KPATKA XAPAKTEPHCTHKA HA ITIPOJIYKTA

1. HUME HA JIEKAPCTBEHHUSA MPOAYKT

0 0/I 70
Terpaumknun Axrasuc 250 mg TBbPAM KancyJ/u / l

Tetracycline Actavis 250 mg hard capsules A c / /7 A7 /7 / 322 /}
05. 11, 2020
2. KAYECTBEH H KOJIHYECTBEH ChCTAB

Bcesika TBbpaa Kancyna chabpia 250 mg TeTpauMKIHHOB XMAPOXTOpHA (fetracycline hydrochloride).

TTomomHH BelEeCTRA C H3BECTHO JICHCTBHE:
Besika TBbpaa Kancysia ceabpika 17,5 mg nakroza MoHoxuapar. Ceabpaka ouseturend E110 u E122.

3a BJIHKMA CITHCHK HA MOMOIIHMTE BEIIECTBA BHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Tevpau kancynu

TB’]:]J,[[H, LHHITHHAPHYHH, dKEJIaTHHOBH KAIICYIIH C JKBJITO TAIO H YEPBEHO Kana4de.

4. K/IMHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

TerpaunkinH AKTaBuC € 6aKTepHOCTATHYEH LIHPOKOCIIEKThPEH AHTHOMOTHK, aKTHBEH CpELLly rojisaM
Opoii I'pam-nonoxkurenuu u ['pam-oTpHLIaTETHH MHKPOOPIaHU3MH.

Hudexkuuure, npyYHHEHH OT YyBCTBHTETHH HA TETPALIMKJIMH MUKPOOPraHH3MH, BKJIIOYBAT:

- Hndekuny Ha pecnupaTOpHUs TPAKT — MHEBMOHMU M APYTH MHGEKLMH Ha NOTHHUTE OTAENH Ha
pecrnUpaTOpHUs TPAKT, MPHUHMHEHH OT YYBCTBUTENIHH LLIAMOBE Ha Streptococcus pneumoniae,
Haemophilus influenzae, Klebsiella pneumoniae, aTHNTHYHWA NMHEBMOHHWH OT MHMKOIL1a3MH,
PHKETCHH, XJIaMH/IHH, JIerHoHena. JleueHHe Ha XpOHHYEH OPOHXHMT (BKJIIOUHTEITHO
npodunaKkTHKa Ha ek3auepOaLn) H NepPTYCHC.

- HeycnoxHeny HHQEKIIMH HA MUKOYHHUTE MbTHLIA, TPHYHHEHH OT YyBCTBHTE/IHH 11IAMOBE Ha
Klebsiella species, Enterobacter species, Escherichia coli, Streptococcus faecalis v npyru
MHKpPOOPraHH3MH.

- CekcyanHo TpaHcMHcHBHY 3a0onsBanua: HHpeKuuH, npHauHenu ot Chlamydia trachomatis
BKJTIOUHTEJIHO HEYC/I0XKHEHH YPETPaHH, €HIOLEPBHKAIHH HIH PEKTaJTHH HHpEKLHH.
HeroHokokoB ypeTpHT, npuuuHeH ot Ureaplasma urealyticum. TeTpauMKIHH ce M3MOJ3Ba U
NPH MeKa BeHepHUecKa A3Ba (MeK LIaHKbP), FPaHyJI0Ma HHIBHHAJIE U BEHEpHYECKa
numdorparynoma. TeTpaurKiInH € alTepHaTHBA NPH JIeYeHHE HA NEHHLWIHH PE3UCTEHTHH
roHopes M CH(pHIIHC.

- Koxnu undekuyu: akHe ByJrapuc, KOrato e Heo0xoa1MMa aHTHOMOTHYHA Teparus | po3ales.

- OuHu HHQEKUMH: TPAXOMa, BBIPEKH Ye HHPEKIIMOZHUAT NMPHUYHHHTEN, KOHTO Ce OTKpPHUBA 4pe3
HMyHO(IyOopecLieHLMs, He BUHArH ce eTMMHHHpa. MHKI1y3HOHEH KOHIOHKTHBHT MOXe aa Obae
TPETHPaH ¢ NepopasieH TETPALMKJIMH CAMOCTOATEIHO HJTH B KOMOWHALIMA C JTOKATHH cpencma.

- Pukercuoznu nHdekumu: neruucta Tpecka, Tud u Tidua rpyna, Q-rpecka, Coxi }a'; /7

€HIOKAPJIHT U KbPIEXXOBH TPECKH. o e 9

- Jpyru undexuuu: ncurakosa, 6pyuenosa (B komOMHaLMA Cbe cmenmmuunﬂ);)\xﬁnepa, qyua;
Gopenuosa, TyJlapeMHs, cam, aHTPaKe, aKTHHOMUKO3H, MEJTHOM103a H 0CTpA llp a amebuasa
(kaTo OMBJIHEHHE KbM aHTHaMeOHa3HaTa Tepanus).

|
— |
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TeTpauMKIIHH ¢ aANTEPHATHRHO JIedeHHe NPH JENTOCINPO3a, Ta30Ba FAHTPEHA H TeTaHyC.

4.2 Jl03HpOBKA H HAYHH HA NPHJOKEHHE

O3HPOBKA

TerpaumkiiH TpaOBa 1a ce nNpHeMa eIMH YAC MpeIH KITH BA Yaca clie] XpaHeHe, ThH KaTo XpaHaTa u
HSKOM MJIEYHH MPOIYKTH NOBMHABAT Heroeara abcopbim. Jleuennero TpsOBa a MPONBIDKH OLUE

3 IHH cnef OT3BYYaBaHe Ha CHMIITOMMTE,

BeHukM HHGEKUMY MPUYHHEHH OT GeTa-XeMOIUTHYHH CTPEIITOKOKH OT rpyna A Tpa6pa ga 6waar
TpeTUpaHH B MPOABDKEHHE Ha noHe 10 auu.

Bo3pacmuu (BKIIONUMETHO RAWUEHINN 8 CIRGDIECKQ 853PACM) U Oeya rao 12 zoounu.
MuHEBManHATa NPENOPBYHTENHA 1032 ¢ 250 mg Ha BeekH 6 4aca. TepaneBTHYHA KOHLICHTPALMH ce
JOCTUraT Mo-Gbp30 NPH MEPBOHAYANeH npHeM Ha 500 mg, nocnenean ot npueM Ha 250 mg Ha BecekH
6 uaca. [Ipu no-Texkku HHQeKIMK, fo3aTa MOKe Aa Obie nopuuiena no 500 mg Ha Boexku 6 Haca.

Heduampuuna nonyrayud
TeTpauHKNHH € MPOTUBOINCKA3AH NPU Jela Ha Bb3pacT 1o 12 roquns.

Hayuenmu & cmapuecka éb3pacm

O6nuaiinaTa 103a 33 BB3pacTHH. Heob6X0AMMO € NOBHIIEHO BHUMaHKe, Thii KATO eBEHTyalTHa
KITHHHYHO HeTpoABeHa 61x6peyuta HeJoCTaTHYHOCT MOXKE JIa MPEIH3BHKA KyMYHpaHe Ha
TETPaLHISIHH.

Bvbpeuno yepescoane:

Karo usano TeTpalMkIMHATE Ca NpOTHBONOKA3aHH NPH OBOpeUHa HEOCTATEYHOCT W NIPEMOPBKHTE 33
NO3HPaHe ca MPUIOKHUMH CMO, AKO W3TION3BAHETO HA TO3M KIIAC JIEKAPCTBEHH NPOJYKTH C€ CHHTA 3a
abcontoTHO HanoxuTenHo. Obluata fo3a TpabBa Na ObAe NOHMKeHA Ype3 peaylHpaHe Ha
npenopbL4aHHTe HHAHEHOYAJTHH A03H Wunu Ype3 YOABLKABAHE HA HHTEPBAJIHTE MEKIY OTACITHHTE
PUEMH.

Ipenopvuumentu 0o3u npu cneyuduynu undexyuu;

Koaicnu ungbexyuu: Npy NEYeHRe Ha akHe BYJITApPHC M TEXKa po3ales, TpA0Ba B NPOIWIKEHHE HA

3 Mecena z1a ce mpHeMat mo 250-500 mg AHEBHO, KATO eJHOKpATeH NPHEM HITH pa3AeneHl B HAKOIKO
JIO3H,

Cmpenmoxoxosu unghexyuu: TepaneBTHYHATA 1034 TETPALHKIMH TpAGBa 1a ce NpHema B
NpoabIKeHHe Ha noHe 10 aHH.

Bpyyenosza: 500 mg YeTHPH ITBTH Ha A¢H, €IHOBRPEMEHHO ChC CTPENTOMMLMH.

Cexcyanno mpancmucusu 3abonssanus:; 500 mg 4eTHPH ITHTH Ha AeH B NPOIB/DKEHHE Ha 7 THH Ce
MpPeTIOpBYBa NIPH CNEIHHTE HHOEKUHH: HEYCTOKHEHE MOHOKOKOBH HH(EKIAH (¢ HIKITIOUCHHE Ha
AHOPEKTATTHH MHGCKLIMH NPH MbKe ); HEYCII0XKHEHH YPETPAJIHH, eHIOLICPBHKATHH WIH PEKTaTHH
uHbexunH, npuunHeHn ot Chlamydia trachomatis; HETOHOKOKOR YpeTpHT, ipuunHeH oT Ureaplasma
urealyticum. OcTbp eNHAUIUMOOPXHT, NpuukHeH ot Chlamydia rachomatis unu Neisseria
gonorrhoae, 500 mg YETHPHKPATHO AHEBHO B MPOABLKEHHE Ha 10 nun. [IspBHYEH H BTOPHUYEH
cudmnuc: 500 mg YeTHPHKPaTHO AHEBHO B MpONBILKeHHe Ha 15 nHu. CudHIHC ¢ MPOabDKHTETHOCT
HaJl €/THa rOAHMHA (JIaTeHTeH cudHIne ¢ HeonpeeeHa WK MoBeYe OT eHA MOXHHA
NPOABDKUTETHOCT, ChPACHHO-CBIOB IITH KbCeH CHOMIIAC) C M3KIIIoYeHHe Ha HeBpocunine, TpaGea
Ja ce nexkyea ¢ 500 mg 4eTHpH THTH JHEBHO B NpoAbmKkeHHe Ha 30 aau. Ipw To3u AO3MPOBBYEH _
pexHMM MO3KE J1a € TPYIHO NOJIbp:KaHe Ha J00OBP KOMILIAHBLHC OT CTpaHa Ha NAlLMeHTa,
€a HEOOXOIMMH MakKCHMAITHH YCHIIMSA 34 HETOBOTO OCHTypaBaHe. Crien NpHKIOUBaHE

Haumb Ha npuioxkeHHe
[epopanHo NPHIOKEHHE
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Terpauminian AKTaBHC TpaOBa Ja ce IpHeMa ¢ JOCTaThYHO KOTHYECTBO TEYHOCT, 34 /1A C6 HaMany
PHCKBT OT BB3HHKBAHE Ha Pa3HEHE H Y/LIePaluH Ha XPaHOIPORONA.

4.3 llpormBonokasanns

- CBPBXUYBCTBHTEHOCT KEM TETPAHMIIME MNH KbM HIKOE OT MOMOIIHHTE BellecTsa, H30poenH
B TOYKa 6.1 MM KbM IPOAYKTH OT TETPALHK/IHHOBATA [PYIIA;

- XpoHuyHa Ou0peyna/deproapobna aucdyHKumMS; Texko Ov6pedso yepexane;

- CHCTEMEH TYMYC ePHTEMATA3YE;

- Jeua na pr3pact non 12 roanHu;

- bpeMeHHOCT H KBPMEHE;

- Cnen eqHOBPeMEHHO NPUIOKEAWE Ha TETPALMIUIMHA W BUTAMAH A UNH PeTHHOHIIU €
crobianana JoOpOKAYECTBEHA HRTPAKPAHHATHA XHIEPTOHHA (TIOBHLIEH) BETPEYEPENHO
HaIATaHe), MOpaAH KOETO eHOBPEMEHHATA UM yNoTpeGa € NpoTHBONOKa3aHa.

4.4 Coenuajiss DpeAyNPexAeHAS H NPCANa3HH MEPKH OPH ynoTpeba
Hpn nornbuiane Ha KancyaHTe MoKe Aa ce HabmonaBa Be3raleHye Ha xpanonposoaa. Tosyu puek
MOJKE Ja ¢ MMHMMH3HDA, aKO KANCYITUTE Ce NPUEMAT ¢ OOMNHO KOIHUECTBO TeUHOCT (0663 MAAKO).

B pezynrar Ha aHTHaHa0ONHOTO JAEHCTEHE Ha TETPALIMKJIHHHTE € Fh3MOKHO NOBHINABAHE Ha YPesTa.
Hokaro ToBa He € npobieM npH nauyeHTH ¢ Hopmanya ObOpeyuna GyHKLMA, NMPH Te3H ChC 3HAYHTEMHO
yepenexa 6uOpeuna ¢yRKIMA, TIO-BUCOKATE CEPYMHH HHBA HA TETPALHKIHH MOTaT A NpeAH3BHKaT
azoTeMus, xunephochareMHa H al1034.

Koraro npu neucH#e Ha BerepHuecky 3a0oaBanna ¢ NoJo3Hpa HaNHIHE # Ha CHHIING, TpadBa na
ce POBRENAT ChOTBETHHUTE JNHATHOCTHYHY TECTOBE. BBB BCHUKH Te3H cltydad & HeoOX0auMO
TIpOBeXIaHe HA eXEMECEYHH CEPONIOTHHHH TECTOBE B IPOILSDKEHIE Ha NIOHE 4 Mecella.

IIpy HAKON NAUMEHTH CbC CITMPOXETHH HHQIEKLIMM MOXKe 18 Bh3HUKHE peakuua Ha Jarisch-Herxheimer
HETIOCPEACTBEHO Cllel HAYAIOTO HA NIEHEHUETO C TETPALMKINH.

Hanonseanero Ha aumﬁuomuu MOKe MMOHAKOra Aa OOBENE A0 CEPBhXPacTeX Ha HEWYBCTEHTE/THNA
MHKPOOPTaHH3IMH, BKI. I'bOMuky. [locToaHHOTO HAONOAEHHE Ha NALMEeHTHTE & MHOro BaxkHo. Ilpn
MNofABa HA PEIHCTCHTHH MUKPDOOPIatH3IMH, AHTHOMOTHYHOTO NMPHIOKEHHE TpﬂﬁBa Ja ce MPeyCcTaHOBH H
Aa & Ha3Ha4H noaxonqdina Tepanuisa.

HAuapua, ocobeHo aKko e TexKa, YIOPHTa WiLliH © KbPBABH [IPUMECH, 110 BpeMe Ha WIH CJ1e/] IeYECHHe ¢
TeTPAUMIJIAH { BRIMOYATENHO HAKOAKO CEAMHLIM CNIS/l IEHEHHETO), Moke J1a OB/le CHMITTOM Ha
Clostridium difficile-cebp3ano 3a6omasane (CDAD). Texectra ua CDAD papypa no crenet oT nexa
10 >KHBOTO3ACTPALUABAIA, KATO Haji-TeskkaTa (opmMa e ncepaoMemOpaHo3eH KOIHT (BXK. Touka 4.8).
Evo 3anio e BayKHO Ta3H JHArHO32 4 C€ HMa NPEABHJ [P MallHeHTH ¢ OABA Ha TeXXKa JHapHA 10
BpeMe WiTH citell ieyeHue ¢ Terpatpinud. IIpu cemuenne und norespxiaesue 3a CDAD pennara
TpAGBa a ce NpeKkpaTd ynorpebaTa Ha TETPALMKIMH M He3aDABHO Na ce 3aM0YHe NOAXONALIa
tepanua. [Ipy Takasa KIHHMYHA CHTYaLMA ca MIPOTHBOMOKA3aHH 32 YIIOoTpeda NPoIyKTH, KOHTO
NOTHCKAT NEPUCTANITHKATA.

Tlpu npoABMKUTENHO JIeveHHE € HeoDXOAMMO IEPHOIMYHO Aa ce NpoBexaaT 1abopaTopHu
H3CTIEIBAHHA 33 OPTAHHH YBPSKIAHHA, BKI. U3C/IEBAHE HA XeMOI1oe3aTa, Op0petmTe u Yepana Apod.

BHCOKH A0O34% TETPALIMKIIWHK Ca GHJ'IH CB’bp3aHH c Pa3BHTHETO HA CHHOPOM, BKJTIOYBAL] MaCTHa
JereHepalma Ha Yepuus Apo6 H NaHKPEATMT. Lo

N - .
Karo 1an0 TeTpausKiMEKTe ca NPOTHBONOKA3AHH NpH Gb0pedla HenocTaTbuHOCT NOPARR~ . & | 7.
3HAYHTEIHO CHCTEMHO KYMYJIHpaHe H ¢e H3NO/I3BaT C NOBHILEHO BHUMaHHUE NpH namrem RN
YepHOAPOGHO YBPEXKAAHE H NDU TE3H IPHEMALIM XeNATOTOKCHYHY NEKAPCTREHH npoﬂym (Tpsﬁﬂa ,ua .
ce M30ATBAT BHCOKM JO3M). IR
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IIpu HAKONM MALKEHTH MOXe aa ce HabonaeaT peakuuu Ha GotodyscTeuTenHoct. [lanneHTH, 3a
KOUTO € BEpOATHO 1 C& H3/1arar Ha CIIbHYECBa CBETIIMHA HIIH Ha YJITPAaBUOIETOBO 00nk4BaHe, TpAGBa
Ja OnJaT npeaynpencHH 3a PB3MOXHOCTTA OT PE3HHKBAHE HA TAKABA PeaKLHs MMPH [IpHEM Ha
TETPAUMKIHMHY ¥ NIPY THPEH TIPH3HALMN Ha KOKEH JucKoM{OpT neueHneTo TpabBa 1a ¢¢ peycTaHOBH.
EanoBpemerHaTa ynotpeba Ha nopdumep nosHinaga pHcka 0T GoTouyBcTBHTENHOCT. [T0 Bpeme Ha
neveHneTo TpAGBa Aa ce n30Area W3naraHe Ha CTBHLIE.

CucTeMeH Mynyc epHTeMATO3yC MOke Aa Obae obocTpeH npu ynorpedara Ha TETPALHKIHHHE.

Hp}'l IIPUNAraHeTo Ha TETPALHKIHHHE Ha NAHEHTH ¢ MHACTEHHA IPAaBHC C& H3IKCKBA ITOBHIIEHO
BHUMAHNKE, NIOpAnH Bh3MOXKHOCTTA OT cnaba HEBPOMYCKYJIHA Gnokana.

H3nomsBaHeTo Ha TETPALMKIMHA ¢ H3TEKBI CPOK HA FOHOCT MOMKE Ja PeIM3BHKA Pa3BUTHETO HA
OnOpeuna TyOynHa anosa (ncesao-OaHKOHH CHHIOPOM), koeTo € Obp30 obpaTHMO cnen
NpeKpaTsBaHe Ha TEpanusTa.

TerpaumisinH Axtasuc He Tpadea na ce NpueMa eaHOBPEMEHHO ¢ MITAKO H MJIEYHH ITPOIYKTH.

IMepnaTpavna nonyranuy

Terpaumkinn He TpaORa j1a ce Mpuyiara MO BpeMe Ha Pa3BUTHETO HA 3b0UTE (RTOPATA MONOBHHA HA
OpeMeHHOCTTa, KbpMauecka Bb3pacT U ACTCKA BB3pacT 1o |12 ropuan), Thil Karo ce CBbP3Ba ¢ Kamlus
H 00pa3yBaHHUTE KaJlIHEBH KOMIUIEKCH C€ OTIATAT B 3bOMTE ¥ KOCTHTE, KOETO NPEAH3BHKBA
XHNOMJIa3Ka Ha eMaklia, TpaiHOo OLBETABAHE HA 3BOWTE (KBITO-CHBO-Ka(AR0) ¥ 3a0aBeH PacTek Ha
kocTyTe. Te3H HexenaHH peaKkuyH ce CBHP3BaT M0-YECTO ¢ NPOTBILKHTE/HA ynioTpeda Ha NpoIyKTa,
HO ¢a HaOMOAABAHM 1 TIPH NO-KPATKH, HO MOBTapPALIH C& KypCOBe.

Iomomny gemmecrsa:
Oysemumenu E110u Ei122
MoraT 1a npHYHHAT aNeprHYHH PeaKUHH.

Jlaxmosa
[NaipenTy ¢ peaxu HACHeACTREHH NMpolnemMi HA HETIOHOCHMOCT KbM FaNaKTo3a, MbleH NaKTaseH
JedULHT WK [NI0K030-raNlakTo3Ha Malabcopbuus He TpaOBa Ja MpHeMar ToBa JeKapCTBO.

Hampui
Tosu JexapcTBeH NPOAYKT ChObprka Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha TRBpJA Kancyna T.e.
MOXKE Ja € KaXKe, U€ NPaKkTHYSCKH He CEABPKA Ha’l‘pﬂﬁ.

4.5 BaammogeiicTBHE C APYTY JEKAPCTBeHM NPOAYKTH U JpYTH OPMH HA B3aHMOA¢HCTBHE

TerpaumkamMH ce cBbp3Ba ¢ 6U- B TPHBANEHTHH KaTHOHK. AOCOpOLMATA MY B raCTPOMHTECTHHAIHUS
TPAKT Ce HapyllIaga NMpH eJHOBPEMEHHATa ynoTpe0a Ha XKemA30, KILHH, amyMHHHI, MATHE3H,
6HcMyTOBH M LIMHKOBH cofH. [Topagun TOBa [IpHeMUTE Ha Te3H JIEKAPCTBEHH NpoIyKTH TpsAOea 1a
OB1aT MAKCHMANHO OTJANEMEHH BBR BPEMETO OT Te¢3M Ha TeTPalHKIHHA (NoHe 2 Ao 3 yaca).
AHTHAIMINY, OHCMYT CBABLDKALA JIEKAPCTBEHH TIPOIYKTH 3a NeyeHue Ha 3BcHA DosecT, KBHHANPHUA
TAONETKH, KOWTO CHABPKAT KATO NOMOLHO BEIIECTRO MarHesnes kapGonart, Tpabea aa ce nabarear.

EAHOBpeMeHHHAT NIPHEM Ha AMaHO3HH Ta0NeTKu 3a JbBYeHe Hamanapa abcopOumaTa Ha
TETPALHKIIHH, NOPaIH ChABPKAHHETO HA MArHE3HI H KaJILMI.

AbcopbimaTa Ha TETPAUHKIHH ¢e HAMANARA OT XPaHa, MIIAKO H MJI€YHH NIPOLYKTH. i
Toi karo TeTpalvKkive NOTHCKA IUTa3MeHaTa NpoTpoMOMHOBA aKTHBHOCT, IIPH naunerm@ P]'I‘Q ‘\5-

TPOBE /AT GHTHKOATY.IAHTHA TePanus MOXKe 12 Ce HATOKH KOPUrHpaIlo NoHIDKaBaHe RA Aloaata Ha' N
aHTHKOAarynaHTa. TeTPauHKIHH MOXe 4 YABLKK 1eHCTBHETO HAa KyMapUHOBHTE aumﬁoarynalrm o
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TlnazMeHHTE KOHLIEHTPALIMH HAa aTOBAKBOH CE€ PEAYLIHPAT OT TETPALHKIHH.

CLIecTBYBa BEPOATHOCT 32 TIOBUILEH PHCK OT AOOPOKaueCTBEHa HHTPAKPAHHAIHA XMNEPTOHHSA TIPH
e THOBPEMEHHO TIPHIOKEHHE C PeTHHOKIH {ALIMTPETHH, H30TPETHHOHH, TPETHHOHH). EqHOBpeMeHHaTa
HM YTIOTpeba € NPOTHBOMOKA3aHA.

AHTHIHApHIHA TIPOIYKTH, KATO KAOIHH-NEKTHH B GHCMYT cyOcamHuunar, BL3npenaTcTear
abcopOuMATa HA TETPALMKTTHHHTE.

KOMOHWHHpAHETO HA TETPALIMKIHHH ¢ JHYPETHLH MOXKe Aa YBpeaH OnOpeyHata QyHKLHS W Aa HOBHIIH
He(POTOKCHYHOCTTA HA TIPOAYKTA upe3 00eMHO HIdepIBaHe.

Iopanu ToBa, ye GaKTepHOCTATHYHHUTE JIEKApPCTBA MOMAT 1a HapyllaT GaKTepHIIMAHOTO ACHCTBYE Ha
NEHHLKTHHA, Ce TIPeopbusa na ce nibarea kKoMOMHUPAHETO HA TETPAIIWKIIMH C NEHHLILIMH.

Hma crobmenna 3a HeppOTOKCHYHOCT (TIOBMILIEHHE HA CSPYMHMTE Ypesd M KPeaTHHHH) H CMBDT B
HAKOM CITy4aH, [IPH KOMTO TEPanusaTa ¢ TETPAUMIUIHH ¢ OHna koMOMHHpaHa ¢ MeToKcHpIypaH.

TeTpauHKIHH MOXE 2 NOBHIIH XUNOTIMKEMH3HpALIHTE ePeKTH Ha HHCY/THHA U CyItaHunypeituTe
MPOXYKTH IPH NAIHEHTH CBC 3aXapeH JHaldert.

EaHoBpeMeHHOTO PHWIKGKEHHE Ha cyKpandar BoAH 0 peAyuupaHe Ha edexTa Ha TeTpaLHKITHHHTE.
ENHOBRpEMEHHOTO NPWIOXKEHHe Ha npobeHelld BOAH [0 3aCHIBaHE edeKTa HA TETPAUHIUTHHHATE.
EQHOBpEMEHHOTO NPUICKEHHE HA IMTHIT MOKE 1a MPeAU3BKHKA 3aCH/IBAHE e(peKTa Ha JIMTHA.

TerpaunkIHH HHXHOKpa 6aKTepuanHaTa KOHBEPCHA HA JMIOKCHH B HEAKTHBHH MeTabOJIUTH B
YyepBaTa, BOASHKH 10 NOBHUIEH PHCK OT JHIOKCHHOBA TOKCHUHOCT.

[TpomeneHaTa MEKpOGHa (IOpa B racTpOMHTECTHHATTHHA TPAKT penyukpa abcopOumaTa 1
€HTepOXenaTATHATA IMPKYJ/IALHI HA METOTPEKCaT, BOASHKH 40 HAMAIIBaHE HA HEMOBHA T€pareBTHYEH
eekT.

4.6 DBpeMEHROCT B KLPMeHE

Bpemenuocr
TetpaumknuH AKTaBHC He TpsOBa Ja ce M3MOJI3Ba 110 BpeMe Ha OPEMEHHOCT, OCBEH B cilyuaii Ha

KaTeropHuHa HeoOXOMHMOCT (T.€., ak0 OYAKBAHA NMON3a HAABUIIABA MOTEHLUHATHHSA PHCK).

TeTpauMKIMHETE NPEMHHABAT Mpe3 [UIALIEHTATa M MOTAT [la MMAT TOKCHYHH etheKTH BupXy deranHHTe
TLKAHH, OCHOBHO BBPXY CKENETHOTO Pa3BHTHE.

AKO TO3HM JIEeKapCTESH MPOAYKT ce W3M0JI3Ba N0 BpeMe Ha OPeMEHHOCT, HITH aKO NalMeHTKATa
zabpeMeHee N0 BpeMe Ha Jle4eHUeTo, TpA0Ba Na ObJe OLCHEH MOTEHIHANHKAT PHCK 3a IUIOJA.

Knpmene
IMopanau ToBa, Y€ TETPALMEIHHHTE MPEMUHABAT B MAHUYHHOTO MIISKO, MPHJIOKEHHETO MM NPH

KBpPMEILH KEHH € MPOTHBOTIOKA3aHo.
TerpauniIIHHHTE QOPMHPAT CTAOHANA KATLUHEBH KOMIVIEKCH BBB BCHUYKY KOCTHoOOpazyBaly
Thkauu. Habmopgasano e 3a0asaHe B ckopocTTa Ha pacTtex Ha (ubynara npH HeJOHOCEHH AcLa, Ha
KOMTO ¢ OHN JaBaH MepopaTHo TeTPAUMKIHH B 1032 25 mg/kg Ha Bceku 6 vaca. To3u ed)ex'r e
o6paTHM ciiell NpeKpaTaBane Ha JIEUEHHETO. s

4.7 EdexTn BLPXY cnocofHOCTTA 33 modupane H padoTa ¢ MAIHHA
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He ca nposexnaHu npoy4BaHKs 3a e(eKTHTe Ha TETPALMKIHH RBPXY COcOOHOCTTa 33 UIO(HpaHe U
pafota ¢ Mmamunu. He ce oyaksa TeTpaummnH Ja OKaXe BIHAHHE BbPXY cnocoGHOCTTA 3a IWodHpake

H paGOTaTa ¢ MalllHHH.

4.8 HexelaHH TeKAPCTBEHH PEaAKIHH

Hexenanurte nekapcTBeHH peaklMy ca KIACH(PHLMPAHH [10 YECTOTa ChITTACHO CJEAHATA KOHBEHLIHA:
MHOTO yecTH (> 1/10); yectw (= 1/100 ao <1/10); Heuectu (= 1/1 000 ao <1/100); peaxu (= 1/10 000 u
<1/1 000); muoro peaku (<1/10 000); ¢ Hen3pecTHa YecTOTa (OT HATUUHHTE JaHHH He MOXe Ja Opfe

HAMpaBeHa OLIEHKA).

Mexay 7% 1 20% OT nauMeHTHTE NeKyBaHH ¢ TETPALHIIIHH MTOMYYABAT HEXKEIAHH PeaKiHH.
Haii-uecTuTe Hexkenanu peaklMH ¢a OT CTPaHA HA FACTPOUHTECTHHAIHHA TPAKT.

Hapywenun na xpvema v aumgnamea cucmema
Penxu

XeMONUTHYHA aHEMMHSA, TPOMOOLIHTONEH!S,
€03HHOQHINA, HEYTPONEHHSA

Hapywenun na umynnama cucmema
Penxu

C HEeH3BECTHA UECTOTa

Peakiny Ha CBpBX4YYBCTBHTENTHOCT, HATIP.
aHauiakTHYHN peakLHK, 0OOCTpSHE HA
CHCTEMEH NYIYC €PUTEMATOIYC

Peaximi na Jarisch-Herxheimer

Hapywenwus na nepsnama cucmema
Penkn

BeHHTHEHO MOBWIIABAHE HA HHTPAKPAHHAITHOTO
HanAraHe, 3aMasHOCT, THHHTYC, HApYIIeHHA Ha
BH3YCA, MHACTEHEH CHHIPOM

Cmomaumo-ypeenu napywenus
Yecru

Hevectu

Penxu

I'anene, nospuUale, IHAPHA, XHIOIUIAZHA Ha
eMaiiia 1 olBeTABaHe Ha 3p0HTe TIpH Aeua

VEpexaaHe Ha XpaHOIIPOBOJA, YILIEPALIHH W
CTPHMKTYPM

[NcernomemOpano3eH KOJHT, MAHKPEATHT,
aucdarus, eHTEPOKONUT, BbINANEHHE HA
aHOTEHWTANHATa 00IacT.
IacTpOMHTECTHHANHN cynepHHbexuun*

Xenamobunuapuy napywenus
Penkn

XelMaTOTOKCHYHOCT (KBATEHHLA H MACTHA
JlereHepauus), peaMMHO NPH NAHERTH ©
HapyleHa 0b0peyHa QyHKUIHA

Hapywenua na koxcama u ROOKONCHAMA MbKait
Hewectn

Dukcvpad JeKapcTBeH 00PHB, aNepPrHYHU
KOXHE PEaKLHH, YPTHKApHA,
(OTOUYBCTBHTETHOCT, AHTHOHEBPOTHYEH eJIeM

Hapywenua na Mycxyano-crenemnama
CUCmEMA U CLbeOURUMEAHAMA IMbKaH
Yectn

BpeMeHHO noTHCKaHe Ha KOCTHUSA PacTex MpH
neua

Hapywenun na oubpeyume u nukounume

homuwa

Peaxu b1bpeyno yepekaane

Hscnedsanun e

Penku lNoBnena kpbBHa ypes, Ka(bﬂggﬂeaﬁﬁiﬂjﬂ ’?O
OUBETARAHE HA THPOHAHATA )lojre [AHMO ™ fé‘
MHKPOCKOINCKH) TIPH npo,umv{;ud;r'em{a Tepamm

b
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*CBpBbXpacTexKbT Ha Pe3HCTEHTHH MUKPOOPraHH3MK M M’EOMYKH MOKE Ja NIPE/TH3BHKA [JIOCHT,
CTOMATHT, IPOKTHUT, BATHHUT H JIp. Moxke aa ce pa3BHe H Pe3MCTCHTHA HA TETpalMKIHH OakTepranHa
ypesHa dnopa.

Cnobumiasane Ha DORO3KMPAHH HENENAHH PEaKLIUH

Cpo0maeaneTo Ha [IOA0ZMPAHH HexXenaHd PeakiHH cilefl paspeliaBaHe 3a ynotpeba Ha TeKapCTBeHMs
NPOAYKT € BaxkHO. T0oBa NO3BOMARA A2 MPOABILKY HaOIOAEHHETO Ha CHOTHOEHHETO TION3a/PHCK 3a
JSKAPCTBEHAS NPOAYKT. OT MEAHLMHCKHTE CNIELMATHCTH CE H3HCKBa Aa choOLIaBaT BCAKA
MOAO3MPpPaHa HeXKeNaHa peakiiid uypes H3nenuuTenHa areHiMA 1o JekapeTsara, yil. ,,Jlamax ['pyep”
Ne 8, 1303 Codns, Ten.: 02 8903417, yeGcaift: www.bda.bg.

4.9 Ilpepo3mpane

TeTpaiMkUH HMa OTHOCHTEIHO HHUCKA OCTPa TOKCHYHOCT. [IpH npuem Ha TEBpAE BHCOKM JO3H, Haii-
gecTo ce HabmoaasaT rajcHe, MOBpELIaHe H JWapHa. Morar aa ce pasguar 650pedna o 4yepnoapoGHa
HEJIOCTATHYHOCT MPH MALHEHTH ¢ GEOpevHO YEpeXKIaHe Cel NPHEM Ha BHCOKH JO3H.

BpemeHHNTE XkKeHH Ca ¢ MOBUIICH PHCK OT UEPHOAPOOHO YBpeXaaHe.

Hsama cneundnues antunor. [Iposexaa ce CMMITOMATHUHO JIEUEHHE, B 3aBHCUMOCT OT CHCTOSHHETO
Ha nauMenTa. Kato neueGHE MEpKH MOraT 12 ce NPHNOKAT CTOMAIIHA MPOMHBKA B ITEPBHTE YACOBE
CJien nmpueMa, €IHOBPEMEHHO C NepopalieH NPHEM HAa MJDIKO HITH aHTHALHOM. Hpﬂ 3HA4YHUTEJIHO
Npenosupade H 6L0peuHa HelOCTaTEYHOCT MOXKE A C€ HANpPaBH JHATH3A.

5. ®APMAKOJOTHYHHA CBOMCTBA
5.1 DapmaKoIHHEAMHYHH CBOiicTBa

(OapmakoTepanesTHuHa rpyna: lllupokocnexkTbpHy akTepHOCTaTHUHH AHTHOHOTHIIM,
ATC xon: JO1AAQ7

TerpaluknuH e LIHPOKOCNEKTHPEH HAKTEPHOCTATHYEH aHTHOUOTHK (BHE BUCOKH JO3H H
GakTepuUMIEH) OT IPYIaTa Ha TETPAUHKIHHUTE ¢ BHCOKA AKTHBHOCT CIIPAMO eKCTpa- H
HHTpAIETYTAPHO Pa3MHOMKABALIH C& MHKpoopraHu3Mi. TeTpalliKIHE MOCTHIBA B HYBCTBHTEIHHTE
DakTepUanHi KNETKH OCPE]CTBOM aKTHBEH TPAHCHOPTeH npolec. [TonagHan B knetkara Tol
NOTHCKA CHHTE3aTa Ha OeNThK B GakTepHanHaTa KFETKA, KATO Bh3IPENATCTBA CBhp3BaHeTo Ha 308
puGozoMHaTa cybenuuuna ¢ amunoannn TPHEK.

AMTHMHKPOOHMAT CIIEKTHP HA aHTUOMOTHKA BKTIOYBA IIPHUHHHUTENH Ha TEXKKH H 0CO0SHO ONacHH
wHexny - Brucella spp., Pasteurella spp., Chlamydia, Mycoplasma spp., Rickettsia, Spirocheta,
Vibrio cholerae, Vibrio comma, Vibrio fetus, Leptospira, Protozoa (Plasmodium falciparum,
Entamoeba histolytica, Balantidium coli, Bartonella baciliformis, Borrellia baciliformis, Borrelia
burgdorferi.

AKTHBEH e crpaMoO:

. I"'paM-NONOKUTENHH MHKPOOPTaHU3MH - Staphylococcus spp. (MHbeKIMA Ha KOKATa H MEKHUTe
TBKAaHH), MAJIKO WaMOBe Ha Streptococcus spp., Corynebacterium acne, Listeria spp.;
. ['pam-oTpHuaTeNHH MUKPOOpTaHi3MH - Escherichia coli, Salmonella typhi, Shigella,

Buacteroides spp., Fusobacterium, Acinetobacter spp., Legionella pneumophilia, Moraxella
catarrhalis, Bordetella pertusis, Haemophilus influenzae, Haemophilus ducrei, Coxiella spp.

Ilpenn sanoysaHe Ha Ne4eHHE C TETPALMKINH CE NIPENIOPEYBA IO BR3MONKHOCT NPOBEXAAHE HA
TECTOBE 38 UYBCTBHTEIHOCT, ThH KATO MHOTO LIAMOBE OT Te3H FpyNH GaKTepHH MOTaT ﬂa’ caHx 5 /?

PE3HCTEHTHH CTIPAMO aHTHOHOTHKA. Pl “"\/f}:_
ST
y fE N
52 dapMakoKEHETHIHH CBOHCTBA RECSNE
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Abcopbuus :
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[NoseyeTo TeTpALMIITHHE UMAT HeNbina abcopOLua B raCTPOMHTECTHHAIHHA TPAKT, KaTo OKono 60-
80% oT npuerara q03a TETPALMKIAH Ce YCTAHOBABA B I1a3MaTta. CreneHTa Ha abcopOuus HaMaIiBa B
NPUCHCTBHETO HA GH- M TPUBANEHTHH METATHH HOHH, ¢ KOHTO TeTpalMKIAHHTe 00pa3yeaT CTaOHIHH
Hepa3TBOPHMHE KOMILUIEKCH H B Pa3lIMYHA CTENEH B NIPUCHCTBHETO Ha MIIAKO WK xpana. [IponykTr
chABpKaM docdaT MoraT aa ypennuat abeopbunsTa Ha TETPALMKIIHH.

InasMennTe KOHLEHTPALMH 3aBHCAT OT CTENEHTa Ha abcopOims. [IpunoKeHHeTo Ha TeTpalHKJIHH
500 mg Ha BCEKH 6 Yaca BOIM IO MOCTHIAHE HA CTAOWITHH KOHLEHTpalMH oT 4-5 pg/ml. MakcumanHn
MI1a3MEHH KOHLEHTpaLHH [IpH NepopaeH NPHeM ce nocTUratT cier 1-3 yaca. Ilo-Bucoku
KOHLEHTPALHA MOTAT JIa C& TMIOCTHIHAT CJIE], MHTPaBEeHO3HO NPUIOKEHHE; KOHLCHTPaHHTE MOTaT Ja
ca MO-BUCOKH IIPH 3KeHH, OTKOJIKOTO IIPH MEKE.

Pasnpenenenue
B mupkynaumaTa 20-65% oT TeTpanMiuiHHa C€ CBBP3Ba ¢ IUIA3MEHHUTE POTEHHH.,

TeTpauuiuMH NpoHMKBA A00pe B TenecHUTE THKAHH H TeYHOCTH. [IpH 3apaBy MEHHHTH TPYAHO
npeMHHABA NTPE3 KPhBHO-MO3bUHATA Gapyepa, HO TIPH HATTHYKME HA BB3MAIHTENICH IIPOLIEC MOXE Aa
JOCTHra TEPaneBTHYHH KOHIEHTPALWM B IMKBOpa. Maski ko/lnuecTBa ce YCTAHOBABAT B C/IFOHKATA H
B TeUHOCTHTE Ha OKOTO H OefkA Apol. TeTpalMKIMHKATE MOTAT Ja ce OTKPHAT B MIAKOTO Ha KbpMeILH
YKEHH B KOHLEHTpaUHH, KOUTO ZOCTHraT WIH HaasHwaeaT 60% oT Te3u B ruiasmara. Te npeMHHaBar
rnpe3 MIALCHTATA H OCTHIBAT BBB (HeTanHOTO KpbEOOOPALIEHHE B KOHIIEHTPAUHH OT 0Kono 25 ao
75% OT Te3H B KpbBTa Ha Maiikara. TeTpallHI/IMHHTE ce HATPYNBAT B 001aCTHTE Ha 0OpasyBaHe Ha
HOBO KOCTHO BEILIECTBO M CKOPOIUHa KaNUU(HKAIHA H B pacTALINTE 350H.

Enumunuupane
TeTpalMKIHHHTE Ce eKCKpeTHpar B ypuHata H deneca. bpOpeqHoTo HanbuBaHe cTaBa upes

raoMepynHa puaTpauua. Jio 55% ot mo3arta ce eTMMHHHpA HEMPOMEHeHa ¢ YpHHara. Jlga vaca cien
npueM Ha oGu4aiing 103a TETPAUMKIIHH, MOIaT Ia ce JOCTHTHAT KOHUeHTpalmH g0 300 pg/ml B
YPHHATA, KOMTO MOTAT A3 ¢€ MOATbpKAT B MpoIbKeHHE Ha 12 yaca. EKCKpeLInsTa ¢ ypHHATA Ce
yBe/IH4YaBa [IpH ANKATH3MpaHe Ha YPUHATA. TeTPanHIIHHHTE Ce eKCKPETHPAT M B XJTEUKATA, KBAETO
MOTaT JIa € YCTAHOBAT B KOHLIEHTPAaLIMH 5-25 MBTH NO-BHCOKH OT Te3H B 1a3Mara. Tbif kaTo HMa
H3BECTHA eHTepoXxenaraiHa peabcopOiHa, HANOCTHOTO €THMHHHpPAHE € O4BHO. 3HAUHTENTHH
KOJTHUECTBA CE YCTAHOBABAT BEB (helieca Cliell MepopaseH MpHeM.

5.3 IlpeaxInHHYHHA JAHHH 32 Ge30NacHOCT

Hama Apyrv HATHYHH NPeIIUTHHAYHA JaHHH, KOMTO Aa ca OT 3HAYeHHe, B JOIBIHEHHE KbM
npeacTaBeHarta Bede nudopmanus B gpyrure yacti Ha KXIL

6. PAPMAIIEBTHYHH JAHHH

6.1 Cnoucnk Ha NOMODIHHTE BelIecTBa

ANruHoBa KMCeIIHHA

Harpuer naypuncyndar

Marse3Hee cTeapar
JlakTo3a MoHOXHApAT

Cucmas va mebmume HCEAAINUHOBH Kancyiu

Tano

XuH0omMHHOBO xkb1T0 (E104)

CeHcer sxwato (E110) e
Turanos auokcun (E171) @Mﬁ_ /70_;\
XKenaTHH g P e
Kanaue | \_' N
Azopybun (E122) e b
Turanor guoxcup (E171) B RS
Kenarun . Se
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6.2 HecsBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogaocr

3 roaMuu

6.4 Cuoenmangn yC10BAA ha ChXpaHEnHE

Ha ce cuxpanssa noa 25°C.

6.5 Buan chIbpKanne HA ONAKOBKATA

Mo 10 kancynu & Onuctep ot PVC/AL v PVC/PVDC/AL onmo, no 2 Gnucrepa B onaxkoBka.

6.6. CnennaJnn npelna3HH MepKu OpH AIXBLpAAne B padora

Hsama cnienHanHu H3UCKBAHHIS.

HeMaio3BaHHAT IeKapCTBEH OPOAYKT HIIH OTHAALYHHTE MATepHaIH OT HEro TPAORA 13 C© WIXREPAAT

B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHUA,

7. INPHUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Axrasuc EAJ]

yn. "Aranac Jykos™ Ne 29

1407 Codun

buarapus

8. HOMEP HA PAZPERIEHHUETO 3A ¥IIOTPEBA

Per. No: 20010407

9. JATA HA ITBPBO PASPEINABAHEAIOJJHOBABAHE HA PASPEMIEHHUETO 3A
YHOTPEBA

Jlata Ha mbpBO paspemasare: 29.11.1974 r.

Jlara nHa nocheano moguoeasade: 11.10.2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

NOOH 9 T 20800700
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