KPATKA XAPAKTEPHCTHKA HA PO

O or s
1. MMEHA JEKAPCTBEHMSI IPOAVKT =~ " 2 ( / /., /;.7 /_7 /, J-'J”Z 3y
HOKCULIMKJIAH TZF 20 mg/ml undysuonen pasteop 14 03 ZI}ZZ

DOXYCYCLINE TZF 20 mg/ml solution for infusion LK s

2. KAYECTBEH H KOMHYECTBEH CHCTAB

Beexu 1 ml pasteop chaspika 20 mg AOKCHUMKIEH (KaTO AOKCHUMKNME Xuknat) (doxycycline hyclate).
5 ml pazrsop (enHa amnyna) ceaspxka 100 mg nokcHumKIMH {KaTo AOKCHLMKNIME XHKNaT) (doxycycline
hyclate).

[ToMouiHy BelecTBa ¢ 3BECTHO AeiicTBHe: HaTpues MeTabucyndur (E 223).

3a MBLIHMSA CMHCHLK HA NOMOILHUTE BelUeCTsa BHkTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Hudy3HoHeH pasTBOD.

BHCTED, IKBIT [0 xadeHKKAB Mpo3pateH HH(PYIHOHEH Pa3TBOP, MPAKTHYECKH CBOOOASH OT BHIMMH

YACTHLM.

4. KJMHHYHU JAHHH

4.1 TepaneBTHYHH NOKA3IAHAS

. HMndexumu Ha ropHATE B JONHHUTE AMXATENHH THTHINA (HANp. TOHIWIHT, PapUHTHT, OTHT,
CHHY3HUT, GpOHXMT, MHeBMOHMA), NpuuriHeHu oT Haemophilus influenzae, Klebsiella spp.,
Streptococcus pneumoniae, Mycoplasma pneumoniae, Chlamydia pneumoniae

. Hndexuru Ha THKOYHUTE NLTHIUA - WHCTHT

» Wndexnrn, npeaasany Nno MoNoB BT - HEYCIOKHEH YPETPHT, BB3NAIHTEHE ChCTOSHUA B
~ ofnacrra Ha Majikua Ta3, NpuuHHeH oT Chiamydia trachomatis, Ureaplasma urealitycum

. CromawmHo-4perHH HHOEKUMHM, TPHYUHEHH OT Salmonella spp., eHTepONaTOreHHH WaMOBe
Escherichia coli (rsTHuuecka anapus), Entamoeba histolytica, Shigella spp., Vibrio cholerae,
Clostridium spp.

. Mndexunn Ha xoxarta # MeKHTe ThKaHH, BKIFOYHTETHO TEXKH (POPMH Ha aKHe BYJIrapHc,

IObKAITH C€ TYBCTBHTENHH KBM JOKCHLMKIIMH MUKpHOpranu3Mu (Hanpumep Clostridium spp.,
Propionibacterium acnes, Staphylococcus aureus), aKo aHTHOHOTHYHATA TEPaITHA Ce CYHTA 32
HeobxomMHMa.

Koraro ce Biema pewenue 3a nedenue ¢ JOKCHULIUKITMH TZF undysunoses pa3rsop, TP,

4.2 Io3UpOBKA H HAYHH HA NPHJICKEHHE

JOKCHLIMKJIMH TZF undy3uoHeH pasTBop MOKE fia C& NPUIAra caMo KaTO H

BripacThu 1 Aeua Ha p3pact oT 12 no 18 roapuu



Ha mepeus feH oT Neyenuero ce npuiaratr 200 mg TOKCHIMKAMH (2 aMITyaH) KaTo eAHHUYHA 1033 UIH
pasjeiiest Ha 2 71031 - 100 mg Ha Bceku 12 yaca, mocnepady oT noANEPKama Ao3a oT 100 mg/axesto.
[Tpn Tesxxy HH(EKLMN Npe3 e NepUoy Ha ledetue Tpabsa aa ce npuiarar 200 mg aHeBHO.

Hena Ha spapact Mexny 8 w12 roaunu (Bx. Touka 4.4)

3a neveHHe Ha TEXKM MHQEKIMH NMPU Jeua Ha Beapact ot 8 a0 12 roauHH TOKCHUHKIIHH MOJe Aa ce
H3MON3Ba CaMO B CHTYAUMH, KOTATO JPYTH JIEKAPCTBA HE ¢3 HANHYHM H HIMA BEPOATHOCT HAIMYHUTE
nexkapctpa fa Ob1aT eheKTHBHE WK CA IPOTHBOMOKA3AHM.

I[Ipu TaxuBa obcTOSTENCTRBA HOZHTE 34 JIEUEHHE HA TEXKH MH(EKIMH Ca KaKTO clleasa:

IIpu deya c meano 43 kg wiu no-manko - HadaiHa noza: 4,4 mg/kg (KaTo eqHOKpaTHA 2032 MAH Pasjeiena
Ha ABE 103M), NOCENBAHA OT NoAxbpKAILA /1032; 2,2 mg/kg (kato eAHOKpaTHa A03a WM pa3/ieiieHa Ha
ABE 1034). 32 OBIAAABAHETO HA MO-TEXKM HHEKUHY TPs68a na ce npuiarat ao3u 20 4,4 mg/kg npez
LENHA NIEPHO HA JIRYSHHETO,

Heva c mezno nao 45 kg — tpabea Aa ce H3noN3BaT JO3UTE 33 BEIPACTHH,

Helia Ha BB3pAcT 110 8 roauun
HoxcHumiinx He TpaGBa aa ce ynotpelGasa npi geua Ha BHIPACT 1104 8 FOHHH NOPAIM PHCK OT MPOMAHA
B UBETA HA 360mTe (B, TOUKM 4.4 1 4.8).

IIpoABKHTETHOCT Ha NIEUYEHHETO

Hoxcuunrnun Tpabsa na ce nphnara MHTPABEHOZHO CAMO KOTaTO MEpOPAIHATA Tepanis e HeeeKTHBHA.
Ilpenopruea ce nponkMKaBaHe HA TepanMATa C MEPOpasHA JexapcTBeHa opma cen nogodpasase Ha
CLCTOAHKMETO HA MALHEHTA.

JleueHHETO ¢ AOKCHUMKTHH TPAOBA 8 NPOABLKH OT 24 10 48 yaca CIEX KaTo CHMITOMMTE OT3BY4ar.
Korato ce n3non3esa npu 6era-XeMONHTHYHM CTPENTOKOKOBH HH(eKUMH, TepanuaTa Tpabea fa
Ipoab/uKH notHe 10 aHu.

Hauun na npunoxenne
Hoxcruumkmas Tp:bea aa ce npunara GaBHo, caMo KaTo uHTpaBeHo3Ha HH(y3Ha. Hudysnara tpabsa na

Ce npunara g NpoAb/bkeHHe Ha 1 1o 4 yaca (se nmo-manko ot | 4ac H He noseue ot 12 vaca).
PasteopuTe, CHABPKAIU AOKCHIHHIHR TPAGBA Aa GpAaT 3a1IMTEHH OT CBETIHHA.

He chxpanaBaiiTe paspeseHuTe pa3TBOPH Ha JOKCHUMEKIKH.
3a ykasaHHs OTHOCHO Pa3pe)kJaHETO Ha JICKAPCTBEHMs NPONYKT fIPeiM NPUIIOKEHHE BIDKTE TouKa 6.6.
4.3 IIporkBonokazagun

CBpbXYYBCTBHTENHOCT KbM JIOKCHIHKIIHH MITH JPYTH TETPALMKIHHH, HIH KbM HAKOE OT MOMOIIUHHTE
BELeCTBa, H3GpoeHu B Touka 6.1.

BpeMeHHOCT H KbpMeite (Bx. Touka 4.4 OTHOCHO ynoTpebarta Ha JOKCHIHKIMH 110 BpeME Ha Pa3sBHTHETO
Ha 30uTe M TOuKa 4.6),

4.4 Cneuuansu npegynpexaeHns H NPeANAIHH MEPKH GPH ynorpeba

INeauarpuuna nomynauus
Ynotpebara Ha nekapcTea OT TETPALMKIIMHOBATA FPYNA MO BpeMe Ha pa3BHUTHETO Ha 360MTe (BTOpaTa
nnonosHHa Ha SpeMeHHOCTTA, KbpMauecKka B3PacT W JETCKA BB3PACT A0 8 rOIMHH) MOXKE Ja NOBEAE J10
TpafiHa NPoMAHa B LBETA HA MOCTOAHHMTE 360K (KbATO-cHBO-KadAB0). Tasu HexeTaHa peakily ¢ no-
4ECTO cpelllaHa TpH [IPOAbIKHTENHA yoTpeba na JleKapcTBaTa, HO ChILO TaKa € HabMIOJaBaHa Y cnejy
MHOTOKPaTHH KPATKOTpaiHH Kypcose Ha jieyeHue, Crobinasa ce Cho 3a X AT TR SRQHMA eMaiin.
VYnotpebara Ha JOKCHIMKIYMH NPH Aelia HA BB3pacT nof 8 roaunu ¢ o6ocHORS 3
a[IeKBATHE AITEPHATHBHA Tepamnus, a NOTeHLMANHHTE T10J13H MIPH TEXKH
cberostvg (Hanp. Rocky Mountain netauct T (RMSF)) Hageuuasar pé
upera Ha 3E0HTe.




Bbrnipexu 4e pHCKBT OT IIOCTOSHHA IPOMAHA B LiBeTa Ha 3:0UTe € pATBK NPH Acla Ha BL3pacT ot 8 ao 12
TOMHH, IOKCHIHIUTHH TPAGBA J1a Ce H3IMON3Ba B CHTYALIMY, KOTATO JPYTH JIEKApCTBa HE ¢4 HATHUHU H
HAMA BEPOATHOCT HATMYHHTE NeKapceTBa Aa Gu0aT epeKTHRHY WM Ca NPOTHBOMOKA3AHY,

H3non3paiiTe ¢ NOBHIIEHO BHHMAHHE TIPH NALMEHTH ¢ YepHOAPOGHO YBPEXAGHE HIIH IIPH TAKHBA, KOHTO
O/TYMaBaT APYTH XENaToTOKCHYHK AckapcTsa. [Ipn Te3y naypenTH 1o Bpeme Ha nedeHueTo Tpabsa
PenoBHO Jia ce NpaBK OlieHka Ha YepHOApobGHaTa (yHKUMA U KPEBHATA KapTuHa. HuBoTo Ha
HOKCHLMKIIHH B KPBBTa TPACRA 1A c& OMpeAeny, ako € CNpaBAaHo.

[lo Bpeme Ha TepanusTa Tps6Ba Aa ce M30ATBA WINATAHETO Ha CIBHYCRA CBETIIHAA HITH H3KYCTBEHA
YITPABKOMIETOBA CBET/IHHA (HAlIPHMEP CONapHyMU), NOPaTH BE3MOKHOCTTA 3a N0SBa Ha HOTONEPMATO3Y.

H3nonasaneTo Ha AOKCHIMKIIMH MOKE Ja A0BEIE A0 CBPBLXPACTEIK HA HEUYBCTBHTENHH
MHKpPOOpraHu3mMu, Hanp. Candida. Tlpy nosBa Ha WHGEKUMA ¢ HELYBCTBHTENHH MUKPOOPraHH3MH,
JIEYeHHETO C NOKCHUHIUTMH TPAOBA [a Ce NMPeyCTAHOBH M [Ia ¢€ HAZHAYMH MOIXOILA TeparHs.

AKO Ce NosBH TEXKKA, NepCUCTHPAILaA auapus, TPAORa fa ce UMa NPeABHA NCeBAOMEMOPAHO3EH KOTHT (B
nope4ero cnyuau npuunHed ot Clostridium difficile). B To3u caydait aHTHOMOTHYHOTO neueHue Tpabsa
Jia ce npeyCTaHOBM U 1A CE 3aN0YHe MOAXOJALIO JleYeHHe.

Vrorpebara Ha NPORYKTH, KOMTO HHXMOMpAT NEPUCTAITHKATA € IPOTHEOTIOKA3AHA.

ITpH neyenHe Ha BeHepHyecKH 3a00AABaARMA, IPH KOMTO €€ NOAO03HPA CHNBTCTBAINA HHPEKLMA Che
cuguikc, Tpadea Ja ce NpoBeXAaT NOAXOAAUH AVAFHOCTUYIHH H3CAEIBAHHS, BKIIOYHTENHO
MHKPOCKOIICKH H3C/ENBAHHA C THMHO TIOJNE,  CEpOIOrHYHM KPbBHM TecToBe (TecT Ha BacepMan)
€KEMECEUHO B NIPOALKEHHE Ha Hal-MAJIKO YeTHPH MeceLa.

IIpH HAKOH NAUHEHTH CBC CNHPOXETHH HHEKLHMHA MOXe /1a Bb3HUKHE peakuus Ba Jarisch-Herxheimer
PeaKims CKOPO CJIEN HA4aloTo Ha NnedeHKHeTo ¢ AoKCHuukipH. [Taumenrure Tpabea na 6bnat ysepenny, 4e
ToBA ¢ 00H4aiiHo, CaMOOrpPaHHYABAIIIO C& CACACTBYE OT AHTHOHOTHYHOTO feueHHe Ha HHdeKLMH,
NPEAH3BHKAHO OT CNHPOXETH.

H3uckaa ce nosuimeHo BHHMAaHHE, KOraTg JOKCHUHIITHH C€ NPpUNara npy naryaeHT! ¢ MUACTCHHA PaBUC,
1py TE3H NaUHECHTH MOXE [1a HACTBNH 3acCHIeHAa MYCKYJ/1Ha crnadoert.

Hma cpobuienus 3a nopdupua npu nauueHTH, NONYYABALH TETPALMKITHHH.

HOKCHUHKNHH MOXe Ja Npear3BHKa o60CTpaHE HAa CHMITTOMHTE NIPH NAUMEHTH CbC CHCTEMEH JTyIyc
epHTeMaTo3yc.

BomGupana donratena npu KepMauera i J06pOKANECTBEHA HHTPAKPAHKAIHA XUITEPTOHHA TIPH AEUA H
BB3PAcTHH Ca AOKIAABAHH, IPH NALMEHTH, NOMYYHIH TEPANEBTHYHH JO3H. T€3H CECTOAHHA OTIBYHaBaT
61p30 cien npexpaTABaHe Ha IPEMA Ha JIEKAPCTBOTO.

Tosu npoayxT ecvabpxka Hatpuer metabucyndur (E 223) u nopaly TOBa B PeaKy ClyHau MOXKe 1a
NPHYHHE TEXKH PeaKkLiiK Ha CBPBHXUYBCTBHTEIHOCT H OpOHXOCHATEM.

4.5 BsanamoaeicTBHe ¢ APYTH AeKAPCTEEHH MPOXYKTH H APYrH HOpMH HA BIAHMOCHCTBHE

TetpaurkauHHTe 3aCHIBAT €PEKTUTE HA KYMAPHHOBHTE AHTHKOATYJIAHTHH H ¢

npofykTi. Moxe fa ce Hasj0xH HaManaBaHe Ha J03aTa HA TE3M JIeKapcTBeH

M3M0N38a JOKCHITMKIHH,

TeTpaunkinHHTe

- NOBHILABAT He(BPOTOKCHYHOCTTA HA METOKCHGIYPaH W APYrH NOTEH
JeKapcTsa,

NOBKINABAT TOKCHYHOCTTA HA METOTPEKCAT H LIMKJTOCTIOPHH A;
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- HaMansBar echKTHBHOCTI‘a HA NCpOPpANHHTE XOPMOHANHH KOHTPAUEITTHBH. Hpenopﬁqsa cC Ja ce
H3NON3BAT AOITBJIHKTCNHA e(bel(THBHH KOHTpPaUSMTHRHHA METOOH 1O BpEME HA JACUYCHHETO €
AOKCHLHKIIHH.

JlexapcTaa, MHAYUHPAITY MHKPO3OMATHH eH3HMH, Kato GapbuTypaTy, kapbamaszenuy,
AUQEHHTXUAGHTOMH, KaKTO H a/IKOXO0J1, 32CHIBAT MeTaboNH3Ma Ha JOKCHIIMKIIMH, KATO 110 TO3H Ha4YHH
OUOMOTHYHBUAT MY TIOTYXKHBOT H TEPaneBTHYHHAT ekt Morat Ja 6baat namanenu. [Tpn nanuent,
MpHEMALIH TTOCOHEHHTE JiekapeTsa, Tpatna 1a ce o6MMCIM BB3MOKHO MORHIIABAHE HA IHEBHATA 1034
AOKCHIIMKNIHH.

CToMaliHo-YpeBHUTE HEKENAHN PEaKIIMH Ca TI0-YECTH, KOTaTO NOKCHUMKITHH C€ TIPUIIATa EAHOBPEMEHHO
¢ TeohHIKH.

4.6 @epruanrer, GpeMeHNOCT H KbpMeHe

BpeMennoct

JokcHumKnH He TpaGBa fa ce U3NOa3Ba NO BpeMe Ha GpeMeHHOCT, [IpoyUBaHUATA MPH JKUBOTHH
TNIOKA3BAT, Y€ TETPALMITIMHUTE NPEMHHABAT NITaLeHTapHaTa GapHepa U ce HATPyTBaT BbB PETATHUTS
THKAHH. YCTAHOBEHO € ChINO, Y€ AOKCHUMKIMH, B CPABHEHHE C APYTH TeTPALMKIHHH, IOKa3Ba NO~HHCBK
auHHTET KM Maamy, 6bp30 PacTALM THKAHHK, HO TOKCHYHOCTTA 3a PA3BHBAIHA CE IUIOX He MOXKe Ja
6bne u3kmoueHa. JOKCHUMIUIMH, IPHAAraH 110 BpeMe Ha GpeMEeHHOCT, Mosice A2 MPHYHHY NPOMIHa B
UBeTA Ha 30HTe W XMIONIasus Ha 350HKA eMaill IpH eTeTo.

Krpmene
JIOKCHIIHKNIHH ce eKCKPETHpa B MaliuMnoTO Miaxo. KbpMesero Tpabea aa 61ae cnpsaHo 3a Nepuosa Ha
JIEYEHHE ¢ NOKCHIMKIIHH,

4.7 Edexrn Bupxy cnocobuoctTa 2a wodupane n pabora ¢ MaiMBH

B n3onupany ciyuau ca HaGOfaBAHA [IPEXOAHU 3PHTENHH HapYIIEHHS, KOHTO MOTAT Jia NIOBNMAST
6e3onacrocTTa pH wodHpake.

48 Hewxenan: NeKAPCTBEHH PEAKUHM

Hexenauure peakuus, Habmonasany Npy NALHEHTH, NOAYYaBAIIH TETPANMIUTHHH, BITIOUHTEIHO
JAOKCHLMK/MH, ca IPE/ICTAREHH TI0-A0NY.

Hexenanure peakiuu ca xiacHUUHPaHH [0 YECTOTATA HA 0SB4, KATO CE 3aTI04HE OT Hali-uecTo
CPCIIAHHTE, CHINACHO CNIEAHATA KOHBEHLIMA.

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

Mhoro penxu (<1/10 000)

C neussecTHa uecTOTa (OT HAJIMYHMTE JIAHHN HE MOKe 1a OBIE HAIPABEHA OLISHKA).

Hndexunn n undecraunu

C neuseecmua vecmoma: TpH TPOXLIKATENIHO KM MHOTOKPATHO JIEYeHUE ¢ AOCKHLMKIMKE MOTAT Jia ce
NOABAT AOKAIHH KOXHHM WIH €MHMTENHA WHPEKLMY C HeYYBCTBHTEHH OaKTepHH MM rbOHUKH:
BE3NANKTENHA HIMEHEHMA B aHOTEHHTaNHATa 00/acT, opanen MyKO3HT H IFIOCHT, BAFKHHT.
HabmonasaHu ca 1 NceBAOMeMOPaHO3EH KONHT H CTAGHIOKOKOB EHTEPOKOIHT.

Hapyienus Ha xpbaTa 1 J[HMQEH&TH. CHCTOMA

C Heusgecmug vecmoma: XeMONWTHYHE AHEMHA, TPOMOOLUTONIEHHS, HEYTPONEHKS!, NOPhHpPHS,
€03HHODHTHA.

Hapymenns Ha UMyHHaTa cHcTeMa
C Heusgecmua yecmoma: CHMITOMH Ha cepyMmta GonecT, aHruoezieM, ana
XHNOTOHHS, JUCOHEN, TAXHKAPAHA, NEPUKAPIHT, aHadHIAKTHYEH [OK, P
(mok. Touka 4.4).

Hapymemm Ha CHAOKPDUHHATA CHCTEMA




C neussecmua vecmomama: NPY NALMEHTY, TIPHEMALIH TETPALMKIKHH 32 OPOLB/DKHTENEH IePHO], OT
BpeMe, ce HabmonaBa KahaBO~-4EPHO OLBETABAHE HA THKBHTA HA LUMTOBMHATA XJie3a Ge3 HapylieHns Ha
GYHKUMATA HA MHTOBHIHATA JKIE30.

Hapyiuenus Ha HepBHaTa CHCTEMa
Muozo pedxu: GomGupana doxTaHena npu KhpMaveta M 10OPOKAYECTBEHE HHTPAKPAHHATHA XHITEPTOHUA

npu feua ¥ Bb3pacTHH ¢a chobLaBati Cliel] OTyuaBaHe HA TEPaneBTHYHH o34, CHUMITOMKTE HA
XHIEPTOHHA BKIIOYBAT 3aMBIMABAHE HA 3pEHHETO (CKOTOMATA, JMISIONK).
C neuzgecmua vecmoma. rnaroGoine, 3aMasHOCT, BHE3AMHO 3a4EPAABAHE HA JIMLETO.

HapyiieHnda Ha YX0T0 U nabupuura
C neusgecmua vecmoma. IIyM B YIIMTE.

CToMAaHO-4YPEBHU HAPYIUEHUS

C neuseecmua yvecrmoma: aHOPEKCHA, PaAEHE, OBPELILAHE, AHAPHA, KOPeMHa Bonka, aucharnd,
€30(harkaHa yIgypauua (No-4ecTo Ce CPella MPH NaLHEHTH, TIPHEMAILH IIEPOPANHHE J03H JOKCHLIMIIHH
noj gopmata Ha kancynu). Edexrure 06HKHOBEHO Ca IEKH M OTHIYMABAT CREA CNIMPAHE Ha JIEKapCTBOTO.
TerpaunknuHUTE MOTAT Ja (PESAM3BUKAT NPOMSHA B BETA Ha 350UTe.

Croliuasa ce 3a o6paTHMa U IOBBPXHOCTHA IPOMAHA B LBETa Ha NIOCTOSHHHUTE 3501 chiell nevenie ¢
JOKCHUMKIIMH, HO 4eCTOTATA He MOKe fa OBbJie OleHeHa OT HAJIHYHHTE JaHHK, BIKTE CHIIO Touka 4.4,

XenaTo-OUNHapHK HAPYIUEHHS

Peoru: napyienus sa YepHoapoOHata GyHKLHA ¢ MPEXOAHO IOBHIUABAHE HA [ADAMETPHTE Ha
yepHOApoOHATa (PYHKIMS, XeNnaTHT, YepHOAPoGHA HEJOCTATHYHOCT, CBLP3aHA ¢ XKJITEHHLA
Mrno20 pedxu: naHkpeatnr.

Hapyuienya Ha Koxara i MQAKOKHATA ThKAH

C neusgecmua vecmoma: oGpHBH, CEPOEK, YPTHKAPHS, GOTOMYBCTBUTENHOCT, €KCHOAHATHBEH
LepMATHT, epyTeMa MyaTHdOpMe, CHEAPOM Ha CTHEBHC-JKOHCHH, TOKCHYHA eNTMAEPMAaTHa HeKponu3a
(cuuapom Ha Jlnen), poTooHMXONU3A.

Hapyiienus na MycKyJIHO-CKE/IETHATA CHCTEMA M ChEINHUTENHATA ThKAH
Muozo pedxu: aprpanrus, Muanrud. Hapyienus B pa3sutveTo Ha 3s6HTe, MpoMARA B LIBETA HA eMaiia.

Hapyinedns na 616petre B HHKOYHATE METHINA
C neusgecmia vecmoma: NOBMILEHM CTOHHOCTA Ha yped B KPHBTA.

O6mn HapylleHns M eheKTH Ha MACTOTO Ha MPUIOKEHHE
Peowu: TpomBodunetur.
C neussecmua vecmoma: o6wo Hepasnonoxenue, Gosika, JpasHeHe, NapeHe Ha MACTOTO Ha NPANIOKEHNE.

Crobuiasane Ha NOQ3NPAHY HEXENAHH PEAKLIHM
CrobmaBaHeTo Ha MOMO03HPAHH HEXENAHH PEaKIMM CAER pa3pelnasaqe 3a yrnoTpeba Ha JJeKapCTBEHHS
IPOIYKT € BaxxHO, ToBa NO3BONABA Jia NPOXBIKA HabMIOJEHHETO Ha CHOTHOLIEHHETO NOJI3a/PHCK 32
JICKapCTBEHUA MPOAYKT. Ot MEIMITMHCKMTE CTIELIHAIMCTH C& U3HCKEBA fa C'I:OG].IJ,aBaT BCAKa NOA03MpaHa
HEKENaHa peakliua Ype3 HALIMOHANHATA CHCTeMa 3a chobLlaBake:
H3nenHHTeHA areHIHA [0 IEKApCTBaTa

yi. . Jaman I'pyen” Ne 8, 1303 Codus

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9 JIIpenroinpane

nace npeycTaHoan npuno;xenue-ro HA JIEKApCTBOTO. )Kuaueuu're MOKA3ATENH {
Obaar HabnopaBaHy ¥ MpH HeobxomuMocT TPAGBA f1a ce Ha3HAYM CHMITTOMATHYH



JlexapcTROTO HE €€ EHMHHHPA ePeKTHBHO OT THMOTO Ype3 XeMOAHANK3a,

5.  ®APMAKOJOI'MYHY CBOMCTBA
51 dapMakoFHEAMHYHY CBOHCTRA

dapmaKoTepanerTUYHA PyTla: aHTHOAKTEPHANHN CPEACTRA 3a CHCTEMHO MPHIIOKEHHE, TETPALMKIHHY,
ATC xog: JOLAAQ2

JIOKCHUMKIMH € TeTpalMKINKHOB aHTHOHOTHK. TolH Noka3sa LIMPOK CNEKTHP Ha AeiicTHe cpeury [pam-
oTpuLIATENIHK W ['paM-nonoxkurensy GaKTepsu, KAKTO U NPOTO30H.

baKTepHOCTATHIHMAT MEXaHU3bM HA NEHCTEHE CE ChCTOH B MHXHOHpaHe Ha NpOTeUHOBHS CUHTES HA HHBO
puboszoma.

AnrubaxTepnanno aeficreue
CnexTbPeT Ha AHTHOAKTEpHATHATA AKTUBHOCT HA OKCHUIMKIIHH in Vilro BKIIOYBA!

I'pam-oTpuparennn GaxTepuu

Neisseria gonorrhoeae, Campylobacter granulomatis, Haemophilus ducreyi, Haemophilus influenzae,
Pasteurella pestis, Pasteurella tularensis, Vibrio cholerae, Bartonella bacilliformis, Brucella spp.;
NPOMEH/INBa $YBCTBHTETHOCT Ce JEMOHCTpHpa NpH: Escherichia coli, Klebsiella spp., Enterobacter
aerogenes, Shigella spp., Mima spp., Herellea spp., Bacteroides spp.

I'pam-nonoxurensnn GakTepHu
Streptococcus pyogenes, Streptococcus preumoniae, Streptococcus faecalis, Streptococcus faecium,
Staphylococcus aureus, ana-XeMONTMTHYHH CTPENTOKOKH OT OT rpynaTta viridans,

Apyra MEKpoGpraHH3IMH

Rickettsia, Chlamydia psittaci, Chlamydia trachomatis, Mycoplasma pneumoniae, Ureaplasma
urealyticum, Borrelia recurrentis, Treponema pallidum, Treponema pertenue, Clostridium spp.,
Fusobacterium fusiforme, Actinomyces spp., Bacillus anthracis, Propionibacterium acnes, Entamoeba
spp., Balantdium coli, Plasmodium falciparum.

JIOKCHUMKNHHOBA PE3HCTEHCTHOCT ¢e HaGmIoaRa [Py MHOI'O PaaTM4HH LIAMOBE, ocobeHo cpea Ipam-
MONOKHTENHHTE baxTepHH. SIBneHnETO € NPOMEHTHBO H YecTO ce HADmOoNaBaT 3HAYMTERHH Pa3iHiHA B
PE3UCTEHTHOCTTA Ha DAKTEPHHTE, CPEILALIH C€ B PARIHYHHA PETHOHH Ha CBeTa. MeXaHH3MbT Ha
PE3HCTEHTHOCT HA JOKCHIMMKIIMH e CBBP3aH ¢ HaMaNeHaTa CrocoBHOCT Ha IEKAPCTBOTO Jia MIPOHKKHE B
AApoTO Ha faKTepUaiHATA KeTKa. Pe3HCTEHTHOCTTA € CBBP3aHa C [OABaTa Ha TPAHCMHCHBHiH R-
TUIA3MHAHM B KNIETKATA,

JOKCHUMKITHH-PE3RCTEHTHHTE WiaMOoBe Ha Streplococcus pneumoniae ChIO MOKa3BaT PE3HCTEHTHOCT
KBM JPYTH TETPALMKITMHE H YECTO KbM TIEHHLMIMHM H MAKPOIKAM (KPBCTOCAHA PE3UCTEHTHOCT).

52 @®apMakoKHHETHYHH CBOHCTBA

AbcopQums :
Crnen npunoxeHHe Ha JOKCHUBKINH B 4032 o1 100 mg Hnu 200 mg KaTo MHTpaBeHO3HA HH(DY3MA B

Hpoab/DkeHHE Ka 1 wac Wik 2 yaca, UKOBATA CEPYMHA KOHIEHTpAINA Ha aHTHOMOTHKA € CBOTBETHO
2,5 pg/ml unm 3,6 pg/ml.

Pasnpenenenne
HoxcHumkinuH e go6pe pa3TRopuM B MasHHHH. To# cBoGOAHO NPOHHKBA B NIOBE
H TBKaHH. Bucoxn KOHUEHTPALIM HA ICKAPCTBOTO CE OTKPHBAT BBB BOAHHCTATA '

KOCTHATA [IpHMOPANA, Gpommannna cekper, benute gpobope, TMMpHHTE mesn c i-lycrrre n cmna
Toit npoHuKea npe3 ManeHTapHaTa GapHepa U ce eKCKPeTHPA B KbpMAaTa. ‘\\‘_Ff?y" My w"f’ /
___,‘-‘




HoKCHUMKARH ce CBBP3Ba CBC CEPYMHHTE HPOTeHHH B npnbnmantenno 80-90%.

Buotpancdiopmaning

[Mpubnuzurento 50% OT NPUIOKEHHS TOKCHIMKIIMHE Ce METAGOIM3Kpa B YEpHUS APob.

EnuMuempaHe

EnuMunatnonnnsT nonyxueor € 18 1o 22 yaca ¥ € yabbKeH 10 0KoJo 25 yaca Npy NallMeHTH ¢
6B0peuna HepocTarburoct. [opaau ABACHA MONYKHBOT IOKCHLMKIHH MOYKE 1A CE MPHIAra BEAHBK
JIHEEHO,

IIpu naupenTy ¢ HopmaHa 6u6peuna dyukuMa npnbausyrento 40% OT AEKAPCTBOTO CE €KCKPETHPA B
YPHHATA B HEMIPOMEHEHa (hJopMa, OCTAHATIATA YaCT C& eKCKpeTHpa ¢ QexanuuTe, Hali-Bede KaTo
merabomuTi.

JIOKCHLIMKITHH He Ce HATpYNBA 3HAYMMO [IPH MaLKeHTH ¢ 6b6peuna HenocTaThuHOCT. [ONyKHBOTET K
AUC CcTOMHOCTTA Ha JOKCHUMKIIMH OCTaBAT HempoMereHH. He e HeoGXoaMMa poMsHa Ha J03aTa pH
nauneHTs ¢ OsOpeyHa HeROCTATEYHOCT.

IIpu maumenTH ¢ 6p6peuna HegocTaTHYHOCT ce HAGMOAABA NOBHLIEHO HHBO Ha JOKCHUMKIMH B
HNBYKATA, KOETO BOAM 10 YBENHYABaHE HA e/IMMHHHMPAHETO HA AHTHOHOTHKA ¢ QEKATHHTE,
CepyMHHAT NOMY)KHBOT HE CE TIOBIHARA OT XSMOAHAIH3A.

5.3 IlpenxnusuM+HH AaHHH 32 6€30MACHOCT

He ca NPOBEKAAHY ABITOCPOMHH HPOYYBAHKA IIPH XHBOTHH 33 OLI¢HKA HA KaHICPOTeHHAA ITOTeHIHAN Ha

MOKCHIMIJINH. Benpeky Toa MMa I0KA3aTEeNRCTRA 32 OHKOTe€HHA AKTHBHOCT NPH IUTbXOBE B NIPOYUBAHHS
C APYCH TETPaUMKITHHOBH AHTHOHOTHLIN, OKCHTETPALMKNIMH (NPUYHHABA TYMOPH Ha HazOLOpesHara U
xunodu3HaTA }UIE32) H MEUHOLIYKITHH {IPHYHHABA TYMOPY HA THPEOMIHATA Xle3a).

TTonoxuTenHY Pe3yITATH Ca NIONYYEHH H MPH TECTOBE 33 MYTAIeHHOCT, NPOBEJIEHH BBPXY KUBOTHHCKH
KJIETKH in Vifro C IpyrY TETPAUMKIHHOBY aHTHOHOTHUN (TETPALMKIHH, OKCHTETPAUHKIHH).
MyrareHauTe edexr Ha JOKCHUMKITHH HE ca TIPOY'BaHH.

JOKCAUMKITHH, MPI0KEH MEPOPATHO MPH LThXOBE B £03a oT 250 mg/kg nHeBHO, He NOKA3Ba HUKAKBY
3HaUMMH eheKTH BLpXY QEepTHIHTETa NP XKEHCKH TTbXoBe, EdekTuTe Ha JOKCHLIMKIHH BBPXY
PENPOAYKTUBHOCTTA [1PH MBKKH THXOBE HE €& [IPOYUBaHH.

6. PAPMAIIEBTHYHH JAHHW

6.1 Chnoncek Ha NOMOMHHATE BeIIECTRA

[Moeupon K17

EtanonamMuu

Marnesnes x10pua XeKcaxuapaT
Hatpuer metabucyndur (E 223)
Bona 3a MmIDKeKIMHK

6.2 HecrBMeCTHMOCTH
Pa3TBopbT Ha AOKCHLMKIMH 33 HHTpaBEHO3HA HHY3HA € KHCEN M 3aTOBA MOKA3Ba (PHIHKOXMMHYHU
HECHBMECTHMOCTH C AJIKAJIHH MIPOAYKTH H JIEKApCTBa, KOWTO ca HecTabWmHH pH Hucko pH, Hamp. ¢
Pa3TBOPH Ha aMHHO(PHINH, XHAPOKOPTHIOH, EPUTPOMHLIMH, BUTAMHHH OT rpyna B, papd
cyndoHaMHIM.

6.3 Cpok na rogaOCT

2 roauHu

6.4 CoeunansH YCJI0BHA HA ChXpAHEHHE




Ha ce chxpaHsaBa B OpHIHHANIHATA ONAKOBKA, 34 /A CE PEANasH OT CBET/IMHA.
Ja ce cexpansasa B xnaawmnek (2°C go 8°C). Jla He ce 3ampazapa.

6.5 BHA H CbAbpXKanHEe HA ONAKOBRATA

JlexapcTBEHMAT POZYKT € onakasad B kadseu ammynd (5 ml),otr SopocunukaTHo crbkno (Tun I).
10 ammyni ca nocTaBeHH B XAPTOHEHA KyTHS 3aeHO ¢ JIMCTOBKA 33 NauMeHTa.

6.6 Crnenwaanu npeanas’Hu MEPKH NpPH HIXBbPJAsHE <H paGoTa>

[IpuroTease Ha uHdy3HOHEH pasTBOp

OcHOBEH pa3TBOp — paspeseTe ChIBPKAHHETO Ha aMITyJIaTa ¢ BOAA 3a MIDKeKuME Ao 10 ml.
Hndysnonen pasrsop - paspeaete 10 ml ot ocHosnua pasteop 8 100 go 1000 ml 0,9% pastsop Ha
HaTpHeB XJIOpHA wiH 5% pasTBOp Ha rMOKo24.

TTonyuenust pazrpop, ceabpkait or 0,1 mg ao 1 mg pokcuuuknuu 8 1 ml, Tpa6ea fa ce npuroTsy

HenocpeACTBeHO npeau ynotpeba.

Hpeonazeaiime pazmeopa om ceemnuna,
He coxpannsaiime paspedenume pazmeopu Ha OOKCHUUHKAUHN,

Henanonipaauat nekapcTeeH APOAYKT WK OTNANbYHHTE MATEPHANH OT Hero TpabBa Na ce U3XBBPJIAT B

CHOTBETCTBHE C MECTHMTE M3UCKBAHMA.

7. IIPHTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street

03-176 Warsaw

Toniua

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. N2 20210306

9, JATA HA TBPBO PASPEIIABAHE/TIOJTHOBSIBAHE HA PA3PEI]IEHIIETO 3A
YIIOTPEBA

Hara Ha mepBo paspemaBane: 14.10.2021

JaTa Ha mocnegHo NoJHOBARAHE:

10. JATA HA AKTYAIIH3HPAHE HA TEKCTA

10/2021




