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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

s P3TTBIHINTENHA ATEHLEA RO NEKAPCTBATA
1. MME HA JIEKAPCTBEHHS IPOAYKT "Kpamxa YapAKMBPUGMUKE Ha NPOGYKIE - [TpUAGKEHUS 1
i Q001
Aszarpun 250 mg TERpAM KalCyIn ; Kum Pea, Ne 9 ................................... J
Azatril 250 mg capsules, hard ] ~ 23/ 3
! pagpewenue Ne BCIA(M T . S
- L
2. KAUYUECTBEH A KOJINYECTBEH CBCTAB ")qaﬁpﬂm 13 N2 ooeererererarecrmrsssamnensf e rassanssssussanassennanerresias
Besika TRBp/Ia Kancyna chabpka 250 mg azurpomunmn (azithromycin) (KaTo JUXMAPAT).
[ToMonHH BEMIECTBA ¢ H3BECTHO ACHCTBHE: IAKTO3a H MIIEHUIHO HHINCCTE.
3a NBAHKA CIMCHK HA MOMOIIHHTE BEMIECTBA BEOKTe TOuKa 6.1.
3. JIEKAPCTBEHA ®OPMA
Teepaa kancyna
TEREpAM IMAMHAPHYHHM JKCIATHHORH KAIICY/TH C PO3OR IIBAT
4. KJIHHMYHH JAHHH
4.1 TepaneBTHYHH OKAZAHHA
A3aTpui e noKa3ad 3a jedeHHe Ha HH(EKUHE, IPHYHHCHH OT YyBCTBHTENHN KBM aHTHOHOTHKA
MHKPOOPIaHM3MHU CBC CIICIHATA TOKAIH3ALASL:
. rOpHH JUXATC/IHA MBTHINA — KATO aNTEPHATHBA Ha MEHHIMIHHOBA TEPAKS IPH OCTPH
TOHHNO(APHHETUTH, CHHY3UTH H OTHTH Ha CPETHOTO YXO;
. JOJIHH AMXATCIHA THTHINA — GaKTepHaHA OPOHXHUTH M IIHEBMOHHH (/1I€Ka U CPEIHO TEKKA
topma), arumnuan mHeBMoruy, XOBb B cragmit Ha ex3anepbalus,
. KOa H MEKH THKAHY — EPH3HIIEN, HMIICTUTO M BTOPHYHA MHOoAepMAd, erythema chronicum
migrans;
. CeKCYUIHO-TPAHCMACHBHH 2a00N4BaHNA — HEYCHOKHCHH YPCTPHTH M HCPBULMTH, NPHUHHEHH
or Chlamidia trachomatis, roHOKOKOBH YPETPHTH H LICPBHLHTH,;
. s38eHa 6OJECT M XPOHHYHH TacTpoAyONeHHTH, 3a epamukauns na Helicobacter pylori.

4.2 Jlo3upoBKA H HAYMH HA APHIIOKEHAE

ﬂosnpoaxa
° HHQCI(QHH Ha TOPHUTE H JOJMHW JUXATCIHH DETHINS H HE(QEKIIHHN HA KOXKATa 1 MEKHTE ThKaHH

{c m3xmoycHme Ha erythema migrans) — 500 mg eaHOKpaTHO AHEBHO B NPOABIDKEHHE HA
3 nocneaoBaTeTHH ANH;

. [TaesMoHHM — 500 mg eqHOKPATHO AHERHO B MPOAB/DKCHUC HA 3 MOCICI0BATENHH JTHH HIIH
500 mg eHOKpaTHO B ITBPBHA JICH HA IEYEHHeTOo M 110 250 mg QTHEBHO OT BTOPH A0 NETH IEH
BKITIOYHTEIHO;

. Erythema migrans - obma kypcopa mo3a 3 g; 1 g enHOKpaTHO AHEBHO B ITBPBHA JICH Ha
JICYEHAETO; OT BTOPH [0 IIETH JeH BKIIOUHTENHO C€ MPHJIAra eAHOKpaTHA AHEBHA 1034 OT

an,

500 mg;
. Undexnuu, mpenapany 0o MONOB IILT — CAHOKPATHA JHEBHA M Kypcosa 103a | g
HETOHOKOKOBH YPETPHTH H HEpBHItNTH, pranHenn 0T Chlamydia trachomatis u




npegm3sukaiy ot Haemophilus ducreyi; IpA rOHOKOKOBY YPETPHTH H IICPBHIHTH
EXHOKpaTHA JHCBHA H KYpcoBa jo03a— 2 g;

) SI3ena HoNECT M XPOHWYHY TacTPOAYOIcHHTH 3a epajuKauns Ha Helicobacter pylori—1 g
€AHOKPaTHO JHECBHO B OPOIB/DKEHHE HA 3 HHM B KOMILIEKCHA TEpalKa ¢ aMOKCHIKAKH 1 g aBa
IBTH JHEBHO MITH MeTporuaason 500 mg 1Ba MbTH JHEBHO B NIPObJDKEHNE HA 7 THH H
oMenpazon 20 mg ara NBTH AHCBHO HIH IpYTH OM0KepH Ha MPOTOHHATA IIOMIIA, B CHOTBETHATA
JO3HPOBKA, B MPOALIDKEHNE Ha 7 THH.

BrOpeuno yBpexaane
He ce manara kopeKLHa Ha J03aTa MPH MAIMEHTH C JIEKO 0 YMEPEHO H3Pa3eHO YBPEXKAaHE Ha

0n0Opeunara dpyuxmusa (GFR 10-80 ml/min). Heo6xoaumo € moBHINEHO BHHMaHHE, KOTATo _
a3UTPOMMIMH C€ TIPHIATa TIPH TIAIIMCHTH C TEXKO yBpeaeHa 6s0peuna pyrkmusa (GFR <10 ml/min)
(Bx. TOUKa 4.4).

YepHoapobHo yBpeskIaHe

[Topaau ToBa, ye A3ATPOMHIMH ce MeTabONM3MUpa B YePHHA APO0 U ¢C SKCKPETHpPA B XIIBYKATA, TOR
TpaA6Ba /1a e [IPH/IAra BHIMATEIHO NpH NallHeHTH, CTPaJamy 0T TEXKHA YepHOAPOOHH 3a009BaHHA.
He ca mpoBexnasu NpoyyBaHAA OTHOCHO MPHIIOKEHUETO Ha A3UTPOMHUIMH NIPK TAKWBA NAllHEHTH.

HanpeHTH B cTapuecKa Bb3pacT

Ipr DaIMEATH B CTAPYECKA BB3pacT ce H3MIOI3Ba CHINATa 1034, KATO IIPH BB3PacTHH MAalHeHTH. ThH
KaTO MAlHEHTUTS B CTAPYECKA Bb3PACcT MOTAT J1a MMAT ChITETCTBAIIH IPOAPHTMHYHH CHCTOAHHA CE
MpenophyYBa MOBHILEHO BHMAHKE, IOPAJA PUCK OT Pa3BHTHE Ha CHPAESTHA apHTMHA H torsades de
pointes (BX. Touka 4.4},

Haunn na opunoxeHie
Tlepopanuno npunokeHne

AswrpomuinH TpsaGBa 1a ce MpHara KaTo eAHOKPATHA JHEBHA 03, nepopamio. Kato nosevero
ApyrH aHTHEHOTHI TO# TpsabBa jia ce mpuema noHe | yac npean WK 2 gaca ciej XpaHeHe.

4.3 IIpoTHBOHOKA3AHMSA

Ynorpelata Ha A3aTpii ¢ IPOTHBONIOKAZAHA [IPH IAIHEHTH ChC CBPLXYYRCTBHTCIHOCT KbM
A3UTPOMMIHH, EPUTPOMHULINH, KbM JPYTH MAKPOTMIHH WIH KETONTHIHH aHTHOHOTHIIA HIIH KBM HAKOE
OT NOMOIOHHTE BEIIECTRA, H30pOcHHK B TOUKa 6.1.

4.4 Cnendanud mpeaynpexacHus ¥ NpeINa3Ed MepKH HPH yoTpeba

KakTo ¢ epHTPOMUIHH H APYTHTE MAKPOJIHIM, TaKa M CJIeA IPAXOKCHNE Ha a3SHTPOMHIIME B PEIKH
Clly4yal ca JOKJIa/BaHH CEPHO3HHU ANIePIrHYHH PEaKUHH, BKIHYBAINH aHIHOHCBPOTHIEH €IEM H
aHagunakcus (panko ¢atanHa), TeXKH KOXKHHE Hexenanu peakiiny (SCAR), BKIIOYHTENHO OCTpa
reHepalH3HpaHa ek3anTeMartosHa nmyctynoesa (AGEP). Hakon oT Te3n peaknuu BOJAT 10
PeUHANBHPAHE HA CHMIITOMHTE M M3KCKBAT MO-IBITET EPHO Ha HAOMIONCHHE H TEYCHHL.

Twit kKaTO 9epPHHAT APO6 € OCHOBHHAT NbT 32 EAMMHMHHPAHE HA A3HTPOMHIIMH, A3UTPOMHIHH TpsibBa 12
ce MpHnara BHMMaTelHO MPH NANMEHTH, CTPAJANH OT 3HAYHMH HCPHOAPOOHH 3a00/11BaHHA.
CroinecTByBaT ChOOIICHHA 33 CAyYaH HA GYIMHHAHTEH XCIIATHT C IOTEHUHMAIEH PHCK OT Pa3BHTHE Ha
MBOTOIACTPAIIABAINA YEPHOAPOOHA HEAOCTATHYHOCT CIe]l MPHIOKEHAC HA A3UTPOMHULIMH {BXK.

Touka 4.8). BE3SMOXHO € HAKOH OT TE3H NAMHERTH Ja ca MMAJTH CHIIECTBYRANIO YepHOIpobHO
YBPEXKIaHe HITH /1a Ca IPHEMANH JPYTH XCIATOTOKCHYHH TEKAPCTBEHH IPOAYKTH.
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GbynkuEs, AKO C¢ YCTaHOBH TeXKa YepHOApoOHa TUCOYHKIMA, IPHIOKEHHETO Ha a3HTPOMHIH
TpAOBa fAa ce MPeyCTaHOBH.

IpH nanHeHTH, NOMYYaBaIl €Pro-NPOH3BOAHH, 0-OGEP30 ¢e NPOABABA ePrOTH3IEM IPH €IHOBPEMCHHO
[PII0KEHHE C HAKOM MaKpoauuy adrubuoTHIy. Hama manHu 0THOCHO BEPOATHOCTTA 33
B3aUMOICHCTBHE MEXKAY €PrOTAMHHOBH THPOH3BOJHH H a3HTPOMHIHH. BBIpekH T0Ba, opajiH
TEOPETHYHATA BB3MOKHOCT 33 €PIrOTHIEM, A3HTPOMHULIMH H €Pro-[poH3BOAHH He Tp:0Ba 1a ce
[pHIaratT eSHOBPEMEHHO.

KakTo npe BcHUKH aHTHGHOTHUH, € Heo6X0auMo HaO/IOACHHE 3a IIPU3HALIH Ha CyTIepHHGECKIIS C
HETYBCTBHTCIIHE MHKPOOPTAHH3MH, BKTIOYHTENHO FEOHYKH.

Huapus, cevp3ana ¢ Clostridium difficile (CDAD) e Habmonasana cie/] IpHIaraHe Ha BCHYKH BHIOBC
aHTUOMOTHIIN, BKJTIOUHTEITHO A3HTPOMHUEH M MOXKe /1a 6be YMEpeHo 10 TSKKO H3Pa3cHa, BKIL A0
draTasnn xomurn, JIeueAHETo ¢ AHTHOAKTEPHUATHE TIPOAYKTH IPOMEHA HOPMAJIHATA upeBHa uiopa i
BO/IM 10 cepbXxpactex Ha Clostridium difficile.

Clostridium difficile npoH3Beka TOKCHHH A H B, KOuTO BOAAT 10 pa3BHTHE HA CDAD. lllamMoBe Ha
Clostridium difficile cbc CRPBXIPOAYKIAS Ha TOKCHHH MOTAT /3 HOBHMIAT 3260/ICBaeMOCTTa H
CMBPTHOCTTA, Thif KATO Te3H HHGEKIIH MOTaT 12 GbaT PedpaKTEPHH HA AHTHMHKpOGHA Tepanus 1
Iia H3ACKBAT KoNekToMHA. [IpHM BCHUKH MAIMEHTH, IPK KOUTO ce Hab/lonasa quapusd cien ynorpeDa
Ha antrOnoTAOM Tpadea da ce uMa npensra CDAD. H3uckBa ce BHHMATEIHO cbOHpaHe Ha aHAMHE34,
Thii kaTo B HAKOM cayyan CDAD ce HabmionaBa cien nepuo, mo-AbABr OT ABa MECENA CIIE
npeKpaTsABaHe Ha JieYeHHCTO ¢ aHTHOAKTEpHaNHHA MPOIYKT.

Ipn nanvenTH ¢ Tewko 666pedno napywenne (GFR<10 ml/min) ce Habmonasa 33% nopHmena
CHCTEMHA EKCTIO3MLHA Ha a3HTPOMUIIHH.

IIpe nevenue ¢ Apyry MAKpPOJIMIH, KaKTO ¥ ¢ a3MTPOMHLIMH ca Hab/Ilo1aBaHy yAbJDKEHH ChPACYHA

penonApu3sanm ¥ QT-HATEPBAN, CBEP3aHHM C PHCK OT Pa3BHTHE Ha ChpAeuHa apuTMus M torsades de

pointes (Bx. Touka 4.8). Thif kaTo TE3M CHTYallMK MOTAT [1a MOBHIIAT PHCKA OT KaMEPHH apHTMHH

{exmognTenHo torsades de pointes), KOHTO BOAAT 0 CHPIEUEH apeCT A3HTPOMHIIME TpsabBa na ce

NpHAara ¢ BHHMaHHC Ha DAUHCHTH CBC CRILTCTBAINH NIPOAPHTMHTHH CBCTOAHHA (OCOGSHO IIpH JKCHH

H DAlIMCHTH B CTapYecKa BB3PACT), KATO HANPUMEP MALMEHTH C:

. C BPOJEHO HIIM YCTAHOBEHO yObDKaBane Ha QT-unrepeana

. HA €{HOBPEMERHO JICUCHHE C JPYTH aKTHBHH BEIIECTBA, 33 KOMTO € H3BECTHO, € YABILKABAT
QT-unTepBaa, KaTO AHTHAPATMHIH Kiac la (xuuuaus ¥ npokavaamun) M knac I11
(modeTHNMA, aMMOZAPOH H COTANION), MH3ANPHA H TCPOCHAMH; AHTHIICHXOTHIIH, KATO
IIHMO3HJI, AHTHACTIPECAHTH, KATO IHTANONPaM H (IyOPOXHMHOIOHH, KATO MOKCH(IOKCAUMH 1
nesodnokcauun

. ¢ ENEKTPOIUTHH HAPYIIEHHS, IPAKTHIECKH B CITy4anTe HAa XUIMOKATHEMIS B XHIOMAr HE3HCMUA
¢ KJIMHUYHO pefIcBaHTHA OpaxHKapaMs, ChPACUHa apHTMHA HIIH TEXKA ChPACUHA
HEOOCTATBYHOCT

Ilpu naneHTH Ha Tepan®s ¢ A3UTPOMHUIKH ¢ HablIIolaBaHa HOBA [105BA HA MHACTCHHYICH CMHIPOM
unm 000CTPAHE Ha CHMITOMHATE Ha MHACTEHI I'PaBHC (BAK. TO4YKa 4.8).

Ilpu gena He € ycranoBeHa 6e300acHOCTTA H eHKaCHOCTTA 3a IPOQHNAKTHKA H JICICHAE Ha
Mycobacterium aviom Complex (MAC).

To3m nexapcTBeH MPOOYKT ChAbPKa NakTo3a. [TailHenTH ¢ peaxy Hacne CTBCHH npoblieMH Ha
HEMOHOCHMOCT KbM TaJIaKTO3a, HJICH NaKkTazeH Ae(HIHT HIH II0K030-TATAKTO3Ha manadco
He TpAOBa A3 IIPHEMAT TOBA J1EKapcTBo.
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[TpoaykThT chaspka muueHHYHO HAnecte. [lineHMTHOTO HUmecTe B TO3H JIEKAPCTBEH OPOIYKT
CBBPIKA CAMO MHOTO MAJIKH KOJIMYECTBA TTyTEH (CYHMTA CE Ye HE CHABPHKA TyTeH) H ¢ MAIKO
BEPOATHO J1a IPEAN3BHAKA NPobIeMy P NAMEHTH ¢ boNHakKs. EfiHa Kancyma chAbpKa He MoBeie
oT 5 MuKkporpama rayres. [lauHeHTH ¢ aneprys KsM NIIEHHNA (pa3THiHa OT UBOTHaKKs) He Tpabea aa
B3HMAT TO3H HPOAYKT.

4.5 BzaumopeiicTBMe ¢ IPYrd JeKapcTBeHH NPOAYKTH H ADYTH GOPMH HA B3aHMOAEHCTBHE

Anmuayudu

Ilpn eHOBPEMEHHO NpHIAraHe Ha aHTHALMIM H A3UTPOMMUKH BEE GaPMAKOKHHETHIHY POYIBAHKS,
€ YyCTaBOBEeHO Ye 00IlaTa GHOHAMHIHOCT He CE MOBIHABA, BIPEKH 9€ MAKCHMAITHHTE IIIa3MEHH
KOHILICHTPAIIHH Ha a3UTPOMMIIHH €A MOHMKEHH ¢ npudmuzutendo 25%. [lpn naunenTy, Kouro
NpHEMAT a3HTPOMUUKH W aHTHALMIH, IBAaTa JEKAPCTBEHH NPOLYKTa HE TpAOBa 1a ce npHeMar
€IHOBPEMEHNO. ENHOBPEMEHHOTO NPHIIOKEHHE KA A3HTPOMHLMH I'PAHYTH C YIBIKCHO
0cB00O0XKIaBaHE 3 [ICPOPATHA CYCHCH3HS ¢ €AHOKPATHA 1032 Ko-Maranapoxce 20 ml (amymunnes
XHIPOKCH]] H MarHe3ueB XHAPOKCH) HE OKa3Ba BIHAHKE BHPXY CKOPOCTTa H CTENEHTA Ha adcopOuma
Ha a3MTPOMHLIAH.

Hemupuzun

IIpn 3apaeu N0GPOBONIIHM NPH AHOBPEMEHHOTO IPIWIOKEHHE Ha A3HTPOMMLIHH B MPOXb/DKSHHE HA 5
RHM 33¢IHO ¢ 20 mg HETHPH3HH B CTALHOHAPHO ChCTOAHHE HE ca HabMoaaBaHH (papMaKOKHHETHIHE
B3aHMOIEHCTBHA H CTATHCTHIECKH 3HAUHMO YABIDKaBaHe Ha QT-uHTCpBaIa.

Judanoszun (Oudeorcunnozun)

Ipu 6 HIV-N0o3HTHBHY NalHMERTa Cliel ¢AHOBPEMEHHO NPHIIOXKCHHE Ha a3uTpoMHIHH 1 200 mg
IOHEBHO ¢ THAAHO3MH 400 mg AHEBHO HEe c¢ Ha0MOoJaBa MOBTHABaHE HA (apMaKOKHHETHKATA HA
JHIAHO3MH B CTALMOHAPHO ChCTOAHHE, CPABHEHO ¢ Mianedo.

Huzoxcun u koaxuyun (P-gp cy6empamuy)

CepmecTBYBAT ChOOILCHNS, Ye eIHOBPCMEHHOTO IPHIOKEHHE Ha MAKPOJIHAHA aHTHOHOTHIIH,
BIUTIOYHTEITHO a3HTPOMHIIMH, ChC CyOCTpaTH Ha P-riukonpoTenH, KaTo JHIOKCHH M KONXHLHMH, BOAH
J10 IIOBUIIABAHE HA CEPYMHHTE KOHUCHTpaUMK Ha P-rnukonporeud cyberpara. Eto 3awo, ako
a3MTPOMMIIHH H cyOcTpaTi Ha P-gp, KaTO JMIOKCHH CE NPHIIaratT ¢/(HOBPEMERHO, TpslBa Aa ce uMa
npeaBu Bh3MOKHOCTTA 33 [IOBHIIEHH CEPYMHH KOHIISHTPAIMHK Ha cyOcTpara.

3ucosydun

Ennoxparun gozs or 1 000 mg u MEorokpats# o031 ot 1 200 mg umx 600 mg a3uTpOMHLKH OKa3BaT
cnab edexT BEPXyY MnasMeHata GpapMakOKHHETHKA MITH €KCKPEUHATA C YPHHATA HA 3HAOBYINH HIH HA
HETOBMA IMIOKYPOHHpPaH MeraboimuT. TIpunoxkeHneTo Ha a3HTPOMHULUH, 00aue MOBHIIABa
KOHIIEHTPALHATA HA HOCHOPHIHPAHNMA 3UAOBYIMH, KIMHHYHO AKTHBHUA MeTabonuT, B nepudepnute
MOHOHYKIICApHH KpPBhBHY KAcTky. KITHHHYHOTO 3HaYeHHe Ha Ta3H HaxoAKa ¢ HeACHO, HO € Bh3MOXKHO
TOBA [1a € OT 110/13a 32 NAllHEHTHTE.

A3HTPOMHIIHH HE B3aHMOMEHCTBA 3HAYHMO ¢ IMTOXpom P-450 uepHoapo6uara cicrema. [lpu nero He
ce Habmonarar papMaKOKHHCTHIHY R33HMOICHCTBHS, XapaKTEPHH 33 EPUTPOMHIIMH U IPYTH
Makponuay. [Ipn azsuTpoMuiH He ce Habmozasa TepHoapoGHa nuToxpoM P-450 nEAYKUMS HiIH
HHAaKTHBALlMs Ype3 LHTOXPOM-MeTab0MUTHHA KOMILIEKC.

Epzomamunosu depusamu

Ilopanu TeopeTHYHA EB3MOXKHOCT 3@ Pa3BHTHE HA EPrOTH3BM, EXHOBPEMEHHOTO MPHIOKEHUE HA
a3UTPOMHLIAH H €PrOTAMHHOBY ACPHBATH HE CE MPENopbuBa (Bx. Touka 4.4).

Amopsacmamun
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IIpu eaHOBpEMEHHO NPWIOKEHNE Ha aTopBacTathH (10 mg qresno) H asuTpoMuMA (500 mg aHEBHO)
HE c¢ HOBJIMSABA NIA3MEHaTa KOHIEHTpAlKs Ha aTopeacTaThH {onpeneneHo apez HMG CoA —
penykTa3Ho HExuOHpane). Bripeku Topa ca cho0mapany NoCTMapKETHHIOBY CIIYVIaH Ha
pabmoMHONM3a MPH NALKMEHTH, TPHEMANTT AZUTPOMUTIAHE €THORPCMCHHO ChC CTATHHM.

Kapbavazenun

B1E papMakoKHHETHYHO H3CEIBAHC NPH 3PARH JOOPOBOMIM He ca HAOM0AABAHH CHTHH(BHKAHTHY
eCKTH BBPXY IUIa3MEHHTE KOHIEHTPAlMK Ha KapfamasennH WX Ha HETOBHSA aKTHBCH METa0OIHT
[pH MAaNVEHTH, IPHEMALH €AHOBPEMEHHO A3HTPOMHIHH.

Lumemuoun

BB thapMakokHHETHIHO HICTEIBAHE, H3CACHBAIIO efeKTa HA eAHOKPATHA K034 IMMETHANH,
npuIoKeHa 2 yaca TPeay a3HTPOMHIHE He ce HaDnioqaea BAHIHNE BhpXY PapMaKoKHHETHKATA HA
a3NTPOMMIINH,

Hepopannu anmuxoazyranmu om KyMapuHoe mun

B npoyusane 3a ¢papMaKOKHHETHYHO B3aHMOICHCTBHE a3UTPOMHIIME HE BOAH J10 NPOMEHH Ha
AHTHKOATYJIAHTHHA €eKT HA ¢IHOKpaTHA [03a BapdapHH 15 mg, HPHIOKEHA [IPH 3ApaBU
no6poeonuH. [Tpe3 nocTMapkeTHHIORMA NIEPHON Ca MONy4YeHH CHOOLICHHA 3a 3aCHIEHA
AHTHKOATYNIALMS CAEN CIHOBPEMEHHO MPHIOKECHHE HA A3HTPOMEIMH H aHTHKOAry/IaHTH OT
KYMapHHOB THII. B'I:l'[peKH Y€ HC € YCTAaHOBSHA MPHYHHHO-CICACTBEHA BPB3Ka, HGOGXOI{HMO € J1d CC
HMa [IpeNIBHJ] [10-9¢CTO MOHHTOPHPAHe HAa MPOTPOMOHMHOBOTO BPEME, KOraTO a3sUTPOMHLIHH Ce
NPHUIAra NpH NalHeHTH, NOJYYABanIM aHTHKOArYNaHTH OT KyMapHHOB THIL,

Huxrocnopun

BB hapMakoKHHETHYHO IpOyYBaHe TPH 3XPAaBH JOOPOBONLH, PH KOHTO € NPHICKCHA NEpOpanHa
no3a o7 500 mg nHEeBHO a3HTPOMHIIME B IPOIB/DKEHHE Ha 3 11HH, NIOCNIEBAaHA OT €/IHOKpaTHa
nepopanHa 103a mEKAocnopun 10 mg/kg, e ycranoseno, ue noaydeHure Crnax B AUCos Ha
IHKJIOCTIOPHH ca cHrHHGHKanTHO mosrwelH. CnenosatensHo € HEOGX0IHMO BHUMAHKE IIPEIH Ja ce
NpeAIpHCME CEIIETCTBAILIO IIPHIIOXKEHHE Ha TC3H JICKAPCTBA. Axoe HEOGXDIIPIMO €JHOBPEMEHHOTO HM
NPUIMKEHNE, CTOMHOCTUTE Ha HUKNOCTIOPHH TpsabBa na Gs1aT MOHNTOPHPAHH M 103aTa TpAOBa 14 ce
KOpPUTHpa CHOTBETHO.

Egasupeny

TIpH ¢IHOBPEMEHHO [IPHWIOKEHHE Ha a3HTPOMHLMH B €JHOKpPATHA Ro3a ot 600 mg H edaBHpeHn
400 mg aHeBHO B MPOSBIDKEHHC Ha 7 UM He ca Ha0MogapaHy KIHHHYHO 3HAYHMH
thapMaKOKHHETHYHH B3aHMOCIICTBHS.

Daykonazon

ExHOBpeMEHHOTO NPHIIOIKEHAE HA SAHOKPaTHA 1032 o1 | 200 mg a3uTpoMHIuH HE 0KA3Ba BIHAHUC
BBEPXY (papMaKOKMHETHKATa Ha exHokpaTHa 2o3a ¢aykoraszon 800 mg. Obmara excno3uius 1
OJIY’KHBOTBT Ha a3HTPOMMLEH OCTABAT HENPOMEHEHH NPH eJHOBPEMEHHO MPHIMKCHHE C
¢nykoHa3011, BbIIpekH Y€ cc HabmonaBa KTHHUYHO HCCHTHU(HKAHTHO TIOHHKABAHE HA CTOMHOCTHTE
Ha Crax (18%) Ha a3MTPOMHIEH,

Huounasup

A3HTPOMHMIHH, MPAJIOKEH B €AHOKpaTHA /032 0T | 200 mg eJHOBPEMEHHO C MHAMHABHP B J03a OT
800 mg 3 mbTH IHEBHO B NPONBDKCHHE Ha 5 THH He O0Ka3Ba BIHAHHC HA apMaKOKHHCTHKATA Ha
HHIOHHABUD.

Memummpeonuzonon
B nipoy4sane 3a GapMakOKHHCTHYHO B3aHMOJEHCTRHE NIPH 3/ipaBH J0OPOBOIILH, a3UTPQ
cHrHuGHKaHTEH edeKT BEpXy (apMaKOKHHETHKATa HA METHIIIPCAHH30/IO0H.

Muoazonam
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ITpu 3apaBH DOGPOBONITA a3HTPOMHLIMH, IPHIOKEH B IHERHA 7033 0T 500 mg B NPOIBIDKEHHE HA TPH
JIHH HE [POMEHS 3HAYHMO KIMHUYHATA papMaKkoOKHHEeTHKATa H GapMakoIHHAMKKaTa Ha MHAA30]1aM,
[IPUIIOHEH EMHOKPATHO B 11034 OoT 15 mg.

Hengpunasup

EnnoBpeMEHHOTO NpHoXKeH:He Ha a3suTpoMuLHH {1 200 mg) u HeNpHEABHD B CTALIHOHAPHO
¢BCTOSHHE (750 mg TpH BTH AHEBHO) BOAH [0 NOBHINEHH KOHUCHTPANH Ha a3HTpOMHALHH. He ca
HaOM0AaBaHK KIIMHUYHO 3HAYMMH HEXENaHH JIEKApCTBEHH PEaKHH H HE CC H3HCKRA KOPEKINA Ha
I03aTa.

Pugpabymun
EnnoBpeMeHHO NPHIOKCHHE Ha a3HTPOMEIIMH H prpaldyTHH He NOBIMABA CCPYMHHTE KOHIEHTPALIHMH
U Ha JIBETE JICKapCTBa.

HabnronaBaHa € HEYTPOTIEHHA [IPH JIHIA, MONYYABAIIA CBITBTCTBAINA TCPANHA ¢ A3HTPOMMUIH H
pudabyTun. BeupexH, e HEyTPOIIEHHATA € ACOLHMPaHa C MPHIOKEHHETo Ha pudabyTHH, He €
YCTaHOBEHA MPHUMHHO-CICACTBEHA BPBIKa ¢ KOMOHHAUMATA ¢ a3UTPOMHITHH (BXK. TouKa 4.8).

Curdenagun

Ipw 31paBu Mbxe goGposonuym HaMa JaHHH 3a moBnussande Ha AUC 1 Cpax Ha cungeHadun u
OCHOBHHA MY OHPKY/Mpan] MeTabOJIHT CIle] NPHIIAraHe HA a3MTPOMHIMH (B IHEBHA 1032 0T 500 mg B
OponbIDKERHE Ha 3 auu).

Tepdrenadun

Ot papMaKOKHHETHTHH NPOYYBAHKSA HAMA JAHHH 33 B3aUMOCHCTBHE MOKIY A3HTPOMMLHH H
Tepenanun. ChobIaBaHH ca pefIKy CITYHaH, KBIETO BEPOATHOCTTA 34 [IOZOOHO B3aHMOCHCTBHE HE
MOXxe /1a OBbJC HA'LIHO K3KIIH0YeHa; BLIPEKH TOBA HAMA cneuuduTHH JaHHH, Y& no100HH
B3aHMOJICHCTBHA MOraT 1a ce Habmoaagear.

Teoghunun
[1pu 3npasu noGPOBOILM HAMA JJAHHH 33 KITHHIYHO 3HaYMMH (GapMaKOKHHETHIHY B3aHMOICHCTBHS
MEKAY a3sHTPOMHLNH ¥ TeODHITHH,

Tpuazonam

TIpn 14 3xpaBy KoGpoBOILE €AHOBPEMEHHOTO NPHIAraHe Ha asuTpoOMHUKH 500 mg npes NbpsuA AeH
H 250 mg nipe3 BTopHA Heu 3aeaxo ¢ 0,125 mg TpuazonaM Ha JCH BTOPH He ca HaO/IIONaBaHH
BapHallHH Ha HUTO €1MH OT (apMaKOKHHETHYHHMTE HapaMEeTPH HAa TPHA30NAM CPAaBHEHO C TPHA30/1aM H
mianedo.

Tpumemonpum/cyaghamemorcazon

EnnoBRpeMeHHOTO OpHIOKEHHE HA TPUMETONPUM/ cynpamerokcason DS (160 mg/800 mg) B
NpoABKEHKE HA 7 IHH ¢ asuTpoMuUMH | 200 mg Ha JicH 7 He NOBJIHSBA 3HAYHMO MaKCHManHaTa
NIa3MEHA KOHISHTPALust, 00IaTa ¢KCTIO3HIES HITH YPHHHATA eKCKPELHS HHTO Ha TPHMETONPHM,
HHTO Ha cynpameToxcaszon. [InasmeHNTe KOHUCHTPANMH HA A3HTPOMUIIMH €a KaTo Te3H, HA0MI01aBaHH
B IPYTH [POYIBaHHS,

4.6 @eprTaaETeT, GpeMEHHOCT H KbpMeHe

Bpemennoct
Hsima anekBaTHH JaHHH 0T yroTpe6ara HAa a3UTPOMILHH lpH OpeMeHHN xeHn. B npoyusanus 3a

TOKCHYHOCT BbPXY pPENpOOyKIHATA, IPOBCHCHH BBPXY KHBOTHH ¢ YCTAaHOBCHO, Y€ a3HTPOMHIINH
IIpeMHHAaBa [pe3 IIaleHTaTa, HO HE Ca Ha0NoNaBaHn TEPATOr€HHH C(IJBKTH. BbezonmaceocTT

TIOpajiH KOETO MO BpeMe Ha GPeMCHEOCT a3UTPOMMIIMH TpAOBa 1a ce ynoTpebsaea cam
HaJBHILUABA PHCK4,



Kspmene
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Cro0maea ce, ye A3MTPOMHIIAH Ce CEKPETHPa B MAHYHHOTO MIIIKO, HO HAMA ajIeKBaTHH H 100pe
KOHTPOJIMPaHH MPOYIBAHMA IPH KHPMAUKH, KOUTO XapakTepu3nupaT GapMakoKMHCTHKATA Ha
eKCKPEIHATA Ha a3HTPOMHIIMH B KbpMaTa IIPH X0pa.

DepTHIHTET

B npoy4BaHuA 3a (epTHAKTET, NPOBEICHH BEPXY ILUTLX0BE ¢a HAOMOZAaBAHK 10-MAAKO OPEMEHHOCTH
clicH [IPHAATAHE HAa A3MTPOMHIMH. 3HAYEHHETO HA Te3H JAHHH [IPH X0Pa € HEH3BECTHO.

4.7 [Edexrna Bepxy cniocoduocTTa 32 LIdHpaHe H padoTa ¢ MALINHH

Hsama noxa3aTencTBa, KOMTO 42 HOKA3BAT Y€ a3UTPOMHIIMH MOJKE 12 OKaXE BIHAHHE BbPXY
crmocobHOCTTa 3a modHpaHe u paboTa ¢ MALIHHH.

4.8 Hexelanu 1eKaPCTBEHH PeaKIHH

B tabnunara no-1ony ca npH4YHCIeHH HEKCIAHHTE JICKAPCTBCHH PeaKiHH, YCTaHOBEHH 110 BpeMe Ha
KJIMHHYHH [POYYBAHHA H OT MOCTMAPKETHHIOBOTO HaOM0AeHHE, IOAPEACHH 110 CHCTEMO-OPTraHHA
KNnacoBe H mo yectora. Hexxenanure NeKapcTBEHH peakuME 0T HOCTMAPKETHHTOBOTO HabmoacHue ca
H30MCAHH B Kypcug. YecToTaTa € rpyIHpaHa cropel CeHaTa KOHBEHIHA: MHOTO 9ecTH (=1/ 10);
qeetd (>1/100 mo <1/10); veuectn (=1/1 000 no <1/100); penxn (=1/10 000 go <1/1 000); muoro
peakn (<1/10 000), ¢ nenspecTHa yecToTa (OT HANMYHKUTE JaHKH HE MOXKE A2 ObJe HapaBeHa
oteHka). [Ipu Beako rpynHpane no 4€CTOTa HEXEIAHUTE JICKAPCTBEHRH PEAKLIMH €A H3OPOCHH B
HE3XOJALL pefl [10 OTHOMICHUE Ha TAXHATA CCPHO3ZHOCT.

Hexenanu JEKAPCTECHA PeaKIHA Bb3MOKHO HIH BEPOATHO CEBP3aHHA ¢ a3 HTPOMHUHH,
KJ'laCI‘l(l)HlIllpal-ll‘l BBb3 OCHOBA HA OIIHTA OT KITHHHIHHTE NMPOYYBAHHA H MNOCTMAPKETHHIOBOTO

Hala01eHue
MHuoro C HenspecTHA
- Peaxu
f;l:;:uo qecTH YecTH Hevecrn en YecToTa
HH
> 1/100 ao < > 1/10 000 oo
> = > <
KJIACOBE 1/10 110 > 1/1 000 mo < 1/100 < 1/1 000
Kannunosa, opanHa
KAaHHJ038, BArHHATHH
u . HHpEKIHH, THEBMOHHA, Icesdomembpa-
Hbpexnm HHOEKIIMH, IPHYUHEHH OT Hozen Komum (BX.
HudrecTandy re0u4K, baxrepuaniu rouxa 4.4)
uHbexmu, GapuHrur, ‘
racTpOEHTEPUT, pecllHpaTOPHH
HAPYIICHUA, pHHAT
MA H
Eas::le: 2 Jlepxonenus, Tpomboyumonenua,
prera HEYTpPOIICHHA, XeMOTUMmuyHa
JaM$pHATA
€03HHODHIUA aHeMus
cCHCTeMa
Ha CHHR HA Anadunarxmuunu
Py ARruoenem, ¢
HMYHHATA CBDBXUYBCTRHTCIHOCT pearyuy (BR. TOUKa
CHCTeMa pEXiys 4.4)
Hapynienns na
mMeTaloau3Ma u Anopexcus
XpaHeHeTo
Menxuann Heperocr, Buabyma
HApYIICHHA beacrume
Hapymienus na 3amasHOCT, CBHITHBOCT
Py I'nasoGonue ’ ’
HEPBHATA napecTe3n, AHCrey3Ha
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Mpnoro C HeH3BeCTHA
Cucremo- YecTn HegecTn Peaku
- 4ecTH JeLTOTA
> 1/100 po < > 1/10 000 o
KIacoBe > 1/10 " > 1/1 000 mo < 1/100 P
1/10 = A < 1/1 000
CHCTEMA NCuUxXoMomopHa
CEPLXaKMUBHOCH,
aHOCMUSA, Q2EY3UA,
napocmus,
Muacmenus zpaguc
{BK. Touka 4.4)
Hapynlenus na
Busyanxu HapymeHns
0uHTe
Vepexnmaue Ha
Hapynienus na cnyxa
By Hapymenus Ha yxoTo, X3,
YXOTO H BRJIIOYHTETHO
Bepruro
JabHpHHTa CIYXOTA H/HIH
IIYM B yIIHTE
Torsades de pointes
(sx. Touka 4.4),
apummus (BK.
TouKa 4.4),
BKAIOYUMETHO
Cupaevnu Kamepna
P Manmouraus P
HAPYIERKSA maxuxkapous.
Yowaxcen OT
uHmepsan Ha
enexmpoxapouo-
epamama (Bx.
TouKa 4.4)
Coooen
T'ope Xunomonusa
HApYIIEHHH POUIH BBIHH
PecnupaTopHu,
IPBIHA H JucnHes,
METHACTHHAJIHH EmucTtaxcuc
HAPYIEHHA
Hapus 3anck, GAaTYNEHINA,
s Tosprmianc, checga :Zc Hlfr Hcdarus
Cromaumso- donka B a » TACTPAT, 1 i Hauxpeamum,
abaOMHHANHA TUCTCHINA,
UpeRHHA obiacrTa Ha CYXOTa B VCTaTA. €hyKTAIHS npoMsLIHa 6 YEeMma
HApYIIEHUSA KopeMa, Y y » CPYKTAHA, Ha e3ura
H3A3BABAHE B YCTaTa,
razieHe
MOBHIIEHO CRIQHOOTAENAHE
Yeprnodpobna
Hedocmanmvy-Hocm
koRmo & pedxu
OTKIIOHEHHA B ( p
cayuau goou 0o
Xenarto- YepHompobHaTa
F—— dysKuma cMBphT) (61C.
yH > moura 4.4),
HAPYIIEHHA XONECHAmMuYHa
gyamunanmen
HCLAMEHUYA
Xenamum,
yeproOpobHa
HEKpPOo3d,
Peaxumu Ha CunjpomM Ha
doTouyB- CTHBBHC-
CTBHTENHOCT J#oHCEH,
Hapymenud Ha O6pHE. b6 - MOKCUYHA .
KOXaTa H o I:wal";'rpc e)::’K}’DI 4 apu, enude, THa
NOAKOKHATA iHI:I - YXd KOX4, A
ThECAN epXuaApo3a
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Mmuoro C HeH3BeCTHA
Cuctemo- YecTH HevecTn Peaxu
opranuu JecTH JecTOTa
> 1/100 go < > 1/10 000 no
KJacose > 1/10 - > 1/1 000 oo < 1/100 -
1/10 = A < 1/1 000
peakuys ¢
eosHHOUNHA H
CHCTEMHH
CHMIITOMH), 0CTpa
reHepany3Hpana
€K3aHTEMATO3HA
nycrynosa (AGEP)
Hapymicana na
MYCKYJIHO-
yexy OcreoapTprT, MHaNTHg, HOIKa
CRETETHATA Onactra Ha repba, Gonxa ApTtpanrua
B O
cHCTEMA | poa, pTp
BhB BpaTa
CheHHHTE/IHA~
TA ThKaH
Hapyuwenus na Husypus, Gonxa B GnOpernure Ocmpa 6ebpeyna
onGpennre B HEDOCMAMBYNOCH,
NHKOYHHTE UHMEPCMUKHQATER
IbTHIIA neghpum
Hapymenns aa
PeRpOnYRTHR- Merpoparus, yepexiate Ha
HATa CHETEMA U TECTHCHTC
rspaata
O6mn Ymopa, OTOK Ha J4ileTo, Honxa
HAPYMIEHHS H 8 0fIacTTa Ha CBPAUTE,
edexTH Ha nHpeKcHd, nepudepet 0ToK,
MACTOTO Ha OTOK, HEPAINOIMKEHHE,
npuIoKeHHe acTEHHA
TNopHileRH CTOHHOCTH Ha
IMoun:xen
.. acnaprat
Gpodt aMHHOTpaHc(epasaTa
aumbouuTy, P °p ’
MOBHUICHH CTOHHOCTH Ha
MOBHUIEH
6noii anaHHH aMHHOTpchd)epaaaTa,
P TMOBHIICHH CTORHOCTH Ha
COMHOHIK, OHnHpYOUH B XPLBTA
NOHWXEHH Py ol >
. IMOBHINCHH CTOMHOCTH Ha
cTOHHOCTH
a ypeATa B KPBBTa, IOBHIIEHH
cTofIHOCTH Ha KpeaTUHHH B
buxapbonarn
Hicnenpanun KPBBT2, OTKIOHCHHA B
B KPBBTA, o ”
CTOHHOCTHTE Ha KalHi,
MOBHILIEH o
0 TOBHILIEHH CTOHHOCTH Ha
Gpoii anxkandara gocdarasza B
6asodim, .
KpPBBTA, IIOBHILUCHH CTOHHOCTH
NOBHIIEH
. Ha XJIOp, NOBHILEHA I7IFOKO34,
Opoit o
nosueH 6poit TpombounTy,
MOHOLIATH,
[OHHKEH XEMATOKPHT,
MOBHIEH
0o0ii nosHLIeHH OHKAapGoHATH,
P OTK/OHEHHs B CTOIIHOCTHTE Ha
HeYTpohHIN "
HaTpHii
Hapauapaunun Yenoxcuenus cned
H OTpaBAHUA npoyedypama

Hexenanu peakIMy, BE3MOMKHO WIM BEPOSTHO CBLP3aHH ¢ NPO(MHIAKTHKA M JICUYCHHC Ha
Mpycobacterium avium Complex Bs3 0cHoBa Ha ONHTA OT KAMHBHYHHUTE H3NHTBAHHA 1
MOCTMapPKeTHHIOBOTO HaOmoaerne. Te3H HeXENaHH peakiHe CE PA3IHYABAT OT CHO
topmuTe 3a HezabaBHO ocBOBOKIABAHE WM € YABIDKEHO OCBODOXK JaBaHe MO B
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CucTeMo-0pranau MHoro “ecTn YectH Hewuectn
KJIacoBe > 1/10 > 1/100 g0 < 1/10 > 1/1 000 mo < 1/100
Hapymerns ma
MeTadoan3sMa H AHopekcud
XpaHeHeTo
3amasHOCT,
HapyumieHsa Ha HepBHATA rinasobonue, T —
cAcTeMa HapecTesus,
ANCTey3Nd
Busyamuu
Hapyuenus Ha ouuTe
HapyleHHs
Hapymennn g2 yxoTo & YepexaaHe Ha clyxa,
Py yx Cnyxota P yxa,
JAOHPHHTA myM B YIIHTE
Cohpaeynld HAPYIIeHHS Mammuranuu
Huapus, Gomka B
o0nacTTa Ha
KOpeMa, TaJIeHe,
CromMalino-apeBHU abnomupanes
HAPYIIeHHS THCKOM(OPT,
¢$pnarynenuus,
BOJTHHCTH
HINpaXKHEHHNA
H
XenmaToGuarapau Xemarur
HApPYUICHHS
PeakriiH Ha
Ha eHHA HA KOXKATa H OTOYYBCTBHTETHOCT
Y™ O6pus, cepbex (orouy ’
NOJKOKHATA THKaH canapoM Ha CTHBEHC-
JXOHCHH
Hapymenns ma
MYCKYJIHO-CKEAeTHATA
Aptpanrus
CHCTEMa H
CHeIHHMTE/IHATA THKAH
Obmuw mapymenus u HepasnonoxeHue,
efhexTn HA MACTOTO HA Ymuopa
aCTEeHHS
NpH/IoKEHHe

Crobmasane Ha MoqO3NPAHN HEXKEHAHH PeaKIHH

CpobmapaHeTo Ha NOJOINPAHH HEXENAHH PEaKIiy Cel Pa3PelaBaHe 3a YNoTpeba Ha neKkapCTREHUA
[POAYKT ¢ BaxHo. ToBa N03B0IABa 1a NPOXB/DKH HaOMIOAEHHETO Ha ChOTHOLIEHNETO TI0JI33/PUCK 3a
NEKapCTBEHHA MPOAYKT. OT MeAHIMHCKHUTE CIELHATHCTH CE H3HCKBA J1a chobIaBaT Besika
MOI03MpaHa HEXeNaHa peakiua upe3 M3msIHHTenHa areHIMA NO IeKapeTBara, yi. ,,Jlamas I'pyes”
Ne §, 1303 Codms, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpenosupane

Hexenannte crOuTIsA, HAGMOAABAHH [IPH 110-BECOKH OT MPENIOPBYATEIHUTE JI03H, Ca NOX00HH Ha
T€3H NpH HopMaH| Ao3u. [Ipy npenozupane € HeoOX0XHMO NpUNaraHe Ha 061K CHMOTOMATHIHH H
NONBPKAIIM CPECTBA.

5.  @®APMAKOJIOTHYHH CBOHUCTBA

5.1 @apMakoIHHAMHYHH CBOfiCTBA
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®apMakoTCpaneBTHYHA Ipyna: MakpomiIy, THHKO3aMAAH H CTPeNTorpaMHHH, MaKponum, ATC
kox: JOIFALQ

Mexanuzvm na oeticmeue

A3HTPOMHIIHH € MAKpOJTHIEH aHTHOHOTHK OT I'pyara Ha asanmuanTe. XuMHIECKH CE I0IyaBa 4pe3
NPHGABSHE HA A30TEH aTOM B JIAKTOHHHA MPHCTEH Ha epuTpoMuups A. Heropoto xumuuo ume ¢ 9-
deoxy-9a-aza-9a-merrn1-9a- xomoepurpoMHIMH A. Monexyngara My Maca ¢ 749,0. Toit norucka
CHATE3a Ha IPOTCHHH B GaKTEpHANHATA KIETKA Ype3 CBbp3BaHe ¢ pubo3oMHuTe 50S CyOeMHHIIN 1
HHXHOGHpaHe Ha IIENTHAHATA TPAHCIOKALIHA.

Mexanuzvm HA PEIUCTNEHMHOCH!?

Pe3HCTEHTHOCTTA KbM a3MTPOMHLMH MoxXe ja Obae Bpofesa wim npuxoduTa. MiMa TpH OCHOBHH
MeXaHHM3Ma Ha Pe3UCTEHTHOCT IIpH DaKTepHHTE: YBPeXKIaHE HA TapreTHATA 30HA, YBPEKIAHE Ha
aHTHOMOTHYRHA TPAHCHOPT 1 MOAUGHLHPaHE Ha aHTHOHOTHKA,

ITbHa KPBCTOCAHA PE3HCTCHTHOCT ChIECTBYBA MeXAy Streptococcus pneumoniae, 6eta
XEMOJIRTHYHH CTPENTOKOKHK OT Ipyna A, Enterococcus faecalis u Staphylococcus aureus,
BKIYMTENHO MCTHIHAHH pe3ucTenTed S. aureus (MRSA) KoM CPHTPOMUITHH, a3UTPOMHMLIAH, IPYTH
MaKpOITHIH ¥ IMHKO3AMHIHU.

Ipanuyu na wyscmeumeanocm
['paHunuTE HA TYBCTBHTEMHOCT KBM a3HTPOMHIMH 34 THITHYHATS GakTepHalHH NATOICHU CHITIACHO
NCCLS ca:

. Yyscreutennn (S) < 2 mg/l; pesucrentHH (R) > 8 mg/l.
. Haemophilus spp.: ayBersurensu (S) < 4 mg/l.
. Streptococcus preumoniae and Streptococcus pyogenes: 1yBCTBHTETHH (5) < 0,5 mg/l;

pesuctentad (R) > 2 mg/l.

hecmeumenrnocm

IpeobnanapaneTo Ha NpHOOKTATA PEINCTCHTHOCT MOXE /13 BapHpa reorpa)ckKi M BHB BPEMETO 3a
OnpeaeNeHH IAMOBE, HOPaIH KOSTO ¢ KEATETHO TON3BAHETO HA TOKATHUTE JaHHH, 0COOEHO IpH
TpeTHpaHe Ha Texkn nadexuuy. [Ipu HeoGxoaumoct, TpAOBa 1a € NOTHPCH EKCIEPTEH CHBET, KOraTo
JIOKafHaTa mpeobiagaBailla pe3HCTEHTHOCT € TAKABa, Ye MON3aTa OT MEOHKaMEHTA NOHE [IPH HAKOIKO
THA HHQEKIHH € AHCKYTaDHIHA.

Tabmuua: AETHOaKTEpHAaneH CICKTEHP HAa a3UTPOMHIIHH.

— S S

O0nyaiiHo TYBCTRHTEIHH IIAMORBE

“Gram noJIoKHATETHH aepodn

‘Staphylococcus aureus
‘Methycillin-ayBcTBHTENHH

- Streptococcus pneumoniae :_
Penicillin-4yBcTBHTENHH i

Streptococcus pyogenes (Group A)

Gram oTpHEIATETHH aepodn

:.Haemophilus influenzae
: Haemophilus parainfluenzae |

Legionella pneumophila

. Moraxella catarrhalis

: Pasteurella multocida

11
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Oxono 12 % oT HETPaBEHO3HO NPHIOKEHHS A3HTPOMHIHH CE€ €KCKPETHpa C YPHHATA B PAMKHTE Ha

3 mau. OcoOeHo BHCOKY KOHICHTPALMH OT HENPOMEHEH a3HTPOMHIIMH ¢a OTKPHTH B YOBCIIKATA
s#ThUKa. B jKmnukaTa ca OTKpHTH CBIO Taka W geceT MeTabouTa, KOUTO ca Mosydenu ypes N- 1
O-pemMeTHNMpaHe, XMAPOKCHIHPAHE Ha /Ie30CaMUHOBHUTE H aIJIHKOHOBHTE NPBCTEHH U Pa3UCNBaHe Ha
KNaAXHO3HHA KOHIOTaT. CPABHEHHETO Ha TeuHoXpoMaTorpadckute pe3ynTaTH H MEKPOOHONOTHYHITTE
aHaJIM3H [I0Ka3BaT, 4e MeTabOIHTHTE HA A3UTPOMUIMHA He ¢a MUKPOOMOTOrH4HO AKTHBHH.

5.3 TIlpeskIHHHYRH AaHHH 32 (ezomacHOCT

Habmomasana e pocdonnminosa (METpaneTyapHO HAaTpyIBaHe Ha GOcGOonuUNIIM B HAKOH ThKAaHH
(Hamp. OKO, TAHTITHH Ha 3aAHOTO KOPEHYE, YepeH Apod, xrpueH Mexyp, Ob0pek, Jamak uunu
MAaHKPeac) npH MUIIKH, [UTbXOBE H KyHeTa, Ha KOMTO €a Npu/iarady MHOTOKPATHH A03H a3HTPOMHIIKH.
Gochonumunosa e 6una FabmonapaHa B NoRoGeH pa3Mep H B ThKaHHTE Ha HOBOPOJEHH IITBXOBE H
KydeTa. EQekTET ce € okasan ofpaTumM cliel ipekpaTABaHEe Ha ICYEHHETO ¢ A3HTPOMHLIHH.
JHauCHHETO HA TE3H HAXOIOKH 33 KHBOTHHTE H X0paTa ¢ HCH3BECTHO.

Kapyunozenen nomenyuan

He ca nposexpann asarocpoyHH NpoydBaHUs IPH XHBOTHH 34 OICHKA HA KAPLMHOT CHHMA
TMOTEHIHAN, ThH KaTO MeIHKaMEHTHT € TIOKA3aH CaMO 33 KpaTKOTpaHHO NeYeHHE H HE € HMaN( JaHHH,
MOKA3Ballli KAPOHHOTCHHA AKTHBHOCT.

Mymazenen nomenyuan
He ca ycTaHoBeHM 1aHHH 3a [10TE€HITHAN 33 TEHETMIHH H XPOMO3OMHH MYTaLMu IIPH in VIvo U in Vvitro
TECTOBH MOJEIIH.

Penpodyxmuena moxcuunocm

IIpy npoydBaHKs ¢ SKMBOTHH OTHOCHO eMOPHOTOKCHYHHTE €EKTH, HE Ca YCTAHOBEHH TEPATOI¢HHH
e)eKTH NPH MULIKH ¥ TTbXoBe. [IpK mIsX0Be, a3UTpOMAILEH B fo3d oT 100 i1 200 mg/kg Termo
IHEBHO € MPEAH3IBHUKAN JIEKo 3a0apsHe BHB (eTanHaTa ocH(HKAIHE U B YBEJIMYABAHC HA TCTIOTO Ha
Malkure.

6. ®APMAIEBTHYHHU JAHHU
6.1 Crnucnk HAa NOMOLIHHKTE BElecTBA
JlakTo3a, O6e3BomHa

[TienuyHO HUMIECTE

Marnesues creapar

Hatpuer maypracyngar

Cbvcmae Ha mabpoa Jceramunosa Kancyia
AzopyOun

TuTanoB AMOKCHE

Xemarun

6.2 HecnBMeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha roasoct

2 roauuy

6.4 CneunHalHu YC/IOBHS HA ChXpaHeHHe

Ja ce cexpanasa nmog 25°C.
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Qko110 12 Y% OT HETPABEHO3HO HPHIOKCHNS A3HTPOMHIIHH C¢ €KCKPETHPA ¢ YPHHATA B PAMKHTC Ha

3 nau. Ocobero BHCOKH KOHIIEHTPAUMH OT HEMIPOMEHEH a3HTPOMMLMH Ca OTKPHTH B YOBCIIKaTa
*ThYKa. B X THUKaTA Ca OTKPHTH CHINO Taka M ACCET McTA00MKTa, KOUTO €4 MojTy4enH 1pes N- u
Q-JeMETHITHPaHEe, XHAPOKCHIINPAHE HA €30CAMHHOBHTE U AIJIMKOHOBHTE NPBCTCHH M PA3LCLIBAHE HA
KNaHHO3HAS KOHIOTAT. CPaBHEHHETO Ha TCUHOXPOMATOrPAd)CKHTE Pe3yIITATH U MUKPOOHONIOTHIHHTE
AHAJNM3H IIOKA3BAT, 9¢ MeTaGOo/IMTHTE HA ASUTPOMUIUH HE €2 MUKPOOHONIOTHYHO aKTHBHH.

5.3 IlpenxanHHYHHE AaHHH 33 De3omacHoCT

Habmonapana e Qocdonununosa (MHTpaLcHylapHO HATPYTBaHe Ha GochOMHNIIN B HAKOH THKAHH
(HALIp. OKO, FAHIUIMYA HA 3aJHOTO KOPEHYE, YePCH Apob, #UTbYeH MeXyp, OB0peK, Tanak u/HiH
MaHKPeac) MpH MHLIKH, IUTEXOBE M Ky4eTa, HA KOHTO Ca MPHIAraHk MHOTOKPATHH J03H a3UTPOMHIIHH.
doconumaosa ¢ Guna xabnogasana g nofoben pasMep M B THKAHWTE HA HOBOPOACHH [IIEXOBE U
kydera. EQexTsT ce e okazan o0paTuM cien MPeKpaTABaHe Ha ICUCHHETO € A3HTPOMHLIHH.
3HaYeHHETO Ha TE3H HAXOOKH 33 )KHUBOTHHTE H X0paTa ¢ HEM3BECTHO.

Kapyunozenen nomenyuat

He ca npoBeKaaHH ABIrOCPOYHH NIPOYYBAHHA NPH KHBOTHH 34 OLECHKA HA KapIMHOT CHHHA
MOTCHIHAI, THH KaTO MCIHMKAMEHTRT £ TMOKa3aH CaMo 34 KpﬂTKO’I‘paI‘/’IHO JTeyeHHE B HE € UMaNno JaHHH,
LIOKA3BAITH KapIHHOTeHHA aKTHBHOCT.

Mymazernen nomenyuan
He ca yCTaHOBCHH JITAHHH 3a [OTEHIHAT 32 TCHETHYHH ¥ XPOMO3OMHH MYTALMH LIPH /7t VIVo W in VIIro
TECTOBH MOJICTH,

Penpodyxmuana moKCUuHOCIH
TTpy NpOyYBaHKS C KHBOTHH OTHOCHO €MOPHOTOKCHIHHTE eCKTH, HE C& YCTAHOBCHM TEPATOTCHEH
edexTH TipH METIKH M TTbX0BE. [IpH IThxoBe, asHTpoMIIHE B fo31 oT 100 1 200 mg/kg Terno
JAHEBHO € NpeM3BHKAll eko 3a0aBAHe BBB (eTanHaTa ocHQHKXALnA H B YBCIHYIABAaHE HA TETTIOTO HA
MaiKHTe.

6. GOAPMAINIEBTHYHHU JAHHH
6.1 Cnuchk HA TOMOILMKTE BEUIECTBA
JlakTo3a, Ge3ronHa

[TieHMYHO HHMECTE

Marne3mes creapat

Harpuer naypuacyndgar

Cocmas Ha mebpOa JCERAMUH0BA KANC) A
Asopybun

THTAHOB JHOKCH],

Kenarmn

6.2 HecbEBMeCTHMOCTH

HenpuroxumMo

6.3 Cpox Ha rogmocr

2 TogHHHA

6.4 Creunandd YCJIOBHS HA ChXPaHeHHAE

Jla ce cexpanasa mox 25°C.
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