBpeKaaHe), MasHO NPH napeHTepanHo neuenue. [lo speme Ha
NPUIAraHeTO HA BUCOKH J03M AMOKCHLMAMH C€ [TPENOPBYBA NOANBPKAHETO HA AACKBATEH NMPHEM HA
TEYHOCTH H OTAEJISHE HA YPUHATA C UeJ Aa C€ HAaMaIUu Bb3MOXKHOCTTA 32 aMOKCHLIMJTHHOBA
kpucTatypus. [Tpy naumMeHT ¢ KaTeTbp B NTHKOYHUA MEXyp Tpa0Ba Aa ce NpoBeKaa peaoBEH
BU3YaJIEH KOHTPOA (BXK. TOUkH 4.8 1 4.9).

[lo Bpeme Ha JIEHEHHETO C AMOKCHLIMJIHH TP0Ba Na ce H3NOI3BAT €EH3UMHHTE INIIOKO300KCHa3HH
METO/H MPH TECTBAHE 32 HANTHUME HA INIIOK03a B YPUHATA, Thil KATO NMPH HECH3UMHUTE METOM MOXKE
A3 C€ CTHrHe 10 PaNLUYBO NOJOXKUTENHH PE3YNTATH.

HanuuueTo Ha wiaByaHOBA kucenrHa B beraknaB MoXe J1a NPUUMHK HECNELUHUPHUUHO CBLP3BAHE HA
I2gG 1 anbyMuHa ¢ MemMOpaHuTe Ha YEPBEHUTE KPBBHH KIIETKH, BOAEILO A0 (amluuBO NONOKHTENEH
Coombs TecT.

Hma croliiieHya 32 MONIOKHUTENIHA PE3YJITATH OT TECTOBETE, H3noa3Bawy Bio-Rad Laboratories
Platelia Aspergillus EIA TecT npyu nauyeHTH, NOJY4aBauii aMOKCHLIMTHH/KJIABY/IaHOBA KHCE/WHA, 33
KOHMTO CJie]l TOBa € YCTAHOBEHO, Ye ca CBODOAHHU OoT HHPeKUHA ¢ Aspergillus. Chobwasanu ca
KPBCTOCAHU peaKUHH ¢ He-Aspergillus nonusaxapuau ¥ noaugypaHosu ¢ Bio-Rad Laboratories
Platelia Aspergillus EIA Tect. CneaoBaTeHO MONOXKKTENHHTE pe3yNTaTH OT TECTOBETE NpPH
NalLKEHTH, NPHEMALILH AMOKCHLIMITHH/KNABY1aHOBa KMCENHHA, TPAOBA 1a ObAAT HHTEPIIPETUPAHU
BHHMATEJIHO M 1A ¢e NOTBLPAAT Ype3 APYrd AMArHOCTHYHH METOM.

Acnapmam

Tosa nexkapcTBO ChAbPXKA 2,5 mg acnapraM BbB BCEKH Ml CycneH3ua. ACnapTaMbT € H3TOYHHK Ha
¢enunananMy. Moxe aa By HaBpeam, ako uMaTe PeHWIKETOHYpHs, PAAKO MEHETHYHO 3abonsBane,
NpH KOETO Ce& HATPpyNBa eHWIANaHKH, Thi KaTO OPraHU3MbT HE MOXE [1a ro OTAeNsS NPaBUIHO.

Kanuu

15,8 ml ot cycnenzusaTa ceappkar | mmol (39 mg) xanuii. Tosa Tpadra na ce uMa npeaBHAa NpU
NalMeHTH ¢ HaManeHa GyHkuua Ha OpOpeLMTe WK NPH TAUKMEHTH Ha QHETa C KOHTPOJIMPaH NMpHEM Ha
KaJTHH.

4.5 BiarmoneilicTBHe ¢ ApPYIH JieKapCTBEHH NPOAYKTH H APpYrd GOpMH Ha B3aHMoaelCcTBHE

[lepopanHH aHTHUKOAI'YJIAHTH
[lepopaNiHHUTE AHTHKOAryJIAHTH ¥ NEHHUMIHMHOBUTE aHTHOHOTHLIH ¢a H3MOJ3BAHH LLIUPOKO B

NpaKkTHMKaTa 0e3 CboOLIEHHA 33 B3aUMOACHCTBHA. BBNpeKH ToBA B iMTEpaTYpaTa UMa ONMHCAHH ClTyvau
Ha NMOBHILEHO MEXIYHapOAHO HopMaK3kpaHo oTtHoweHue (INR) npu nauueHTH Ha aUeHOKyMapoI
HAHW BapdapyH U Npeanycad Kype ¢ aMOKCHUMIHH. Flpy HeoOX0AUMOCT OT €AHOBPEMEHHO
NpUWIOKEHHE TPAOBA BHUMATETHO A C€ MPOCASAABAT NPOTPOMOHHOBOTO BpEME HIIH
MEXKIYHAPOIHOTO HOPMATU3UPAHO OTHOWECHHE NPH J00ABAHETO WM CIIHPAHETO HA AaMOKCHLIMIIHH.

OcBeH TOBa MOXE [1a C€ HaJIOXKH KOPEKLMA Ha 003aTa Ha NEPOPATHHTE AHTUKOAryNaHTH (BXK. TOUKH
4.4 u 4.8).

MeroTpekcar
[lenuumMnuHKTEe MOXKE 1a HAMANAT EKCKPELMATA Ba METOTPEKCAT, NPHYHHABAHKY NOBULIABAHE Ha

TOKCHHHOCTTA.

[Tpobeneunn
6 -\“\‘
EnxospemeHHaTa ynotpeba Ha npoGeneum, He ce npenopwsysa. [TpoGeneunn Hamanspa O ANp X0
TyOynapHa cexpelLms Ha aMOKCHLUMIHH. EnHoBpemenHaTa ynotpeba ra npobeseun Mo &, W
[0 YOLJLKABAHE HA HAJIMYMETO M NOBHUILABAHE HA HUBATa HA AMOKCHUMIMH B KPBBTA, HO e 2\ & W
R _ ":;"f. .
KNaByJIAHOBATA KMCENHHA. Gty o V2
g )
f.;ﬁr;_ﬂ_;"ﬁi'-éf..z e £oe
MuxodeHonat ModeTH WTETT e
- P )



[pr nauneHTH, NONy4aBaln MUKodeHonat ModeTun, € CLOOIIEHO 3a HamaNlgBaHe Ha NpeANo30BaTa
KOHLIEHTpaLIMA H& aKTHBHHA MeTabonut Mukoderonora kuceanHa (M®PK) ¢ npubaunsurenno 50%,
ciel 3aroYBaHe Ha JISUCHHWE C NEPOPaNeH AMOKCHLIMIIYMH IUTIOC KaBysaHoBa KMcenuHa. [IpomsaHaTa Ha
Npeaao30BOTO HUBO MOXKE f1a HEe OTpa3sBa TOYHO NpOMeHHTe B obtiiata ekcno3uuma Ha MOK. Tlopaan
TOBA MPOMSAHA B J03aTa Ha MUKO(eHonaT ModeTHT OOUKHOBEHO HE € HEOOXOAHMa NMPH JIMNCA HA
KNHHHYHY NaHHH 33 HapylleHa PyHKLUA Ha npucaakara. Bnnpeku ToBa, TpsabOBa na ce H3RLpLUIBA
BHUMATEJHO KIIMHHYHO NpocielsBaHe MO BPEME HA IEUYEHHETO ¢ KOMOHHALMATA H MAJIKO Clel,
3aBbplUIBAHE HA AHTHOMOTHYHATA Tepanus.

4.6 @eprTHIAHTET, OpEeMEAHOCT H KbPMEHE

BpeMEHHOCT

H3nuTBaHMATA NPH dKWUBOTHHU HE MOKA3BAT NPEKH WIH HEMPEKH BpEeHHU Bb3AECHCTBHA BHPXY
OpemeHHOCTTa, eMOPHOHANHOTO/DETATHOTO Pa3BUTUE, PAKAAHETO WIH MOCTHATATHOTO pa3BUTHE (BX.
Touka 5.3). OrpaHnueHH naHHM 3a ynorpedara Ha aMOKCHLIWIWH/KJIABYJIaHOBA KHCE/IMHA MO BPEME Ha
OpeMeHHOCT Mpy XOpa He MOKa3BaT MOBHULIEH PUCK OT BpoaeHH Mandopmaund. [Ipu eaHo nanutsane
MPU XKEeHHW C MPeATEPMHHAIIHA PESIKICBPEMEHH2 PYNTYpa Ha peTanHaTa MemMOpaHa € ChOoOLIEHO, He
NpopHUIAKTHYHOTO JICYEHHE C AMOKCHLIMITHH/KITaBY1aHOBA KHMCEJIHHA MOXKeE 11a € CBbP3aHO C MOBULIEH
PUCK OT HEKPOTH3Upalll EHTEPEKOIHT [IPH HOBOPOJAEHH. [IpHIIOKEHHETO HA AMOKCHLIHIIHH
/KNaByJIaHOBA KMCENWHA N0 BpeMe Ha OpeMeHHocTTa TpadBa Aa ce n3bArea, OCBEH ako JIEKapAT HE
MpeLeHH, Ye € )KH3HEHO HeoOXoaumo.,

KbpmeHe

JIpere cLCTABKH €€ EKCKPETHPAT B KbPMATa (HE ¢a YCTAHOBEHH e(eKTUTE Ha K1aBYJIAHOBATA KHCETHHA
BLPXY KbpMaueTo). CeaoBaTe/THO ¢a Bb3MOXKHH AUapHA H rbOUYHA HH()EKUHUA HA JIMTaBHLKTE [PH
KbpMadeTo, KOETO MOXKE 1a HAJIOXKH MPEYCTaHOBABAHE HA KbpMeHETO. TpsadBa Aa ce Uma npeABU
BBE3MOXKHOCTTA 332 CEHCHOWIH3ALIHA.

AMOKCHLHIHMH/K1aBy1@aHOBA KMCeTUHA TpaOBa Aa ce M3MOJI3BA MO BPEME HA KbPMEHE CaMO Cllell
IPELIEHKA OT JIEKYBalUHiA JieKap Ha CbOTHOLLIEHHETO PUCK/TION3A.

4.7 EdexTn Bupxy cnocobHocTTa 32 ImodHpane H padbora ¢ MAINIHHH

He ca nposexxaaHy npoy4BaHHud 3a €PEKTUTE BBPXY CMOCOOHOCTTA 3a wogHpaHe H paboTa ¢ MaLlIMHH.
Bbnpekn ToBa MOXE Aa ce NOABAT HEXENaHH PEaKLUMU (Hanp. alepruyHy peakuuH, 3amanBaHe,
BPYOBE), KOWTO MOTaT Jia MOBNHMAAT cnocobGHOCTTA 32 wodupaHe ¥ paboTa ¢ MalIHHK (BXK. TOYKA

4.8).
4.8 Hexenann JeKAPCTBeHH PeAKNHH

Haii-yecTo cbhobuiapaHuTe HexxenaHu aexapcteeHH peakuun (HJIP) ca anapnd, raaeHe u nospbllaHe.
HexxenaHuTe nekapcTBeHH peaKUMH, MOAYUEHH OT KIMHHYHH H3MHUTBAaHUA H OT HabmoaeHue crnen
MycKaHe Ha na3apa ¢ beraknag, kareropu3upaHy no cucreMo-opradet kiac no MedDRA ca n3bpoenn

no-Aony.

- MHoro vecti (= 1/10)

- Yectu (= 1/100 po < 1/10)

- Heuvectu (= 1/1 000 no < 1/100)
- Peaxu (2 1/10 000 oo < 1/1 000)

- Muoro peaxu (< 1/10 000)
- C HeusBecTHa 4ecTOTa (OT HANMYHUTE JaHHH HE MOXe /1a Oble HanpaBeHa OLIEHKA)

Cucrema opran kiac Hexe1aHH peaknun /N ™

Hudekunn 1 nudecraumm VT
YecTH Kanauaosa Ha kokaTta ¥ JIMrapuLMTe (E A LN
C HeM3BECTHA CBpbXpacTek Ha HEUYBCTBUTE/IHH OPraHH3IMH

4yecTOTa




CHCcTeMA OpraH KJac

HexeJlaHH peakItHH

Hapyul€H1a Ha KPbBTA H

AUM(pHATa CHCTEMA

Penku

O6patuMa JieBKONEeHUA (BKIIIOUMTETHO HEY TPOIEHHA )
TpombouuroneHus

C HeH3BecCcTHA
YecTOoTAa

Obpatuma arpaHyouMTO3a

XeMONUTHYHa aHEMUS

Y Ab/DKaBaHe Ha BPEMETO Ha KbPBEHE W HA MPOTPOMOUHOBOTO
BpeMe’

HapyineHus Ha IMyHHaTa cHcTeMa '

C HeH3BEeCTHA
4ecToTAa

AHIMOHEBPOTHYEH OTOK

AHadunakcua

CuHapoM, nonoOeH Ha cepyMHa onect
XHUINEPCEH3IUTUBEH BACKYJIHT

Hapyiuenns Ha HepBHAaTa cMCTEMA

Heuectn 3aMasaHOCT
I nasobonue
C Hen3BecTHA O6paTuMa XMNEPaKTHBHOCT
yeCcToTa ['upuose?
AcenTHYeH MEHUHIUT

CobpacuHH HapyLUeHH

C HeM3BecCcTHA

Cunuzapom Ha Kounis

4YECTOTa
CromMamiHO-upeBHH HapylLIeHHs
YecTH Huapus
lapgene’
IloBpbluaHe
Heuectu HapylueHo xpaHocMIIaHe
C Heu3BeCTHA KonHT, cBbp3aH ¢ MPHIOKEHHETO Ha aHTHOHOTHLH®
4eCcTOTa YepeH ,,kocMaT €3MK™

OuBeTrsaBaHe Ha 3b0uTe!!
EHTEpOKOJMTEH CHHAPOM, NPEIU3IBUKAH OT MPHEM HA JIEKAPCTBOTO

OCTbp MaHKpEaTHT

XenaroOHauapHn HapyllIeHHA

Heuectn [Topumasane Ha AST w/win ALT’
C HeH3BECTHA Xenarur®
4ECTOTA XonecraTuyHa xKbpATeHHIA®
HapyuieHus Ha KoxaTa 1 NOAKOXHAaTa ThKaH
Heuectu KoxeH obpus
[pyputyc
Yprukapus
Penku EpureMa MynTHpopme
C HeH3BecTHa Cunapom Ha Stevens-Johnson
YyecToTa TokcHuHa enuaepManHa HeKpon13a

bynoseH ekcgonHaTUBEH ACPMaTHT

OcTpa reHepanusHpaHe exzaremsa nmycrtynosa (AGEP)’
JlekapcTBeHa peakuMa ¢ €O3HHOQHIHA U CHCTEMHH CHMITTOMH
(DRESS)

Jlnneapna IgA Gonecr

Hapyuienus na 6s0peunTe ¥ MMKOYHHTE ITbTHILA

C Heu3BecTHa
YecToTa

UnTrepcTHManen HeQpuT
Kpucranypus (BKmounTenHo octpo Gubpeuto yepexaane)®

! BuokTre TOYKa 4.4
2 Biokte TOUKa 4.4

* TaneHeTo € No-4eCTO MPH NIEPOPAIEH MPHEM HA BUCOKH N03H. AKO Ce MOABAT peaKLH
CTPaHa Ha raCTPOHHTECTHHATHUA TPaKT, Te MOraT Aa ce HaMansT ¢ npueM Ha beraknas

HAYANOTO Ha XPAaHCHETO




Cucrema opran Kjac Hexe1anH peaknHH

‘ BKIIOYMTENHO NCEBAOMEOPAHO3EH KOJIUT U XEMOPAru4eH KOJIHT (BXK. Touka 4.4)
*Ymepeno nosuuiaBaHe Ha AST w/unu ALT e ycTaHOBEHH NpH NauMEHTH, NEKyBaHH ¢ bera-
NaKTAMHH aHTHOHOTHLIH, HO 3HAYEHHETO HAa TE3U NPOMEHH HE € H3ACHEHO.

® TakuBa peakLiMH Ca YCTAHOBEHH U CJi€]l NPUIOKEHHE Ha APYTH

MeHHUMAHHH ¥ uedanocnopHuH (BHXKTE Touka 4.4).

7 AKO ce MOSBH aJIepryueH JepMaTHT, iedeHHETO TpAbBa fa ce npeycTaHoBH (BiK. TouKa 4.4).
8 Bukre Touka 4.9

? Broxre Touka 4.4

' Bioxre Touxu 4.3 u 4.4

'l 3a MOBBLPXHOCTHO OlIBETABaHE Ha 3B0HTE € NOKAaABaHE MHOIO pajako npy geua. Jlobpara
XHrHEHa Ha YCTHATA KYXHHA MOXKe J1a NMPeAOTBPAaTH OLBETABAHETO Ha 3b0HTE, THH KaTO
OOHMKHOBEHO TO MOXKE 1a Oblie OTCTPAHEHO Ype3 H3MHBaHE Ha 3bOHTE.

CrobliaBaHe Ha NOAO3HPAHH HEXKEITAHH PEaKUHH
Cpo0LIaBaHETO HA MOJ03UPaHH HEXeTaHH PeaKLWH Cliea pa3peLIaBaHe 3a ynorpeda Ha nexkapcTBeHuUs

NMPOAYKT € BaxkHO. TOBa No3BOJISABA 1a NPOABL/IDKH HabMIOAEHHETO Ha ChOTHOLIEHHUETO MOJI3a/PUCK 34
nexkapcTeeHus npoaAyKT. OT MEAHUHHCKUTE CIICLMANTHCTH C€ H3UCKBA Aa ChoOLLaBaT BCAKA
MO03HpaHa HeXeaHa peaklUus Yypes

Hanbaddrensa areHuusa no neKkapcraara

ya. ,,JlamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9 Ilpenozapane

Cumnromi

Hma cpolineHHs, He aMOKCHLIHITHH C€ YTasBa B KATETbpPAa Ha NHKOYHUSA MEXYP, OCHOBHO cief
HHTPAaBCHO3HO MPHaraHe Ha BUCOKH A03HW. TpaOBa aa ce npoBexaa peaOBEH BU3YAIEH KOHTPO (BiK.
TOuYKa 4.4).

Moxxe aa ce HaboJaBaT CTOMALIHO-YPEBHH CHMITTOMH W HAPYLUABAHE HA BOAHO-CNEKTPONIMTHHA
bananc. HabniogapaHa € aMOKCHLIWJIHHOBA KPHCTAYypPHs, B HAKOH CTy4aH Bojeuia no 0u0peuna
HEAOCTAaTHYHOCT (BX. TOUKA 4.4).

Moxe aa ce Habmoaasar repuoBe NpPH NMaUKEHTH ¢ HapyLucHa ObOpeuHa QyHKUNA WK NPH TE3M,
MpHEMALLH BUCOKH JO3H.

[loBenenne

CuMnroMuTe OT CTpaHa Ha raCTPOMHTECTHHAIHUA TPAKT MOraT [a ¢e JEKyBaT CHMIITOMATHYHO, KATO
ce 0OBpHE cneuManHo BHUMaHUE Ha BOJHO-EJIEKTPOJHTHHA Danauxc.

AMOKCHLHJIMH/KJIABYJIAHOBA KHCENTMHA MOXKeE Ja C€ OTCTPAHH OT KpbBOOOPALLICHUETO Upes
XeMOQHATH3A.

5. ©®APMAKOJOIHYHH CBOMCTBA
5.1 dapmaxkoaHBaMHAYHRA cBolicTBa

dapmakoTepanesTH4HA rpyna: ARTHOaKTepHanHy CpeACTBA 3a CUCTEMHO npuioxeHne. Komdbuxaums
OT NEHULHWJIMHHY, BKIIOUHTENHO Dera-nakramaziu uHxuouropu; ATC koa: JO1CRO2.

MexaHu3bM Ha IEHCTBHE

AMOKCHUWIHH € NMONYCHHTETHYEeH NeHUUMIHH (feTa-nakrameH aHTuOUOTHK), KOUTO UH
WJIH NOBEYe €H3UMH (UECTO HapUUaHHU NEHHLMIYWH-CBBP3BALLM npoTerdy, PBPs) B nbTa
OnocuHTE3a Ha DaKTEPHATTHHA NENTHAOMITHKAH, KOUTO € ChUIECTBEH CTPYKTYPEH KOMIOH
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AMOKCHUHIHH € YUYBCTBUTENEH KbM pasrpaxaaHe oT Oera-nakramMasuTe, NpogyUuUHpaHH OT
PE3UCTEHTHUTE OAKTEPHH, TOPaAy KOETO, CMEeKThPBHT My Ha ACHCTBUE HE BKIIOYBA MUKPOOPraHU3MH,
KOUTO NPON3BEXKAAT TE3H CHIUMH.

KnaeynanoBata KucennHa e 6eTa-nakram, CTPYKTYPHO CBbP3aH ¢ NEHHLIMANHHTE. TA HHAKTUBHPE
HSKOHW OeTa-laKTaMa3zHH €H3UMH, KaTo MO TaKbB HAYMH NPEeJOTBPaTABA HHAKTHBHUPAHETO Ha
aMOKCHUMIHH. KnasynaHosaTta KMCeNMHA CAMOCTOATENHO He NPOsABABA KIIHHHYHO MOJIE3CH
aHTHOaKTepHUaneH ePeKT.

(DaQMHKOI(HHETHK&/@HQMRK{JQHHEMHKa OTHOLICHHE

Bpemero Han MHHHManHata uHxHOUpaa kodueHTpaund (T> MIC) ce cuuta 3a ocHOBHHA
onpeaensi GakTop 3a €pHKACHOCTTa HAa aMOKCHLIMJTHH.

MexaHH3bM Ha PE3UCTEHTHOCT
JIBaTa OCHOBHH MEXaHH3Ma HA Pe3HCTEHTHOCT KbM aMOKCHLIWIMH/K1aBYJ1aHOBA KMUCEJIHHA Ca:

- HuakTHBUpaHe OT Te3H OakTepuaHu HeTa-nakramasi, KOUTO He ca HHXHOHpaHH oT
KJIaByJIAHOBaTa KHCeNMHa, BKIouMTenHo knac B, C u D.
- H3meHeHne Ha PBPs, koeTo HamansiBa apMHHATETA HAa AHTHOAKTEPHATHHA NMPOAYKT KbM TApreTa.

JIunca Ha nepmeaObUNUTET HAa OAKTEPUHUTE WIM MEXaHU3MH HA €QIYKC NOMIIaTa MoTaT Aa MPHYHHAT
WJIM 13 JONpHHeECaT 3a DaKkTepUanHaTa pe3McTeHTHOCT, ocobeHo npH ['pam-oTpHuarennnTe bakrepHH.

[Iparopy CTOMHOCTH NpH H3CAEABaAHE HA UYBCTBHTEAHOCTTA
[IparoBuTte CTOWHOCTH Ha MMHUMaTHaTa HHXHOHpalua koHUeHTpauus (MHUK), ycraHoseHu or

EeponeiickaTa KOMHCHA 3a U3CIAEIBAHE HA YYBCTBUTEHOCTTa KbM aHTHMHKpOOHH cpenctaa (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)) ca npenocrasens Ha
yeOcaiita Ha EBponelickara areHuus no nekapctsata (European Medicines Agency (EMA)):
https://www.ema.europa.cuw/en/evaluation-medictnal-products-indicated-treatment-bacterial-
infections- scientific-guideline#minimum-inhibitory-concentration-(mic)-breakpoints-section.

PasnpocTpaHeHHEeTO Ha pe3UCTEHTHOCTTa MOXKE Aa Bapupa reorpadcky H BbB BPEMETO 3a OlpeesieHH
BUIOBE H € JKENaTe/lHO 1a HMa MTOKaJIHA HHpOpMaIMA 33 Pe3UCTEHTHOCTTA, 0coOeHO MpH jleyeHde Ha
TexxH HH(pekumu. [Ipu HeobxoouMocT Tpabea aa ce TbpcH CbHBETA HA €KCNEPT, KOraTo JOKAITHOTO
pa3npocTpaHeHHe HA PE3HCTEHTHOCT € TaKOBA, Ye 110Ji3aTa OT JIEKapCTBOTO APH [IOHE HAKOH BHOBE
HHG}EKLHH € IO BBIIPOC.

|
' MHKpPOOpraHH3MH, KOMTO 00HYaHHO Ca YYBCTBHTEIHH
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AepobHu [ paM-nonoKUTeHW MUKPOOPTraHW3MH
Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METULMIMH-HY BCTBUTEHH )"

Coagulase-negative staphylococci (METULHIUH-YYBCTBHTENHH)

Streptococcus agalactiae

Streptococcus pneumoniae’ |
Streptococcus pyogenes W Apyry 0era-XeMOJHTHYHH CTPANTOKOKH
Streptococcus viridans rpyna |
“AepoOuu [ paM-OTpHUATETHH MUKPOOPraHU3IMH

‘Capnocytophaga spp.
FEikenella corrodens
Haemophilus influenzae
Moraxella catarrhalis
 Pasteurella multocida

' AHaepobHY MHUKPOOTAHH3MH
Bacteroides fragilis
Fusobacterium nucleatum |
 Prevotella spp. |

2

 Buaope, py KOWTO NPUAOOHTATA PEIUCTEHTHOCT MOXKE J1a € NpobJiem
|
' AepoGHH 'paM-NIONOKHTENHH MHKPOOPraHU3MH
Enterococcus faeciunm®

' AepoGxn I paM-OTpHIIATEIHH MUKPOODPTaHHU3MMU
| Escherichia coli

Klebsiella oxytoca

' Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

a b1

MHKpOQpI‘aHHBMH ¢ BPOIOEHA PE3UCTEHTHOCT

——

———

‘ Aepoﬁl-m ['paM-OTpULATEIHY MHKPOOPTraHHW3MH
Acinetobacter sp.

Citrobacter freundii

. Enterobacter sp.

Legionella pneumophila

'  Morganella morganii
Prawdencra spp.

' Pseudomonas sp.

Serrana sp.

' | Stenotrophomonas maltophilia
1!12!”1 MUKPOOpPraHu3MH

' Chlamydophila pneumoniae

l Chlamydophila psittaci
C'oxtella burnetti

i  Mycoplasma pneumoniae

a—-r

—_———————a

!
'3 EcrecTBeHa HHTEPMEAHEPHA HyBCTBHTEHOCT MPH JIMIICA HA PUAOGHT MEXAHH3BM Ha
‘  PE€3UCTEHTHOCT.

£ BcHuKd METHUWIHH-PE3UCTEHTHH CTAGWIOKOKH €a PE3HCTEHTHH KbM aMOKCHLUIMAMH/KIaBy DA
 KHCENHHA / \»S?—H sl 2N
1 Streptococcus pneumoniae KOHTO ca Pe3HCTEHTHH KbM NEHHUWIHH He Tpabsa Na ce J§ . |
| | (hopMa Ha AMOKCHLIMITHH/K/1aByNaHOBA KMCETHHA (BiK. TOUKH 4.2 n 4.4).
2]1]lamoBe ¢ HamManeHa YyBCTBHTENHOCT Ca JOKIa[ABaHH B HAKOM CTpaHH B EBponetick

'yecToTa no-encoka ot 10%.

— R a ———— - j— —— —r—————— ——— ———— . —_ —_——————,———e s fm e e s e ——— e = e ——— f—_— _ e, E————— e e
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5.2 PapMaxoKHHETHYHH CBOHCTBA

Abcopbuug

AMOKCHULIHJIMH M KJIaBYJIAHOBATA KMCETHHA C& JUCOLIMHPAT HalIbJIHO BLB BOAEH PasTBOP C
¢uznonoruuHo pH. [isete crctaBku ce abcopbupat 6bp30 U 10OpeE Cnell NEPOPANHO NPHUIOKEHHE.
AGcopbLuaTa Ha AMOKCHLIMIWH/K/IaBY1aHOBA KMCEIHHA CE€ ONMTHMU3MPA NIPH NPHEM B HAYAJIOTO Ha
xpaHeHeTo. Crell nepopaiHo NpUoxeHHe GMOHATHYHOCTTA HAa AMOKCHLIWIKH H Ha KJIaBy/JIaHOBATa
xkucenuHa e npudnusurento 70%. [Ihazmennre npodrnH Ha ABETE CHCTABKH €A CXOAHH M BPEMETO 34
NOCTHraHe Ha NMHKOBA Nia3MeHa KOHUEHTpAUHA ( Tmax) U DK ABETE € NPUONHIUTENIHO €HH Yac.

MDapMaKOKHHETHYHHTE Pe3yNTaTH OT €4HO NPOYyUBaHE, NMPH KOETO aMOKCHUWIHH/KNaBY IaHOBA
kucenuHa (875 mg/125 mg TabneTky ABa MbTY AHEBHO) C€ NMPHEMa Ha IJIaJHO TPH I'PYNH 30paBy

NOOPOBOJILIM Ca NIPEACTABEHH NO-A0Y.

| Cpennu (£ SD) papMakOKMHETHYHH MapaMeTpH

lpuroxeno  axtusHo | Jlosa Crnax Tomax *
BelllecTBO(a) | _ o
c [(ug/mD) | (h)
AMOKCHLIWIHH

875 mg/125 mg + 2,78 2,5 + 12,31 + 0,21
KnaBynaHoBa KHCE/IHHA

AMX/CA 125 2,18 1,25 (1,0-| 10,16 0,96

875 mg/125 mg + (0,99 2,0 + 3,04 + 0,12

AMX - amokcuMuH, CA — x1aByIaHOBA KHCEIUHA

* Meaunasna (obxpat)

CepyMHHUTE KOHLEHTPALHH HA aMOKCHHUWIHH H KNaBYNaHOBATa KHCEIUHA, NOCTUIHATH C
AMOKCHLIWJIHH/KJIaBY/IAHOBA KUCE/HMHA, Ca CXOJHH C TE3H C/e] NEePOpaHO NPUIOKEHHKE HA
EKBUBAICHTHH A03H OT CAMOCTOATETHO MPHJIOKEHH aMOKCHLMIIMH WIH KNTABYJIAHOBA KUCETHHA.

PasnpeaeneHue
Oxkono 25% ot oOuWoTO ChABPKAHKE HA KJIaBYJaHOBaTa KMcelMHa B ruiasMara U 18% ot obwoto

CbAbpPXKaHHE HA AMOKCHLIWIHH B [J1Ia3MaTa ¢a CBbLP3aHH ¢ NpOoTeHHU. OOEMET Ha pasnpele/eH1e €
okono 0,3-0,41/kg 3a amokcHuHAKH H okono 0,2 1/kg 3a knaBynaHoBaTa KHCEMHHA.,

Cnen HHTPABEHO3HO NMPHWIOKEHHE, AMOKCHLWIIHME K KJIaBYJIaHOBA KHCETHHA C€ YCTAHOBABAT B
XKITBbYHUS MEXYD, KOPEMHATA ThKaH, KOXKATa, MACTHATA ThKaH, MYCKYJIHMUTE TBKaHH, CHHOBHa/HATa H
NEPUTOHEANIHATA THKAHH, HThbYKATA U THOHTAa. AMOKCHILIWIIHH HE Ce pa3npenens CbOTBETHO B
LepeOpocnMHAIHATA TEYHOCT.

OT npoy4YBaHHATA MPH )KHBOTHH HAMA JOKA3aTE/ICTBA 38 3HAYMTENHA ThKaHHA 3aJIpBKKa Ha
JIEKaPCTBEHO-NIPOU3BOAHH BELIECTBA 33 HHKOA OT OBETE ChCTAaBKH. AMOKCHLUWIHUH, TOAOOHO Ha
NOBEYETO NEHULIWITHHU, MOXKE 1a CE YCTaHOBH B KbpMara. Cnead oT KiaBy/laHOBA KHCEIHHA ChLIO
MOTaT Ja Ce OTKPHUAT B KbpMaTa (BXK. TO4Ka 4.6).

M nBeTte, aMOKCHLUMWIMH M KI1aBYJIaHOBATA KHCENHHA, MPEMUHARAT MNpe3 IUaueHtapHara bapuepa (Bik.
TO4Ka 4.6).

buorpancdopmalug

AMOKCHUMWIHH YaCTH4YHO C€ EKCKpPETHPa B YPHHATA KATO HEAKTHBHA NEHULIMIOEBA
KONnuuecTBa, eKBUBAIeHTHH HA 10 no 25% oT HavanHara no3a. KnasynaHoBara KHC
MeTaboMH3Hpa €KCTEH3HBHO MNPH XOpaTa v C€ OTIENA B YPUHATA U H3NIPAXKHECHHUATA,

BbriepoacH JHOKCH B H3NHIIIBAHHUA Bb34YX.
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EnuMuHupaHe
OCHOBHHAT 0BT HA €TUMHHMpPAHE HA AMOKCHMLIWIUH € npe3 ObpdpeurTe, A0KATO KI1aByJIaHOBATA
KMCENrHA ce eIMMUHHpA KakTo no 6b0peyHH, Taka ¥ nNo U3BbHOBLOPEYHH MEXaHH3MH.

AMOKCHLIWJIMH/K/1aBY/1aHOBA KMCETHHA HMA CPEACH €TMMHUHALMOHEH NOIY)XHBOT OT (IPHOJIH3MTENTHO
eMH 4ac U cpeaeH o knupbHe npubauzntento 23 1/h npu 3apasu nuua. [pubausurenno 60 oo
70% oT aMOKCHUKIHH v npubnusuTendo 40 10 65% oT KwiaBynaHoBaTa KNCENHHA C€ EKCKPETHPAT
HEMPOMEHEeHH B YPHHATA MNpe3 NbpBUTE 6 yaca cnel NpuioKeHHe Ha eJHHHYHA 103a beTaknas

250 mg/125 mg wnm 500 mg/125 mg tabnerku. Cnopen pazivuiHH NMpoy4YBaHWA YPHHHATaA €KCKpeuua
e 50-85% 3a aMOKCHLMIHH U Mexay 27-60% 3a knaBylaHOBaTa KUCENMHA 32 fnepuol oT 24 vaca. 3a
KJIaBYJJAHOBATA KUCENHHA, HAl-rOJIIMO KOJIMYECTBO OT JIEKAPCTBOTO C€ EKCKPETHPa Npe3 NMbPBUTE 2

Haca CJI€d NPpUI0KCHHC,

EaHoBpeMeHHOTO NPpUIOKEHHE Ha npobeHeuns 3a0aBs €KCKPELMATA HA aMOKCHLWIMH, HO He 3a0aBs
ObOpeuHaTa eKCKpeLMs Ha K1aByJJaHOBAaTa KMceNHHa (BXK. Toyka 4.5).

Bb3pacT

EAMMUHAUHOHHUAT MONYXHBOT HA aMOKCHUMWIIHH € NoA0OeH Npy MajlkKy Aela Ha BB3pacT OKOJIO 3
Mecela A0 2 rOAHHM H NIPH MO-TOJIEMH [ieua H Bb3pacTHH. [Ipi MHOro MajkuTe neua (BIIIOUHTENAHO
npexeBpeMeHHOo poaeHH 6ebera) npe3 mbpBaTa CeAMULIA OT KMBOTA MHTEPBATLT Ha MPHJIAraHe He
TpaOBa Ja HAAXBBPJA NMPHIAraHe ABa MbTH JHEBHO NOPaAH HE3PANOCT Ha ObOPEeUHUS BT Ha
endMHHUpaHe. Thbil KaTO NPH NALUMEHTHTE B CTAPUECKA BB3PACT ChLIECTBYBA MO-roNAMa BEPOITHOCT
na UMat HamManeHa OnOpeuna pyHkuua, H300OpLT HA Ao3aTa TPAOBa a € ¢ MOBHUILICHO BHUMAHME H
MOXKE Ja € MONE3HOo fa ¢e npocnenasa 6pOpeuHara pyHKLHA.

[on
Cnen nepopajiHO NPWIOKEHUE HA AMOKCHLIHITUH/KNaBy1aHOBA KHCE/IHHA NPH 3paBH MbXKE H KECHH
MOJBT HE € OKA3al 3HAa4YUMO BAMAHHUE BbpPXY PapMaKOKHHETHYHHTE MOKAa3aTeH HHTO Ha

AMOKCHIIM/IHH, HHTO HA K/IaBY/IAHOBATA KUCEJIMHA.

br6peyHo yBpeKaAaHe
OOIUHAT cepyMeH KIHPBHC Ha aMOKCHLIWJIMH/KIIABYIaHOBA KMCE/IMHA HAMANABA NPOIIOPLIMOHANIHO C

HaMalaBaHeTo Ha On6peynara pyHkums. [loHwkaBaHETO Ha EKAPCTBEHHMS KIHPBHC € NMO-U3pa3eHo 3a
AMOKCHLIWIHH, OTKOJIKOTO 334 KJaBY/1aHOBATA KHCEIHHA, TbH KAaTO MO-roj1iMa 4acT OT aMOKCHLWIHH Ce
eKckpeTupa npe3 6b6peuure. ITopaau Taszm npuumna no3vpadero npu 6L0peuHo yBpexaaHe TpsadOBa
Aa MpeAna3Ba OT HEAKENAHO HATPYNBaHE HA AMOKCHLIMIIMH, KATO €AHOBPEMEHHO C€ MOIILPKAT
NOAXOAAIIH HHBA HA KJIABYJIAHOBATA KHCEHHA (BXK. TOYKa 4.2).

YepHoapobHO yBpexKaaHe
Jo3upaHeTo npH NALUMEHTH ¢ 4EPHOAPOOHO yBpexkaaHe TpaOBa Aa € C NOBHIIEHO BHHUMAHHUE H
yepHoapoOHaTa QYHKLMA Ja Ce NPOCeaaBa HA paBHY HHTEPBAH OT BpeMe.

5.3 Ilpeak1ananYHH JaHHH 3a 6e30naCHOCT

HexknMHHYHHTE JaHHHU HE NOKa3BaT 0CO0EeH pucK 3a XxopaTa Ha 0a3a Ha ¢apMaKOJIOrHYHHTE
H3NUTBAHUA 3a 0€30NACHOCT, FEHOTOKCHYHOCT H PeNpOAYKTHBHA TOKCHYHOCT.
[TpoyuBaHus 33 TOKCHYHOCT MPH MHOMOKPATHO MpUiiaraHe, MpoBEJEHO MPH Ky4eTa, ¢
aMOKCHLIWIHH/KNaBYJIaHOBA KMCEJIMHA NMOKA3BaT CTOMAUIHO Jpa3HeHe U NMOBPbLIAHE, KAKTO K NMPOMAHA
B LIBETa HA €3HKA.

He ca npoBeXOaHW U3NUTBAHHMA 3a KAPLUHMHONEHHOCT ¢ beTaknap UK HAKOA OT HETOBHTE Cb

6. PAPMALNEBTUYHHA JAHHHA
6.1 Cnucnk HA NIOMOUWHHATE BEeeCTBA

Cunuuuen nuokeun (ES51)
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KonouaeH 6e3BoneH cwiHuuer auokcua (ESS1)
Acnapram (E951)

SlnTapHa kucenuHa (E363)

Kcantanosa ryma (E415)

Xunpomenosa (E464)

ApoMaT Ha MaJIMHa

ApOoMaT Ha nopToKan

3naTHCT Kapamel

6.2 HechbBMECTHMOCTH
Henpuioxumo
6.3 Cpox Ha rognoct

IIpeou pazmeapsane: 3 TOAUHH
Cneo pazmeapane. Cnen pa3TBapaHe, NpoayKTHT TpadBa fAa ce W3noa3Ba B paMKuTe Ha 7 QHU. [la ce

cbXpaHaBa B xnaaunHuk (2°C - 8°C).
6.4 CpenHajHH YCIOBHSA HA CLXPAHEHHE

Ila ce cbxpaHsaBa nog 25°C.
Jla ce cprXpaHABa B OpUMrMHANHATA OMAKOBKa, 3a [a C€ NMpEAna3u OT Blara.
3a ycrioBHATa HA CbXPAHEHHUE CIIC pa3TBapsaHE HA JIEKAPCTBEHHA NMPOAYKT, BHXTE TOYKa 6.3.

6.5 BHAH CLAbLPXKAHHEE HA ONAKOBKATA

HDPE 0yTuika ¢ MapkHpoOBKa 3a HUBO Ha pasTBapade, nonunponuicHoBa CRC kanauka: 6 g, 12 g, 14 g
unu 20 g 3a pasteapsane Ha 30 ml, 60 mi, 70 ml unu 100 ml nepopannara cycneHsusa, CLOTBETHO, B
KyTHa. OraKkoBKHTE C€ AOCTABAT ¢ 5 ml MonMCTUpONOBa CIPUHIIOBKA 32 NEPOPAIIHH (POPMH € O3HAUEHH
nenenus ot 0,5 ml no 5 ml npes 0,5 ml

He BCHuYKW BMAOBE OfIAKOBKM MOTrar 13 0BAAT MycHATH Ha nasapa.

6.6 ChnenHannH Npeina3HH MepKH NpPH H3XBLPJISHE H padoTa

[penu ynorpeda, MpOBEpETE Aa/IM Kana4dKaTa € HeMoKbTHaTa. PaskiaTere OyTHAKaTa, 3a Aa ce
pa3pouu npaxa. [a ce n06asu xonuuecTBo nuTefiHa Boga (KakTo € nocoyeHo no-gony). Od6bpHeTe H

pasknarere aobpe.

:[[03033 dopmMa Pazmep Ha onakoskara (ml)| OGeM Boga, koaTo TpaOBa jga ce
npudasH npy pasreapsaHe (ml)
400 mg/57 mg/5 ml | 30 | 25
| 60 56
T 70 | 61
| 100 | 87

ANTepHAaTHBHA Bb3MOXHOCT € Aa ce pa3knaTt OyTuikara, 3a Aa ce pa3poHH npaxa. Cien Tosa

Pazinauiaiite OyTHIKaTa BCeKHU MbT Npeny ynorpeda.
[lepopanHaTa cycrneH3na € 6ana no noutH O4na ¢ roaoB apoMar.

Hama cneuuanHy U3MCKBaHHMA 32 H3XEBPIAHC.
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Heu3non3saHUAT JIEKAPCTBEH MPOAYKT WM OTMAbYHHUTE MaTEpHaIK OT HEro TpAOBa /1a ce U3XBBPJIAT
B CbOTBETCTBUE C MECTHUTE H3UCKBAHUS

I [MPUTEXATEJ HA PASPEILIEHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroBeHwus

8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA
Per. No: 20150288

9. JJATA HA ITbPBO PASPEIIABAHE/TIOJJHOBSABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pa3zpewieHHe 3a ynorpeda: 31.08.20135
JlaTta Ha nocaeano noaHosaHe: 10.06.202 1

10. JIATA HA AKTYAJIUBUPAHE HA TEKCTA
21 FOnu 2024

[ToapoGHa nHdopmaLms 3a TO3M JIeKapCTBEH NPOAYKT € NpeJocTaBeHa Ha yebcaira Ha U3nbinHuTenHa
Arenuus no Jlekapcreara (UAJI) http://www.bda.bg.
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