KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

MINLAHUTERHA ATEHUNS N0 JIEXAPOTRATA |

1. IME HA JJEKAPCTBEHHS ITIPOTYKT Koamica sapanmepucina wa mpogyems Trmmawanis 7
}‘? . L}" . /__'-, /
KoM Pez. M ........én MM 7 =
AKceTHH 1,5 g npax 3a MHXXEKLHMOHEH Pa3TBOp o , - ——
Axetine 1.5 g powder for solution for injection IpeleHue N 77/ 27 -87- 083
2. KAYECTBEH U KOJIMYECTBEH CHCTAB Ogobpere Ne .........eeeeeeee /o

Bcexu dnakoH cbabpka uedypokcHMm narpmii (cefuroxime sodium), €KBHBaJIEHTHO Ha 1,5 g
uedypokcuM (cefuroxime).

3a MBbJAHHS CIIHCHK HA MOMOLIHMTE BeLEeCTBa, BX. TO4YKa 6.1.
3. JEKAPCTBEHA ®OPMA

bsin 1o mouTy 61 WK JIEKO XXBATEHHKAB CTCPWICH IMpax 3d MHXEKIIUOHEH pa3TBop.

4. KIMHHYHH JAHHH
4.1 TepaneBTHIHA KOKAZAHHSA

AkcernH 750 mg e nokasaH 3a JeUeHHE Ha H3OpOSHHTE MO-A0NY HHGEKIHMH NPH BBH3PACTHU H
Aella, BKIKYHTENHO HOROPOACHH (OT paxkaaHeTo) (BxK. TOUKH 4.4 U 5.1):

¢ [HEBMOHMA, NpUa0OHTa B 0DIIECTBOTO;

® OCTpPH ek3auepbalMH Ha XpOHUUEH OPOHXMT; YCIOKHEHH HHQPEKIIHH HA NMUKOYHKTE ITBTHINA,
BKJIFOYHTENHO NHenoHepHT;

* UHQEKIMH HA MEKHTE TEKAHH: LEeNYJIMT, €PU3NNE] H paHeBH HHOEKLIMH,

e wuHTpaabaoMHHANHU HH$peknuH (BX. TouKa 4.4); KocmHo-cmasHU uH@exyuy. CeNnTHYEH
APTPMT U OCTEOMMEJIUT;

* npodHIaKTHKA Cpelly HMHpEeKIiHH nNpd TracTPOMHTECTHHAIHA  (BKJIKOUMMTENIHO Ha
XpaHoIpoBOAAa), OPTONEAUUHA, CHPACYHO-CHAOBA KM THHEKOJIOTHMHA XUPYPrudHa ornepauHs
(BIJIIOUMTENTHO LIE3aPOBO CEYEHHE).

3a neyeHHe W NMpOQUIAKTHKA HA MH(MCKLMH, NPH KOUTO HMa rojisiMa BEpPOATHOCT 34 HATHYHME Ha
anaepobn, uedypoxkcum TpaGea ga ce npwiara ¢ JIOMBIHATEIHY MOAXOAALIH aHTHOAKTEpHANHH

CpEACTRA.

Tpabea na ce Biemar npeasHa OQHIMATHHTE PHKOBOACTBA 3a NpaBHNHaTa ynoTrpeda Ha
aHTHOAKTEpHATHH CPe/ICTBA.

4.2 103MpoBKa H HAYMHA HA NPHAOCKEHHE

Lo3uposka

Tabauya 1. Bvapacmuu u deya >40 kg

llokazanue Hoza
IuerMoHUA, npuaocbuTa B 00LIECTRBOTO, H OCTPH | 750 mg Ha BcexkH 8 yaca
eKsanepbauny Ha XpOHHYEH OPOHXHT (MHTPaBEHO3HO HJIH HHTPAMYCKY/IHO)

Hudexkuu Ha MeKMTE TbKaHW:  LEJYJIHT,
CPHU3HIEN H PAHEBH MHOEKLIHH

HurpaabnoMuBATHE HHPEKLHH

YcnoxkHeHH UHbeKH HA NWKOYHWTE IThTHIIA,




Hoxazanue

Hosza

BKINIOYHTENHO NHENOHEPPHT

(MHTPaBEHO3HO WIH HHTPAMYCKYJIHO)

Texxu uHpeKIHH

750 mg Ha BCeKH 6 yaca (HHTPaBEHO3IHO)
1,5 g Ha BcexH 8 yaca (MHTPaBEHO3HO)

Xupypruida npodHIaKTHKa TIpH
raCTPOUHTECTHHAIHM, r'HHEKOJIOTUYHH
( BKJIFOYHTENHO L€3apOBO CeYEHHE) H

OPTONEAHYHH ONepaliH

1,5 g npu BBBEkAaHE B aHecTe3Ha. Moxe na ce
NpMUIOXKAT ABe JONBAHHTENHH A03d oT 750 mg

(MHTpaMyCKYJIHO) ciel 8 U 16 vaca.

XupypruuHa npoQHIakTHKa MpH ChPACUHO-
CBAOBH H e30(areantu onepanuu

owe 24 vaca.

1,5 g npy BBBEXKAAHE B @HECTE3HA, MOCNEABAHO
ot 750 mg (MHTpaMYyCKYJIHO) Ha BCEKH 8 4Yaca 3a

Tabauya 2. [leya <40kg

Kvpmavema u manku deya >3
ceomuyu u oeya <40 kg

Kvpmauema (om pasxcoarnemo
0o gv3pacm 3 ceomMuyu)

[leeeMOHMA, npuaobura B
00LEeCTBOTO

YcenowHeHn  uHbekuMu  Ha
MUKOYHHTE MbTHLIA,

BKJIFOYHMTENIHO ITHENOHEGpHT

HMH(peKIMH Ha MEKHTE ThKAHH:
LSJIYJIMT, €pH3HNEN W paHEBH
HH(pEKIUY

HMuTpaabaoMunanuu
HHPEKIHH

30 po 100 mg/kg/aHeBHO
(MHTPABCHO3HO),  pAa3AcneHH
Ha 3 WM 4 nos3y;, poza or 60
mg/kg/nHeBHO € noAxoasiua
32 NOBEUYETO HHpEeKIH

30 no 100 mg/kg/nHeBHO
(MHTpaBEHO3HO),  pa3je/ieHH
Ha 2 WM 3 J03W (BK. TOUKA
5.2)

bvbpeuno yepexcoane

LedhypoKcHM ce ekcKpeTHpa riaBHO Mpes Onhbpenure. CneaoBaTenHo, KaKTo 3a BCHYKH MOAOOHH
aHTHOMOTHLH, MpH NAUMEHTH CbC 3HAMHMTENHO HapywleHa OnOpeuHa QyHKUMA ce€ npenopbuba
103aTa HA AKCETHH J12 C€ HAMaJIH, 3a Ja c€ KOMIIEHCHPa 3a0aBeHaTa €KCKPELHA.

Tabauya 3. llpenopvyumennu 0o3u Axcemun npu 6vopeuno yspescoane

Kpeamununoe xaupwvrc T1/2 (vacose) Hoza mg

>20 ml/min/1,73 m? 1,7-2,6 He e HeOOXOAUMO
OOHMKARAHE HA CTajaprHaTa
noza (750 mg no 1,5 g tpwu
IBTH JHERHO).

10-20 mi/min/1,73 m? 4,3-6,5 750 mg ABa ITETH JIHEBHO

<10 ml/min/1,73 m? 14,8-22,3 750 mg BeHBXK AHEBHO

[TaneHTH Ha XeMoAMaIH3a 3,75 HNonbjaHuTenHa po3a or 750

mg TpaOBa na ce NpUIOKH
HHTPABEHO3HO 20501
HHTPAMYCKYJIHO B Kpad Ha
BCAKA JHANIH3a; B JONBAHEHHE

KEM NapeHTEPATHOTO
MPHUIOKEHHUE, e ypoKcUM
HATpHII MOXKE 1a ce npHbaBu
KbM pa3TBOpa 3a
MCPUTOHEATHA OHANN3a
(obnuaiino 250 mgp
JTUTPAa JARANTH3E,

[TauueHTH C 616peyna | 7,9-12,6 (CAVH) 750 mg nBa

HEAOCTATBYHOCT Ha | 1,6 (HF) HHCKOCKOPOYT




Kpeamununog KiupbuHe T'1/2 {(vacoge) Hoza mg

NPOABLJDKUTEIHA XEMOJTHATH3A xemopunTpanug, Aa  Ce
(CAVH) WITH Apuiara NO3HPOBKATA,
BHUCOKOCKOPOCTHA [penopbyaHa NPUA HapylUieHa
xeMopunrpauma  (HF) B ObpOpeyHa GyHKLHA.
peannMaliis

Yeprodpobno yepecoane

LlegypokcuM ce ekckpeTHpa riaBHO upe3 OnOpeumre. He ce ouakBKa HaAIHYHETO HA HapylueHa
YepHOAPOOHA PyHKUHMA Na OKake edekT BbpXy PapMaKOKWHETHKATA HA UEPYPOKCHM.

HauuH Ha nipuioxkeHHe
AxceTuH TpaOBa a ce NpHAara upe3 WHTPaBEHO3HA MHXKEKUHMA 34 MepHol OT 3 10 5 MHHYTH

JAMPEKTHO BB BeHA WM Mpe3 HHTPaBeHO3HO KANKOBO BIMBaHe, WU upe3 MHpyuHsa oT 30 xo 60
MUHYTH, WM Ype3 AbI00Ka UHTPaMYCKYJ/IHA HHXKEKLIHA.

HHTpaMyCcKyIHUTE HHXKEKLUY TpAOBa Aa C€ HHKEKTHPAT ABJI0OKO B OTHOCHTETHO TOJIAM MYCKYJI
W He TpaOBa Ja ce MHXXEKTHpaT mosede oT 750 mg Ha eHO MsicTo. 3a 4031 Haa 1,5 g Tpabsa pa ce
M3I0/13BA MHTPABEHO3HO NPHIOKeHHe. 3a YKa3aHHA OTHOCHO pa3peKIaHETO HAa JICKapCTBCHHA
MPOAYKT MpeAH NPHIOKEHHE, BUKTE To4Ka 6.6.

4.3 IlpoTHBONOKAZAHUSA

CBpPBXUYBCTBUTETHOCT aKTHBHOTO BEIICCTEO MM KhM HSKO€ OT NOMOLIHHTE BEUIECTBA, H30poeHH
B TOUKa 6.1.

[TanueHTH ¢ H3BECTHA CBPLXYYBCTBUTEHOCT KBM LeDATOCTIOPHHOBH WK KBM 1iedanocnopriHoBH
AHTHOHOTHULIM.

AHaMHe3a 3a TexKa peaKUHsd Ha CBPBXUYBCTBUTEIHOCT (Hamp. aHahHNakTHYHA PEaklMA) KbM
Apyr Thn Oera-nakTaMHH aHTHOAKTEPHANHH CpelacTBa (NMEHHUWIMHM, MOHODakTaMM W
kapbaneHeMH).

4.4 CnennaJIAH NPeAYNPEXRTeHHA H NPEANAZTHA MePKH 32 ynoTpeda

Peaklimy Ha CBPBXYYBCTBHTEIHOCT
IlonobHo Ha BCHukM OeTa-TakTaMHM aHTHOAKTEpHAIHHM CpelcTBa MMa ChOOIIEHHA 32 TEXKKH U

NOHAKOTa ($aramin peakuMH Ha CBPBLXYYBCTBHTE/JHOCT. ViMa cbhoDlIeHMA 3a peakuMH Ha
CBPBXYYBCTBHTEIIHOCT C MNpOrpecHs A0 CHHApoM Ha Kounis (OCTBp ajeprudceH cnasbMm Ha
KOpOHapHa apTepus, KOWTO MOKe J1a JoBede 10 HHGapKT Ha MHOKapAa, BxX. Touka 4.8). B cinyuai
HA Pa3sBUTHE HA TEKKA PCAKLMA HA CBPbXYYBCTBHMTEIHOCT, JIEUEHHETO ¢ LedypoKCHM TpsOBa Ja
ce MPEeYCTAHOBH He3a0aBHO H 1A ¢ NPeANPHEMAT NMOAXOAAIIHN MEPKH 3a CIICLIHO JIEYCHHE,

1lpean 3anouBaHe Ha nmeyeHue TpaOBa Aa C€ YCTAHOBM JAIM MAlIMEHTHT HMa aHaMHe3a 3a TEXKKH
peakLiMH Ha CBPbXYYBCTBUTENHOCT KbM LeQYPOKCHM, KbM APYTH Le(aloCNOPUHH WIH KbM APYIH
Turnose Oera-nakramMHu cpenactea. Lledypokcum TpsaOBa pa ce mpuiara ¢ MNOBULICHO BHHMaHHe
MpH MALKMEHTH C aHAMHE3A 33 HETEKKM PeaKkliH Ha CBPBLXUYYBCTBHTEJIHOCT KbM [pYrH Oera-
NIAKTAMHHU CpeNCTBA.

Texkn xoxkHH He}cenlaHu peakiinu {severe cutaneous adverse reactions — SCAR

BBbB Bpb3ka ¢ JedYeHHE C LEPYypPOKCHMM Cca CbOOLIEHH TEKKWH KOXHH HEXENaHH PEaKUHH,
BKJIIOYBAIIH: CUHApOM Ha Stevens-Johnson (Stevens-Johnson syndrome — SJS), TokcHuHa
enuuepmanda Hekponusa (toxic epidermal necrolysis — TEN) M jaexapcTBeHa peakums ¢

DRESS), koMTO MOXE a ca )KHBOTO3acTPALIABAINH HIH ¢ JIETaJleH U3Xo (BXK. T
Ilpy npeanucsaneTo naumeHTuTe TpAGRA Aa ObaaT HHGOPMHPAHU 34 NPH3H
1 fa 6baaT Habo1aRaHY ¢ IOBULIEHO BHUMAHHE 3a KOXKHH peaklMH. AKO ce
CHMIITOMH, FIOKA3aTEJIHK 3a TaKaBa peaklMs, NPUIMKEHHETO HA UeYPOKCH




Ja ce MPeyCTaHOBY U Ja ce OOMHUCIH aNTepHATHBHO JieueHHe, AKO NAlIHEHTLT € Pa3BHIl CEPHO3HA
peakuua, kato HanpuMmep SJS, TEN wau DRESS npu ynortpebata Ha uedypokcuM, He Tpsibpa
HHKOra OTHOBO [ia C¢ 3ano4Ba JCHCHHE ¢ LUehyPOKCHM HA TO3H MaLHEHT.

ENHOBpEMEHHO JICUeHHE ¢ MOLHU AMYPETULIHY WIH aMUHOITHKO3HAH

BucokH A03H LehanocrnopHHOBY aHTHOMOTHIM TpSOBa &a ce npuwiarar ¢ MOBHMLICHO BHHMaHHE
NPH NALMEHTH, KOUTO MO CHUIOTO BPEME CE JIEKYBAT ¢ MOIIHH JUYPETHLH KaTo (pypo3eMua WM
aMAHOTAHKO3MIN. [IpH Te3n KOMOMHaLMH e CHOOINABAHO 33 yBpeXkKIaHe Ha OnOpeYHaTa QYHKIHA.
[lpy mauMeHTH B CcTap4ecKa Bb3pacT W NPH NAHEHTH C MPeaXo)kaaumo ObOpeuHO yBpeKAaHe
TpsiOBa Aa ce NpocneasBa ChCTOAHHETO Ha ObOpeunara ¢ynxuns (Bx. Touka 4.2).

CBpPBXpACTEXkK HA HEUYBCTBUTEIHH MUKPOOPraHU3MH
Ynorpebara Ha uedypokcum Moxke aa Aoeeze N0 cBpbXxpactex Ha Candida. IIpoABIKHTENHOTO

NDPHIOKCHHAC MOXKE CbLIO [a AOBEAE 10 CBPbXpacTeK Ha JpYrH HeYYBCTBHUTEIIHH
MHKPOOPraHu3Mu (Hanp. enrepokoku Ha Clostridium difficile), xoeTo MOXe a HaN0XKH CITHPAHE
Ha NeYeHueTo (Bx. Touxa 4.8).

[IceBaoMeMOpaHO3eH KONUAT, CBBP3aH C NIPHEM Ha aHTHOAKTepHaiHH CPelCTBa, € ChoOUIaBaH NpH
yrnorpeba Ha UedYpPOKCHM, KaTO MO TEKECT MOXKe Ja BapHpa OT JIeK A0 XXHBOTO3aCTpallaBalll.
Tazu nuarnosza Tpabea nma ce UMa mpeapuj NpH NALKACHTH ¢ AMAPHA IO BpeMe Ha WIH Cliel
NPUJIOKEHUETO Ha LedypokcHM (Bx. Touka 4.8). B Te3u cioyuan Tp2OBa na ce oOGMUCIH cniMpaHe
Ha JIEYCHHETO C e ypOKCHM M PHNoKeHHe Ha cneuuduuna tepanus 3a Clostridium difficile. He
TpaOBa J1a Ce Npuarat N1eKapcTBEHH NPOYKTH, KOUTO HHXHOMpAT NEPUCTAITHKATA.

HWHuTpaabnoMuHanIHH HHPEKIHH

[Topaau cnekTbpa CM Ha AKTHBHOCT, LeQYPOKCHM HE € MOAXOMALL 32 NEUeHHe Ha HH(EKLHH,
pHYHHEHH OT ["pam-oTpulaTenHu HedgepmeHTHpaLIU DakTepud (BXK. TOYKA 5.1).

IHoBnHABaHE HA PE3YINTATHTE OT JHATHOCTHYHH TECTOBE

PaseuTHeTO Ha nonoxuTeneH TecT Ha Coomb’s, CBBP3aHO ¢ NpUIIOKEHHE Ha 11eyPOKCHM, MOXKE
Jla NOBANMAE HA KpBCTOCaHaTa Npoba 3a CHLBMECTUMOCT JIPH KpbBOMIpenHBaHe (Bxk. Touka 4.8).

Morat sa ce HabnroJaBaT HE3HAYMTENIHH OTKIOHEHHA NpU MEN-PENYKIMOHHHTE TecTOBE (Ha
Benedict's, Fehling's, Clinitest). Topa obaue He BoaM no (QaNUMBO NOMOXUTEIHH PE3YIATATH,
KaKTO MOXKE 14 Ce€ NOAYYH C HAKOU APYTH LedanoCnopUHA.

Ts# kaTo npu npoeexxnaHe Ha gepHLMAHWIEH TECT MOraT Jia ¢ Mojy4aT (halluBo OTPHUATEIHH
Pe3VJITATH, 3a U3CJCABaHe HA HMBATa HA IIIOKO3a B KPBRTA/ [U1a3MAaTa MPH NAUHEHTH, MPHEMAIIX
uedypOKCHM HATPHii, ¢€ NpPenopbuBa MNPWIOKEHHETO WIH HAa [JIIOKO300KCHAA3HHA, WIH Ha
XEKCOKHHA3HMA METON.

HMHTpakaMepanHo NPUIOKEHUE U OUHHW HAPYLICHMS

AxkceTHH He € GopMyJIHpaH 3a HHTPakaMepaJiHO NpuIckKeHHe. JIOKIaABaHA ¢a OTAEIHH ClyUYau H
TPYNH OT CEPHO3HH OYHH HEXEaHH PeakUuMH clej HeoJoOpeHa MHTpakamepayiHa ynorpeba Ha
ueypoKCUM HaTpuH, NPHroTeBeH OT (IAKOHH, ORO0OPEHH 33 WHTPABEHO3HO/ MHTPAMYCKY.JIHO
npunoxeHve. Tesn peakuMH BKIAIOYBAT OTOK Ha MakKyJjlaTa, OTOK Ha perHHaTa, OTJEMBaHe Ha
peTHHAaTa, TOKCHYHOCT 3a PETHUHATA, 3PHTEIHO YBPEKIAHE, HAMaNCHA 3pUTENHA OCTPOTA,
3aMBIIIEHO 3pEHHE, HEMPO3PAYHOCT Ha POrOBHLIIATA U OTOK HAa POTOBHLIATA.

Baxxna uHdopmMauya 3a RaTpHI
To3u nekapcTBen nponykT ceawpxa 81,45 mg Harpuii Ha duakoH, eKBUBAJI
npenopbyBaHus o1 C30 MakcHMaleH OHEBeH MPHEM Ha HATPUA B pasMe
BB3PACTHH.




4.5 BaaumoaeiicTBHE ¢ APYIH JI€KAPCTBEAK NPOAYKTH H APYry (popMHE Ha B3aHMOACHCTBRE

LedypokciHM Moxke Ja OKaXe BIIMSHHE BbPXY YpeBHaTa (uiopa, KOETO Ja JOBEAE JO TIOHHMXKEHA
pecabcopbiMs Ha €CTPOreH MW HaMaldeHa e(QHKaCHOCT Ha KOMOHHHMPAHHTE TN€popaiHH
KOHTPALETITHBH.

[ledypoxcum ce ekckperupa upes rinoMepynHa ¢untpauus u TyOynHa cekpeims. He ce
Npenopbr4Ba €JHOBPEMEHHO IIPWIOXKEeHUe ¢ npodeHeudn. EnHOBpeMEHHOTO TMPHIOKECHHUE C
NpoOeHeMl YAB/DKABa EKCKpPELMsSTa Ha aHTHOHOTHKA M BOAM A0 TOBHIIEHA MaKCHMallHa
TUIa3MeHa KOHUEHTPALIKS.

[loTeHUHaNnHO HEDPOTOKCHYHY NeKApCTBA H OPUMKOBU AMYPETHLIH

Jleuennero ¢ BHCOKH A030 Hedanocnopyuy TpaOBa Aa ce NPOBeXAa ¢ NOBHUICHO BHHMaHHE NMpH
MaUMEHTH, KOHTO IpPHEMAT MOIOHH JAMypeTHlUH (Kato Qypo3eMHA) HWIH [NOTCHUHMAIHO
He(PPOTOKCHYHHW MPOAYKTH (KaTO aMHHOTIIMKO3HAHH aHTHOMOTHILIH), Thil KATO NPH H3MOJI3BAHETO
Ha TaKMBa KOMOHHAIIHH HE MOXE J1a ¢€ H3KIKOYH HapyluaBpaHe Ha ObpOpeuHara (PyHKIMA.

Jpvyru B3aMMoaeiicTRHS

OrnpenensHe Ha HYBATA HA MNIOKO3a B KPbBTA/ M1a3Mara: MOJlsi, BIOKTe To4Ka 4.4,
ENHOBPEMEHHOTO IIPHIIOKEHHE ¢ MEePOPATIHA aHTHKOAryJ1aHTH MOXKE J1a JO0BeAe A0 MOBHINABaHE
HA MeXKAyHapOoAHOTO HopManH3HpaHo cpoTHoLUeHHEe (INR).

4.6 PepTHANTET, OPEMEHHOCT H KEPMeEHEe

bpeMenHocT
HMma orpaHWdeHO KONHYECTBO OaHHH OT ynoTpebata Ha LePYpPOKCHM TNpH OpPEMEHHM KEHH.

[IpoyuBanusATa IpH XKHBOTHH HE MOKA3BaT PeNPOAYKTHBHA TOKCHUHOCT (BK. TOUKA 5.3). AKCETHH
TpsaOBa 1a ce npeanucea Ha HpeMeHHH JKEHH, CaMO aKo MoN3aTa MPeBHINABa PHCKA.

YcTaHOBeHO ¢, 4e 1epypOKCUM MpeMHHaBa Npe3 ITUTaleHTaTa M AOCTUra TepaneBTHYHH HWBA B
aMHHOTHYHATA TEYHOCT H KPBB OT MbIHATA BPBEB CJI€] HUHTPAMYCKYJIHO HJIH HMHTPABEHO3HO
NPHIIOKEHHE NPH MAHKaTa.

KnpMeHe

Lledypokcum ce exckpeTHpa B KbpMaTa B MaJIKM KoaudecTBa. He ce ouaksaT HeXKeJIaHH peakiuH
NMPH TepaneBTUYHU JO34, BBIPEKH HE HE MOKE Ja C€ M3KAKUM PHCK OT MOfABA HA JHApHUd M
pa3BuTHE Ha r'eOWYHAa HMHOEKUMs Ha jgurapvuuTte. TpabBa na ce B3eMe pellieHHE Jany Ja ce
NPEeYyCTAHOBH KBPMEHETO MM Jla ¢€ CIpe TepanMaTra ¢ uedypoKCHM, KaTro €€ B3eMar noj
BHHMAHHKE MON3aTa OT KbPMEHETO 3a JIETETO H I0J13aTa OT TEpanuaTa 3a MalKkara.

DepTUarTeT
Hama papen 3a edexktnre Ha uedypoOKCUM HATpUMA BbpXy GEpTHIMTETA NpPH  XOopa.
PenpoaykTHBRHTE NpOyUYBaHHA NpH KHBOTHH He ca NMOKa3anu edeKTH BbpXy pepTUnHreTa.

4.7 E¢exTH BLpPXY ciocobHOCTTA 32 mopupaHe # pabora ¢ MAIIHHH

He ca npoBexxaaHy npoyusasus 3a epekTHTE HAa He@YPOKCHM BBEPXY CMOCOOHOCTTA 3a odupaHe
1 pabora ¢ MamIMHHM. Bb3 OCHOBA HAa M3BECTHUTE HEXKEIAHH peakLyH, obade, € MAIKO BEPOATHO
HedQypOKCHM 1a MOBNMABA CHOCOOHOCTTA 3a odupaHe U paboTa ¢ MallHHH.

4.8 Hesxe1aHH JIEeKAPCTBEHN peaKIHH

Haji-yecTute HexkenaHM peakUMH ca HEYTpPONEeHHs, €03HHO(UIHS, Mpexol
YepHOAPOOHNTE €H3WMH MJIH OunupybuHa, ocoDEHO npH MNALHEHTH




yepHoApoOHO 3abonaBaHe, HO HAMA IaHHH 3a& YBpEKIaHe Ha YEpHHA JIpod, H PEaKLIMM Ha MACTOTO
Ha MPHIOKEHHE.

KateroprsspaHeTo 110 4eCTOTa Ha HEXKENAHHTE JIEKAPCTBEHH PEaKLHH M0-R0JTy € NPHONH3HTEIHO,
TBH KaToO 3a MOBEYETO PeakliMi HE ¢a HAIMYHH NOAXOAALH JaHHH 33 U3YHCIABEHE HA YCCTOTATA.
B nonbnHeHHe, 4ecTOTATA HA HEXKEJIAHWTE JICKAPCTBEHH PpeaklUH, CBbP3aHHM C LEQYPOKCHM
HaTPHH, MOXKE 14 BapHpa B 3aBUCHMOCT OT MHAUKALMATA.

JaHHH OT KJIMHWYHH NPOYYBAHHA Ca H3MOI3BAHU 3a OMPEAEISHE Ha YECTOTaTa Ha HEXKEJIAHWTE
JIEKAPCTBEHHU pEeaKIMK B KaTErOpPHHUTE OT MHOIO YECTH A0 pEAKM. HecToTraTra Ha BCHYKH APYrd
HEKEIAHU NIEKapCTRCHHM peakuuH (T.e. Te3H ¢ yecrora <1/10 000) e ycraHOBeHa rilaBHO BbL3
OCHOBA Ha TMOCTMAPKETHHTOBM JAaHHM M Y€CTOTATA MM 3aBMCH OT 4YeCcTOTaTa Ha CbODINaBaHe Ha
HEXENAHW PEeAKLMH, & HE OT peaHaTa YeCToTa.

CBBpP3aHUTE C JICUEHHETO HEXEIAHM NEKAPCTBEHU PEaklMM, BCHUKH CTEMEHH, ¢a U30pOEHH Mo-
nony, cerinacHo MedDRA, no cucTeMo-OpraHeH Kiac, 4ecToTa M CTeneH Ha TexecT. Manonzeana
€ ClleHaTa KiacupUKalMua HA YeCTOTATA Ha HEeXEJJAHWTe JNEeKApCTBeHH pPeakilMH: MHOIO YeCTH
(=1/10), wectn (>1/100 no <1/10), newectn (=1/1 000 go <1/100), peakn (=1/10 000 ao <1/1 000),
mHoro peaxu (<1/10 000) U ¢ HeH3sBecTHa uyecToTa (OT HAMWUHWTE JAHHM He MOXe ja Obae
HAMpPaBEeHa OLICHKA).

Cucmema opean knac | Yecmu Heuecmu C HeuzsecmHa
yecmoma
HNadexkuyn H CBPBXPACTEX Ha
uHpecTalun Candida, cBpbXpacTex
Ha Clostridium
difficile
HapyiieHus Ha | HEYTpOneHus, NeBKOTIEHHA, TPOMOOLIUTONICHHA,
KpbBTa W JuMmdbHaTa | eo3nHODWIMS, MOJOXMTEJIEH TECT Ha | XeMOJIUTUYHA aHEMH
CHUCTEMA NOHHXKeHa Coomb’s
KOHLIEHTpaLus Ha
XEMOTIJ1I00UMH
Hapyienus Ha JIEKAPCTBEHA  TPECKa,
UMYHHATa CHCTEMA HHTEpPCTHLUHAJIEH
HedpuT, aHauIaKCHs,
KOXXEH BAaCKYJIMT
ChpreyHd HapyLIeHHs CunapoM Ha Kounis
CToMallHO-4YpeBHH CTOMALIHO-4PEBHH nceBaoMeMOpaHoO3eH
HapyiUCHHA CMYLUEHHS KOJIHT (BK. Touka 4.4)
XenaroOUNHapHH NIPEXOHO NPEXOIHO
HapyUICHHS TIOBHILIABAHE Ha | MOBHLIABAaHE Ha
HMBATa Ha | Gunupybuna
yepHoApoOHHUTE
CH3HMHU
Hapyumienns Ha KOXKEH o6puB, | epHTeMa MynTH(HOPME,
KO>KaTa U NOAKOXKHATA ypTHKapus, cppbex | TOKCHUHA
TBKaH eruIepMaiia
Hekponusza H CHHAPOM
Hapymenus Ha




Cucmema opean knac | HYecmu Hevecmu C HEU36ECHA

yecmomd
OB0OpeLMTE H CepYMHHsA KpeaTHHUH,
NUKOYHHTE IHTHIIA [OBHILABAHE Ha

ypeHHUA a30T B KPbLBTA
M [OHWKAaBaHE Ha

KPEaTHHHHOBUSA
KJIUPBHC
O0lM HapylwieHWs 4 | peakliHH Ha MACTOTO
e(EeKTH Ha MACTOTO Ha | Ha HEDKEKTHpAaHe,
TIPHIOKEHHE KOUTO  MOraT  Ja
BKMIOYBAT OONKa M
ombodeOuT

Onucanue Ha uzDPAaHU HENCENAHU PeaKyUll

LledanocnopuHuTe KAaTO KIaC HMMAT CBOHCTBOTO Aa ce abcopOMpar BbpXYy NOBbPXHOCTTA HA
MEMOpaHUTE HAa 4YepBEHHTE KPHLBHH KJIETKHM M Ja pearupaT ¢ AaHTHIEeNa, HACOYCHH Cpelly
JIEKapCTBOTO, B PE3YATAT Ha KOETO Aa [O3UTHBHpAT Tecta Ha Coomb’s (KoeTo MOXE Ja NoBJIHAe
Ha KpBbCTocaHara nmpofa 3a CBBMECTHMOCT NPH KPLBONPENHBAHE) © MHOTO PAAKO Ad MPMMHHAT
XEMOJINTHYHA aHEMH.

Habnionasano e mpexoaHo TOBWIIABAHE HAa CEPYMHHTE HHBA Ha YEPHOAPOOHMTE €H3HMH H
OHIHpYOHHa, KOeTO OOMKHOBCHO ¢ 00paTHMO.

boJsika Ha MACTOTO Ha NMPHIMKEHHE [TPH HHTPAMYCKYJIHA HHXXEKLHA € 110-BEPOATHA MPH NO-BHCOKH
N03H, HO TOBA €1HA JTH MOXe Jia Oblie NPHYMHA 32 MPEKBCBAHE HA JICYEHHETO.

leudampuuna nonynayus
IpodunbT Ha Ge3omacHOCT Ha LeypOKCHM HATpHH MpH Jella € B ChOTBETCTBHE C MpOQHIIa NpH
Bb3PaCTHH.

Crobiiapane HA NOAO3WPAHH HEXKENAHH PEaKiiH

CpobmapaHeTo Ha MOAO3HUPAHH HEXKEIaHH peaklHH CJel pa3pellaBaHe 3a ynorpeba Ha
NEKapCTBEHHA TIPOAYKT € BaxHO. ToBa MO03BOJIABA Ja MNPOIBDKA HAOMOZEHHETO Ha
CBOTHOIWIEHHETO MNOJ3a/ PHUCK 3a JIEKAPCTBEHHS NPOAYKT. OT MEIHLMHCKMTE CHCUMATUCTH CC
M3UCKBa Ja CbOOIABAT BCAKA MOJO3MPAHA HEXKeNaHa peaklusA 4pe3 HAUHOHANHATA CHCTEMa 3a
cholIIaBane:

H3ntnuurenya arennms no lekapcereara

yi. ,,Jdamsan ['pyeB™ No§

1303 Codns

Ten.: +359 28903417

yebOcaiiT: www.bda.bg

4.9 IIpeno3npane

[IpenosupaHeTo MOXKe Aa JOBele 00 HEBPOJIOrHYHH NOCIECICTBHA, BIIIOYHTEIHO eHIle(anonaTms,
repuose ¥ KoMa. CHMITOMH Ha Mpefo3UpaHE MOrar Ja ce MOABAT, aKO A03aTa He ¢e HAMalliBa
NPaBHNIHO NIPY NAUMEHTH ¢ 0bOpEeUHO yBpeKAaHe (BXK. TOUKH 4.2 H 4.4).

IlnasMenute HHBa Ha eYpoOKCHM Morar jAa ObaaT NOHMIKEHHM Ype3 XEMOAHAIH3a HIH
NEPHTOHEATIHA THANTW3A.

5. DPAPMAKOJIOT'HYHHA CBOHUCTBA

5.1 PapmMaKOAHHEAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA Ipyla: aHTHOAKTEpMAZIHH CPEACTBa 33 CHUCTEMHO

reHepauus uedanocnopuanu; ATC koa: JO1DCO02




MexaHHu3bM HA AEHCTBUE

[lepypokcum uHxuOupa cHHTE3a Ha OakTepHanHaTa KIETbYHATA CTEHa YpPE3 CBBP3BAHE ¢
MeHULMITUH-CBbp3BamuTe nporedHd (PBPs). Tora BoaAM A0 TpexkbecBaHe Ha OMOCHHTE3aTa Ha

KNCTHHHATA CTEHA (HEHTH,[IOFJIHI{EIHH) H ¢Jiel TOBA J0 KJISTHhUYHA JIH3a H CMBPT HA KNCTKATA.

MeXaHn3bM Ha PEIUCTEHTHOCT

bakTepnanHata pe3sUCTEHTHOCT Ha LEedYpPOKCHM MOKE [a C€ AbJLKM Ha €QHWH WM MOBEYe OT
CII€IHUTE MEXAHU3MH:

. XHJpOJiH3a upe3 OeTa-TakTamasy, BKIKUHTENHO (HO He OrpaHH4YeHO A0) OeTa-NakramMasu
¢ paswHpeH cnextbp (ESBLs), kakto 1 AmpC €H3MMH, KOHTO MOrarT aa ¢€ HHOyLU#paT HIH
TpaHO Ja ce aKTHBHpPAT OT NOTHCHATO CHCTOSHHE TPU ONpeacneHy aepobHu I paM-oTpHLATCITHH
GakTepHajlHU BUIOBE;

. HaMaJICH a@MHUTET HA NEHNLMIMH-CBBP3BALLIMTE NPOTEHHU KBM HedyPOKCHM;

. HEMPONYCK/IMBOCT Ha BEHIIHATA MeMOpaHa, KOeTo OrpaHM4YaBa JIOCThbNA HA LE(PYPOKCHM
A0 NMEHHUWIHH-CBBLP3BALIMTE NIPOTEHHH NpH ' paM-oTpHLIATENHH DaKTEPHH,;

. BaxrepuaHy €PIYKCHU IOMIH.

[Ipy MHKPOOPraHHW3MHM, KOHUTO ¢a MNPUAOOWIM PE3HCTCHTHOCT KBbM JPYIH HHXEKIHOHHH
Le¢haTOCMOPHHH, C¢ OHAKBA PE3HCTEHTHOCT H KbM LedypokcHM. B 3aBHCHMOCT OT MeXaHH3Ma Ha
PE3UCTEHTHOCT, OPraHU3MHTE C NMPHAOOUTA PE3UTHEHTHOCT KbM [IEHMLHJIMHHM MOTAT JAa TPOABAT
HaMalleHa YyBCTBHTEITHOCT WM PE3UCTEHTHOCT KbM LIE(DYPOKCHUM.

| 'paHHYHH CTOHHOCTH Ha UE(PYPOKCHM HATPHH
['pasUUHHTE CTOHHOCTH Ha MMHMWMalHaTa MHXHOHMpama koHueHrtpauus (MIC), onpeaenenn or
EBpomneiicKus KOMMTET 3a M3C/eABaHe Ha AHTUMHKpoOHa uyecTBUTeNnHOoCT (European Committee

on Antimicrobial Susceptibility Testing, EUCAST), ca kakTo cnensa:

MHuKpOoOpraHa3sm ['panyunu croiinocTH (mg/l)

S R
Enterobacteriaceae’ <§? >8
Staphylococcus spp. 3abenesxka’ JabGenexka’
Streptococcus A, B, Cu G 3abenexka? 3abenexka®
Streptococcus pneumoniae <0,5 >]
Streptococcus (ApyrH) <0,5 >(),5
Haemophilus influenzae | >2
Moraxella catarrhalis <4 >8
['paHMYHH CTOMHOCTH, KOUTO | <4° >85
HE ca CBBbpP3aHH ¢ BAa!

! T'paHHyHHUTE CTOMHOCTH HA UedanocniopuHuTe 3a Enterobacteriaceqe yCTaHOBSABAT BCHYKY
KIHHHYHO 3HAYHMH MEXaHW3MH Ha peaucTenTHOCT (BounTenHo ESBL W nnasmua-meaAHHpaHa
AmpC). Hsakod waMoBe, KOMTO mNpogyudpaT Oera-nakraMasd, ¢a YYBCTBHTENIHH HJIH
HHTEpPMEIANEPHH KbM 3-TO WIIH 4-TO noKoseHHe 11edanocnopuHy NO Te3w rPaHiYHA CTOMHOCTH H
Tpabpa Ja ce choOIMABAT KATO OTKPHTH, T.€. HAJIMMHMETO WIH auncara Ha ESBL camy no cebe cu
HE TOBJIMABAT KAaTErOPM3HPAHETO MO YYBCTBHTSIHOCT. B MHOro ofnacté OTKPHBAHETO U
KareropuiupaHeTo Ha ESBL e npenopbuMTeIHO WIH 3aABbJDKMTENHO 3a LEJIHTE HAa KOHTPOI HA
UHPEKLIUHTE.

2 I'panMyHaTa CTOMHOCT ce oTHaca camo 3a ao3a ot 1,5 g x 3 u E. coli, P. mirabilis v Klebsiella
Spp.

> YyBCTBUTENTHOCTTA HA CTadHAOKOKHTE KBM LEePaNIoCTIOPHHN C€ H3BEXKAA OT METHIMAMHOBATA
YyBCTBHUTEIHOCT, € M3KIIOYEHHE HA wUedTasuanMm, uepHKCMM H LedpTHOYTEH,

* YyBcTBUTENHOCTTa HA GETa-XeMOJIMTHYHHTE CTPENTOKOKM OT IPYNH A,
JTAKTaMHMTE C€ H3BEXKAA OT YyBCTBHTEITHOCTTA KbM NIEBHLIHIIUHH.
> 'paHHYHHTE CTOHHOCTH C€ OTHACAT 3a JJHEBHH MHTPaBEHO3HH 103H oT 750




MuKpoOpraH13bm ['paHnunm croiiHocTH (mg/1)
S R

OT HaH-manko 1,5 g x 3.
S=S4YyBCTBUTENIEH, R=pe3ucTeHTeH

MuKpOOHOIOrHYHA YYBCTBUTEIHOCT

PaznpocTpaHeHneTo Ha npuaoOHTaTa PE3UCTEHTHOCT MOJXKE /1a BapHpa B pa3jiMuyHUTE reorpad)cku
obnacti M ¢ BpeMeTO 3a W30OpaHM BHIOBE, W 3aToBa € HeoOXoauMMa MecTHa WH(oOpMalus 3a
PE3UCTEHTHOCTTA, OCOOEHO NpH JieYeHHe Ha Texku HHpekuun. [Ipu HeobxoaumocT, TpsbBa na ce
TBPCH CBBET OT CMELIHAJIMCTH, KOraTo JIOKaJlHaTa 4eCTOoTa Ha PE3UCTEHTHOCT € TaKaBa, 4Ye MocTaBs
MO BBIIPOC NMPUIOKHMOCTTa Ha LiIeDyPOKCHM NOHE NMPH HAKOH BHAOBE HHPEKLIHH.

LledypokcuM 0OHKHOBEHO € aKTHBEH Cpelly CIeHHTE MUKPOOPraHU3MH in Vitro:

Muxkpoopzanusmu, Koumo 0buYaiHo ca yyecmeumennu

[ 'pamM-nonoXuTEIHH aepodu:
Staphylococcus aureus (METHIMIMH-YYBCTBHTENEH) $

Streptococcus pyogenes
Streptococcus agalactiae
['paM-oTpULIaTEIHH aepoOu:
Haemophilus parainfluenzae
Moraxella catarrhalis

Muxpoopzanuzmu, 3a koumo npudobumama pezucmenmnocm mogice 0a e npodiem

[ pam-nonoxuTeHu aepobu:
Streptococcus pneumoniae

Streptococcus mitis (viridans rpyna)
I'pam-oTpuuarenHu aepobu:

Citrobacter spp. ¢ w3kmouenue Ha C. freundii
Enterobacter spp. ¢ u3kinoueHue Ha E. aerogenes v E. Cloacae
Escherichia coli

Haemophilus influenzae

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. ¢ uskimouenue Ha P. penneri v P. vulgaris
Providencia spp.

Salmonella spp.

I'pam-nonoxxurenHu aHaepobu:

Peptostreptococcus spp.

Propionibacterium spp

I'pam-oTpHuaTEeIHU aHaaepoOu:

Fusobacterium spp.

Bacteroides spp.

Hacnedcmeeno pesucmenmmnu Muxpoopeanuzmu

["'paM-nonoKHUTENIHH aepodH:
Enterococcus faecalis

Enterococcus faecium
I'pam-oTpHuaTenHy aepobu:
Acinetobacter spp.
Burkholderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus vulgaris




Proteus penneri

Pseudomonas aeruginosa
Serratia marcescens
Stenotrophomonas maltophilia

[ paM-noNOXKKUTETHU aHAaepoOu:
Clostridium difficile

[ pam-oTpULIaTEIHU aHAaepOoOMu:
Bacteroides fragilis

Apyru:
Chlamydia spp.
Mycoplasma spp.

Legionella spp.

$ BCHUKH METHLIMIMH-PE3UCTEHTHH S. aureus ca pe3UCTEHTHH Ha LIeQYPOKCHM.

Jloka3aHO €, 4Ye in Vifro aKTHBHOCTHTE Ha LEe(ypOKCMM HATpPHH M Ha aMMHOIIMKO3HIHHUTE
aHTHOHMOTHULIM B KOMOMHALIMA ca HA-MaJIKOTO JOITBJIBALLH C€, MOHAKOra C JIaHHH 38 CHHEPTH3bM.

5.2 PapMaKOKHHETHYHH CBOHCTBA

AbcopOums

Cnen uHTpamMycKynHO (i.m.) HHDKEKTHpPaHe Ha Le(ypOKCHM NpHU 3paBH J0OPOBOJILM CPEIHHTE
MaKCHMAaJIHH TUIa3MEHH KOHLIEHTpAlMHK ca OT nopsabka Ha 27 no 35 pg/ml 3a no3a or 750 mg u 33
no 40 pg/ml 3a no3a or 1 000 mg u ce nocruratr B pamkuTe Ha 30 no 60 MHUHYTH crlen
npuioxenue. Cnen MHTpaBeHo3Ho (1.v.) npunoxkeHue Ha 103 ot 750 mg u 1 500 mg, Ha 15-Tara
MHHYTa IU1a3MEHUTE KOHUEHTpauuu ca cboTBeTHO 50 1 100 pg/ml.

AUC u Cpax ce noBUIIABaT JIMHEHHO C MOBMIABaHE HA J103aTa INpU equHUYHa no03a ot 250 xo |
000 mg cnen i.m. uiM i.v. npuioxeHde. HaMa naHHM 3a HaTpynBaHe Ha HePYPOKCHM B cepyma
MpH 3paBy A0OPOBOJLHM ClIE/] MOBTAPALLO C€ HHTPABEHO3HO NPUIOKeHHe Ha 103H oT 1 500 mg Ha
BCeKH 8 yaca.

Paznpenenenune
B 3aBHCHMMOCT OT MeTOJa Ha MU3CJIEJIBAHE Ce YCTAHOBSIBA CBBbpP3BaHE C IUIA3MEHHTE MPOTEHHH

mexay 33 u 50%. Cpeauuar obem Ha pasnpeaesnenue Bapupa ot 9,3 no 15,8 1/1,73 m* cnen i.m.
WIH 1.v. npuwiokeHue Ha a03d ot 250 no 1 000 mg. KoHueHTpauuu Ha LEPYPOKCHM,
HaJIBULIABALld MaKCHMMAaJIHHTe MHXWOMTOPHH HHMBA 3a YECTO CPELIAHUTE MAaTOreHW Morar aa ce
JOCTUTHAT B CJIMBHLIMTE, CHHYCHTE, OpOHXHanHaTa JIMraBHLa, KOCTHUTE, IJIEBpajiHATa TEYHOCT,
CTaBHaTa TC4YHOCT, CHHOBHAaJIHATa TE€4YHOCT, HHTCPCTULHAJIHHUTE TCYHOCTH, AKITbHKaATa, XpauykKHTC H
BbTpeo4YHaTa TeuHocT. Lledypokcum npeMHHaBa KpbBHO-MO3bYHaTa Oapuepa npH Bb3NaJeHHE Ha
MEHHWHIHMTE.

buoTpaHcdopmaius
[ledbypokcum He ce meTabGonu3mpa.

EnvMuHupaHe
LlehpypokcuM ce ekckpeTupa upe3 riomepyiHa ¢untpauus U TyOynHa cekpeums. [lnasMeHMsT

MOJY>KHMBOT CJI€l HHTPAMYCKYJIHO WM HHTPaBEHO3HO MPUIOKEHHE € npubau3uTeHo 70 MUHYTH.
[Toutn usnara nosa (85-90%) uedypokcum ce ekckpeTHpa HeMmpoOMeHeHa ¢ ypuHarta 3a 24 4yaca

Cpeanuar 6b6peuen knupbHC € B rpanuuuTe ot 114 no 170 ml/min/1,73
npuaoxeHue Ha 1034 ot 250 no 1 000 mg.

CneuuanHu nonynaiyy NaluHeHTH
Ilon




He ca Habmonarann paznvky BB GapMAKOKHHETHKATA Ha LE(YPOKCHM MPH MBXKE H XKEHHU CJIe/
eAHOKpaTHa Oouyc 1.v. Hkekuua Ha | 000 mg uedypokcum noa gopmara Ha HaTpHEBA COJl.

Cmapuecka evzpacm

Cnen 1.m. WiM 1.v. NpUIOKeHHe abcopOuHATa, pasnpee/IEHUETO H EKCKpeLMATa Ha LedypokcHM
MpH NalMEeHTH B CTAPYECKa BB3PACT €A CXOAHHU ¢ TE3W MPH NO-MJIaIH MAHeHTH ¢ €KBHBAJICHTHA
ObOpeuna ¢ynxkumsa. Tl kaTo MallMEHTHTE B CTapuecka Bb3PACT € MHO-BEPOATHO Ja HMMAT
HamancHa Op0pedHa QYHKIMA, NPH TAX ONMpeeNiaHETO Ha Jo3aTa LedypokcHm TpabBa a cTasa ¢
TIOBHIICHO BHUMAaHHE, KaTo MpocneaspaHe Ha ObOpeuHaTa QyHKLUMA MOME Ja € OT mosa (BX.
To4yka 4.2).

[lennaTpuuHa nonyaaims

[LnasMeHRHsT NONYHMBOT Ha EPYPOKCUM € 3HAYUTENHO YALJKEH MPH HOBOPOACHH B 3aBHCHMOCT
OT recTallMOHHATa Bb3pacT. Bee nak, ipH no-roneMu KpMaueTa (Ha Bb3pacT >3 CEIMHLIH) H MpH
ACLUa CEPYMHUAT TOMY»UBOT € 60 no 90 muuyTH, M € noaodeH Ha To3u, HabmMoOJaBaH NpPH
BBH3PACTHH.

brbpeuHo yBpekaane

Iedypokcum ce ekckperupa OcHOBHO dpe3z OnOpeumre. Kakto npw BcHYKH nonobHu
AHTHOMOTHUIIN, NPH MAUHEHTH CBHC 3HAYUTENIHO HapyileHa O6bOpedHa QyHkIMA (T.€. KPEATHHHHOB
KidpbHC <20 ml/min) ce npenopbdea nozara nedypokcuM Aa Obae HaMaleHa, 3a aa Ce
KOMIEHCHpa 3afaBeHata ekckpeuusa (BK. Touka 4.2). Liedhypokcum ce enuMMHMpa €(pEeKTHBHO
ype3 XeMOAHANIN3A WIH TICPHTOHEATHA IHAIN3a.

YepHonpobHo yBpexaaHe
Toi xaTo nedypokcuM ce eMMHHHpa [TaBHO 4pe3 OBOpelMTe, HE €€ O4aKBa HAIHYHETO Ha

yepHoApoOHa gucdhyHKHA Ja MMa edeKT BbpXYy (hbapMakOKHMHETHKATa HA Le(yPOKCHM.

Bpb3ka @papMakoKHHETHKA — (hapMaKOAHHAMHKa

3a uedanoCnoOpHHUTE € YCTAHOBEHO, ue Haii-BAOXXHHAT HHIAEKC (APMaKOKHHECTHKA —
drapmakoguHaMUKa, KopenHpatl ¢ ePHKaCHOCTTa in Wvo, € Ta3h 4acT oT ao30Bua HHTepsa (%T),
KOTraTe KOHLEHTpaLMATa Ha CBOOOJHOTO BELUECTBO OCTaBa HAd MHHMMaTHaTa HMHXHOMpala
koHueHrpaums {MIC) Ha nedypokcum 3a OTAETHATE TapreTHH BHAOBE (T.€. % T>MIC).

3.3 lIpeaAkTHAEHYHH AaBRHH 33 Oe30IacHOCT

HeknunuuHuTe RaHHM He MOKa3BaT OCOOEH pMCK 3a Xopa Ha 0a3arta Ha KOHBEHLHOHATHHTE
¢apMakoIOrHYHN NpoyYBaHHs 3a 0e30MmacHOCT, MPOYYBAHHS 33 TOKCHYHOCT MPU MHOIOKPAaTHO
NpUjlarane, reHOTOKCHYHOCT, PENPOAYKTHBHA TOKCHYHOCT HTOKCHYHOCT Ha pa3BHTHETO. He ca
NPOBEXIAHH TMpOYYBAaHHA 32 KApUEHOTEHHOCT. BBopekH TOBa, HAMa [AAaHHM, KOMTO Ja
npeanonaraT KapLUMHOreHeH NOTEHUMAJ.

I'amMa rnyramMun TpaHCNEeNTHAA3HATA AKTUBHOCT B YPUHATA HA IUTBXOBE C€ HHXMOMPA OT pa3iMuHu

nedanocnopuiy, obaue HUBOTO Ha MHXMOHpaHe ¢ LedypoKCcHM e no-Hucko. ToBa MOe J1a € oT
3HAYCHHUE 3a NIOBJWABAHE HA KIMHHYHHUTE 1ab0paTOPHH TECTORE [IPH XOpa.

6. PAPMAIIEBTUYHH TAHHH
6.1 Cnucbk Ha HOMOLIIHMTE BEIIECTBA

Hsama.
6.2 HecnBMeCTHMOCTH

He tpabea na ce cMecBa B elHa CIPHHIIOBKA ¢ AMHHOTIHKO3HAHH aHTHO




6.3 Cpox na roanocrt
2 TOAMHA.

Cpok Ha roaHocT cnep pastBapsaHe: Cinea pasrBapsiHe ce MpenopbiBa OTOBHAT pa3TBOp JAa Ce
M3II0JI3Ba BEAHAra.

Hoka3aHa e XxuMUMuyecka i pu3HdecKa cTabHIHOCT KaKkTo ClIeIBa:

- PazrBOp 3a MHTpaMyCKyJiHA WJIH HHTPaBCHO3HA MHIKEKLIMS — 5 4aca IpH TeMmneparypa
25°C u 48 yaca nmpu Temneparypa 2-8°C (B XNaJUNHHK).

- Pa3zreop 3a HHTpaBeHO3Ha HHOY3uA — 6 vaca np Temneparypa 25°C ¥ 24 uaca npu
Temneparypa 2-8°C (B X1aaMIIHHK).

Ot MukpoOHONOruYHa I1I€JHa TOUKA MPOAYKTHT TpAOBa Aa ObAe M3MN0A3BaH BeAHAra. AKO He Ce
M3MI03/13Ba BEJHAara, NOA3BATENAT € OTTOBOPEH 3a BpeMeTo 3a ynorpeba M yC/oBHATA 32
cbxpa”eHHe. OOMKHOBEHO NNEPHOABT Ha chXpaHeHHe He TpabBa Aa 6ble Mo-IBJIbr OT 24 Yaca IpH
TeMmneparypa 2-8°C, oCBE€H axko pa3BapfiHETO He C€ H3BBPLIBA B KOHTPOJIHPAaHA M BaJM/IHpaHa
acenTUYyHa cpela.

6.4 Cnenuanny yeioBas HA ChXpaHeHHe
Ja ce cpxpaHssa npu TeMneparypa noa 25°C.

Ja ce cpXpaHaBa B OpHIrHHAIHATA ONAKOBKA.
3a yCIOBHATa Ha ChXpaHEHHE Ha NPOAYKTa Clie]l pa3TBapAHe, MOJIA BHXKTE To4Ka 6.3.

6.5 Bua # ¢cbABpKAHEE HA ONAKOBKATA

AxcetuH 1,5 g ce noctaes B npo3padHu, Tvi | crekieHu ¢aakoHn, ¢ HOMMHAIEH Kananyrer 15
ml, ¢ 20 mm cupa xponOyTHIOBA ryMeHa 3armyllanKka H ATYMMHHEBA Kana4uka, B KapTOHECHA KyTHA
¢ TMCTOBKA. KapToHeHaTa KyTus cpabpka 10 uiu 100 Spos pnakonmu.

He Bcuuky BUAOBK onakOBKH Morat Aa ObaaT nycHaTH B npoaaxoa.

6.6 CnenHa/IHH NpeAna3HH MEPKH NIPH H3XBLPJISHE B padoTa

MHCcTpyKiWH 3a pa3TBapsiHe

Tabmuua 4. Jlobapenn 00eMH H KOHLEHTPAlMH Ha pa3TBOpa, KOMTO Morar Aa ObAar NoJIe3HH,
Koraro ca HeoOXoaAHMMH YACTHUHHU JO3H.

Hobaesenu obemu u xonyenmpayuu va pazmeopa, Koumo mozam o0a bvoam noaesnu, xozamo ca
HEOOX00UMUL HACMUYHU 003U

Pasmep na ¢raxona Konuuecmeo sooda 3a | Hpubnuzumenna
oobaesane (ml) KOHYESHMpayus Ha
yeghyporcum
(mg/mi)**
750 mg HHTPaAMYCKYJIHO 3ml 216
HHTpaBeHO3¢H Oonyc | none 6 ml 116
HHTPABEHO3HA noHe 6 mi 116
HHy3HS
1,5¢g HHTPAMYCKYITHO 6 ml 216
HHTPAaBEHO3€H Ooyc | none 15ml
MHTPABEHO3HA 15 ml*
HHPy3us

*IIpuroTBennar pazteop aa ce ao6asu kvM 50 wim 100 ml crBMecTUMa
(BIOKTEe HHpOpMALIHATA 32 CHBBMECTHMOCTTA MO-4001Y)




** [Nomyuenuar obem Ha pazreopa Ha UedYPOKCHM B Cpelia 3a pasTBapAHe ce yBelIH4aBa 1opajiu
drakTopa Ha W3MECTBAHE Ha JEKAPCTBEHOTO BEIECTBO, KOSTO BOAH A0 H3DpOEHHTE KORLECHTPALMK
B mg/ml.

CbBMECTUMOCT

Llepypokcum HaTpHi € CEBMECTHM CbC CIEIHHTE Pa3TBOPH 3a HHTPaBeHO3HA HMH(Y3Hs. 3anaspa
aKTHBHOCT J10 6 4aca npu 25°C u 24 vaca npu 2°C -8°C (B X1aAHIIHKK) B CICAHHTE Pa3TBODH:
0,18% pazTBOp Ha HATPHEB XJI0pHA H 4% MHXKEKUMOHEH Pa3TBOP Ha NIIOKO03a;
5% pa3reop Ha rmoko3a u 0,9% pasteop Ha NaCl;

5% pa3rBop Ha rmoko3a u 0,45% pasteop Ha NaCl;

5% pasTBOp Ha rmoko3a u 0,225% pazreop Ha NaC(Cl,;

M/6 uHXeKLMOHEH HATPHEB JIAKTAT

B 0,9% MHXEKUHOHEH HATPHEB XJIOPHL

AeKkeTpo3a (rnwKo3a);

Harpuer xnopun;

Punrep pa3zTeop;

Punrep nakraren pasreop.

IIpsacHO NPUrOTBEHUAT pa3TBOpP 3a UHTPABEHO3HO [PWIOKEHHE € XKBIATEHHKaB, 4 CYCIICH3HATA 34
HHTPaMyCKYJIHO NPHJIOKEHHE € MOYTH Osa.

Pa3TBOpBT MOME Aa CTaHE MO-ThMEH, KOraTo CTOW, HO NMPOMSHATA B MHTCH3WTETA Ha LIBETA Ha
paspelieHAs pa3TBOpD He BIHAC BBPXY Oe30macHOCTTa Ha NMpHiIokKeHHe W €PEKTHMBHOCTTA Ha
JIEKApCTBEHHUSA MPOAYKT.

IIponykThT € caMo 32 eaAHOKpaTHa ynotpeba.

Heusnon3paHuAT nekapcTBeH NPOAYKT WM OTMAAbYHMTE MATEpHANH OT Hero TpadBa na ce
M3XBBPJIAT B CLOTBETCTBHE C MECTHHTE M3HCKBAHUA.

7. IPHTEXATEJI HA PAZPENIEHUETO 3A YIIOTPEBA

Medochemie Ltd., 1 - 10 Constantinoupoleos, P.O. Box 51409, Limassol, CY-3505, Kunsp
8. HOMEP(A) HA PAZPEIIIEHUETO 3A YIIOTPEBA

Per. Ne: 20040101

9. JATA HA ITBPBO PA3ZPEHIABAHE/ IOAHOBABAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Jarta na nspeo paspewasane: 08 mapt 2004 r.
JlaTta Ha nocneaHo noaHoBseane: 03 o 2009 r.

10. JIATA HA AKTYA/IMZUPAHE HA TEKCTA

03/2023




