KPATKA XAPAKTEPACTUKA HA ITIPOJAYKTA

1. HME HA JEKAPCTBEHHA NPOAYKT

Hunpodnoxcauud Ankanonn 250 mg QHIMHPaHH Ta0NETKH
Ciprofloxacin Alkaloid 250 mg film-coated tablets

A3NEIHUTEANA AT EHLNA T JIRKAFCTBATA

Kpamia xapaKmepucmiaxa Ha npogyxma - fluunuwesiue 1

| Kbn Peg. Ne Q\DO&D085[86

Lunpoduokcaunn Ankanoun500 mg GuaMHpanu TabneTkn
Ciprofloxacin Alkaloid 500 mg film-coated tablets

2. KAYECTBEH H KOJJHYECTBEH ChCTAB

TZ []7 an

.‘_ngﬁpeuua Ne oo, ../ ...............................

[unpoduokcauns Ankanonn 250 mg: Besaka drMupana tabinerka ceabpika 291,5 mg (ciprofloxacin
hydrochloride monohydrate) HHIPOdMOKCAUHHOB XHAPOXIOPH/ MOHOXHMAPAT, CHOTBETCTBALL Ha 250 mg

HHnpoIIOKCAITHH.

Linnpodrokcanua Ankanong 500 mg: Beska drvmMupana taGnerka ceaepxa 583 mg (ciprofloxacin
hydrochloride monohydrate) ipmpodnoxca#HOR XHAPOXIOPHI MOHOXHIPAT, CROTBETCTBAL Ha 500 mg

UHIpOBIOKCALIEH.
3a TRIHHA CIHCHK Ha MIOMOILIHHTE BEIIECTEA, BIDKTE TO4KA 6.1,
3. JEKAPCTBEHA ©OPMA

* $unMupasa Tabnerka

Lunpodaokcarul Ankanoua 250 mg dunmipady TabNeTkH TIPpencTaBaaBaT 6ent 1o 660 JKBITH Ha
LIBAT, NPOSLIATOBATH, ABOHHO H3IBKHAIH dHnMupani TableTkH.

Iunpodinokcariy Ankanonn 500 mg GuiMHpaHu TabneTky NpenCTaBIsABaT Geu S0 OIS0 KBITH HA

LBAT, MPOIBITOBATH, ABOHHO M3NBKHATH QHIMHDAHK TabneTkH

C JCTHTEIIHA YePTA OT ¢AHATA CTpada.

ﬂeJIPITEHH&Ta 4epTa € CaMo 3a YIECHABAHE Ha CHYMBAHETO © LI/ NO-IECHO NOrIkIIAHE, a HE 3a pasaenaHe

HAa paBHH AO3H.

4, KIHMHHMHH JAHHH

4.1 TepanesTHUHYH MOKA3AHAA

Lunpodnorcauun dunMupadu tafnetks ot 250 mg u ot 500 mg e npeaHa3HAYEH 34 NeICHUe HA
crepaATe uHpekuun (Bx. Touka 4.4, u 5.1). [Ipeau 3amno4pane Ha TEPAIMI € HEOOXOAHUMO € 1a ce ObbpHe
CTISIHANHO BHUMAHNE HA AH{POPMAIMATA OTHOCHO PE3MCTEHTHOCTTA KbM HHIpodIOKCAlIHH,

Buwipacmnu

s  Hnadexuyu Ha AOTHHTE ANXATEHH MBTUILA, TPEAW3BHKAHK

OT PaM-OTpHUATENHH OAKTEPHH.

Exsauepbauns Ha xpoHHYHA 0GCTPYKTHBHA 6enoapobua Gonect. [lpu exsanepbanus Ha XpOHU'MHA
obcrpykThBHA 6enoapobua tonect Lunpodnokcarny Ankanoua Tpabea 12 ce U3ION3RA CaMO,
KOFATo Ce CUMTA 38 HeIONX0AAIa YIIoTpedara Ha APYFH aHTHOAKTECPMANHK CPEACTRA, KOHTO
o6i4aliHo ce IpenopEYBAaT 3a NeUeHNE HA Te3H HHPEKIMH; GPOHXO-ITYIMOHANHH HHGEKIHE MPH

MYKOBHCLM032 iii GponxrexTasu; [ipuaobirta B o6IecTBOTO MHEBMOHKA




s XpOHHYHO CYyNypPaTHBHO BBHMANEHHE HA CPETHOTO YXO
¢ Ocrpa exsauepbanya Ha XpoHHYEH CHHYHT, 0COBEHO aKo € NPEAH3BHKaH OT PaM-OTPHIATENHH
GakTepun
¢ Heycnoxuen ocTbp unctur. [Ipn neycnoxuen octbp LueTrt Llunpodmokcaun Ankanoun TpaGea
Ja c& HRII0N3BA CaMO KOTaTo ce CHHUTA 33 HeloAxoddma ynoTpedara Ha pyTH aHTHOAKTepHATHI
CpencTBa, KOWTO o0HYAHO ce npenophuBar 3a JeYeHHe Ha Te3n HHEKIMH,
- Ocrep nuenonedpur
- YenoskHenn MHGCKONE HA TMKOYHHTE WHTHILA
- BakTepuaneH NpocTATHT
- Hnadexupn Ha NONOBHTE THTHILA
- TOHOKOKOB YPETPHT ¥ LIEPBHIHT, IPHMHHEHH OT dyBeTBHTenHa Neisseria gonorrhoeae
- OPXHEeNHIUTHMHT, BKIIOUYHTEIHO CIYYauTe, KOTATO & NPeI3BHKAH OT YyBCTBHTENHA KBM
uunpodnokcatnt Neisseria gonorrhoeae
- Ta30RA RBIMATHTENHA GONECT, BKIOHHTENTHO CYYalTe, KOTATO ¢a TPeAM3BHKAHH 0T YyBCTBHTENHA
KBM uunpodnokcaniin Neisseria gonorrhoeae
IMpH ropecnoMeHaTHTe FeHHTATHE HHPEKIIHH, KOTATO € YCTAHOBSHO HIIK C& MPeInoara, 9e ca
nipenusBuKaHu oT Neisseria gonorrhoeae, € 0T 3KMIOMHTENHO 3HAYCHHE JA CE MOLYYH JOKATHA
uHGOpMaLis 3a pA3ApPOCTPAHEHHETO Ha HHAPGGIOKCAHH-PEIHCTEHTHH MIAMOBE H YYBCTBHTEHOCTTA J2
ce TIOTEBPAN Ypes NabopaTopHH TECTORE.
Hnberuns Ha cTOMALIHO-YPEBHUA TPAKT (HATIPHMED AMAPHS NPH MBTYRAHE)
UxtpaadnomuHanii HRekIum
Hndernuny Ha KoXAT2 M MEKHUTE THKAHH, IPEIH3BUKAHH OT rPaM-0TPHUATENHH OaKTepun
3N0Ka4ecTReH BLHIIEH OTUT
Wndexunn Ha KOCTHTE H CTABHTE
IMpodunakTiHka Ha WHBa3HBHU uHOERWIH, NpUMUHeHH 0T Neisseria meningitidis
Huxanatopen aHTpake (NocTeKCHO3HOMOHHE MPOoQHIaKTHEA K NeueHHE)
[unpodnokcalliH MOXe JIa C& H3I0/136a NpH JeYeHHETO Ha HEYTPOIIEHHUHY NAlMeHTH ¢ [IOBUIIISHA
TeMIIEPaTypa, KOrare ce npegmoara 49€ IpuyuMHaTa € GakTepHaTHa HHOEKIIUs,

e & & » @ »

gega i OHouiu

¢ BpoHxo-mynMoHATHY MHGEKIHHE, IPUSHHEHH 0T Pseudomonas aeruginosa, npH NAWKEHTH C
KucTosHa ¢mbposa

o  VeaoxdenH HHJEKIME HA MHKOYHATE MHTHILA H OCTEP MHENOHS(PPHT

» Hxararopen aHTPaKe (MOCTEKCIIO3ULHONHA IPOGUITAKTHKA H NTEUSHHE)

Lipmpodaokcauny MOXKE ChILO Aa e NPUITara IpH JeUcHHE Ha TXKH HEGEKIMH IpH Aena 1

TIOAPACTBALIMN, KOTATO TOBA C2 CHUTA 33 HAOKHUTENHO.

JMeyenuero TpaOBa Ha C& TPOBEKAA OT JEKAPH, KOHTO €4 C OMHT B JIEYEHHETO HA MYKOBHCLMA03A M/ HK

TEXKKH HHDEKIIHH NpH Jela U nogpacTeaum (K. Touka 4.4 1 5.1).

Tpabea Aa ce UMa MpeaBUA o MIHATHOTO PEKOBOICTBO 34 TOIXOIAI0 H3OM3BAHE Ha aHTHGAKTEPHATTHH

CpencTea.

4.2 [Jo3upoeica H HAMHH HA NPHADKEHHE

Ho3zuposka

Ho3upoBkara ce onpenens 0T HHIMKALMHTE, TEXRECTTa H MACTOTO Ha HHEKIHATA, TyECTBHTEHOCTTA HA
[PHYHHATENA KBM LHIPoGhIoKcalMH, CRCTOAHHETO Ha Ob0peynara (yHKINA HA MALAEHTA, a P Jeua W
MOAPACTBAINH H OT TENECHATA MAcA.

IMpoabIKHTENHOCTTA HA IeueHHETO 3aBHCH OT TEKECTTa Ha 3a0QNgBaHeTO ¥ OT KIHHUUHNSA |
HaKTEpHONOrKYHHA CTaTyC.




JeueHneTo Ha MHQEKIAY, MpeIr3BHKAHN OT KOHKpeTHM GaxTepuu (Hanp. Pseudomonas aeruginosa,
Acinetobacter Wi Staphylococci), Moke 1a H3WCKBA [T0-BHCOKH JI03M UHIPOGIOKCAIIHH H KOMOHHUpPaHO
MPHITOXKEHHE ¢ APYTH aHTHOAKTEpHATHH CPeaCTRa.

JleucHwrero Ha HIKOH uudiexiny (HaNp. BPEIMANSHUs B MANKHA TA3, HHTpa-abnoMHHATHH HHOEKIHH,
HHPEKINH NpH HEYTPOTIEHHHHH ITALIMeHTH H HHQEKIHH HAa KOCTHTE H CTABHUTE) MOXKeE Ja HIUCKBA
EIHOBPEMEHHOTO MPHIOKEHHE M HA APYTY NOOXOASINN aHTHOAKTEPHAIIHH CPEACTBA B 3aBUCHMOCT OT
NMPHYHHABALIMTE AreHTH.

Bwapacmnu
O6ma npoabIKHTENHOCT
Ha JIe4eHHETO
(EOTEHHUAIHO BRAIOYEHO
Huaukaunn JneeHa 1032 B mg HHHIIHATHO
napeHTepaaHo
TIPHJIOKEHHE HA
nanpodIoKCcAlIHA)
Hudexupn Ha
JOIHHTE AUXATENHH
HBTHIIE 500 oo 750 mg npa IETH AHEBHO 7 mo 14 auu
Qcrpa exzauepbauua | 500 1o 750 mg apa 7 10 14 e
XPOHHUIEH CHHYHT MTBTH AHEBHO
XPOHHYHO
CYTIYPATHBHO
Hudexiun Ha ropHuTe BESMACHHE HA 500 no 750 mg nBa 7 10 14 nHu

IHMXATENnHM [TETHINA IIETH AHERHO
CpedHOTO YXO

Manursen BBHWEH 750 mg apa eTH
OTHT JIHEBHO

250 go 500 mg apa
IBTH AHERHO

TIpu xenu B IpeMEHONAY3a MOXKE a CE NPHIOKH
eIHOKpaTHa Jloza oT 300 mg

28 oam a0 3 Mecena

3 oHu

HeycnoxHen LHCTHT

YCII0KHEH LLHCTHT, 500 mg npa meTH

HEYCTTOXHEH 7 nHu
IHEBHO
Hudexunm Ha nHencHedpur
HKOMHHTES MBTHIIL Haii-manko 10 nuu, Moxke
(B, Touka 4.4) VCROKHEH 500 mg npa NETH Ja ¢e MPOLBIKH H [oBeve
JIHEBHO 1o 750 mg or 21 AHH 1pH HAKOH
mrenodedpur
[IBa I'bTH THEBHO ClIeHHATHYE 00CTOATENCTBA

{kato abuecwu)

500 mg oBa meTH

2 o 4 cenMHUH {0 (o]
baxrepuaner JHeBHo a0 750 mg . AMHLUH (OCTEP) 2
MPOCTaTUT 4 o 6 ceAMHITH (XpOHHYEH)
B N6TH JHEBHO
Tonokokos yperpur | 500 mg karo | ne (enmokpatHa fi03a)
U IEPBHLEAT eNHOKPATHA J03d
Tonosy HEGeKLAR Envuanaimoopxur w | 500 mg nea nu1H

BE3IANCHHE B auepHo 1o 750 mg | Haki-manko 14 quy E—“\
MaTKHs Ta3 JIBA ITbTH THEBHO )




Odma npoAEKNTEIHOCT
HA JeYeHHeTo
(IOTEHIHAMHO BKIIOYEHD

Huaznxkauuun Anesna noza 8 mg HHAIHAJIHO
MaPEeHTEePaTHO
NPAIOKEHHE HA
nEnpogIoKcannH)
Huapus,
npeav3BUKaHa 0T
OakTepHATHH
TIATOTEHM, BKII.
Shigella spp.,
PasIHIHY OT Shigella 500 mg xBa TeTH
dysenteriae Tun 1 1 1 nen
IHEBHO
E€MITHPHYHO NeucHHe
Ha TEXKA AHAPHA
NpH NETyBaHe
Hyapus,
MpeAU3BHKaHE OT 500 mg gBa IETH
. S 5 AHH
Shigella dysenteriae | AHEeBHO
CToMAaITHO-9PEBHH
THI 1
HHpeKIHH |1
Huapus,
HHTpaad o MUHATHH 500 mg nra nbeTH
N — IIpean3BHKaHa oT J— 3 man
Vibrio cholerae
500 mg aB
Tud B 1B IIETH 7 nAav
JHEBHO
Hurpa-abaoMHHATHH
HHGEKIHH, 500 mg sBa nbTH
IOpHYKMHEHH OT [paM- | AHeBHo 1o 750 mg 5 o 14 nau
OTPULIATEAHHK IBa IIBTH DHeBHD
BaxkTepun
500 mg npa meTH AHeBHO no 750 mg aBa
Hudexupn Ha koxara £ [BA ITETH 11 no 750 mg np 7 10 14 1w

H MCKHTC TbKaHH

IIETH JHCBHO

HudexUuH Ha KOCTUTE
W CTARUTE

500 mg nara nBTH OHEBHO Ao 750 mg asa
OLTH AHEBHO

MaxkcuManHo 3 Mecela

Heyrponermany
TIALMEHTH ¢ TIOBHIIEHR
TeMAepaTypa KoaTo ce
[IpeTanoara ue ce
OBITNH H
OaxTepHanya
uHbeKUHa.
LTumpoduiokcanyix
TpabBa [a ce npHaara
€OHOBPEMEHHO C
TORXOAAIH
AHTHOAKTEPHATHU
areHTH B
ChOTBETCTEHE Ha
oduouanuuTe
IpenopBKH.

500 mg Apa OBTH JHEBHO A0 750 Mg nBa
IIBTH AHEBHO

Tepanuarta 1padsa 1a
MPOABIIKH [Ipe3 Lenud
MIEPHOM HA HEYTPOICHHA

TpodunakTika Ha

500 mg xaTo efHOKpATHA 1033




Huankaunmn

JAuesna no3a p mg

O0a BpoaBIKNTeNH0CT
HA JIEeHHETO
{DNOTEHIHANHG BKAIOYEHD
HHHLHAJHO
M3PEeHTEPAIHO
NPpHIOAKEHHE Ha
HMIPodNOKCAIHIE)

HHBA3WBHM HHPEKIIHHA,
MNpPHYHHEHH OT
Neisseria meningitidis

HuxananuMoxeH
AHTpAKC,
MOCTEKCTIOZHIHOHHA
HpOPUTAKTHEE 1
JIYEHHE 3a [TalHEHTH,
KOHTO MOTAT A3
TIPHEMAT MEIMKAMEHTA
HEPOPATHO, KOTATO
TOBA € KJIHHEIUHO
OnpaBIaHo
JleuenneTo TpAbGBa Ma
3aMnovyHe Bb3MOXKHO
HAl-CKOpPO Chen
PEefonAraeMa Wil
CHIYPHZ SKCIIO3HINA

500 mg apa TETH AHERHO

60 OHKW Cen yCTaHOBABAHE
HA €KCIIO3HIIHATA HA
Bacillus anthracis

Hedwampuuna nonyrayus

O6ma npoxbIKHTEAHOCT HA
JeYeHneTo {MOTeHUHANIHG

MUKOUHHTE IETHINA H OCTHD
nueARoHePPHT

ZTHEBHO ¢ TIO3BONIEHA
MaKCHMATTHA €IHOKPaTHA
noza 750 mg

Huauxanu JHeBHA 1032 B Mg BKJIIO9EHO HHHIHAIHO
NAPEHTEPAIHO NPHIOKEHHE HA
WHOPodIoKCAIHH)
20 mg/kg TenecHa Maca JBa
MykoBucUMIO3 IBTH IHEBHO ¢ IIO3BOEHA 10 1o 14 nu
MaKCHMAITHA €JHOKPATHA
Joza 750 mg
10 mg/kg Tenecha Maca oBa
YenoxueHH HH$EKIHH Ha ITETH IHEBHO 710 20 meg/kg '
TeJIeCHa Maca JIBa MBTH 10 o 21 auu

HMuxanaumoHeH aHTPakc,
NOCTEKCIO3HIMOHHA
npoUIaKTHKA H JIedeHHe
Ha MALHEHTH, KOHTO MOraT
Ia IPHEMAT MeJHKAMEHTA
[EPOpPaHO, KOTaTo TOBA €
KIHHHYHO OMPaBIaHO
JMeuennero Tpabpa na
3a0YHe BB3MOXKHO Hali-

10 mg/kg TenecHa Maca 1Ba
TILTH JHeBHO 40 15 mg/kg
TeNlecHa Maca ABa BTH
JHEBHO C II03BONEHA
MAKCHMATHA &lHOKPaTHA
Jo3a 500 mg

60 aHH cnex YCTAHOBSRAHE HA
excno3vuuaTa Ha Bacillus anthracis




O61Ia NPOALIKHTETHOCT HA
JI€YeHHEeTO (FOTEHIHATHO
Huaukanun JneBHa 003a B mg BIJIIOMEHO HHHAIHANHG
IAPEHTEPATTHO HPHIOKEHNE HA
uunpodIoKcalig)

CKOPO Cllell Ipeanoiaraema
HJTH CHIYDHA eKCIIO3MINA

20 mg/kg TenecHa Maca fBa

IIBTH JHEBHO C NO3BOICHA B 3apMCHMOCT OT BHIIA HA
JpyTH TeKKH HHOEKIMH

MaKCHMATTHA eIHOKpPATHA uHpexHATa

ao3a 750 mg

Hayuenmu 6 cmapyecka eb3pacm
[TarmMeHTHTE B CTapiecka BE3pacT TPAOBa 43 NOIYYABAT 034, MoA0paHa B 3aBUCHMOCT OT TEXKECTTa Ha
HHEKIAATA # HHIMBUIYAIHUA KPEATHHHHOB KIIHPBHC,

[ayuenmu ¢ 6vbpevna 1 vepuodpobua HedocMampyYHOCM
TpenopbHHTENHE HAYATHH K IOJIbPXAIIH AO3H 32 MAIMEHTH ¢ yRpenacHa Op0pedna dyHKima:

KpeaTHHHHOB KIHPBHC Cepymen KpeaTHHHH Yepopanna noza

[ml/min/1.73 m?] [umol/L] [mg]

= 60 < 124 Brx ofuuaiiHa 1o3a

30-60 124 o 168 250-500 mg ua Beeku 12 yaca

<30 > 169 250-500 mg Ha Beeku 24 vaca

TTanHeHTH HA XeMOIHATH3a > 160 250-500 mg Ha Beeky 24 vaca (chaen
JHANTH3a)

[anmenty Ha > 169 250-500 mg Ha BeekH 24 yaca

NEPUTOHEATHA AMATIH3A

[Tp1 nalkesTH ¢ HapyieHa YepHoapoOHa GyHKIHA He € HeoOX0IUMO KOPHIHPaHe Ha 403aTa.
Joaupanero TIpH Aeua ¢ HapyileHH 6p0petHH H/HTH depHOApoOHH dyHKIHH HE & H3YUABAHO,

Haunx Ha npuieKReHHe

TabneTkuTe ce IPHEMAT ¢ TEYHOCT, B3 1a ce CIBBKBAT HE3aBUCHMO OT BPEMETO Ha XpaHeHe. AKO g
IpHeMAT Ha [aKo, SKTHBHATA cyOeTanimd ce abeopbipa mo-Gepso. TabneTkuTe LHIpOdUIOKCALMH HE
G1Ba 12 Ce MPHEMAT ¢ MIEYHH HPOAYKTH (Harnp. MISKO, KHCENO MIKG) WM ¢ 0O0TaTeHH ¢ MEHEpaH
MAONOBH COKOBE (HAMp. MOPTOKATIOB COK ¢ J00aBKa Ha Kammii) (Bk. Touka 4.5).

TTpH TEXKM CITYYan WIH aKo NAalHEHTHT He € B ChCTOAHHE Ja TIpHeMa TableTKHTe (Hanp. alHeHTH Ha
[IAPCHTEPAIHO XPAHEHE) Ce TIPENIOpPHUBa TEPATIHs C MHTPABEHO3HO BIIHBAHE HA THIPO(IOKCalMH, TOKaTO
CTAHE BB3MOKHO IPEMITHARAHETO KBM NIEPOpANeH IPHEM.

4.3 T poTHBOMOKA3AHHA
e  CppbX4YBCTBHTENHOCT KbM AKTHBHOTO BEILIECTBO, KBM APYTH XMHOIOHH MITH KbM HIKOE OT
NOMOIIHHTE BelllecTBa M3OpoeHH B ToUKa 0.1,
¢  EjnnoBpeMeHHO MpIIIoACHIE HA IUIPOGIIOKCALIH H TH3ARUANH (BiX. Touka 4.5).
44 CnenHannd npelynpexIeHHs H NPeANa3HH MEPKH NPH yRoTpeba
Vnorpebara Ha wHnpodrokcauyH TpAGBa fa ce H30ATBa IIpH IalHEHTH, KOHTO ¢4 HMalH CEPHO3HH

HEXENAHH PEaKIMH B MHHANOTO Mpu ynorpeda Ha NPOIyKTH, chIbpialild XHHOMOHH WIH
bayopoxunononk (Bx. Todka 4.8). JleueHneTo Ba Te3u MAMEHTH ¢ TMNPOHIOKCAINH TPAGES




3arotBa CaMo OPH JIKRCA HA ANTEPHATHBHH BB3MOMKHOGTH 33 JISIeHHE W Clell BHMMATEHA OUSHKA Ha
CHOTHOWUEHHETD NoN3a/pHek (BK. CILO Touka 4.3).

EnnneMHONOrMYHHTE IPOYHBAHMA TOKA3PAT TOBHIIEH PHCK OT AHEBpH3MA M AHCEKAUHA HA 20PTaTa Cnes
npueM Ha QUIyOpPOXMHOACHH, 0cOBEH? IPH TI0-BH3PACTHATA Oy AAIMA,

3atoea GAYOPOXHACNDRHTE TPADEA N2 Ce W3IONIBAT CAMO Ceh BHHMATENTHA OLIEHKA HA ChOTHOMIEHHETO
TION3a/PHCK H CHEA pasriIekJaHe HA IPYTH TepaleBTHUHN BE3MOKHOCTH IIPH NAIHEHTH ¢ ONICKUTENHA
{pamMITHA aHAMHE3a 33 AHEBPH3IMA KN [IPH HALHEHTH, THATHOCTHUEPAHH ¢ [IPEAIIECTRAINA AHEBPH3MA
H/RWME JUceKall¥d Ha A0PTATA WA [IPH HATHMAE Ha APYTH PUCKOBH (PaKTOPY MY 3a00/IABAHUA,
TpeApasToNaraii KbM aHEBpH3Ma W JHCEKaluHA Ha aopTaTta (Hanp. cruapoM Ha Marfan, sackymaped
cuaapom Ha Ehlers-Danlos, aprepunr Ha Takayasu, THraHTOKAeTEYEH aprepiHT, Sonect Ha Behcet,
XUNEPTOHMA, H3BECTHA aTEPOCKIIepo3a),

B cnyyafi Ha BHe3arHa 00IKa B KOpeMa, IPbIAHA Ko WM repla marmenTuTe tpabea 1a ObaaT
MOCLBETBAHH [ C€ KOHCYTTHPAT HezaGasHo ¢ IEKAp B CNEIIHO OTACTEHHE,

ITpoduascumenny, UHEARUOUIHPAHYN U NOMEHYUAITHO HeOBPAMUMY CEPUOSHN HEXCERANY TEKADCTHEERY
peaxyuu

Crnolmuaga ce 3a MHOTO pefKH CJIYYaH Ha IPOIBIDKUTETHH (IPOALIKABAIIN MECEITH HIIM MOAMHY),
HMHBATMAM3NPAILE H NOTEHUHATHO HeoOPATUMH CEPHO3HN HEXKETAHY IIeKAPCTREHH PEaKiliH, 3aCATALIN
pa3sNuUYHY, IOHAKOTA MHOTO CHCTEMH B OPraHH3Ma (MYCKYTHO-CKEICTHE, HEPBHA CHCTEMA, TICHXHKA H
CETHBHH OpPTaHK) MpH NALMEeHTH, NOXYyYaBaIuH XMHOTOHH H QUIYOPOXHHONOHH, HE3ABHCHMO OT TAXHATA
EB3PACT H Beue ChINSCTBYBAILMTE prckosd daxtopi. lnnpodnokcauin Tpabea ga ce cnpe HesabaBHO
TIPH OEPBHTE IPHAHALH WIH CHMITTOMH Ha BCAKZ CEPHO3HA HEIKENAHA peakuHs KaTo auMenTuTe TpabBa
Jia ce TIOCBBETBAT A Ce CBBPYKAT C TEXHHA JICKAp, IPSAIMCUL TeKapCTBOTO, 32 CHBET.

Texcxu umbexuuu i CMHECERH uﬁcbexygu C SRAM-ROTONCUIREIRY U aﬁaepoﬁyu BamozeH
MonoTepanuara ¢ IUMPo¢IIOKCAIINE He € IOIXOAAIUA 32 JIEUeHHe HA TeXKH HHpEKIHN H Ha HH(EKINM,
3a KOMTO ¢ [IPSANONara, 4¢ ca Npeau3BHKalH OT rpaM-noaKHTSIHA WIH aHﬂCpOGHH MaToreHH. Hpu
TAKHBa HHGEKII THIpoQIoKcaliH TpaOBa 13 ce NPHIara KOMOHHHPAHO ¢ APYTH NOAXONSNIM
aHTHOAKTepHATHU areHTH.

Cmpenmonxoxogh unexyuy (araoyumento Streptococcys pheumoniae)
Lunpodnokeayy He ce MpenopbiBa 3a IEYSHHE Ha CTPEIITOKOKOEH MH(EKIIUM, Thil KATO He ¢
JOCTATRYHO eeKTHBEH TIPH THX.

Hucpexyuu na nonosume nomyua

'oROKOKOB YpEeTpHT, NEBULHT, OPXUENHANIUMHT H BB3MANHTEINE CBCTONHHA B MATKHA Ta3 MOraT f1a
BBIaT NPHYHHERH OT H30J1aTH Ha QnyopoXHHONOH-pe3ucTeHTHA Neisseria gonorrhoene. Tlopanu ToBa,
nunpodrokcauin Tpadsa Ja ¢ NPITara: IPH JeueHHe Ha TOMOKOKOB YPETPUT MITH LEPBHIMT eNHHCTREHO
KOTaTo Moske Ja OBAe H3KIoUeHa AHdeKInd ¢ Uanpodokcaul- pesucrenTHa Neisseria gonorrhoeae.
[Tpy opxMeNMIHIHMKT H BE3NATHMTENHA CRCTOAHMA B MANKWA Ta3, eMIMPHICKH HunpodiokcaluH TpaGea
JAa ce IPHNATA €HHCTBSHO B KOMOWHAINS ¢ APYT NOAXOMAL] aHTHOAKTEpHANEH areHT (HIp,
nedanocnopiH), 0CBEH aKQ He € HIKTIYeHa [UnpodIokcalliH-pesHeTeHTHATa Neisseria gonorrhoene.
AKX0 cJigh TPpH GHH JiedeHHe HE C€ NOCTUIHE KIMHHYHO NOAOOpEHHE, TepanuITa ce KOpUrupa.

Hucheryuu no ANKOUHUINE RLMEWYT
PeaucTening Ha dayopoxuHonoHy keMm Escherichia coli — nait-uecto cpeinanmnd naroreH npu
HH(EKIMNTE Ha MHKOYHATE IHTHINA — Ce pasnriaka B Lenus Epponeticku Crioz. Ilpeanuceaunire
TIEKapH Ca CLBETBAT Aa HMAT B [IpeABHA OKATHOTO NpeobliagapaHe Ha pasHcTeHInd Ha Escherichia coli
KBM (pAyOpPOXHHOIOHH.

Epupipara 103a Ha OUNPHGIIOKCAIHNH KOATO MOXe A2 Obe T0N3BAHE [IPH HEKOMILTHIIMpaH [HCTIE-R{Y]
sKEHH B TePHOA Ha IIpe-MeHonay3a, ouaksa ce 1a 5se aconupan © Io-HHCKA epUKacHoCT 0




IBITO BpeMeTpacHe Ha JleueHreTo. Olle nosedye OH TpadBano Oa ¢e B3eMe B IPEABHI YBEIHUSHOTO HIBO
Ha pe3HcTeHIMA Ha Escherichia coli KM XMHONOHW.

Humpa-ab0omusannu uHgexyuu
CruiecTBYBAT OTPAHIYESHH JAHHY 24 eeKTHBHOCTTA HA UMIPOdAOKCALIHH NPH NIEYEHHETO Ha MOCT-
XHpYPrHYHH HHTPa-a0a0MUHATHN HHpEKUMH.

Huapus npu nemysane

IMpu mz60pa Ha nunpodIokcauH TPAORE Aa ¢e B3HMa Npel BUA HHGOPMALMATA OTHOCHO
PEIMCTEATHOCTTA KBM LNpodioKcallMH IpH CROTRETHATE IpeofialaBalli perHOHATHH TATOreHHY
IAMOBE B IOCCTCHHUTE CTPAHL.

Huchexyuu Ha KOCMUME 1 CRGRUME
HunpodnokcaimH Tpa6sa da ce H3MoA3BA B KOMOHHAIMA  JPpyTH AHTHMHKPOOHH Ar¢HTH B 3aBHCHMOCT
OT Pe3yNTaTa HA MUKPOOHOIOTHYHOTO H3CIEABAHE.

Huxanautionen anmpaxc

Manon3paHeTo [IpH XOpa ce OCHORABA Ha JAHHHTE 3a TWYBCTRUTETHOCT [N VIfFo W NPH KHBOTHHCKH
MOIenH, KakTo M OT OrpaHiYeHHTe JaHHH OT H3NON3BAHETO MY NpU Xopa. JlekyBalwTe fnekapi Tpadea aa
ce OTHecaT KbM HALHOHATHUTE H/MNH MCKTYHAPOIHHTE KOHCEHCYCHH NOKYMEHTH ¢ OTHOLISHHEE
JIEYEHHETO HA AHTPAKC,

Heduampuyna nonyrayus
M3nonspasero Ha nHMpodIOKCalHH IPH IeNa H TOAPACTRALIY CNSABE HATHIHHUTE OPHIIHATHK

NpenopbKky. JleyeHHeTo ¢ TUNpodUIOKCALIMH TPAGEA Ja 38II0YBA CAMO CNEI CHOTBETHO HAZHAUEHHE OT
JIEKAPH C OTHT NpH TPETHPaAHETO HA MYKOBHCIMIO3A H/HAH TeKKH MHOEKIIHH NpH Iella H ToaPACTRALIN.
OmmcaHo €, ue uunpodIoKCalHH PeJH3BKKBA APTPONATHS B HOCEHIMTE CTABH [IPH MIIAJTH KHUBOTHM,
HanmwTe 33 630MaCHOCT NPH cIy4aiino noadpaHy ABOHHO CNENH H3LUTBAHMA NpH ynoTpeba Ha
gumpodAoKcaukd npy aeua (uunpodrokcandn: n=335, cpeana pe3pact = 6.3 ToaARHM, Wwianedo: n=349,
CpeaHa BB3pacT = 6.2 rOJIMHM, Bh3PacTOB HHTepBa = 1 a0 17 rogHHM), pa3kpHBAT CIyYaH HA BEPOATHO
JIEKAPCTBEHO-2aBACHMA ApTPONATHA (PA3THYHA OT CBBP3aHM CBC CTABUTE GONECTHH CHMITOMH) 10 42-4
IEH IIPH CHOTBETHO 7.2% u 4.6%. [ToABaTa Ha NeKApCTREHO-00YCI0BEHA APTPONATAN CHell eNHOTONKIIHO
npocaeasBaHe € choTBeTHO 9.0% u 5.7%. YBenHuenueTo Ha ciy4anTe Ha JIeKapcTBeHo 00yCIoBEHa
APTPONATHA C BPEMETO He € CTATHCTHYIECKH 3HAYHMO MEXIY TPYIIHTE,

JleuenneTo TpaORa Oa 3am0yBa Cie] BHUMATENHA NPELCeHKA Ha CROTHOLEHHETO NOM33/PHCK IopaiH
BB3IMOKHHTE CTPAHHYHE e(eKTH, CEBP3aHH CbC CTABHTE H OKOJHHTE THKAHH (BXK. To4Ka 4.8).

Bpouxo-nyasmonansu undexigul Rpu MyKOaUCHUA034a
B KJIMHHYHHTE H3MHTAAWA ¢a BKIIOYBAHH A W IOAPACTBAIIH Ha Bh3IpacT Mexnay 5 1 17 rogusu. [To-
OrpaHH4CH € OIWTHT IIPH JIe4eHHe Ha Jeld MeXTy 1- U 5-ToTMINHA Bh3pact.

Yenoowcneny ungheryuu Ha nuxoMNume ReMua « RueloHegpum

JleyeHHe Ha KHQEKIMH Ha MHKOYHHTE NBTHIIA ¢ nunpodrokcamd ce 00MUCIa B CIIyHanTe, KOTaTo €
HEBR3MOAHO MPHITATAHETO HA PYTo JedeHHe H ce OCHORABA HA pe3yNTaTuTe 0T MHKpOBHONOTHIHOTO
uicneapate. B KIHHHYHKTE H3MHTAHHA ¢ BKJIKYYBAHM ¥ JgLa, H IOAPACTEAINN Ha BB3pacT Mexay 1 u 17
rOOHHH.

pvau cneyudunny mescxky ungexyui
Jpyru Tesku HHGEKIHH B ChOTBETCTBHE C OGHIMATHNTE [IPETIOPBKH H CJIEI BHEMATENHA NPeLCHKa Ha
CHOTHOIIEHHETO MON33/PHCK, KOTATO ¢ HERBIMOKHO 1A ¢ TIPHIIMKH JPYTO JISYSHHE, MIIH ClIel HEYCIIEX
HA KOHBEHLIMOHANHOTO JI€4EHHE, KK KOTaTo MHKpOGHONOMHYHOTO H3CIEBaHe onpag/aka ynoTpeha
Ha UHNpodIoKCannH.




Ynotpebara Ha (UNpoQROKCalyH NPH CTIENUGbUUHE TEXKA MHPEKUUY, PA3TIHYHH OT CTIOMEHATHTE [0
rOpe, HE € NPOBepeHa NPH KIHHHYHY H3NUTEAHHA H KIHHHYHHAT OMUT © OTpaHHYeH. 3aroBa e
HeoOX0AUMO BHHMAHHE, KOTATO HA TAKHMBA [MAlMEHTH CE MPSANKMCBa IHIPOIOKCALIHH.

Capuxyyecmaumentocm

CBPBLXYYBECTBUTENHOCT M aJIepri4HHA peakiiy, BITIOUATETHO anadunakcs 1 aHadhHAaKTOMAHH DeaKIHH,
MOTAT Ja TOCIeABaT SHHWYHA fo3a (BXK. Touka 4.8) 1 na ca :UBOTO-3acTpalIapainH. AKO HACTBIH
TaKaBa peakiya, MPHeMET Ka udNpodIoKCaMy ce MPeycTaHOBARA BEAHAIA M C& ThPCH KBAnpHImEpana
MEIULHHCKA MOMOLL

Tendunum u paycveeare na cyxoxcurne TEHIHHHT M PA3KbCBAHE HA CYXOKITHE (MO-CIIELHATHO
axuIecoBo CYXOXKHINE, Ho 0e3 1a ce OTPAHHHABA CAMO 0 HEro), NOHAKOrA IBYCTPAHHO, MOXE J1a ce
MOJLYYHW OHIC B PAMKHTE Ha 48 yaca 0T 3armoysaHe HA JeUEHHETO ¢ XHHOIOHH H QUIyOPOXHHOIOHH KaTO
M2 CHOOIIGHUA 32 TaKWBa, pasBHAN € JOPH N0 HAKOIKO Mecella clel NpekpaTapaHe Ha Te9eHHETO.
PHCKBT OT TeHIUHHT H pa3KbCBaHe Ha CYXOKHIIME Ce IOBHINARA IPH [I0-BB3PACTHH [MALMEHTH, NA[HEHTH
¢ 6B0OpetHo yBpeKaaHe, TAllHEHTH ¢ TPAHCIUIAHTHPAH COJTHNEH OpTaH M TAKHBA, TEKYBAHH CHIBTCTRALLO
¢ kopTHKocTepornH. [lo Tazy MPHYHHA CRIFETCTBAINATA YIOTpeba Ha KOPTHKOCTEpOUAK TpAOBa Aa ce
H3bArea.

[Tpu nbpeHA MpHU3HAK HA TCHAMHAUT (Hamp. OONe3HCHO NOAYRAHE, RE3TIANEHHE) ISHeHAETO C
MIpodIOKCAIHH TPAOBA Aa Ce NPEKPaTH U 1a ce OOMUCTH ITEPHATUBHO JedeHHe. 3aceTHATHAT(Te)
KpalHuk(uH) TpAORa 1a GBae(aT) TeKyBar(u) no NOAXONA HauwH (Hanp. obeanemkeane), He Tpabea na
CC HANON3BAT KOPTHKOCTEPOH/IH, KO C€ TIOABAT NPH3HALIH Ha TCHAMHOTIATHA.

Hunpodnokcarun Tpadea Aa ce NPIIara BHEMATEIHO NPH NANPEATH ¢ MHACTEHHA IPABHC, 3aII0TO
CHMIITTOMHTE MOTHT Ta Guaar 0bocTpern (B, Touka 4.8).

DPOmMOUYECMEUMERHOCH

Omnicadd ca peakiiui Ha GoTouYBCTBUTENHOCT TpH numnpodnokcaund. IanuenTiTe, IpHeManiy
nunpodaokcalyH, TpAGsa na OBAAT OCHBETEAHK a4 W30ATBAT AMPEKTHATA CALHUEBA CBETIIHHA H
YITPABMOICTOBOTO OOIbYBAHE B X0ZA HA IeMeHHeTOo (Bx. Touxa 4.8).

Lenmpasna Hepena cucmema

Liuopoduokcanys, moge0HO Ha APYTHTE XHHOTOHH, € H3BECTHO Y€ MOMKE Ja NPOBOKHPA NPUNANEK HIIH
7Ia TIOHMKAT [Ipara 3a MonyyapaHe HAa npHIagek. Habntoqapanu ca ciydad Ha ¢TaTyc eMUIEnTHKYC,
Llnnpodmokcarya Tpabea Aa ce H3MON3BA ¢ NOBHILSHO BHHMAHHE NPH MALHSHTH ¢ HApYLIEHU B
UEHTPATHATA HEPBHA CHCTEMA, THH KaTo Te MOTaT Aa ¢a MPEANocTaBka 3a Npuiiaask. B cnyvali Ha
NpUNTAABK IPHEMET HA HHIPOGhIOKCAIHH C8 MPeyCTaHOBABA BeqHara (Bx. Touxa 4.8). [TenxsaTpuiau
PEakIMH MOTAT Ja BE3HMKHAT H CIIEN TBPBHA TIPHEM Ha uunpodnokcalini. B penku cayuan nenpecHaTa
HIIH TICHXO034TA MOTaT Ja TPOrpecupar 1o cyHUHIHE HIealy U MHCTHA, KyJIMHHHPAIH B OIIHT 3a
camMoy6HIICTBO MK caMoyOHIICTBO. B TakuBa Cliy4aH JeMSHHeTO ¢ LUNpOdIOKCALMH ce MPEYCTaHOBABA.

Hepughepra Hesporamiug

Crof1iapa ce 3a ciyJyau Ha CeH30pHA WK CeH30MOTOPHA MOMAHEBPONATHA, BOASILIH 10 NapecTe3ny,
XMIIOECTE3NA, AH3ECTe3MA Wik cNadoCT IPH MAHEHTH, [IPHEMAII XHHOIOHH B (ITyOPOXHHONIOHH.
NanuenTHTE, KOUTO pHeMar uHnpodokcaumH, Tpa6ea A2 ObaaT TOCHBETBAHH 12 HHPOPMHPAT CBOA
JEKAp, MPEIU 43 OPOABIDKAT NSYeHHETO, 4K0 ¢ NOABAT CHMITOMH Ha HEBPONATHA, KaTo GONKa, ycemane
34 [TapeHe, MpaBY9KaHe, H3TPBIBAHE WIH cabocT, 3a A Ce NPefoTEPATH PA3BATHETO HA NOTEHIHATHO
HeoOpaTuMo 3abonnsane, (k. Touka 4.8).

Ha, CHUSA HA_3PEeHuemo _
AKO BB3HRKHE HAPYLICHHE HA 3PCHHETO MK HAKAKBH eekTd BepXy oudTe, HesaGasHo TpadBa 2
HAIPaBH KOHCYIITALHA ¢ ¢TAIMONOr.



Copdeynu napywenus
Heo6xoauMo e moBMIeH0 BHEMAHEE [TPH IpHNaraHero Ha Gy opoXHHONOHH, BIJIIOUHTENHO H

LHIpodAOKCAIIHH, PH NALHEeHTH ¢ H3BeCTHH PUCKOBH (akTopH 3a yabmkasane Ha QT uurepsana karo:

- BpOIeH cHMHApOM Ha yAwmkeH QT uATepsai,

- eAHOBPEeMESHHO IIPHIQMKEHHE C TeKapcTBa, 33 KOHTO & H3BECTHO, ue yabmkasar QT uHTeprana
{nanp. aHTHAPUTMHIHK K1ac [A u [1], TpIHKAMYHE AaHTHISNPECAHTH, MAKPOJIH/IH,
AHTHNCHXOTHITH).

- HEKOPHIHMpPAaH eNneKTPOIHTEH aucOanaHc (Hanmp. XMNOKAMEMNS, XHIMOMArHE3HEMHA);

- cwpacuHH 2abonABaHHA (ChpACHHA HENOCTATEYHOCT, HHGAPKT Ha MHOKapaa, OpaaMkap/iua);
[TamHeHTH B CTapuecka BEIPacT H KeHH ¢d TIO-IYBCTBHTENHH KBM CPENCTBA, KOUTO yAbIkasaT QT
MHTEPBANA, TOPATH KOSTO C& H3HCKBA HOBHIIEHO BHHMAHME KOTATO NIPH TasH MOMYNALMS MAUMEHTH ce
H3MOII3Ba uHNpodaokcatiiy (B, Touka 4.2 Hayuenmu 8 cmapuecka eévspacm, 4.5, 4.8 1 4.9)

Aucanuxemus

KakTo nmpy BCHYKH XHMHONOHH, UMA ChOOIIEHHA 3a HADYIIeHHs B HYBATA HA KPHBHATA 3aXap, BKIIOYBALIH,
KAKTO XMNOTTHKEMHS, TAKA ¥ XANePrivkeMusd (Bx, Touka 4.8), o0uKHoBeHO IpH AMaleTHIIH, HA KOUTO Ce
[IPHAATA CLOETCTBAIIA TEPATIHA C IIePOPANHE XHIIOTIHKEMHYHH CPencTBa (Hanp. riIHOeHKIIAMKUI) HITH ¢
HWHCYIHH. C'BOﬁl.U.aBaHH ¢a Cly4aH Ha XMIIOTIIHKEMHYHA KOMa. Hpenopmsa Cc€ BHUMATEITHO
NpOCNeadBaHe Ha HUBOTQ Ha NMEDKO3aTa B KPBRBTA IIPH HAUKHCHTH ¢ zmaﬁer.

Xpanocmunamenna cucmema

[MosBarta Ha TexKa H NPOABDKHTCIHA JHAPHA 110 BPpeMe HITH CIEA JICUSHHE (BKIFYHTETHO HAKONKO
CeAMMUM CNEl JIedeHHe) MOXKe 1a 03HAYaBa KOJAT, ACOIHHPAH ¢ AaHTHOHOTHHHOTO NeyeHHe (KUBOTO-
3aCTPAIIARALL C Bh3MOXKEHR DATATEH HAX0I), H3HCKBALI He3abaBHO nevenve (Bxk. Touka 4.8). B Takipa
CIyHay IIPHEMET HA LHNPOoGIIOKCALMH C& NPeyCTAHORABA BEIHATA H Ce HA3HAYARA NOAXOAAA TEPAITA.
[TpH Tasu cHTyaLK AaHTHNIEPHCTATTHIHATE MeIHKAMEHTH ¢ NPOTHBONOKA3aHH.

Duhpeyn u nuxouny numutiza
Crobuasayo € 3a KpHCTATypHs, CBbp3aHa ¢ ynoTpedara Ha MnpodokcanuH (Bx. Todka 4.8).

MManmenTnre, NeKyBaHH ¢ uunpodiokcanns, TpAGEa fa ca 7o0pe xuApaTHPaHH | Ja ce H3bArBa
NPEKOMEPHOTO AMKATHIUPAHE HA YPRHATA HM.

Hapywena bvipeyna gyrrynn

Toit kaTo UUNPOHAOKCALMH B FTONAMA CTENEH ¢E eKCKPETHPA HETIpoMeHeH upe? Op0penuTe, HeofxoanmMa
€ KOPEKHs HA JO3HPOBKATA NPH NIALMEHTH ¢ HapyneHa O0p0peita GyHKims, KakTo € OMHCaHO B TOMKA
4.2, 2a 1a ce H30erHe NOBHILIEHATA YECTOTA HA HEWENAHUTE IEKAPCTBEHH PEaKLUHH BCIeACTBHE
KyMYJNHpaHeTo Ha UUnpHdnokcamy,

Yepen dpob u sicawvuka

ChoBLWABARO € 33 CITyYal Ha YepHOapoBGHa HEKPO3a H *UBOTO3ACTpaLIABAllA YepHOAPoOHa
HEAOCTaTEYHOCT TIPH JICUSHUE ¢ LUmpodrokcaliuH (BX. Touka 4.8). B ciyyaii Ha 1104Ba Ha HAKAKEB
CHMIITOM HA 4epHOAPOOHO YBPEXIaHE (KaTo AHOPEKCHA, JKBITCHHLA, IOTEMHARAHE HA ypHHATA,
NPYPHTYC, HEPa3MOIOKCHHS B KOPEMHaTa 00JaCT), NIEUEHHETO ce IPeyCTaHOR%RA.

Doxoso-6-thocgham-dexudpocenazen degunyum

CHOGIIABAHO ¢ 33 XEMOIHTHYHH Peakiiy PN MPHCM Ha HHOPOQIOKCANMH OT NALHEHTH C TIIHOK030-6-
dochar-aexuaporenasen aedHuut. [pu TakHBa MAIHCHTH JSUEHHETO ¢ HHMpodIokcauuH Tpaba aa ce
#304TBa, OCBeH AKO TOTEHIMATHATA 1033 OT NEUYEHHETO IPEBHIIIaRa MHOTOKPATHO BE3MOXKHHA pHCK. B
TAKHEA CYYaH Ce CJIEAH 33 BE3MOKHA T0ABa Ha XEMOJIH3A,

Pezucmenmuocm
ITo Bpeme uiw crea nedefen Kype ¢ unpoduIokcallMH € BF3IMOKHO A2 C& H30IHpaT HHIpodu1o
peaNcTeHTHH GAKTEPHH, TPHARYKEHO WK HE OT KIHHATHO 3a0enexnMa cynepuHdekins, Pug




CENEKLHOHHPAHE Ha IHNPodoKcaLHH-Pe3UCTEHTHH OaKTEPHH € 0COGEHO TOJIAM NPH PO BIKHTENHO
JledeHHe M MPH TPeTHPaHe Ha BhTPeGONTHIYHM HHEKIHY B/ unH HHeKIWHH, TpeiH3BHKaNH OT
Staphylococcus u Pseudomonas.

Lumoxpom P4350

[unpoduokcauus whxudupa CYP1A?2 ¢ o To1 HAYWH MOKEe Aa TIPEIH3BHKA [IOBUIIIEHA CEpyMHA
KOHLISHTPALUMA HA HAKOH JIEKApCTBA, PHIArEHH €IHOBPEMEHHO W MeTaBONHIHPaHH OT TO3H EH3UM
(Hanp. TeoHnKH, KIIO3ANHH, OJIAH3ANHH, POIIMHHPON, TH3AHHINH, TyIOKCETHH, arOMENaTHH).
EqHOBPEMEHHOTO NPUNATaHe HA UHIpOQUIOKcAUMH W TH3AHHIHH € NPOoTHRonokasaHo. [NaunenTture,
NpHEMALIY eJHOBPEMERHO TAKUBA JIEKAPCTRA, C8 CIENAT BHUMATENHO 34 TIpoABA HA CHMITTOMU Ha
Hpeno3MpaHe Karo MOXe 14 ce HANOKH H ONpeAeNAHe HA CepyMHMTE KOHUGHTPALHK (Hanp. Ha
TeohunHR) (B, TodKa 4.5).

Memompercam
He ce npenopsusa eIHOBPEMEHHATA YOTpeOa Ha IHNPOGIIOKCALVH W METOTPEK AT (BXK. Touka 4.5).

Hosnuasane no abopamopny mecmage

AKTHBHOCTTA in vitro Ha mHOpodokcaint cpenty Mycobacterium tuberculosis Moxe na mane danmeo
OTpHUATEACH OaKTEPHONOTHYSH PE3YNTAT nRpW HPobH OT NAUMEeHTH, TPHEMAIM KbM MOMEHTA
UHITpog IOKCALIHH.

4.5 BiaumogeiicTBHe ¢ APYTH JIeKADCTEEHH NPOAYKTH | APYTH (JopMH Ha B3aHMojRelicTBHE
Bauanue na dpyzu npoovEmu &v, URPOdIOKCAUUR

Hexapcmsenu npodyemu, yovaxcasawu OT unmepeana

Hunpudnokcamy, tonobHo Ha ApyTHTE GIYOPOKUHONOHH, TPAOBA 14 C& H3NO/3BA ¢ MOBHILEHO
BHHMAHHE IPH NAIMCHTH, IPUEMAIH JIeKapCTRa, 32 KOHTO ¢ W3BECTHO, Yt yoemkapar QT unTepsana
(uwanpuMep knac [A u [1 aHTHapHTMULM, TPUIMKTHYHH aHTHACIPECAHTH, MAKPOMIIY, AHTHICHXOTHIIH)
(mx. Touka 4.4).

Obfpazyeane Ha Xeaamuu KOMIACKCY

EnnospeMeHHMaT TpHeM Ha LunpodiIoxcalliH (IIpe3 YCTaTa) # MyITHBAIEHTHH KATHOH-ChIbIKALIH
METHKAMEHTH W MUHEpaNHH no0asku (Kaliui, MarHesuii, anyMHHI, xenazo), ¢ocdar cebpapamy
NoONMMEpPH {CeseiaMep WIH JaHTaHxes KapOoHAaT), cyKpandar WiH aH THALIHIHH CPEACTEa | CHIHO
Bythepupand MegukaMenTH (TabNeTKM OHAAHO3UH), ChIBPKAIIH MATHE3HH, ANyMHHMA HITH KaJILMi,
penyuipar abcopluuaTa Ha wanpodaokcaunt. 3aTopa HMOpodOKCalllH ce npuemMa Wiy 1-2 vaca npeau
HITH Hali-MTKO 4 qaca clef IpHeM Ha Takusa cpefcTBa. OrpaHHYeHHETO He C& OTHACH 33 aHTHALHIHK
cpenctea o rpymnara Ha Ha-6nokepuTe.

Xpana u Maeunu RpooyKmu

Kanuwudat, chanpkall ce B XpaHara, He OBNMgBa chilecTBene abcopOumaTa. Bee nak obave
E/IHOBPEMEHHIMAT IPHEM HA MICSHH MPOLYKTH MK 000raTeHH ¢ MHHEPATH HaMTKHY (IPACHO H KHCENo
MIIAKO, 000TATEH ¢ KanHi IOPTOKANOBR COK) 3aCHHO ¢ NHNpodIoKcallH ce H30ATBa, Thit KaTo MOKE fia
ce HaManH adcopOHHATa MY.

[pobeneynd
Tpo6eHenna noenHABa 6LOpeHaTa cCeKpenua Ha WHNPOdIoKcalMH. EqHOBpEMEHHHAT NpHEM Ha

TpoGeHenny ¥ UMIpoduIOKCAlIAH NOBHUIABA CEPYMANTE HUBA HA BHMNpOdIoKcalmH.




Memorronpamuo

MeroknonpaMuzn yckopasa abcopOuusTa Ha usripoduiokcalinn (IEpoparHo) KOETO CHKPALIaBA BPEMETO
33 JOCTUraHe Ha MaKCHMAaUTHA TUTa3MeHa KoHIeHTpauua. He ce Habnonaa edekT 8bpxy OHOHANHYHOCTTA
Ha THNPOGIOKCALIMH.

Onmenpazon
EqHOBPEMEeHHOTO IIPUIOKEHHE Ha LHNPodUIOKCalIMH M OMETIPA30Il ChAbPHALI NPOTYKTH cinabo
HoHAKaBa CTORHOCTHTE Ha Crux H AUC Ha IHNpodrIoKcaLyH.

Bausuue na qunpoiokcaylin gppxy Opy2 1eKaprmeen ApooyKm:

Tuzanudun

THsaHUIHA He GHEA Ja ce IpUeMa 3aenHo ¢ uMnpodIokcauH (Bx. Touka 4,3), B KiIMHUYHO H3NHTRAHE
ChC 3APAaBY HHIMBHAH ¢ HAOMONABAHO NOBHIICHHE HA CEPYMHATa KOHUSHTPAUMA Ha TH3AHMAHH {Crax
MOBHIIABAHE : CPENHO 7-KPaTHO B AHAIA30H OT 4 110 21-KpaTHO; TOBHINABAHE HA TUIOLITA 10 KPHBATA
AUC: cpento 10-kpaTHO B JMana3oH ot 6 A0 24-KparHo) IIPH €AHOBPEMEHEH TIPHEM € HHITPO(IoKCaIINH.
MMosuimenara cepyMHa KOHLEHTPAINA HA TH3AHHIHH ce ABTKH Ha IOTEHIHPaHe Ha XHIIOTEH3UBHUA 1
CepaTHRHUA eexT.

Memompexcam

BeOpeunnaT TyGyaapeH TPaHCNOPT Ha MeToTpekcar Moxke Ja 6bae HHXHEHpaH NpH €IHOBpeMEHHO
[IPHIOKEHHUE © LUITPOGITOKCAIHH, KOETO TIOTEHIMATTHO 12 JOBEE J0 MOBHIIEHH IJIA3MEHH HHBA Ha
METOTPEKCAT H NOBUILEH PHCK OT METOTPEKCAT-CBBP3aHH TOKCHHHY peakii. EnnoBpeMennaTa
yrorpeGa He ce npenopeuea (8xK. Touka 4.4).

Teodunun

EZHOBpEMEHHOTO NpPHIOKEHHE Ha LINPodIoKcalyH 1 TcodMIHME MOXKE N3 MPEAH3BHKA HEXENaHO
NOBUIIABAHE Ha CEPyMHATA KOHIEHTpalws Ha Teoduni. Topa Moxke Aa noeeae Ao TeohwnuH-
[PeAM3BHKAHH CEPAHHHHH €)eKTH, KOUTO PAAKO MOTAT fa 6BIaT AKHUBOTO3ACTpAIIABAIIH HITH GaTalHH.
3aToBa IpH KoMGHHHpAHE CEPYMHATA KOHIIEHTpauMa Ha Teodmnun ce Habmomasa 1 Jo3ara Ha Teo(HiIvH
Ce penyLMpa, ako e HeoOxomumo (B, Touxa 4.4).

LPVzu KCAHMUNOgU RPOU3BOOHY
TMp €AHOBPEMEHHO NPUEMAHE HA MAPMpIOKCALMH ¥ ko elH WK NeHTCKCHBHIHH (ORCIeHTHHITHH) &
CHOGIIABAHG 3 MOBHIIEHH CEPYMHH KOHLIEHTPAIMH HA TE3H KCAHTHHOBH [IPOH3BOOHH.

Denumotin

EnnospeMeHHEAT IpHeM Ha nunpoduiokcaunH # GeHHTONH MOXKE Ja JOBeAE 10 MOBHIICHO HIH
HAMAaJI€HO CEPYMHO HHBO Ha (beHHTQHH. 3aToBa ce npenop'b'iBa MOHHTOPHPAHE HA TUTA3MCHATE HHBA HA
MEAHKAMEHTHTE.

Luxnocnopun

IMpu eAHOBPEMEHHO TIPHEMAHE Ha [MIPOGUIOKCALMH ChABPKAIIH IPOJYKTH cé HaOIIoAaBa NpexoaHo
TIOBHILABAHE HA KOHIECHTPALHHUTE Ha KPEATHHHH B cepyMa. [1pn Te3n manueHTH e Heobxonumo
CCPYMHHTE KOHIIEHTPAMH HA KPEaTHHWH [ia C& MPOCNeNABaT 9ecTo (j15a mbTH CceIMHTHO).

Anmazonucmy na sumamun K
EnHOBpeMeHHHAT NpHeM Ha WinpoduIoKcallH ¢ aHTArOHUCTH Ha BUTaMKH K MOXKe da yCHIH
AHTHKOATYJIAHTHHA edekT. PHCKET ¢ pasindeH B 3aBHCHMOCT 0T ME(EKIHATA, BE3pacTTa M 001L0TO
CBCTOAHKE Ha [TALMEHTa H € TPYIHO Ia C¢ YCTAHOBA KOHKPETHHAT IPHHOC Ha GIyOPOXHHONOHHTE KBM
noeMinagaHero Ha INR (MexIyHapoaHO HOPMATH3MPaHO oTHomEHHE). [IpenopauBsa ce yecTo
MoHuTOpHpane Ha INR mo BpeMe H 3a KpaTko HEMOCPEACTRBEHO CKOPO ClIell eJHOBPEMEHHO 1T




[MOpodIOKCALHH ¢ AHTACOHMCTH Ha Butamud K (Hamp. sapdapuH, aueHoKyMapoll, GeHIpoKyMOH HITH
QIYHHIHOH).

ﬂ VAGKCEMUR

B xIHHMMHH NpOyHBAHHA € JOKA3aHOo, Ue ¢IHOBPEMEHHOTO NPUNAraHe Ha NYNOKCETHH ¢ MOLIHE
uaxuouropu Ha CYP450 1A2 w3oedznma, Kato (IyBOKCAMHH M(ske [a T0BeAe A0 nosHmaeade Ha AUC
H Cpax HA IYJIOKCETHH, BBIIpekH, 4e HAMA HATHIHY JaHHH 33 BE3MOKHO B3aHMOASHCTRHE ¢
uHnpodIoKcas NoaoGHH e(eKTH MOTAT a C& OYaKBAT NPH £IHOBPEMEHHOTO HM NPMIIOKEHHE (BXK.
To4Ka 4.4).

Ponunupon
B KNMHWYHE H3TUTBAHEA € YCTAHOBEHO, Ue e[HOBPEMEHHATA ynoTpeba Ha poIIHHEpON 1

upnpodIokcanuy, yMepes HEXAGHTep Ha r3o3uM CYP450 1A2, ponu 1o NOBHINABAHE HA MAKCHMAITHATA
KoHNeHTpalis Cmax ¥ WICIITA MOA KpuBaTa AUC na ponuHEpon ¢be chOTBETHO 60% 1 84%. [To BpeMe 11
CKOPO ¢IIEl CAHOBPEMEHHO TIPHEMaKe Ha LIPogIOKCAllHH ¢ PONMHHUPON Ce NPEnophyBa CIEAeHe 3a
N0fABA Ha POITHHHPMII-CBRP3AHH CTPAHMMHHE e)eKTH H aKo & HeoOXOoIHMO, JI03ATa ¢ KOpHIrupa (BiK. Tovka
4.4,

Hudokgun

[Ipi 3ppaBu ToOPOBONLY € YCTAHOBEHO, Y€ eJHOBPEMEHHO NPHIOKEHHS HA AHAOKAWH-ChIBDAKALIH
OPOSYKTH ¢ HHIPOQIIOKCALMH, YMepeH KHXHOUTOp Ha m3oeH3uMa CYP450 1 A2 pogu no nommxagane Ha
KAHPEHCA HA HHTPABEHOIHO IPHIOKEHHA TA0KaHH ¢ 22%. JledeHHeTo ¢ MTHAOKAKH € [ToHeceHo 1o0pe,
HO Bb3MOKHO B3aHMOJIeHCTRHE ¢ IHNPOJUIOKCAIIHE, CBLP3AHO © NT04BA HA HEXKENaHN TeKapCTREHH
peaKimH MoKe Ja ¢ Habmoaaga npi eJHOBPEMEHHOTO MM IIPHAOKEHKE,

Knosanun

Crien egHOBpeMeHeH nprem Ha 250 mg munpoduiokcalluH ¢ KJI03alHH B IPOAB/UKEHNE HA 7 JHH
CepYMHHTE KOHIICHTPALH Ha KJI03aNAH 1 N-THCMETHAKI03AIIHH ¢4 ¢ IOBUILIIH CBOTBETHO ¢ 29% H
31%. [IpenopeyBa ce KIMHHYAO HAONIOAEHHE H IOAXOJAO KOPHIrUpaHe Ha J034Ta HA KIOZAHH pH
eHOBpeMeHeH NpHeM ¢ uunpodnokcaimH (Bix. Touka 4.4).

Cundenagun

[1ps 3apasu TOGPOBONIY e MEpOpanHo NPHIATaHE Ha 103a oT 50 mg cunneHadun eMHOBPEMEHHO ©
500 mg uunpoduokcaumt Crax B AUC Ha cwineHadun ce MOBHIIABAT NPUONTHIHTENHO IBYKPAaTHO.
Hanuceadero Ha cHIaeHadMI 3aeIHO ¢ IHIpOo(RoKcallHH H3HCKBa BHHMAHKME H MpELEHKA Ha
CHOTHOLIEHHETO TIOI3a/PHCK.

Azomenamun

B KNUHWYHH IIPOYUBAHHSA € YCTAHOBEHO, Ye PyBOKCAMUH, KATO CIVIEH HHXHONTOD HA H30CH3MMA
CYP450 1A2, nogueprano nuxuOHpa MeTa00TH3MA Ha aTOMENATHH, KOETO BOIH o 60-kpaTHO
NOBHIIABAHE HA eKCIIOMITHATE HA aroMenaTih. Bripeky, ue HAMa HaTHIHH KTHHKYHY JAHHY 32
BE3MOKHO B3aMMOIeHCTREE ¢ HHIPOGIOKCALMH, KOTO e yMepeH naxHONTOp Ha CYP450 1A2, nono6uu
edpeKTH MOTaT 1a C& OYaKBar [P eAHOBPEMEHHO NIPIHIoKeHHe (Bx , LiuToxpom P450" 8 Touxa
CrieLHaIHK TpeTyTIpekieHUA 1 Ipeama3Hd MEPKH NpH ynorpeda).

Jomnugem
E,HHOBp&MeHHOTO HPHITOXKEHHE C HHHpO(lJIlOKCa.HHH MOXKE 0a NOBHITH KGHI.IeH’I’paLIHHTe HAa 30JITIHIEM B
KpPBETA H €IHOBPEMECHHATA YNOTpeba He ce NpEnopbUEa.




4.6 Pepriyrer, GPEMEHHOCT B KhpMeHe

Bpemennocm

Hanu4HeTe AAHHH OTHOCHO NpMEMa Ha wunpoduorcaumH or OpeMeHHH KEHH HE [OKA3BAT PUCK OT
matdopmariy M deTo/HeoHATATHA TOKCHYHOCT Ha MENHKAMEHTA. OIMTHTE BEPXY KUBOTHHM HE ITOKAIBAT
MPEKH WIH KOCBEHH BPESIHM o(eKTH 10 OTHOINCHME HA PenpoAYKTHEHATA TOKCHYHOCT. [Iph eKclosniMa Ha
XWHONOHM Ha MIAH 1 HePOJCHH OIIiE KMBOTHH ¢a HaOmioaBaHu eekTH BEPXY He3panara XpyIuaTHA ThKak
H 3aTOE4 HE CE WIKUHOYBA, Y€ MEAHKAMEHTET MOXKE 13 [IPENU3BHKA YBPENA Ha CTABHHTS XPYILATH [IPH MITATUS
YOBEIIKH OpTaHM3BM/IIOL (RK. Touka 5.3). 32 mpenmnmoumrade € Ja ce W3dArsa ymotpebata Ha
LHNPo(IOKCALHE MO BpeMe Ha OpEMEHHOCTTA.

Kvpuene
LlinpodnoxrecalyH ce eKCKpeTHpa B MaiiuiHoTo Muako. [Topany MOTEeHIMANHIA PHCK OT YBpeZa Ha
CTABHTE NHNPOGIOKCALHH He GHBA J1a ce yloTpe0aBa B NepHO/IA Ha KbPMEHE.

4.7 Edexrn Bbpxy ¢nocobHocTTa 32 modHpane 1 paboTa ¢ MaAIIHAKM

[Mopann HeEBPOIOTHIHHTE cH edeKTH HHNPOQIOKCAUHE MOKe A TOBIMAE PEaKLHOHHOTO Bpeme, Tosa
MOXKE J1a OKAKe HeGIaronpHATHO BIsAHHE BEPXY YMeHH:Ta 32 modpane 1 paboTa ¢ MAIIHH.

4.8 Hexenanu JeKapcTBEHH PeaKIHH

HexenasuTe JTeKapeTEEHN PEaKiMM ¢4 TOAPESISHH II0 YeeToTa: MHOTO 9ecT (>1/10); gectr (> 1/100
<1/10); weuectu (> 1/1000 < 1/100); peaxu (= 1/10000 < 1/1000); muoro pearn (< 1/10000), ¢
HEM3BECTHA YECToTa (He MOKe Ad ¢ YCTAHOBH OT HaTHuHWTe JaHuu). Hall-uecto chobasannTe
HEXEIaHM JIEKAPCTBEHH PEAKLIMH €a raJigHe H quapus. HexeraHHTe NEKapCcTBEHH PEaKIMi, OIIMCaHK TIPA
KAWHAYHHTE H3NUTAHHA H IOCTMAPKETHHIOBOTO HADMIOIeHAE HA LHNPOoQIoKCallHH (IEpOpaIeH ITpHeM,
HHTPaBeHO3HO MPANAraHe, CEKBEHIHAIHA TEPAITHA), C& COPTUPAHH TI0 KaTEroprH M H30DOEHN To-10uTy.
3a aHaNMM3a HA YeCTOTATA Ca M3MMNI3RAHH JAHHH, KAKTO OT HEPOPATHOTO, TAKa H OT HHTPABEHOIHOTO
NPIIOKESHNE HA HHIPOGUIOKCALHH.

Hudbexyuu u unghecmanytiy

HeuecTi: MUKOTHYHH CYTIEpUH(pEKIHIA.

HGQEMEHM HA XKPBEMA U J:umcbnama CUCIEMI

Hendectu: eo3vHOQHIAA.

Pejixd: NeBKONEHNS, aHEMHSA, HEYTPOITEHHS, IEBKOLNTO3a, TPOMOOIMTONEHHA, TPOMOOIIMTEMHS.

MHOro peaKH: XeMOIHTHIHA AHEMMs, arpaHyIONUTO3a, TAHIHTONeHHA (KHBOTO3ACTpaIIABAIa) KOCTHO-
MO3BYHO DOATHCKAHE (KHBOTOACTPANIABANIA).

Hapyvuenun Ha uMyHHama cucmema

Penkn: anepruyya peakiing, aleprudeH eleM/aHTHoeaeM.

Muoro penku: anadTAKTHYHA peaKkiyis, aHapuIakTHIeH oK (JKMBOTO3ACTpanlaBall) (BkK. Touka 4.4),
mopoGHa Ha cepymHa GoNecT peakuud.

Hapyvigenun 1o memaBoruaMa u XpaneHemo

HeuecTH: HamaneH aneTHT

Peakn: XUNEPTIUKeMAs, XUTTOMUKeMUs (BX. Touka 4.4).

Heweyuny Hapvuenus*

Heuecti: ICHXOMOTOPHA XHACPPEAKTHBHOCT/BH30y1a

Penku: oOEpPKBAHE | JIC30pHEHTHPAHOCT, TPEBOKHOCT, HeoOHHalHK CEHMILG, NenpecHs (BB3MOKHO € Ia
KYMHHHDA B CYMUHIHE Filel/TIOBSAeHHE MK CYHIMAHY ONUTH H H3BbpIIBaHe Ha CaMoyOHHACTRO)
(B.ToYka 4.4), XANIOLIMHAIIMH. _

MHoro peaKn: MCMXOTHYIHH PeKIHY (BE3MOMNKHO € 1 KYMIUHHPA B CYHUM/HH HIEH/ TIOBEIEHHE WIH
CYMIHIHK OOWTH M M3BbPLIBAHE Ha camoyDmiicTBo) (Bx. Touka 4.4).
HeuseecTHa 4ecToTa: MaHH:, XHIOMAHHA.

Hapvienus wa wepenanta cucmesa®




Heuectu: rmapofonue, 3aMasHOCT, pasCTROACTEA HA CEHSA, HAPYIISHHA Ha BKYCa.
Pegku: map- i AHCECTE3NA, XHIIOCCTESHS, TPEMOP, IPHNATEIH (BKIIOUHTEIHO CTATYC eNUNENTHRYC) (BiK,
To4Ka 4.4), BEpTHTO,

MHOT0 peiku: MHTPeHa, Hapyllesa KOOPIUHALKA, HAPYLLEeHHs B TOX0AKATa, PA3CTPOHCTRE B
00OHAHHETO, MOBKOIEHO BHTPEUEPRIIHO HAIAraHe H NCEBIOTYMOD Ha MO3bKa,

HenzaecTHa yecToTa: NEPH(pepHa HEBPONIATHA W NIOIHHEBPOIATHA {BX. Touka 4.4).

Hapywenus ng ouume*

Penxu: wapyineno sperde (Hanp. THIUTOIIHS ).

MHoro penku: gedopmaling Ha LIBETHOTO BEIIPHATHE.

Hapyiuenua na yxomo 4 rabupunma®

Pemwu: mwyM B yinere, 3aryda Ha CIYXa/VBpeACH CIyX.

Copleuni HapvueHus

Penxu; Taxukapaua,

HeuspecTHa decToTa: KaMepHa apuTMis, torsades de pointes (cbo6IIaBaHY NPEIHMHC [IPH TAITNEHTHA ©
PHCKOBH aKtopH 3a yaemxapaHe va QT uaTeppana), yaemked QT Ha EKT (Bx Touka 4.4 1 4.9).

Te3t CHLCTOAHHA €2 OITHCAHM NPE3 MOCTMAPKECTHHIOBHS HEPUOI H ca HalonaBany NpeAMMHO TIpH
TIAOHEeHTH ¢ HaMHYKe Ha PUCK 32 yabnkasade Ha QT (ex. Touka 4.4).

Croosu napyuienus

Penku: Ba30amIATAIA, XHIIOTEH3HA, CHHKOIL.

MHOro peiku: BaCKyIHT.

Pecnupamopry, 20e0HY i MEQUACTHUNQIHY HADVUICHUR

Penxu: mucimmes (BRIOMHTENHO &CTMATHIEH ITPHCTEIT).

CmopMauHo-4pesu HapyiieHus

Hectn: ranene, [Mapus.

Heuectd: MOBPBILAHE, FACTPOHHTECTUHAIHA W KOpeMHE OOJIKH, THCTICNICHS, (IIATYICHLHS.

Peaxu: ¢csbp3aHa ¢ aHTHOHOTHE AHAPHS (BK/IFOUHTENHO NCEBIOMEMOpaH03eH KOMHT) {MHOTO PARKO ¢
BBIMOKEH daTaneH u3xon) (BK. To4uka 4.4).

MHOro pefky: iTaHKpeaTHT,

XenamoOuiuapni RapYHienin

HedecTn: MoBKIICHAE HA TPAHCAMMHAINTE, TIOBHINEH GHIHPyOHH.

Penxu: yspexyiatHe Ha YEPHUA Apod, XONECTAaTHYHA JKEITTEHHIA, XEIIATHT.

MHoro penkm; yepHoapo(Ha HEKpo3a (MHOTO PANKO IPOrpecrHpalna A¢ KHBOTO3ACTpAllARAILA
YyepHoapoOHa HedoCTATEYHOCT) (BXK. TOUKA 4.4).

Hapyuienua na kodeama yu ROOKONCHAMO MbRAH

Heuecty: 00puB, IpYpHTYC, YPTUKAPHI.

Penks: peakiuu Ha (HOTOYYBCTBUTENHOCT (B, TouKa 4.4).

MHOTO pesiky: MeTexuy, epuTeMa MyATHBOPME, epHTEMAa HOAO3YM, cHEIpoM Ha CTHBBH-JIKOHCEH
(noTenuMannO XHBOTO3ACTPAIIABALL), TOKCHYHA SIHANCHMATTHA. HEKDOIHU3A {NOTEH LIMATHO
KHBOTO3aCTpamaBaia). HeuspecTHa uecToTa: OCTpa reHepani3npala ex3aHTeMaTo3na mycynoia (AGEP)
M JIEKAPCTBEHA PEAKITHA C e03HHOQMNMA 1 cHCTeMHu cAMIToMy (DRESS).

Hapyutenun na Myckyino -CReAEMBama CUCTEMA Y CheOUHUHENHama Mbran™

Heuecrn: MyckynnockeneTHa doyka (GonxH o kpatinuuute, HoIkH B repba, 60AKH B IPBLIHUA KOII),
G0KH B CTARHTE.

Pejiici; MAANTHA, APTPUT, NOBKILEH MYCKYIEH TOHYC M KPAMIIH.

MHOro pefKd: MYCKYJHa ¢cnabocT, TEHAMHUT, CKECBAHE Ha CyXoKiue (peIuMHo axiiecoBoTo
CYXOKIUIHE) (BK. ToUKa 4.4), HIOCTPAHE HA CHMIITTOMHITE HA MHACTCHHA TpaBuc (Bx. Touka 4.4),
Hapyvuienun om cmpana Hg Ob0peyume it BUKOUREME nomityd

Heuectn: On6pedto yRpexIaHE,

Penxy: 6p0peyHa HEMOCTATHYHOCT, XEMATYPHA, KpHCTATYPHA (BXK. Touka 4.4), TyGynoHHTepCTHUHANEH
HedpHT.

Hapyueniun na endokpuRnama cucmema

C Hen3IBeCTHA YECTOTA: CHHAPOM HA HEANeKBATHA CeKpelid Ha aHTHINYPeTHHEeH XopMoH (SIAD
Obugi HAPVIMERUA 1 eqierIni Ha MACTROMO N HpURGXCEHLE™




HevecTtu: acreumnst, Tpecka.

Pexi: efeM, M3N0TABaHE (XMNEPXHAPO3a).

Hzcredaanus

Heuectr: noskimenye Ha aikandara docdarasa B KpbBTa.

Penxu: , moBHIIEHA aMHIA3a.

HemHzBecTHA YECTOTA: NOBKIICHH CTOMHOCTH Ra MEKIYHAPOIHOTO HOPMAIM3UpaHo ckoTHoMeHHe (INR)
{Mpu NaHeHTH Ha Tepallkd C aHTATOHUCTH Ha BHTaMKH K),

*CrobIngsa ce 3a MHOTO PEIKH CYYaH Ha NPOIEDKHTENHH (A0 MECEIlH HIH rOAHHHA), HHBATHANZHpaIH
H NOTEHIHATHO HeOGPATIMH CEPHO3HH NIEKAPCTBERH PEaKIMH, 3ACATAILM HAKOIKO, IOHAKOra MHOTO
CHCTEMO-OPIaHHH KAacOBe W CETHBA (BKAIOMHTENHO PeakuyiH KATO TEHIHHUT, pA3KBCBAHEe Ha CYXKHITHE,
apTpanrus, GonKa B KpaiiHWIKTE, HAPYIICHHE HA TIOXOIKATA, HERPOTIATHH, CRBP3aHH ¢ HApECTE3HN,
Henpecu, YMOpa, HapylueHue Ha ITaMeTTa, HApYyIIeHN Ha ChHA M yBpekIaHe Ha CITyXa, 3peHHEeTo, BKyca
1 000HAHHETO) KRB BPB3KA ¢ YIOTpebaTa Ha XUHONOHE | QIIYOPOXMHONOHH, B HAKOH CIIyJaH,
HE3aBHCHUMO OT Bede CLILeCTRYBAILNNTE PHCKOBH (akTopu (Bx. Touka 4.4).

Heduampuuna nonyaauus
CnyvaTe Ha apTponaTHa, CIOMEHATH TI0-TOPE, €& OTHACAT IO M3ITHTBAHMA, IPOBEXKNAHH ¢ BB3PACTHH
naunentH. [Ipu Tema vecto ce cboOmasa 2a apTponaThi. (BK. Todka 4.4).

Coofmapane Ha NOJ03MPAHH HEKEAHN PeAKIE

CrobmaBsaHeTo HA IOAOIMPAHA HEXENaH! PeaKLMH ClIe] paspellaBaHe 3a yoTpeda Ha JIeKapCTBeHHA
AIpOOYKT ¢ BakHO. TOBA NO3BOJIABA Jla NPOALIGKH HAOMI0AEHHETO Ha CHOTHOWIEHHETO NO2a/PHCK 38
JIEKapCTREHHA MPOTYKT. OT MeAHIHHCKHTE CEHANHCTH & H3KCkea 1a CHO0IIABaT BCAKa MOIO3HpaHa
HexkeNaHa peaks dpes HAHOHANHA CUCTEMa 32 ChoDLaBaHe:

WanpnnurenHa Arenmma o Jlekaperara

viL ., Jaman I'pyes” Ne 8

1303 Codms

Ten.;: +35 928903417

yebcait: www.bda.bg

4.9 Mpenozupane

Cuo0IneHo €, e npeRo3upane ¢ 12 g Boau A0 TeKH CHMITOMH Ha TokcHYHOcT. OcTpo mpeno3upade ¢ 16
£ BOIH I0 OcTpa 6B0peuHa HeMOCTATBYHOCT.

CHMIITOMWTE HA NPEIO3MPAHS BRIIQYBAT 3aMasgsHOCT, TPEMOop, TaBobosue, yMopa, IPUNAIbLH,
XanOUHAALNH, 0bPKBAHE, KOPEMHO HEPA3IION0KEeHHEE, OhOpeYHo 1 YepHOIPOOHO YBpexKAaHe, KakTo H
KPHCTATYPHA B XeMaTypsi. Cho0maBaHo e 3a o0patiMa 6p0pedHa TOKCHIHOCT.

OcBeH PYTHHHHTE CNSWIHE MEPKH, Harp. HCIpa3BaHe Ha CTOMAaXa, MOCHSABAHO OT NIPHEM Ha MENHLIHHCKH
BBIJICH, c€ TIpenophuBa HaGaoncHie Ha Gu0peuHara QyHKUHA, BKAIOBRINO H ONpelendHe Ha pH na
YPUHATA M IOOKMCENABAHETO i, 33 Ja ce MpeaoTBpaTh kpucTamypus. [lanienture Tpabea aa ce
noanepxar AoGpe xuaparupany. Kanuuil B Margesuil cxabpxalfiTe aHTAlEAY TEOPETHYHO MOTAT 1a
penyunpat aGcopbIHaTa Ha BUNPOQIOKCAlHH IPH NPeAo3HpaHe.

CaMo MAIKO XOIHYECTRO IHTIpoduiokcalint (<10%) ce enHMHHNDA 4pes3 XeMOIHANH3a HTH
NEPHTOHSATHz JIHAITH3A.

B cnyuaii Ha NpeJo3HPaHE Ce [POBEXAA CHMIITOMATHYHO TedeHHe. 3aabKuTenyo ¢¢ MonaToprpa EKT,
nopany BEIMOKRHOCTA 33 yARDEABaHe HAa QT HHTEpBana.




5. ®APMAKOJOIMYHH CBOWCTBA
5.1 @apmMaxkoAMHAMHAIHH CBOICTBA
DapMakOTepanehTHIHA pyT: pyopoxrHononn, ATC xoa: JO1MAO2

Mexanuzvm Ha delicmene:

Kaxro npu Beuuky GayopoXHHONOHOBH aHTHOAKTEPHAIHE CpelcTBa OakTepHIMIHMAT edekT Ha
LMIpodIOKCALNH € Pe3yATaT oT HHXHOHATA Ha TononszoMepasa I (JHK rupasa) u tonomsomepasa IV,
ueobxoquMe 3a GaxtepranHaTta JHK permMkanyd, TPaHCKPUIILHA, Bh3CTAHOBABAHE M peKOMOHHAMS.
PKIPD cvomuouenue (Qapmaroxunemuyno/ Capmakodunamiutio coomuotienue).

EjexTHBROCTTA 3aBHCH OCHOBHO OT BPB3KaTa MexIy MAKCHMANHATA CePYyMHA KOHIEHTPAIMA Crma) H
MHEHIMATHATa WEXHOHpawa kouuerTpaia (MIC) Ha npnpognokcanyy 3a fajeH GaxTepdaIeH naTorey
H OTHOIICHHETO MEXIY IUolyTa oa xpusata (AUC) u MIC.

Mexanuzem na pesucmenmnrocm:

Pe3HCTEHTHOCTTA in Vitro KbM IMNPOdIIoKCAUMY ¢¢ TpHIoGHBEa Upe3 CTBIANTOBHICH IPOLIEC HA
BBIHHKBAHC Ha MyTauii, Kakto B JJHK rupaiata, Taka n e tonousoMepaza IV, CreneHTa Ha KPBCTOCAHA
PE3NCTEHTHOCT MEXAY LHMPOGAOKCAME B APYTH HIyopOXMHOIOHH € pasiidia. EAVHUYHE MyTanuu
MOrar 42 He JOBedaT A0 KNMHEYHA Pe3UCTEHTHOCT, HO MHOXECTBEHH My TallHH 00HKHOBEHO BOJAT J0
KITHHHYHA PE3HCTEHTHOCT, KbM MHOTO MY KbM BCHUYKY aKTHBHU CyGCTaHIINH B A3JICHHS Kac.
MeXaHHIMHBTE 3a PE3HCTEHTHOCT Karo HENPOMYCKITHBOCT M/WITH e(IIyKC-TIOMIIA 33 AKTHRHOTO BELECTBO
MOKE 14 UMAaT BapualuneH edexT REPXY UyBCTBUTENHOCTTA KBM (IYOPOXHHONOHHY, KOSTO 38BUCH OT

(D H3INKOXHMHUYHITE CBOMCTEA HA PAaNHIHHTE aKTHBHH CyOCTAHIWHN B KITAaca M adHHATETA KBM
TPAHCTIOPTHHTE CHCTEMH HA BCAKO AKTHUBHO BElecTRO. BCHUKH MEXaHU3MH HA in Vifro pe3HCTEHTHOCT ¢
HaGmonaeaT o0MYAHO MPY KITHHHYHA M20naTH, MexaHM3MATe Ha PE3UCTEHTHOCT, KOMTO WHAKTHRHPAT
APYrH aHTHOHOTUIM, kaTo OapHepH Ha NPoNyCUIMBOCTTA (decto npu Pseudomonas geruginosa}
edIIyKC MEXaHW3MHE, MOTAT A4 IIOBIHAAT 4yBCTBHUTEIHOCTTE KM LUITPOIIOKCATIHH.

CrobiIeHo € 3a IIa3MH/I-MENMHPAHa De3HCTEHTHOCT, KORHPaHa OT qni-TeHH.

Crexmsp na amubakmepuanig aanueHocm;

Ipatinunute croitdoctn (breakpoinis) pasnendr yyBCTEHTENHHTE IAMORE OT IIaMOBETE ¢ YMEPeHa
YYBCTBHTEHOCT H NOCHCIHHTE OT PEIUCTCHTHATE IUAMOBE:

EUCAST npenopoxu

MHKPOOPraHHIMH UyBcTBHTEIHOCT Pe3ncreHTHOCT
Enterobacteriaceae § <0.5 mg/L R>1mg/L
Pseudomonas spp. 5$<0.5mg/L R>1mgl
Acinetobacter spp. 8 <1 mg/L R>1mg/L
Staphylococcus spp.” S$<1mg/L R>1mg/L
Haemophilus influenzae u

Moraxella catarrhalis §0.5 mg/L R>0.5 mg/L
Neisseria gonorrhoeae § £0.03 mg/L R > 0.06 mg/L
Neisseria meningitidis 8§ <0.03 mg/L R > 0.06 mg/L
Pe TP e OmPEIES | 5 <0.5 mglL R>1mglL

1 Staphylococcus spp. — CTOHHOCTHTE €€ OTHACAT 32 TEPANNA C BUCOKH 103K UHMIPOGIOKCANHH.

* HeCBBP3AHUTE ¢ OTIPEAENSH BU CTOHHOCTH ca ONpeelIeRy OCHOBHO Ha GasaTa Ha
tapmaxoxuHeTHIAW/ dapMaxoarHaManu (PK/PD) aanHH 1 ca He3aBHCHMM 0T pa3snpeicNeHHeTo Ha
MIC 32 ornensure Binore. Te Morar 1a ce H3NOAIBAT CaMO [IPH BHIORE, 32 KOWTO He € NalcHa BUI0BO
creraduuna crolinoct (breakpoint) v He 3a Tesu, 38 KOUTO ce TIPSIIOPHYBA H3CHEABAHE HA
YYBCTBHTCTHOCTTA.




IIpeotnaaabanero Ha OpHAODHTA Pe3UCTEHTHOCT 3 ONpeleNieHd BHAOBE MOXKE A1 BAPHPA B 3aBHCHMOCT
OT reorpadpcKkua PETrHOH H BPEMETO, U € JKeAaTeNHa HHGOPMHPAHOCT 33 HANMHYHATA MECTHA
PESHCTEHTHOCT, 0COGEHO TIPH NetcHHE Ha TekKH nHdeky. Koraro e HeoOxoaumo, ce ThpcH eKCnepTHo
MHeHHe, 0co0eH0 KOraTo MecTHATa peodafasalla pe3rcTEHTHOCT € TAKABa, Y€ HIMOIIBAHETO Ha aresTa
IPH HAKOW BH/I0BE MHQEKINH € CEMHHTENHO,

I'pynupate Ha BUAOBETE B 32BHCHMOCT OT TyBCTBHTEHOCTTA MM KbM LIMNPOGIOKCAUNH (3a
Streptococcus Bx Touka 4.4)

OpenuMHO 4yBCTBATEAHN BHIOBE

AepobHy rpam-TIONeKUTETHA MUKpoopTanu3Mi: Bacillus anthracis (1)

AepofiHi rpaM-OTpHHATENHN MUKPOOPIaHM3IMY: Aeromonas spp., Brucella spp., Citrobacter koseri,
Francisella tularensis, Haemophilus ducreyi; Haemophilus influenzae*, Legionella spp., Moraxella
catarrhalis*, Neisseria meningitidis, Pasteurella spp., Salmonella spp.*, Shigella spp., Vibrio spp.,
Yersinia pestis.

AHaepoGHU MAKpOORTAHH3ME: Mobiluncus

Opyru mukpooprakusMyt: Chlamyvdia frachomatis (3), Chlamydia pneumonia (8), Mycoplasma hominis
(8), Mycoplasma pneumonia ($).

Bunoge, 32 KOMTO OPHIOGHTATA PE3HCTEHTHOCT MOe 12 MPeJcTaRIABa npoiaem

AepobHH IpaM-NONOKHTENHE MEEPOOpranusmu: Enterococcus faecalis (8), Staphylococcus spp.* (2)
AepolHH MaM-CTPHIATSTHH MAKPOOPTaHiaMn: Acinetobacter baumannii+, Burkholderia cepacia+ *,
Campylobacter spp.+ *, Citrobacter freundii*, Enterobacter aerogenes, Enterobacter cloacae®,
Escherichia coli*, Klebsiella oxytoca, Klebsiella pneumoniae®, Morganella morganii*, Neisseriaq
gonorrhoeae®, Proteus mirabilis®, Proteus vulgaris*, Providencia spp., Pseudomonas aeruginosa*,
Pseudomonas fluorescens, Serratia marcescens*.

Amnagpofud MEKpOopratusmi: Peplostreptococcus spp., Propionibacterium acnes.

EcrecTBeHo pe3NCTEHTHH OPraHHIMH

AepobHH IpamM-IIONoKHTENHH MHKPOOPTaduaMK: Actinomyces, Enteroccus faecium, Listeria
IOROCYIOZERES

AepoGHE MpaM-OTPULIATENHH MHKDQOPIaHHIMK: Stenotrophomonas maltophilia

AHaepoOHH MUEpOOprafnsmi: C HIKIUCHHE HA H3GpoeHATE na-rope.

Hpyrn MukpoopraawsmMu: Mycoplasma genitalium, Ureaplasma urealitycum

* IEMOHCTPUPAHA & KIHHWYIHA edekTHEHOCT IIPH YYBCTBUTENHH H30JATH NPH YTBEPIEHH KIMHUHHH
MHIVKALIHH

+ CTeneH Ha pe3ncTeHTHoCT = 5(% B enHa WiIH moBede cTpady Ha EC.

($): ecTecrBeHA YMepeHa YYBCTBUTETHOCT IIPY OTCHCTEHE HA IPHAOOHT MEXAHW3bM HA PEZHCTEHTHOCT.
(1): macnenBaHuATa ca MPOBEKIAHH B EKCTIEPUMEHTATHH HHPEKIMH NPH JKMBOTHH C/el HHXaIHPaHe Ha
cmopu Ha Bacillus anthracis. Te3u n3cneapaHHA pa3kpHBAT, 9 JAMOMBAHETO HA AHTHOMOTHYHA Tepanui
CKOPO CNEJ CKCTIO3UIHATA MPeIOTEPATARA ITOABATA HA DONECT, KOTaTo NCISHUETO e HaMaltaBale Ha
6pod Ha clopuTe B OpraHmiMa noj uudekiHosrara qo3a. {ipenoprsusanara ynoTpeba mpH Xopa ce
OCHOBABA, OCHORHO HA HYBCTBHUTEIHOCTTA [n Vifro H Ha EKCIICPHMEHTANHH De3YIITaTH ¢ AUBOTHH, KaKIo U
H# orpasanteH Gpoli MaHHM OT OPHTOKEHIE Ha Xopa. JIeueHHe Ha BL3DACTHH B NPONLIDKEHNIE HA JBA
Mecela ¢ OpaTeH MUNpoduToKcaluH, AasaH 1o 500 mg ABa IbTH JHEBHO, CE CUHTA eQEKTHBHO Aa
HPEdOTBPATH aHTPAKCHA HHdeKLwA Y Xopa. 32 TedeHHeTo Ha aHTPAKe NEKYBAIUWAT JTekap Tpabea na ce
KOHCYJITHPA ¢ HALIMOHATHHTE WK MEKAYHAPOIHHTE KOHCEHCYCHH JOKYMEHTH OTHOCHG JICIEHHETO Ha
AHTPAKC.

(2): METHIMAHH-PE3RCTEHTHATE S, AUTEUS MHOTO 4ECTO TIOKA3BAT KPECTOCAHA PEIUCTEHTHOCT KEM
tbayopoxinononu., CTENSHT2 HA PE3MCTEHTHOCT KbM METHINUTHH € 0KoJI0 20 10 50% U3MEeRTY BCHUKH
BHIOBE ¢TAQMIGKOKH U & 0OMKHOBEHO N0-BHCOKA [IPH BETPEOOTHIYHH H30I4TH.




5.2 @apMaKOKHHETHUHH cBoiicTBa

Abcopbyusg

Cnen eQHOKpaTeH [IPHEM NIpes yoTara Ha Jo3a ot 250 mg, 500 mg # 750 mg nunpoduioxcanun Tabnerxy,
EEIECTBOTO ce abcopbipa OBp30 H eKCTEH3HBHO, OCHOBHO Ipe3 TRHKHTE YepRa KaTo MAKCHMAITHH
cepyMHH KOHUSHTPalHK ¢e JOCTHIAT caex 1-2 vaca.

Eanoxpatun 103d or 100-750 mg BoAsT 40 1030-33BHCHMH MAKCHMAIHH CePyMHM KOHUEHTPALMHA (Crax)
Mexay 0.56 1 3.7 mg/L. CepyMHHTe KONIIEHTPAIINH CE HOBHLIABAT, IPONOPLHOHATIHG, ¢ NOBHINABAHE HA
Jgosure Ao 1000 mg.

AGcosoTaara OuoHannuHocr € 70-80%.

Ho3za or 500 mg, nasana npes ycTara Ha Boekd |2 gaca, BOJH 10 NOCTHIAHE HA MO IO KPHBATA
CepyMHA KOHUEHTpalus-BpeMe (AUC), eXBHBANEHTHA ¢ TA3H, HTOCTHIAHA ¢ BETPEBCHO3HO BIMBAHE HA
400 mg nunpodrokcauin 3a 60 MHH, Ha BeeKH |2 yaca.

Pasnpedenenue

CBhp3BaneTo Ha UHIpodUIOKCauHH ¢ OenTeunTe e cnabo (20-30%). Lipnpodnokcanus ce KaMupa B
IUIA3MATa APEIEMHO B HeflonuaHpaHa GopMa | HMa roaM 06eM Ha pasnpeleieHne B paBHOBECHO
cperogHHe oT 2-3 L/kg tenecna maca, Hunpodurorcalns 10¢THIA BUCOKW KOHIEHTPAUMH B peaMlla
THKaHH kKaTo Os1 Jipob (enuTeAuanHa TEUHOCT, ajBe0lapAH Makpodari, CHOTICHYHA THKAH), CHHYCH,
BBATATMTENHH OTHUIIA (TETHOCT OT KOKHH MEXYPH, NPpHYHHEHH 0T cantharides) 1 ypOTEHUTAIHATE
bTHILA (YPHHA, TPOCTATA, CHEOMETPUYM), KbAETO 0610aTa KOHIEHTPALMA TIPEBHILABA JOCTUTHATATA
ITa3MEHA KOHLIEHTPLKA.

Buomparncopmayus

CrobLIeHo € 38 HATHYHE Ha YeTHPH MeTabo/MTa B HHCKH KOHIIEHTPALHH, HASHTUDHIMPAaHH KaKTo
cneaBa; neseriieHImnpodokcaH (M), cyndonunpodaoxcamun (M2), oxcomnpodrokcaun (M3) u
dopmunuunpodnocatmy (M4}, MeraSonurure mpurexarsar aHTAMHKPOGHA aKTHBHOCT in vitro, HO B 1o-
HHCKa CTeNeH OT M3XOHOTO CheJHHEHHE.

Lunponokcanyd e ymepeH AHXUGKHTOp HA CYP 450 1 A2 Hr0eHIMMH.

Enumunupane

LlunpoduIOKCalHH C& SKCKPETHPA HENPOMEHEH DPeARMHO Upes YPHHATA ¥ B [I0-MalTKa CTeNeH — Ype?
texanmite. CepyMHHUAT TTONYXUBOT Ha STHMHHMAPAHE OPH HHAMBHAM ¢ HOpMATHA Oa0Opeura QyHKHT
oOuKHOBedO e 4-7 uaca.

Exckpermsa Ha uunpodaokcaust (%o 0T Jo3ara)

Ilpu npueM Opes ycTaTta
Ypuna Dexanvu
Yunpodaokcanuy 44,7 25.0
| MeraGonuma (M1 -M4 ) 11.3 7.5

BoOpednuar knupeHC € Meskay 180-300 ml/kg/h, a ToTanHUAT KITHPERHC Ha OPraHHsMa e Mexay 480-600
ml/kg/h. [umpodnoKcalyH ¢e NoAnara Kakro Ha DIyMepyiHa QUITpAlMs, Taka ¥ Ha TyDyNHa cekpeums.
Tesxko yepenedara 6u0peuHa GYRKIMA BOAH M0 YABKEH NONYKABOT Ha HuNpodroKcaliny no 12 gaca.
H3prHOBOPEUHHAT KIIMPBHC Ha LHNPOGUIOKCALHE € Pe3YNTaT HA aKTHBHA TPAHC-HHTECCTHHANHA CEKpELlH
u MeraGonn3sM,. 1% OT 103aTa ce ekCKpeTHpa dpe3 duIbuHuTe IeTHma. LpmpodnokcanuH ce oTKpHBa B
KNBUKATA BBB BUCOKM KOHLIEHTPALIHH.

Heouampuyna nonyirayus
(PapMaKOKMHETHYHHTE TAHHHE TIPH ACLA ¢a OrpaHHYeHH.




Tpu B3cnenBaHe € YCTAHOBEHO, 9€ Crmax M IUToINTa oA KpueaTa (AUC) He 3asucaT 0T BE3pacTTa (3a aeua
nan |-rogumHa BR3pact). He ¢ 3afenasano cwiiecTBeHO NOBHIEHHe HA Cne B AUC npH MEOTOKpaTeH
npueM (10 mg/kg Tpu NbTH AHEBHO).

IMpu 10 geua ¢ Texbk cencke Cua © Omma 6.1 mg/L (ananaszon 4.6-8.3 mg/L) crnen ensouacoro
BBETPEBEHO3HO BIHBaHe Ha 10 mg/kg npu geuara nox eqHa roguna 1 7.2 mg/L (nuanason 4.7-11.8 mg/L)
npH nenata Mexkay 1 u 5 ronunn. [lnomra nox xpusata (AUC) 3a cbOTBETHHTE BB3pACTOBH IpymH ¢ 17.4
mg*h/L (nuanazon 11.8-32.0 mg*h/L) u 16.5 mg*/L (muanazond 11.0-23.8 mp*h/L).

Tesu CTORHOCTH C& BMECTBAT B JMAIIA30HA, CHOOILEH 3& Bb3PacTHU NIPH TEPAEBTHYHH 1034, BB3 0ocHOBa
HA TOMyAalHOHEH (PapMAKOKMHETHYSH AHATIH3 HA MAMEHTHTE B JETCKA BB3PACT ¢ Pa3UHHK HHPEKIUH
[PeaIoNaracMUsT CPEIeH IOy KHBOT IIPH Aela e IpHOIMNTenHo 4-5 Haca, KaTo SHOHANHYHOCTTA Ha
HepopaiHaTa CyCIIeH3na Bapupa Merty 50 w 80%.

5.3 TIpeaxasHHYHE JaKKA 33 0e30MacHOCT

HeknMHMYHHTE TaHHU He IOKA3BaT ocobeH pHCK 32 xopara Ha §a3a Ha KOHBEHLUMOHAIHUTE
(hapMaKOIOTHYHU MPOYYEAHKA 34 TOKCHYHOCT NPH EAWHHYHO IPUAAraHe, TOKCHYHOCT [IPH MHOTOKPATHO
[pynarafe, KapUMHOreHeH NOTEHLMAT H PelIpOAYKTHBHA TOKCHTHOCT.

Kaxro peauua ApyrH XHHOMOHE, IHIPOGdNOKCAIHE ¢ (POTOTOKCHYCH 33 AKUBOTHH NPH KIMHHYHO
PENEBAHTHH CKCIIOIMIMOHHM HIBA. JJaHHNUTE oT QOTOMYTareHHOCTTA/ (POTOKAHLIEPOTEHHOCTTA ITOKA3BAT
cnab doromyrarened win GOTOTYMOPOreHeH e(heKT Ha LHTIPOQUIOKCALIMH i Vifro M NPH KHBOTHH. To3n
edekT e cpaBEEM ¢ edexTa Ha OpyTM HHXHONTOPH Ha FHpasaTta.

CTaBHA MOHOCHMOCT:

Kakto e crobImasano 3a Apyrs MHXHGUTOPH Ha THpasara, HHIpod/IoKCalHH YBpeXIa TOMEMHTE HOCCHIH
CTABH TIpH MNamd kuBoTHH. CTENEHTa Ha YBpeda Ha Xpyllaia 3apuCH OT Bh3pacTTd, BHAa ¥ A034Ta.
VBpeaara MOMKe Ja Ce pegyuMpa upe3 HAMAIABAHC HA TCKECTTA, HOCEHA oT craBaTa. Hicneapanmata va
3pENIH KUBOTHH (IUTHX0BE, Ky4eTa) He Pa3KpHBaT XPYIITHH JIe3HH.

[py w3CNERBAHHA BBHPXY KydyeTa LHIpo@ToKcalliH € NMpeAW3BHKan TEKKM CTAaBHHM IPOMEHH IIpH
TepameBTHYHH J03H B IBYCEAMHYeH nede0eH Kype, KOHTO He ca OT3IBYYAIH H cllell 5 Mecella.

6. DAPMAIIEBTHYHH TAHHHA
6.1 CnHcBbK Ha IOMOIIHATE BEECTBA

Tabaemno sopo

LapesuaHno HHmECTE
Lemymno3a, MEKPOKPHUCTATHA
MarHesuer creapar
Kpocroeunox

CunuiMes AHOKCHT, KONTouaeH Oe3poIeH
Henarux

Tabremna obsueka
Xumpomenosa

Makporon 4000

Turanos guoxcun (E171)

6.2 HecbBMecTHMOCTH
Henpunoxumo.

6.3 Cpok na roagnocrt
3 (TpH) roouHU.




6.4 ChoeuHaIHHE YCIOBHA 33 ChXpaHeHHe
To3H NekapcTBeH NPOAYKT HE HIUCKBA CTICIMATHE YC/IOBHA 32 ChXpaHEeHHE.

6.5 BnaH cbIBpxKAHEE HA ONAKOBKATA

[ Tunpodnokcamsy Ankanoun 250 mg:

Tabnerkute ca onakopanu & 6nmcrep (Al/PVC/PVDC), Beeku Gnuctep cbabpxa 10 dHnMupans
Tabnerku, Kapronenara KyTHA ceabpka 10 Tabnerkn (1 GnyucTep) ¥ NMCTOBKA 34 [AlMEHTA.

[unpoduoxcaurn Ankarnoun S00 mg;

Tabnerkute ca onakopany B daucrep (AVPVC.PVDC), Boexu Gructep caanpica 10 dunmmupanu
tabaerkn. Kapronenara kytuA cegspixa 10 Tabmnetku (1 6anctep) ¥ TMCTOBKa 3a NallHEHTA.

6.6 Crennajng NpPeaANa3sHH MepKH NPH H3XBLpAsAHe H paoTa

Hama crnenydanHd H3HCKBAHH.
He#zmonasanusT NpoAYKT WIH OTNaNEYHHTE MATCPHATIH OT Hero TpAOBa fa ce H3XBBPIIAT B
CBOTBETCTBHE C MECTHHTE H3MCKBAHHA,

7. IIPHTEXATEJ HA PASPEHIEHHETO 3A YOOTPEBA

" Ankanonn” EQOJ

# K. "Motomacta” 2,

yn."Pukapno Bakapunn" Ne 2, e1.3, am. 10
rp.Cotus 1404, P, Brarapus

Ten. +359 2 80 81 081

daxc: +359 2 95 89 367

e-mail: office(@alkaloid.bg

8. HOMEP HA PAZPENIEHHETO 3A YIIOTPEBA
Hunpodnokcauusa Ankanons 250 mg ¢gunMupans tabaerky - Ne 20000085

Hunpupnokcan Anxanoua 500 mg dunmMupann Tabnetku - Ne 20000086

9. JATA HA TOBPBO PASPEWABAHE/MOJHOBABAHE HA PAJPEHMIEHUETO 2A
¥NOTPEBA

Jara Ha nupeo paspewasane: 04.02,2000 r.

Jlara Ha nocaexHo nogHoesasane: 12.05.2011 .

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

03/2019




