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3. JIEKAPCTBEHA GOPMA
ITpax 3a MHKEKUHOHEH PA3TBOP
4. KJUHHAYHHA JAHHW

4.1 TepaneBToyHH NOKA3AHIA

LlehoTakcHm ce MpernopbuBa 3a JEHEeHHE Ha TEWKH UHDEKUNH, IPSIH3BUKAHYN OT YYBCTBHTENHH KhM

aHTUONOTYHKA BakTepHH.

- HMuekuny Ha ACTHUTE AMNATENHI MBTMWIA® OCTRP M APOHHUEH Opokxrr, GakTepuaiua
nueenouts, Senonpoeben adbcuec,

- Mugexuni Ha pHKOYHUTE MBTHILA: HAMP. OCTLP W XPOHUEH nuenoHe@puT, LICTHT, ACHMNTOMHA
Saxrepiypaa.

- HeycnoxseHa roHopes IpH NALUEHTH, KOHTO CA aneprivHy KbM NEHMUWIMH WK [IPH HanH4He
HA PEe3UCTEHTHOCT KbM MeHMWITMH (MpOM3B&KAANG NEHUUMAa3a wamoBe Ha Neisseria
gonorrhoae),

- Hudexuiu B akylLepcTBOTO i M{HEKONOTHATA.
- Hudexumn qa opranuTe B KOPEMHATA KYXHHA. HATP, EPHUTOHNT.

-  MHudexumy Ha KOMATA M MEKHTE TBKAHH' HaNp. MHOEKLHH HA ChLEAUHMTENHATA ThKaH,
WHEKTHPEHI paHH.

- Mudexuitd Ha KOCTHTE ¥ CTABHTE: HAMNP. OCTEOMUESHT, CEITHYEH apTPHT.
- MeHuHrUT
- Cenruuemus

- [Tlipenoneparueua npodunakTika, ocobeHo npy XUPYPrHYHH HHTSPBEHLMM Ha opraHy B
KOpeMHATa KyXIHa, XPAHOCMUNATETHHUA TPAKT, NMKOUHHTE nbTHIuA, npu Llezapoeo ceueHue. ako
CHIUECTBYEA PUCK OT GaKTepuanya UHGEKLIA,

Bruumanne! lpean 3anousane Ha iieueHue ¢ uedorakcum, tpabea 0a ce HIcMeABa YYBCTBHTENHOCTTA
Ha GaKTepurTe, KOWTO NPENUIBUKBAT HHEKLHATA, KM NEKApCTEEHUA NPOAYKT.

JleueHreTo MOIKE a 3aM0UHS MPeRi NOAYHABAHE HA PE3YATATA OT WICAEABAHETO 32 UYRCTBUTEAHOCT
Ha GaKTepHUTE KbM aHTHONOTIIKA. Chen NoMyHaBaHE Ha PE3YRTATUTE OT aHTHOHOrpaMaTa, MOXKE fla ce
HATOXNKH NPOMAHA Ha ASKAPCTBEHHA MPORYKT, H3NON3BAH 38 aHTUOAKTEPHANHO JIEUEHHE,

4.2, ,1103“[)031{'3 H HATHH HA NIPHJIOKEHIIE
HO3I1POB!{E1TB. 34BHCH OT TEKECTTA Ha HH(t)eK].lHHTa, YYBCTBUTENHOCTTA HA MHKPOO T3IMHTE, KOHTO




Bwipacreau

-~ HeYCNOWHEHY HHpEKI; | g Ha BeekH 12 uaca;

— CPEAHO TEMKKH MHPSKIIMK: 2 g Ha Bcexky 12 yaca;

~ TeKKU UHGEKLUHY (Hanp, cenche) 2 g na scexu 6 mo 8§ yaca;

~ HH(EKLMK, KONTO 3ACTPALLABAT KHBOTA! [03aTa MOWE Aa OS YBENMuH A0 2 g Ha BCeKn 4
uaca (MaxcuManua no3a - 12 g na feH);

- HEYCAOMKHEHA IOHOpEs; 1 g enHokpaTHO;

— npohUNaKTHYHO NIPEIH ONEPaIHs: | g BEHO3HO WAM MycKyjaHo, 90 no 30 MuH.

[MpEAN ONEePATHBHATA MHTEPBSHLUMA,

— Llesaposo ceueHue: nwpsara nosa or | g TpabBa Ha ce npunoKky
BBH3MOMKHO Hall-0bp30 cmen cTaraHe Ha MbNHATA
BPBB, CREd KOETO CHIW@TA fA03a Ce [0CTaBH
BEHO3HO MM MYCKYAHO ciied 6 unu 12 daca

Heua

OGHUKHOBEHO C& M3MON3BAT CMENHUTE AO3M:

Hogopodeny 30 mg/kg TenecHo Terno 3a JSHOHOLWIE, MPHIGKEHH BEHOIHO, pasgenend Ha 2 jo 4
aryukaus, Flph Texxk MHQEKLMH MOKe fa ce mpunarar aHesHo 150 po 200 mg/kg TenecHo Terno 3a
JAECHOHOINE, PA3LCNEHH Ha OTRSNHHE BO3H,

Kupatauema u deya. 100 mo 150 mg/kg Tenecno Terno a meHOHOUIME, pasiencHy na 2 go 4
anapkaury [py Texxky HHGEKUNY AHEBHATA 034 MOKe fa yrennuu A0 200 mg/kg TerecHo Terno.
Heya nao 12 coduwna svspacm (¢ Tenecho Terno Haa 50 kgl 13non3ea ce N03NPOBKATA 32 BB3PACTHIL

JozupoBKka Ha NeKAPCTEEHNS MPOAYKT NPH DAUHENTH ¢ 0upeuna nenocTATEYHOET:

HMmafixn npeaBud NOTHCKAHETO HA H3BYBAHETO HA NSKAPCTBEHNA TPOAYKT W PHCKA OT NOBHLIABAHE
Ha MNA3MEHHTE KOHLEHTPAUHH. A031POBKaTa Ha Led)oTakcum npu Gonui ¢ 6udpeuna HeaoCTaTLUHOCT
Tpabea na OpOe chobpaseHa ¢ KpeaTHHHHOBMA KAMpbHC. He e orfensasana HeoBXoABMOCT OT
HaMansABaHe Ha A03aTa [IPU KPEATHHUHOB KAMPBHC NMo-Bucok oT 20 ml/min/l1,73 m* B cnyuaff ue
KPeaTHHUHOBHAT KJANPLHC € Mo-HUCHK, Ko3ara Tpadea Ja ce HaMany HanohsoeHua. He e neoOxoanmo
YIOBKABAHE HA HHTEPBAAITE MEKNY MPHAAraHETO HA OTHENHHTE 103U,

IpopbikuTEAHOCT HA IEYEHHETO

[TponbmKUTENHOCTT HA AEHEHHETO 3ABICH OT 3HAYUMOCTTA H BHAA HA HH(EKUMATA,

JlexapcTBEHHAT NPOAYKT TpAGRa KA ce Npuiara owe 2 A0 3 AHYM CMel OTIBYUABAHE HA KAHHUYHUTE
nposasu. [Tpy wHbeKLy, TPEAH3BIKAHH OT B-XeMONHTHUHK CTPENTOKOKYM OT Ipyna A, NeYeHHeTo
TpabBa a ce NposeRcAa Hali-ManKko B npoakkeHue Ha 10 Ay (NpofUAaKTHKE HA IOCTCTPENTOKOKOB
TOMEPYACGHEDPHT U OCTHP PEBMATHIBM),

Ha4ann Ha npusaokense
Humpamyeryaro nputoscenie
[Mpenopbusa ce ZO3UTE Hal | € Na Ce MHKEKTHPAT HA ABE pasiuuni MecTa. C Orfel HAMANARAHE HA
Bonkara, NeKapeTBEHNAT NPoAYKT TPADBa 4 Ce HHMEKTHPA B NOAEMH MYCKYAH,

Humpasenosno npunoscenue

To3n HauHH KA NPHAOMKEHHE C& NPENOPBURE NPU MALHEHTH ¢ TEKKY HHPEKUHY (CENCHT, MEHHHIUT) K
nipK GONTHK CbC ChCTOSHYA, KOHTO 3ACTPALLABAT TEXHHA IKHBOT.

[lpy MHTPaBEHO3HO NPHAOXNKEHHE, NEKAPCTBEHNAT NPOAYKT TpabBa Aa ce HHKEKTHpa OaBHO, B
MPOABIKEHHE Ha 3 [0 5 MHHYTH, WM [a ce Ipkaara non GhopMa Ha thhyznﬂ B_I] Hue Ha 20
10 60 MHHYTH.

IO I




4.3. HpoTHBONOKA3aAHHS

CBpPBAMYBCTBHTEITHOCT KbM BE(POTAKCHM HITH LehanoCnopHHEL,

4.4, CienlMaHA NPeNyTPeAICHNs U MPeNNa3Hi MepRH npy yrorpeba

JlexapcTBeHUAT NpOOYKT TpAGBa Na €€ IPHIAFa BHUMATENHO [IPH MALHEHTH C aneprus KbM
NEeHHUHIUE W ApyFH OeTa-NakTaMHu aHTHOHMOTHUM NopalH KpsbCrocaHa anepris, B cnyuall na
afeprivsa peaxus nedeHiero TpsadBa na ce mpeycTaHoBH HezabapHo, CNELMANHO BHAMAHHE €
HeoOXOAUMO MpH DALMEHTH ¢ anepryuHa auareza 1 actMa. Iipu Te3u GonHM e Hamulue pHCK OT
pa3BUTHE HA TEXHKH aNepriuyHK PeaKliy, BKAIOUHTENHO LIOK.

JlekapcTBeHUAT NpodyKT TPABRa Oa ce NpuUIara BHHMAaTeAHO npi GonHy ¢ JokazaHo sabonspaHe
Ha TACTPOMHTECTHHAHHA TPAKT, NO-CIESUHATHO KOJIMT.

[MpexaneHo OBPOTO MHMKEKTHPAHE HA MeOHkaMeHTa (3a nmo-manko oT 60 cexyman), ocobeHo B
LieHTpanHa seHa, MOMKE Aa NPeH3BHKA [I0ABA HA XKIIBOTO3ACTPALLABALLA APHTMIA.

lMpunaranero Ha uedanocriopyHU BbLB BHCOKH A03H, ccobfeno npu Gomun ¢ Obbpeuna
HEAOCTATBYHOCT, MOXE kA [PHHWHM  pascTpoiicTea HAZ  UeHTpanHaTa HEepBHA CHCTEMaA
(xouBynciH). [lomobun cumnToMH ce Habiwonaear paAnKO, TPEIWMHO NPH W3NON3EAHE Ha
uedanocnopnHy oT [-BO NoxoneHWwe, BBLAPEKH HYe [MOHMAKOra Moxke Aa ce OTGenemar W npu
H3nonssade va uedanocnopunu or [l nan 11l nokonewue,

[lpy  npoobmKUTEAHO TIPHIOKEHNE, UESDOTAKCHM, KAKTO W Apyrvre auTHOHOTHUHM OT
LedanocroprHoBaTa TPYNA, MOXKE A3 NPeAX3BUKA PA3BIHTHE HA HEYTPONEHUA, B NO-PEAKH CAYYaH
Ha arpaHyJoLuTesa, e03HHOGMNA, TpoMBOUHTONeHN,, XEMOIUTHUHA aHeMA. [1p1 riposexaaHe
Ha fieyeHne rmoseve oT 10 oHM ce nMpenopwsuea KOHTPOR HA MOphONOrHATa # Opos HA KPLBHUTE
SNEeMEHTH.

JlekapcTeeHnAT MpoAYKT TpsfBsa Ja ce npunara BHUMATeRHo npH OonHm ¢ OnbpedHa
HeaocTaThyHoeT, B cnyvall ye nexapar MOXKE Ja W3MON3BA CaMO CTOHHOCTHTE Ha KpeaTHHHHA B
CepyMa, KIHPLHCLT MOMKE 1A C8 M3UUCNY [0 chenHara Gopmyna:

KpeaTHHHHOB KnnpbHe (nl/min} = me. (kg)* (140 — pp3pacTTa B roguu)
72% croliHocT Ha kpeaTnHUHA (ME%)

[1pH sxeHn ropHuTe cToliHocTh Tpabea da ce ysmHoxar no 0,85

B emunuuna noz3a or | g ce chabpkaT 48 myg HaTpuil, koero TpadBa Ja ce MMa NpeaBl NpH
GOHN CbC 3HAMHUTENHO HapylleHHe Ha BOAHO-eNSKTPONHTHHA GanaHc ¥ (MAM) & BaKHO nA ce
B3¢M4a 104 BHUMAHHE KONMUSCTBATA HA NPHETHITE SNEKTPOJUTH B AHEBHUA BanaHc,

B cnenyute ciryyan He TpADBa Aa e NpuAAra pasTBOPEH C NHAOKAHH Le(HOTaKCHM:

"  [IPH HHTPaBEHO3HO MPHAQKEHNE

"  [IpM Aela Ha Bb3pacT Ao 30 meceua

" [Ipd MALKEHTH, AIEPrHYHH KbM JIMAOKaHH

* npu HoanM ¢ OPOBOOHM MPEACHPAHW HAPYIUEHMA (TOBAa HE €& OTHACT 3a MALMEHTH C
HMOAAHTHPAH KapAMOCTIIMYAATOP)

" [pH OAUMEHTH ¢ TEXKA CLPASHHA HENOCTATHUHOCT,

B Haxow cny4ad., IMIIPOKOCTIEKTHPHUTE AHTUOMOTHUM (HAMp. MAKPONHON, MOAHCHHTETHYHH
MeHMUMMIHKM, US(anOCrOpHHYM) MOXKEe Ja [PEeAU3BHKAT MceBIoMeMOpAHO3EH  EHTEPHT.
PascrpoiicTsara Ha nopmanno OaraHcupadara OaxrepHanda gaopa B depeaTta cnocolcTBa 3a
passuthero Ha Clostridmm  dificilie MMEPOOPraHW3Mil, a TEXHHTE TOKCHHM [PEAM3BHKAT
KAHHHYHA NPOABU HA ncesfioMemBpanosed enteput. Tlo TasW npuyuHa, MAUHEHTH, TIpH KOUTO 1O
BpeME HAa AHTHNOMOTHUHOTO JEYSHWE WM CKOPO CNef HErOBOTO NAPHKMIOUBAHE € BBLIWHKHANA
Auapua He TpAGRa 12 NPOBEKAAT caMofiedenile, a 1a ce obbpHaT kubM nexap TIpH w3sareny MPoaeH
Ha MCEBNOSHTEPHT € YMECTHO He3abaBHO NpeycTaHOBABAHME Ha TEPANUATA M [IPOBEKIAHE Ha
CBOTBETHO fiedeHue. [lpH ro-aexkd CAy4ad ¢ AOCTATBYHO A €€ MPEYCTAHOBH JISUEHHETO C
NPOLYKTa, @ MpH [NO-TeXKH NEPOPANHO €& [PHAAraT METPOHMAAZON  KHF™ -

[TpOTHERONOKA3AHO € H3NON3BAHE HA ASKAPCTBEHH [IPOAYKTH, KOHTO NOTHCKAT,




—  KakTo W tupy ApyTHTe WHPOKOCNEKTEPHH aHTHOHOTHUMN NPOLBIKUTENHOTO NPUITOKEHHE MOXKE [a
JOBENe OO CBPBXPacTe Ha HeYyBCTBHMTERHM opramwsmu, bika. Candida. Ilpu nosiza Ha
CynepHH(peruHa npuiokerteto Ha Lledoke tpsalpa 0a ce npekpati ¥ [a ce NPUIMKH ChOTBETHO
neveHHe,

4.5 BzanmopeiicTaye ¢ Apyry JeKapcTBEHM NIPOXYKTH H Apyru (opMH Ha B3aumoaeiicTeue

~  AntubuotvuMTe ¢ OakTepuocTartHded  edeKT, Hanp. TETPaUMKIMHM, SPUTPOMHELIH,
xnopamMeHiKon Wik cyndoHaMiiy, GHXa MOMIH Ba [OTHCHAT AHTHBAKTEPUANHOTO AeHCTBUE HA
uedanocnoprHnTe, KOSTC HIMa 0CODSHO BAXHO 3HAUSHHE TP Ji€HeHIe HA TEKKH nH KW,

~ EnHOBpeMeHHOTO NpinaraHe Ha LedOTakcHM C aMHIHOMNIHKO3MIH, KOJNHCTHH, NOAMMHUKCHHH,
BAHKOMHIMH, ypo3eMul UM €TAKPHHOBA KICENWHA, aBAHM BLB BYMCOKH NO3M NMOBMIIABA pPHCKA
OT 1105182 Ha He)POTOKCHYHOCT,

- l'Ipu MALMEHTH, TPRETHpaHKW ¢ LIEC])OT'&KCPIM € BB3IMOMNKHA M0ABA HA MBANHBO M[ONOKUTEIHH
PE3YATATH HA PEAYKUHOHHI TECTOBE 32 [VIKOKO3a B YPUHaTa.

- EHHOBPEMBHHOTO npujiaraHe ¢ npo6eHeumn BOAH A0 [MOBNIMABAHC HA KOHUCHTPAUHATA HA
LLe{J])OTaKCHM H ﬂe3aueﬂmue(bom1ccum H YABMKABAHE HA NEPHOAA Ha NPHCBLCTBHETO 1M B CEPYMA.

— Tlpu HAKOM MALMEHTH, TPETHpaHH ¢ nedoTakerm ce oThensaga aniuuro NO3UTHBUPAHE HA TECTa
Ha Kywmbc,

~ Edmurackoctta Ha nepopanHHTe KOHTPAUSTTHBH MOXE fa OBIE MOHIDKeHa NMpH elHOBPEMEHHO
npuaoxerne ¢ uedorTakcum. lNopaau Tosa No BpeMe HA NEYeHHE ¢ MpoayKTa Tpadea na ce
H3MON3BAT NOIMTBIIHUTENHI METQH 38 KOHTDPALIEITLIIS.

4.6. bpeMeHHoET H KbpMeHe

He e nokazana Oesonacuara ymoTpefa Ha uethoTakcHM o BpeMe Ha OpeMeHHOCT M KbpMmede, He ca
IPOBEXAAHE KOHTPOAMPaHH Npoy4uBanua. LledoTakcun npeMyHaBa npe3 MIAUSHTaTa ¥ ¢& W3NbuBa B
MaMYHHOTO MISIKO.

Uedorakcim He TpaGea na ce u3nonzsa npy OpeMeHHW W KbpPMEUH KEHM, OCBEH B cnydail Ha
KaTeropu4Ha HeoBXoAMOCT

1.7. Edbexrn supxy criocofuoceTta 338 modupane niai padora ¢ MANINHA
Hsaaa aHHM OTHOCHO BIUAHWETO HA NMEKAPCTREHUA TIPOAYKT BLPXY criocobHOCTTa 33 Wwodupane niu
padoTa ¢ MAHHH.

4.8. Hexenann Jexapersenit peakuuu
[pr ynotpe6a Ha UehOTAKCHM pALKO BB3HKKHAT HEKETAHHW AEKAPCTBEHM pEeaxlUMH, KOUTO TIO
MpaBHAO Ca JIEKH U ¢ NPexoaeH xapakrep. Te BrnuBar:

-  Cepaednn Hapywenns: Muoro peaxn (< 1/10 000): npit 65p30 WHTPABEHO3HO HEDKEKTHPAHE Ca
oTOENA3aNH QTACTHH ClyYal Ha apuTMUS.

-~  Hapywenna #a xpesra ¥ anmpuaTa encrema: Peaxn (> 1710 000 no < 1/1 000): auemns,
NIEBKONEHHA, HEYTPONEHHA, Mpexofna eosunodunua, rpomMBoUUTONEHHA, rpaHyNOLKTONEHHA H
arpaHynouMTo3a.

~ Hapymenns Ha nepsHaTa cucrema’ Peaxu (> 1/10 000 no < I/1 000): npunaraHero Ha
uetdoTakcyM BBB BHCOKH N03H, ocobero npd OonHH ¢ OuOpeuHa HEMOCTATBUHOCT, MOMNE A4
NPUYMHYU CHMITOMM Ha eHuedanonaTHa {Harp. HapyLieHis Ha Cb3HAHUETO, IbPUOBE).

- Cromammo-dpeBHn gapymenns: Yeceru (> 1/1000 go < 1/10): Gonka B enuracTpuyma, rafeHe,
NOBPHIIAHE, AHAPNA.

- MHoro penxii: ncesaoMeMOpano3e Kot
Hapywenusn Ha2 6nfpeunte o nuxodnurTe merhma. peaku (> 1/10 000 mo < 1/1 000):
IPEX0AHO MOBHIHARAHE HA CTOMHOCTHTE HA YPeATa It KpeaTHHIHA.

~  Muoro pegku (< 1/10 000). unrepernumanen vedpur.

~  HMadexnsyn n aadecranun: Pepky, (> 1710 000 oo < 1/1 000): TMpoazssd ata yrnorpeba
MOXEe Aa ROBEAE A0 CBPbXPACTEX HA HEMYBCTBHTENHM MUKPOODF: 0T poja
Candida)




-~ O6mn vapymenns ¥ efexTu Ba MACTOTO Ha npuaoxenne: Yecru (> 1/1000 go < 1/10):
fonka, IpasHeHe, BE2MATEHHE HA KPLBOHOCHHTE CHAOBE HA MACTOTO HA MPIIOKEHUES — B MHOTO
PellKK Cyyay Hanaralli npeycTAHOBABAHE IPUIATaHeTO Ha LeoTakCHM.

— Peaknuu Ha CBPbLXYYBCTRHTEIHOCT!

Hapyvwenus na usynnama cucmena: B MHOTO pelikll cnyvan ¢e oTOeNs3BaT TPECKa, BA30MOTOPEH
OTOK, OpOHX0CIazbM, aHAQHMNAKTHYHI PEAKLHN,

Hapvuwenua wna xoocama y nodroxcnama muran: Yectu (> /1000 mo < 1/10):  ofpus,
YPTHKApHA, ChpOeK.

Mmuoro penxn: (< 1/10 000), srn.u3zonupany ciyyau: TO-HecTo rpy GONHM € aCTMA: eKCYJaTHBHO
BL3MNANSHUE Ha AMrABMLITE cHHApOM Ha Stevens-Johnson, eputeMa MyATH{OpPME, TOKCHUHA
eTHASPMANHA HEKPONH3A.

[Tpy HafuY@e HA HAKOA T MH3OPOEHUTE AMEPrUYMHH peakuun, HesaGaBHO TpaGea ma ce
NpeyCcTaHOBH NPUAOKEHHETO HA JICKAPCTBEHIS TIPOAYKT

—  Xenaro-Guauapan Hapywenns: Penxu (> 1/10 000 no < 1/1 000) npexoaHo MOBHLISHHE Ha
cTOHHOCTHTe Ha OunupyOuHa, ankamHaTa docdiaraza H aMuHOTpancdepasHaTa aKTHBHOCT.

4.9. llpenosupane

Tpn fipenosdpade ¢ BEb3MOMHO Ad BLIHMKHAT NO-CHAHO H3paseHH Hemenauu edextu. Bb3MoikHo e
NOBHIABAHE HAa PHCKA OT JIPA3HEHE HA LEHTPANHATA HEPBHA CHCTEMA U MOARA Ha [bpuoBe npH GomHu
¢ OwvbpeuHa HenocraTeuHocT. [lpn npenosupade tpabea Aa ce NPEYCTAHOBH [IPHIATEHETO Ha
JIEKAPCTBEHHA MPOAYKT. Ja CE& MPOCNENABAT OCHOBHHTE wit3HEHH QyHKUMI 1, npi neobxonuMocT, ia
C& POBENE ANCKBATHO CHMIITOMATHYHO JIEMEHIE,

JlexapcToenHaT NPOAYKT MOKE Ja Ce OTCTPAHW OT Opradu3Ma MNOoCpeNCTBOM XeMONHAlza HAM
TepHTOHEATHA AMaNIi3a.

5. ®APMAKOJOI'MYHW CBOWCTBA
5.1, @apmMakoaHHAMIYHH CBOICTBA

dapMaKoTepanesTHYHA rpyna: aHTHOAKTEPHANHH JIEXapCTBeH cpecTra 3a oBLI0 [TPHIoKEHNAE;
B-naxTamHu aHTAGHOTULH; LEQaToCOPHHIL.

ATC xon: ] 01 DD 01

uquOTaKCIihi HMa 6aKTepuuuneH MEXaHH2bM Ha AeliCTEHE, KOfITO €& OCHOBABA HA NOTHCKAHE Ha
GuocHHTe3aTa Ha 6aI<TepHanHaTa KNeTbhbHHA CTeHda. B PEIYATAT Ha 6n0KnpaHe HAa aKTHBHOCTTA Ha
TPaHCMEnTHAa3aTd, U,ECI)DTaKCHM NOTHCKA 06]3&3}’13&1‘1(3’1‘0 Ha BRB3KK MEHAY NEHTANCNTWAAZUMTE Ha
MYKONONH3axapiga Ha 6aKTepp1anHaTa KASThYHA CTeHa, B clepsBalius evan, B pE3YATAT Ha
AXTHBHPAHETO Ha KNETHHHITE Xnapoaasy, 6at<’repua.rrHaTa CTEHA ¢ JIH3HPa.

AHTuDAKTEPHANIHOTO AelCTBHE Ha Le)OTAKCHM BKIHOMBA!

"pam (+) muxpoopranmsmm:

Staphylococcus aureus (IUaMOBE NPOMIBEIKNALIM 1 HelpoM3BeKkaamn B-naxramaza), Staphylococcus
epidernuds, Enterococcus spp, Streptococcus pyogenes (rpyna A, B-xemonutuyer), Streptococcus
agalactiae (rpyna B), Streprococcus prewmoniae, NEHMUMAHH-PEIHCTEHTHH  Strepfococcus
preumoniae NposiBABA KPbCTOCAHA PE3UCTEHTHOCT KbM UedanocnopwHu, BKN 1 HedOTakcHa,
MeTHUMAKH-pestcTeTHE cTadmmoxoki (MRSA) ca pe3ucTeHTHH KbM [-naxkTaMHuWTe aHTHONOTHUM,
BKII. H KbM LEHOTAKCHM.

I'pam (-) muKpoOOpraHusMu:
Curobacter spp . Enterobacter spp , Esherichia coli, Haemophilus influenczae (B SHTHH KbM
aMnuLUNEH wamoee), Haemophilus porainfluenzae, Klehsiella spp., {cvlio 1




Newsserta gonorrhoeae (NpOH3BEXOALUM M He-MPOH3BEKIALIM TeHHLMNasa lwamose), Newsseria
mewmngitidis, Proteus mirabilis, Proteus vudgaris, Proteus inconstans, Providencia retigery, , %,

+ MHOMO 0T LWAMOBETE, KOWTO MPOABABAT MONNMENMKAMEHTOIHA PE3LCTEHTHOCT CA WYBCTBHTEAHM
KbM LeOTaKCHM.

AHaepodHy MHKPOOPraHU3MIL

Bacteroides spp., (BrntodaHTeNHO HAKON WwWamose B frgilis), Clostridium spp (nopevero wamoee Ha C
difficile ca pesuctenTH), Peptococcus spp, Peptostreptococeus spp, Fusobacterium spp (cul10 Taka
F nucleatum)

5.2. GapMaKOKHHETHYHH CBOICTRA

Ledorakenm He ce abcopbupa cnen nepopaned npueM. CHER [MHTPAMYCKYNHO U HWHTPABEHOZHO
npunoxeHre GLP30 Ce AOCTHUFAT TEpaneBTHUHMTE KOHUEHTpauuu B cepyma. Cref WHTpaMyCKYJHO
HIDKEKTHPAHE Ha TNPOAYKTa B A03a o1 500 mg unn 1 g, MakcuManHa KOHUEHTpaLHs Ha uedoTaxciM B
KPBBHUA CepyMm ce oTuMTa [pudnuzuTenHo cnex 30 min u gocrura cwoteerHo 11,7 pg/ml u 20,5
pg/ml. Caen HHTPaBEHOIHO INPHAONKEHHE HWa UedorakciM B aosa 500 mg, 1 g wim 2 g,
KOHUEHTpalMATa Ha aHTHOHOTIKA Ce YBe&MYaBa MPOIOPLUHOHATHO HA J03dra, JAocTUraiixi
MaKCHMAIHA KoHUeHTpauis ceorserHo 38,9 pg/ml, 101.7 pg/ml u 214,4 pg/ml. He e ycraHoBeHo
HATpPyIBaHe HA JISKAPCTBEHUS NPOAYKT B opraknima [lpu naumeHTH ¢ Hopmanta GuOpeuna GyHKUHa
BPEMETO Ha MONyXUBOT Ha UedoTakcnm e 1,2 uaca, a Ma fesauerunuedorakenm — 1.6 uaca, [lpn
naunenHTy ¢ ObnOpevHa HEAOCTATHLYHOCT, HEAOHOCEHH AeUA U HOBOPOAEHH € MONHOPMEHO TErNO
NOAYRUBOTET HA UehOTaKCHM, KAKTO M Ha HETOBHA METAOONWT Ae3aleTHAUE(OTAKCHM CE yaBIKasa.
[pu Gonku ¢ Texka GbOpeiHa HEOOCTATBUHOCT (KPEaTHHHHOB KAHpLHE 3-10 ml/min), nOAyKHBOTBT
Ha uedorakcuM ce yBenudaga fo 2,0 Haca, a Ha JesaueTHauedorakcum ao 10 waca, Okono 40% ot
TIPHJIGKEHATA 1034 CE CBBP3BRA ¢ [1A3MEHHUTE [IPOTEHHH.

Lledorakcum ce merafonuzvpa B wephus apod 1/3 oT npunoxkenara no3a Ha aHTHOHOTHKA ce
nomtara Ha GuoTpaHcdopauus Ao OUONOTHYHOAKTHBHHA fe3auerunauedoTakcHM H HEAKTHBHWA
Jaktol. Jesauerunuedorakcun, xofiTo e emuHCTBeHUAT MeTabonuT ua uehanocnopunute ot [l
HOKONEHNE, [POABEBA CHHEPIH3IBM © I3XOAHOTO ChemliHeHIe. Hezauerunuediorakcun e ¢ no-manka
BHOAKTHBHOCT, HO € MO-YCTOHYHB KM XMAPOIMTHYHOTO ReiicTBHE Ha B-rakTaMasuTe, MpOH3BEKAARM
OT YCTOHUHBH MAMOBE, BKITIOMMTENHO aHagpoGuuTe mMuxpoopranusmi. [Ipu n3nonzsane Ha cpennn
O34, CEe MOCTUra MHXHOMTOPHA KOHLUEHTpauus Ha UedOTAKCHM 3a [MOBEYETO YYBCTBHTENHH
MHKPOOPraHH3MK B MHOTO TBKaHW, Opradd 0 TeaecHd TeuHocTH. lledoTarcum npoHikea nobpe B
KOCTHHS MO3bK, OpOHXMANHRA CEKPET, MNNeBpara, CTeHATa Ha MILYUHMA MEXYD, NEPHTOHEYMa,
nepuKapAa. KOCTHTE, KaKTO W B MOAOBUTE OPraHi H CPEAHOTO yX0. B mabUKaTa ce JOCTHIAT BUCOKH
KOHUEHTpaLEM Ha uUedorakcis U Ha HerosHs meTaonnT — aAesauetunuedotaxcum. Ilpu
BL3MARNUTENHE (POUECH MPOHHKRA B rpLOHAYHOMO3BYHATA TEUHOCT, KATO AQCTUrAa KOHUSHTpauuu,
LOCTATLUYHY 32 MOTUCKAHE Ha GUOIOriHHaTa AKTIIBHOCT Ha BaKTepHHTE, NPEAN3BUKANY HHPEKLHATA.
Ledorakcum npemiHaea npes naaueHtapHaTa Oapuepa M ¢e W3INb4Ba B MaliduHoTo MnsAxo. B
TLKAHNHTE H TEASCHHUTE TEUHOCTH AS3ALETHILS(HOTAKCHM ChIIO KOCTHRA KOHUSHTPAUWH, HOCTATHUHH
33 TOTHCKAHE Ha DAKTEPHATHIUS PACTEX

Oxono 80% oT mpunoedara no3a usdorakcuM ce u3nbusa npes Ounbpeunte (50 - 60% B
HenpomeneHa hopMa), a cetaHanara vacr ¢ hexkanuure, Lleorakcnm w gesaueTHnued oTakcHM MOTaT
Ja ce OTCTPaHAT NOCPSOCTBOM XEMOAMANIIRA Ul NEPUTOHeaNHa AHaNH3a,

5.3. lpenxknuHUMHEN JAHHI 32 Ge30MACHOCT

[pu npoBeneHH BBPXY ONMUTHH KHBOTHH H3CNEABAHHA, [1PH KOUTO CA NMPIIONKEHH AO3H, MHOIOKPATHO
NPeBHUIABALLIMY CPEAHNTE NO3W, V3NON3BAHM APW XO0pa, HE Ca YCTaHOBEHH TEPaTOreHHH S(eKTH.
Lledotaxcum He npodBdAea MyTareHH!! CROIICTBA, KAKTO [IpH TecTa Ha Ames, TAKa H NPH HyKNeapHHA
TECT,

6. PAPMAIEBTHYHHN JAHHH

6.1. CouehbK HAa NOMOIHATE BellecTBa
Hsama nomoliHi BElEeCTBA.




6.2. HeesBMeCcTHMOCTH

[ledoTaxcum ne TpalBa Oa ce cMecBa ¢ AMHHOMMHKO3MAH B egHa crnpwHuoska. Lledorakcum
MpUTEARABA TIO-BUCOKA AKTHURHOCT KbM MMUKPOOPraHu3MHTE B pasTeopu ¢ pH mexny S u 7.
Lledhorakcum He Tpabea aa ce pasrteaps ¢ pasTBopurenM ¢ pH Han 7,3 WiK ¢ pasTeOpH, ChABLPKALLH
HaTtples fuxapOoHar.

6.3, Cpox Ha roguocr
2 TOMUHM,

6.4, Cienua iy YCJIOBHS HA ChXPaHeHMe,

Ja ce cuxpanara mon 25°C, Jla ce masu OT CBETJIMHA,

Ja ce chXpaHABa Ha MACTO, HENOCTBIIHO 34 Aena,

6.5. Januu 3a onakoBKaTa

Crexnen dnaxon 20 ml, obesomacen ¢ ryMmeua Tama H &IyMHHMEBA Karnadyka, cedbpiuadl } g ot
JIeKapCTReHUS TIPOAYKT, OTIAKOBaH 3aeAHO ¢ MHPOPMAaLHOHHA IICTOBKA B KApPTOHEHA KYTHS.

6.6, Cneuma/iHy Npeanasni Mepic NpH HIXBLPJsSHE 31 padoTa.
ITpuroresige Ha pasrsopa

HHmpayckyano npunoicene

CorbpixaHieTo Ha (paaxoHa oT | g ce pazreapa B 4 1o 10 ml sona 2a nHxexuun unu 1% n1I0KaUHOB
pasTeoP.

Pa3topbT Ha uedoTakcum ¢ 1% nupoxank Tpadsa aa ce M3NON3BA CKOPO CAEA HETOBOTO IPHIOTBANE.
JIHAOKAHHOBHSIT PA3TEOP MOMKe Aa e HHIKEKTHDA CaMO0 HHTPAMYCKYIHO.

Humpasenosua unacexius

CoobpixanueTo Ha duakoda ot | g ce pasteaps B 10 ml Boga 3a nenxernii, 0,.9% pa3Tsop Ha HATPHEB
XAOPHI Hall 5% IIOKO3eH pasTBoOP.

LledoTaxcum He TpadBa fa ce CMeCTBa C AMUHOMMMKO3IAH B €1HA 1 CHIIA CTIPHHLIOBKA.

[MoayyerusT pasteop oT | g uedorancum v 14 ml Boaa 3a HHNEKIIH € HI0TOWUHEH

IInmpagenozna unghysis

Lledoraxcum nmoxe na ce npuaara non dopmara Ha HHTPABEHO3HY MHGY3MM. 3a NPUroTBIHETO Ha
HHDYIHOHEH PA3TBOP, ChAbMKAHUETO Ha duiakoHa ot [ g ce pasteaps 8 50 no 100 ml durznonormveH
cepyM 1y 5% rokosen pasteop. Mudysuara ce ripoeexaa 3a neproa ot 20 o 60 MuHyTH.

C ornep npasunarta 3a OPABUAHO [MOBEIEHMWES, PA3TBOPHTE TPAGBA Aa Ce H3NOA3BAT BEAHATA CIER
npiroTBAHeTo UM. [lpuroTeennat ¢ 0.9% pazTeop Ha HATpHeR XjopHa uedOoTaKcHM OcTaga cTabuieH
npi TemnepaTypa o1 2° 00 8° C (chxpaHed g XNaNWIHNK) B MPOALNKEHUE HA 24 uaca, Q0KATO TO3MH €
5% rnoKo3eH pasTeop - Ao 12 uaca, npH Temeparypa ot 2° go 8°C (ChXpaHeH B XIAAWAHUK).

QueerssaneTo Ha pa3Teopa ot Grea0KBATO A0 TEMHOMCBATO HE OKA3BA BIHAMHE BBPXY aKTHBHOCTTA
HJTH KaueCTRaTa Ha JEKapCTBEHMA MPOOYKT.
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