KPATKA XAPAKTEPHCTHKA HA ITIPOJYKTA
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AMOKc a 875 mg/125 mg dunmupann Tabnerkn PaspelueH [] E B3 2023
Amoxigamma 875 mg/125 mg film-coated tablets ' padnesnin Ne . S et

2. KAYECTBEH H KOMMMYECTBEH ChCTAB

Beaka ¢unmupaHa tabneTxka CHOBpKA aMOKCHIDWIMH TPHXHApaT (amoxicillin  trikydrate),
eKBHBaNeHTeH Ha 875 mg aMokCHIMNMH (amoxicillin) W kanHeB KIAByNaHaT (potassium
clavulanate), exsupanenTen na 125 mg knasynanoBa kicenusa (clavulanic acid).

3a meNHEA CHHCHK HA MOMOIHMTE BelllecTBA BHXKTE Touka 6.1,

3. JNEKAPCTBEHA ®0OPMA
duwiMupaHa Tabnerka.

bana 1o nouyr 6ana npoxwrosara dunmMupana Tabnerka ¢ pazmMep 22 mm ua 10 mm, ¢ nenurenHa
yepra.

JlemuTennara YepTa € caMo 3a yJlecHsBAHE Ha CUYIIBAHETO C LIEJ N0-ECHO TIOTITHINaHe, a He 33
pazaensHe Ha PapHH JO3H.

4. K/IHHUYHH JAHHH
4.1 TepaneBTAYHH NOKAIAHAN

AMoKcHraMMa e TIOKa3aH 3a JiedeHHe Ha clieHITe HH(EKIMA NPH BE3PAcTHH H Jielia (BXK. ToUkH 4.2,
44u35.1).

. OcTbp GakTepHANICH CHHYHT (AICKBATHO AHATHOCTHIIMPAH)

OcTBp OTHT Ha CpeiHOTO YXO

Octpu exzanepbaumn Ha XponndeH GPOHXHT (aACKBATHO JHACHOCTHIIHPAH)

IMuerMonAs, NpuOOGHTA B 00IIECTBOTO

HucTur

Iuenoneppur

HHdexu Ha KOKaTa M MEKHTE THKAHH, TO-CIIEL{HATHO HENYJHT, YXalNBaHHA OT KHBOTHH M
TexBK abciiec Ha 366HTe ¢ pa3MpOCTpPaHLBAK CE IETYIIHT.

*  Hudexmuu Ha KOCTUTE M CTAaBHTE, MIO-CIIEUHMATHO OCTEOMHEITHT.

Tpabra aa ce 06bpHE BHUMaHHe Ha OpHIMATHHTE YKA3AHMA 38 OpABHIHA yrioTpefia Ha
anTHOAKTEpHANHHTE CPEACTRA.

4.2 [lo3ApoBKA A HAYMH HA NPAJICKEAHE.

ﬂosumm&a

Jlo3MpOBKHTE Ca IPEACTABCHH CHOGPA3HO ChIBHKAHKETO Ha AMOKCHITMTHH/KIIaBYJIAHOBA KHCE/IHHA, C

npeaBuA;
. OuaxBaHHATE MATOPEHH W BEPOSTHATA UM YYBCTBHTENHOCT KBM aHTHOAKTEP:
TouKa 4.4)

. TexecTTa H MACTOTO Ha MH(EKIMATA



) Baapacrra, TenecHoTo TemO M 6x6peunara GyHKIMA HA TALMEHTA, KAKTO € TOCOMEHO TTO-1071Y.

VYnorpebara Ha anTepHaTHBHH OPMH Ha aMOKCHIIWIHH/KIABYJIAHOBA KHCEHHa (HANP. TAKHBA,
OCHTYPABAIHM NI0-BHCOKH [03H HA AMOKCHIWINH H/WIH Pa3NH4HH ChOTHOUICHNA HA AMOKCHIIWTHH
KBM KJIaByJIAHOBA KHCEJIHHA) Tpa6Ba na ce Uma npeasu/ criopel HeobxoaumocTTa (BXK. TOUKE 4.4. H
- 5.0).

Ilpr BB3pacTHn ¥ gena > 40 kg, AMokcuramma 875 mg/125 mg punMupaHu TablneTkd OCHIypaea
obma aHeBHa 103a oT 1750 mg aMokcipnil/ 250 mg knaBynanoBa KHCENHHA MPH A03HPaHe JBa
ITETH AHEBHO H 2625 mg amokcHnyn/375 mg KiaBylaHORa KHCETHHA IIPH A03HPaHe TPH TBTH
JHEBHO, KOTATO Ce MpHiara, KAKTO e npenopb4yato no-nouy. [Ipu nena < 40 kg, Tasn tabnerka
AMOKCHTaMMa OCHTYDABA MAKCHMAITHA AHeBHA 71033 0T 1000-2800 mg aMokcupnuy/143-400 mg
KaByJaHOBa KHCE/IHHA, KOTaTo ce MPHAAra, KakTo ce Ipenophysa Mo-AoIy. AKO ce CHeTe, 4 €
Heo0XomHMa M0-BHCOKA JJHEBHA 033 Ha AMOKCHLIWJIHH, C€ NMpenopryBa Hibop Ha w3bop Ha npyra
dopMa Ha AMOKCHLIWITHH/KIIABYIAHOBA KHCE/IHHA, 34 1a ¢ M30erHe npunaraHe Ha HEHYKHO BHCOKH
JHEBHH J03H Ha KIaByJaHOBA KHCEITHHA (BK. TOUKH 4.4 u 5.1).

[pOaBIDKATETHOCTTA Ha JIEYeHHETOo TPAGBA 1A CE OTpPEJEITH OT MOBIHABAHETO Ha mauueHTa. Hakou
HHGEKIMH (Harp. OCTCOMHENHT) HIHCKEAT 10-ro/IsMa NPOXL/DKUTEHOCT Ha JeueHneTo. Jleuennero
He TpabBa Aa npoasmKasa nosede or 14 aum 6e3 noeTopeH nperie (BX. Touka 4.4 OTHOCHO
MPOAB/DKUTENHA TEPAIHA),

Bu3pacTran B nena > 40 kg

[lpenopBunTenHH No3K:
® CTaHIAapTHA A03a: (32 BCHYKY 1I0Ka3aHuA) eqHa TaGaerka o 875 mg/ 125 mg aABa TETH AHEBHO;
® 110-BHCOKA 11033 — (0cobeHO 3a HH(EKIMH KaTO OTHT Ha CPeHOTO YXO, CHHYHT, HHpEKIHH Ha
NOJIHATE JHXATE/HH MHTHINA M MH(EKIMH HAa MHKOYHWTE IThTHINa): eaHa Tabnerka or 875
mg/125 mg TpH TETH JHEBHO,

Jena <40 kg

Jeuata Moxe Ja ce JIEKyBaT ¢ aMOKCHIIWIHH/KIABYNAHOBA KHCENMHA TAONETKH, CYCNEH3HH WIH
NEAHATPHUYHH CAIeTa.

Ipenops4nTeHA 1030:
¢ 25 mg/3,6 mg/kg/nen fo 45 mg/6,4 mg/kg/nen, pazneneHn Ha [Be OTAEAHN JO3H;
¢ no 70 mg/10 mg/kg/nen, pasaeneMd Ha ABe OTACSHH NO3H MOXKE Oa ce OOMHCIAT 3a
NPHIIOHKEHHE IPH HAKOH WHGpEKUMH (HAPHMEP NPH OTHT HA CPEAHOTO YXO, CHHYHT H
MH(EKIMK HA IOTHHTE AHXATE/THH ITETHING).

Trii kaTo TabneTKHTE He MOTAT 1A Ce Pa3/IeNAT, ASLaTa ¢ TENECHO TEIIO No-Manko ot 25 kg He TpsbBa
ha ce nekysar ¢ Amoxchramma 875 mg/125 mg dunmupann TabneTkn.

Tabnuoara no-noiy npencTapa noaygenara ao3a (mg/kg/TenecHo Tero) npu aeua c terno 25 kg no
40 kg cnex npuem Ha eaHa Tabnerka or 875 mg/125 mg.

TenecHo Terno [kg] 40 35 30 | 25

TIpenoprulTeTHA €THO },—

AmokeHuynus [mg/kg 21,9 | 25,0 | 29,2 | 35,0
TEeNECHO Terno] 3a
eJHOKpaTHa Ao3a (1
prMHpaHa TabneTKa)
Knarysanosa KnceTHHa 3,1 36 | 42 | 50




. [mg/kg TenecHo Terno] 3a 1,8-3,2 (n0 5)
€HOKpaTHa no3a (1
¢duMHpana TabneTka)

He ca HanW4HM KIHHMYHN JaHHH 3a TIpWioxkeHue Ha 7:1 QopMHTe HA AMOKCHIUMITHH/KNAaBY/IaHOBA
KHCE/IHHA B I03H, MO-BHCOKH OT 45 mg/6,4 mg na kg aHeBHO MpH nena nod 2 roJHHH.

Hama kIHHHYHA AaHHH 38 IpHIOKEHHE Ha 7:1 (opMHTE Ha aMOKCHIWIHH/KNABYJIAHOBA KHCETWHA

OpH MAUHEHTH Ha BB3pacT nof 2 Mecelia. Ilpenoprku 3a fAo3upane npH Ta3H BE3PACTOBA rpyna He
Morar aa GbaaT HanpapeHH.

IlanmenTH B cTapUecka BL3pacT

He ce Hanara kopurupase Ha 103ara.

B16pedno yBpekane

He ce nanara xopuripase Ha nozara IpH NAlHEHTH ¢ KpeaTHHHHOB KipbHc (CrCl) Haa 30 ml/min.
[Tpu MaiHeNTH ¢ KpeaTHHHHOB KIMPEHC Moz 30 ml/min, He ce nMpenopsYBa NPUIOKEHHE Ha GOpMHUTE
Ha AMOKCHMIWIHH/KIABYNAHOB& KHCENIHHA ChC CHOTHOIICHHE HAa aMOKCHIDUMH KBM KJIABYJIAaHOBA
KucennHa 7:1, Thi KaTo HAMA HATMYHY NPENOPHKH 33 KOPUTHPAHE HA J103aTA.

YepHo, HO VB c

Tpabea na ce Ko3Mpa BHAMATEIHO H PEIOBHO A2 C& MPOC/eRasa yepHOAPoOHaTa hyHKIMA (BX. TOYKH
43u4dd).

Hauun Ha NpHITOHKEHNe
Amoxkcuramma 875 mg/ 125 mg ¢punmupann TabneTkH ca 3a NepopanHo MPHIOKEHHE.

Amokcuramma 875 mg/125 mg ¢prnmupanu TabretkH TpaGBa fia ce MpHEMa B HAYATIOTO HA XPAHEHETO
3a CBCHIAHC JO MHHHMYM Ha BB3MOMKHATA CTOMAIITHO-YPeBHA HCTIOHOCHMOCT.

JleueHHETO MOYKE Ja 3aM0OYHe NMapeHTepanHo B choTBercTBHE ¢ KXIT Ha ueTpaseHosnuTe (i.v.) dopmu
HAa AMOKCHIIH/IHH/KIIABY/IAHOBA KHCEJTMHA H 14 C& POIKIDKH ¢ Nepopanya dopma.

43 IIporasonoxazanus

CBPBLXYYBCTBHTE/IHOCT KbM AKTHBHHTE BEIECTRA, KBM KOMTO M A3 € OT NEHALWIMHATE MIH KbM
HAKOE OT IIOMOIMHHTE BEICCTRA, N30POeHH B TO9Ka 6.1,

AHaMHe3a 32 TekKa He3abaBHa peakiys Ha CBPBLXYYBCTBHTENHOCT (HANp. aHA(GHIAKCHA) KM APYT
6eta-nakramen npoxykr (Hanp. nedanocnopus, xapbanenem wid MoHoGaKTaM).

AHaMHeza 33 XKHITEHHIIA/MEPHOAPOOHO yBpexkaaHe, TBIDKALIH Ce HA AMOKCHIIHWIMH/KJaByIaHOBa
KHCENHHA (BK. TO4Ka 4.8).

44 CoenHaiHE NpeAyYNpeXICHAN H NPEANAIHH MEPKH NPH ynoTpeba

Ilpeny 3anouBaHe Ha JIeYEHHE ¢ AMOKCHI[WIHH/KIABYIAHOBA KMCENHHA, AIHEHTET
pasnHATa BHUMATENHO MO OTHOLICHHE HA NPeIUINHH PeaKLHH HA CBPBXYyBCTBHTEIH
NEeHHIHIHHHE, KIaBYaHOBA KHCEIMHA H 1iedalocTIOpHHH WIH ApYTH GeTa-TakTaMHH
Touku 4.3 i 4.8).



Cepro3Hu M NOHAKOra (aTanHA Peakii Ha CBPBXIyBCTBHTENHOCT (BKITIOUKTENHO aHahHIaKTOMAHH
H TeXKH KOXKHH HEXKENIAHH PEaKIHH) ca choOHIaBai) NpH NANMEHTH, JICKYBaHH ¢ NEHHLIHH.
BE3MOXKHO € CBHIO peaKIMHITEe HA CBPEXYYBCTBHTEHOCT A2 POrpecHpar 1o cHEApoM Ha Kounis —
CEPHO3HA alepruyHa peakiHi, KOATO MOYKE Ja AoBene A0 HHGapKT Ha MHOXapaa (8x. Touka 4.8). [lo-
BEPOATHO € Te3H PEAKIMH Jia CE NOABAT MPH JIMIIa C AHAMHE3A 33 CBPBXUYBCTBHTEIHOCT KbM
TICHULIAIHH HIH IIPH aTomydHH kA, [Ipy noABsa Ha aepruvHa peaKiis, 1e4eHHETO C
AMOKCHIMMITHH/KJIABY 1aHOBA KHCENMHA TPAOBA a ce NPeyCTAHOBH H /13 C¢ Ha3HAMH NOZXOAINA
ANTTEPHATHBHA TEParnys.

HMa crobmenns 3a eHTEPOKONIHTEH CHHAPOM, IPEJAM3BHKAH OT TIpHeM Ha NexkapeTsoTo (drug induced
enterocolitis syndrome — DIES), rnaBHO npH Aeua, P KOHTO CE PHRAra AMOKCHITHINH/KIIaBY./1aHaT
(Bx. Touka 4.8). DIES ¢ anepruuna peakims ¢ BoJelI CHMITTOM NMPOXB/BKHTENHO Nospbinane (1 — 4
4aca Cieji [IPHEM Ha JIEKapcTBOTO) 6€3 anepriHH KOXHH HIH pecIiMpaTOPHHA CHMITTOMH.
JIOMBIIHHTEIHE CHMITTOMH MoTAT Aa Guaat GoMka B KopeMa, JHapHA, XMIOTOHHA HITH JIEBKOLHTO3a C
HeyTpodwius. MMa TexkH ciTysaH, BKTIOIHTEHO ¢ MPOrpecHs A0 MOK.

B ciyyaii ye ce Jokaske, e HHGEKIMATA CE THMKH HA AMOKCHIIMIHH-IYBCTBHTENECH(H)
MHKPOOPraHH3BM(H), TpAOBa Aa ce ofchAN PEMHHABAHS OT AMOKCHINWIHH/KITABYIAaHOBA KHCE/HHA Ha
aMOKCHIIIITHH B CHOTBETCTBHE C O(HIMANTHHTE YKA3AHHA,

Vnorpebara Ha Tasu opMa HA AMOKCHLIMIHH/KNABYIAHOB2 KHCEIHHA He € MOAXOAAA, KOTaTo €
HAMLIE BHCOK PHCK IIPeAIIONaraeMHTe MaTOreHH Aa €a C PE3HCTEHTHOCT KbM GeTa-NaKTaMHH
NPOAYKTH, KOATO HE ¢ MEAHHPaHa oT GeTa-naKTaMasH, TyBCTBHTEIHH Ha HHXHGHpaHe OT KIaBy/IaHOBA
kuceanna. Tasu dopma He TpsaOBa ga ce M3MON3BA 34 JieUEHAE Ha NCHHLIUTHH-PE3HCTCHTHH
S.pneumnoniae.

TIpu naieHTH ¢ yBpesena 6ubpevna dyHKIHA WIH NPy TAKKBA, TPHEMAIIH BHCOKH J103H, MOXE Aa ce
HOABSAT FEPYOBE (B, Touka 4.8).

JleueHneTo ¢ aMOXCHIUIHH/KJIaBYJIAHOBA KMCENTHHA TpsaGBa Aa ce H36ArBa pH chMHEHHE 33
HH(PEKIHO3HAa MOHOHYKJIC03a, THH XaTo npH Toba 3ab0sBaHe CNel NPUIOAEHNEe HA AMOKCHINILTHH €
#abmionaBana nogeara Ha MopGmdopMen oOpHs,

Envoppemenna ynrorpefa Ha alonypHHOn 0 BpeMe Ha JICYEHHe ¢ AMOKCHIUTHH MOXKE /13 YBEITHIH
BEPOATHOCTTA 34 AICPIHYHH PEAKLMH OT CTPaHa Ha KOXaTa.

Ipoatmxurenna ynotpeba NOHAKOra MOXKE a JOBE/E 10 CBPBXPACTEXK HA HEUYBCTBHTEITHH
MHKpPOOPI-aHH3MH.

TlosiBaTa Ha CHAHO 3auepBREH FCHEPATTMIHPAH EPHTEM, CHIPOBOZIEH OT MyCTYNa, B HAYAIOTO HA
JIeYEHHETO, MOXKE /1a € CHMITTOM HA OCTpa FeHepanu3HpaHa exsanteMHa mycrynosa (AGEP) (sx.
TOYKa 4.8). Ta3u peaxuus Hanara cnHpaHe Ha JIeYeHHETO ¢ AMOKCHITHIMH/KIABY/IAHOBA KHCE/IHHA H €
NPOTHROIIOKA3AHHKE 32 TNOCIIS/IBALI IPHEM HA AMOKCHIIATHH.

AMOKCHIIMIHH/K/ARYTaHOBA KHCEJIMHA TPAGBA /1a C& NPHUIAra BHHMATENIHO MPH TALMEHTH C JaHHH 32
YepHOapoOHO yBpexIaHe (BX. Touka 4.2, 4.3 1 4.8).

CebuTHS OT cTpaHa Ha YepHua Npob ca cHOOIIABAHH NPENHMHO NIPH MBKE H IIPH NIAHCHTH B
CTapuecKka Bb3pacT, H MOXKE /1a €4 CBbP3aHH ¢ NPOTLIDKMTENHO Tevenue. Tesu chOHTHA ca
¢pobinaBanu MHOrO paKo NpH Aena. [Ipy BCHUKH NONYAALMH, NPH3HALMTE H CHMITTOMHT,
oBHKHOBEHO ¢ HabMONABAT N0 BpeMe Ha WK MAJIKO CIE]l JIEYEeHHe, HO B HIKOH CITyYaH N ]
Ce H3ABAT A0 HAKOIKO CEIMHLM ClTe| NPEYCTAHOBABAHE HA NedeHHeTO. Tean crOHTHA OOHKFEOBE
o0paTuMH. YepHOIPOOHHTE CHOMTHA MOXE 1a Ca TEKKH H B W3KIIOUHTE/HO PEAKH CITyUM
AOKNANBAHH CMBPTHHM ciydyaH. Tesn cLOMTHA MOYTH BHHATH ca HAOMOAABAHY IIPH MALHEH
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CEPHO3HO NOIIEKAIMO 3a00NBaHe WIH PHEMAITH eAHOBPEMEHHO JIEKAPCTBA, 33 KOHTO € H3BECTHO,
Yye MMAT MOTEHIHAN 33 YepHoapoOHK edekTH (BK. TouKa 4.8).

Konut, cebp3aH ¢ NPHIOKEHHETO HA aHTUOHOTHIMH, € CHOOIIABaH NPH NOYTH BCHYKH
aHTHOaKTEpHAIHH NPOTYKTH, BKIIIOYHTENHO TPH AMOKCHIA/IHH H MOKE /Ia BapHPa 110 TEXECT OT JIeK
A0 KHBOTO3ACTpamasam. (Bx. Touka 4.8). ITo Ta3H npHYHHA, NPH MAMECHTH C JHAPHA 110 BpeMe Ha
WJIH CJIe/l IeYeHHe ¢ AHTHOHOTHIIH, € BAXKHO Na Ce HMA MPEABH TA3H JMArHO33. AKO ce NOABH KOJTHT,
CBBP3aH ¢ MPHICKEHHETO HA AHTHOMOTHIIM, JIEYEHHETO ¢ AMOKCHITHH/K/AaBYIaHOBA KHCETHHA
He3abapHO TpA0Ba Nla ce NPeyCTAHOBH, AA CC HANPABH KOHCYIITALHA € J1eKap H Ja Ce 3aIl0uHe
NOAXOMALIO AeueHHe. B To3u ciydaii ca npoTHBONOKA3aHH aHTHIICPHCTATHYHH JIEKaPCTBEHH

TIPOAYKTH.

Ho BpeMe Ha NPOXBIKHTEHO JieeHHE € MPENOPHYHTENTHO NEPHORMYHO A3 ¢¢ OUCHABAT OPTaHHUTE H
CHCTEMHH (QYHKIHH, BIIOIHTENHO OE0peuHara, 4epHOIpOoOHATA ¥ XEMOTIOETHYHATA (FyHKLMA.

CrobuiaBaHn ca peaxu Cayyan Ha YAbDKABAHE HA MIPOTPOMOHHOBOTO BpeMe MpPH MAlHEeHTH,
JIEKYBaHH ¢ aMOKCHIIMIHH/KITABYJIAHOBA KHCETHHA. [IpH eqHOBpEeMEHHO NPHIOKEHHE C
AHTHKOATYJIAHTH Ce HATTAra NoAXOIAMO npocieagpane. Moxe fa e HeoOX0MMO KOpHTHpaHe Ha
J103aTa Ha MEPOPANTHHUTE AHTHKOATYJIAHTH 33 NOTHPIKAHE Ha KEIAHOTO HHBO HA AHTHKOAry.JIalHA (BXK.
TO9KH 4.5 H 4.8).

Ipu naimenTu ¢ 660pevHO yBpexaane fAo3ara TpAGBa Aa ce KOPUrHpa B 3JaBHCHMOCT OT CTETICHTA Ha
yepexaaHe (B, Touka 4.2).

ITpn nareHTH ¢ HAMAJTICHO OTHENAHE HAa YPHHA MHOIO PSAKO € HabmoaasaHa KpHCTATYpHA
(rrmOIHTEIHO OcTpO GB0peyHO YRpexkAaHe), IIaBHO TIPH MapeHTepaTHO Jederre. [To BpeMe Ha
MPHIATaHETO BUCOKH I03H aMOKCHIIWITHH e Mpenophuea NOATbpIKAHE Ha NOCTATHUEH [IPHEM Ha
TEUHOCTH H OTAEIMHE HA YPHHA, C Ue] HaMaJABaHe Ha BE3MOXKHOCTTA 32 AMOKCHITMIHHOBA
kpHCTanypHa. [IpH nauKeHTH ¢ KaTeTHP B MHKOYHMS MEXYp TpAOBa Na ce MpoBeKaa peAoBHA
NPOBEPKA Ha IIPOXOARMOCTTA (BX. ToukH 4.8 1 4.9).

[lo BpeMe Ha JIEYCHHE C AMOKCULUUIMH TPAOBa 1a Ce M3NON3BAT CH3UMHH TTIIOKO300KCHA3HH METOIH
BCEKH ITHT, IPH H3C/ICABAHE 34 HAITHYME HA TITIOK03a B YPHHATA, Thil KATO ¢ HECH3HMHH METOIH MOXKe
Ja ce NoayvaTt (GaniHBo MOJOXKHTEHH PE3YJITATH.

Hamimmero Ha K1aByaHOBa KHCENHHA B AMokcuramma 875 mg/125 mg duomvupany TabneTku Moske
Aa TIPHIHHH HecTielipIRO cBbp3saHe Ha IgG u anbymuHa ¢ MeMOpaHHTe HA YEPBEHHTE KPHBHH
KIIETKH, Bofiemo f0 dammuso nonoxureneH Tect Ha Kymbe.

Hma cpobiieHnd 3a MONOXKHTENHM PE3YIITATH OT TECTa, npH u3non3saHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npi nanmenTs, npHeMaiy aMOKCHLLTHH/KITABYJIAHOBA KHCETHAA, 38
KOHTO CIIEJi TOBA € YCTAHOBEHO, Ue HaMaT Hubexims ¢ Aspergillus. CrobulapaHl ca KpLCTOCAHH
peakiuH ¢ He-Aspergillus nonuzaxapuan H nonudypanosu ¢ Platelia Aspergillus EIA tect na Bio-Rad
Laboratories. ClteI0BaTeNHO MOIOKHTEHH PE3YNTATH OT TeCTa IIPH NAIHEHTH, NPHEMAIIH
AMOKCHIWIHH/KJIaBYTAHOBA KMCENIHHA, Tpa6Ba Aa 611aT THIXYBaHH BHUMATETHO K A4 CE MOTBBPIAT
gpe3 APYTH AUATHOCTHYHH METOH.

Amoxcuramma 875 mg/125 mg dunmupanu TabneTkH chabpxka mo-Manko or 1 mmol Hatpuii (23 mg)
Ha TabneTka, T.€. MOXKE JIa ce KaXe, ve MPAKTHYECKH He CHABPHKA HATPHIA.

4.5 BiaumopeiicTBHE ¢ IPYrE JeKAPCTBEHE NPOAYKTH H APYrH GOPME Ha B3anMoaghc

T
TepopanHy aHTHKOATYAAHTH g g5
TepopasnnuTe aHTHKOATYNAHTH M NEHHIHTHHOBHTE AHTMGHOTHIM ¢4 M3TION3BAHY IIMPOKD B \
npaxrikata 6e3 crobmeHnd 3a p3aumoaeiicrene. Brnpexu ToRa, B THTEpaTYpaTa HMa om’a&a@ Y _
Clly4aH Ha NOBHINICHO MEXTYHAPOAHO HOpMaNu3dpaHo croTHomenne (INR) npy nalmamﬁ-}x_?{‘{’; "Ff}@ﬂ‘“ﬁ““ﬁf
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TIOAABPKAIO JIEYEHHE ¢ ACHOKYMapol WK BapdapHH H HA3HAYSHO JICUCHHE ¢ AMOKCHIIHH. [IpH
HeOoOXONHMOCT OT ENHOBPEMEHHO NPHIOKEHHE, TPAOBA BHHMATEIHO A3 Ce TPOCIeaaBaT
NPOTPOMOHHOBOTO BpeMe HiIH MEXAYHAPOIHOTO HOPMAITH3HPAHO CHOTHOIIEHHE NPH Ao0apsHe WK
cnMpane Ha amMokcHITHIHH. OcBeH TOBa, MOJKE a € HeoOXOAHMO KOPHrHpaHe Ha R03aTa Ha
[EPOPATHHTE AHTHKOArYAaHTH {B3K. TOUKH 4.4 H 4.8).

Merorpekcar
TeHMIHAHHATE MOXKE 2 HAMAJIAT eKCKPELMATA HA METOTPEKCAT, KOETO Aa AOBEAE A0 B3MOKHO
TMOBHIMABAHE HA TOKCHYHCOCTTA.

IIpobene

EnnoBspemeHHa ynotpeba Ha npobenerpn ue ce npenopsupa. [IpoGenenna HamanaBa 6s0peytara
TyOyiTHa ceKpeliHa Ha aMOKCHIWIHH. EqHoBpeMeHHa ynoTpeba Ha mpoGeHemsa Moxke AA AOBEAE 20
YOBbDKaBaHe Ha HAIHMHETO W IOBHINABAHE HA HUBATA HA AMOKCHIWIHH B KPBBT&, HO HE M Ha
KAaBYJIAHOBATA KHCEMHHA.

Mukodenonat Moderin

Ilpu nanmenTH, npuemamy MaKodeHoNnaT ModeTH, ce chOGINABA 32 HAMAJIABAHE HA MPEAN030BaTa
KOHLIEHTpallHA Ha aKTHBHHA MeTabonuT Muxodenonosa kucemuua (MPK) ¢ npubmsurento 50%,
ClieJ 3aMoYBaHe Ha JIEYCHHE ¢ NepopaieH aMOKCHIIMIIHH IUTIOC KiaByIaHoBa KucennuHa, [Ipomanara B
OpPeAA030BOTO HHBO MOXKE J1a He NPEACTaBA TOYHO MPOMEHHTE B obinara excnosnups Ha MOK.
Topamu ToBa, OOMKHOBEHO He ¢ HEOOXOMHMA NMPOMAHA B [1034Ta Ha MEKO(eHonaT Moderui npH
TMIICa HA KMHHYHH A8HHH 33 HapyIneHa (pyHKLMA Ha ipHcaakaTa. Benpexu ToBa, Tpabea na ce
M3BBPIIBA BHHMATETHO KIHHHYMHO TMPOCiIeABaHe TIC BpeMe Ha JIeYeHHeTO ¢ KOMOHHALHATA H MaJIKO
Clie]l 3aBbpINBAHE HA AHTHOHOTHYHATA TEparvs.

4.6 PeprunnTert, GpeMEHBEOCT B KbpMEHe

bpemennocT

IIpoyusanus npu )XKHBOTHH He NOKA3BAT MPEKH WIIH HENPEKY BPeHH BB3AeHCTBHA BEPXY
GpeMeHHOCTTa, eMOPHOHAHOTO/DETATHOTO Pa3BUTHE, PAXKIAHETO WIH IIOCTHATATHOTO pa3BHTHE (BXK.
TouKa 5.3). OrpaHMieHn AaHHH 3a YroTpeGaTa Ha aMOKCHIIWIIHH/K/IaBY/IAHOBA KHCETHHA TI0 BPEME Ha
GpeMEeHHOCT NPH XOpa HE MOKA3BaT MOBHILEH PUCK OT BpoAeHn Mandopmai. IIpu npoydsaHe npH
JKEHH ¢ MpeaTepPMHHAIIHA NPEKACBpeMEeHHA pynTypa Ha ¢eTanHaTa MeMOpaHa ce cpobiasa, ue
NPODHIAKTHYHOTO JIEYEHHE ¢ AMOKCHIIM/IMA/KIIaBY/IaHOBA KHCEIHHA MOXKE a 6B1e CBBP3aHo ¢
MOBHINIEH PUCK OT HEXPOTH3HPAIL EHTEPOKOJHT IPH HOBOPOICHH. [[PHIIOKEHHMETO IO BpEME Ha
6pemennocT TpabBa Aa ce W30ATBA, OCBEH AKO JIEKAPAT HE MPELEHH, Y& € HEOGXOMHMO.

KppMene _

JBeTe akTHBHH BEHIECTRA C& EKCKPETHPAT B KbPMATa (HE ¢4 YCTRHOBEHH e()EKTHTE Ha KIaBYJIaHOBATA
KHCENTHHA BBpPXY KbpMaueTo). B cnencTeye Ha TOBa, ca BE3MOXHH AHapHs M reOuiHa HHEKUMA Ha
JIMraBHUMTE NPH KPMAYETO, KOSTO MOXKeE N2 HANIOYKH TPEYCTAHOBABAHE HA KEPMEHETO.
AMOKCHITHITHR/KJIaBY IAHOBA KHCEHHA TPOBa 1a ce M3NO0/I3Ba 110 BPEME Ha KEPMEHE CAMO Clle]l
MPEIlEHKA OT JIEKYBAIIHA JIEKAP HA CHOTHOLIEHHETO 110N13a/PHCK.

4.7 EdexTn BEpXY cnocobHocTTa 3a modupane B pafoTa ¢ MAIIAHA

He ca npoBexnaHu NpoyqBaHHA 3a eeKTHTE BhPXY ¢NOcoBHOCTTA 33 modHpane H paboTa ¢ MAUTMHH,
BEIpexH TOBa MOXE N1a € MIOABAT HEXKENAHM PEAKI[My (HAIp. ATIEPritHE PEaKiuM, 3aMaliBaHe,

I'EPYOBE), KOMTO MOTAT A2 MORTHAAT CNocoGHOCTTA 3a wodHpaHe U pabora ¢ MaMHHK (BX. ToYKa
4.8).

48 Hexe/anH JEKAPCTBEHM PesKOuM

Haii-uecTo crobinaBanyme Hexxenanu nekapcteenu peakiun (HITP) ca nuapus, rafene



Hexenann JCKAPCTBCHH pPCaKIPH, TIONYYCHH OT KITHHHYHHA [MPOYYBAHHA H OT NOCTMAPKCTHHIOBOTO
HabmoaeHKe ¢ AMOKCHITHIHH/ KIIABYJIAHOBA KHCENIMHA, ¢a H30POSHH [0-10Ty H €3 KaTeropH3HpaHH

cernacHo MedDRA, no cHcTeMo-opraHeH Kiac.

HSIIOIBB&H& € ClIeAHATa TCPMHHOJIO0IAA 34 xnacncbmmpaﬂe Ha 4eCcTOTaTad HA HEXKCIIAHHTS

JIEKAPCTBEHH PEaKiHH,
Meuoro yectu (= 1/10)

Yectn (>1/100 go <1/10)
Heuectn (>1/1 000 mo <1/100)
Penxu (> 10 000 no <1/1 000)
MHuoro peaxn (<1/10 000)

C HeM3BECTHA YecTOTa (OT HANMMYHKUTE AAHHH He MOe Aa Objie HaNpaBeHa OLIeHKa)

Hudexnun 1 nadecTannu

Kangunoza Ha KO3KaTa M JTHTABMIIHTE

YecTn

CepbXpacTex Ha HeYyBCTBHTETHH
MHKPOOPraHH3IMH

C HeHM3BECTHA YECTOTA

HapymieHHa Ha KPbLBTA B JAMGHATA CHCTEMA

ObpariMa NepkoneHHs (BEIIOYHTENTHO Penxn

HEYTPONEHH)

TpomGouuToneHus Penku

OO0paTrMa arpanyoMTo3a C HeM3BECTHA YeCTOTa
XeMONUTHYHA aHEMHS (C HEeH3BECTHA YECTOTA
Y apmKaBaHe Ha BPEMETO HA KBPBEHE H Ha C HeM3BECTHA YeCTOTa
NpOTPOMOHHOBOTO BpeMe'

Hapymienns HA HMYHHATA cacTema'’

AHI'HDI{CBDOTIFIGH OTOK

C Hem3BECTHA YeCcTOTA

AnacdHnaxcus

C HeM3BECTHA YecTOTa

CunapoM, noaodeH Ha cepyMHa Gonect

C Hen3BECTHA YECTOTA

XHnepceH3uTHBEH BACKYJTHT

C Hen3BECTHA YeCTOTa

Hapymennsa HA HEPBHATA CHCTEMA

3amagHOCT HeuectH
['masobomme Heuectn
ObparHMa XHNIEPAKTHBHOCT C HeH3BECTHA 4eCTOTA
['bpuone? C HEHM3BECTHA YECTOTa

AcenTHYeH MEHHHTHT

C HeHn3BECTHA YeCTOTa

Chpjieunn HADYIIERng

Curpnpom Ha Kounis C HeHM3BECTHA YeCTOTA
CroMamBo-upeBHA HApYIICHAS

Huapus MHuoro HectH

Tanene’ Yecrn

Toepemane Yectn

HapymeHo xpasocMusiane Heuectu

KonuTt, CRBp3aH ¢ NpIokKEHHETO HA

aHTHOHOTHINS

C HeH3BECTHA Y€CTOTA

Yepen , xocmat™ e3uk (black hairy tongue)

C HeH3BECTHA YeCTOTA

EHTEpOKOJIHTEH CHHAPOM, IIPEOHIBHKAH OF

C HeH3BECTHA YECTOTA

TIDHEM HA JIEKAPCTBOTO

OcTLp NAHKPEaTHT C HeH3BECTHA 1eCTOTa
XenaToOR/JIHAPHH HADYIIEHHAS

Iosumasane Ha AST w/wm ALT? Hewectn

Xenatur® C HeH3BECTHA YeCTOTA

XonecrarHuna xxerreHHna’®

C HeH3BECTHA YECTOTA

HapyuieHRE Ha KOKATA B NOJKOAKHATA THKAR’




Koxen obpus Hevect

Crpbex Heuectn

b pHA Heuectn

_Epurema myntudgopme Penku

Cunapom Ha CTupbHC-JBKOHCHH C HeW3BECTHR YeCTOTR

TokcHYHA eTHASPMATHA HOKPOJIH3A  HeH3BECTHA YeCTOTA

BynoseH ekcoMaTHBEH EPMATHT C HeH3BECTHA 9ECTOTA

OcTpa redeparanpala eK3aHTeMHa NyCTy/I03a C HEH3BECTHA YECTOTA

(AGEP)

MeukaMenTO3HA PEAKIHA ¢ COIMHOPHIHA H C HeWsBeCTHA 9eCTOTa

cHcreMHH cummromu (DRESS)

Jluneapna IgA Gonect C Hem3BecTHa yecTOTa

Hapymenns Ha 61.0penuTe H DEKOYHATE NLTHINA

HurepcTHumaneH aedput C HeH3BeCTHA YECTOTa

Kpucranypus® (Bmoumrento octpo 6n6peuno C HeH3IBECTHA YECTOTA
pexiate)

'B:x. Touka 4.4

"Ba. Touxa 4.4

*TlosBaTa Ha rafiene € MO-4eCTO MPH TIEPOPATIEH MPHEM Ha BHCOKH 103H. AKO Ce MOSBRT PEAKLHH OT
CTpaHa Ha CTOMAUTHO-YpPEeBHHA TPaKT, TE MOrarT Ja ¢¢ HAMAIAT ¢ [pHCM Ha
AMOKCHIIIHH/KIIaBY1aHOBA KHCETMHA MPEeH XPaHEHE.

‘BrmovMHTENHO TICeBIOMEMOPAHO3EH KOMUT H XeMOparuveH KOJAHT (BX. 104Ka 4.4)

*Ymepeno nosuimasane Ha AST w/unu ALT e ycTaHOBEHO TIpH NALEHTH, JIeKyBaHH ¢ GeTa-TakraMHH
AHTHOHOTHLIH, HO 3HAYEHHETO HA TE3H OPOMEHH HE € H3ACHEHO,

“TaxuHBa peaKiliii ca YCTAHOBSHU H CITE NIPHIOKEHHE HA APYTH NEHHLATHHHA H HehaloCTIOPHHH (BXK.
TOuKa 4.4).

TAKO ce NOABH PeaKilus Ha ATCPTHYEH IEPMATHT, JISHEHUETO TPAGBA /1 Ce MPEYCTAHOBH (BXK. TOUKA
4.4),

*Bx. Touxa 4.9.

Bax. Touka 4.3

YB:x. Touka 4.4

CrobinapaHy Ha NOAOIMPAHH HEXENAHM PEAKITHH

Cro6imapaneTo Ha MOJO3HPAHH HEKENAHH PEAKITHH ¢/ Pa3pelnaBaHe Ha yroTpeGa Ha NeKapCTBEHHA
NMpOAYKT € BaAKHo, ToBa mosBoNsRa A3 NPOALIDKH HaGMIONEHHETO HA CHOTHOIMEHHETO NIOT3A/PHCK 33
NIeKapCTBEHMA NMPOAYKT. OT MEAUIIMHCKATE CIICIMATHCTH ¢ M3UCKBA 3 ChOOIABAT BeAKa
NOZI03HPaHa HEXENaHA PeaKiMs Ypes HAIMOHATIHA CHCTEMA 3& ChoDillaBaHe:

H3me/THETENHATA areHIMA 110 JIEKapCTBaTa
yi. ,Jlamsan I'pyes” Ne 8,

1303 Codma,

Ten.: +359 2 890 34 17,

yeGcaitr: www.bda.bg.

49 Ilpenosmpame

CHMITTOMH H TIPH3HAL HA NPEA03Npane

Moxe ma ce HabmoaaeaT CTOMAIIHO-IPEBHA CHMITIOMH M HADYIIABAHE HA BOJIHO-ENCKTPOI
Gananc. HabmonasaHa € aMOKCHIM/THHORA KPHCTANYpHS, B HAKOH clIydaH Bojema 1o 6u6pe
HEMOCTATEYHOCT (BK. TOUKA 4.4).

Moske na ce HabmonaBar rbpUOBe IPH NAIMEHTH ¢ HapyIeHa 656peuHa GyHKIMA WIH
MpHeMallH BHCOKH JO3H.




HiMa cpobmenns, Ye aMOKCHIIIMH ¢ YTasBa B KATETEPA HAa MAKOYHHA MeXy], OCHOBHO Cliej|
HHTPaBeHO3HO NMPHUIAraHe Ha BUCOKH N03H. Tpabea na ce npoeexaa peloBHa MPOBEpKa Ha
TPOXOAMMOCTTa (B, TovKa 4.4),

Jleuenue Ha HHTOKCHKATIHA
CuMnTOMHTE OT CTpaHa HA CTOMAlIHO-IPERHHs TPAKT MOTAT 14 CE JIEKYBAT CHMITTOMAaTHYHO, KaTo ¢

00BpHE BHUMAHHE HA BOOHO-ENEKTPONMTHHA Gananc.

AMOKGHI[PIJ]HH/IUI&BYHB.HOB& KHMCCIIHHA MOXE Ja C& OTCTPEHH OT xpwooﬁpame}me'ro qgpe3
XeMoaHaNnmsa.

5. @®APMAKOJOIrHYHH CBOMUCTBA
5.1 DapmMaKOIEEAMAYHH CBOCTEA

(dapmakoTepaneBTHIHH rpyna: KoMOHHAIHA OT NEHWWIHHH, BKIIOYHTEIHO Gera-nakTaMazHH
aHxubuTopn, ATC xon: JOICRO2.

MexanwibM Ha neticTeue

AMOKCHLIMTHH € IIOJTyCHHTETHYCH MEHHALMTHH (GeTa-TaKkTaMeH aHTHOHOTHK), KOMTO HHXHOHpa exud
WIH [I0BeYe SH3HMH (YeCTO HApHYaHH NEHHIMWIHH-CBBP3BAINH ipoTeHHH, PBPs) B mpT4 Ha
OnocuHTe3a Ha 6aKTepHaIMM% IENTHACIIIAKAH, KOHTO € CHIECTBEH CTPYKTYPEH KOMIIOHEHT Ha
BakTepHaiHaTa KIleThYHA cTeHa. MHXuGHpaHeTo Ha CHATE3a HA ICTITHAOIIMKAHA BOAN 10 oTcnabBaHe
Ha KIeTHYHATA CTEHA, KOETO OGHKHOBEHO ce MOCNEARa OT KIETHYHO pasrpakaaHe H CMBPT.

AMOKCHIMKITHH € 1yBCTBHTE/IEH KbM pasrpakiane ot 6eTa-nakraMasire, DPOAYIHPAHH OT
PE3HCTEHTHHTE OaKTEpHH, IOPAIH KOETO, CIIEKTHPLT My Ha JIeHcTBHE He BKIIOUBA MHKPOOPraHW3MH,
KOHTO MIPOA3BEKNAT TE3H SH3HMH.

KaaBynaHoBata kHceMHHa e GeTa-naKTaM, CTPYKTYPHO CBBpP3aH ¢ neHHIANHHENTe. Ta HHAKTHBHpa
HAKOH GeTa-NIAKTAMA3HH eH3MMH, KaTO0 110 TAKBE HAYMH NPEeAOTBPATABA HHAKTHBHPAHETO HA
aMOKCHIIWITHH. KnaBynaHoBaTa KucenuHa CAMOCTOSTENHO HE MPOABABA KIMHHTHO MOJIE3¢H
aHTHGaKTepuaneH edekr.

Bpw3ka papmakokuneTrka/bapmakoapHamuka
Bpemero Hax MMHHMANHaTa MHXROUpaia koHUeHTpawud (T>MUK) ce cunTa 3a OCHOBHHA
onpeenam (GakTop 3a eHpHKACHOCTTAa H3 AMOKCHIMITHH.

MexaHu3IBM Ha PE3HCTEHTHOCT

JiBaTa OCHOBHH MEXaHH3MA Ha PE3HCTEHTHOCT KbM AMOKCHITHIHH/KIABY/IAHOBA KHCENIHHA Ca:

¢ UHaKTHBHpaHE OT Te3H OaKTepHAIHH OeTa-nakramasd, KOHTO He ca WHXMOupawmuw o1
KIaBYJIAHOBATA KMCENHHA, BKIogHTenHO Kj1ac B, Cu D.
* Hamenenne na PBPs, xoeto HaMansBa apHHHTETa Ha AHTHGAKTEPHATHHSA IPOYKT KBM Taprera.

Jluncara Ha nepmeabHaMTET Ha GakTCpHHTE WIM MEXAaHHM3MHTE HA (UIyKC NMOMITATA MoraT ja
NPHYHHAT WIH & HONpHHEcaT 2a GakTepHaNHa pe3sHCTeHTHOCT, ocobeHo mpH ['pam-oTpHnaTennure
HaxTepun.

r CTOHHOCTH ints
I'pasvmnte croitHocTn Ha MUK (MIC breakpoints) 3a aMOKCHIMNHI/KIIABYIAHOBA KH
Ha EBpOneiicKHA KOMMTET MO MRNHTBAHE HA AHTHMHMKpPOOHATA YYBCTBHTEIHOCT
Committee on Antimicrobial Susceptibility Testing (EUCAST))

| MEKpoopranussm | I'paHBEYHE CTOHHOCTH HA WYBCTBHTEJIHOCT
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(Susceptibility Breakpoints (ng/ml))

YyBcTBHTEIHH HarepmeasepHH Pe3ncT¢HTHH
Haemophilus influenzae’ <1 - >1
Moraxella catarrhalis’ <1 - >1
Staphylococcus aureus’ <2 - >2
Koarynasza-HeraTHBHH <0,25 >0,25
CTadHHOKOKH>
Enterococcus’ <4 8 >8
Streptococcus A, B, C. G° <0,25 - >0,25
Streptococcus <0,5 12 >2
pneumoniaée’
Enterobacteriaceae'* - - >8
I'pam-oTpHIATENHH <4 8 >8
anaepobu’
[pam-monoxuTeTHH < 8 >8
anaepobn’
Kpuriuem rpaHmm <2 4-8 >8
HECBhP3aHH BHIOBO!
ICyrob1menuTe CTOMHOCTH ca 3a KOHUCHTPAIIHHTE Ha AMOKCHIIIINH. 3a LeJINTe Ha H3C/IEABAHETO Ha
JYBCTBHTEHOCTTA, KOHUCHTpammaTa Ha KiaBynanosa kucenuna e puxkcipana Ha 2 mg/l/.
*Crpo6iIeHuTe CTOHHOCTH €a 3a KOHUEHTpaIHHTe Ha OKCALRUTHH.
3CrofiHOCTHTE Ha TPAHHYHHTE CTOHHOCTH B TAO/IMLIATA Ce OCHOBABAT HA TPAHMYHHTE CTORHOCTH 34
AMITHITHJTHH.
‘I'paHuHE CTOMHOCTH 32 pe3UCTEHTHOCT R>8 mg/l 03Ha4aBAT, Y€ BCHIKH M30NIATH ¢ MEXAHH3MH 34
PE3UCTEHTHOCT €A IOKIAIBAHH KATO PE3HCTCHTHH.
SCTONHOCTHTE Ha rpaHMYHHTE CTOHHOCTH B Ta6NHMIATa ce 6a3MpaT Ha rPaHEYHATE CTOMHOCTH 32
GeH3HINECHHIIWIHH.

PasnpocTpaHeHHeT0 Ha PE3UCTEHTHOCTTAa MOXE A2 BapHpa reorpad)ckH H BBB BPEMETO H 3a
ONpeie/ICHH BHOBE M € XKEJATETHO 112 MMa JIOKATHA HHOpMAaLHA 3a PE3HCTEHTHOCTTa, 0CO0EHO NpH
neveHHe Ha Texkd HHbextm. [Ipu HeoOXommocT Tpabea fa ce MOTHPCH CHBETA HA EKCNEPT, KOraTo
JIOKATHOTO pasnpOCTPaHEHHME HA PE3HCTEHTHOCT € TAKOBA, Ue MOoJ3aTa OT JEKAPCTBEHHA NPOAYKT NPH
HOHEe HAKOH BHAOBE HH(MEKIMH e oA BHNpoC.

MukpooprauuzMu, kouTo oOHdaiino ca YYBCTBHTEIHH
AepoGun I paM-nIONoxKHTEIHA MHKPOOPTAHH3IMH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHHIIUH-YyBCTBHTEITHE)®
Koarynasa-HeraTHeHH CTapHIOKOKH {METHLIKH-9yBCTBUTEIIHH )
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes U ApyTH GeTa-XeMOJIHTUYHHA CTPEITOKOKH
I'pynata na Streptococcus viridans

AepobHu I'paM-OTpHIIATENHE MHKPOOPTAHHIMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

Amnaepobun

Bacteroides fragilis \
Fusobacterium nucleatum \ A
Prevotella spp. S

) i

TaHHUIMH
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Bupose, IpH KOHTO 0OHMTATA PE3HCTEHTHOCT MOMKE /1 € JIEM

Aepobu ["'pam-TiomoKHTeNH MHKDOOPTaHHU3IMH
Enterococcus faecium®

Aepobuu I'pam ATEITHH MU TAHH3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella prneumoniae

Proteus mirabilis

Proteus vulgaris

MukpoopraHi3MH ¢ BpoJICHa Pe3HCTEHTHOCT

Aepobun I CAHH3IMH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella preumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

JIpYTH MHKpPOOpraHH3MH
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma preumoniae

CTBEHA HHTCPMCOHCPHA JYBCTBMTEJIHOCT NPH JIHIICA HAa MPHAOOMT MEXAHH3BM Ha
PE3HCTEHTHOCT.
*BCHYKH METHLMIMH-DE3NCTEHTHH CTAGMIOKOKH Ca PE3UCTEHTHH KBM AMOKCHIIWIMH/KIIABYJIAHOBA
KHCEJIHHA.
IStreptococcus pneumoniae, pe3HCTEHTHH KBM NEHHIDUINH He TP:AOBa Aia ce neKyBar ¢ Tasd ¢opma Ha
AMOKCHI[WIHH/KNIABYNIAHOBA KUCennHa (Bx. Togka 4.2 u 4.4).
lllamMoBe ¢ HaMaleHa YYBCTBHTENHOCT ca JOKJNAJBAHH B HAKOH cTpaHH B EBpornelickus cbio3 ¢
4ecTOTa No-BHCOKa o1 10%.

5.2 <PDapMaKkoKHHETHYRE CBOHCTBA

Abco

AMOKCHIIHIIHH M KJIaBYJIAHOBATA KHCENMHA ¢¢ AUCOLMUPAT HAITBIIHO BLE BOACH PA3TBOP C
¢usnonorimo pH. Jipete akTHBHM BemecTea ce aGeopbupar 65p3o u noGpe cres nepopaHo
npHiIokeHHe. AGCopOUHATa Ha AMOKCHIIMIMH/KNABYIAHOBA KHCENHHA CE OIITUMH3HPA, KOTaToO Ce
FpHEMa HENOCPEICTBEHO NPEIH XpaneHe. Clien nepopaiHo NpuiokeHne OHOHAMIHOCTTA HA
AMOKCHIUWIIHH H KIIaBYJIaHOBATA KHCENHHA € nprdimsuTenHo 70%. [InasmennTe npodrid Ha ABeTe
aKTHBHH BEIIIECTBA Ca CXOJHH H BPEMETO 34 JOCTHTaHe Ha BEPXOBA IIa3MeHa KOHUCHTPALMA (Tna) ¥
TIpH ABETE € NPHONM3HTEITHO €IHH Yac.

ITo-nomy ca npeacTaBeHd HAPMAKOKHHETHYHHTE PE3YIITATH OT SIHO MPOYYBaHE, IPH KOETO
AMOKCHLIM/THH/KIaBYJIAHOBA KucesiiHa (Tabnerxu ot 875 mg/125 mg nea mMbTH AHEBHO) € NP
Ha [NIAAHO TIPH IPYIH 34paBH A00POBOMIIIH.

Cpemu (= SD) dapMakoKHHETHYHH IAPaMETPH

A
Hpunoxeno(n) | Mosa | Cam | Tonax* | AUC @aan | T\Vi? :
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axTHBHO(H) (mg) (ug/ml) (h) (ngvm) [ (0)
BemecTBo(a)
AMokeHIMIHH

AMX/CA 875 11,64+2,78 | 1,50 (1,0- 53,52+12,31 |1,19+0,21
875 mg/125 mg 2,5)

KnaBynaHoBa KHCEIHHA
AMX/CA 125 2,18 £0,99 1,25 (1,0- 10,16+ 3,04 0,96+ 0,12
875 mg/125 mg 2,0)
AMX — aMokcHIUTHH, CA — KIABYJIaHOBA KMCE/TMHA
*Meanaua (obxBar)

CGPYMHHTG KOHUCHTPAIMH Ha AMOKCHIIHIIMH A KJIaBY/TaHOBA KHCCITHHA, NOCTHIHATH C
auoxcmmnm;l:masynaﬂona KHCCNIHHA, Ca CXOXHH € TE3H C/1e NepopanHo IPHIIOMKCHHE Ha
EKBHBAJICHTHH JIO3H OT CAMOCTOATCITHO MPHI0XKEHH AMOKCHIIHITHH H KNaBYJIAHOBA KHCEIHHA.

Paznpenenenue
Oxono 25% or o0ioTo KOMHYEeCTRO HAa KIABY1aHOBA KHCETHHA B IiasMara H 18% ot obmoto

KOJIMYECTBO Ha AMOKCHITHIWH B [UIA3MaTa Ca CBHP3aHH ¢ MPOTEHHH.
IIpuBuaEHAT 06eM Ha pasnpeneneHue ¢ okono 0,3-0,4 I/kg 3a amoxcuuamH 1 okono 0,2 kg 32
KIaBYJIAHOBATA KHCEJTHHA.

Cnex HHTpapeHO3HO NPHIOKEHHE, AMOKCHITHIMH H KIABYJ1aHOBA KHCEJTMHA C¢ YCTAHOBABAT B
ITBYHHS MeXyp, KOPEMHAaTa ThKaH, KOJKaTa, MacTHATA ThKaH, MyCKYJTHHTE ThKAHH, CHHOBHAJIHATA H
MICPHTOHEATTHATA TCUHOCT, ATEYKATA U FHOHTA. AMOKCHIIUTHH HE Ce pasIIpeiesil JOCTAThYHO B
[epeOpOCTIHHANHATA TEYHOCT.

Ot npoy4BaHuA NpPH >KHBOTHH HAMA JOKA3aTEJICTHA 32 3HAYMMO 3abpKaHe B THKAHHTE Ha
JIeKapCTBCHO-MPOH3BOAMH BEINECTBA 33 HHKOA OT JIBETE CHCTABKH. AMOKCHIWIHH, NofxoGHO Ha
NOBEYETO NMEHHITWIMHH, MOMKE JIa C€ YCTAaHOBH B KbpMaTa. Clield OT KIABYNAHOBA KHCEIIHHA CBIEO
MOraT Aa ¢€ OTKPHAT B KbpMaTa (BX. TOHKa 4.6).

JlokazaHo e, 4e AMOKCHLUUIMH M KJIABYJIAHOBATA KHCE/IMHA NPEMHHABAT Tpes IUaLeHTapHaTa Gapuepa
(rx. TouKa 4.6). ‘

Bu chopm

AMOKCHIDWIHH C€ €KCKPETHpPa HYaCTHYHO B YPHHATA K4TO HEAKTHBHATA NCHHLMIOEBA KHCETHHA B
KOJNHYECTBA, eKBHBANCHTHH Ha 10 1o 25% ot HavanHara qoza. KnasynaHosara kicenmnna ce
MeTaboTH3Hpa eKCTEH3HBHO MPH YOBEKA H CE OTHE)IA B YPHHATA H M3NMPAKHEHHATA H KaTO BBIIICPONCH
JHOKCHJ B W3AHIIAHHA BL3OYX.

EnumunHpane
OCHOBHHAT THT HA &IMMHHHPAHE HA AMOKCHLIHIIHH € npe3 6u6penuTe, Z0KATO KNaBYIaHOBATA

KHCE/THHA CC €IHMHHHDA KAKTO No OLOpedrn, Taka H no H3BbHOBLOpETHH MEXaHH3MH.

AMOKCHIIMJIHH/KAaBYTAHOBA KHCEMHHA MMa Cpe/ieH eJIMMEHALIHOHEH ITOTYXHBOT OT IPHOIH3UTEIHO
€IIMH Yac H cpefieH o0l KIHphHe npubmuzurento 25 IVh npu 3apaen auma. Npubmsurentdo 60 mo

70% o1 aMOKCHITUIHH M npHOIIINTENHO 40 10 65% OT KIABY/IAHOBATA KHCEJIHHA CE €KCKPEeTHpaT

HEMPOMEHEHH B YPHHATA MPE3 ITbPBHTE IIECT Haca Cen NPHAOKeHHe Ha eIMHHYHA 1034 Ha
aMOKCHIJHWIHH/KIIaBy1aHOBa KHcenHHa 250 mg/125 mg wmm 500 mg/125 mg Tabnetkn. B
NMpOYYBaHHA € YCTAHOBEHO, 4e YPHHHATA eKCKpemHa € 50-85% 3a aMOKCHLMIMH H MKy
K/1aByJIAHOBATA KUCEJIHHA 34 TIEpHOA 0T 24 yaca. 3a KNaBYNaHOBATa KHCEIHHA, Hal-ToNA
KOJIMMECTBO OT JIEKAPCTBOTO €& EKCKPETHPA Mpe3s MEPRUTE [BA Yaca Clie/l IPHIIOKEHHE.

EnnoBpeMeHHOTO NPUIOKEHHE Ha NpobeHeiMA 330aB1 eKCKPELMATA HA AMOKCHI[WIHH,
6Bu6peunaTa eKcKpelus Ha KIABYJIAHOBATa KHCETMHa (BXK. TouKa 4.5).
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Bw3pact

EnvMHHAIOHHHAT ONYKHBOT Ha aMOKCHIIAJIMH € TI0406€H TIPM Iela Ha BE3PAcT OKoJIo 3 Mecella 1o
2 ronHMHK H IPH NO-TONEMH J€11a ¥ BE3pacTHH. [IpH MHOrO MaTKUTE Aeua (BKIIOYHTETHO
NPEeXAeBpeMEHHO poneHH OeleTa) mpe3 NbpBaTa ceMHLA OT XKHBOTA HHTEPBATET HA IIPHJIAaraHe He
TpaOBa Na HAAXBHPIIA MPHJIAraHe ABa ITHTH JHEBHO NOPaAH HE3PLIOCT Ha OpOpeuHna ITbT Ha
enuMuHHpaHe. THH KaTo NpH NaMeHTHTe B CTAPYECKa BB3PacT CHINECTRYBA NIO-TOMAMA BEPOATHOCT
Ila MMaT HamaJieHa 61s0peuna GyHKImMA, € HeoOXOAHMO BHMMaHKE IPH H3GOpa HA 1032 B MOXKE Ja €
TONe3HO Aa c¢ npocnenspa OuOpernaTa Pynxims.

Ilon

Cnen mepopaiHO NPHWIOAEHHe Ha AMOKCHIWIHH/KIIABYIAHOBA KHCETHHA NPH 3APABH MBXKE H HKEHH,
TOJTBT HE € 0KA3aN 3HAYHMO BIIHAHHE BHPXY (papMakOKHHETHKATA HUTO Ha AMOKCHIIMIHH, HHTO Ha
KJIABYJIAHOBATA KHCEJIHHA.

bnOpeuno yepexane

O6muaT cepyMeH KIHPBHC Ha AMOKCHIWTHH/K/ABYJIAHOBA KHCETHHA HAMALSBA IPOTIOPLIOHAIIHO ¢
HaMalgBaHeTo Ha 6B0peunaTa dyrkis. ITonmKaBaHeTO Ha IEKAPCTBEHMA KITHPBHC € Io-H3pa3eHo 3a
aMOKCHIIWIHH, OTKOJIKOTO 33 KNABY/AHORATa KMCEIMHA, THH KATO MO-ToNsMa YacT OT aMOKCHIIHIIHH ce
exckpernpa npes SuOpeiure. [lopaau Tasu npuknna AosupaneTo ipn 61LOpedno yRpexknane Tpabsa
Jta NpeOTBPATH IIPEKOMEPHO HATPYTIBAHE HA AMOKCHIIWINH, KATO €MHOBPEMEHHO CE NOAXbPHKAT
MOAXOAAITM HHBA HAa KIaBYJIaHOBaTa KHMceNnHa (BK. TouKa 4.2).

YeproapobHo yepekaane
Jo3upaneTo npH MALMEHTH ¢ YepHOApoGHO yBpexkaaHe TpsOea Aa ce HIBLPIIBA C BHHMAHHE H

ucpHOApoOHaTa QyHKIMS Aa ce NPOC/eAtBa PEAOBHO.

53 IlpenximuEAYHHE AaanH 3a GezomachocT

HeWTHHIUHUTE A2HHH HE HOKA3BaT ONPEeNeH PHCK 33 XOpaTa Bb3 OCHOBA Ha TIpOYyHBaHHA 32
¢dapmakonorirma 6e30MACHOCT, PFEHOTOKCHMHOCT ¥ PENIPOIYKTHBHA TOKCHUHOCT.

[IpoyuBanua 3a TOKCHYHOCTTA HPH MHOTOKPATHO NIPHIAraHe, NPOBEASHHU MPH Ky9eTa ¢
aMOKCHI[WTHH/KJIABYIaHOBA KHCEMIHHA [I0KA3BAT CTOMAIIHO JPAIHEHE ¥ NOBPLIIAHE, KAKTO H NPOMAHA
B I[BETA Ha e3WKa.

He ca npoBexxaHH NpoyuBas#s 3a KAPUMHOTEHHOCT ¢ 8MOKCHIWIHH/KJIABY/IAHOBA KHCETHHA HIIH C
HAKOA OT HETOBHTE CHCTABKH.

6. PAPMANEBTHYHH NAHHH
6.1 CnHchK HA NOMOIIHATE BEIIECTBA

Hopo na matinemxama:

Muxkpoxpucraina uemynosa (E460)
Kpocnosuaon thn A (E1202)

Kpockapmenosa natpnit (E468)

Konownzen Gesromgen cunnumes auokcuy (E551)
Marnesues creapar (E470b)

Quimoso noxpumue:

OcHOBeH OYTHIMETAKPHIATEH CHIONTHMED
Turanos auoxcun (E171)

Tank (E553b)

Maxporoun 6000
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6.2 HechBMecTEMOCTR

Henpunoxumo.

6.3 Cpox Ba roanoct

2 roguHH

6.4 Coenpanuu yc/ioBHS HA ChXpAHEHHE

Ha ne ce coxpanasa Han 25°C. [la ce cpxpaHsBa B OPHTHHATHATA OTIAKOBKA, 34 /ia ce TIpeJiTasy oT
BJara.

6.5 Buaa B cLABDPKAHHE HA ONAKOBKATA

Bmucrepu ot OPA/AI/PVC/AL, coanpxamu 20, 21 wiu 30 punmupanu tabneTkm.
He BcHukM BHIOBE ONaKoBKH Morar aa ObAar [ycHaT# B npoaax6a.

6.6 CpoenpajuR NpeaNa3’HH MEPKH NPH HIXBHLJIAHE

Hsama creiMansm W3ucKBaHHA.

7.  IIPATEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

T'epmanus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
20210213

9. JATA HA IThPBO PA3PENIABAHE

Jlata Ha mBepRo pa3pemnaeasne: 26 HOmu 2021 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

02/2023
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