KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

W3NbAKUTENHA ATEHLNA NO NEKAPCTBATA

1. HMME HA JEKAPCTBEHHA IPOAYKT Kpamxa xapakmepucmixe Ha npogyxma - fpunowenve 1
Kow Pee. Ne 93800{8%

---------------

Azarpun 250 mg TBEpIM KancyH

Azatril 250 mg capsules, hard raspeuono 2.6 /. ] Ja - 5592
’ ... 1908 1

2. KAYECTBEH U KOIMYECTBEH CHCTAB
Besaxa Tebpaa Kancyna ceaspika 250 mg asurpoMuumH (azithromycin) (KATo THXMAPAT).

HOMQEJEH BEIIECTRA C M3BECTHO FEHCTBHE: NAKTO38 M MLEHIHO HI/I]]IGCTC

3a MBAHHA CHIHCEK HA MIOMOILHHETE BELISCTBA BIHKTE TouKa 0.1,

3. JIEKAPCTBEHA ®0OPMA
Teopna kancyna

TB'BplllfI ITHJIAHAPHYHH KEAATHHOBH KANCYIIH ¢ PO308 LBAT

4. K/IHHWYIHH JTAHHHA
4.1 TepanesTR9AH NOKA3AHAA

A3aTpHI € NOKa3aH 3a JIedeHHe Ha HHOEKIHH, MPUYHHEHH OT qyac'rnmenﬂn KbM aHTHOHOTHKA

MHKPOOPTAHHIMH ChC CICIHATA JIOKATH3ALMA:

. FOPHH AWXATETHY IETHINA — KATO ANTEPHATHRA HA NCHAIATHHOBA Tepanui NpH OCTpH
TOH3WIO(PAPHHTHTH, CHHY3HTH H OTHTH Ha CPEIHOTO YXO;

. AONHH JHXATE/IHH IThTHIIA — SaKkTepHasHy GPOHXMTH 1 NMHEBMOHHH (/1€Ka H CPEIHO TEKKa
topma), aTumiunn mueemonn, XOBD B cranuii Ha exsauepOanus;

. KOK8 M MEKH THKaHH — €PH3HIIE), HMIIETHIO U BTOPHYHA MHoAepMH4, erythema chronicum
migrans; _

. CEKCYaNHO-TPAHCMUCHBHH 3a00/I9BAHIA — HEYCHIOMKHEHH YPETPHTH H LIEPBHIATH, TIPHUHHEHA
or Chlamidia trachomatis, TOROKOKOBH YPETPHTH H LICPBHIHTH;

. A3Bena GonecT H XpOHHYHH racTPOAYONCHHTH, 3a epatHKanya Ha Helicobacter pylori,

4.2 - Jlo3apopKa H HAYHH HA NPAJIOKEHHE

(¢ u3kmoveHHe Ha erythema mlgrans) - 500 mg eAHOKpaTHO m-xenno B nponmxeﬂne Ha
3 mocnexoBaTENHN AHY;

. [uenmonny — 500 mg eZHOKPATHO AHEBHO B MPOABDKCHHE HA 3 nocnenona'rcnﬂu JHH WITH
500 mg exHOKPATHO B ITHPBHY [CH HA MEUEHUETO ¥ 1O 250 Mg JHEBHO OT BTOPH A0 TETR [ieH
BKITIOVHTEIHO;

. Erythema migrans - o61a kypcoea n03a 3 g; 1 g eqHokpaTHO ,u;nesuo B ITpBHA fIeH Ha
JIEUEHHETO; OT BTOPH A0 NeTH AeH BIIOYUTEHO Ce MPHIara ¢THOKpaTHA THEBHA Joaa-0n

500 mg;
. Undexyuy, npesapaHi 0o NOJMOB BT — EAHOKPATHA AHEBHA H KYPCOBA 038

HETOHOKOKOBH YPETPHTH M LICPBHINTH, IpH4IRHEHH ot Chlamydia trachomgdi;



npezan3sHKanu oT Haemophilus ducreyi;, npu roHOKOKOBH ypemm H LICPBHIHTH —
€/IHOKpaTHa JHEBHA H KYPcoBa o3a — 2 g;

. AzpeHa BonecT W XPOHUYHH racTpOAYONEHUTH 38 epanUKallig Ha ﬂehcglgagter pylori-1g
EAHOKPATHO JHEBHO B NPOXB/DKEHHe HAa 3 THK B KOMIUIGKCHA TEpanta ¢ aMOKCHLUWHH | g 1Ba
TIILTH JHEBHO HIH METpoHHAa3on 500 mg jBa ITbTH AHEBHO B IPOXB/DKEHHE HA 7 THH H
omenpason 20 mg ABa ITHTH ZHEBHO WIH APYTH GJOKEPH Ha IPOTOHHATA NOMIIA, B CBOTBETHATA
NO3HPOBKa, B MPOXB/DKEHHE Ha 7 THL

BrOpeuHo yRpexaaHe
He ce Hanara kopeKuya Ha J034Ta IPH NAUMEHTH C JIEKO JI0 YMEPEHO M3Pa3cHO yBPEXKaHE Ha

6p0peqnara ¢yrkuna (GFR 10-80 ml/min). Heo6xoqumo € MOBHIIIEHO BHUMaHHE, KOTATO
A3WTPOMMIIMH ce PHIara NpH MaHeHTH ¢ TeKKO YBpeaeHa 6v6peuna ¢ynxuus (GFR <10 mil/min)
(BK. TOUKa 4.4).

HepHonpobno yBpeknane :
IMopaau ToBa, Ye a3UTPOMHUMH Ce MeTAbONNIUPa B YepHUA APod H ce eKCKpeTHpa B JKITbYKATa, TOH

TpsiGBa Aa Ce MPHNAra BHAMATENTHO NIPH NIRUHMCHTH, CTPATALIH OT TEXKH YePHONPoSHH 3abonspanmys.
He ca npoBexpany NpoydBaHys OTHOCHO NPHAMKEHNETO HA aampommmn TIPH TAKABA NAIACHTH.
ITanueHTy B CTAPYECKA BH3DACT =

TIpH naLMeHTH B CTAPYECKa BE3PACT CE H3INON3Ba CHIIATA K038, KATO npﬁ BE3pacTHH nammenTy. Tal
KATO NALMEHTHTE B CTAPUECKA BEIPACT MOTAT JJa HMAT ChITKTCTRAIIH npoaplmauqﬂﬂ CHCTOSHHA CC
NpenopLYBa NOBHIUSHO BHHMAHHE, TTOPad| PHCK OT PA3BHTHE Ha Chp/ieuHa apHTMHA | torsades de
pointes (BX. Touka 4.4), _

HauuH Ha npunokeHue
Tlepopanno npunokenme

A3HMTPOMHIIHH Tps6Ba 1a ce MpHiara KATO eAHOKpaTHA JHERHA K033, nepopanno Karo noseyeto
ApYTH aHTHOHOTHLIM Tolt TpAGBa Aa ce mpueMa noHe 1 dac npeau Wil 2 vaca cliex XpaHene,

4.3 IlpormBomoxazanmn

Vnotpebara Ha A3aTpHI € NPOTHBOMIOKA3aHA TTPH NALMEHTH ChC cnp'bxqjmcmmmocl' KBM
a3HTPOMHLHH, EPUTPOMHILIMH, KBM APYTH MAKPOIUAHRH WIH KETONMHIHE anmﬁnomlm HJIH KBM HAKOE
OT NOMOILHHTE BELIECTBA, H30pOeHH B TouKa 6.1,

4.4 Coenwaaun NpeTynpeacHHs B NPEANA3HHE MEPKA IPH ynoTpeba

KakTo ¢ epHTPOMHIMH B APYTHTE MAKPOJIMIHM, TAKa H CIGA MPHIOKEHHS Ha a3HTPOMHIIHH B PeSKH
CITyday ca JOKIaIBAHH CEPUO3HH ANEPTHYHY PEAKIHH, BKTIOUBAMH AHTHOHERPOTHYEH CAEM U
aHadmiakcha (paako dbaTanHa), TEKKH KOKHM Hexenanu peakimn (SCAR), BxmounTenHO ocTpa
reHepaTH3Hpana eK3anTemMaTo3Ha myctynosa {AGEP). HakoH oT Te3u peaKuue BOIAT 10
peLiMAHBHpPaHe Ha CHMITTOMETE H H3HCKBAT T10-ABITBI IEPHOJ| Ha HabMONeHHe 1 JIPYCHHE,

Twit karo HepHUAT APOG € OCHOBHHAT ITHT 32 E/IHMUHHpAHE HA a3SHTPOMHIIHH, a3HTPOMHIMH Tpa6Ba Aa
Ce Npuiara BHEMATEJIHO MPH NallMeHTH, CTPaNaliy OT 3Ha4MMH YepHOAPOSHH 3a6onaBaHns.
CrmecTByBaT ChoOMEHHA 3a CITyYaH Ha GYIMHHAHTEH XCNATHT ¢ NOTEHIHANEH PHCK OT PASBHTHE Ha
*KHBOTO3ACTpaINABallla YepHOAPOOHA HEIOCTATHYHOCT CNEH MPHIOKEHHE Ha a3HTPOMHIHH (BXK.

TouKa 4.8). BLaMOMKHO € HAKOH OT TE3W NANMEHTH A2 Ca HMATH CHIICCTRYBAILO YepHONPOGHO
YBpEKAAHE HIH Ja C& IPHEMAH APYTH XeNaTOTOKCHMHH JIEKAPCTBEHH ripo,u,yxm.

Ipx npu3HaLH H CHMITOMH Ha YepHoApoSHa AucdyHKkuHA, KaTto Obp30 pasmm i _:
MPHAPYKEHA OT JKBJATEHHLA, IOTBMHABAHE HA YPHHATA, CKIOHHOCT KBM m,pne
eHuedanonarus, Hezabaro TpaGBa Na ce npoBeaar Tecmnefmcnenna}mn Ha




(yHKIIA. AKO C€ YCTAHOBH TeXKa YepHOApOOHa AHCHYHKLNA, nprmoxcemie'ro Ha 83U TPOMHIIHH
TpabBa Na ce NpeycTaHOBH,

[Ipy nauuenTy, NOMYYABAILH SPro-IPOUSBOIHH, NO-0OBP30 C& TIPOABABA SPTOTHILM NPH ¢AHOBPEMEHHO
MPHIOKEHHE ¢ HAKOH MAKPOTHAHH aHTHOROTHIH. Hima JaHHM OTHOCHO BEPOSTHOCTTA 34
B3aHMOJICHCTBHE MEXKTY eProTaMHUHOBH [POH3BOZHM M a3HTPOMULMH. Bpnipexu Tora, nopany
TEOPETHYHATA BE3MOIKHOCT 33 €ProTH3EM, AZHTPOMUIHH H epro—nponsnonuu He TpabBa Aa ce
NpUIAraT eSHOBPEMEHHO. ;

Kaxro npH Bexvxs aHTubuoTHum, ¢ HeoGxoauMo HabmoneHHe 3a npmnéuu Ha CyTIepHHGIEKITHA C
HEYYBCTBHTE/IHH MHKPOOPTaHH3MH, BKIIOUHTENHO CHOMIKHA.

Juapust, cesp3ana ¢ Clostridium difficile (CDAD) e nafmonanasa cneji MPUIarase Ha BCWIKH a!mose
aHTHOMOTHIM, BITFOYHTENIHO a3HTPOMHIIME H MOXe fia Gblie YMEpEHO A0 TEXKO HIPA3eHa, BKIL, JI0
taranui xonuTH. JledeHneTo ¢ aHTHOAKTEPHATHY IPORYKTH IPOMEHA HopMaJmara upesHa ¢uopa H
BOIH 1o cBpbxpacTex Ha Clostridium difficile. _

Clostridium difficile npouzsexna TokcuHM A ¥ B, KOHTO BOZAT X0 paaalfﬁne Ha CDAD. lllaMoBe Ha
Clostridium difficile che cBpBXTPOAYKIHA HA TOKCHHH MOTAT Ja NOBHIIAT 3a6oneraeMOCTTa 1
CMBPTHOCTTA, ThH KaTo Te3un uHpeKxyn Morar ja Obaat pedpakrepHH Ha aHTHMHKPOOHA Tepanus H-
78 M3ACKBAT KOJIeKTOMHS. TTpH BCHUKH NALMEHTH, Py KOHTO Ce HaG/oMABa THapii ciex yrorpeba
Ha aHTHOHOTHUM TpAGBa Ja ce uMa npeaprn CDAD. Hsuckea ce Bﬂma'renno cEOMpaHe Ha aHAMHE3d,
THH KaTo B HAKOH CiTydad CDAD ce HaGmoaaBa cheq nepuof, no-m,m.ro'r JBa Mecella cnexn
npexpaTABaHe Ha JEUEHHETO ¢ aHTHOAXTePHATTHHA NPOLYKT. :

Ipu nauedTH ¢ Texko 6uOpedro Hapymenue (GFR<10 ml/min) ce H&G{no,uana 33% nosvmieHa
CHCTEMHA EKCIOZHIINI Ha a3HTPOMMITHH. -

Ilpu neyenue ¢ ApYrd MaxpoIu/iM, KaKTO H ¢ @3HTPOMHIHH ca HabmojaBaHH YIBIDKCHH Chp/ieYHa
penoaspusaund 1 QT-HHTepBaN, CBBP3aHH ¢ PHCK OT pa3BHTHE Ha ChPACYHA apHTMEA H torsades de
pointes (Bx. Touka 4.8). Thif KaTO Te3H CHTyallHH MOraT A3 NOBMILAT PHCKA OT KAMEPHH apHTMHHA
(xmoumTenHo torsades de pointes), KOHTO BOOAT 10 CHpASYEH apecT a3UTPOMHLIMH TpAGBa fa ce
npiiara ¢ BHIMaHHe HA MALHEHTH CHC CHITHTCTBAIH MPOAPUTMHYHYE CBCTOAHUA (0COOEHO MPH HKEHH
H NMALMEHTH B CTApYECKa Bb3pacT), KATO HanpUMep NaleHTH ¢: -

. € BPOASHO HJIM YCTAHOBEHO yYAB/LKaBaHe Ha QT-unTeppana :

. Ha e[IHOBPEMEHHO NICuCHHUE C APYTH AKTHBHE BEIECTBa, 32 KOMTO ¢ H3BECTHO, Y€ YAB/LKABAT
QT-unTeppana, KaTo AHTHAPHTMHUM KNAc [a (XHHUAKH U npoxanﬂaunn) u xiac 111
(noderHnnz, aMHODAPOH M COTANON), LEA3ANPHA K TepdheHaTHH; AHTUIICHXOTHLIM, KATO
MHMMO3K; aHTHACTIPECAHTH, KATO LHTANONPaM H meopoxnnononn, KaTo MOKCH(NOKCAHH H
JeBodNOKCAlMH

. € eJIEKTPONMTHH HAPYIIEHHN, MPAKTHYECKH B CTyJaHTe Ha xnnoxa:memm H XMIIOMarHe3sHeMus
¢ KIMHHMHO peNeBaHTHa GpauKkapus, ChpAeuHa apHTMHS HITH TEXXKA ChpAcHa
HEAOCTaTHYHOCT

TlpH naiMeHTH Ha TEpanus ¢ aSHTPOMHIIHH ¢ HabmoJaBana HOBA NOABA HA MHACTEHHYEH CHHAPOM
1iIH 060CTPAHE HA CHMITTOMHTE H2 MHACTEHHS IPaBHC (BXX. TovKa 4.8).

IIpu gena ve ¢ YcTaHOBEHA GesomnacHocTTa M eHKACHOCTTA 38 npotlmnaamxa M JIEYEeHHE Ha
Mycobacterium avium Complex (MAC). .

He TpAORA Aa MpUEMAT TOBA JISKAPCTRO. e,




TIpOMYKTET ChABPKA NMIIEHHYHO HHmecTe, [HIeHHYHOTO HIMIECTe B TO3H NIEKapCTBEH MPOIYKT
CHABPAKA CAMO MHOT'O MANKH KOJHYECTBa IJyTeH (CUMTa C¢ 9e He c*sm:p:xa [IyTeH) H € MAKO
BEPOATHO Ja NIPEAN3BHKA MPOG/IEMH TIPH TIALHEHTH ¢ LBOHAKHA. EHa Kancyna chABpkKa He TOBeUe
OT 5 MuKporpama riyTeH. ITauneHTu ¢ aneprua KeM MueHHLa (pa:mmna OT UBOJIMAKNA) He TpAOBa na
B3UMAT TO3MN NIPORYKT. y

4.5 BsanmopnelicTBRE ¢ APYrH /1eKAPCTBEHH NPOAYKTH H APYTH 1)oimn Ha B3aAMofelicrBae

Aumuayudu

Tlpu enHOBpeMEHHO MpHAATAHE HA AHTHALIMAM H A3HTPOMHIIHH BB (bapﬁaxomemqﬂn NpoyMBaHK4,
€ YCTaHOBEHO Ye o0ImaTa GHOHAMMYHOCT He Ce MOBIUSABA, BBIPEKH te MakKCHMATHUTE IUIa3MeHH
KOHLEHTPALMH Ha A3HTPOMKLIH Ca MOHIDKEHH ¢ MpuOmH3HTento 25%. TIpH nanHeHTH, KouTo
NpHeMaT a3HTPOMHLMH K AHTHALIM/H, JBATa JIEKAPCTBEHH MPORyKTa He TpaOba na ce npueMat
€IHOBPEMEHHO, EQROBPEMEHHOTO NPIWIOKEHHE Ha a3HTPOMHUMH IPAaHYITH ¢ YIBDKEHO
ocBoboNIaBaHe 33 EPOPANHA CYCITEH3Hs ¢ EMHOKPATHa fo3a Ko-Maranapoke 20 mi (amymumven
XHAPOKCH]] H MarHE3HER XHAPOKCHA) He 0Ka3Ba BIHAHNE BBPXY CKOPOCTTA H cTeneHTa Ra abcopOiusa
Ha a3UTPOMHLIMH,

Hemupusun

ITpu 3ppasn xofpoponny Npu eAHOBPEMEHHOTO IIPWICKEHHE HA aampounumi B MPOAR/DKeHUE Ha 5
AHH 32e7HO ¢ 20 Mg UETUPU3HMH B CTALMOHAPHO CHCTOAHHE He ca HaGMoRasaku GapMaKOKHHETHYHH
B3aHMOREHUCTBHA H CTATHCTHYECKH 3HAYHMO YAb/DKaBane Ha QT-urrepsana.

JTudanosun (Oudeokcuurosui)

Ipu 6 HIV-no3MTHBHH MalMerTa CleR SOIHOBPEMEHHO PHIOXKEHHE Ha B.BHTPOMBIIHH 1200 mg
JHeBHO ¢ 1unaHo3HH 400 mg qHeBHO He ce Habmomaea NOBNHABAHE HA @apmxommemxara Ha
AVIAHOIMH B CTALMOHAPHO CHCTOAHME, CpaBHEHO ¢ Tnanebo.

Juzoxcun u xonxuyun (P-gp cybempamu) !
CHIIECTRYBAT CHOGIIEHHS, Ye eAHOBPEMEHHOTO NPIIOKEHHE HA MAKPOJEATHE aHTHGHOTHIH,
BK/TIOMHTETHO a3HTPOMHULIHH, CBC CYOCTpaTi Ha P-rmikonpoTeH, KATo AHTOKCHH M KOIXHMIIHH, BOAH
JI0 TIOBHIIIaBaHe Ha CepyMHUTE KOHLeHTpanyH Ha P-rimkonporenH cyberparta. Ero 2amo, ako
A3HTPOMMIIHH H cyOcTpaTH Ha P-gp, KaTo AMTOKCHH ce mpHuarar eqHOBpeMeHHO, TpA6Ba a ce HMa
NpeABUE BB3MOXHOCTTA 34 NOBHINCHY CEPYMHH KOHIEHTPALUHH Ha cyberpara.

Judogydun
Ennoxpatau nosu ot 1 000 mg # MHorokpatHy ao3u ot 1 200 mg unm 6@0 mg a3UTPOMHIMH OKA3RaT
cna6 edexT BbpXy MasMenata GapMAKOKHAETHKA WK SKCKPELHATA ¢ YPHHATA Ha 3HIOBY/HH HIH Ha
HErOBHA ITIOKYPOHHPaH MeTaGonuT. IIpUIOKEHNeTo Ha A3HTPOMHLIMH, 06ave NOBHILABA
KOHUCHTpaUMATa Ha Gocdopunmpans 3MA0BYIME, KITHHHIHO AKTHBHMA MeTabonwT, B nepudepruTe
MOHOHYKJ€apHH KPBBHH KIeTKH. KIMHHYHOTO 3HaueHHe HA TasK HAXOZIKA & HEAICHO, HO € BEIMOXHO
TOBA A3 € OT NOJI3a 32 NAIHEHTHTE.

B
ASHTPOMHLIHH He B3aHMOZEHCTBA 3HAYAMO ¢ LIUTOXpoM P-450 yeproapoGHara cucrema. Ilpu Hero He
ce Habmonaeat GapMaKOKHHETHYHH B3aHMOAEHCTBHA, XaPAKTEPHH 33 CPHTPOMHLIHH H APYTH
maxpomuau. [Ipy asuTpoMulIEH He ce HaGmonasa YepHoapobHa 1HTOXPpOM P-450 rHAYKIMA Wi
HHAKTHBALHA Ype3 HTOXPOM-METACONHTHHA KOMILIEKS,

Epzomamunosu depusamu

Topanu TeopeTusiHa BE3MOKHOCT 3a Pa3BHTHE HA EPrOTH3BM, eJHOBPEMEHHOTO MPWIOKEHHe HA
AIUTPOMHLIMH H €proTAMMHOBH JEPHBATH HE C& NMpenopryBa (BXK. ToYKa 4.4).

Amopeacmamun




[pu enHOBpeMeHHO MPWICKeHHe Ha atopBacTaTu (10 mg AHeBHO) H a3HTpoMHIHH (500 mg THEBHO)
He ¢€ NMOBJINABa IUa3MeHaTa KOHIEHTpaLHs Ha aTopBacTaTHH (onpeaeneHo upes HMG CoA -
penyKTazHo uHxHOupane). Bunpeku tora ca cofimasand NOCTMapKETHHTOBY CITYUaH Ha
palboMHONI3a TIPH NALMEHTH, MPHEMAILH A3HTPOMHLIMH €AHOBPEMEHHO ChC CTATHHH.

Kapbamasenun

BEB (papMakoKUHETHIHO micTenBaHe TIpH 3ApaBH JOoGpOBONILM He ca uaﬁmonaaam: CHTHAGHMKAHTHH
ed)eKTH BBPXY NNAIMEHWTS KOHLICHTpALN Ha KapbaMasellnH WA Ha HeTDBH aKTHBEH MeTabonuT
NpY NALMEHTH, NTPUEMANIH € THOBPEMEHHO A3HTPOMHINIH. :

Lumemuoun

BnB (apMakoKHHETHYHO H3CHEOBaHe, H3CIEABAIIO edeKTa Ha cxmoxpa-ma 033 IAMETHIHH,
MpHIOXKeHa 2 Yaca NPeaH a3HTPOMHLIAH He ce HabmogaBa BIIMAHHE m,pxy (hapMaKOKMHETHKATA HA
a3MTPOMHLIHH.

ITepopannu anmuxoazyranmu om KyMapuroe mun

B npoy4Bane 3a (papMakoKHHETHYHO B3aHMOJeHCTRIE A3HTPOMHIIMH HE BOH,H JO FIpOMEHH Ha
AHTHKOAryNAHTHUA €(EKT Ha €IHOKpPATHa 1034 Bap(apuH 15 mg, NpuUTOKeHa IIpH 3APABH
nobposouu. ITpe3 nocTMapKeTHHIOBHA MEPHO ca MOMy4eHH CHOOLIEHH 3a 3aCHIeHa
AHTHKOATYJallHA Ciefl €{HOBPEMEHHO MPHJIONKEHNE HA A3UTPOMHLIAH H aHTHKOATY/IaHTH OT
KyMapHHOB THI1. BENpeKkH de He ¢ ycTaHoBeHa MPHYHHHO-CIISACTBEHA BPH3Ka, HeoDX0MHMO e Aa ce
HUMa TIPE/IBHUA [10-9ECTC MOHWTOPUPAHE Ha TPOTPOMOHHOROTO BpEME, KOTATO A3WTPOMMIIHH ce
TIpAIAra NpH TAUKEHTH, TOTY4aBalli aHTHKOATYIaHTH 0T KyMapHHOB THII,

Lhacrocnopun :

B®B hapMakoKHHETHYHO [POY9IRaHe NP 34PaBH 10GPOBOMLH, NPH ICOPITO € MpPHIOKEHA NepopanHa
Ao3a o1 500 mg AHEBHO a3UTPOMHLIHH B IPOABDKEHNE HA 3 THH, MOCE/(BaHA OT ¢JHOKPATHA
nepopanHa A03a Hkaccnopas 10 mg/kg, e ycTaHOBEHO, Ye MOTy9eHUTe Cmax B AUCo.s Ha
LMAKJIOCTIOPHH ¢4 CHTHUGHKAHTHO nosHmeHH. CrenosareTHO € HeoGX0oaUMO BHHMAaHHE peaH Aa ¢e
TNpeANpHeEMe ChIBTCTBALLO NPIIOKEHHE Ha TE3H NeKapeTBa. AKO € HeoOXOIHMO eHOBPEMEHHOTO HM
NpUIIOXeHHe, CTOHHOCTHTE Ha IMKJIOCOpUH TpAOBa na 6bvaaT MOHmopnpaHn H fo3aTa Tpabea za ce
KOPHTHPA CBOTBETHO.

Eghasupeny

TIpH ¢THOBpEMEHHO NPMIIOMKEHHE Ha a3UTPOMHLIMH B €QHOKPaTHA 034 0T 600 mg u edapupeHi

400 mg nHEBHO B NPOOBDKEHHE HA 7 IHH He ca HaGMoaBaHu KIHHUYHO 3HAYHMH
(papMaKOKHHETHTHH B3aHMOIEHCTBHY, ,

Dnyronazon

EnnospemeHHOTO NPHIOKEHHE HA eAHOKpaTHA J03a ot 1 200 mg asmp&mnunu HE OK&3BA BITHAHHE
BBPXY $apMaKOKHHETHKATA Ha SFHOKpaTHA f03a duiykorason 800 mg, O0mara ekcnosuoma 1
MOJYKHBOTBT Ha A3HTPOMHIHH OCTABAT HEIPOMCHCHH NPH EIHOBPEMEHHO NPHIIOKEHHEE ¢
(mykonason, Bunpeku de ce HAGMOAABA KITHHHYHO HECHTHHMKAHTHO nonmltanane Ha CTOWHOCTHTE
Ha Cmax (18%) Ha a3UTPOMHIIHH.

Huounaeup :

ASUTPOMHLIMH, MPHIOXKEH B €IHOKpaTHA A03a oT | 200 mg eunonpememlo ¢ HHOHHABHP B A03a OT
800 mg 3 meTH AHEBHO B MPOABDKEHME Ha 5 (HK HE OKA3Ba BJIHAHHE Ha _tbapmaxomemxa'ra Ha
HHIMHABHD.

Memunnpednuzonon R
B npoyuBaHe 3a HapMakOKHHETHYMHO B3aHMOAESHCTBHE NMPH 3APaBH N0GPOBOIILH, &
curHMppKaHTeH eQeKT BBpXy GapMaKOKWHETHKATA HA METHINPEAHHIONOH.

Mudazonram ;



IIpu 30paBH AOGPORO/IH A3UTPOMHLIHH, IPWIOKEH B IHEBHA J038 OT 500 mg B NPOXLDKEHHE HA TPH
JHHU He NPOMEHA 3HAYHMO KIHHHYHATA (apMAKOKMHETHKATA tbapMaKomHam«ma'ra Ha MHZA30/1aM,
NPHIIOKEH eTHOKPATHO B 71034 OoT 15 mg.

Hengpunasup

EnHoppeMeHHOTO npunoxkenue Ha asurpoMHIEH (1 200 mg) v HendHHABHP B CTALHIOHAPHO
ChCTOAHME (750 mg TpH MbTH AHEBHO) BOJH A0 NMOBHILIEHH KOHLCHTPALMH Ha a3HTpOMELMH. He ca
HaOMoJaBaHH KIHHKHO 3HAYHME HEXeJTAHH JIEKAPCTBEHH PEaKLHH 1 HE ce MSHCKBA KOpeKIA Ha
A03aTa.

Pupatdymun
EfHOBpeMEHHO NPUIOKEHNE HA A3HTPOMHIMH H prdalyTHH He nonnmma CepyMHNTE KOHUEHTPBHHH
W HA (BETE NCKAPCTBR. J .

Ha6monasasa e HeyTporeHus IpH NHLIa, TOTYYaBAll} CHITGTCTBAIA TEPANHSA C aampomuuxm "
pHdabyTH. BrrpexH, 4e HeyTPONeHHAT € ACOLMHMPAHA ¢ MPHIMKEHHETO Ha PHabyTuH, He ¢
YCTAHOBEHA NIPHHHHHO-C/IENICTBEHA BPB3KA ¢ KOMOHHALMATA C ASHTPOMHIMH (BXK. TOUKa 4.8).
Cunoenacpun "’i

ITpu 3apasy Mbxke JoOPOBONMIM HAMA HaHEH 3a noBaugBaHe Ha AUC u me Ha CHITIEHA(HT. H
OCHOBHHA My IIHPKY/IMpAIL Meraﬁonm C/e]] IPHJIATAHE HA aaurpomnunn (e aseBHa ro3a ot 500 mg B
MPOAL/DKEHNAE Ha 3 JIHH).

Tepgpenaoun i

Or dapMakoKHHETHYHY NIPOY4BAHHS HAMA JAHHM 33 B3AHMOZCHCTBHE MEXIY a3HTPOMHIMH H
Tepdenagun. CroSliaani ca peKu Cirywal, KbISTO BEPOSTHOCTTA 38 nofoGHO B3aHMOzeHiCTBHE He
MO Aa Ohlie HATBITHO U3KTIOYeHa; BBIIPEKH TOBA HAMA ceLduuHu mmﬂn 4e nonoGHu
B3aMMOJCHCTRMA MOTAT 18 ce HaGmonasar. p
Teogpunun

ITpu 3apaBn KoGPOBOALIM HAMA JAKHH 38 KNMHHYHO 3HAYAMH Q)apualconynmmm B3aHMOCHCTRAS
MEXITY a3UTPOMHLMH U TEOMITHH.

Tpuasoram !

Tlpu 14 3apaBn noGpOBONLM €XHOBPEMEHHOTO MPUIIAraHe HA asmpommmn 500 mg npe3 TLpBHA XEH
H 250 mg npe3 Bropus AcH 3acAHO ¢ 0,125 mg TpHasonaM Ha JEH BTOPH He ca HabmoaBanu
BapUaLliK Ha HHTO €IHH OT (DAPMAKOKHHETHYHHTE NapaMETPH Ha TPHA30/IaM CPABHEHO C TPHA3ONAM H
mwrane6o,

Tpumemonpum/cyngpamemoxcason

EHOBpeMeHHOTO NpHIOKEHHE HA TpUMETONPHM/Cyndamerokcazon DS ( 160 mg/800 mg) B
NpOABIDKEHHE Ha 7 KA ¢ asutpomMuuEH 1 200 mg Ha fieH 7 He NOBIHMABA, 3HAYMMO MAKCHMAITHATA
UIa3MEHa KOHLICHTpalHA, 0011aTa eKCIIO3HLMA HIIH YPHHHATA excxpeuuz HUTO HA TPUMETCIIPHM,
HUTO Ha cyndameTokcason. IlnasMennTe KOHUSHTPALMH Ha a:m'rpommu»m ca KaTo Te2H, HabimoxaBaHu

B ZAPYTH POYYBAHHS,

4.6 @epTHAHTET, (PEMEHHOCT H KbLPMEHE

EpemMenHocT
Hsma anexsaTHU naHHH OT ynoTpeGara Ha a3HTPOMULIAH NP 6pemenﬂn keHH. B npoytmanan 38

TipeMMHAB2 PE3 TIALICHTATA, RO He ca Hab/monaBaHy TepaToreHHH edexty. Besona
yToTpedara Ha aKTHBHOTO BELIECTBO A3MTPOMHLIAH 110 BPEME Ha GpeMeHHOCT He &/}
nopafl KOeTo 1o Bpeme Ha SpeMeHHOCT a3HTPOMHIIMH TpsbBa na ce ynmpeﬁm Ay
Ha/(BHIIIABA PHCKA. -




K’BEMCHE

Crobmasa ce, e a3sHTPOMHLIMH Ce CEKpeTHpPa B MaifMHHOTO MJIAKO, HO HiMa ajeKBaTHH H nolpe
KOHTPOJIHPAHH [POYYBAHHA NMPH KEPMAYKH, KOMTO XapaKTepHIHPAT (hapualcoxnnemxa-ra Ha
€KCKPELUMATA Ha a3HTPOMHLMH B KBPMaTa [IpH X0pa.

Depryrer :
B npoy4Banus 3a hepTUIHTET, NPOBeJeHH BEPXY IUTbXOBE ca HabmofaBaHN No-MaTko GpeMeHHOCTH

ciie]| MPHAATate 1a AsHTPOMHULMA. 3RaueHHETO Ha Te3H AaHHH NPH X0pa'e HEHIBECTHO.
4.7 EdexTn Bbpxy cnocobnoctTa 32 modupane H paboTa ¢ MAIIEER

Hsama AokasarencTsa, KOHTO [a NOKA3BAT Y€ A3UTPOMHIHH MOXKe Jia oxaxce WIHAHHE BRPXY
crocoSHOCTTa 33 modupane W paboTa ¢ MALIHHH.

48 Hexenann nekapcTBeHH peaknuu

B TabnuuaTta mo-gomy ca NPHYHCAEHU HEKENAHKTE ICKAPCTBEHU PEaKIHy, YCTAHOBEHH 10 BPEME Ha
KITMHHHH IPOYYBAHUA H OT NOCTMAPKETHHTOBOTO Hal/OACHHE, TIOAPE/IeHH 110 CHCTEMO-OPTaHHH
KJIacoBe M Mo YecToTa. Hexxenanure nexkapeTBeHM peakLiy OT nocmapxemnronoro HaOMmoaeHHe ca
H3MHCAHH B kypcug. HecToTara ¢ rpynupala COOpe] clAeNHATA KOHBEHLWAN. MHOTO YecTH (>1/10),
uecTH (21/100 xo <1/10); Hevectn (>1/1 000 no <1/100); peaxn (>1/10 000 a0 <1/1 000); Muoro
penxs (<1/10 000), c HeusBecTHA YecToTa (OT HAIHYHHMTE JMAHHH He Moxas Iia Ob1e HanpaBeHa
oueHka). IIpH Beaxo rpynupaHe Mo 4ecToTa HEXXEIaHATe TEKAPCTBEHH PEaKIiHH ca HabpoeHH B
HH3XOJAIl PeAl MO OTHOIIEHHE Ha TAXHATA CEPHOIHOCT.

Hexenanm NEKAPCTRCHE DEAKEHE BLIMOKHC UK BEPOATHO CB‘prﬂﬂll ¢ AINTPOMEBIHE,
K1acHpRANAPAAA Bb3 0OCHOBA HA ONHTA OT KIHAHYHATE NPOYyIBaHuS 8 DOCTMAPKETRATNOBOTO
Habmoaenune

Mnoro . C HeH3BECTHA
E:rc-ar:::- qecTH Yeern Heneern Penxu weerora
= 1100 oo < >1/10 000 no
KAKCOBE > 110 110 > 1/1 000 o < 1/100 < 1/1 000
Kanasposa, opanHa j}j
KaHAHA03a, BATHHANHN K
HEQEKUHH, THEBMOHHA, . )
Hudexumn u HHMpEKUHHE, IPHYHEEHH OT 4 ﬁ:::::::‘zam
uAdecTAMN re0uuKH, GaKTepHAIHH i Touka 4.4)
uHbEKUMH, GapHHTHT, )
FaCTPOEHTEPHT, PECIHPATOPHH
HapyYIMeHHA, PHHHT
E;Ez:;e:“ﬂ na JleBKOTIEHHA, Tpomboyumonenun,
aambHaTa Hosuug{;i}::::; mu’;mu "
cHCTeMa ©
Hapymwenus Ha Aunadnnaxmuny
AWrHoeaem,
HMYHHATa v pearyuy (BXK. TOIKA
cHeTeMa CBPBXYYBCTEHTENNHOCT : 4.4)
Hapymienns na
metabonuzma H AHOPEKCHA
XpRHEHETO
Henxuaan Hepenocr,
HapymeHns 6e3cbHHE
Hapymenns na JaMafHOCT, CLHIMBOCT,
HEpPBHATA InasoGonue MAPECTE3NS, JUCTEYIHA




o

MHuoro C denssectaa
DC;rc::::- wecTH Yeeru Hedecrn Penlcu qecToTs
> 1/100 mo < >1/10 000 no
KNacoBe >1/10 110 > 1/1 000 a0 < 1/100 <171 000
cHCTEMA : HCUXOMOMOPRA
. CEPBXGKMUSHOCM,
: QROCMUR, B2EY3UR,
: napocmun,
. Muacmenus 2pasuc
5 {BXK. TOUKA 4.4)
zl::;y‘:ueuua Ha BuayanHn HapymeHUA
VBpexaaHe Ha
)I:;?;u:lenm - Hapymenus 1a yxoto, BTIOUHTENHO
nalHpHATa Bepuro TITYXOTa MMM
: UYM B YIUHTS
i Torsades de pointes
(mx. TOMKA 4.4),
: apummus (BK.
TOUuKA 4.4),
BRTIONIILEANO
Copieunn KamepHa
HADYLHEHHS THasnirauus ﬁg.:nuxapdzg%
HCEH
uHMEpPean na
EReRmpoKapouo-
Zpamama (Bx.
TOUYKE 4.4)
CuaoBn
— T'opewd BEIHH Xunomowus
PecndpaTopun,
rPLAHE H Hucniesn,
MEIHACTHHAIRH EnucTakcuc
HADYUIEHHS
Huapus 3anex, draTynequus,
Iospboiane,
Cromue Gomas | By e, Bedern, Tangaamn
YpeBHH o(acTTa Ha CYXOTH B yoTam, epyxmupm, RDOMSIHG 8 yeemda .
HAPYWEHNH Kopema, Hag3BABAHe B yCTaTR, Ha esuxa
ranene HOBHIIEHO CIOHOOTIRILIHE
Hepuodpoting
HedocmambN-HOCH
OTKIOHEMA B {kormo @ pedxu
. CAVNGH 800U 00
Xenaro- YePHOAPOGHATA emupm) (63K
Guanapun $yHKIHA, P )
; mouxa 4.4),
HapYUWIeHHA Xanecmamusna @yamunanmen
menuya xenamum,
vepnodpobng
, HEXpO3d,
Peaxnmn Ha Cungpom na
borouys- CTHBBHC-
CTBHTENTHOCT JIKOHCEH,
woman O, cupten yproapus, | i
R IOEPMATHT, CYX& KOXa,
TLKRE XHTIEPXHAPO3a




C ﬂenneérna ‘

MHoro
S € R bt ST
2 no < 2 Ao
KnacoBe > 1/10 /10 = 1/1 000 zo < 1/100 <1/1 000
§ peaKums ¢
©O3MHODHIHA H -
CHCTEMHH
CHMITTOMB), OCTPa
reHepaTH3HpaHa
€K3aHTEMAaTO3HA
. ayerynesa (AGEP)
Hapymenns Ha
MYCKy/HO- OcTeoapTpHT, MUanTHA, Gonka |
CHeIeTHATA obnacTTa Ha repGa, Gonka ApTpanras
CHCTEMA K :” BpaTa
CHLEIHHHT ENiHE-
TR ThKaH
Hapyweunun na Iuzypus, Gonxa B Gubpeunre Ocmpa bvbpevna
6nGpeunre n HedocmantbuHoC,
RHKOYHHTE uHmepcmuyuaner
METHINA Hegdpum
Hapywenns Ha R
penpoRyKTHE- MerTpoparii, yapexanase Ha R
HATA CHCTEMA H TECTHCHTE '
rbpaaTa '
Ofwn ¥Mmopa, 0TOK Ha MMLETO, DoNnKa
HApPYLUEHHA H B 00nacTTa Ha repaUTe,
eerrn Ha nHpeKcHi, nepudiepeH OToK,
MACTOTO HA OTOK, HEPAIMONMKEHHE,
NpHIOKEeHHE acTeHHA
) o— TopMmenH CTOKHOCTH Ha
Spoit acmapTar
NOBNMIEH
Spoi aJlaHHH aMUHOTpaHChepasaTa,
NOBHIISHH CTOHHOCTH Ha
eosuHoduNN, GHIKPYGHH B KpLET,
TOHUKEHH
CTOHHOCTH NOBHIIEHE CTONHOCTH HA
Ha ypeﬁx’ra B KPBBTA, OBHIIEHH
CTOMHOCTH Ha KpeaTHHHH B
Hscneananns Snxapﬁouam KPBBTa, OTKNOHEHHA B
kpBETd, CTOHHOCTHTE Ha KamHii,
NoBHILEH
6poit NMOBHIUEHH CTOHHOCTH Ha
Gasodm, ankanHara docdarasa B
NOBHIIEH KpBBTA, NOBHINEHH CTORHOCTH
Ha XN0p, NOBHOIEHA [IIOK03a,
Gpolt noBHmeH Gpoit tpoMBonnTH,
MOHOLUHTH, TIOHMKEH XeMAaTOKPHT,
HOBHUIEH
o | nowmen Sumptoners, |
HeyTpodrin ——
HapanssaHus Yenoxcnenus cned
H CTPABAHHS npoyedypama

Hesxenanu peakLuy, BE3MOXXHO AW BEPOSTHO CBBP3aHH ¢ NPOGUIAKTHKA H /i
Mycobacterium avium Complex B3 0CHOBA Ha OHTa OT KIMHHYHHTE H3N

[OCTMAPKETHHIOBOTO Habmonexte. Tesn Hexenauu PCAKIHH c& paanw{iBaT
dopmure 32 HezaGaBHO OcBoGOKIABAHE WITH C YBRDKEHO 0CBOGOKAABAHE IO




CHcTeMo-opranng MHuoro gecTn YectH Heuectn
KaCOBe > 1/10 >1/100 no < 1/10 > 1/1 000 go < 1/100
Hapywenns na
MeTa60/IH3MA B AHopeKcHs
XpaHEeHEeTO
3amasaHOCT,
Hapymennn Ba HepBHATA rasobouie, ¢ | Xumoecresns
CHCTEMA napecTesHs, -
JMCTey3Ha
Busyanun
Hapymenua Ha o9HTe HApYIIeHAS
Hapymennsa Ha YX0TO H '| YBpexnane Ha ciyxa,
JTaGApHATA Tyxora ITYM B YIIIHTE
CopAeunH HAPYIIEHHAS TlannuTarpm
Huapus, Honka 8
obnacrra Ha
KOpeMa, rafieHe,
CTroMamAo-YpeBHA abaomuHanex
HApYIIeHHS AuckoMbopT,
¢rarynenuus,
BOJHHCTH
H3OPOKHEHHA
XenaroOnnuapan | Xenazur
HApPYIIEHAN )
- | Peakuym Ra
Hapymenna B3 K0XKaTa B OTOTYBCTBHTEIHOCT,
nozlplfomnam ThKAH Obpus, chpbex ::bm:g:l Ha CTHBBHC-
JxoHcEH
Hapymenns aa
MYCKYJIHO-CKeJeTHATA
cHCTEMSa H Aprpanris
CheIHEHTE/IHATA THKAH
Qpenmprmemnt NP —
acTeHUA

NpRIOXKeHHe

Crof1iapane Ha MOAO3NpaHK HEXXENAHH PeaKLHK

CrobiraBaneTo Ha MOZO3HpaBH HEXENAHK Peakiiy Clie paspellasaHe 3a ynotpeba Ha IeKapCTBOHHS
MPOAYKT € BaXXHO. ToBa Mo3pONABa Aa NpoAB/DKH HabMIOASHHETO HA CHOTHOMMECHHETO NOMI3a/PHCK 38
ACKapCTBEHUA NMPOAYKT, OT MEAHNMHCKHTE CTICHHAMCTH ¢ H3UCKBA A CHOGILIABAT BCAKA
NOJ03HPaHa HeXe/aHa peakuus upes Hanw/IHHTENHA areHIMA N0 NekapdTeara, yi. . Jlaman pyen”
Ne 8, 1303 Codun, Ten.: 02 8903417, yebealit: www.bda.bg.

4.9 1lpeaosmpane

Hexenaunte ¢p0MTHA, HAONI0(ABAHK [IPH NO-BHCOKH OT MPENOPBYHTENHHTE N03H, ¢a MOJo6HM Ha
Te3H IPH HopManHH Ao3H. [Tpu npeaosupane ¢ HeoGxoAMMO MpuiIarase Ha o6y CHMITTOMATHYHHU K

NoAOBPKALLH CpeacTaa.

5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 ®apmaxolHHAMHYAH CBOLCTBA
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DdapMakoTepaneBTHIHA rpyna; Makpoltuay, JHHKO3aMUAK K cmemorpgmm, Maxkpomupd, ATC
kox: JOIFALQ

Mexanuzom na delicmeue ,

A3HTPOMMIIHH € MaKPOJIHEH aHTHOHOTHK OT TPYTIaTa Ha a3amHANTe. XHMHYECKH Ce MOTyJaBa 9pes
npHGaBAHe Ha a30TEH aTOM B JIAKTOHHHA RPbOTEH Ha epHTpoMHIMH A. Herosoro xuMuuno nMe € 9-
deoxy-9a-aza-9a-meTinl-9a- xomoepurpoMiLMH A. Monekynnata My Maca e 749,0. Toit motucka
CHHTE3a Ha NPOTEHHH B GaKkTepualHaTa KIeTKa Upe3 CEbp3BaHe ¢ pubozomanTe 50S cySenmmmim H
HHXHOHpaHe Ha NENTHAHATA TPAHCIOKAIHA.

Mexanusvm na pezucmenmmnoc

Pe3sucTeHTHOCTTA KBbM a3UTPOMHELIAH MOxe a Oblie BpoZeHa WK npn.uo6m HMa Tpr OCHOBHM
MEXaHH3IMa Ha Pe3UCTEHTHOCT IIpH OaKTepHiTe: YBpe/aHe Ha TapreTHATa 30Ha, YBpeKIaHe Ha
S8HTHOHOTHYHHA TPaHCTIOPT M MoAuGHIMpare Ha AHTHOHOTHKA. :

IibHa KpbeTOCaHA PESHCTEHTHOCT CHILIECTRYBA MEXIY Sireplococcus pneumomae, bera
XEMOJINTHIHH CTPeNTOKOKH ot rpyna A, Enterocaccus faecalis u Staphylococcus aureus,
BKTIOMKTENHO METHLIMIHH pe3nucTeHTeH S. aurens (MRSA) kM epm’pomuum A3HTPOMHIIMH, APYTH
MaKpOJIHAN B JIMHKO3aMHIH. _

I'panuyu na wyecmeumennocm

I'paHuIMTE Ha YYBCTBHTEIHOCT KbM 83MTPOMHLMH 32 THIIMYHHTE Gampuanﬂn NATOTEHH CHENIACHO

NCCLS ca:

. Uyscreurennw (S) <2 mg/l; pesicrentnn (R) > 8 mg/l.

. Haemophilus spp.: vyscreutennn (S) <4 mg/l.

* Streptococcus pnewmoniae and Streptococcus pyogenes. qyammnn () <0,5 mg/l;
pesucrenTH (R) > 2 mg/l.

Uyscmeumennocm

IIpeo6nanaBaneTo Ha NPHAOOHTATA PE3UCTEHTHOCT MOXKE Aa BapHpPa reorpa(pcm H BBB BPEMETO 38 .
OTIpe/ieNieHH IAMOBE, MOPaiK KOSTO € AKEeAaTe/IHO MOI3BAHETO Ha JIOKATHHUTE JaHHH, 0CO0eHO IPH
TpeTupaune Ha Texxy uadexim. [py neobxoavmocT, TpAOBa Jia ce NOTHPCH EKCTICPTEH CHBET, KOTATO
NOKanHaTa nNpeobiaaBaia pe3HCTEHTHOCT € TaKaBa, ye MojsaTa oT ME/MIKAMEHTA NIOHE (pH HAKOMKO
THITA HHQEKIMHE ¢ AUCKyTabunHa.

Tabmuua: AuTHOaKTEPHATIEH CIEKTED HA A3ETPOMHIMH.

O06nuaiino 9yBCTBHTENRH MIAMOBe

Gram notoxHTeIHH aepofn

Staphylococcus aureus
. Methycillin-qyBcreuTeaHu

Streptococcus pneumoniae
Penicillin-qyBcTBHTE THE

Streptococcus pyogenes (Group A)

Gram oTpauaTenns acpobu

Haemophilus influenzae
Haemophilus parainfluenzae

 Legionella pneumophila

_f Moraxella catarrhalis

Pasteurelia multocida
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ARaepoOHE MHKPOOPTraHAIMH

| Clostridium perfringens

i Fusobacterium spp.

Prevotella spp.

| Porphyromonas spp.

JApyra MHKpOOpPragn3Mue
Chlamydia trachomatis

Mukpoopranu3MHi, HpE KOHTO TPHIOGHTATA PEIHCTEHTHOCT MOXKe Jia € mpobirem

Gram nonoxureann aepobu

Streptococcus pneumoniae
 Penicillin-MexxgHHHH
‘Penicillin-peancrenTn

i BpoaeHO pe3ncTEHTHH OpPraHH3MH

Gram noJoKATEIHA Acpoln

Enterococcus faecalis
‘Staphylococci MRSA, MRSE *

AnaepoOHE MHKPOOPranA3MHA

%Bacteroides fragilis group

* Tlpu METHIIANHH pe3nCTEHTHHTE cTadUNOKOKM ce HaJonaBa BCOKo npeofianasane Ha
NpHAOOKTA PEIHCTEHTHOCT KbM MaKPOJIHAM M €A ITOCTABEHH TYK, 3aI0TO TE PAAKO CA YYBCTBHTENHH
KbM a3UTPOMHULIAH. :

5.2 PapMakoOKHHETHYHH CBOUCTEA

Abcopbyun
BuonanuvHocTTa Cile/l nepopaieH NpHeM € 0Koao 37%. MakcHMAIHH Tia3sMEHH KOHLICHTPALIMH c&
noc¢THrar 2-3 9aca cie NpHeMa Ha NpoaYKTa. ' '

Pasnpedenenue ‘

[lepopanHo NpHeTHAT a3HTPOMHIMH C€ pa3npeneNs 3HAUMTEITHO B LIIOTO TAIO B Pe3yNITaT Ha BHCOKA
CTEMNeH HA ThKAHHO NPOHHKBaHE. BB dapMakoKUHETHYHHI IPOYYBAHKA & YCTAHOBEHO, Ye HIMEPeHITe
KOHLIEHTPALMH Ha A3HTPOMHLMH B ThKAHHTE ¢A OTYETIIHBO T10-BHCOKH (B0 S0 IThTH) OT Te3H H3MEPeHH
B IJ1a3MATA, KOSTO MOKA3Ba 3HAYMTENTHO THKAKHO CBEP3BaHe.

CeBp3BaHeToO ¢ IUIASMEHHUTE NPOTEHHH BAPHPA B 3aBHCHMOCT OT IJIa3MEHATA KOHLIEHTPALHA H C¢
AsrxH oT 12% npu 0,5 pg/ml no 52% npn 0,05 pg/ml asurpomunuz/ml nnasma. Cpeanuar ofeM Ha
pasnpeneiieHHe NP paBHOBECHH KOHUEHTpannH (VVy) e 31,1 1/kg. '

B npoywusanis npH JKABOTHH ¢a YCTAHOBEHH BHCOKH KOHLEHTPAIHH Ha a3WTPOMMIAH BB

taroruurHTe. YCTAHOBEHO € CBILO, Y€ TI0 BPEME Ha AKTUBHATA (harolMTosa, No-BHCOKH KOHIIEHTPaLHK
Ha a3HTPOMHILIHH C€ O0CBOGOXKNABAT OT HEAKTHBHHTE (parolHTH. B )KHBOTHHCKH MOIETH TOBa BOIH A0
OCHIypABaHE HA BHCOKH KOHLISHTPALMK Ha a3uTpoMuiH B undexTHpanara obnacy.

Erumunupane :
TepMUHATHMAT NIA3MEH NOMYKHBOT HATHITHO OTPa3ABa eMHMHHALOHHNS TTOTYAKY
2-4 guu. '

12



Oxos0 12 % OT HHTPaBEHO3HO NPUIOKEHKA A3HTPOMHLIMH Ce eKCKPETHPA ¢ YPHHATA B PAMKHTE HA

3 pa. OcobeHo BHCOKH KOHLIEHTPALMH OT HENpPOMEHEH a3sHTPOMHLIMH CA OTKPHTH B JOBEIIKATA
#TbYKA. B JKrpukaTa ca OTKPHTH CBILO Taka H AeceT MeTabomuTa, KOHTG ¢a NomyueHH upes N- 1
O-mileMeTHIIHpaHE, XHAPOKCHIHPAHE Ha NE30CAMHHOBHTE H ATTHKOHOBHTE MPLCTEHU H pasiienBane Ha
KNaJHHO3HHAA KOHIOraT. CpaBHEHHETO Ha TEYHOXPOMATOrpadCKuTe PesyNTaTH U MEKPOGHOIOTHMHITES
aHAMK3H M0KA3BAT, 9¢ MeTalONHTHTE Ha a3UTPOMHIMH HE Ca MHUKPOGHOIOTHIHO aKTHBHH.

5.3 IlpeaxnaREuEA naHuH 33 He30MACHOCT

Habmonaeaua e pocdonumunosa (MHTpaleTy1apHO HATPYTIBAHE Ha GoCHONMHIUIM B HAKOM THKAHK
(Hanp. oKo, raHIVIMH Ha 33JHOTO KOPEHYeE, YepeH Npob, ATbHeH MeXyp, Op0pek, Aanak WHm
[TAHKpeac) MpH MHIIKY, DTLXOBE H KY4eTa, HA KOHTO ca MPHIArAHH MHOTOKPAaTHH JJ03H A3HTPOMMIIHH.
®ochonunuaosa ¢ 6una HabmoaasaHa B mogoGeH pasMep H B TEKAHWTE Ha HOBOPOAEHH ILTBXOBE H
KyseTa. EQexTsT ce ¢ okasan obpaTHM clien NMpeKpaTasaHe Ha JIEYSHHETO ¢ a3HTPOMMLMH,
3HaueHHETO HA Te3W HAXOJKH 3a JXHBOTHHTE H XOPaTa € HEM3BECTHO,

Kapyunozenen nomenyuan 0
He ca npoBexnaHl ABITOCPOYHE NPOYYBAHKA IPH KHBOTHH 34 OLEHKA 1§a KapLMHOT CHHUA
NOTEHUMA, Thi KATO MEIMKAMEHTBT € NOkA3aH CaMo 38 KPATKOTPalHO jeveHue 1 He e HMano namm,

NMOKa3Bal(H KapiHHOMCHHA AKTHBHOCT. .

Mymazenen nomenyuan
He ca ycTaHOBEHH JAAHHH 38 HOTEHLMA 33 TeHETHIHH H XPOMO3OMHH Myralmu TpH in Vivo u in vitro
TECTORH MONEIH,

Penpodyxmusna moxcuurocm :

TIpu npoyvBaHuA ¢ AHBOTHH OTHOCKO eMOPHOTOKCHUHHTE e(eKTH, He ¢4 YCTAHOBEHH TEPATOreHHH
eeKTH pH MUIIKK K MTsX0Be. [IpH TUIBX0BE, A3UTPOMHLIMH B J03H oT 100 n 200 mg/kg Terno
AHEBHO € NpeH3BHKa JIeKo 3abassHe BEB deranaTa 0CHOMKALIAR ¥ B YBE/IMUABAHe HA TEITIOTO HA
MaikHTe.

6. PAPMANEBTHYHH JAHHHW

6.1 Coucbk Ha IOMOMHHATE BeIIECTRA
Jlaxtosa, Ge3poana

IMmennyHo HUMECTE

Maruesues creapat

Hatpuen naypuncyndgar

Cucmas na mebpoa Heenamunosa xancyna
AzopyOuH

TuTaHOB AHOKCHI

Kenatnu

6.2 HecpLBMecTHMOCTR

Henpunoxumo

6.3 Cpok Ha rogaOCT

2 roguHK

6.4 CoenuanHu ycJIoBBA HA CLXPAHCHHE

Jla ce cexpansna nox 25°C,
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6.5 Buxn craAbpkaHHE HA ONAKOBKATA

ITo 6 TeBpAM kancynu B Gmuctep ot PVC/amymMunneso donuo; 110 eHH GnEcTep B ONIAKOBKA.
Io 8 Tevpaw kancymm B 6muctep o1 PVC/amymunnero (o/no; no exuH SIIMCTep B ONAKOBKA.

6.6 CHenEANHE HPeAUA3HH MepKH IPH HIXELpJSEE R paboTa

Hensnon3aHuaT IeKapCcTBEH NPOAYKT WIH OTATBYHITS MATEPHAIH OT Hero TpAGBa ia ce HIXBBpPIIAT
B CHOTBETCTBHE C MECTHUTE U3HCKBAHMA. '

7. HPHTEXATEJI HA PAZPENIEHHETO 3A YIIOTPEBA
'Alvogen Malta Operations (ROW) Litd.

Malta Life Sciences Park

Building 1, Level 4

Sir Temi Zammit Buildings

San Gwann SGN 3000, Manta

8. HOMEPA HA PASPEIIEHUETO 3A YIIOTPEEBA

Per. Ne 9500192

9. JATA HA ITLPBO PABPEIIIABAHEIIIO,IIHOBFIBAHE HAE_PA3PE111EHHETO 3A

YIIOTPEEBA
Hata Ha mepBo paspemasane: 12,07.1999 .
Hara Ha nocneano noqHosaeane: 21.01.2010T.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

12.2018
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