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TenarakcuMm 2 ¢ npax 3a HHAKEKIHOHEH pa3TBop PaspeweHue N-

Tenataxime 2 ¢ powder for solution for injection -
- . | BG/MA/MP - ... 603 / 3 ....................................
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2. KAYECTBEH U KOJIMMECTBEH CBCTAB ) '

Beeku ¢uiakon Tenarakcnm 2 g npax 3a HHKeKIIHOHeH pa3TBop cbabpka 2 096 mg uedorakcum
HaTpuii (cefotaxime sodium) eKBUBaNEHTEH Ha 2 g ueoTakcum (cefotaxime).

3a NbJIHUA CITHCHK HA MOMOUIHHUTE BELLIECTBA BUXKTE TOYKA 6.1.

) JIEKAPCTBEHA ®OPMA

[Ipax 3a MHXKEKLIMOHEH pa3TBOpP.
bsn 10 CBETNO-)KbJITEHUKAB Tpax.

4. KJIMHHUYHUA JAHHHA

4.1 TepaneBTHYHH NOKA3AHUSA

[lepoTakcum e NnokasaH 3a JeYeHHe Ha TeXKH MH(PEKLMH, 32 KOMTO C€ 3Hae WM C€ OYaKBa Ja ca
NMPUYHUHEHHU OT YYBCTBUTEIHH KbM LIE€POTAKCHM MHUKPOOPraHHW3MH, BKJIFOUYBALLIH:

- Mubexuun Ha 10JIHATE TUXATETHH MMbTHILA, OCTHP U XPOHHUYEH OPOHXMT, OaKTepUaHa
NMHEBMOHMS, OeN1oipodeH abcuec;

- Mudekumu Ha MMKOYHUTE MBbTHULLA, HAMP. OCTbP U XPOHHYEH MMHEJIOHE(PUT, LIMCTHUT,
acUMIITOMaTH4Ha OakTepUypHs;

- HeycnoxHeHa roHopes NnpH MauydeHTH, KOUTO Ca aJIEPriYHy KbM NEHULWIMH HIIH MPH HAJTHYHE
Ha PEe3UCTEHTHOCT KbM MEHHLIMIIMH;

- UHbeKUHUH B aKyLLIEpCTBOTO U TMHEKOJIOTUATA;

- Mudexkumun Ha opraHuTe B KOpeMHaTa KyXHHa, Harp. epUTOHMT;

- Mudekumn Ha CTaBUTE U KOCTUTE, HAIP. OCTEOMHUEIIUT, CENMTHYEH apTPHT;

- Mudekumu Ha KoXkaTa H MEKUTE ThKaHHU;

- CenTHuUEeMHUS;

- bakrepuaneH MEHHHTUT;

- Enpoxkapaur;

- 3a npenoneparupHa NpoQUIaKTHKA HA NMaLMEHTH, HA KOUTO UM TIPEJICTOM XHPYpruiecka
MHTEPBEHLIUSA, KOATO MOXe 10 J0Be€e A0 Bb3HUKBAHE WJIM MOTEHLMAIHA OMACHOCT OT HH(EKLIHA.

4.2 Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

J103upoBKa

[ledhoTakcum MOde Aa ce mpujiara UHTPaABEHO3HO, Ype3 O0YCHO HHXKEKTHPaHE WU qpea p_i_Hy:mH,

WJIK Ype3 UHTPaAMYCKYJIHO HHXKEeKTUpaHe. Jlo3upoBkara, HaUMHa U YeCTOTaTa Ha Ip

J1a Ce OMpeaesIsaT OT TEXKECTTa Ha MH(PEKLMATA, YYBCTBUTEIHOCTTAa HA MUKpOopra -/

NPUYHHHTEIH U CbCTOSHUETO Ha nauueHTa. JleueHueTo Moxke Ja 3arnoyHe rnpe; ,/ ?“
. @ i

pe3yJaTaTuTe OT TECTOBETE 34 HYBCTBUTC/IHOCT HA MUKPOOPIraHHU3MHUTC KbM a

Bwv3pacmuu nayuenmu
[IpenopbunTenHaTa JO3UPOBKA MPHU JIEKH 10 CPEIHO TEXKKH HHpeKkuuHu € | g Ha
TOBA, JI03aTa MOJKE /1a Bapupa B 3aBUCUMOCT OT TEXKECTTa Ha HH(EKLUATA, YYBCTE



MHKPOOPIraHHU3MHUTEC-TIDUHUHHUTC/IN U CHCTOAHUCTO HA 1HallMCHTA. Jleuenuero Mmoxe Jdd 3alo4yHe 1pe/in
Jda €a U3BCCTHH PE3VYIITATHTE OT TECTOBCTE 34 HYBCTBHUTCJ/IHOCT.

[Tpu Texxky MHPEKUMU 103MpOBKATa MOXKE Ja Objle YBeIUeHa /10 12 ¢ JHEBHO, pa3/Ie/IeHH Ha TPU WJIH
yeTupyu npunoxenus. [1pu undexunn, npuuUHEHU OT YyBCTBUTEIIHU BH10BE Pseudomonas
OOMKHOBEHO ¢a HeOOXO/IMMH JIHEBHH 1034 HaJ1 6 g.

Ieouampuuna nonyiayus
[TpenopbumntenHaTa ao3zupoka e 100-150 mg/kg renecHo Terno 3a JeHOHOLKE, pa3e/IEHH Ha JIBe 10
YETUPH NPUIIOKEHUS. BbIIpeku ToBa, PpU MHOIO TeKKa HH(EKLUA MOXKeE J1a € HeoOXoAuma 103a 110

200 mg/kg TenecHo Terso 3a JeHOHOILHME.

Hoeoponaenu: Ilpenopbuurennara no3uposka e 50 mg/kg resiecHo Tersio 3a JeHOHOUKE, pa3/Ie/IeHH
Ha J1BEe 10 4YeTHpH npunoxkenus. [Ipu Texxku undekumun ce npenopwusar 150-200 mg/kg renecHo
TErJ10 3a JICHOHOLIME, pa3Ae/ieHH Ha OT/E/IHU J103H.

lozuposxa npu OvOpeuHu Hapyuienus

[Topaau dakTa, ye ETMMHHUPAHETO € EKCTPapEeHATHO, HaMaJIIBaHe Ha J103aTa Ha LIeOTAKCHM ce
HaJjlara caMmo npH Texkka Ob0peuna HepoctaTbuHOCT (GFR <5 ml/ MmuH = cepymen kpeaTHHuH
npubauzurenHo 751 micromol/ ). Cnen nmbpBoHayanHara no3a ot | g, iHeBHaTa 03a TpAOBa na Obae
HaMaJieHa HaroJoBHHa, 0e3 npoMsHa B 4eCTOoTaTa Ha Jlo3MpaHe, T.e. | g Ha JBaHa/ieceT yaca craBa
0,5 g Ha aBaHazeceT 4aca, 1 g Ha ocem yaca crasa (0,5 g Ha ocem yaca, 2 g Ha oceM 4aca ctaBa | g Ha
oceM 4aca ¥ T. H. KakTo ¥ npy BCHYKM APYry NMauMeHTH, JO3UPOBKATa MOXKE J1a ce Hy»KJae OT
JNOITBJIHUTE/IHO KOPUTHpaHe B 3aBUCMMOCT OT X0/1a Ha HH(EeKLMATA U 00LIOTO CHCTOSTHUE Ha
MalMeHTa.

ozuposka npu 4epHoOpoOHU HAPYUIeHUA
He e He00X01MMO KOpUrHpaHe Ha JO3MPOBKaTa.

Humpaeeno3no u unmpamycxkyino RPpuiodNCceHue

[ledpoTakcum ce pa3TBaps ¢ Boja 3a uHxekuuH no Ph. Eur, kakTo e nocoueHo B Touka 6.6
“CrieLidaJIH4 NpeAna3Hu MepKH Npy U3XBbpisiHe U pabora”. Paskiarere nobpe, AoKkaTo ce pa3TBOpH
HaMbJIHO M CJIeJl TOBA M3TEIJIETE LUAJIOTO ChAbpKaHHE Ha (1akOHa B CIIPUHLIOBKATA.

Humpaseno3no npunoxcenue (UHMICeKyus uiu ungysus)
LledoTakcum MOKE /1a ce nMpuJiara Ype3 MHTPaBEHO3Ha HH(Y3Hs C MOMOLITA Ha pa3TBOPH, NMOCOYEHH B

Touka 6.6 “CrieliyaniHu npeana3Hu MEpKHU NpHu U3XBbpisiHe U pabora”. [Ipurorsenara HHQY3us Moxe
Na ce npuiara B npoabbkeHue Ha 20-60 MUHYTH.

[Tpu nepHoAMYHU UHTPABEHO3HU MHXKEKLIMM, Pa3TBOPBT TPAOBa J1a c€ MHIKEKTHPA B MPOAb/IKEHHE Ha
3 no 5 munyTH. 1o BpeMe Ha MOCTMapKETHHIOBOTO Hab/0/1IeHKe, ce ChoO11aBa 3a MOTEHUHAJIHO
’KHBOTO-3aCTpalllaBallla apuTMHS NMPH MHOIO MaJIKO MalMEHTH, KOUTO ca MoJIy4YuId Obp30
MHTPaBE€HO3HO MPHJIOKEHHUE HAa LEe(POTAKCHM Ype3 LUEHTPaAJIEH BEHO3€EH KaTeThp.

[ledoTakcum ¥ aMMHOTJIMKO3UAHW HEe TpsAOBa 1a ce CMECBAT B €/1Ha M Chllla CIIPHHIIOBKA WIIH
nepdy3uOHEH pa3TBOP.

4.3 IIpoTHBONMOKA3aHHA

\\
CBpPBXYYBCTBUTEIHOCT KbM LE(POTAKCUM WM KBM JPYTH LE(DaIOCTIOPHHH. &\\Mﬂ no /76@‘“*
4.4 CpenHaJHH NpeaynpexAeHHs H NpPeANa3HH MEPKH NpPH ynorpeda § e d N\
T (WA T
KakTo ¥ npu Apyry BU0BE aHTHOHOTHLM, yrioTpeOaTa Ha Le(pOTaKCHM, OCOOEH( a'%: CARDn A | P
MPOJAB/DKUTETHA, MOXeE /1a IOBe/Ie 10 MOsABaTa Ha Pe3UCTEHTHH MUKPOOPraHU3MH\KEFO H___ \"-'
' N

Enterococcus spp, Candida, Pseudomonas aeruginosa. |loBTOpHarTa oLi€HKa Ha Cb ' D HaL OO



nedorakcum, TpsOBa J1a ce B3eMaT MO/AXO/IALIM MEPKU K TpAOBa /1a 3a1104He CreurnpUyHa
AHTUMHUKpOOHA Tepanus, ako € KJIMHUYHO 1TOKa3aHo.

AnadunakTuunm peakuuu: HeoOXo/1MMo e cHeMaHe Ha npe/iBapuTeliHa aHaMHe3a 3a
CBPBXYYBCTBUTEJIHOCT KbM MEHULMAMH W JIPYTH B-/TaKTAMHHA aHTHOMOTHLIM TNIPE/IK J1a ce npeanumar
LedasocnopuHM, Thil KaTO MMa JJaHHM 3a N0sABA Ha KpbCTocaHa aneprus B 5-10% ot ciyvaure.
U3non3eaHeTo Ha 11eOTaKCUM € CTPOro NMPOTHUBOMNOKA3aHO NMPHU NallMEHTH C aHaMHe3a 3a
CBPBXUYYBCTBUTEIHOCT OT Obp3 THIT KbM Liedanocnopuiu. ThH KaTo ChIECTBYBA KPhCTOCAHA aJleprus
MEXY MEHUIWIMHH U 1le(aloCcIOpHHH, yrnioTpedaTa Ha nocjeiHuTe TpsOBa 1a crtaBa ¢
M3KJIFOYUTEIHO BHUMaHME NMPU NMALMEHTH YYBCTBUTEIHU KbM NEHULMIIMH. TEXKKH, BKIIOUYUTEITHO
(paranHu peakliMM Ha CBPbXYYBCTBUTEIHOCT Ca JOK/Ia/IBAHU MPH NALMEHTH, MOJTy4YaBaju Le(OTaKCHM
(Bk. ToukH 4.3 1 4.8). Axo ce NosABU peakLMs Ha CBPbXYYBCTBUTE/IHOCT, JIEYEHUETO TpsOBa J1a Obae
CIIPSHO.

Texku KOXHHU peakiiuu: BbB Bpb3Ka ¢ ie4eHHeTo ¢ uedoTakCum, Ciie/l IMyCKaHETO MY Ha rasapa, €
CHODOIIEHO 32 TEXKKH KOYKHH HEXeJlaHW peaklivu (severe cutaneous adverse reactions, SCAR),
BKJIFOUYMTEJIHO OCTPa reHepaji3dpaHa eK3aHTeMaTo3Ha nycTyso3a (acute generalized exanthematous
pustulosis, AGEP), cunapom Ha Stevens-Johnson (SJS), TokcuyHa enuepmaiHa HEKpoJin3a (toxic
epidermal necrolysis, TEN), nekapcTBeHa peakuus ¢ €03MHODUINA U CUCTEMHH CUMITTOMHU (drug
reaction with eosinophilia and systemic symptoms, DRESS), kouto Morar na 6baar
YKHBOTO3aCTpallaBally Wik QaTajlHM.

[To Bpeme Ha npeanUcBaHeTo, nalMeHTUTe TpsAOBa Aa ObaaT HHPOPMHPAHH 3a NMPH3HALMTE U
CHMIITOMMTE Ha KOXKHHTE PEaKLMH.

AKO ce TOSBAT NPHU3HALM U CUMIITOMH, NPeANoaraiiy Te31 peakuuy, NpuiaraHeTo Ha Legorakcum
TpaOBa He3abaBHO J1a ce crpe. Ako nauueHTsT € pa3sua AGEP, SIS, TEN unn DRESS npu
yroTpebaTa Ha ueOTaKCHM, JIEHEHHETO C HEero He TpsAOBa Jla ce 3aro4YBa OTHOBO M TPpsOBa J1a ce
MpeycTaHOBH OKOHYATEITHO.

[1pu ngeuia, nosiBata Ha OOpUB MOXe a Ob/ie MOrpeLHO H3TBJIKYBaHa KaTo NnposBa Ha OCHOBHaTa
MH(EKLHUS WK ApYT HHPEKLIHO3eH NpoLIec, a JiekapuTe TpsAOBa 1a UMaT NpEeABU]L, Y€ MPH JI€La, KOUTO
pa3BUAT CUMITOMH Ha OOPHB M MOBHLIEHA TEMIEpaTypa M0 BpEMe Ha Teparus ¢ UeQOTaKCHM €
BH3MOXKHO J1a C€ Kacae 3a peaklus KbM UeOTaKCHUM.

[Maumenty ¢ 6L0peuHa HegocTaThYHOCT: Jlo3ara TpsOBa na Obae MoaudULMpaHa B CbOTBETCTBHE C
M34YMCJIEHUS] KPEaTUHHHOB KIUPBHC (BK. Touka 4.2). [TaimeHTH ¢ Texko yBpeaeHa 6b0peyHa QyHKLus
Tpsa6Ba Ja ce JIeKyBaT 10 cXxeMa Ha J103MpaHe, npenopbyada B T. 4.2 "J103MpoBKa W HAYMH Ha

MpUJIOXKEHHE" .

TpsbBa na ce BHMMaBa, ako LieOTaKCHM ce MpHara 3ae/IH0 C aMHHOIIMKO3UIH, MPOOEHELIM HITH
Apyr¥ HepOTOKCHYHH JiekapcTBa (BxK. Touka 4.5). brOpeuHnara pyHKUMs TpsOBa 1a c€ MOHMTOpHpa
[PH TE€3HW NMALMEHTH, TPU Bb3PACTHHU XOPa, KAKTO W NpHU O0NHH ¢ npeauecTsaio 0b0peuHo

YBpEXIaHE.

XeMaToJIOrHYHHU peakuMH: JIeBKOMEHUs, HEYTPOIIEHHUA U MO-PAJKO arpaHynoLUTOo3a Morar Jia ce
pa3BUAT M0 BPEME Ha JICYEHHUETO € LIeOTAKCHM, OCOOEHO aKO C€ H3I0JI3Ba MPOABDKUTETHO BpeMe.
[Tpu KypcoBe Ha JieueHHe C MPOABLKUTENHOCT noseve oT 7-10 qHu, OposaT Ha OeMTe KPbBHU KIIETKH
TpsaOBa ja ce MOHUTOPHUPA H JIEYEHHUETO J1a Ce CIIpe B CIIy4ad Ha HEYTPONEHHS.

JlokaiBaHM ca cllyyad Ha €03MHOUIUA U TpoMOouuTonenus, Obp30 oOpaTHMH
neyeHreTo. Clyyam Ha XeMOJIMTHYHA aHEMHUA ChLUO ca OMIIU 1OKJIa/IBaHU (BXK.

[Tpuem Ha HaTpuii: CbAbpPXKAHUETO HA HATPUH B LIEPOTAKCHM, CHOTBETHO:
4,18 mmol (nnu 96 mg) HaTpuii BB ()J1akoH OT 2 g,
TpsaOBa 1a 6b/1e B3€TO MO BHUMAHUE, KOraTo ce MpeAnucsa Ha rnalueHTH, MpH



OrpaHuyaBaHceE 1pHEMaA Ha HElTpHI‘;.I‘

3aGonsasane, cebp3ano ¢ Clostridium difficile (nanp. nceBaoMemMOpaHO3€H KOJIUT):

[ lehoTakcum MOKe J1a NpeAU3BHKa NPE/PA3I0I0KEHHE Ha NalMEHTUTE KbM T1CeB10MeMOpaHO3eH
KONUT. Bbnpeku, ye BCeKH aHTHOMOTHK MOJKE J1a JIOBeJIe 710 MOsiBa Ha NceBAOMEMOPAHO3€H KOJIUT,
TO3HM PHUCK € MO-BHCOK IPH LLHPOKOCNEKTbPHUTE aHTUOMOTHULIM, KaTo Ledanocrnopurure. Tasu
HeKeJlaHa PEaKIUsA, KOSITO MOXKE /1a ce NMOsIBH M10-4e€CTO NPH MNalMEeHTH, NoJy4YaBallli No-BUCOKH
7103 NPOABIIKUTE/IHO BpeMe, TpAOBa J1a ce pa3rjiex/ia KaTo NoTEHIHAIHO TEXKKa.

Jlnapus, oco0eHO aKko e TexKKa U/MIIM NEPCUCTUpALLLA, TIOABHUIIA CE N0 BPEME Ha JICYCHUETO WITH Npe3
[MbPBHUTE CEAMHUILIM HA JICYEHUETO, MOXKE J1a Ob/le CUMITTOMATHYHA 3a 3a00JIABaHe, CBbP3aHoO C
Clostridium difficile (CDAD). CDAD moxe 1a Bapypa 110 T€KeCT OT JIEKO 10 )KHBOTO3acTpallaBauio,
Hal-TexxKaTa (hopMa Ha KOETO € NCeBAOMEMOPAHO3€EH KOJIMT.

JlnarHosara Ha TOBa psAJIKO, HO Bb3MOXKHO ()aTajlHO CHCTOSAHHUE, MOXKE /1a C€ MOTBbP/AH Ype3
€H/I0CKOTCKO M3CJie/IBAHE W/ MU XUCTOJIOTHYHO.

BaxHo e Ta3u JMarHo3a Jia ce MMa npeJiBU/1 NPy MauMeHTH, KOUTO UMaT AUapus 1o BpeMe UJIH cliell
MPUI0KEHUETO Ha LleOTAKCUM.

AKO ¥MMa CbMHEHHME 3a JUarHo3a rnceBjoMeMOpaHo3eH KOJIUT, Ledorakcum TpsOBa Aa ce cripe BeaHara
M Ja ce 3arnoyHe He3abaBHO MOAXOAALO CNEUUPUUHO JIEUEHUE C aHTUTEIA.

He TpsbBa na ce npujarar JIEKapCTBEHH NPOYKTH, KOUTO MOTHCKAT NEPUCTAJITHKATA.

HesporokcuyHocT: BHcOokH 1031 OeTa-nakTaMHH aHTUOMOTHULM, BKJIIOUUTENIHO LIEPOTaKCHM, OCOOEHO
NNpH NnalueHTy ¢ ObOpeyHa HeA0CTaTbYHOCT, MOraT Aa J0BEAAT J10 eHledanonaTis (Harnp. HapyleHHe
Ha Cb3HAHHETO, HeOOMUYalHHY NBMIXKEHHUS U KOHBYJICHUM) (BXK. TOYKA 4.8).

[TaumenTuTe TpsAOBa 1a ObAAT MOCHBETBAHM J1a Ce CBbPXAT CbC CBOS JieKap He3abaBHO, aKo ce MOsABAT

TaKWBa peakLUM, NMPeAH 1a NPOABIDKAT JICUEHHETO.

[TpeanazHu Mepku npu npuioxenue: [1o Bpeme Ha MOCTMapKETHHIOBOTO HAOJIOAEHHE, MOTEHLHAIHO
KMBOTO3acTpalllaBallld apUTMHH ce ChOOLIIaBaT NMPYU MHOIO MAJIKO NMalMEHTH, KOUTO Ca MoJy4aBaiu
OBbp30 HHTPABEHO3HO MPHIOKEHHE HAa Le(POTAKCUM Ype3 LIEHTPAJIEH BEHO3EH KaTeThP.
[IpenopbYMTEITHOTO BpeMe 3a MHXKEKLMS WM HHQY3us TpsaOBa Ja ce cna3sa (BxK. Touka 4.2).

[ledoTakcum He TpsaOBa Aa ce nmpuiiara pasTBOPEH C JIMAOKAUH B CJICIHUTE CITy4au:

e [Ipy MHTPABEHO3HO MPUITOKEHHE;

& [pu neua Ha Bb3pact go 30 mMeceua;

& [Ipy nauMeHTH, alepruyiy KbM JIMJOKAHH;

@ [Ipy nauMeHTH ¢ NPOBOAHM NPEACHPAHH HapyLIEeHHs (TOBA HE C€ OTHACH 3a MAaLHEHTH C
UMIUIAHTHPAH KapAMOCTUMYJIATOP):

® [Ipy maLMeHTH ¢ TeXKa Cbp/JieYHa HEIOCTATbYHOCT.

BnusHue Bbpxy JlabopaTopHu u3cneapaHus: Kakto v npu apyry uegajocnopruHy € yCTaHOBEH
noJsioxxuresieH TecT Ha Coombs Nnpu HAKOM NMALMEHTH, JIEKYBaHH ¢ LedoTakcuM. ToBa sIBJIEHHE MOXKeE
Ja MOBJIMsAE U3CJIeIBAHETO 32 MH-BUTPO CbBMECTUMOCT Ha KpbBTa (cross-matching).

[Tpu u3cneaBaHeToO Ha ypHUHATa 3a IJIHOK03a ¢ HECTICLM(PHYHH PeIyLIMPAIIlH areHTH MOXe /1a Cce
noJiyyat (pajliMBO MOJIOKHUTEHU pe3yaTaTi. To3u peHoMeH He ce Habmoaaea, KoraTo ce
cnelu@UYeH riroK030-0KCHAa3eH METO/I.

4.5 BzaumojaeiicTBHE ¢ IPYIrH JJeKAPCTBEHH NPOAYKTH U APYrd popMH H

Amunoznuxozuonu aumubuomuyu u ouypemuyu. Kakro ¥ npu apyru ueganoc BTG C}W
F F.} '
MOe Ja noTeHlupa HehpoTokcHuHUTE epeKTH Ha HEPPOTOKCUYHH JIEKAPCTB m&@;ﬂﬂmgfn 'H

WM MOUIHHM AMypeTHLM (Hanp. dypo3emun). bropeunara GyHkums Tpadsa na cCe\MOGHHTOpHpa (B}ﬁ*ﬁ

touka 4.4). W
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Vpuroszypuyu: IlpoGenenma Biuse Ha 0b0peunara TyOysiHa cekpelins Ha e OTakCuM, KaTo 1Mo TO3H
HAUYMH NMOBUIIIABA EKCIO3UIIMATA HA Le(OTAKCHM C OKOJIO 2 IMbTH U Hama1siBa ObOpeUHUst KIIMPBHC J10
OKOJI0 TNOJIOBHHATA OT TepaneBTHYHaTa 103a. [lopaau BUCOKUS TepaneBTHYEH WH/EKC Ha 11leOoTakCUMm,
HE Ce Haslara KOpeKIIMs Ha /103aTa NpU nalMeHTy ¢ HopmasiHa 0b0peuna pyHkums. Moxe ja e
HeoOX0AuMa KOPEKIIMS Ha J03aTa NPy NauMeHTH ¢ 0bOpeuHo yBpexaaHe (Bx. Touku 4.4 u 4.2).

HUurepdepupane ¢ 1adopaTtopHHU TECTOBE:

danmuBo noJiokuTeeH TecT Ha Coombs MOXKe J1a ce YCTAaHOBH 110 BPEME Ha JICUEHHUE C
LiedanocnopuHu. Tosa siBjieHHe MOXKe Aa ce HabJoAaBa 10 Bpeme Ha JICYEHUETO ¢ LUePOTaKCUM M
MOJKE J1a MOBJIMSAE HU3CJIC/IBAHETO 3a UH-6UMPO CHbBMECTUMOCT HA KPbBTA.

danuuBo NOJOXKUTEIHA PEaKLHs 3a III0K03a B YpUHATa MOXKe J1a C€ YCTAaHOBH ¢ METO/IMTE 3a
peaykuus Ha Menra (benenukr, @enunr unu Clinitest), HO HE M ¢ U3MOA3BAHETO HA ClIELMPUYHH
FIIOKO30-OKCH/1a3HH METO/1H.

CpLIECTBYBA Bb3MOXKHOCT ME3JIOLMJIMH M a3JI0LWINH /1a HAMAJIAT KJIMPbHCA Ha LEeQOTAKCHM.
4.6 PepTHanTeT, OPEeMEHHOCT H KbpPMEHe

bpeMeHHOCT
be3onacHoctra Ha LUedOTaKCHUM 110 BpeMe Ha OPpEMEHHOCT HE € YCTaHOBEHa.

[Ipoy4yBaHusTa NpU XKHUBOTHHU HE NMOKA3BAT MPEKHU WIH HENPEKH BPEHH €PEKTH, CBbP3aHH C
pernpoaAyKTUBHA TOKCHYHOCT. Bbnpeku ToBa HAMa J0CTaTbYHO WIHM 100pe KOHTPOIHPaAHH MPOYyYBaHHA
npu OpeMEHHH KEHH.

[ledoTakcuMm npemMuHaBa npe3 riaueHrapHara 6apuepa. Eto 3aio, uegorakcum He TpsaOBa aa ce
rnpujara no BpeMe Ha OpeMEeHHOCT, OCBEH aKO OYaKBaHAaTa I10J13a HE HaJiBULIIAaBa ITOTEHLIMATHUS PHCK.

KbpMeHe
[ledoTakcum ce ekckpeTHpa B KbpMaTta [0 CTerNeH, NPU KOATO UMa BEPOATHOCT 3a NOsiBa Ha €eKTH

MpH KbpMaycTa.

Edextu Bbpxy du3HosormyHaTa YpeBHa ¢opa Ha KbpMayeTo, BOJCLIM A0 AHAPHS, KOJIOHU3ALMA C
JIPOXKIAEBH 'bOMYKH U CEHCUOMIM3ALIMA He MoraT Ja ObaT U3KIIFOYEHH.

Tpsabra aa ce B3eme pellieHUe Jajiu Ja ce NpeyCTaHOBH KbPMEHETO UJIH J1a Ce IMPeyCTaHOBH TeparnusaTa
¢ uedorakcHMM, KaTo ce€ B3eMar IMpeaBU/ 1MoJ13aTa OT KbPMEHETO 3a JIETETO M 110/13aTa OT TeparnuAaTa 3a
JKeHara.

4.7 EdexkTn BbpXy cnocoOHOCTTA 32 IIOpHpaHe H padoTa ¢ MAINHHH
Henpunoxxumo.
4.8 Hesxxes1ann JieKapcTBeHH peaKklHH

Hexxenanure 1eKapCTBEHH peakUMH ca KIacH(pHUMPaHH MO YeCTOTa, KaKTO CJIe/1Ba;
(=1/10), yectu (=1/100 no <1/10), neuectu (=1/1 000 no <1/100), peaxu (=1/10 0&&3’\
mHoro peaku (<1/10 000), ¢ Heu3BecTHa YecToTa (OT HAJIMYHUTE JJAHHU HE MO
OLICHKA).




blm‘e;\m-uprauuu
KJ1aCOBe

MHOTro 4yecTH
(= 1/10)

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

HeuvecTH
(= 1/1 000 no
<1/100)

Peaku (=
1/10 000
no <1/1 000)

MHOro peax
(<1/10 000)

C Hen3BecTBA
yecToTa (0T
HAJTHYHHTE JJAHHH He
MOZKe /1a Ob/e
HANpaBeHA OlLICHKA)™

Unpexumu u

CynepHHpEeKUHs

nHpecTaumm (Bk. Touka 4.4)
HapyuieHust Ha JleBKONEeHHs Heytponenus
KpbBTa U JIMMHaTa EozuHoduius [ paHy1I0LUTONEHNUSA
cucTema TpombouuTone ArpanyJiouurosa
HUA (BXk. Touka 4.4)
XeMOJIMTUYHA
aHeM HA
Hapywenus Ha Peakuus Ha AHapunakTHUHH
MMYHHATa CUCTEMA Jarisch-Herx- peaxkumu
heimer AHrHoe/1eM
bpoHxocnazbm
AHa(WIAKTHYEH LLIOK
HapywieHus Ha KouByncum [‘naBobosine
HEpBHATa CUCTEMa (BX. CBeTOBBPTEK
Touka 4.4) Exnuedanonarus
(Hanp. HapyllIeHHUe Ha
Cb3HAHUETO,
HEeoOHYaiHH
ABHKEHMS ) (BK.
To4ykKa 4.4)
CobpacuHH Aputmusa cien Obp3a
HapyLIeHHA OonycHa uHQy3Us
npe3 LeHTpalleH
BEHO3€H KaTeTbp
CToMaiHO-YpeBHH Huapus ["anene
HapyLIeHHUA [loBpbiiaHe
Kopemna 6onka
[IceBnomMeMOpaHoO3€H
KOJIUT
(BXk. TOYKa 4.4)
XenarobuiuapHu [ToBuiaBaHe Xenarur*
HapyLIEHHA Ha (MoHsiKora ¢
4YepHOAPOO- XKbJITEHHLIA)
HUTE
€H3UMH
(ASAT m
ALAT, LDH,
GGT w/unu
aJIKaJiHa
¢ocdaraza)
W/ WIH '
OuMpyOHH WA Mo X
Hapymenus Ha OOpuB ’:;“ - _yl Me
KO’KaTa M MoJIKOXHaTa CppOex | %éif:wi' i #a ﬁ cvep:
TbKaH Yprukapus 4'-';3. Oon f.-r{{ | F
JlexapcTBeHa pROTURR-" /|
TpecKa YVemisen a_nHa 4

. = '--:"\.
HEKPOJIH3d

flesapnive Lﬁeaﬂuuﬂ
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C €03MHODUIIUA U
CUCTEMHHU CUMITTOMHM
(DRESS) (Bk.

Touka 4.4)

Hapyluenust Ha
ObOpeumnTe U
[MMKOYHHUTE MbTHULLA

[ loHxKaBaHe
Ha ObOpeyHarTa
GYHKLMA/
[MOBHILIaBaHe
Ha KpeaTMHHHA

OcTtpa 6b0peuHa
HE0CTATbYHOCT
MUHTepcTHLMAIeH

HeDPHUT

(ocobeHo
KOraro ce
MpeIucBa ¢
AMUHOTJTUKO3H
)
OOwwm HapywieHuss 1 | I1pu BrpucaHe [Ipy UHTPaMYCKYJIHO
e)eKTH Ha MACTOTO Ha| HHTPaAMYCKYJTHO Bb3nanuresiHu [MPWIOKEHUE (Thi
[MPUJIOKEHHE MpUIOKEeHUe/00J1 peakuMH Ha KaTo pa3TBOPUTENIAT
Ka Ha MACTOTO Ha) MACTOTO Ha CbAbpXa JIMJIOKAUH):
HUH)KEKTHpaHe WHXKEKTHPAHE, CHCTEMHH peaKkuuu
BKJIIOYMTEITHO KbM JIHJIOKauHa
pnedut/Tpomo
opneduT

* [TocTMapKeTHHIOB ONUT

Peakuus Ha Jarisch-Herxheimer:

[Ipu neueHunero Ha Gopenno3a, Moxe Ja ce pazBue peakuus Ha Jarisch-Herxheimer no Bpeme Ha
MbPBUTE JHU OT JICYEHUETO.

HasimuueTo Ha eJiH WM NOBeYe OT CJIeIHUTE CUMIITOMHU ce choO1IaBa ciie/l HAKOJIKO CeJAMUYHO
jleyeHue Ha bopenno3a: KoxkeH 00puB, CbpOexk, Tpecka, JIEeBKONEHUS, MOBULIABaHE HA YEPHOAPOOHHUTE
€H3UMH, 3aTPYHEHHE HA IMILIAHETO, AUCKOM(OPT B CTABHUTE.

Xenaro-OMnuapHU HapylIE€HHU
HabmionasaHo € yBesqrueHHe Ha yepHoapoOHuTe eH3uMu (ALAT, ASAT, LDH, rama-GT v/ unu

ankanHa ¢ocdaraza) u/ wiu OunupyouH. Te3u OTKIOHEHUS B JIaDOPAaTOPHHUTE MOKA3aTe)IM PAIKO
MOrarT /1a HaJIBUILIAT JBa MbTH HOpMaJIHATa rOPHa rPaHKLIA U A NPeJUM3BUKAT YBPEXIaHe Ha YEPHUS
npo6, OOMKHOBEHO XOJECTaTUYHO U HaW-4eCcTO OE3CMMITTOMHO.

Cho0maBaHe HA NOAO3HPAHH HEKeJAHH PEAKIHH
Cphob1aBaHeTo Ha NOJIO3UPAHHU HEXEJTaHU peaKUUH clell pa3peluaBaHe 3a yrnorpeda Ha JieKapCTBEHHA

NMPOAYKT € BaykHO. ToBa Nno3BoJisiBa a NPOAb/KH HAOJIFOAEHHETO Ha ChOTHOLIEHHETO MoJi3a/pyUcK 3a
niekapcTBeHHUs NpoayKT. OT MeIMIIMHCKUTE CMNELMATMCTH C€ H3MCKBA a ChOOIIaBaT BCsKa
[oJI03MpaHa HeXkeJlaHa peakilMs Ype3 HallMOHAJIHA CUCTeMa 3a ChoOlllaBaHe:

M3nbsIHUTENIHA areHLUMs 1o JieKkapcrBara
bbarapus

yi. ,,Jlamsan I'pyeB” Ne 8

1303 Codus

ten: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 IIpenozupane

CHUMIITOMHTE Ha Mpe/lo3upaHe MOXKe /10 rojisiMa CTerneH J1a CbOTBETCTBAT Ha
peaKLMH.




ChleCTBYBA PUCK OT oOpaTHMa eHuedanonaTus B CJiy4anuTe Ha Npuiaraie Ha BUCOKH 103K OT oera-
NAKTAMHHA aHTUOMOTHLIHU, BKITFOUYHUTEITHO 1IE()OTAKCUM.,

B ciyuaii Ha npeo3upaHe, NpHI0KEHUETO Ha LleoTakeHum TpsAOBa J1a ce NPEeyCTaHOBH, U /1A Ce
3aM0YHE MOUIbPKALLO JIeYEHHUE, KOETO BKJIIOYBA MEPKH 34 YCKOPSABAHE HA €JIMMHHUPAHETO MY, H
CAMNTOMATHYHO JICHEHHE HA HEXKEJITAHUTE peaKLMK (Harnpumep rbpuose).

He cbinecTsyBa cneunduyed antuaor. CepyMHUTe HUBA Ha 1le()OTaKCUM Morar /ia Ob1at NOHWKEHH
ype3 NePUTOHEATHA IMAaJIN3a UK XEMO/1HaJIu3a.

5. G®APMAKOJIOTHYHU CBOUCTBA

S.1 PdapMaKoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4Ha rpyna: bera-nakramuu aHtubuoTuum, uedanocnopunu, ATC koa: JO1DDO1

MexaHH3bM Ha IEUCTBUE

[ lepoTakcHM € TPEeTO MOKOJIEHHE LIMPOKOCNEKThPEH OaKTEPULIM/IEH aHTHOHMOTHK OT rpyrnaTa Ha
nedanocnopuuuTe. bakrepHLMIHATE CBOMCTBA HA AaKTUBHOTO BELIECTBO LE(POTAKCHM CE AB/DKAT HA
nHXHOUpalusa epekT Ha OMocuHTe3aTa Ha OakTepuasiHaTa KJIE€Th4YHa CTEHA, MPEAU3BHKAHO OT
MHXKMOMpaHe Ha NeHULIMIUH-cBbp3BalluM nporeunH (I1CI1), karo TpaHcrenTHaasure.

MexaHHU3bM Ha PE3UCTEHTHOCT

PesucTeHTHOCTTA KbM LIe(hOTAKCUM MOJXKE 1a €€ IbJDKH Ha CJIEIHUTEe MEXaHU3MH:

- MHAKTUBHpaHe oT Oera-nakramasu. lledorakcum Moxe 1a ce XuApoau3upa oT HIKOH Oera-
JlaKTamasu, 0co0EHO OT IIMPOK CNEKThP Ha OeTa-nakTaMas3u, OTKPUTH B 1aMoBe Ha Escherichia coli
unu Klebsiella pneumoniae inu 4ype3 XpoMO30MHO KOJAMPAHU MHAYKTHBHH MJIH KOHCTYWTHBHH OeTa-
nakramasu ot AmpC Tur, KOUTO MoraT aa Obaar oTkpUTH B Enterobacter cloacae. CnenoBaTteiHo
MHEKUUH, MPUYUHEHH OT MATOreHH C HHAYLIMPYEMH, XpPOMO30MHO KoaupaHu AmpC Oera-
NaKTamasH, He TpsAOBa J1a ce TpeTHpaT ¢ uedoTakCUM, JO0PH M B CiIy4a Ha JloKa3aHa in vitro
4yBCTBHTEIHOCT, NMOPaAH pyUcka OoT H300opa Ha MyTaHTH ¢ KOHCTYMTHBHO, JiepenpecuBHo AmpC Oera-
JlaKTamMasuy U3pa3sBaHe;

- namasieH a¢punurter Ha [1CI1 kM uedoTakcum. [IpuaodHurara pe3UCTEHTHOCT HA MHEBMOKOKH
M ZIPYrH CTPENTOKOKH € MpUYMHEeHa OT MoauuKalumu Ha Beye chluecTByBaiuu I[1CI1 Becnencreue
npolec Ha MyTalMs. 3a pa3ivka OT TOBa Ch3aBaHeTo Ha AonbiaHuTenHa [1CI1 ¢ namanen apunurer
KbM LIeOTaKCHM € MPUYHHA 32 PE3UCTEHTHOCTTA M0 OTHOLIEHHWE Ha METHLIMJIUH (OKCALIHJIHH-)
pe3ucTeHTHH Staphyloccocus;

- HeaIeKBaTHO NMPOHUKBaHe Ha 1iedOTaKCUM TIpe3 BbHIIHATA KJIeThbYHAa MEMOpaHa Ha rpam
oTpuLaTeIHK OakTepuu, nopaau koeto HHXUOUpaneto Ha I1CI1 e HepocTaTLYHO;

- HAJIMYKE Ha TPAHCNIOPTEH MeXaHU3bM (€IyKC NMOMITH) € B CbCTOSHHE aKTUBHO J1a
TpaHcnopTHpa 1edoTakCUM M3BBH KieTKaTa. [TbjiHa KphCTOCaHA PE3UCTEHTHOCT HA LIEPOTAKCHM €
yCTaHOBEHA ¢ e(TPUAKCOH U YaCTUYHO C APYIH NEHULIUIWHH U LIe(QaIOCTIOPHHH.

I'panuynu cmounocmu:
Axtyaniu MIC rpaHuuHM CTORHOCTH 3a ONpeessiHe Ha YyBCTBUTENHOCT Ha LE(OTAKCHM, ca
NoKas3aHu B TadJMLIaTa No-10J1y.

Esponeiickata Komucus 3a TectBaHe Ha aHTUMHKpoOHaTta yyBcTBUTENHOCT (EUCAST
MIC rpanuunu croitHocTu (V1.1,31/03/2006)

YyBCTBUTETHU MUKPOOPraHU3Mm 't

['pam oTpHuaTe THH aepodH Pe3nucTeHTHH MUKPOOPraHu3MHM ()2
Enterobacteriaceae’ 1/2




Pseudomonas spp. -
Acinetobacter spp. --

I'pam noJ10KuTEIHH aepodH T. 3
Staphylococcus’

Enterococcus --
Streptococcus A, B, C, G 0,5/0,5*
Streptococcus pneumoniae 0,5/2*

I'pam oTpHIATE/IHH AHAEPOOH
Haemophilus influenzae

Moraxella Catarrhalis 0,12/0,12*
Neisseria gonorrhoea 0,12/0,12*
Neisseria Meningitidis 0,12/0,12°
I1lamoBe, KOHTO He ca CBbpP3aHHU C TPaHUYHHUTE
CTOMHOCTH/ %
S</>R
1. He-B1a0BO CBBP3aHU FPAHUYHHU CTOMHOCTH Ca OMpe/ie/ieHH OCHOBHO Ha 0a3a

dapMakokuHeTHYHH/PapMaKOAUHAMHYHH JaHHH M ca He3aBUcMMH OT MIC pasnpenesenuero npu
koHkpeTHH BuaoBe. Te ca 3a ynorpeba caMo 3a BU/IOBE, 32 KOUTO HE Ca aJIEcHH CIELUPHUYHH 32
BMJIOBETE IPAHUYHHM CTOMHOCTH M HE 3a T€3HU BUOBE, IPH KOUTO HE CE NMPENOpbYBa H3CJICIBaHE 3a
yyBCTBUTENHOCT (0TOeNs3aHu ¢ -- unu IE B Tabnuuara).

2. lledanocrnopuHOBUTE rPAaHUYHU CTOMHOCTH 3a Enferobacteriaceae me OTKpHAT
Pe3UCTEHTHOCT, MeauupaHa ot noseyeto ESBLs u apyru KiIMHHYHO 3HaYMMH O€Ta-lakTaMasH B
Enterobacteriaceae. Bbnpeku ToBa, Haikou ESBL-npoayumpaim mamose Morar a ca YyBCTBUTEJIHH
WJIM C MEXKMHHA YyBCTBUTEJIHOCT € T€3HW IPaHUYHH CTOMHOCTH. JlabopaTopHHTe MOXKe 1a UCKaT /1A
M3M0JI3BAT TECT, KOHTO crielMpUIHO CKpHUHHUpA 3a Hann4uue/npucheTBUeTo Ha ESBL.

3. YyBCTBMTEIHOCTTA HA CTAPUIOKOKUTE KbM LE(aioCNOPUHH Ce orpesiens OT
YyBCTBUTEJIHOCTTA KbM METHLWIHMH (C M3KJIIOUYEHHE Ha LedTa3suIuM, KOMTO He TpAOBa 1a ce U3MoJI3Ba
MpU CTaQUIOKOKOBH HHPEKLIMH).

4. [1lamoBe ¢ MIC croitHocTH Hag S/l rpaHUYHM CTOMHOCTH €a MHOTI'O PEAKH HJIM BCE OLIE He Ce
cpobOiasar. TecToBere 3a HACHTH(UKALMSA U aHTUMHUKPOOHA YyBCTBHUTEJIHOCT Ha TE€3U W30J1aTH
TpsOBa Aa 6baT NOBTOPEHH M aKO pe3y/ITaTHTE Ce NOTBBPAAT, H30J1aThT /1a CE U3MNPaTH B pedepeHTHa
naboparopus. Korato uma okaszarencrea 3a KJIMHUYHHMSA OTrOBOP 3a MOTBbPAECHH H3oJiaTi ¢ MIC Han
HACTOSALIMTE I'PAHWYHU CTOMHOCTH 3a PE3UCTEHTHOCT (B UTAJIMK), Te TpAOBa Ja ObJaT J0K/1aABaHH
KaToO PE3UCTEHTHH.

-- =TecTBaHe 3a YYBCTBUTEJHOCTTA HE Ce NMpenopbyBa, Thid KaTO BUOBETE Ca JIOLI TapreT 3a Tepanus
C JIEKapCTBOTO.

IE = Hama goctaTh4HO JOKA3aTeNCTBA, Y€ BIIPOCHUTE BUAOBE ca 100Bp Taprer 3a T
JIEKapCTBOTO.

RD = pokymeHT, npeacrapsaiy AaHHH, u3non3saHu ot EUCAST 3a onpenensn
CTOHHOCTH.

YyBCTBUTETHOCT



PasnpocTpaHeHUEeTo Ha Pe3UCTEHTHOCT MOKE J1a Bapypa reorpa)cky U BbB BPEMETO 3a ONpe/Ie/ICHH
BM/10BE M MecTHaTa MH(OpMaLIM 3a PE3UCTEHTHOCTTA € KeJlaTe/IHa, 0COOEHO TPH JIeYEHHE HA TEKKH
uHdexkuuu. Tazu undopmailns nasa camo NpUOIU3UTETHH HACOKH 33 BEPOSTHOCTTA J1a/Iv
MHUKPOOPIraHM3MHUTE LIE ca YYBCTBUTEIHU KbM LIEPOTAKCHUM HJIH HE.

[Ilamoge YecroTa Ha pe3ucTeHTHOCT B EC (ako e > 10%)
(EKCTPEMHH CTOWHOCTH)
YyBCTBUTEIHU MUKPOOPTraHU3MH

['paM-no0J102KHTEJIHH aepodH
Staphylococcus aureus (4yBcTBUTEIHU Ha Methicillin)*
['pyna A cTpenTokokH (Bki. Strepfococcus pyogenes)*

['pyna B cTpenToKoKH
Streptococcus viridans

bera-xemonutuunu crpentokoku (I'pyna C, E, D)

Streptococcus pneumoniae*
12.7%

I'paM-oTpHuATEJHH aepodOH

Citrobacter spp.*

Escherichia coli*

Klebsiella spp. *

Moraxella catarrhalis*

Proteus spp. *

Providencia spp.*

Yersinia enterocolitica

Haemophilus influenzae*

Haemophilus parainfluenzae*

Neisseria gonorrhoeae*
Neisseria meningitides ™

AHaepoOn

Clostridium spp. (ne Clostridium difficile)
Peptostreptococcus spp.
Propionibacterium spp.

Apyru
Borrelia spp.

Pe3nCTEHTHH MHKPOOPIraHH3MH
I'pamM-no10KHTEIHH aepoOH

Staphylococcus aureus (MRSA)
Staphylococcus epidermidis (MRSE)
Enterococcus spp.

Enterococcus faecalis

Enterococcus faecium

Listeria spp.

I'paM-oTpHnaTe/IHH aepodu
Acinetobacter spp.
Citrobacter spp.
Enterobacter spp.




Morganella morganii
Pseudomonas spp.
Serratia spp.
Xanthomonas maltophilia

Anaepodmu
Bacteroides spp.
Clostridium difficile

Apyru

Clamydiae

Mycoplasma spp.
Legionella pneumophilia

*KiimHnuHaTa epUKacHOCT € JI0Ka3aHa 3a YyBCTBUTETHUTE U30J1aTH MPH 0100pEHH KIIMHUYHU
MOKa3aHMs.

MeTtuuunuH (oKcaluauH) pe3ucTeHTHHU ctaduiokoku (MRSA) ca ycToiiuMBH Ha BCHYKH HAJIMYHU B
MOMeHTa OeTa-1aKTaMHU aHTHOMOTULIM BKJIFOYMTEHO UEe(OTaAKCUM.

[TeHULIMIHUH-pE3UCTEHTHUTE Streplococcus pneumoniae NOKa3BaT pa3/IMvyHa CTENeH Ha KpbCTOCaHa
PE3UCTEHTHOCT KbM L1e(aTlOCNOPUHH, KATO HarpuMep LedOTaKCHM.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Cnen 1 000 mg uHTpaBeHo3eH 00NyC, CpeIHUTE MMKOBH IUIa3MEHH KOHLUEHTPaLMH Ha LIeOTaKCUM

obukHoBeHO Bapupat Mexay 81 u 102 microgram/ml. /Io3u ot 500 mg 1 2 000 mg BoadaT no
U1a3MeHH KOHLIEHTpauuu cboTBEeTHO OT 38 1 200 microgram/ml. He ce HabiironaBa kymynupase cien
npuioxkenue Ha 1 000 mg uHTpaBeHo3HO WiH 500 mg MHTPaMyCKYJIHO B poab/pkeHue Ha 10 nnn

14 nHu.
OGeMbT Ha pa3npe/e/eHHe B PABHOBECHO CheTOsHHE Ha iedotakcum e 21,6 L/1,73 m? cnen

npujiaraHe Ha 1 g UHTpaBeHO3HAa HH(Y3HA 3a 30-MUHYTH.

Cnel MHTPaBEHO3HO MPHJIOKEHHE HA LIe(OTAKCHM TPH 3/IpaBH Bb3PACTHH, EJIMMHUHALIHOHHHUSAT
MOJIY>KMBOT Ha OCHOBHOTO BewecTBo € 0,9-1,14 yaca, a To3u Ha meTtaboiuTa Ae3aleTHI OKOJIO

1,3 yaca.

PasnpeaeiiceHue

KonueHTpauuuTe Ha LedoTakCHM (OOMKHOBEHO C€ ONpeeIAT Ype3 HECEJIEKTHBEH METO/) ca
U3CcJIeBaHH B MHOI'O YOBEUIKH TeJIECHU ThbKaHW W Te4HOCTH. KOHUeHTpaluTe B LiepeOpocnMHanHara
TEYHOCT Ca HUCKH, KOTaTO MEHMHIUTE HE ca Bb3NajeHu, HO ca Mexxay 3 ¥ 30 microgram/ml npu neua
¢ MeHUHruT. Lledorakcum 0OMKHOBEHO NMpeMHUHaBa KpbBHO-MO3bYHaTa Oapuepa ¢ HUBa Hajl
MHUHHMMAaJIHaTa HHXUOHMpallla KOHLEHTpaLIMsA Ha YWYBCTBUTEHM MAaTOrN€HH, KOraTO MEHHHIUTE ca
pp3nasieHd. Konuenrpauuu (0,2-5,4 microgram/ml) MHXUOUTOPHHU 3a noBeyeTo | paM-oTpHLIaTE/IHH
OakTepuH, ca JOCTUTHATH B THOMHMU XpauKu, OpOHXHAIEH CEKPET U IJIEBPaJiHAa TEYHOCT CJIe/l 1I03H OT
1 unm 2 g. KoHLeHTpaluuTe BeposSTHO ca e(PEeKTHBHM Cpellly MOBEYETO YYBCTBUTEIHH
MHUKPOOPraHMW3MHM M ca NoJI0OHHU Ha MOJIyYEHUTE B )KEHCKHUTE PElpOAYKTHBHH OPraHH, H3JIMBH IPH
OTHUTHUC MEJIHA, MPOCTATHA ThbKaH, HHTEPCTHLIMAIHA TeYHOCT, ObOpeyHa ThKaH, NEpUTOHEAIHA TEYHOCT

11e()OTAKCHUM H JIe3aLeTHII-LeOTAKCHUM Ce JOCTUraT B XK/IbYKATA.

buorpancdopmauus
[ledoTakcum ce MmeTabosiM3upa YaCTUYHO npeau ekckpeuns. OCHOBHHUAT MeTad
MHKPOOHMOJIOrMYHO aKTHUBEH MPOAYKT, Ae3aueTHi-uedorakcuMm. I'onsamMa yact ot




ce OT/1e/1s B ypuHarta - okoJ10 60% B HenpomeHeH BUA U ollle 24% KaTo ae3aueTui-1ueoTakCum.
[11a3MEHHUAT KIMPBHC € YCTAHOBEHO. Ye e mex1y 260 1 390 ml/min u 6b0peunns kaupbHe € 145 110
217 ml/min.

EaMMHMHHUpaHe
[Ipu HOBOpOIEHHU (PAapMAKOKHMHETHKATA CE BJIUSC OT reCTalliOHHATA W XPOHOJIOrHYHaTa Bb3pacT,
MOJIY>KHBOTBT € YJIbJDKEH IPH HEJIOHOCEHH U HOBOPOIEHH ¢ HUCKO TEJIECHO TErJio B CpaBHEHHUE C

pPOAECHHUTE JIOHOCEHH HA ChlUlAaTa Bb3PacT.

[Tpu Texxka 6bOpeuHa AuchyHKUUS eTMMUHALMOHHUAT TOJIYKMBOT Ha LE(OTAKCHM Ce yBeJin4aBa
MUHHUMAJIHO 10 OKO0JI0 2,5 yaca, JI0KaTO TO3M Ha jJie3aleTuii-luedoTakcuM ce yBeliM4apa /10 0K0JIO
10 yaca. HanuunocTTa Ha nedoTakCuM U Ha OCHOBHMA MYy MeTaDOIUT HaMaJisiBa ¢ peayllMpaHe Ha

ObOpeuHaTa PyHKUHS.

o L [IpeakINHHYHHA JAHHH 32 0€30MaCHOCT

HekJIuHUUHUTE JITAaHHKW HE MoKa3BaT 0co0eH PUCK 3a Xopa Ha 0a3ara Ha KOHBEHLIHOHAJIHUTE
(hhapMaKoJIOTHYHH NPOYyUYBaHHs 3a 0€30MacHOCT, TOKCHYHOCT NMPH MHOTOKPAaTHO NpHJlaraHe,
FeHOTOKCHYHOCT, KAPUMHOTEHEH MOTEHLHAN, PENpOAYKTUBHA TOKCHYHOCT U TOKCHYHOCT 3a
pa3BUTHUETO.

6. PAPMAILEBTHYHH JAHHHA
6.1 CnuchbK Ha NOMOIIHHATE BelecTBA
Hsama

6.2 HecbBMECTHMOCTH

[ledorakcum HaTpHii He TpAOBaA J1a ce CMECBA C ajlKallHW pa3TBOPH, KaTo HaTpHeB OMkapOoOHAT 3a
MH)XEKTHpPaHEe WK Pa3TBOPH, ChAbPKALLHK aMHUHO(QHIIHH.

[ledoTakcum He TpsaOBa Aa ce CMECBa C aMUHOIIMKO3UAU. AKO C€ M3I10J13BaT €IHOBPEMEHHO, T¢
TpsaOBa J1a ce npuiiaraTt NOOTAENHO Ha pa3IMYHHA MECTA.

To3u nekapcTBEH NMPOAYKT He TpsAOBa J1a ce CMeCBa ¢ JIPYrH JIEKApCTBEHHU MPOAYKTH, C H3KJIIOYEHHE Ha
[MOCOYEHUTE B TOUKA 6.6.

0.3 Cpok Ha roiHOCT
HeoTBopeHa onakoBka — 24 meceua.

Jloka3aHaTa XMMH4Y€ecKa U pu3Huecka cTabMIIHOCT HAa MPUTOTBEHHUS Pa3TBOP € B paMKHUTE Ha 24 yaca
npu Temneparypa 2-8°C.

Ot MMUKpOOHONIOrHYHA IfiefiHa TOYKa, MPUIrOTBEHUAT pa3TBOp TPAOBa Aa ce U3Mo3Ba BeiHara. AKO He
ce M3M10J13Ba BeJIHara, epuoabT Ha MU3MOJI3BaHe M YCJIOBUATA HAa ChXPaHEHHUE Npeau yrnorpeda ca
OTrOBOPHOCT Ha noTpeduTess, KaTto He TpsOBa Ja ce HaJIBULLABa MEepUO/l Ha CbXpaHeHHe OT 24 yaca
npu Temmneparypa 2-8°C, ocBEH aKo pa3TBOPBT HE € MPUIOTBEH MPH KOHTPOJIMPAHHU U BaJIMAWPAHU
aCerTUYHH YCIIOBHS.

6.4 CnennaJjiHy yCJIOBHS HA CbXpPaHEeHHeE

HeoTBopeHa onakoBka: /la He ce cbxpansBa Haja 25°C. CbxpaHsBaiTe ¢akoH
OIaKOBKa.




3a BpeMETO Ha ChbXpaHeHHe cjie/l pa3TBapAaHe Ha JICKAPCTBEHHUS MPOJIYKT, BUKTE TOYHKA 6.3.
6.5 Bua u cbabpKanne HA OIIAKOBKATA

20ml 6e3useTHH cTbkieHd (aakonu Tun 11, 3aTBOpeHH cbe cMBa CHIIMKOHU3MpaHa OpOMOOYTHIIOBA
rymeHa 3zanyiuasnka, Al-oOkarka v 3aLllMTHA Kanavka.

Kapronenu kyTtuu chabpxkauiu | duakon x 20 ml m ot 10 dakona x 20 ml.
He BcMuku BUAOBE OMIAKOBKW Morar Ja ObAaT MmycHaTH B npojaxoa.

6.6 CnenMa/iH{ nNpeana3Hd MePKH NPH H3XBbLPJsIHE H padoTa
Camo 3a eHOKpaTHa ynotpebda. M3xebpriere HeU3IoN3BaHOTO KOJIHYECTBO.

KoraTo ce pa3tBaps BbB Bojia 3a utkekuuu (PhEur), uegorakcum odpasysa pasTsop ¢ 0J€A0KBAT
LIBAT, NMOAXOSLI 3@ HHTPABEHO3HO U MHTPAMYCKYJTHO UHXKEKTUpaHe. [IpoMeHHTEe B HHTEH3UTETA Ha
LBETA HA MPACHO NMPUrOTBEHUTE Pa3TBOPH HE HHAUKHUPAT MPOMEHHU B JCHCTBUETO HJIU O€30MacHOCTTa
Ha MPOJYKTa.

[IpuroTBeH pa3TBop: Bbnpeku ue € 3a npeanoydTaie 1a ce U3roJi3BaT caMo MpsiCHO MPUTrOTBEHH
pa3TBOPH 32 HHTPABEHO3HO U MHTPAaMYCKYJIHO HH)XKEKTHPaHe, 1Ie(hOTAKCHM € ChBMECTHM € HAKOJIKO
YeCTO HU3MOJI3BAHU HHTPABEHO3HU HH(GY3UOHHM pa3TBOPH M 3arna3Ba aKTUBHOCT 3a nepuoz A0 24 Jaca
B xJ1aguIHUK (2-8°C) B cieiHuUTE:

Bonaa 3a urkekuuu Ph.Eur

Harpues xyiopua 3a uxxeki us BP

5% ratoko3a 3a umxexkuus BP

HarpueB xyiopua U rmoko3a 3a MHTpaBeHo3Ha HHQy3usa BP

Hatpues nakrar 3a uHTpaBeHo3Ha HHQY3us BP (PuHrep-nakrar HHXKEKIIMOHEH pa3TBOP)

[ledorakcum e CbBMECTHM ¢ 1% JIMAOKaMH, HO BEAHBXK NMPUTOTBEH, TaKbB pa3sTBOp TPsOBa ja ce
M3I10JI3Ba BeAHAara.

[ledhoTakcHM € CHILO TaKa CbBMECTHM C MeTpOHHAa30:1 3a HHGY3u4 (500 mg/100 ml) kaTo 1 nBaTa
JIEKApCTBEHH MPOAYKTA 3ana3BaT aKTUBHOCTTA CH 10 24 4yaca clie[l pa3TBapsHETO, aKO Ce CbXpaHABAT B
xJ1aauinHHK (2-8°C). Bb3M0XKHO € NOTbMHSBaHE Ha LIBE€Ta Ha MPUIOTBEHUSA Pa3TBOP 110 BPEME Ha
c¢bxpaHeHueTo My. Ho npu ycnosue, 4e ce cnaspat npernopbyBaHUTe yCJIOBUS 32 CbXPaHEHHE, TOBA HE
WHJMKKpa NMPOMEHH B aKTUBHOCTTA WK 0€30MacHOCTTa Ha NMPOAYKTa.

T IMMPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
“TEHAMMA IOPBII* EOOJ
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