KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHHUA ITIPOAYKT |
L o1E0 L3/ 15

[ledbypokcum Tenamua 750 mg npax 3a HHXEKUMOHEH Pa3TBOp

Cefuroxime Tenamyd 750 mg powder for solution for injection
covy/-2 1905 05

[ledhpypokeum Tenamua 1 S00 mg npax 3a HHKEKLIHOHEH Pa3TBOP

Cefuroxime Tenamyd |1 500 mg powder for solution for injection

2: KAYECTBEH U KOJIMYECTBEH CbCTAB

Beeku diiakon cpabpika 791 mg uedypokcum Hatpuid (cefuroxime sodium), ekBUBaseHTEH
Ha 750 mg uedypokcum (cefuroxime).

Beeku dnakon cbabvpxka 1 581 mg uedypokcum Hatpuii (cetfuroxime sodium),
ekBuBasieHTeH Ha | 500 mg uedypokcum (cefuroxime).

3a NbJIHUSA CIMTUCBK HA MOMOLIHUTE BEILECTBA BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

[lepypokcum Tenamun e 651 10 mouTH 0511 npax 3a HHXKEKLMOHEH pa3TBOp.

4. KJUHHUYHHA JAHHU
4.1 TepaneBTHYHH NOKA3AHHS

[ledypokcum TeHamuz e nokasaH 3a jieueHUe Ha U30pOEHUTE MO-10,1y HHPEKLUMH MPH
Bb3PACTHH U AeLa, BKJIIIOYUTETHO HOBOPOAEHH (OT paxkaaHETO) (BK. TOUKH 4.4 1 5.1).

[ITHeBMOHHMS, Npy100MTa B OOLIIECTBOTO

OcTpu ek3auepOalru Ha XpOHHYEH OPOHXUT

YcnoxHeHH HHPEKLMHA HA ITHKOYHUTE [MbTHLLA, BKJIKOYUTEIHO MUEIOHEPPHUT
Mudexkunu Ha MEeKMTE ThKaHW: LIEYJIUT, EPU3UINEST U paHEBH HHPEKUHUH
HMuTpaabaoMuHaiHu HHGpEKUMHU (BXK. Touka 4.4)

IpodunakTHka cpeuly MHPEKIMH NMPH raCTPOMHTECTHHAJIHHU (BKJIIOYHUTEHO Ha
XpaHoIpoBo/ia), OPTONEAHYHH, ChbPAECYHO-CHIOBH H THHEKOJIOTHYHH XHPYPrUYHH
MHTEPBEHLIMH (BKJIFOUMTEIIHO 11€3apOBO CEYEHHE)

3a neyeHue ¥ npouiakTHKa Ha HHPEKUHUH, MPH KOUTO UMa rojisiMa BEpOSTHOCT 3a
HaJIHuHMe Ha aHaepoOHHW NMPUUYMHHUTENH, LeypOoKCHUM TpsAOBaA 11a ce npuJiara ¢
JOTBJIHUTEIHH NOJAXOASALIM aHTHOAKTEpUATIHH CPE/ICTBA.

Tpsbsa na ce BzeMmar npeasua opuLHMATIHMTE YKa3aHKs 3a nNpaBu/Ha ynorpebda Ha
aHTHOAKTepHaJIHU CPE/ICTBA.

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE . oF



EQ’.}H POBKA

Tabnuya 1. Bvapacmuu u Oeya > 40 kg

_____ Iloxazanmue
[THeBMOHHA, NpHACOHTA B OOIIECTBOTO, U OCTPH

ensauegﬁaunu Ha XpOHHYEH ﬁpDHXHT_

Hudexiun Ha MeKHTE ThKaHH: LENYJIUT, EpU3HIIEN U

750 mg Ha BcexkH 8 waca
(UHTpaBEHO3HO HJIH
MHTPAMYCKYJIHO)

HMuTpaadbpoMuHaANHy UHPEKLMH

YcnoxkHeHU nHPEKLUMU Ha MMKOYHWTE IMbTHLIA, 1,5 g Ha Bcexku 8 4aca
BKJ/TIOUMTENTHO MUENOHEePpHT (MHTpaBEHO3HO WJIH

Texku HHpEeKLHH 750 mg Ha Bceku 6 vaca
(MHTpPaBEHO3HO)
1,5 g Ha BCeky 8 yaca

(MHTpaBE€HO3HO)

XupypruuHa npodUnaKTUka MpH raCTPOMHTECTHHAIIHH, 1,5 g npy pbBEKAAHE B aHECTE3H4.

FMHEKOJIOTHYHH ( BRIIIOUYHTENHO U€3apOBO CEUEHHE) U Moxke na ce NpunoKar ABe

OpPTONEAWYHH OnNepaLun AOMBAHUTETHH A03H oT 750 mg
(uHTpaMycKynHoO) cnen 8 u 16
yaca.

XupypruuHa npo¢HiakTHKa pH CbpASUYHO-CBAOBH H 1,5 g npH pbBEXKAaHe B aHECTE3HA,
e3otareanHy onepauuH nocneaBaHo ot 750 mg
(MHTPaMyCKYJIHO) Ha BCeKH 8 yaca
3a oule 24 yaca

HHTPaMYCKYJITHO )

Tabauya 2. [leya < 40 kg

KbpMaueTa H MAJIKH Kspmauera (oT pakiasero
aena > 3 ceAIMHIH H A0 Bb3PACT 3 CEIMHIH)
aeua < 40 ke
[IHeBMOHMA, NpraoOHTa B
00LIECTBOTO 30 xo 100 mg/kg/nHeBHO
YcaokHeHHW MH(EeKUNY Ha (MHTpaBEHO3HO),
MUKOYHUTE NMbTHILLA, pasaeneHd Ha 3 vnu 4 30 no 100 mg/kg/aneBno
BKJIFOYHTENIHO MUENTOHEDPHT N03H; (HHTPABEHO3HO), pa3eNcHH Ha
HHdekuuu Ha MEKUTE no3a ot 60 mg/kg/nnesHo 2 vnu 3 po3u (Bx. ToUka 5.2)
TbKAHH: LENYJIUT, EPUUIIET Y e NoAxoAsAlla 3a
paHEeBH MHOEKLIHH MoBe4eTOo HHPEKUHH
MuTpaabaoMHHaIHH HHEKLHH

bvbpeunu napymenus

LledypokcuMm ce exckpeTupa riaasHo upes ObOpeuvre. CnenoBaTeNnHO, KaKTO 38 BCHUYKH
noaoOHH aHTHOHOTHLIM, NPH MALIMEHTH CbC 3HAUUTEHO HapyLieHa OnOpeuHa dhyHkuua ce
npenopbuBa n03ara Ha Lledypokcum TenamMua aa ce HaMany, 3a a c€ KOMIIEHCHpa
3a0aBeHATa EKCKpELHA,

Tabauya 3. Hpenopvuumennu 0o3u leghypoxcum Tenamuo npu 6vbpeurno napyuwenu




KpeaTHHHHOB KJIHPBLHC

T1/2 (uacose)

Ho3a mg

> 20 mL/min/1,73 m? 1,7-2,6 He e HeobxoaumMo J1a ce
aMaigBa CTaHJApTHaTa A03a
750 mg no 1,5 g Tpu nbTH
NTHEBHO)
10-20 mL/min/1,73 m? 4,3-6,5 750 mg nBa MLTH AHEBHO.
< 10 mL/min/1,73 m?* 14,8-22.3 750 mg BEIHBXK JAHEBHO.
[TauueHTH Ha XeMoauanun3ia 3,75 JlonwnuuTenHa go3a ot 750 mg

TpAOBa J1a Ce NPUIIOKH
MHTPABEHO3HO WU
MHTPaMYCKYJIHO B Kpad Ha BCAKA
Manusa; B A0MBJTHEHHE KbM
MapeHTEPATHOTO MPHIIOKEHHE,
Le(QypOKCHM HAaTPHI MOXKE 1A ce
npubaBy KbM pa3TBOpA 3a
MEPUTOHEANTHA AHaNK3a
(obnuaitno 250 mg Ha Bcekn 2

TATpa AHATH3EH Pa3TBOP).
TlaliMeHTH ¢ OROpeuHa 7,9-12,6 (CAVH) 750 mg aBa MbTH JHEBHO, MPH
HEJOCTATbYHOCT Ha HCKOCKOPOCTHA
NPOABJDKUTEITHA 1,6 (HF) ﬁemodmn'rpauua, Ja ce rnpunara
ApPTEpPHOBEHO3HA ITO3UpPOBKATA, NpernopbyaHa npH
xemoauannia (CAVH) nnn HapyLeHa Ob0OpevHa GyHKLMA.
BUCOKOCKOPOCTHA
xemopunrpauds (HF) 8
IpeaHMaLys
Yeproopobuu napyuienun

LiedypokcuM ce eKckpeTHpa riasHo upes Onbpenure. [Ipu naipenTy ¢ HapynieHHS B
yepHogpoOHaTa PyHBKLUA He CE€ O4aKBa ePeKT BbpXY (PapMaKOKHHETHKATA HA LUSPYPOKCUM.

HauuH Ha OPpHJIOXCHHC

[ledypokcum TeHamua Tpabea na ce npunara upe3 HHTPABEHO3HA WHXKEKUMSA 3a NEPHOA OT
3 10 5 MMHYTH AUPEKTHO BLB BEHA WJIK Ype3 HHTPaBECHO3HO KANKOBO BJIMBAHE, HIIH Ype3

HH(y3Hsa OT 30 10 60 MUHYTH, HITM 4pe3 ObJIO0KA UHTPAMYCKYJTHA MHXKEKUMSA. 34 YKa3aHUA
OTHOCHO pa3TBapAHE Ha JIEKAPCTBEHUA NPOAYKT Npean NMPUI0KEHUE BHKTE TOUka 6.6.

4.3 IIpornBonokazaHug

CBp'bX‘-I}' BCTBUTCIHOCT KbM I.l'.e(bprI{CHM HJIH KPM HAKOC OT MOMOWHNATC BCLICCTERA,

n30poeHH B TOUKa 6.1.

[latineHTH C U3BECTHA CBPBXYYBCTBHTCIIHOCT KbM HGCI)HJTOGHDPHHDBH aHTHOHOTHLIH.

AHaMHECTHYHH JAaHHH 32 TEXKKa peakliMa Ha CBPhXUYBCTBUTENIHOCT (HANp. aHaQWIaKTHYHA
peaklHa) KbM ApYr TUN O€Ta-NaKTaMHH aHTHOAKTEpUaTHU cpeaAcTBa (MEHULIUITHHM,

MOHODaKTaMH H KapOarneHeMH ).

4.4 ChoeuHaJHH npeaynpexXKIeHns H NpeAna3zHd MepPpKH OpH ynoTpeba

Peakiliy Ha CBPBbX4YBCTBHTEIHOCT




W NMOHAKOTA ¢ aTaNeH W3Xo, peaklny Ha CBpbXUyBCTBUTENHOCT. UMa crobiueHns 3a
peakUMH Ha CBPbXYYBCTBUTETHOCT € MporpecHs A0 cuHApoM Ha Kounis (ocTbp anepruyeH
Cna3bM Ha KOpOHapHa apTepus, KOWTO MOXKe Aa AoBeae A0 MHMAPKT HA MUOKapAa, BXK.
touka 4.8). B ciyuaii Ha pa3BUTHE HA TEXKKH PEAKLIMK HA CBPBXUYBCTBHTEIHOCT, IEUSHHETO
¢ uedypoxcuM TpabBa Aa ce npeyCcTaHOBH He3a20aBHO W Aa ¢ NpeArnpHeMaT NOAXOAAIUH
MEPKH 34 CHELIHO NeYEeHHUE.

[Ipenu 3anouBaHe Ha nevcHUe TPAOBa Ja ce YCTaHOBH Ja/IH MNALHEHTLT HMAa aHAMHE3a 32
TEXKH pPeaKLHH HA CBPbXYYBCTBHUTENHOCT KbM 11€(DYPOKCHM, KbM JIPYTH LI€(PanoCnOpyuHH
WK KbM ApYyrH BHAoBe OeTa-nakTtamuu cpenctea. Lledypokenm TpsabBa aa ce npuiarac
NOBULIEHO BHUMAHHME MPH MALMEHTH C AHAMHE3a 32 HETEXKKH pEaKLIUM Ha
CBPBXUYBCTBHTEIHOCT KbM APYTH O€Ta-TAKTAMHH CPEACTBA.

Texxku KOXKHU HEXKENaHH peakuuy (severe cutaneous adverse reactions — SCAR)

BBB BpBb3Ka ¢ neueHue ¢ UehypoOKCHM ca CbODLIEHH TEXKYU KOXKHH HEXENaHH PEeaKiUH,
BKJIIOUBALIM: CHHAPOM Ha Stevens-Johnson (Stevens-Johnson syndrome — SJS), TokcuvHa
enuaepManHa Hekposinsa (toxic epidermal necrolysis — TEN) u nexapcTseHa peakums ¢
eo3uHo(pHINA B CUCTEMHHU cumnToMH (drug reaction with eosinophilia and systemic
symptoms — DRESS), kouto Mmoxe aa ca »kMBOTO3acTpallaBallld WU C IETAICH H3X0/ (BX.
TOuKa 4.8).

[lpu npeannceaHeTo, NayueHTUTe TpAOBa Aa ObAAT HHPOPMUPAHH 32 NMPUIHALIMTE H
CHMITTOMHTE, U 1a ObaaT HabnoaaBaHM ¢ MOBHILIEHO BHUMAHHUE 33 KOXKHH peaKUUH. AKO ce
MOABAT FPHU3HALUK U CHMNTOMM, 1TOKA3aTEJIHU 34 TAKABa peaKLui, MPUIOKEHHETO Ha
iedpypokcum TpsbGBa HezabaBHO /1A ce NPeyCTaHOBHU U Aa ¢ 0OMUCITH ANITEPHATHBHO
NeyeHHue, AKO MALMEHTDHT € pa3Buil Cepro3Ha peakums, Kato Hanpumep SIS, TEN unu
DRESS npu ynorpebarta Ha uedypokcum, He TpaOBa HHKOra OTHOBO 14 c€ 3ano4sa
neyeHue ¢ UePYPOKCHM Ha TO3HU MALIMEHT.

EnHQOBpEMEHHO JIeYEHHUE ¢ MOLHH AMYPETHIIA WIH GMUHOTIUKO3HAH

Bucoku 1034 uedanocnopyHOBHA aHTHOHOTULIM TPAOBA [a ce MPUIIAraT ¢ MOBHUIIEHO
BHHMaHH€E NP NALKUEHTH, KOUTO O CBLUOTO BPEME Ce JIEKYBAT C MOIIHY AMYPEeTHLU KaTO
dypo3zeMU UITH ¢ AMHHOTTMKO3Uad. [1pu Te3n koMOuHaLuK e choOIaBaHO 32 YBpEKaaHE
Ha 6bOpeyHaTa pyHkuUa. [Ipy nalMeHTH B CTapyYeCKa BB3PAcT ¥ NPH NALMEHTH ¢
npeaxoxaauio 6xopeuHo yppexxaaHe TpadbBa aa ce npocneasBa ChCTOAHHETO Ha
OnOpeuHaTa QyHKiMS (BXK. TOUKa 4.2).

CBPBKP&CTE}K Ha HECHYBCTBHUTCIIHHW MUKDOOPIraHU3IMH

Ynorpebara Ha nedypokcuM MoxKe 1a aoBede 40 CBpbXpactexk Ha Candida.
[TpoABLIKUTENHOTO NPHIOKEHHUE MOXKE CHLLO Ja AOBEOE 4O CBPbXPACTEX Ha APYIrH
HeYyBCTBUTE/IHH MHUKpooOprauuaMu (Hanp. edtepokoku U Clostridium difficile), koeTo Moxke
[a HAJIOXKH CTIUPaHe Ha NeueHHueTo (BAK. ToUKa 4.8).

[TceBnoMeMOpaHO3€H KOAUT, CBBP3aH ¢ NpUaraHe Ha aHTHOAKTepHanHu CPeACTBa, €
chobulaBaH npy ynorpeda Ha LEPypPOKCHM, KaTo 10 TEXKECT MOXKe 1a Bapupa OT JIeK J0
»KHWBOTO3acCTpalliaBalll. 1a3u AMarHo3a TpsaOBa Aa ce UMa NnpeaABUn NPy NALMEHTH ¢ AHapus
10 BpeMe Ha MIT CAES]I MPUIIOXKEHHUETO Ha Ledypokcum (Bx. Touka 4.8). B Te3u cnyuan
TpAbBa 1a ce OOMUCITH CNKMpaHe Ha JIeHEHUETO ¢ UEePYPOKCUM H NMPHIIOKEHHE Ha
cnieundruHa Tepanud 3a Clostridium difficile. He Tpabpa aa ce npuiarar IEKapCTBEHH
NPOAYKTH, KOUTO HHXUDHpAT 1epUCTANTHKATA.

HHTpakaMepHO NPUNOKEHHE W HAPYLIEHWS HA OUUTE

CoeransT Ha LledypokcuMm TeHaMu He € mpenHAa3HAYEH 34 HHTPAKAMEPHO MPUNOK
CepHo3HH OPTAIMONIOTHYHH HEXEJIaHH peaKLiMH ¢a cboduIaBaHu KaTo OTAENHU CITY
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WK B IpYNa cjie] HeoJoOpeHo B NOKA3aHUETO HHTPAKaMEPHO NPHIIOKEHHE Ha LE(PYPOKCHM
HATPHH B CbCTaB BbB UIakoHH, 0100peH 3a HHTPaBEHO3HO/HHTPAMYCKYJTHO NPHIOKEHHE.
Tean peakiMi BKJTFOUBAT OTOK HA MaKyJlaTa, OTOK Ha PETUHATA, OTJIENBAHE HA PETHHATA,
TOKCHUYHOCT 33 PETHHATA, 3PUTEITHO YBPEHKAAHE, HAMAICHA 3pUTENHA OCTPOTA, 3aMbIJIEHO
3peHHue, NOMBTHABAHE HA POrOBHLATA U OTOK HAa POrOBHUATA.

HuTpaabroMuHantHy MUHOEKUWH

[Topanu cnekThpa CH Ha aKTUBHOCT, 11edyyPOKCUM HE € MOAXOANI 32 JICUEHHE Ha HH(PEKLIMH,
npUYHHERHU OT [ paM-oTpULATENHH HeepMEHTHpaIUH DakTepHH (BXK. TOUKa 3.1).

[TopnvgBaHE HA PE3VIITATHTE OT AHATHOCTUUYHH TECTOBE

[TonyyaBaHe Ha MOJIOKHUTENEH pe3yaTaT npH TecT Ha Coomb’s, CBBP3aHO C [PHIOKEHHE HA
ey pOKCHUM, MOJKE 112 MOBJIMAE HA KpbCTOCaHaTa npoda 3a CbBMECTHMOCT NPH
KpbBONpeEnuBaHe (B, ToOuka 4.8).

Morar na ce HabnoaaBaT HE3HAYHUTETHH OTKJIOHEHHUS NPH Me-peayKLHOHHWTE TECTOBE (Ha
Benedict, Fehling, Clinitest). Tosa obaue He BOau 10 GanitvBO HOJOXKUTEITHU PE3YIITATH,
KaKTO MOXE A C€ NONyuH ¢ HAKOHU ApPYrd LeanoCropHHHU.

Twit kaTO npu NMpoBekAaHe Ha GepHLHAHUACH TECT MOTAT J1a ¢€ NOJTy4aT (QanluMBo
HeraTHBHH Pe3YJITaTH, 32 K3cJieABaHE HA HYUBATA HA ITIOKO3a B KphBTa/TIa3Mara npH
MalMEeHTH, NpUeMalld UedypPOKCHM HATPHUH, C€ NPENOPBUBA NPHICKEHHUETO WIH HA
rAOKO300KCHIa3HUA, HITH HA XEKCOKHMHA3HUA METO/.

BaxHa yH¢opMaLug 3a MOMOUIHUTE BEIIECTBA

Lledpypoxcum TeHaMua npax 3a HHXKEKLUMOHEH pa3TBOp CbObpika 41 mg HaTpHil Ha BCEKH
dnakoH, cerabppkam 750 mg uedpypokcum 1 81 mg HaTpHi Ha BCEKH (NIAaKOH, ChbABPKALL
| 500 mg uedypOKCHM, KOHTO ca eKBUBAIEHTHH CBOTBETHO Ha 2,05% u 4,05% ot
MpenopPbLUYHTENIHUA MAKCUMAJIEH OHEBEH MPHEM OT 2 g HATPHid 3a Bb3PACTEH,

4.5 B3aumoaeHcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrd GopMH HA
B3IAHMOJIEHCTBHE

lle¢pypokcuM MOKE Ja OKaXKe BIMAHUE BbPXY YpeBHaTa (pnopa, KOeTo Aa AOBEAE N0
noHu:KeHa peabcopOumns Ha ecTporeH U HamaneHa eduxacHoOCT HA KOMOUHHpaHuTe
NepopPaNHi KOHTPAUENITHBH,

LledypokcuM ce €eKCKpeTHpa upes rmoMepyiHa Gpuirtpauda U TyOynHa cekpeums. He ce
NpenopbUYBa €AHOBPEMEHHO NMpUokeHHE ¢ npobeHeuu. EAHOBPEMEHHOTO NMPUIIOKEHHE C
npobeHEUM A yAbIIAABa €EKCKPELMATa HA aHTHOHOTHKA H BOAY 110 NOBHLIEHA MAKCHMAJTHA
CEPYMHA KOHLEHTpaLKA.

MoTeHnuaNHO HePPOTOKCHYHH JIEKAPCTBA H OPHMKOBH AHYPETHIH

JleueHHeTO ¢ BUCOKH I03M LedanocnopuHy TpAOBa Aa e NPOBEXAA C ITOBHLIEHO BHHMAHHE
MpYU NMAHEHTH, KOUTO NpyUeMaT MOLLHH AMYPETHIH {KaTO PypO3EMHA) HJIH NOTCHLIHAJIHO
He(POTOKCUYHH NPOAYKTH (KATO aMHHOFIIMKO3UAHHA aHTHOHOTHUH ), ThH KaTO NpH
H3MMOJI3BAHETO HA TAKMBA KOMOMHALIMM HEe MOXKE 1a C€ W3KIIIOMH HapyliaBaHe Ha Ov0peyHaTa

(YHKLHA,

HApyru B3anMoaedcTBHA

OnpeaensHe Ha HUBATa Ha IKOKO3a B KPbBTA/TIJIA3MATa: BUKTE TOUKA 4.4,
EaHOBPEMEHHOTO MPHIIOMKEHHE ¢ NEPOparHA aHTUKOAryJJaHTH MOXKE ia A0BeAe 10
MOBHLIABAHE HA MEXIYHAPOAHOTO HOpMATH3UpaHO cbOTHOIIEHHE (INR).




4.6 @epraanrer, OpeMEHHOCT B KhpMeHe

bpeMeHHOCT
Mma orpaHiueHy JaHHH OT ynotpebara Ha uedhypokcuM rnpH OPEMEHHH KEHH.

[IpoyuBaHHATA ITPU KUBOTHH HE MOKA3BaT PENPORAYKTUBHA TOKCHYHOCT (BXK. TOYKa 5.3).
Hedypokcum Tenamun TpabBa na ce npeanucsBa Ha OpEMEHHH JKEHH CaMoO ako noJjsara

NnpceHvllaBa pHCKaA.

Y cTaHOBEHO €, ue LedypOKCHM NPEMUHABA NTpe3 TIAUEHTATA H A0CTHra TeparneBTHYHH HHUBa
B aMHHMOTUYHATA TEHHOCT U KPbBTA B ITBIHATA BPLB Cie] HHTPAMYCKYTHO HNH
MHTPABEHO3HO MPUITOAKEHHE NPH MaHKaTa.

KnpMeHe

LfedypokcuM ce oTaens B KbpMaTa B MaJKH KOTHYECTBA. He ce ouakBaT HexeNlaHH peaKLiuH
Py TEPaneBTHYHH I03H, BLIIPEKH He He MOXKE 1a CE€ M3KJIFOUH PHCK OT NOABA HA JHApHSA H
pa3BUTHE Ha MbOMYHA MH(pekurs Ha nuraBuuMTe. Tpsadea aa ce B3eme pellieHHe JalH [a ce
MpeyCTaHOBH KbPMEHETO WIM Aa Ce& NMPEYCTAaHOBU/HE CE€ MPHUIOXKH TEPANTHATA C

e ypOKCHM, KaTo Ce B3eMaT NpeaBUA NOA3aTa OT KbPMEHETO 32 JETETO Y MOJI3aTa OT
TepanuaTa 3a Mahkara.

DEPTHANHTET
Hama nannu 3a edexrrre Ha uepypoKCHM HATpHK BBPXY (PepTUIMTETA NPH XOpa.
PenpoayKTHBHHA NPOYUYBaHUA MPH )KMBOTHM HE Ca NOKa3aTh e(PeKTH BbpXY (PEPTHIIUTETA.

4.7 EdekTH BbpPXY cniocoOHOCTTA 32 miopHpane H paboTa ¢ MALUHHH

He ca npoeexcaany npoyuBanud 3a edexTure Ha e yPOKCHM BhpPXY CNOCOOHOCTTA 32
wrogupaHe U padora ¢ MaluKMHH. Bb3 OCHOBA Ha M3BECTHUTE HEKENIaHU peakLHH, oDaue €
MAJKO BEPOATHO LIeDYPOKCHM Aa NOBIHABA cnocobHocTTa 32 wodupaHe U paboTta ¢
MaLLMHHU.

4.8 HexenaHu J1eKapCTBEHH PeAKIHH

Haii-yecTUTE HeXENTaH! peaKUHU ¢a HEYTPOIIeHHA, €O3MHOMHINS, NPEXOIHO NOBHIIABAHE
Ha YepHOAPOOHUTE eH3UMH WK OUNHpyOuHa, ocobeHOo Npy MaMeHTH ¢ MPpeAlIECTRAILIO

yepHOIPOOHO 3abonABaHe, HO HAMA /IAHHU 32 YBPEXIaHE Ha YepHHA AP00, U peaKiiiy Ha
MSCTOTO Ha HHXXEKTHpaHe.

KaTeropusrMpaHeTo Mo 4eCTOTA Ha HEXKEJIAaHWTE JIEKAPCTBEHHU PEAKLIMH NO-A0J1Y €
NpHONU3UTEAHO, ThH KATO 32 MOBEYETO peakLMH HE ca HATMYHHU MOAXOAALUH AaHHH 3a
M3UMCIIABAHE Ha YecToTaTa. B nonbsaHeHUe, YyecTOTaTa HA HEXENAHHUTE IEKAPCTBEHH
peaklHH, CBbP3aHu C LePypOKCHUM HATPKH, MOXKe 1a Bapypa B 3aBUCUMOCT OT NOKa3aHUATa.

JIaHHH OT KJIMHMYHH NPOYYBAHHUA Ca UINMOI3IBAHU 3a OTIpelic/IfHE HAa YECTOTATa Ha
He)XeJJAaHHTE JIEKAPCTBEHHM PEaKUMH B KATCTOPHHTE OT MHOTO YECTH A0 peAKH. HecToTUTE Ha
BCHUYKH APYrH HEXENMAaHH NIEKapCTBEHH peaklMu (T.€. Te3u ¢ yectora < 1/10 000) ca
YCTAHOBEHH I'TABHO BB3 OCHOBA HA MOCTMAPKETHHIOBH JAHHH H 3aBUCAT OT YECTOTATA HA
¢choOLII2aBaHE HA HEXKEJIAHWTE PEAKLKH, 2 HE OT peallHaTa 4ecToTa.

BcHUKWTE CBBP3aHH C JIEYEHHETO HEXKETaHU JIEKAPCTBEHH PeakLiuM, ca n30poeHH no-aoiny,
cwrnacHo MedDRA, no cHcTeMo-0praHeH Kinac, YeCTOTa H CTeneH Ha Texect. Manonseana
cneAHaTa K1acH(HKALMA HA YeCTOTATA HA HEIKEJTAHUTE JIEKAPCTBEHH PEAKLIKH: MHOMO Y€eC

> 1/10; yvectu > 1/100 go < 1/10; neuectu > 1/1 000 no < 1/100; peaxu = 1/10 000 no < §f R
1/1 000; mHoro peaku < 1/10 000 1 c Heu3BecTHa 4eCTOTa (OT HAIMYHHUTE AAHHK HE MOXE| T2 ' f
.
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Ja Obae HanpaBeHa OLCHKA).

Cucremo-opranen Yecrn Heuecern C Hen3BecTHA
KJIAC 4eCcTOoTA

Nudexunu u CBPBLXPACTEeX Ha

UHpecTalUU Candida,
CBPBXPACTEXK Ha
Clostridium

HapyiueHus Ha HeYTPOTICHHA, TIEBKOMEHM!H, TpoMOOLUTOMEHHA,

KpbBTa K AUMPHATA €03HHODUIUA, NOHUKEHA MOIOKUTENICH TECT XEMOJIUTHYHA

cUCTEMA KOHLEHTpaLHa Ha Ha Coomb’s aHEeMMH

XEMOTJIOOHMH

Hapyiienusa Ha NIeKapCTBEHA

MMYHHATA CHCTEMA TPECKa,
UHTEPCTULIHAJICH
HedpHT,
aHaduIIakcus,
KOKEH BaCKYJIUT

Cbpageunu CUHIAPOM Ha

HAPYLUCHHUS Kounis

CTOMAaIIHO-YPEBHH CTOMaLIHO-4YPEBHH nceBaoMeMOpaHo3€eH

HapyLIEeHNS CMYHICHUA KOAWT

XenarobunuapHu NpexoAHO NOBUIIIARAHE HA NPEeXOHO

HAPYILLIEHUS HUBATa Ha MOBHILABAHE HA

yepHOAPOOHHUTE EH3MMHU Ounupy6una

HapyireHus Ha KO>xeH o0pus, epuTEMa MYNTHDOpME,

KOXKAaTa U YPTHKAPHA H TOKCHHHA

NOAKOXKHATA ThKaH chpdex envaAcpMaiHa

HEKPpOJAH3a H CHHApPOM

Ha Stevens-Johnson,
AHT’MOHEBPOTHYEH
OTOK, JIEKapCTBEHA
peakins ¢
e03uHODHUINA K
CHCTEMHMH CUMITOMH

(DRESS)
Hapyuienus na [MOBHIIIABAHE HA
0bOpeLuTe U CEPYMHHSA
MHKOYHHUTE NBhTUIIA KPEaTHHUH,

NOBHUILIABAHE HA
YPEHHHA a30T B
KPBBTA H
NOHWXKAaBaHE HA
KpeaTUHHHOBHS
KIMPBHC (BXK.




O61u HapyleHHs pcakLiM¥ Ha MACTOTO Ha

u edexTH Ha UHKEKTHPAHE, KOUTO
MACTOTO HA MO3Ke J1a BrtouBat Oonka
NPUICKEHHE U Tpombodaedbur

Onucarnue Ha u3bpanu HeJICenanu peaxyuu

[{edanocnopuHUTE KaTo KJ1ac UMAT CROWCTBOTO Aa Ce aAcopbupar BbpXy NOBRLPXHOCTTA HA MeMOpaHuTe
Ha YEPBEHUTE KPBBHHU KJIETKU U J1a Pearupar ¢ aHTHTENIA HACOUEHH Cpellly JIeKapCTBOTO, B PE3yNTAaT Ha
KOETO Ja NO3UTHBHUpaT TecTa Ha Coombs (koeTo MOXe 1a NOB/IMAE HA KPBCTOCAHATa Npoba 3a
CHBMECTHMOCT NPH KPbBOMPEINUBAHE) H MHOT'O PAAKO 3 NPHYMHAT XEMOJIHTHYHA aHEeMUH.

Hab.1r0naBaHO € MPEeXoHO MNOBHIIIABAHE HA CEPYMHHTE HUMBA HA YEPHOAPOOHUTE €HIUMH WU
OrIMpyOHHa, KOETO OOUKHOBEHO € 0OpaTHMO.

bonka Ha MACTOTO Ha NMPHACKCHHWEC NPH HHTPaMYCKYJTHa HHAKCKLUHA € [TO-BCPOATHA TIPH MNO-BHCOKH
r[lOBH, HO TOBa €1Ba JIK MOXKE 14 6'bﬂ,e fIpMYHHA 34 MNPCKbCBaHEC Ha JICHCHHCTO.

[lennaTpuuHa nomyaaums
[IpodunsT Ha Be30MacHOCT Ha LedyPOKCHM HATPUM MpH AcLA € B CbOTBETCTBUE C Npoduna

NNpHA BB3pPACTHH.

CnobliaBaHe Ha NOAO3UPAHY HEKENAHU DEAKUNY
Cpob11aBaHeTo Ha NOAO3MPAHH HEXENaHH PeakLHH Clie] pa3peuasaHe 3a ynorpeba Ha

JIEKApCTBEHHUA NMPOAYKT € BaXXHO. TOBa MO3BONABA Aa MPOALIKH HabMIOAEHHETO Ha
CBOTHOLUEHUETO NIO/13a8/PUCK 3a NEKAPCTBEHHUA NPOAYKT. OT MEAULIMHCKUTE CIIELHATIUCTH ce
H3UCKBA Ja choOlIaBaT BCsAKa MoJo3HpaHa HEXENaHa peaKUua upes:

H3nbaauTeNHa areHuua no neKapcTeara
yi. ,,Jlamad ['pyes” Ne 8
1303 Codus, buarapus

Ten.: +359 2 8903417
yebcalT: www.bda.bg

4,9 TIlpeaxosupane
[Ipeno3zupaHeTo MOXKe Ja AOBEAE OO HEBPOAOrHYHM NOCNAEACTBHA, BKIOYBAIIH
eHLedaonaTha, repuoBe U koMa. CHMITOMH HA MMPEXO3UPaHE MOTaT a C€ MOABAT, aKo

[03aTa He ce HaMaJlaBa ITpaBUJIHO NpH nauueHTH ¢ 6sbpeuno yBpexaaHe (BxK. TOUYKUA 4.2 1
4.4).

[InasMeHuTe HUBA Ha LiedYPOKCHM MOTraT Aa ObIaT NOHHXEHH Ype3 XeMOAHaNn3a WiH
[IepUTOHEANTHA AHA/IH3a.

S. OPAPMAKOJOTHYHHN CBOUCTBA

5.1 dDapmakoaHHAMHYHH CBOlCTBA

(dapMakoTepaneBTHYHA rpyna: aHTubakTepHalHH CPEACTRA 3a CHCTEMHO MPUIOKEHHE,
pTOpa reHepauus ueganocnopuHu, ATC koxn: JO1DCO02




MexaHH3bM Ha JE€HCTBHE

Llepypoxkcum HHXHOHpa cMHTEe3a Ha DaKkTepHaTHATA KIEThbYHA CTEHA Ype3 CRbpP3BaHe ¢
[IEHAUHJIMH-CBBp3BallH nporeMHd (PBPs). Toea Boau a0 npekbeBaHe Ha OHOCUHTE3ATA Ha
KJ1eThYHATA CTEHA (MEeNTHUAOIVIMKAHK) ¥ C/ie[ TOBA 10 pa3rpakaaHe H CMBPT Ha KJIETKATA.

MexaHHW3bM Ha PE3UCTEHTHOCT

bakTepHanHaTa pe3UCTEHTHOCT KbM Le(hyPOKCHM MOXKE Ja C€ I'b/IXKH HA €AUH WIH NOBeue
OT CIICAHUTE MEXaHH3IMU:

. XHIapoau3a upes bera-naKraMas, BKIIOYHTENIHO (HO HE OrpaHH4YEHO A0) OeTa-
nakTamasH ¢ paswvpeH cnexkrbp (ESBLs), kakro 1 AmpC eH3nuMH, KOUTO MOorarT J1a ce
WHOYLUPAT HIIH TPaHHO 1a C€ aKTHBUPAT OT MOTUCHATO ChbCTOSHUE MNPH ONPEAECTICHH
acpobHu ['paM-oTpHLIaTEeHH BaKTepHAIHU BUIOBE,

. HaMa/ICH apUHHUTET Ha NEHHLIUIMH-CBBP3BALLHTE NPOTEMHH KbM LiedypOoKCcHM;

. HEMPOITY CKJIMBOCT Ha BBHIUHAaTa MeMOpaHa, KOETO OorpaHiu4aBa 40CThIla Ha
Le@YPOKCHM RO NIEHULIMIIMH-CBBP3BALMTE MPOTEUHH NpU | paM-oTpuLaTenHu GakTepuy;
. OakTepyantu eayKCHH MOMITH.

[Tpy MUKPOOPraHU3MH, KOUTO ca NPHAOOHIN PE3UCTEHTHOCT KBM APYTH HHXKEKLIHOHHH
LIe(aIOCTIOPHHHU, C€ OYAKBA PE3UCTEHTHOCT H KbM Lie¢ypokcuM. B 3aBHCUMOCT OT
MEXaHHW3Ma Ha PE3UCTEHTHOCT, OPraHU3MHTE C NIPUAOOHTA PE3MCTEHTHOCT KbM NMEHULIMITHHN
MOTAT Ja MPOABAT HAMAIECHA YYBCTBUTETHOCT WM PE3UCTEHTHOCT KbM LIE(DYPOKCHM.

[ paHH4HM CTOHHOCTH Ha UedYPOKCHM HATPHIH

[ paHHYHHUTE CTOWHOCTH HA MUHHMaNnHaTa WHxuOHUpaiua konueHTpauusa (MIC), onpeaenenu
oT EBponefickug kOMHTET 3a U3csie/iBaHe Ha aHTUMUKpOOHa Yy BcTBHTENHOCT (European
Committee on Antimicrobial Susceptibility Testing) (EUCAST), ca kakTo cneasa:

Muxpooprasusznm I'panununu cronnoctu (mg/l)
S R

Enterobacteriaceae’ < 82 > 8
Staphylococcus spp. 3abenexka’ 3abenexxa’
Streptococcus A,B,Cn G 3abenexka’ 3abenerxka’
Streptococcus <0,5 > 1
Streptococcus (Apyrw) <0,5 > 0,5
Haemophilus influenzae <] > 2
Moraxella catarrhalis <4 > 8
' paHHYHH CTOHHOCTH, <4 >8°
KOWTO HE Ca CBBP3aHH C
Buja'




! FpaHMuHHTE CTOMHOCTH Ha LehanOCNOPHHHTE 3a Enferobacteriaceae yCTAaHOBSBAT BCHUKH
IKTUHHYHO 3HAYHMH MEXAHU3IMH Ha pe3UCTeHTHOCT (BKIounTeNnHO ESBL v nnazMua- Meanupasa
AmpC). Hakou wiaMmoBe, KOMTO Mpodyuupar 6eTa-nakraMasu, ca 4y BCTBHTEIHU HITH
UHTEPMEIHEPHH KbM 3-TO HIIH 4-TO NOKONEHHE LIePanOCnOPHHA N0 Te3H TPAHUYHH CTORHOCTH U
TpaQBa Ja ce ChOOILABAT KATO OTKPHTH, T.€ HATWYKETO uny nuncata Ha ESBL caMu no cebe cu He
MOBJIMABAT KATErOPUIHPAHETO N0 YYBCTBUTENHOCT, B MHOrO 061acTH OTKpHUBAHETO 1
KareropusnpaHetro Ha ESBL e npenpopyuTenHO MK 3a0bJKATENHO 3@ LEJTUTE HA KOHTPOJI Ha
HpexkuunTe.

'paHr4HaTA CTORHOCT C€ 0THACA camo 3a no3a ot 1,5 g x 3 u E. coli, P. mirabilis v Klebsiella spp.
UyBCTBUTEIHOCTTA HA CTAGHNOKOKATE KbM LEPANTOCNIOPHHH C€ U3BEXKIA OT METULILIMHOBATA
YBCTBHTENHOCT, ¢ M3KJIIOYEHUE HA uepTa3uauM, HehUKCHM U 1eQTUOYTEH, KOWTO HAMAT IPaHUYHH
TOHHOCTH U He TpAOBa 2a ce NMpWiarar 3a JE4YEHUE Ha CTaWIOKOKOBH HHEKIIKH.
YyBCTBHTEJIHOCTTA HA CTPENTOKOKM OT rpynM A, B, C 1 G kuM Geta-nakraMure ce u3Bexna or
RYBCTBUTEJIHOCTTA KbM NEHULIIHH.

® [paHUYHUTE CTOMHOCTH C€ OTHACAT 3a IHEBHH HHTPABEHO3HM 1034 OT 750 mg X 3 M BUCOKH 103
ot Halk-Manko 1,5 g x 3.

S = 4yBCTBUTENIEH, R = pe3ucTeHTEeH

MukpobuonoruiHa YyBCTBUTEIHOCT

PaznpocTpaHeHHeTO Ha NprAOOHUTATA PE3UCTEHTHOCT MOJKE J1a BapHpa B pasNHYHHUTE
reorpagcky 0dJIaCTH M C BpeMeTo 3a H30paHU BHAOBE, M 3aTOBA € HeoOX0oAMMAa JIOKaTHA
HHGOPMaLHUA 38 PE3UCTEHTHOCTTA, 0COOEHO NMPH JIeYeHHE Ha TexKH HHpekuuu. [Tpu
HeOOX0AUMOCT, TpAOBa Na Ce ThPCH CBRET OT CMNEUHANMCTH, KOTaTo JIOKAIHATA YeCTOTa Ha
PE3UCTEHTHOCT € TaKapa, Y€ NMoCTaBsA oA BbIIPOC MPHUIIOKHUMOCTTA Ha LIEPYPOKCHM, NOHE
NPH HAKOHU TUNOBE UHPEKLHH.

LledpypokcHM 0OOHKHOBEHO € aKTUBEH CpeLly CIEAHUTE MEKPOOPTaHH3MH in Vilro:

MHKPOOPraHH3IMH, KOHTO OOHKHOBEHO €2 TYBCTBHTEIHH
["paM-NOJOKUTEHHN aepodu:

Staphylococcus aureus (Memuyunun-uyyscmeumenen)*
Streptococcus pyogenes

Wtreptococcus agalactiae

[ paM-OTpULIaTENHH aepobu:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

MUKPOOPraHHIMH, IPH KOMTO NPHACOHTATA Pe3IHCTEHTHOCT MOKeE A3 € npodjem

['paM-MnoJoKUTENHH aepodu:
Wireptococcus pneumoniae
Streptococcus mitis (rpynara viridans )

[ pam-oTpULIATESIHY a€pOOH:

Citrobacter spp. (c n3xn. Ha C. freundii)

Enterobacter spp. (¢ u3ki. Ha E. aerogenes and E. cloacae)
Escherichia coli

Haemophilus influenzae

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (¢ u3kn. Ha P. penneri and P. vulgaris)
Providencia spp.

Saimonelia spp.

["paM-NoJOXKHTENHH aHAepOOH:
Peptostreptococcus spp.
Propionibacterium spp.
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['paM-oTpHLIaTEIHH aHAePOOH:

Fusobacterium spp.

Bacteroides spp.

MHKPOOPraHU3IMH C BPOJEHA PEIHCTEHTHOCT

["paM-NOJOKHUTEHH aepoOu:
FEnterococcus faecalis
Enterococcus faecium

[ paM-OTpULIATETHY aepObH:
Acinetobacter spp.
Burkhnolderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus penneri

Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens
Stenotrophomonas maltophilia

['pam-nonoKUTEeHU aHaepobn:
Clostridium difficile

[ paM-OTPHUATEIHU aHACPOOH:
Bacteroides fragilis

%p}gm:
hlamydia spp.

Mycoplasma spp.
Legionella spp.
*Beuuky METHLMITUH-PE3UCTEHTHHU 5. qureus ca Pe3RCTEHTHU KbM UeDYPOKCHM.

OnpeneneHo aIUTUBHO AEHCTBUE € YCTAaHOBEHO NPU KOMOHHHpake Ha 11edhypOKCHM HATPHI ¢
AMHHOITIMKO3HIHH aHTHOMOTHLHM in vitro, KaTo HMAa JAHHH H 33 CHHEPTH3BM.

5.2 dapMaKOKHHETHYHH CBOHCTRA

AGcopbuus

Cnen HHTpaMYCKYJIHO (1.m.) NpHiaraHe Ha uedypoKCHM Ha 34paBH 0OOPOBOJILUH CPEAHHUTE
MaKCHMAaJTHA CEPYMHH KOHUEHTpaLWH ca OT nopsanka Ha 27 no 35 ug/ml 3a gosza or 750 mg
n ot 33 no 40 pg/ml 3a go3a ot 1 000 mg, u ce nocrurar B pamkure Ha 30 go 60 MUHYTH
cied npunoxeHue. Che HHTpaBeHO3HO (1.v.) npunoxkeHue Ha A03u ot 750 u 1 500 mg, Ha
15-TaTa MUHYTa CEPYMHHTE KOHUEHTpaUMK ¢ca ¢boTBeTHO S0 1 100 pg/ml.

AUC u C,,, ce nosuLIaBat JIHHEHHO ¢ NOBHILABAHE HA J03aTa NPH eAWHHYHA 103a oT 250

no 1 000 mg cnen 1.m. u 1.v. npunoxenue. Hama naHHM 332 HATpyNBaHe Ha 1edYPOKCUM B
CEpyma NnpH 3aApaBu J00POBROJILHK Cllel MOBTAPALLO C€ MHTPABEHO3HO MPHIIOKEHHE HA 03H
ot 1 500 mg Ha Bcexu 8 uaca.

PasnpeneneHue

B 3aBMCHMOCT OT METO[1a HAa M3C/ICABAHE CE YCTAHOBABA CBBP3BaHE C NJIa3MEHHUTE NPOTE
mexxay 33 u 50 %. Cpearust obem Ha pasnpeneneqne Bapupa ot 9,3 no 15,8 L/1,73 m?
ciel 1.m. U 1.v. npuaoxenue Ha ao3M ot 250 no 1 000 mg. KoHueHTpauuu Ha [\
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LedypPOKCHM, HAIBHILABALLA MHHHMATHHTE UHXUOHUTOPHH HUBA 32 HECTO CPELLAHNTE
MATOreHH MOTaT J1a ¢€ JOCTUIHAT B CIMBHLIUTE, CHHYCHUTE, OpOHXHMANTHATA JIUraBULIA,
KOCTHUTE, NAeBpAIHATA TEHHOCT, CTABHATA TEYHOCT, CHHOBHAIHATA TEYHOCT,
HMHTEPCTHIIHAIHMTE TEYHOCTH, ®KIbUYKATA, XPAUKUTE U BLTpPeoUYHaTa TeWHOCT. Lledpypokcum
NpeMHHaBa KPLBHO-MO3b4HATA Oapuepa NpH Bb3NAIeHHe HA MEHUHTUTE.

buotpancdopmatiys

LieypokcuM He ce meTabonuaupa.

EJqnMHHUDpaHE

LledypOKCHM CE eKCKpETHpa Ype3 rIoMepyaHa pUITpaLus U TyOy/1Ha CeKpeums.
[Tna3MeHuaT NONYXKHUBOT CJIe]] HHTPaMYCKYJIHO HITH HHTPaBEHO3HO NPHIOKEHHE €
nprbnusutento 70 munytu. [Tourn nsanara gosa (85-90 %) uedypoxcum ce exckperupa
HENPOMEHEHA ¢ ypuHaTa 3a 24 yaca cnea npunoxeHue. OCHOBHATA YaCT OT NPHIIOKEHATA
no03a ce enMMuHWpa B nbpeuTe 6 uaca. CpeaHusaT 6bOpeUeH KIHMPBHC € B rpaHuuM ot 114 1o
170 ml/min/1,73 m?cnen i.m, Wi i.v. npwioxenue Ha o34 ot 250 go 1 000 mg.

Cneyuannu nonyarayuu nayuenmu

[Ton

He ca HabnionaBaHHu pa3nvky BbB (PapMaKOKHHETHKATA HA LEPYPOKCHM MEXKAY MbXKE U
’KEHH cliell eAHOKpaTHa Oouryc i.v. nrbkekuus Ha 1 000 mg uepypokcum noa popmara Ha

HaTpUeBa CO.

Crapuecka Bb3pacT

Cnen i.m. Uiy 1.v. npunoxeHue, abcopbumaTa, paznpeaeneHHeTo H EKCKpELMATa Ha
LieypOKCHM NpH MaLUEHTH B CTapueCcKa Bb3PacT Ca CXOIHH C TE3H MPH NO-MNaau
alMeHTH ¢ eKBHBaNeHTHA Ob0OpeuHa gyHkuui. Thi KaTO NALMEHTUTE B CTAPYECKA BL3PaCT
e No-BepoATHO Aa MMAT HamasieHa OB0OpeuHa QyHKUMA, IPH TAX ONpeJeNsHeTO Ha 103aTa Ha
nedypokcuM TpaOBa Aa cTapa C NOBHLUEHO BHUMaHME, KaTO npocneasaBaHe Ha 6n0peynara
dYHKLHA MOXeE Aa € OT 110132 (BXK. TouKka 4.2).

[leauaTpryuHa nonyAaLys

[L1a3MEHUAT NONY>KHBOT Ha e ypPOKCHM € 3HAYUTENTHO YAB/DKEH MPH HOBOPOJEHH B
3aBUCHMOCT OT reCTallHOHHATA BB3pacT. Bee nak, rnpu no-rojieMu KkbpMadeTta (Ha Bb3pacT >
3 ceAMMIIN) H NPYU LA, CEPYMHUAT NOMYKHBOT € 60 10 90 MuHyTH, ¥ € NOAOOEH Ha TO3M,
HabnloaaBaH NPy BL3PACTHHU.

bubpeuHo yBpexxaaHe

LleypokchM ce ekckpeTupa OCHOBHO upe3 6b0peuuTe. KakTo npu BcuukHn noaodHu
aHTHOMOTHUH, NPY NALMEHTH CLC 3HAMHTENHO HapylueHa 6b0peuHa QyHKUMA (T.€.
KpeaTHHHHOB KNHpbHC < 20 ml/MuHyTa) ce mpenopbyBa 03aTa Ha HEPYyPOKCUM Ja ce
HaManH, 3a 1a ¢ce KOMIIeHCHpa 3abaBeHaTa ekckpelnd (Bxk. Touka 4.2). llepypoxcum ce
eNMMHUHHPa €PEKTHBHO YpE3 XEMOAHANH3A WITH NEpPUTOHEalIHa Axanu3a.

I“‘

YepHoapoOHo yBpeknaHe

Toii kaTo uedypokcHM ce eTMMHHKMpa INTaBHO upe3 Oubpeuure, He ce ouaksa
yepHOAPOOHATA AUCPYHKIIMA Aa OKa3Ba ePeKT BbpXy GapMaKkOKMHETHUKATA Ha Ledy
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Bpbika (papMakoKMHeTHKA-(hapMaKoIHHAMHUKA

3a uedalOCNIOPUHHTE € YCTAHOBEHO, Y€ Hal-BaXKHHUAT PapMaKOKHHETHYEH/
(papMakoAMHAMUYEH UHAEKC, KOpenupaul ¢ €pHUKaCHOCTTa in vivo, € Ta3u 4acT OT JO30BHA
UHTepBan (%% T), Korato KOHUEHTPAUUATa HA CBOOOAHOTO BEIIECTBO OCTaBa HALL,
MUHUMAaTHaTa MHXUOUpalua koHueHTpaums (MIC) Ha uegypoKcHM 3a OTACTHHUTE TAPreTHU
Buaore (t.e. % T > MIC).

5.3 IlpeaknHHBYHH AAHHH 32 Oe30NMACHOCT

HexkNMHHUYHHTE JaHHU HE NOKA3BaT 0cOOEcH PUCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIMOHAITHHUTE
(hapMaKoJIOrH4HHU NPoyUuBaHKA 3a 6e30MacHOCT, IPOYYBAHHA 338 TOKCHUYHOCT NpH
MHOrOKpaTHO MPUaraHe, re HOTOKCHYHOCT, PENPOAYKTUBHA TOKCHUYHOCT U TOKCHYHOCT 32
pa3euTHeTO. He ca nposexxaaHu npoy4saHus 3a KapLIHHOTEHHOCT. Bupekk ToBa, HAMA
JaHHH, KOMTO A& NPEanoaraT KapLuHHOrME¢HEH NOTEHIIHA.

["faMa riyTaMua TpaHCNenTUAa3HaTa akTHBHOCT B ypUHATa Ha TTbXOBE ¢€ HHXHOHpa OT
pasiM4yHH 1edhanoCnOpHHH, HO BbIIPEeKH TOBA HUBOTO HA HHXHOUpaHe ¢ uehypOKCHM € ro-
HUCKO. ToBa MOXe 21a € OT 3HaYCHHE 33 NMOBJIUABAHE HA KIIHHUYHHUTE 1ab0paTOpHH TECTOBE
MpH XOpa.

6. ODAPMAILLEBTUYHHA JAHHHU

6.1 CnHcbK HA NOMOITHHUTE BEllECTBA

Hama

6.2 HecbBMeCTHMOCTH

Pa3sterop Ha HaTpueB OukapboHaAT MoXke [a JOoBeAE A0 NPOMAHA Ha LIBETA HA Pa3TBOPHTE,
opaan KOETo He Ce MpernopbYBa 3a pa3pexkaaHe Ha uedypokcuMm. Ako obaue e
HeoOX0AMMO NAaLUEHTHTE Ja MOoNy4YaBaT HaTpHueB OMKApOOHAT KATO BEHO3HA HH)Y3u4,
LedypoxcuM MOXke Aa Obae npunaraH NoCpeACTBOM OT/EC/IEH BEHO3EH ITBT.

PastBopbT Ha UedypokcHum He TpsAbBa Na ce cMecBa ¢ aMMHOIIMKO3HAH, NOPAAH Bb3MOXKHH
B3aUMOACHCTBHA.

6.3 Cpox narogHocr

HBOTBOEEHEI onaKoBka — 24 Meceua

Cnen otBapsaHe Ha ¢uakoHa: [IpoaykreT TpsbBa na Obae u3non3paH BeaHara. Uaxenprere
HEU3MON3BAHOTO KONMUYECTBO.

Cnen pa3TBapsaHe:

JlokazaHaTa XMMUUECKa U Pu3HYeCcKa CTAOWIHOCT Ha rOTOBHS Pa3TBOP € B PAMKHTE Ha 4
yaca npv temneparypa nox 25°C v 24 vaca npu 2°C - 8°C, Korato € NpUroTBeH IpH
KOHTPOJIMPAHH U BAIUIHPAHH aCENTHYHH YCIIOBHA.

Or MHKPOSHOHOFH‘-{HH ITICOAHA& TOYKA, NTIPHIOTRCHUAT pPa3sTEOP Tpﬂﬁﬂa Ha CC U3NOJI3Ba
BeAHara. AKoO He ¢e M3MoJI3Ba BC/Hara4, nCpHoOabT HA H3IOJI3BAHC H YCJIOBHATA HA
CBXPAHCHHKC TIPCaH yno'rpeﬁa Ca OTTOBOPHOCT Ha I'lUTp&ﬁHTE.TIH.

6.4 ChnenHa/JHH YCJTOBHS HA ChXPAHEHHE
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HeoTeopena onakoBka: [la He ce ¢cbxpaHsea Haf 25°C. Jla ce cuXpaHsABa B OpHIrHHaIHATA
OnakoBKa, 3a [a c€ NMpeanasy OT CBETANHA.

3a YCINOBHATA HA CbXPAHCHHE CACH pa3TBAPAHC HA JICKAPCTBCHHA MNPOAYKT, BHXKTC TOUKA
6.3.

6.5 BHAH CLALPXKAHHE HA ONAKOBKATA

750 mg npax 3a HHXKEeKIROHEH PA3TBOP
1 500 mg npax 3a HHKEKUNOHEH pPA3TBOP

3a 750 mg:
15 ml 6e3useTHM cThiUieHH pnakonn Tun II, 3arBoperu ¢ 6pomobyTHIIOBa r'yMeHa
3alyLIATIKa 4 3aMne4araHyd ¢ aTyMUHHEBa Karauka.

KaptoHeHu KyTH OT | ¢nakoH x 15 ml
Kapronenu xytuu oT 10 dnakona x 15 ml

3a 1 500 mg:
20 ml 6e3uBeTHy creivienu quiakonu Tun I, 3aTBopenn ¢ 6poMobyTHIOBa I'ymMeHa
3anyuIanKka U 3arne4yarTaHd ¢ AlyMUHHEBA Kanayka.

KaproHeHH KyTuH or 1 ¢pnakoH x 20 ml
Kapronenu kytuu ot 10 dmakona x 20 ml

He BcH4YKH BUOOBE ONAKOBKM Morar Aa ObaaT mycHaTH Ha nasapa.
6.6 Chnenuaanu npeanazvu MEPKH NpH H3IXBLPJISHe H padoTa

3a MHTPaMYCKYJIHO NTPUIOKEHHE:

CoeappxaHueTo Ha uakoHute ot 750 mg m 1,5 g uedypokcum ce paspexaa ¢ 3 ml, »
CbOTBETHO 6 mi CTepHIIHa BOJa 3a HIDKEKLIMH, Cllefl KOeTo (pnakoHUTE ce pasknaluar n06pe,
I0 MOJyYaBaHE HA HENIpO3pavHa MaToBa cycrieH3us. UarpaMycKkynHata HHKeKLuS ce
npwiara Je100K0 HHTPaAMYCKYNHO Cef NpeiBapuTe/IHA acupanys 3a n30sarpaHe Ha
NMPOHKUKBaHE B Cbl. CyCMEH3HsITa MOXKE 1a Ce CbXPaHABa B XJIAAWIHHK A0 24 yaca npu
Temneparypa ot 2°C po 8°C, Bbnpeky, 4ye ce NpenopbyBa ynorpedara Ha NpACHO
NPUrOTBEHH CYCNEH3NM.

34 BEHO3HO NPUJI0KEHHE!

CopabpxkaHueTo Ha (uiakoHa cbe 750 mg nedypokcHM ce pa3Teapa ¢ Ha-mManko 6 mi
CTEpHIIHA BOJIA 33 HHDKEKLIMH U Ce pa3Kialla 40 nory4yaBaHe Ha OMCTBLp pa3Teop.
CrabpikaHuero Ha ¢aakoHa ¢ | 500 mg uedypokcHuM ce pasteapsa ¢ Hali-manko 15 ml
CTEepHIIHA BOJa 3a HHKEeKUHH. MHTpaBeHO3HaTa MHxXeKuua ¢e npunara 6asHo (o1 3 g0 5
MWUHYTH) HJIH CbC CHCTEMA, C KOATO Ha NalMeHTa Ce NpUarar ¥ Apyry npodyKTH.

Pa3TBOpBT MOXKE 114 C€ ChbXpaHABA B XJIAAUNHHK 10 24 yaca rnpu Temnepatypa ot 2°C ngo
8°C, BBNpEKH, Y€ Ce npenopbUBa ynorpedara Ha NPSCHO MPUTOTBEHH PA3TBOPH.

CBbBMECTHUMOCT

LledbypokcHM € CbBMECTUM C BOJAHHM Pa3TBOPH, ChAbpKALLM 10 1% NUAOKAHH.
LledypoKkcHUM € ChBMECTHM C MOBEUYETO PAa3TBOPU 32 UHTpaBeHo3HA WH(yaus. Toii 3a
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CBOAT4 AKTUBHOCT 3a 24 yaca npu cTaiHa TeMneparypa B CNIEQHHTE pa3TBOPH:
HaTpueB xnopua 0,9 % T1./00. HHKEKLHOHEH pa3TBOp

AEKCTPO3a 5 Y% HHKEKLIHOHEH Pa3TBOP

Hatpues xtopua 0,18 % 1./06. nmoc 4 % aekcTpo3a HHKEKLHOHER pa3TBOpP
aexctposa 5 % u Harpues xnopua 0,9 % HHXKEKLUMOHEH pa3TBOP
nexkcTpo3a 5 % u Hatpues xnopua 0,45 % HHKeKLMOHEH Pa3TBOP
aekcTpoza 5 % u Harpues xyopua 0,225 % HHXKEKIMOHEH pa3TBop
nexkcrposa 10 % UHKEeKUHOHEH pasTBoOp

WHBEpTHA 3axap 10 % b8 BOAA 32 HHIXKEKLHH,

Ringer HH>XKEKLUHOHEH pa3TBOp

Ringer nakraTeH MHXKEKLIMOHEH pa3TBOP

M/6 HaTpHUEB NAaKTAT UHXKEKLIHMOHEH Pa3TBOp

CMeceH HHXKEKLHOHEH pa3TBOP Ha HAaTpUeEB JiakTar (pa3Teop Ha Hartmann).
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CrabunHocTra Ha uedypokcum Hatpuii B 0,9 % 1./06. HaTpHeEB XA0PHA 32 HHXKEKTHPAHE U B
5 % nmekcTpo3a 3a HHXXEKTHPAHE HE C€ NOBAUABA OT MPUCHCTBUETO Ha XHAPOKOPTH3OH
HaTpueB dochar. YCTaHOBEHO €, e 3a 24 yaca npH CTaiHa TeMnepaTypa uedypokcHM
HATPHH € CEBMECTHM B CIIEAHHUTE PasTBOPH 33 HHTPABEHO3HA HHPY3HA:

Xenapud (10 » 50 eaunnun/ml) B 0,9 % HaTpues xnopua 3a HHXKEKTHPaHE;

Kanues xnopun (10 u 40 mEqL) B 0,9 % HaTpHeB xJ1opHA 3a HHAKEKTHPAHE.

Hewsnon3sraHuar JICEKAPCTBCH MNPOAYKT HJIH OTTIIAABRHHUTC MATCPHAJIH OT HETO TpﬂﬁBa Aad ce
H3IXBBPAAT B CBOTBCTCTBUE C MECTHUTE U3HCKBAHHA,

7. ITPUTEXATE/JI HA PASPEIIEHHETO 3A YIIOTPEBA
TEHAMHAKIA IOPBII EOOJ

yn. ,,Llauko LlepxoBcku®™ Ne 80, rp. Codusa 1421

bvarapus

Tes.: +359 2 9631328

8. HOMEP (A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Ledypokcum Tenamua 750 mg npax 3a HH)KeKLIKOHEH pasTeop - 20180013
[Hedypokcum Tenamua 1 S00 mg npax 3a HHXkeKLHOHEH pa3TBop - 20180014

9. JATA HA ITBPBO PAZPEIIABAHE/IIOJHOBABAHE HA
PAZPEHIEHHETO 3A YIIOTPEDBA

Hara Ha nbpBO paspeluaBade: 05 anyapu 2018 r.
Jlarta Ha nocneaHo noaHoBsABaHe: 16 aekemepu 2022 r.

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

Mapt 2025
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