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N3NMLAHUTENHA ATEHLIA NO NNIEKAPCTBATA
Kpamxa Xapaxmapucuxa HW

................................................................

1. HME HA JIEKAPCTBEHMS ITPOJYKT

Ayrmenrun 400 mg/57 mg/S ml npax 3a nepopasisa cyc 0 3-05 2023

2. KAYECTBEH U KO/IMYECTBEH Cbh(CTAB

Cnen NpuroTBaHe, BCEKH 11l 0T MepopanHaTa CyCIeH3 s ChABPKA aMOKCHIHIHH TPHXHADAT
(amoxicillin trihydrate), exsupanenten Ha 80 mg amokcHIumH (amoxicillin) M KanueB KIaBynaHaT
(potassium clavulanate), ekBuBancHTen Ha | 1,4 mg knapynaHoBa kucenrHa (clavulanic acid).

5 ml OT nepopanHaTa CyCIeH3ua ChIbpPKaT aMOKCHIMIME Tpuxuapar (amoxicillin trihydrate),
expupanenTes Ha 400 mg amokcHimnuH (amoxicillin) u kanuer knapynanar (potassium clavulanate),
CKBHBAJICHTCH Ha 57 mg KIaBynaHosa kucenuHa (clavulanic acid).

IloMonIH#U BEIIECTRBA C H3BCCTHO JACHCTRBHE

Bcexy ml ot nepopannara cycnensus csabpxa 2,5 mg acnapram (E951). Ecennpsata B AyrMeHTHH
ChABPKAE MATTOACKCTPUH (ITIOKO3a) H caemu oT OcH3MIOB anKoxo (Bx. Touka 4.4).

3a IRJIHUS CITHCHK HA IIOMOIIHHTE BENICCTBA BHIKTE TO9ka O.1.

3. JIEKAPCTBEHA ®OPMA

ITpax 3a nepopajina CycneH3us.
bsn a0 nouru 640 mpax.

4. K/IMHMNYHU JAHHH

4.1 TepaneBTHYHH NOKA33HANA

AYTMCHTHH € [IOKa3aH 3a JICUCHHE Ha CIICAHUTE KHQEKIHH IpH BB3PACcTHH H Aelia (BxK. Touku 4.2, 4.4
u5.1):

0CThDp OaKTEpHaNeH CHHYHT (aJCKBaTHO AMATHOCTHIIHPAH )

OCTB]} OTHT HA CPEIHOTO YXO

ocTpH ek3anepbaruy Ha XpoHuHeH OPOHXAUT (afeKBaTHO ANATHOCTHIIHPAH)

MHEBMOHHS, IPHAOOUTA B 0OMECTBOTO

LHHCTHT

MHEIOHEPPUT

MH(EKIMH Ha KOKATa H MEKHTC THKAaHH, IO-CIIENHAIHO IENYIIHT, YXANBAaHHA OT XHUBOTHH,
TEXBK abcuec Ha 350MTE C pasnpocTpaHABaLL CE LETYIUT

. HH(PEKITHN Ha KOCTUTE W CTABUTE, IIO~CIENHAIHO OCTEOMUEITHT.

Tpabra na ce 00bpHE BHUMaHKE Ha ODHIHANHHTE YKA3aHHA 3a IIpaBUiIHaTa ynoTpeba Ha
AHTHOAKTCPHANHH CPEJICTRA.

4.2 Jlo3npoBKa H HAYHH HA NPUIOKEHHE

O3HDOBKA




JIO3HPOBKHTE Ca IIPENCTABCHH CHOOPAa3HO CHABLPKAHUETO Ha AMOKCHIMITHH/KIIABYIAHOBA KHCEIHHA, C
H3KIIOYCHHE HA CIYYAHTe, KOTAaTO J03UTe Ca JaJeHH N0 OTHOIIEHHE Ha OTASIHATAa CHCTABKA.

3a m300pa Ha 503aTa Ha AYTMCHTHH 3a ICYCHUe Ha OTACNNATA HHOCKIMA TpAOBa na e MMaT peIBHI;

. OYaKBaHHTC NATOTCHHA M BCPOATHATA HM YYBCTBHTENIHOCT KbM AHTHOAKTEPHAITHH CPEACTEA
(BX. TOuKka 4.4)

. TEXKECTTA U MACTOTO Ha HHDEKIHATA

. BB3pAaCTTa, TENECHOTO TErVI0 H Gb0OpeuHaTa ¢yHKIMA Ha MAIMEHTA, KAKTO € TMTOCOYEHO MO-A0I1Y.

Vnorpebara Ha anTepHaTUBHH GOpPMH Ha AYTMEHTHH (HAIIP. TAKHBA, OCHTYPABALLM I10-BHCOKH JO3H
HA AMOKCHIIHIHH H/HIIH pa3iIM4HH CHOTHOIICHHA HA AMOKCHITHIMH KbM KIIABYJAHOBA KMCEIHHA)
TpaOBa Ja Ce uMa mpeABu cnopen HeoOxoaumocTTa (Bxk, Touku 4.4 1 5.1).

Ilpu nena < 40 kg Tasu popma Ha AYrMEHTHH OCHTYPSBA MAKCHMAIIHA JHEBHA 1033 OT

1 000 mg - 2 800 mg amokcHIIHH/ 143 mg -400 mg KIaBy1anoBa KUCEIMHA, KOTATO CE MPUIIAra,
KaKTO € MPeNophYBa No-10Iy. AKO ce CUHTa, 9e € He00X0I1Ma T0-BHCOKA JHEBHA 1034 HA
aMOKCHITHIIMH, Ce IIPENopbYBa H3MON3BaHe Ha aqpyra ¢GopMa Ha AYTMEHTHH, 3a 4a ce u3berue
TIPHIIAraHe Ha HEHY>KHO BHCOKH JHEBHH 103H Ha KIaBYJIaHOBA KHCEINWHa (BxX. ToukH 4.4 1 5.1).

[TpoALIDKHTENHOCTTA Ha IEICHHETO CE ONPEAEII OT NOBIHABAHETO Ha manuenTa. Hiaxou HHpeKIHH
(Hamp. OCTEOMHEIIHT) HanaraT mo-rosiMa NPOALIDKUTEITHOCT Ha AedeHueTo. JleuenneTo He Tpsabaa na
IpOAB/DKaBa ToBede OT 14 qHH 6€3 TOBTOpEH nperiex (Bx. Touka 4.4 OTHOCHO TIPOXL/IDKHTEIHA
Tepamnu).

Br3pacthu u acua = 40 kg TpsibBa ga ce eKyBaT ChC CBCTABHTE H JICKapCTBEHHTE (hOPMH Ha
AYIMEHTHH, MIPEIHAa3HAYEHH 32 Bb3PACTHH.

Aeya < 40 kg

. I[lo-Hucka nosa: 25 mg/3,6 mg/kg/nuesno no 45 mg/6,4 mg/kg/nuesno, pasaencHy Ha JBe
OTXENHH JO3H;

. [To-Bucoka o3a: 45 mg/6,4 mg/kg/MHEBHO, pa3eneHu Ha JBe OTHEIHH JO03H MOXE Ja CE
00CHKAAT 3a MPHNOKEHUE NPH HAKOU HHCKIMH (HaMPHMEP IPH OTHT HA CPEIHOTO YXO,
CHHYHWT H HH(CKUHMH HA JOJHUTE TUXATECIHH MHTHINE).




25 mg/3,6 mg 45 mg/6,4 mg/ 70 mg/10 mg/ 25 mg/3,6 mg/ |45 mg/6,4 mg/| 70 mg/10 mg/
/Kg/THEBHO. " g/,I[Hi;BHO. kg/nHeBHO. kg/nHeBHO. kg/nHesHo. kg/nneBHoO.
Tenecno Hosa Hoza Hoza Tenecno Hosa Hosa Hosza
IO (MILTHITHTPH), T a— (MATTHWIHTPH), - (MHTHNIUTPH), | (MHJIANMTPH), | (MIIHIATDH),
KOSITO KosATO Tpadsa KOATO Tpabra | koATO TpsGBa | KOATO TpROBa
(kg) TpalBa aa ce ;:20“;1};6;1 aa ce (kg) ia ce Aa ce aa ce
npunarama | o0 Nprjiara Ha NpHJara Ha | NpUWiara Ha | NpHJara Ha
12 yaca. 12 4aca. 12 uaca. 12 gyaca. 12 gaca.
4,0 0,6 1,2 HII 22,0 3,4 6,2 9,6
5,0 0,8 1,4 HII 23,0 3,6 6,6 10,2
6,0 1,0 1,8 HII 24,0 3,8 6.8 10,6
7,0 1,2 2,0 HI1 25,0 4,0 7,0 11,0
8,0 1,4 2.4 HII 26,0 4,2 74 11,4
9,0 1,4 2,6 HII 27,0 4,2 7,6 11,8
10,0 1,6 2.8 HII 28,0 4.4 8,0 12,4
11,0 1,8 3,2 HII 29,0 4.6 8,2 12,8
12,0 2,0 34 5,4 30,0 4.8 8,4 13,2
13,0 2,0 3,8 5,8 31,0 4,8 8,8 13,6
14,0 2,2 4,0 6,2 32,0 5,0 9,0 14,0
15,0 2,4 4,2 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 37,0 5,8 10,4 16,2
20,0 3,2 5,6 8.8 38,0 6,0 10,8 16,6
21,0 34 6,0 9,2 39,0 6,2 11,0 17,2

HII - ne ce npenonprysa. He ca HanuyHM KIHHWYHA JaHHA 33 IpHIOKEeHNUE Ha 7:1 GopMHTE Ha

AYrMeHTHH B JI03H M0-BUCOKH OT 45 mg/6,4 mg/kg/nHEeBHO NIpH flelia NOA, 2 TOXUHH.

2 meceua. I1o Tasy MpU4KUHA IPH TA3M NOMYNANHS HE MOTaT fa OBJaT HaupaBEHH MPEIOPHKY 33

Hama KnMaMYHE JaHHY 3a IPUIOKEHHE Ha 7:1 dopMHTe HA AyrMEHTHH IPH ASUA HA BR3PacT Hoj

IO3HPAHE.

Tpsabea Aa ce oOMuCIN TPUTOXKEHHE Ha alITCPHATHBHUTE TIcpopaiaK GOpMH Ha AyrMEeHTHH 3a
H3IIBIHEHHE HA MPAKTHIECKUTE NMPETIOPBKH 33 JO3HTE.




Ho3ata (MIJTWIHTPH), KOATO Ja ¢ OPWIATra Ha MaudcHTHTE JBa MHTH JHEBHO, MOXE CBIIO 1a ¢
H3YHCIIE ¢ [IOMOIITA Ha C/ICAHATa hopmyTia:

Hoza (mwrunumpuy),
npurazana déa =  lpenopvuumenna 0o3a amoxcuyunuy’ (mg/kg/Oneeno) x mezno (kg)
nomu OHe8HO

Pexoncmumyupan amoxcuyuaun. 6 cycnenaus (mg/ml) x 2 (Onesnu do3u)

" 3a u3uMCNEHHETO € HeOOXOMUMO I3 e B3eMe NPEIABH CAMO AMOKCHITWIMHORHAT KOMIIOHEHT.

Hanpumep nete ¢ rerno 14 kg, neKyBaHO ¢ npuioxkeHne Ha 25 mg/3,6 mg/kg/nHeBHo:

Hoza

(Mumnumpu), _ 25 (mg/kg/oneeno) x 14 (kg)

HPpURGZAana 08a

numu OHEGHO 80 (mg/ml) X 2 (Onesnu dozu)
Hoza

(mwmnumpw),  _ 350 (mg)

npunazand 06a

NoMU OHEGHO 160 (mg/mi)
llosa

(MunuImpu), — soml

npunazana 08a
nemu OHEGHO

IHayuenmu 6 cmapuecka 6v3pacm

He ce nanara kopekuus Ha fo3ara. [lanuenTuTe B cTapuecka Bb3pacT TpAOBa /1a €€ IEKyBaT ChC
ChCTABH ¥ JIeKapCTBEHH GOpMH Ha AyrMEHTHH, NPeTHA3HAYEHH 33 BE3PAaCTHH.

Bvbpeuno yepeacoane
He ce Hanara kopeKlus Ha J03aTa IpH nauueHTH ¢ KpeaTHHHHOB KIMPRHC (CrCl) max 30 ml/min.

[Ipu nanuenT! ¢ KpeaTHHREOB KIMPBHC nof 30 ml/min, He ce npenopbuBa MpHIICKEHHE HA (hOPMHTE
Ha AYTMEHTHH ChC ChOTHONICHHUE HAa aMOKCHIIMIIMH KbM KJIaBy/1aHOBA KMceIHHa 7:1, TbH KaTO HAMA
HaITUYHH MPENOPHKH 32 KOPUTUPAHE Ha JO3ATA.

Uepnoopobro yvapescoare

Ja ce 703upa BHUMATE/IHO H YepHOApOOHATa PyHKIHS A ce NMPOC/ICHABA Ha pABHH HHTEPBAIH OT
Bpeme (Bx. Toukd 4.3 1 4.4).

HayyH Ha DpUIOXEHHE

AYrMeHTHH ¢ 3a NEPopaIHo NPHIOKEHHUE,

Ja ce MpreMa B HAYAJIOTO HA XPaHEHETO, 33 CBEXAAHE 10 MUHHMYM Ha Bb3MOXKH
CTOMAIITHO-YPEBHA HEMOHOCHMOCT H 3a ONTHMH3MpaHe Ha abcopOuuaTa na
AMOKCUIIH/THH/KIaByJJAHOBA KHCEJIMHA.



JIeueHHeTO MOXE Aa 3ano4ne napentepanHo cbrilacae KXII na ueTpaBenosnure (1.v.) popMu 1 aa ce
IMPOTBLIDKH C nepopanHa Gopma.

bymnnkara TpaOsa na ce pa3kiaT, JOKATO NPaxbT BETPE 3aN04HE 1A ¢e ABHXKH cBoOoaHO. TpsabBa na
ce npubaBH BOJA CIOPE] YKA3aHHATA, Aa c¢ 0OBpHe OYTHIIKATa H 1@ C€ PA3KIIATH.
bytunkara Tpabera ga ce pa3kiIaTu o0pe MpeaH IpHEMaHe Ha BCAKA 103a (BXK. Touka 6.6).

3a YKa3aHHA OTHOCHO IIPHTOTBAHETO HA JICKAPCTBEHHS NMPOAYKT MIPESAH MPHIOKEHHE BIXKTE ToUKa 6.6.
4.3 HporaBonoKazaHuA

CBpPLXYIYBCTBUTEIHOCT KbM AKTHBHUTE BEIISCTBA, KEM KOHTO H I3 € OT NCHMIWIMHHATE WM KbM
HAKOE OT IOMOILIHATE BEleCcTBa, H30pOCHH B TOUKa 6.1.

AHaMHe3a 3a TexkKa He3abaBHA peakiHd Ha CBPBXYYBCTBHTENIHOCT (Hamp. aHa(uIaKcHs) KM Ipyr
Geta-naKkTaMeH NPOAYKT (HanmpuMep ne¢aaoCnopuH, KapbaneHeM WiH MOHOOAKTaM).

AHaMHe3a 3a XKbITeHHIIa/9epHOAPOOHO YBpEKaaHe, ThIDKANIH CE Ha aMOKCHIIHIIHH/KJIaBYJIaHOBA
KUACEeNMHA (BXK. Touka 4.8).

4.4 ChenHaJaHH HpeaynpexjeHus H npelnasHH MepPKH NpH ynotpeba

[Ipenu 3amouBaHe Ha JieucHUE ¢ AaMOKCHUWTHH/KIABY;IaHOBA KHCENIHHA, NAHEHTHT TpAOBa na OnAae
PasIHTaH BHUMATEIIHO O OTHOWUICHHE HA NMPEIHTIHN PEAKIIHH HA CBPbXIYBCTBHTEIHOCT KM
NECHUIWINEN, NeQaToCIOPHHE WIH Xpyrd O¢Ta-nakTaMHn NpOayKTH (Bx. To9kH 4.3 u 4.8).

CepHo3HH H MOHAKOra QATATHH PEaKHMH HA CBPBXYYBCTRUTEIHOCT { BKIIOUHTENHO aHahWIaKTOHIHN
H TEXKKH KOKHH HEXKEJIAHM PEAKIHHA) ¢a ChOOIaBaHH MPH INALHECHTH, TCKYBAHH C ICHULIHIIMH.
BraMoXkHO € CBIIo peakiuuTe HA CBPEXYYBCTBHTENIHOCT A Mporpecupar Ao cuHapoM Ha Kounis —
CEpHO3HA AJIeprivyHa Peakiiia, KoATO MOXe Ja JoBeAc 40 HH(PAPKT Ha MHOKapAa (Bk. TouKa 4.8).
I1o-BepOoATHO € Te3u peaklmu Ja ¢ IOABAT IIPH JIMIIA ¢ aHAMHe3a 34 CBPLXIYBCTBHTCIIHOCT KBM
TCHUIWINE WIH Opy aTonu4yey THUA. [Ipy nosea Ha anepruvdna peakiiysg, IeUCHUeTo ¢
aMOKCHILWIHH/K/IARYJIAHOBA KHCEIIHHA TPAOBa 1a Ce mpeyCTAHOBH H Ja C¢ HA3HAYH NOAXOAAIIA
ITEPHATHREHA TCPAIIAA, |

B ciydaii 9e ce IokaKe, ye HH(pEKIUATA C¢ JhIDKH HA aMOKCHI[WIHH-YYBCTBHTEIHH
MHKPOOPraHu3MH, 61 MOINO 13 ce 0OMMCITH NPEMUHABAHE OT AMOKCHITHIHE/KIIaBYIaHOBA KUCSIIHHA
H4 aMOKCHIHJIHH B CHOTBETCTBHE ¢ ODHIIHANIHUTC YKa3aHHA.

¥Ynorpebara Ha TasH (popMa Ha AYrMEHTHH HE ¢ IIOIXOAAMIA, KOTATO € HATHIIE BHCOK PUCK
NpEANOIaracMHTe aTOTEHH A €a ¢ PE3UCTCHTHOCT KbM OeTa-nakTaMHH NPOAYKTH, KOATO HE €
MEIUUpPaHa OT beTa-aKramMasu, YyBCTBUTCIHH HA UHXUOHpaHe OT KNABRYNAHOBA KMCENMHA. Ta3u
¢opma He TpaOBa Ja ce U3M0I3Ba 34 IeUCHHE Ha MEHHLIWIHH-PE3NCTEHTHH S.preumoniqe.

IIpu nanueHTH ¢ yBpeacHa OB0peYHa yHKIMA HIIH NPH TaKHBa, PHEMAIIH BHCOKH JJO3H, MOXKE /A Ce
Pa3BHAT I'bPYOBE (BXK. TOHKA 4.8).

JIeueHHEeTO ¢ aMOKCHIIWIHH/KIABYIIAHOBa KHCEIMHA TpAOBa 1a ¢& H30ATBa NpH CEMHEHHE 32
UHPCKIMO3Ha MOHOHYKJIE03a, Thil KaTo NIPH TOBA 3a00MABAHE CITE] MPHIOKEHUE HE AMOKCHITMIIHH €
HabmolaBaHa ogaBaTa Ha MopouIHdopMeH OOpHB.

EnnospemenHa ynorpeba Ha aJlQIyPUHON O BPeMeE Ha TEUeHHE ¢ AMOKCHITIINE MO
BEPOATHOCTTA 3a NICPrHUHH PCAKIMH 0T CTpaHa HA KOXaTa.



IIpoawmxuTenHaTa ynorpeba nOHAKOra MOXe Ja JOBEAC IO CEPBXPAcTeX Ha HEIYBCTBUTEIHH
MHUKPOOPTaHH3MH.

[Ipu 3anouBane Ha JICYEHHETO MOSABATA HA CHITHO 3aY€PBEH I'CHEPANN3UPAH EPUTEM, CHIPOBOIEH OT
ITyCTy 18, MOXE Za € CHMIOTOM Ha OCTPa reHepalli3upaHa eK3aHTeMHa mycTynosa (AGEP) (Bx.
T09Ka 4.8). Tazu peakius Hanara CIHpaHe Ha JCICHHETO ¢ AYITMEHTHH H € NPOTHBOMOKA3aHHE 34
nOCeABANL MPUEM HAa AMOKCHLIHJTHH,

AMOKCHITHITHH/KIaBYTaHOBA KHCEITHHA TPAOBa Jja e MpHTara BHUMATEIHO NPH NallHeHTH ¢ TAHHH 38
9epHOAPOOHO yBpexaane (Bxk. Toukn 4.2, 4.3 n 4.8).

CpOHTHA OT CTpaHa Ha YCpHHA Apo0 ca ChOOMABAHH PEIHMHO IIPH MBXKE H IIPH NALHCHTH B
CTapYeCKa BL3PacT, H MOXKE [1a ¢a CBBP3aHH ¢ MPOABIDKUTEIIHO JICUCHHE. Te3u ¢hOuTHA ca
CBHOOIABAaHU MHOTO PANKO HpH acua. [Ipy BCHUIKH MOy a1y, MPU3HAIIUTE B CHMIITOMHTE
OOHKHOBEHO ce HaOMIOAaBaT 10 BpEME Ha MJTM MAJIKO CJiel JICUeHHE, HO B HAKOH CITydad MOXE 13 He
Ce M3ABAT IO HAKOJIKO CEOIMHIM CIIE IIPEYCTAHORIBAHE HA IEUeHHETO. Te3n chOuTHA OOHKHOBEHO ca
oOparumu. YepHOApOOHNTE CHOMTHA MOXKE Aa €3 TEXKH U B H3KITIOUHTEIHO PEIKH CITyYaH Ca
JOKIIaABAHH CMBLPTHH Ciiy4ad. Te3d CbOMTHS OYTH BHHATH Ca HaOMoAaBaHH NIPH NAlHEHTH CHC

CEePHO3HO NMpEeaXOoXK a0 3a00NsIBaHe HIIH NpUeMaIllld CTHOBPEMEHHO JIEKAPCTBA, 32 KOHTO € H3BECTHO,
Ye UMaT NOTSHIUAT 3a YepHOAPOOHH edekTH (BXK. TouKa 4.8).

Komnur, cBbp3aH ¢ NpHIOGKEHHAETO HA AaHTHOHOTHLH, € CHOOIARAH TP MOYTH BCHYKH

AHTHOAKTC PHAITHH MTPOAYKTH, BKJIIOYUTENHO MPU AMOKCHLIMIINE M MOXKE JIa BapHpa IO TEKECT OT JIEK
IO JKHBOTO3acTpamasau (Bx. Todka 4.8). [1o Ta3u npuunHa, NpH NarueHTy ¢ AUApHS IO BpEME Ha
HWIH CAel NeYCHHE ¢ aHTHOHOTHIIH, € BAXKHO ja C& MMA NPEABK] Ta3sH JHArHo3a. AKO ¢€ MOABH KOJIHT,
CBBP3aH C MPHWIOXKEHHETO HA AaHTUOUMOTHIIH, JICYICHHUETO ¢ AMOKCHITHTHH/KIaBY1aHOBA KHCE/IHHA
TpsOBa He3a0aBHO Ja ce NPEyCTAaHOBH, /13 C¢ HAIPABH KOHCYJITAIIMS C JIEKAP M [1a CE 3arOuHE
IIOAXOIALLO JICYCHHE. B TO3HM ciiy4ad ca MPOTHBONOKA3aHM AHTUIIEPHCTAIITHYHH JIEKAPCTBEHH

MPOAYKTH.

ITo BpeMe Ha NPOALKMTEIIHO JIEYEHHE € MPETIOPBUHTEIHO EPHOAHYHO J1a CE OCHABAT OPraHHHTE H
CHCTeMHH (YHKIIMH, BKIIIOYHTENHO OROpeunara, 4epHOAPOOHATA M XEMOMMOCTHYHATA QYHKIIHA.

CpobmaBanu ca peJKH CITyvad Ha YIb/DKaBaHe Ha MPOTPOMOMHOBOTO BpeME IIPH IAIMEHTH,
JIEKYBAaHH C aMOKCHIWIVH/KIAaByJIaHOBA KUceNnHa. [[pn eTHOBpeMCHHO IPHITOXKEHHE C
AHTHKOAryIaHTH C€ HaJlara NoAXOAANIO NpocieasBane. Moxe na € HeoOXoaUMO KOpUrHpaHe Ha

1103aTa Ha ICPOPATHUTE AHTHKOATYIAHTH 32 MOANBPIKAHE HA XKEIAHOTO HHBO HA AHTHKOATYJIalus (BiK.
TO4KH 4.5 u 4.8).

Ilpu nanpenTH ¢ OBOPEYHO YBpEXKIaHE 103aTa TPAOBA Aa C€ KOPHTHpa B 3aBHCHAMOCT OT CTEIIEHTA Ha
YBpeKAaHETO (BXK. ToOuka 4.2).

Ilpy panueHTH ¢ HAMAJIEHO OTACIIIHE Ha YpHHA MHOTO PAAKO € Ha0MioqaBaHa KPUCTAIyPHs, TIIaBHO
IpH napeHTepanHo Jedyenue. [lo BpeMe Ha npunaraseTo Ha BUCOKH JO3H aMOKCHIIHIIHH CE
IPENopEYBa NOAABPXKAHECTO HA ANCKBATCH NPUEM HA TCUYHOCTH M OTACNSHE HA YPUHATA C L€ A Ce
HaMaJIH BE3MOXHOCTTA 33 AMOKCHIHIIHHOBA KpucTanypus. 1Ipu nanuenTy ¢ KareTsp B IHKOYHHSA
MEXyp Tpa0Ba Aa ce NPOBeXKa peIOBEH BU3YAICH KOHTPOI (BXK. To4Ka 4.9).

1o BpeMe Ha eYeHME ¢ aMOKCHIIMIHH TPAGBaA a ce H3MOI3BAT SH3UMHHTE FIIOK0300KCHIa3HH
MCTO/IH IIPH H3CISABAHE 3a HATHYHE Ha TIIOK03a B YPHHATA, THH KATO NPH HECH3UMHUTE MECTOIH
MOJKe Ja ce HabmoaaBaT (haImIuBO NONOXHUTEIIHH Pe3yITaTH.

Ha IgG 1 anbymMuHa ¢ MeMOpaHUTE Ha 9EPBEHHTE KPHBHH KJICTKH, BOACHIO 10
IOJOXKHTENIEH TeCT Ha KyMbc.




Crobmapany ca criydas Ha MOJIOKUTENHH PE3yIITaTH OT HICICABAHHS, H3nonssamy Bio-Rad
Laboratories Platelia Aspergillus EIA Tect npu nanpenTs, npreMany aMOKCHIWTHE/KITARY 1aH0Ba
KHCEJIHHA, 33 KOMTO CJIe]l TOBA € YCTaHOBEHO, 4€ HE ca HHQEKTHPaHH ¢ Aspergilius. Cro0maBaHH ca
KPBCTOCAHH peaKkumH Ha He-Aspergillus nonusaxapuam U nonmudypanosu ¢ Bio-Rad Laboratories
Platelia Aspergillus E1A tect. CrienoBaTenHO HONOKKTETHUTE PE3YITTATH OT U3C/ICABAHMATA PH
MTAlHEHTH, NPUEMAH AMOXCHIMINH/KIaBYIAHOBA KUCEIIHHA, TPA0BA Jia Ce HHTEPIPeTHpaT
BHUMATCAHO H Ja C€ NOTBBPIAAT IPEe3 APYrH JHATHOCTHYHH METONH.

Ayrmentud 400 mg/57 mg/5 ml npax 3a mepopansa cycuersus ¢hanpka 2,5 mg acnapram (E951) Ha
ml, KOHTO ¢ H3TOYHMK HA (eHuTANaHuH. ToBa JEKAPCTRBO TPAOBA J1a c€ NMPHAAra ¢ BHUMAHHE IpH
MAIMEHTH C PEHITKETORYPHs, JINMCBAT KAKTO KITHHUYHH Taka ¥ HEKIHMHHYHH JaHHH 33 ynorpebata
Ha acnapraM fpH KbpMadeTa nox 12-cexMHIHa BB3pacCT.

Ecennusdra B AYTMEHTHH CHIBDXA CIEY OT OEH3WIOB AnKOX0J. BeH3HNOBUAT ankoxon Moxe fa
IIpHYMHHA ATCPrHYHA PCAKLHH,

To3u nekapcTBEn NPOAYKT CHABPKA MAITOREKCTPHH (TIIFoK034). [lamenTH ¢ paakaTa
TIIOK030-rajlakTo3Ha Matabcopbuns me TpsabBa na mpueMaT ToBa IEKapCTBO.

4.5 B3aumoneicCTBHE ¢ IPYIrM NeKAPCTBEHN NPOAYKTH M APYIrH JOPMH HA B3aMMoOAeHCTBME

IlepopanyH aHTUKOATYIIAHTH

IlepopanHHTe AHTHKOATYAGHTH H NERHUHIHAROBHTE AaHTHOHOTHIN Ca H3MOJ3BaHH NIMPOKO B
npakTHKaTa 6¢3 CHO0MIEH s 3a R3auMoaeHcTBHE. Brupeku T0Ba, B IHTEPaTypaTa HMa OIIHCAHH
CJIy4aH Ha IIOBHINCHO MCKIYHAPOAHO HOPMANU3HPaHO choTHOUICHHE (INR) NIpu DauHeHTH Ha
TOITBPKAQ JICUCHHE C alICHOKYMaposl WiH BapapHH, Ha KOHTO € Ha3HAYEHO ICUYCHHE U ¢
aMOKCHINWIHH. [IpH HeoOX0IMMOCT OT ETHOBPEMEHHO NPIIOXEHYE TPAOBA BHUMATENHO 13 Ce
NPOCIEAABAT NPOTPOMOMHOBOTO BpeMe HAH MEXIyHaPOIHOTO HOPMATH3UPAHO OTHONICHHE MIPH
A00aBAHETO MK CIIMPAHETO Ha AMOKCHIIIMH. OCBEH TOBa MOXE Ja € HeoOX0IMMO KOPUTHPAHE Ha
A03aTa Ha NEPOPATTHHTE AHTMKOArYJaHTH (BX. TOUKH 4.4 u 4.8).

Merorpekcar

IeHUIMITMHHTE MOXKE A3 HAMAIIAT SKCKPEUHNTA Ha METOTPEKCAT, IPUAHHABAHKH MOTEHUHATIRO
NOBUIIABAHE HA TOKCHYHOCTTA.

IIpoGenenyn

Ennorpemenna ynorpeba na npobereuy He ce npenopbasa. [Ipobeneun Hamangasa 6x6peynara
TyOynHa cexpeninsd Ha aMOKCHIHIHH, EqHOBpeMeHHa yrioTpeba Ha MpoGEHE ] MOXKE fia ToBee RO
YALIDKABAHE HA HANTHYHETO W MOBHIRABAHE HA HHBATA Ha AMOKCHIIMIHH B KPBBTA, HO HE U HA
KIIABYIAHOBATA KUCECITHHA.

Mukodenonar MoheTin

1py mauuenTH, MpueMamy MukodeHoIaT ModeTui, ce chro0MmaBa 3a HaMaJIABAHE HA IPEANO30BaTa
KOHIEHTPAUA Ha aKTHBHMA MeTabonuT Muakoderonora kucemnua (MOK) ¢ nputimsurenno 50%,
CleH 3a8I10MBaHe HA JICYCHHE ¢ NIEpOPAIeH AMOKCHIIHIIHH ILTIOC KIIaRyNIaHOoBa Kucenuna. [Ipo
OPEI030BOTO HHBO MOXKE da HE O0TpasdBa TOIHO NPOMEHNTE B 00IIATA €KCIIO3HIINS
TORA MIPOMJAHA B J034TA HA MHKOQECHONAT MOMETHI 0OHKHOBEHO HE € HeoDXO0IBMAa
KIMHAYHE JaHHY 33 HapynleHa QyHKUMS Ha MpUcaRkara, Bopekd T0Ba, Tpatpa
BHUMATEIHO KIMHUYHO TPOCHEAABAHE 10 BPEME Ha [ICYCHHETO ¢ KOMOHHALUATA
3aBBPNIBAHE HA AHTKONOTHYHATA TCPANHUSL.




4.6 @epTRANTET, OPEMEHHOCT H KbPMEHE

bpeM¢HHOCT

[IpoydBanHsA NMpy KHBOTHH HE MOKA3BAT NPEKH WIH HENPEKU BPSAHH Bb3ACHCTBUA BBPXY
OpeMEHHOCTTA, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAKIAHETO HIK MOCTHATATTHOTO Pa3BHTHE (BXK.
TO4Ka 5.3). OrpaHHveHd JaHHH 338 ynoTpedara Ha aMOKCHIAIHH /KJIaBY1AHOBA KHCETHHA 110 BPEME Ha
OpPEMEHHOCT P XOPa HE MOKA3RAT MOBHIICH PHCK OT BpoacHH Maadopmannn. [Ipn npoyusane npu
KCHU C IPEATCPMHUHAIHA IPCKACBPEMEHHE pynTYpa Ha (peranHara MeMOpaHa ce cro0niasa, ge
MPOGHIAKTHIHO JCIECHHE ¢ AaMOKCHIHIIHHE/KIIABYJIAHOBA KHCE/THHA MOXKE J1a € CBHP3aHO ¢ IOBHIICH
PHCK OT HEKPOTHIHPAI CHTCPOKOIHT IPH HOBOPOACHH. [IPHIOKEHHETO Ha aMOKCHIIHINH
/KIIABYNIAHOBA KHCEIHHR 11O BpeMe Ha OpeMeHHOCTTa TpAGBa 1a ce M3GATBa, OCBEH aKO JIEKapaT He
IIPEHEHH, e € HCODXOHMO.

KzpMmene

J[BeTe akTHBHM BEINECTBA CE EKCKPETHUPAT B KbpPMATa (HE Ca YCTAaHOBEHHM e(EKTHTE Ha KIABYIaHOBATA
KYCENHHA BBpXYy kKbpMagero). Cie10BATETHO Ca BH3MOXKHH IHApHA ¥ rh0HIHa HH}EKIUT Ha
JIATaBUIHTE TIPH XBPMATETO, KOCTO MOXKE 1A HAIOKH NPEyCTAHOBABAHE HA KhPMEHETO.
B13M0XHOCTTa 33 NOBHIIABAHE Ha TYBCTBUTCTHOCTTA TPAOBA Aa ¢ B3eME MOJ| BHUMAHHE.
AMOKCHUW/IHH/KNaBYTaHOBA KHCEIMHA TPAOBA Ja Ce U3NON3Ba 110 BPEME HA KBPMEHE CaMO ClIe]]
NPCICHKA OT JIEKYBALIHA JEKAP Ha CbOTHOUICHHETO O3/ PHCK.

4.7 EdexTH BHpXYy cnOcCOOHOCTTA 33 IOPHPAHE H PadoTa ¢ MAIIHHA

He ca npoBexaln npoy4Banus 3a eGeKTHTE BEPXY CNOCOGHOCTTA 3a moQHpaHe H paboTa ¢ MAMIHHEH.
Bhopexku ToBa MOXKeE J1a € MOSBAT HeXeNaHN peakiHu (Hamp. ajlcprudHH PeaKiHH, 3aMaiiBaHe,
r'bPYOBE), KOUTO MOTAT A4 NOBJIMSIAT CIOCOOHOCTTA 3a modupane H paborta ¢ MAITHEH

(Bx. Touka 4.8).

4.8. HexenaHn JeKkapcTBeHH peaKuHH
Hafi-uecTo cho0HIaBaHHTE HEKETIAHH JIEKAPCTREHH PEAKIINH Ca HAPHA, FANCHE H MOBPBILAHE.

Hesxenanure 1eKapCcTBEHH PeaKIIFM, NOMYHSeHH OT KIMHUYHH POYYBaHHA H OT NOCTMAPKETHHTOBO
Habnoaeane ¢ AYTMEHTHH, ¢a H30pOCHM NO-A0IY U ca KaTeropu3upaHu chriaacio MedDRA, no
CHCTEMO-OpraHeH Kiac.

Hanon3eana € cineHaTa TCPMUAHOIOTHA 3a KiIaCHQHIUPaHe HA YSCTOTATa HA HEXETIAHUTE
NICKAPCTBCHH PEAKLIHY.

Mmuoro wectd (=1/10)

Yect (=1/100 no <1/10)

Heuectn (=1/1 000 go <1/100)

Penxu (21/10 000 no <1/1 000)

Mamuoro penkn (<1/10 000)

C HeussecTHA UecTOTA (OT HAIMYHUTE AAHRH He MOKe Ha OhAc HanmpaBeHa OLCHKaA)

I/IHQEQHH H MHpECTANNM

Kannuiio3a Ha KoXXaTa ¥ TUTaBHLHTE Yectn
CepBXxpacTeXk Ha HEIyBCTBUTENHH C HeM3BECTHA UeCTOTa
MHKPOOPTraHH3MHA

Hapyulenus na KPHBTa H JIHMQHaTa CHCTEMA




O6paTrMa NeBKONCHHS (BRIIIOYHTEIHO Penkn

HEYTPOIIEHNS )

TpomGonuroneHHUA Penxu

OO6paTtnMa arpadyaonuTo3a C Hen3BeCTHA 4eCTOTa
XEeMONUTHIHA AHEMHS C HEM3BECCTHA YECTOTA
YanokaBaHe HA BPEMETO Ha KEPBEHC H HA C HEM3BECTHA YECTOTA
pOTPOMGHHOBOTO Bpeme!

HapylueHys Ha HMYHHATA CHCTEMa®

AHFHOHEBPOTHYECH OTOK

{ HeH3BEeCTHA 9eCToTa

AHaduaakcus

C HeHu3BeCTHA YeCToTa

CHnanpoM, nogoben Ha cepymHa Bonect

C HeM3BeCTHA 9ECTOTA

XMNEPCEH3HTHBEH BaCKYINT

C HeM3BeCTHA 9eCTOTa

HapyImenus Ha HEpBHATA CUCTEMA

3aMagHOCT Heuectn
"' maBoGomHe HeuectH
ObpaTuMa XHIEPAKTHBHOCT C Hen3BeCTHA 4EeCTOTa
'spuose! C HeH3BeCTHA 9eCTOTa

AcelnTHdeH MEHUHTHT

C HeW3BeCTHA 9eCTOTa

ChpIeYHY HADYIICHHSA

Curnpom sBa Kounis

C HeH3BeCTHA YecTota

{ TOMaNIHO-YpPEBHH HApYUICHHS

Huapud YecTn
T'agene? YecTn
IloBprmiane YecTH
HapymieHo xpaHOCMILIaHE HeuecTn

KonHT, cBBP32H C MPHNIOKEHUETO Ha
AHTHOMOTHIYN®

C HeM3BecTHA YeCToTa

Yepen ,,xkocmar” esuk (black hairy tongue)

C HeH3BecTHA 9eCToTa

IIpomsHa B nBeTa Ha 3601Te’

C HEeH3BEeCTHA YECTOTA

XenaroOWIMapHY HAPVIICHUSA

Ilopumasane Ha AST wum ALTY

Hedectn

XenaTut’

C HeM3BeCTHA YECTOTA

XonecTaTiyEa KbITEHANA"

C HeH3BECTHA YECTOTA

Hapynienns na KQ:KaTa ¥ 0O0JKQKHATE TEKaH®

Koxen o6prs HeuecTn
Copbex HeuectH
Ypruxapus Heuectn
Epurema MynTupopme Peaku

CunapoM Ba CTHBEHC-/DKOHCHH

C HeH3BECTHA 9ECTOTA

TokCHYHA enHIEPMAIHA HEKPOITH3A

C Heu3BEeCTHA 9ECTOTa

bysno3eH eKcOTHATUBEH JEPMATHT

C HeH3BECTHA YECTOTA

Octpa resepanmsupana eK3aHTEMHA
| myctynosa (AGEP)!

C Hen3BeCTHA YECTOTA

MennkaMenTO3Ha peakifis ¢ e03MHOGHINS U
cucTeMHH cuMnToMH (DRESS)

C HeH3BEecTHA YecToTa

a eHHUA Ha OBLODElNTE M NHKOYHKHTE IBTH

a
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HutepcTuimaney Hedpur { HeH3BECTHA YECTOTA

Kpucranypus’ C HEH3BECTHA YECTOTA

' Bk. Touka 4.4

? [TosiBaTa Ha TaJICHE € 110-9€CTa NPH NEPOPATICH IPHEM HA BHCOKH J03H. AKO C€ NOABAT
PeaKiHy OT CTPaHa Ha CTOMAMIHO-IPCBHAA TPaxT, T MOTaT Jia C¢ HaMAansaT ¢ IIPHEM Ha
AMOKCHUHIME/K1aBYJAHOBA KUCCIIMHA B HA4YaJIOTO HA XPAHEHETO.

* BKIIIOUHTENHO TICEBAOMEOPAHO3¢H KOMUT M XeMOParmdeH KouT (Bx. To4ka 4.4)

* YMepeHo nosuniasane Ha AST w/umu ALT € yCTaHOBEHO IIpH MALMENTH, NeKYBAHH C
6eTa-nakTaMHH aHTHOHOTHIM, HO 3HAYCHHETO Ha Te3H IPOMEHH HEe ¢ H3ACHEHO.
>Tak{Ba peaxKiiHy Ca YCTAHOBCHHU M CJIER MPUIOKEHUE BA MPYTH ICHULIIHHYE U
neganocnopuss (BXx. To0dxa 4.4).

® AKO ce HOfBH peakI¥s Ha ajleprudeH JEPMATHT, ICUSHNETO TPAOBa J1a ce PeyCTAHOBH
(BK. TO4Ka 4.4).

" Bxk. Touka 4.9

" Bk. Touku 4.3 u 4.4

? MHOTro psifKo ¢ cbobiaBaHO 38 NOBBPXHOCTHA MPOMSAHA B IBETA Ha 356UTE IIpu Aela.
JlobpaTa XHUrueHa Ha YCTHATa KYXHAHA MOJKS a IpeXOTBpaTH NPOMAHATA B IBETa HA 3n0uTe,
THH KaTO Ta3H NpoMsIHA ODMYalHO MOXE 1A ce OTCTPAHH Ype3 MHEHE Ha 3LOHTE.

CrobuiaraHe Ha TONO3HUPAHN HEXKENAHH DEeaKIiy

Cro01aBaseTo Ha NOAO3HPAHH HEXCIAHH PEaKIHK ClIEH pa3peluaBaHe 3a ynoTpeda Ha NeKapCTBEHHA
IIPOOYKT € BAXKHO. 10Ba M03BO/BA 13 NPOIEIKY HAOMIOACHHETO HA ChOTHOIMEHHETO MTOI38/PUCK 33
ACKapCTBEHHA NPOAYKT. OT MEAMIMHCKHTE CICHHATIHCTH CE U3HCKBa Ja CLoOIaBaT BCAKA
IIONO3MPaHa HEXENaHa peaKilus Ha:

HM3menHUTENHA ATEHIMA TI0 IEKapCTBaTa

yn. ,,Jlamsas I'pyes™ Ne 8

1303 Codus

Ten.:. +359 2890 34 17

yebcait: www.bda.bg

4.9 Ipenozupane

CHMMIITOMY H NPH3HAIM HA OPeN03HpaHe

Moxe ma ce Habmoaarar CTOMAIIHO-IPEBHH CHMIITOMH ¥ HapyIIABaHE HA BOIHO-ENIEKTPOJHTHHA
Oananc. Habmonasana e aMOKCHIIHIHHOBA KPUCTATYPHS, B HAKOH CIIy4aH Bojema Ao 6u6pevna
HEAOCTATHUYHOCT (BXK. Touka 4.4).

Moxe fa ce HabMoAAaBaT rEPYORE NPU MALUECHTH ¢ HapymeHa 6nOpedna dyHKIMA WIH MPH TE3H,
IIpUEMAII BHCOKH JIO3H.

Hma crobuienns, ye aMOKCHITMINH CE YTasdBa B KaTeThpa HA THKOYHHA MEXYP, OCHOBHO CJICT
HWHTPABEHO3HO NPNIIarade Ha BHCOKH 034, Tpadsa fa ce NpoBexa peaOBEH BU3YAlIeH KOHTPOJ {BXK.
TOUKa 4.4).

JledeHHE Ha HHTOKCHKAIIMS
CHMIOTOMHTE OT CTPaHa Ha CTOMAIIHO-IPCBHHA TPAKT MOTAT 13 CE JIEKYBaT CHMITOMaTHYHO, KaTo ce

00EpHE BHUMAHUE HA BONHO~CJICKTPOIHTHHA Dalnasc,

AMOKCHIMTHH/KITaBYIAHOBA KHCETTMHA MOXKE J1a C& OTCTPaHH OT KPbBOOOpaIEHHET
XeMOHANM3A.

[1



5. ®APMAKOJOIrHYHH CBOMICTBA
5.1 <dQapMakoANHaAMHYHH CBOHCTBA

QapMakoTepaneBTHIHA rpyna: KoMOHHAIWA OT NEHHUMIHEH, BKITIOUUTENHO HHXHOHTOpH Ha Geta-
naxtamasu;, ATC xom: JOICRO2.

MeXauH3EM Ha ICHCTBHE

AMORCHITHIIHH € TONYCHHTETHICH NCHHIWIHH (6eTa-naKTaMes aHTHOHOTHK), KOHTO HEXuOHpa euH
WIH NOBEI¢ €H3HMH (48CTO HapHIaHH HECHHIIHH~-CBbP3Baiiy npoteHay, PBPs) B muTa Ha
OHOCHHTe3a Ha 6axTepHAIHHA NENTHAOTIHKAH, KOUTO € CHIIECTBEH CTPYKTYpeH KOMIIOHEHT Ha
bakTepHaHaTa KieTbYHa creHa. nxnbupaneTo Ha CHHTE3a Ha NENTHIOTHKANHA BOJH IO OTCIa0Bade
Ha KISTHYHATA CTEHA, KOETO OOMKHOBEHO CE NOCIENBA OT KIETHIHO pa3rpaXKJaHe ¥ CMEBPT.

AMOKCHIMIHMH ¢ YyBCTBUTEIICH KBM Pa3rpakaane 0T Oera-NakTaMasuTe, IpoIyIHPaHH OT
PE3MCTCHTHHUTE OaKTEPUH, OPaiH KOETO, CICKTBPET My Ha JSHCTBHE HE BKIIOYRA MUKPOOPTaHMIMH,
KOUTO MPOH3BEKIAT TC3H CHIUMM.

Knasynanosata kucenhHa ¢ OeTa-JlakTaM, CTPYKTYPHO CBBp3aH ¢ EHHIMIHHNTE. T MHAKTHBHpA
HAKOU OeTa-1aKkTaMa3HH €H3MMM, KaTo 110 TAKHB HAa4UH NIPEAOTBPATABA MHAKTHBHPAHETO Ha
aMOKCHUHIHH. KiaByjlaHOBaTa KHCEIMHA CAMOCTOSATEHO He NPOABABA KIIMHHYHO MOJIE3EH
aHTHOaKTEpUAlIeH e(EKT.

Bpu3ka papMakoxkuHeTHKa-QapMaKoIMHAMMUKA

Bpemero Hajg MEUHMMAaTIHATA TOTHCKAA KoRmeHTparys (T>MIIK) ce cunta 3a OCHOBHHAT OHUpeAenail
GaxTop 3a eUKACHOCTTA HA AMOKCHITHTHE.

MexaHH3IMHA Ha Pe3UCTCHTHOCT

HBaTa OCHOBHHM MEXAHM3IMA Ha PE3HCTEHTHOCT KbM aMOKCHIWIIHH/KITABY1aHOBA KMCEIHHA Ca.

» Wnaxrusrpane OT Te3n DaxTepHaisy OeTa-TakTaMasy, KOMTO HE ca HHXUOHpPaHH o1
KJ1aByJIaHOBAaTa XUCCIMHA, BKIIOYHTENHO Knac B, Cu D.

» Yamenenue Ha PBPs, koeTo HaMansBa apuHNTeTa HA aHTUOAKTEPHANHUA IPOAYKT KbM TapreTa.
Juncara Ha nepMeabUIMTET HA GaKTEPHUTE HITH MEXaHM3MKTE Ha S(UIYKC MOMIATa MOTAT Jia
IIPHYUHAT WIH Ja AOMPHHECAT 3a DaKkTepHanHaTa pe3suCTEHTHOCT, 0co0eHO IpH ['paM-oTpHIATEIHATE
OaxTepum.

I'pannann croiinocTu (Breakpoints)

I'panuanure croiinoctn Ha MITK (MIC breakpoints) 3a aMOKCHINWIMH/KIIABYIaHOBA KUCE/IMHA CA HA
EBpONEHCKHA KOMUTET N0 H3NUTBAHE HA aHTHMHUKpOOHaTa dyscTBuTendocT (The European
Committee on Antimicrobial Susceptibility Testing (EUCAST)).

MukpoopraHu3IMm ['paun4Hn CTOHHOCTH Ha YyBCTBUTENHOCT (pug/ml)
UyBCTBHTETHH PezucTeHTHH

Haemophilus influenzae < (0,001

Moraxelia catarrhalis <]!

Staphylococcus spp. 3abenexxa?s-a304

\_fffvhﬁﬁh"
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Enterococcus spp.’ < 41 > {13

Crpenrrokoky oT rpyny A, B, 3abenexkaZs 3abenexxa’®
C, G 20,8

(MoKaszaHusa, pPa3iH4Hu  OT

MEHHHIHT)

Streptococcus pneumoniae® < 0,516 > |16
Enterobacterales mpu < 32! > 321

HEYCIOXHCHH HH(EKIIHH HA
MHKOYHUTE ITBTHINA

I"pam-oTpuIaTeTHH aHAaepOOH <4 > 8!
I"paM-nooKUTEIHY aHaepOOH < 4! > !

(C M3KITIOYECHKUE HA

Clostridioides difficile)

He-BHAOBO OTHACSIM CE < 2! > 8!
KJIMHWYHA CTORHOCTH

CrpenToxoKu OT Ipyna 3abenexka’™’ 3abencxka™’
Viridans®

Pasteurella multocida < 1! > 1!
Burkholderia pseudomallei <(,001! > g!

' 3a yenHTe HA M3CIEABAKETO Ha YYRCTBHTEIHOCTTA, KORLCHTPAIMATA Ha KIaBY;IaHOBATA KHCEIUHA €
¢puxcupasa Ha 2 mg/l.

2 I'panmasATe CTOMHOCTH B TabmuIiaTa ca Ha 6a3aTa HAa IPAHUYHHUTE CTOMHOCTH HA
CerzunnieHuTHH, HyBCTBUTETHOCTTA C€ OTYHTA NO YyBCTBHTENHOCTT KbM OSH3MITICHUIIIHH.

*TIpy noka3aHus, Pa3IHdHY OT MEBUHTHT, YyBCTBHTEIHOCTTA Ha CIPENTOKOKH OT Tpymu A, B, C u
(G XbM NEHULIWIHHY CE& OTYHTA IO YYBCTBATENHOCTTA KbM OCHIMINEHHIMINH, ¢ H3KIIOYEHHE HA
(EHOKCUMETHINEHHIIMINE H H30KCa30MMWINCHUITHIHHATE IPH CTPEIITOKOKH OT rpymna B.

* TlopegeTo cTadHIOKOKH ca NPOAYNEHTY Ha NEHUMIHHA3A ¥ HAKOH Ca METHIIMNHAH-PEIUCTCHTHH,
M nBara MexaHM3Ma TH IPARAT PE3HCTEHTHN KbM OCHRIMINEHHLWIHE, PeHOKCHMETHIITICHULIYIMH,
AMITHITHIIMH, aMOKCHLIMIIHH, UIIEPALMINH | TUKapIHIuH, CTadHIoKOKH, KOMTO ¢a YyBCTBHTEIHH
KbM DEH3HIICHUITMINH M HECHOKCHTHH, ¢ OTUHTAT KATO 1YBCTBHTCIIHY KEM BCHYKY NECHHULIUTMHH.
CradHI0KOKH, KOHTO Ca PE3UCTCHTHY KbM OCH3WICHULMINY, HO TyBCTBUTETHH KbM 1E(POKCHTHH,
€2 JYBCTBHTEIHY KbM KOMOHHAIHH ¢ HHXHONTOPH Ha OcTa-TaKTaMa3H, H30KCA30MHINE HUINUIHHA
(OXCAIMIIMH, KTIOKCAIIMIKH, TMKIOKCAWINH ¥ QnyKiokcalmus) 1 Hauunud, [Ipa JIeKapcTBeHy
NPOLYKTH, NPHEMAHH [IEPOPAIHO, TPAORA A ce 00bpHEe BHUMAHHE HAa TOBA 1A CE& JOCTHIHE
NOCTAaThYHA SKCIOZHIIMA HA MACTOTO Ha HWHpeKnuATa. CTadHIIOKOKHTE, KOHTO Ca PE3HCTEHTHH KbM
1Te(POKCHTHH, Ca PC3UCTECHTHH KBM BCHYKH NEHHIMIHHH.

*® TloBedeTO KOAryaas’a-OTPHUATEIHM CTAQUIOKOKH Ca MPOAYLEHTH Ha NCHUITHIINHA3A ¥ HAKOH Ca
METHITWIHH-PE3UCTEHTHY. M ABata MexaHW3Ma ' IPABAT PE3UCTEHTHH KM OSH3HITICHHIWIHH,
(peHOKCHMETUINEHULIAINH, AMITHIHIHH, AMOKCHIMTHH, MUNIEPAlMIHE H THKapIUIHA. KoM
HACTOSIIMA MOMEHT HsIMa METOJ, KOHTO MOXKE HAACKIHO [a OTKPHUBA NPOAYKIMA HA NEHHIHIHHA3A
B KOAryja3a-oTPHLATEIHH CTAQHIOKOKH, HO PE3HCTEHTHOCTTA KEM METHIHITHH MOXeE Ja Ope
OTKPHTA C LIE(POKCUTHH, KaKTO € OIHCAHO.

¢ UyBCTBHTEIHHTE KbM aMITHUWIHH S. saprophyticus ¢a mecA-OTpMIATEITHE H YYBCTBHTEIHH KBM
aMITUIATHH, AMOKCHLIMIIHH ¥ vnepatunye (cb¢ MM 6e3 uaxuburop Ha GeTa-naKTs

> YyBCTBUTENHOCTTA KbM aMITHIHIKH, SMOKCHITH/IMH K ITHIIEPALHIHH (ChC WY §
OeTa-aKTaMas’H) MOXKE J1a C€ OTYETE MO UYBCTBUTEIHOCTTA KhM aMITHILTHH, /¥
aMITMIIWIHH € 9ecTa 3a E. faecium, noxato npH E. faecalis 8b3HHKBa PIOKO
noTeepacHa ¢ MIIK Tecr.
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* JuckoBo-audy3noHHusT TecT ¢ 1 ug okcamunns win MITK TecThT ¢ GEH3NMEHHIITHE Ce
M3N0I3B3 34 YCTAHOBABAHE HAMTHYHETO HA MEXaHU3MH 34 PE3UCTCHTHOCT KbM OSTa-JIaKTaMH.
Koraro CKpHHHHIOBUAT TECT € OTPHUATENCH (30HATA Ha 3aAPEKKA OKOJI0 AHCKA OKCALH/INH €
> 20 mm un MIIK na 6ersumerunmmmd € < 0,06 mg/1) Bocuuku Oera~-maKTaMHH JCKapCTBEHM
NIPOAYKTH, 32 KOHTO HMa KIIHHWYHH I'PaHHTHM CTOHHOCTH, C€ JOKNAJRAT "qyBCTBHTENHU" Oe3
NOITLIIHUATEIHO TECTYBAHE,

"T'paHH9HHTE CTOHHOCTY 32 AMEHONEHUUUIHHH OPK ERTEPOKOKH C2 ONpPEJICICHH Bb3 OCHOBA Ha
HHTPABEHO3HO NpUioxeHue. IIpH nepopaliHo NpuiloxkeHue ¢€ OTHACAT CaMo 338 HHPEKITHY Ha
[IHKOYHUTE MBTHIIA.

8 lobapaueTo Ha nuxubuTOp Ha GeTa-NaKkTaMasy He NogoOPABRa KIMHIGHATA e(EKTHEHOCT.

? Bensunnerunumd (MITK dnH 1HCcKOBO-IHGY3MOHEH TECT) MOXKE 113 Ce H3MOJI3B4 34 OIipeAeIMHE Ha
PE3UCTEHTHOCT KbM OeTa-1akTaMH NpH CTPenTOKOKH oT rpyna Viridans. Mzonature,
KaTEropM3UpaHH KaTO HETAaTHBHY NIPH ONPEACIAHETO, MOXKE 2 CC AOKIAARAT KATO TYBCTBUTCIHH
KBbM 0€T2-NaKTaMHHTE JIEKapCTBCHH IIPONYKTH, 33 KOUTO Ca H30POCHH KIHHKYHH MPaHHIHH
CTOHHOCTH. H30maTH, KaTeropusHpanH KaTo NOMIOXHTEIHH NPH ONIPeenaHeTo, Tpadea na Osaar
TECTBAHM 33 YYBCTBHTEIHOCT KbM OTIEIHHTE NECKAPCTBEHH MPOXYKTH. 38 H30J4TH C OTpHIATENCH
CKpHHUHTOB TECT ¢ OeHsnmennnumuH (MIIK < 0,25 mg/1) gyyBCTBHTEIHOCTTA MOXKE Jia C& OTYEeTe
II0 TYBCTBHTENHOCTTA KbM OCHIWIMECHUUMITHH WM aMUHITKIARH. 332 H30JIATH C IIOI0XHATEIICH
CKPHHUHTOB TeCT ¢ OcH3wneHHmwIMg (MIIK > 0,25 mg/l) uyBCTBHTEIHOCTTA C€ OTYHTA IO
YYBCTBUTEITHOCTTA KbM aMITHUHIIKH.

Pa3snpocTpaHCHHETO HA PE3UCTCHTHOCTTA MOXE Aa BapHpa reorpadicki H BEB BPEMETO 3a ONPEACICHA
BHJIOBC H € XKEIATEIHO 13 MMA JOKAIHA MH)OpMAlHA 33 PE3HCTEHTHOCTTA, 0COOCHO NMpH JicueHHE Ha
Texkku uHeKuud. Ilpa reobxomHmMocT TpabBa 4a ce IOTHPCH CHBETA Ha CKCIIEPT, KOTATO JIOKAITHOTO
PasNpOCTPAHEHHE HA PE3UCTCHTHOCT € TAKOBA, Y€ I10/13aTa OT NEKAPCTBEHUA NPOLYKT OPH NOHE HAKOH
BUAOBE HMGEKIUN € 0L BEIPOC.
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| Muxpooprannzmu, kouto o0Huaidg ca YYRCTBUTCIHU

Aepobny ['paM-DOJMKHTETHH MAKPOOPTaHH3MH
Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (MeTHIIMIMH-IyBCTBHTENCH)E
Koarynasa-HerarnBHH cTaHIOKOKH ( METHIGTHH-YYBCTRHTCITHH )
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes ¥ IpyTH 0€Ta-XEMOTHTHIHH CTPENTOKOKH
Dpynara na Streptococeus viridans

Aepobny | paM-oTpHIIATENHHA MUKPOOPIraHN3IMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxelia catarrhalis

Pasteurella multocida

AnacpoOHN MUKPOOPTaHH3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Enterococcus faecium $

AepoOun [ "pam-oTpruaTe iy MUHKPOOPTaHH3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

&EEEOOEMHHSMH € BpOJACHA PCIHCTCHTHOCT

Aepobuy ["pamM-0TpuaTEeNHY MIKPOOPTaHUIMHE
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Apyrd MHKDOOPTaHU3MH
Chlamydophila pneumoniage
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTBeHa MHTEpMEAHEPHA YYBCTBHTCIAHOCT MIPH JIMICA Ha MPHAOOHT MeXaHu3
PE3UCTCHTHOCT.
£ BCHYKH METHIHIUH-DEIHCTEHTHH CTAQHIOKOKH Ca PE3UCTENTHH KbM
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AMOKCMIWIHH/KIABYIAHOBA KHCENYHA,

! Streptococcus preumoniae, pe3sCTeHTHHE KbM MEHHIIME HE TpAOBa a ce TeKyBaT ¢ TasH
dopMa Ha aMOKCHUIMIIHH/K/IaBY/IaHOBa KHCeHHA (BXK. TOUKH 4.2 ¥ Touka 4.4).

? [llamMOBe ¢ HaMaJieHa 1yBCTBHTEIHOCT €A JOKIIAIBAHN B HAKOH CTpaHK B EBpOneHCKHA CHIO3
C 9eCTOTa No-BHCOKA OT 10%.

3.2 @apMaKOKHHETHYRH CBOMCTRA

Abcopbuus

AMOKCHIMIIHME M K/1aBYJIaHOBATa KUCCIIMHA CE TUCOLMHPAT HAIILIHO BhB BOAEH Pa3TBOP C
¢usnonoruaxo pH. /Isere akTuBHH BemtecTsa ce abecopbupar 6Bp30 1 1o0pe ciel nepopatHo
pHIoKeHNE. AOCOpOLMATa Ha AMOKCHIIWUTHH/K/IABYTAHOBA KHCE/IUHA CE& OTITHMM3NDA NPM NIPHEM B
Hayag0TO Ha Xpa”eneTo. Caen nepopaiHo IpPHIoKeHHe GHOHATHYHOCTTa Ha AMOKCHITHIIHH M Ha
KJIABYJiaHOBATA KHCEIHHE € npubnuznremo 70%. IlnazMeruTe npothuiIH HA ABETE AKTHBHH BCIIECTRA
Ca CXOJHY U BPEMETO 33 KOCTHUIaHE Ha MHKOBA MIa3MeHa KOHUCHTPAIMA (Timex) ¥ IIPH JIBETE €
TpHOIH3UTENHO COKHH Yac.

[lo-pony ca npeacrasenu GapMaKOKHHECTHIHHTE Pe3YATaTH OT €4HO NPOYYBAHE, IPH KOETO
aMOKCHIIHITHH/KNaByIaHoBa KucenuHa (tabnerku o1 8§75 mg/125 mg ABa IETH SHEBHO) CE NPHIAra Ha
T1agHO IPH TPYIH 3ApaBH A0OPOBOMIH.

Cpennn (t SD) dpapMmakoknHETUIHN TapaMeTpH
Hpunoxeno (1) Hoza Crnax Tonax AUCp.24n T1/2
aKTHBHO (1) (mg) (ug/ml) (h) (ug.h/mi) (h})
BEIIECTBO (&)

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

Kj1asyiaHOBa KHCEIIHHA

AMX/CA 125 2,18 1,25 10,16 0,96
875 mg/125 mg * {,99 (1,0-2,0) + 3,04 + 0,12
AMX — amoxcmiiue, CA — KNaByJIaHOBA KHCEITHHA
* Meauanna (06xpar)

CepyMHHTE KOHIEHTPAUKH HA aMOKCHIIWIHE ¥ K/IaByJIaHOBAaTa KHCENMHA, MOCTHIHATH C
AMOKCHUHIMH/KIIaBYJIaHOBA KHCEJIHHA, €3 CXONBH C TE3H CNEJ NEPOPaTHO MPHIIOKEHHE Ha
CKBHBAJICHTHH JO3M OT CAMOCTOATENTHO TPUIOKECHY aMOKCHIHIHH MY KJIABYJIAHOBA KMCENIHHA,

Pasnpenenenue

Oxo0 25% 01 00mOTO KOTMYMECTBO Ha KJIABYIaHOBATA KMCSIMHA B [1asMara H 18% or obumioro
KOJHYECTBO Ha AMOKCHIIMTMH B IL1A3M3Ta Ca CBbP3aHHi ¢ NPOTCHHH,

[MpuBunruAT 00eM Ha pasnpereincHue € oxoio 0,3-0,4 Vkg 3a amokcunmnnn u oxono 0,2 1/kg 3a
K/IABYJIAHOBATa KHCEINHA.

Cnex HHTPaBEHO3HO NPHICKEHHAE, aMOKCHIM/IHH H KJIABY1aHOBA KUCEINHA C& YCTAHOBABAT B
XITBYHHMA MEXYD, KOPEMHATA ThKaH, KOKaTa, MaCTHATA ThKaH, MyCKYIHHTE ThKaHH, CHHOBHAIHATA H
NEPUTOHCANHATA THKAHH, HUTHYKATA H THOHTA. AMOKCHUWIIMH He CE Pasnpeaeii CbQ
nepeOpoCnuHanHATa TEHHOCT. éﬁf‘(\wﬂ ¢ /?5%0

Ot npoyuBaHusATa NPH XUBOTHH HAMA JOKA3ATEIICTBA 38 3HATUMO 3aXLPKAHE
NECKAPCTBEHO-TIPOH3BOAHH BEIECTBA 338 HHKOA OT ABETE ChCTABKH. AMOKCHII
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NOBEYETO NEHMUIHIUHHA, MOKE 22 C¢ YCT2HOBH B XbpMmata. ClIeNl 0T KIagyIaHOBA KHCENWHA CHINO
MOTAT Ha Ce OTKPHUAT B KepMarta (BX. Touka 4.6).

Jlokazano e, ue aMOKCHMIIMIMH U KITARYJI3HOBATa KHCSIHHAE NPeMHHABAT Npe3 InanenTapuara Gaprepa
(B:x. TOUKA 4.6).

buorpanchopmanus

AMOKCHIIMIIMH YaCTHHHO Ce EKCKPETHPA B YPHHATA KaTO HEAKTHRHATA NICHHUIIMIOEBA KMCETHHA B
KOIHYeCTBa, CKBHBANEHTHH Ha 10 10 25% oT HaganHata no3a. [Ipn Xxopa KINaByIaHOBaTa KHCENHHEA €
MeTab0IH3Rpa eKCTEH3HBHO H CC OTHEHA B YPHHATA H H3NPAXKHEHWITA, H B U3UIIBAHMS BB3AyX Ce
OTAENSA KATO BBIIIEPOJCH JUOKCHA.

EnuMuHUpaHe

OCHOBHILIT BT HA ETUMHHKPAaHE Ha aMOKCHIUUIHH € npes 6x0penuTe, TOKATO KNaByJIaHOBaTa
KMCENMHA C& CTMMHUHHPA KakTo no Ob0pedHH, Taka 1 no H3BHLHOBOpETHH MEXaHH3MHU.

AMOKCHIMITUH/K1aBYIaHOBA KHCETMHA HM4 CPEICH CTUMHHAIIHOHEH NIONYXUBOT 0T NPHOIM3UTCIIHO
&/IMH 9ac H CPEAcH 001 KnupsHC nprbnusutenno 25 Uh npu sapasd muua. pubmusurenno 60 qo
70% OT aMOKCHUWIHH K Opuban3uTenHo 40 xo 65% OT KIaByIaHOBATA KHCENWHA CE eKCKPETHPAT
HENPOMEHECHH B YPHHATA NPE3 IBPBUTE LISCT Yaca CNef MPUICKEHHC HA CAHHITHA 7032
Ayrmentan 250 mg/125 mg mwm Ayrvertul 500 mg/125 mg tabnerku. Cniope pa3nudnu
NIPOYYBaHHS YPHHHATA eKCKperma € 50-85% 3a aMorcuiiiing u Mexay 27-60% 3a xnaByinaHoBata
KHCEJIHHA 3a IEPHON OT 24 yaca. 3a KNaBYNAHOBATA KUCEIIWHA, HAK-TONIMO KOJHIECTBO OT
NeKapCTBOTO C€ CKCKPETHPaA IPE3 MBPBHTE JBa 9aca Clek IPHIOXKCHHE.

EnHoBpeMeHHOTO NPUIIOXKEHHE Ha Npobenermn 3a6aBs ¢KCKpenusTa Ha aMOKCHIWIHH, HO He 3a0ass
OBOpeuYHaTa SKCKPEIUA Ha KIABYIAHOBATE KHCEIHHA (BXK. To4Uxa 4.5).

Bon3pact

EnHMHHEIHOHHMAT NOTYXHBOT HA8 BMOKCHITWIHH ¢ oJ06eH P MAJIKK ASLa Ha BH3PacT OKOMO

3 Mecena A0 2 rOAHMHY U IPY 10-T'OJIEMH Jelad H Bh3pactHH. [Ipu MHOro MagknTe nena (BKIIOYUTEIHO
npeXxAcBpeMEHHO poaeHH 6ebera) npes nppBaTa ceAMIIA OT KUBOTA HHTSPBATHT Ha TPHIarase He
TpaAOBa Na HAAXBBPIIN IpUAATate ABA MHTH AHEBHO NOPaAH HEPAIOCT Ha OLOpednys IbT HA
enuMUHHpane. Trit KaTo Npy NANMCHTHTE B CTAPYECKA BB3PACT CHIRECTRYBA O-TOMSMA BEPOSTHOCT
Aa HMaT HamaleHa Op0pedna pyHKNHA, ¢ HeoOX0MHMO BHHMaHHE NP W3G0pa Ha 110338 M MOXE I3 €
MONE3HO Ja ce mpocneasnsa 6s0peunara dyHKrIUA.

Ilox

Cnen nepopajiHO HPWIOKEHHE HA BMOKCHIIWTMH/KNABYIAHOBA KUCEITHHA NIPH 3[PAaBU MEXKE H JKSHH,
HOJBT HE € OKa3al 3Ha4HMO BAUAHUC BBPXY PapMRKOKHHETHKATA HUTO HA AMOKCHIMIHY, HUTO Ha
KJIaBYJIAHOBATA KHCEIVHA.

brOpeuno yepexnane

OO0muAT CepyMEH KIMPHHC HAa aMOKCHITH/THH/KIABY/IRHOBA KMCE/IMHA HAMAABA DPOMOPITHOHAITHO C

HaMalaBaHeTo Ha On6peunara pyuxknud. [loHwKaRaHETO Ha ICKAPCTBEHUA KIHPRHC € 0~H3Pa3eHo 38
AMOKCHIMIIHH, OTKOJIKOTO 33 KAABYNaHOBATA KACENIMHA, ThH KaT0 MO-TOMIMA YACT OT MH CE
ekckpetHpa npe3 Op0penmte. [lopanu Tasu npuduHa Do3upaHeTo OpH GEOpEeIHO
Aa Npeanassa oT MPeKOMEPHO HATPYNIBAHE HA AaMOKCHIUINH, KaTO €IHOBPEMEH
MOXXOIALIH HHBA HA KIABY.IAHOBATA KHCEMHHA (BxK. ToUka 4.2).
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YepronpoOuo vepekIane

Ho3upaneTo npu nanMeHTH C 9EPHONPOOHO yBpexKIaue TPAOBa Ja ce M3BHPUIBA ¢ BHUMAHME H
qeproApoOHaTa QYHKUKA Ja Ce NPOCieaaBa Ha PAaBHY HHTEPBAIIE OT BPEME.

3.3 IHpeAxIMHIINM AaHHA 38 §e30NACHOCT

Hex:1MHUYHATE NaHHH HE NMOKA3BAT 0CO0EH PHCK 3a X0pa Ha Ha3aTa Ha (apMaKOJOTHUHHTE
IPOYHIBaHHA 32 O€30NacHOCT, FTEHOTOKCHYIHOCT ¥ PENPOYKTHUBHA TOKCHYHOCT.

IIpoyuBanusa 38 TOKCHYHOCT IPH MHOTOKPATHO IPHJIATAHE, POBECHH NPY KYYETa C
AMOKCHITWIHE/KJIaBY JaHOBA KHCEIIMHA, IOKA3BAT CTOMAUTHG APasHEHE H HOBPBHILAHE, KaKTo U
IIPOMSIHA B L{BETA HA €3HKA,

He ca npoBexaany npoydBanus 3a KApUHHOTEHHOCT C aMOKCHIHINH/KIIABY1aHOBA KHCETHHA MITH ¢
HAKO% OT HE'OBHTE CHCTABKH.

6. DPAPMANEBTHYHH TAHHH
6.1 Chnuchk Ha TOMOUIHATE BellleCTRA

Acniapram (E951)

Kononnen 6e3B01eH CHIHITHEB JUOKCHT

XHpoOMe103a

Canmdines THOKCHN

CyKIMHOBa KHCETUHA

KcanraHoBa ryma

Cyxa 31aTHA eceHIMA 3a CHPON (ChAbPKA MAITOXEKCTPHH)

Cyxa noprokanosa eceHuuA | (Coabpka MaITOAEKCTPUH M OEH3HIOB ATKOXOMN)
Cyxa noprokanopa eCeHLUMA 2 (ChOBPKA MAIITONEKCTPHH)

Cyxa ManHHOBA eCCHIHSA (ChABPKA MATTOAECKCTPHH)

6.2 HecbhBMecTHMOCTH

Henmpunoxumo.

6.3 Cpok Ha rogsocT

I1pax 3a nepopaina CycnieHsus: 2 roAUHH

IIpuroTeena nepopanta CycneHsus: 7 THH

IIpurorsenara nepopanHa cycneHsus TpAdra Ja ce cuxpanssa mpu 2°C - 8°C (Ho 6¢3 na ce
3aMpa3dsa) B paMKUTE Ha 7 JHH.

6.4 CneqHa/JHH YCIOBHA HA CLXPAHEHUE

Ha ce chbXpaHsaBa B OpHIMHATHATE ONIAKOBKA, 32 3 Ce IPEINasH OT BJIara.

Jla we ce cexpanasa Han 25°C, 3a ycnoBWATA HAa CEXPAHCHHE CNEA PUIOTBSIHE HA ICPOPATHATA

CYCHCH3MS, BWOKTE TOUKA 6.3.

6.5 Bua ¥ coabpxkaHde Ha OMAKOBKATA

BYTHIKH OT PO3PaYHO CTHKIO, ChIBPKAMM MpaX 3a MPUTOTBANE Ha nepopar
obeM Ha npuroTeeHaTa cycnen3ns 35 ml, 70 ml wim 140 ml, ¢ nacTtMacoga 3
Kala4ka ¥ ¢ OTCTPAHABALIO CE 3aNEYATBARE, IOKPHTO C GONHO, BHPXY OTBOP
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OnakoBkara MOXe 1a ChABpiKa INIACTMACOBA MEPHUTCITHA JIBXXHYKA UITH CIIPHHI[OBKA.

He BcHuKM BHIOBE OMAaKOBKH MOraT Aa ObJaT MyCHATH B Mpoaaxoa.
6.6 CrnenuajHy NpeANasHH MEPKH NPH U3XBbPJsiHE U padoTa

IIpean ymorpeda npoBepeTe qajiu 3anevaTBaHETo, MOKPUTO ¢ (PO, BBPXY OTBOpa Ha OyTHW/IKaTa, HE
e HapymieHo. ITpu npuroTssaHe paskiarere OyTUiIKaTa, JOKaTO MpaxbT BBTPE 3aMI0YHE /1A CE JIBUXH
CBOOOJIHO M OTCTPAHETE 3ale4aTBAaHETO OT OTBOpa Ha OyrHikara. [Ipubasere HeobxoauMus obem
BOZA (KaKTO € II0COYEHO 110-10y). 3aTBopere OyTHiKaTa, oObpHETE 5 U 5 pa3KiareTe 100pe.

Kpaen 006eM Ha mMpUroTBeHaTa Obem Boj1a, KOUTO J1a ce npubaBu npu
nepopanHa cycnensus (ml) [IPUrOTBsIHE HA cycrneH3usara (ml)
35 31
70 62
140 124

onvanumenen mexcm 3a nasapu, Koumo umam JUHUS HA emuxema Ha bymunkama.

JIpyr HauMH Ha NPUIOTBAHE € []a HaMbJIHUTE OyTHIIKAaTa ¢ BOJA MAJIKO MO/l JIMHUATA, 0003HaYEHA Ha
OyTHiKaTa Wiad Ha eTHKeTa Ha GyTuikara. 3aTBopere GyTHiIKaTa, OObPHETE 5 U 51 pasKiaTere 106pe.
Crnieq ToBa ONBAHETE € BOJIa TOYHO J0 JIMHHUATA. 3aTBOpeTe OyTHIKaTa, 00BPHETE S H OTHOBO A
pasknarere n100pe.

Pasknarere OyTunkara 1o0pe npeau npueMaHe Ha BCSKa J103a.

Heu3non3saHusT JEKapCTBEH MPOTYKT WIH OTNAJbYHHTE MATEPHAIIH OT HETO TPSOBA /1a CC U3XBBLPIAT
B CBOTBETCTBHE C MECTHUTE M3UCKBAHHMS.

7.  HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,

Dublin 24,

HUpnanaus

8. HOMEP(A) HA PASPEILIEHHUETO 3A YIIOTPEBGA

Per. Ne 9900089

9. JATA HA ITbPBO PA3ZPELHIABAHE/ITOJITHOBSABAHE HA PAPELLIEHUETO 3A
YIIOTPEBA

JlaTa Ha mepBO paspemasane: 22 mapt 1999 r.
Jlata Ha nocneaHo nogHoBsiBane: 19 ¢epyapu 2015 r.

10. JATA HA AKTYAJINBUPAHE HA TEKCTA
02/2023
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