KPATKA XAPAKTEPHCTHKA

1. ThPTOBCKO UME HA JIEKAPCTBEHISE IIPO, 3 .
RULID 50 mg WHUCTEPCTBO HA 31PABEONA3BAHETO

ROXITHROMYCIN
PYJIUA SO mr

fpuaoyenue kbm
Paspewenke 3aynorpefate | 4 m‘x\% 9

0r. 0 ot
2. KAYECTBEH M KOJIMIECTBEH ChCTAB: 6HE/R.0x. 01 W

1 Tabnerka cpaBpKa: 50 mg roxithromycin

3. JEKAPCTBEHA ®OPMA:
TabneTku 3a opalnia CyCHEeH3HA

4. KJMHITYHW TAHHH:

4.1 TIOKA3ZAHMA

TepaneBTHUHGTe MHIUKAINU CE ONPEXENST OT AaHTHOAKTEepHAaniHaTa AKTHBHOCT M
thapMaxoKEHeTHYHATA aKTHBHOCT Ha PoKcHTpoMunuH. Te oTpasgBaT pe3ynaTaTsie OT
KIMHAYHATE H3MUTBAHMS Ha JIeKapcTBOTO M MJCTOTO My B CHHCBKa Ha
aHTHOAKTCpHAHKTE NPOAYKTH. TepaleBTHYHHTE HHIUKAHH Cca OrpaHWdeHd o
HH(EeXIMA  NPUIWHEHA  OT  YYBCTBUTENHH  MHKpPO  oprammsMa  (BXK.
DapMakoNUHAMIIHY CBOHCTBA):

~  Vudexnuu Ha IPIOTO.

~  OcTpH CHHY3UTH.

~ Bropuunu padeKIUE OpH ocTpH OpOHXUTH.

~ QOBocTpsase Ha XpOHNYHE OPOHXUTA.

~ IlpupobuTi B 00INECTBOTO AUXATEIHY HH(EKIHH.

- JlobpokauecTBEHM KOXHY HHOEKITAN.

~ He-TOHOKOKOBH reHuTamHy HHQEKIIHH.

- XnaMMARHHH H MEXONNA3MEHE HHOSKIMH,

4.2. TO3APOBKA Y1 HAYVH HA YIIOTPEBA:

3a mpeanoduTane ¢ POKCHTPOMUIMHE M2 ce IIpHeMa IIpefd XpaneHe.

Hena:

JNosara, K0oAT0 MOXe Jia ¢e Japa € 5 o 8 Mr/kr/fHeBHO pa3fienieHa Ha 2 IpHeMa Iipe3
yerara (CpefHaTa 1032 B iefHaTpUIHATe KIMHWIHY H3HUTBAHS € 6 MI/KI/THEBHO).
~ Jemna ot 6 go 11 xr 1o IoJIOBHH TabNeTKa CYTpHH H BEYEp.

~  Jlema ot 12 po 23 kr 1o efHa Tabnerka CyTpHH H BE9Ep.

~  Jena ot 24 no 40 kr 1o ase TabXerky CyTpHH ¥ BEYEp.

THonosuy vy 1gma TabIETKa Ce IOCTABA B CYIICHA JIBIKHIIA BOJa, H3gaksa ce 30 no 40
cek. JJa ce pasmamHe TaOneTKara H ce JiaBa Ha NETETO Ja 1 H3UHE, ITOCHEIBAaHO OT
Jaira BOJa.

HegenmeTo He TpgaOBa Aa pomsipkaea nosede oT 10 auu (Bx Hpexmumany faHEHN 32
0e30IaCTHOCT).

43 MMPOTHBOIIOKA3AHNA: S

~  CBPBXIYBCTBHTENHOCT KbM MaKPOJH/H HIlH HAKOE OT IOMOIIHETE BEMECTBA™ ol :” =,

- Kombmpamms ¢ DH3AOPHA M €pro AainkaloOHIM, Oc00eHO epI‘OTaMHH /-—H" e
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OTHOCHTENHA KOBTDa-HHARKAINS:
~ KomOunanusa ¢ OpomoxpHnrer (Bx BlamMonelicTBHA ¢ IOpyrW MEOUIAHCKH

TIPOAYKTH ).

4.4 TIPEAYVIPEXAEHUA U CHOEIIMAJHH IIPEAITIASHWA MEPKHU 1IPH

YIIOTPEBA:

~ DBE3MOXHOCT 3a Pa3BUTHE Ha CynepuHE(EKOnI OT pe3UCTeHTHH MEKPOOHH BIAOBE

B Ire0naKm.

- Ilpu madexnum Ha I'BPIOTO: alTepHATHRA HA CTAHZAPTHOTO JedeHHe, 0coDeHO
KOFaTo HE MOXKE Ja ce msnonssa. [lernnummn, npeanucad 3a 10 qH¢ € Bee ome
CTAHJApTHO JeYeHHe Ha OCTPH CTEHTOKOKOBH MH(EKIMHY HA I'BEPIIOTO.

~ TIlpu octpu cHHY3WTH: OT IlefiHa TOUKA HAa MHKpOOHONOrHYHMS poduT Ha Te3u
HHQESKIHH, MakpOIMOHATE aHTHOHOTHIM ¢a MHIMIMpPaHH KOTAaTO HACYCHHETO C
OeTa-naKTamy He € BE3MOXKHO.

~ IIpuxoOnrr B 06mecTBOTO AuXaTelHy MadeKnya, ocobeHo:

JIpH JIATICA HA PACKOBH (aKTopH,

IIPH JIATICA HA TEXXKH KINHWIHA CHMIITOMHA,

IpH JHIca HA KIWHAYHE (GakTopH, KOWTO MOTrar Ha IpPEeAIojaraT ITHEBMOKOKOBa

ETHOJIOTHS.

AXo ce IIofio3Wpa ATHIHYHA IUXaTeiHa HHQEKIHd, MakpoNHAHTe C2 HOKA3aHH,

HE3aBHCHMO OT TEKECTTa ¥ UCTOPHATa Ha 3a00IIBaHETO.

- JloOpokauecTBEHN KOXHHM HHGQEKIMH: HMIETHTO, HMIETHTHHO3EH IEpPMAaTHT,
eKTHMa, FHQEKITHH Ha JNOAKOKHETO (0c00EHO epH3MIIEN), epuTpa3Ma W aKHe M
KAaT0 ANTEpHAaTHBA HA JICYEHHETO C TETPAalHKIMHM, XOraro He MoTraT Ja ce
W3T0I3BAT.

~ IlpnembT Ha POKCUTPOMHIIHNH He ce NPelfophYBa IpH HallHeHTH ¢ YBPEICH YepeH
Ipob. Axo Bce MaK €€ Hamara, OIPaBAaHO € PEACBHO MOHHTOpDHpaHe Ha
yepHOZpOOHAT2 (DYHKIHS, a ak0 € HeoOXOIMMO-M HaMausHe ka fao3ara. Ilpu
TERKa TepHOAPOOHA HEROCTATHUHOCT (HAIp. HepHONPOOHA 1IHpo3a ¢ KEIITEHHIA
W/MNH acitiT), Ao3aTa TpAOBa ja ce HaMamy HanogoBHHA (Hamp. 150 mg Bemubx
JHEBHO TP BE3PacTHH).

- bubpedrHoTo eMMMEHHEpaHe HA aKTHBHaTa CyOCTaHIMs € HUCKO, KOETO O3Hayapa
ge zo3ure He TpabBa ga ce OpoMeHsT Dpy nangmentH c¢ Onbpeyna
HETOCTATHYHOCT.

~ Bpemero Ha mONy-XHBOT € HO-ABITO IPH NO-Bh3pactHd. Ho mpm mpuemane Ha
150 mr ga Bcexu 12 9aca, MakcHMaNHHATE IFAa3MEHN KOHNEHTPANH H YCIOBHATA
Ha cTabMWIHO CBCTOSHWE MEXHY IpHeMa Ha 2 JO03M POKCHTPOMHIMH HE Ce
pasNHYaBar 0T Te3d HpH Nno-Miragure. CIegoBaTellHO HE € HYXKHO 2 C& IIPOMEHST
JO3UTE IIPH I0-BH3PACTHH.

45 B3AUMOJEHACTBHA C APYIW JEKAPCTBEHM IPOAYKTH U
JPYI'H ®OPMHU HA B3AAMOJIEACTBUE:
KoHTpa-pHIHNApaHH KOMOWMHAITHA:

Husanpun (oo a#alorHd C JApPYTHE NPEACTABHTENM Ha MaKpOIHAMIE Karo
CPRTPOMENAH, HO3aMIITHE H KIapATPOMUIHE): IIOBHINEH PHCK 0T KaMEPHH PHTHMHH
HApyIeHAA, OCOOSHO EKCTPACHCTONH (MAKpONMEHTE IIOHH)KaBaT YepHOIpPOOHMA
MeTaboH3BM Ha IH3ANpPH/A). —
~ Epro Ba3soxoHCTPHKTOPH: NHXAAPOEPrOTAMHAH, EproTaMuH (II0 aHATOTHA C- pr‘rgjim "“‘-»;.1\
IOpefcTaBUTENIM HA  MAKPONMEWTE Karo  ePHTPOMMIIMH, HOB&MI/IIIK‘H /‘H"‘
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KNAPUTPOMHIIFH): €ProTH3BM ¢ BB3MOXHH HEKPO3H Ha Kpalmunure (HaManeHue Ha
YepHOAPOOHOTO ENMMMHHHPAHE Ha €Pro aJIKAIOUIHTE).

Kom0aaan#m, KOHTO He ce IPenopLIBaT:

- BpoMmoxpanTHH (D0 awamords ¢ APYTH IpelCTABHTENH Ha MaKpONMIHTE KaTo
EPHTPOMMIIHE, HORaMHOWH H KIAPUTPOMMIFH): INOBHINEHM KOHICHTPAUMH Ha
OpOMOKDHIITHHA ¢ BH3MOXKHO IIOBHIICHHE Ha aHTHHAPKWHCOHOBATa AKTHBHOCT H
HaJaJIHK CHMIITOMHU Ha IIpeo3upaHe.

- Tepbenagun

Hsaxon wmaxpommmu ca cmocoOHH Ha (DapMakOKHHETHYHH B3auMOACHCTBHA C
TepheBanrH, KOeTo BOAH [0 yBelIWYaBaHe Ha CepyMHAaTa My KOHIEHTpaumsa. Tosa
MOXKE Ja HMOBele JIo TeXKa KaMepHa apuTMEd, THIIHYHO torsades de pointe. Brupexn
Ye TAKWBA PEaKklHH HE ca HaOMONABAHH € POCKHTPOMHIMH X IPOYUHAHHT C
orpaEwdgeH Opoil 34paBm  yo0poBONNM He IIOKasBaT  (hapMaKOKMHETHYHO
B3aEMofeHcIBe und cpoTBeTHH EKI' mpoMenu, emHoBpeMeHHH:A IpHEM HA
POKCHTPOMMITMH # Tep(eHaiiy He ce IIpenophyea.

- AcCTeMH30JI, IMMO3UL

JpyrH IexapcTBa Karo acTeMu3oll UAH HHMO3HZL, KOHTO C¢ MeTabommsupar or
geproApobEAs CYP3A wm30en3uM, ca cBBp3aHM ¢ yAeDKapane Ha QT-murepsana
W/mm chpAedHH apurMuy (rummgno torsades de pointe) karo pesymnrar OT
YBEeNHYCHHE Ha CEPYMHOTO UM HHUBO, IIOCIEHHIZ OT B3aMMOZCHCTBHETO C W3pa3eHH
HHXAOUTOPH Ha TO3H M30EH3UM, BKIIOUUTENHO HIKOM MAaKPOMIHH aHTHOWOTHIH.
BrIpexs 9e poKCHTPOMHIIHH HiMa RN HMa OTpasideHa CIIoCOOHOCT 3a CBLP3BAHE ©
CYP3A wu crorBerHO Ja HEXMOMpa MerabosmsMa Ha JpPYTH  JIeKapcIBa,
MeTaCONM3UpPaHy OT TO3H W30C€H3MM, BB3MOMKHOCTTA 32 KIMHWYHO B3auMOJEHCTBHE
HA POKCHTPOMHIIMH CHC CIIOMEHATHTE ACKapcTBa He MOXe Ja Obfie HUTO YCTaHOBEHa,
HATO HANBIHO H3WIOYEHa, CIENOBAaTeiHO  COHOBPEMEHHHS HpHEM Ha
POKCHTPOMMIIEH H TE3H JIEKapcTBa HE Ce IPErophyBa.

Kombunanumn, n3ickBamn cierajiAl MepKH HpH ynoTpeda:

- He ca ycranoBenu B3auMonelicTBRS ¢ BaphapHus npu npoydsasus ¢ JOOPOBOTIH,
obade ce cro0maBa 3a 3a yBenHJIeno XporpoMOuHOBO BpeMe H INR mpu manueHTH,
HEeKyBaHH C POKCHTPOMHIIMH M AHTAIOHMCTH Ha BUTamuH K, xoero Moxe na Opne
ofsacHeHo ¢ madexnmosnnsa emmson. Obwvaiina mpaxruka € Aa ce cuear INR 1o
BpeMe Ha KOMOHMHHpaHOTO JIEYCHHE HA POKCHTPOMMITUH ¥ aHTATOHHCTH HA BUTaMHH
K.

- In-vitto mpoygsaHe 1OKa3Ba, dYe POKCHIPOMMIMHE MOXE Ja M3MECTH
IFCOTIHPAME]] OT CBLP3BAHETO C IIa3MeHNTe IPOTEeHHH; To3H edeKT in vivo Moxe ma
JIOBEeAE [0 YyBEeNWYEHWE HA CepyMHHTEe HuBa Ha CROOOMHMS IHUCOHHpaMHI.
Caeposatenso TpsiOpa ma ce cineadar EXKI' u ako € BHR3MOXHO, CEPYMHHTE HHBA HA
JUCODHPaMuI,

- JIWroxcHH H APYTH CBPACYHH IMHKO3WHN:

- Ilpoysmane ripy 3mpasH AoOpOBOINH NIOKAa3Ba, 4e POKCHTIPOMHIIMH MOXKE Ja
YBEIMEH €KCKpeNuaATa Ha JTUTOKCHH. TO3H e(eKT, CpeliaH H IIPH APYTH MaKpoJHI
MOJKE MHOTO PSAKO 2 AOBeZe 0 TOKCHYHOCT Ha CHPJSUHHTE IHKO3KIH. TOBa MOXe
Jta 6Bie U3pa3cHO ChC CHMIITOMHE KaTo FajieHe, OBPERIAHe, Auapus, riasobomie wim
3aMagHOCT; TOKCHYHOCTTA HA CHPACYHHTE INIMKO3MAM MOXKE CBHIIO Aa IpelH3BHKA

HapyImeHns B TIPOBOAUMOCTTA Ha CBPLETO A/An PATEMHHA
napymenys. CrenoparenHo MpH TAIUEHTH, JIeKyBaHK ¢ POKCHTPOMHNHE H JUTOKCHH===x:
HNA OPYT ChpfedeH TNHKO3AL, Tpadea na ce ciear EKI m ako e B'I;BMO)KHO‘!E KET ,.'}‘Q\

/-—'*—- LN
CCPYMHHTEC HHUBA Ha CHPNCUHEA ITIMKO3HL; TOBAa € 3albIDKHTENHQ, aKo B'BSHI’IKH&T CoL

CHMIITOMM, KOHTO MOT'aT 5ia Mpealoniarat Npero3upane ¢bC CEpcYHI I‘JIHKO?;?II{;(’I




KoMOumuamus H3ucKBANMI HOBHINEHO BHIMAaHKME IPH ynoTpeda:

PoxcuTpoMmipiH, KakTO APYrH MaKpOHMIHEM aHTHOHOTHIIH, MOXE Jd YBEMUH
IIOINTa HOK KpPHUBaTa KOHNEHTpalrs-BpeMe Ha MUa30liaM, CHEeIOBATEIHO e(eKTHTE
Ha MHAA30JfaM MOTaT Ja ObJaT 3acHiIeHH UK YABIDKEHH PH TANHEHTH, JCKyBaHH ¢
poxcuTpoMunmd. Hava yOemuTemHO ROKazaTeliCTBO 3a B3aUMOACHCTBHE MEXEY
POKCHTPOMHIIZH H TPHA30IAM.

JimmicBar XNMHEWYHO 3HAYEMM B3aEMoZecHcTBHI ¢ KapOaMaszelMH, paHHTHORH,
alyMUHHEB XWAPOKCHI HII MarHE3WeB XHAPOKCHY, OPATHH KOHTPALCITHBH,
CHABPIKALM €CTPOTCHH U IPOreCTHHA.

4.6. BPEMEHHOCT 1 KbPMEHE:

- DpeMeHHOCT: pesyiTaTHTe OT W3CIefBAaHWSTA HPH JKUBOTHH He Japar
JOKa3aTeNICTBA 3a TepaToreHeH edexT. [Ipy nuncata Ha KIBHWYHE AAHHA , TE3H
eKCIIEpUMEHTallHH pPe3yNTaTH He J0Ka3BaT, 4e HsAMa Jla HMa MandopMarHBEH
edexT Mpy JoBekKa.

- Jlakranusa: npeMuuaBa cHab0 B MIMKOTO Ha KBpMadkpTe. AKO € HeoHXONUMO
Tps0Ba Jla ce IpeyCcTaHOBA KBPMEHETO Wi IedeHueTo Ha Malikara.

4.7. EOEKTH BBPXY CIIOCOBHOCTTA 3A HIO(I)IfIPAHE 1 PABOTA C
MAITAHNA:

3amasgHOCTTa IIpH IIpHeMa Ha IIPOAYKTa MOXeE Ja CB3AaJe OACTHOCT IPH ModupaHe
Wi paboTa ¢ Mar\HH.

4.8 BEXEJAHU JEKAPCTBEHH PEAKTIMH:

- CromamHo-9peBHH €(eKTH: ragcHe, IOBPHIIaHe, KopemHa Oonxa, muapus (B
MHOT'O PEAKH CIy4ad KBpBaBa ). B H3omipasm ciydad ce HabiOmaBaT CHMIITOMHA
Ha ITaHKpPEeaTHT; OBEYSTO NAHCHTH ¢4 HONYYaBaId ¥ APYTH JIEKapPCTRA, 38 KOUTO
TIZaHKPEaTHTHT € H3BECTHA HEeXeNaHa JiekapcTBeHa peaxnusa. Kaxto v mpu mpyrd
MaKpOJHAH Cce CHOOMaBa 3a HapynIeHHAs Ha BKyca i/ 000HIHHETO.

- 3amasmoct, TnaBoonme, U3TPHIBAHE (HapECTE3HH).

- Bw3MoxHO € BpeMeHHO nmoBmmeHHe Ha Tpancammuazute (ACAT, AJIAT w/unu
ankanHa ¢docdaraza), pAOKO XONECTATHICH XEIIaTHT WIH XeHaTOHEIy/lIapHO
YBpEKTaHE.

- Peaxiiumi Ha CBPBXUYBCTBUTEIHOCT: OOPHB, YPTHKapHi, PAAKO DYPILypa.

- Pagxo Texxm peaknuH Ha CBBXUYBCTBHTENHOCT Karo OTOK Ha Keuuke,
OpOHXOCHA3EM, aHAQUIAKTOUAHE PeaKnuy.

- Kakro ¥ 1npu pApyrH aHTHOHOTHIH-CYHEpHHOEKIS, ynmpeﬁara Ha
POKCWIpOMHIHH, 0co0eHO aKe € MNPOALIDKWTENHa MOXEe Ja JOBEIE J0
CBPBXpacTeXX Ha HE-9yCTBHTEIHH MEKpoopranmsmu. [lepmonuanara onenka Ha
CRCTOSHUETO Ha TAlHeHTa € ChINecTBeHa. AKO cynepuH(EeKnugTa BE3HUKHE IO
BpeMe Ha NledeHueTo, Tps0Ba Ja ce B3eMaT Heo0X0IMMHUTE MEPKH.

4.9. IIPEAO3SHPAHE:
Mepxu B cnygaii ga npenosHpane:cToMaliia IPOMEBKA ¥ CHMIITOMATHYHO JIEJEHHE.
Hama cnenududeH anTUAOT.

5. ®APMAKOJIOTHYHU JAHHWA:
AHTHUBAKTEPUAJIEH AHTUBMOTHK ot makponugaara rpyna.
/ J: anTHMHpEKTHBHHM TIpellapaTy 3a CHCTeMHBa yroTpeda /.




5.1. PAPMAKOANHAMWYHI CBOMCTBA:

CoexTsp Ha aHTHOAKTEpHATHATA aKTHBHOCT:

- Bunope. o6mgaiino gypcrerTerHE (MUK </ = 1 Mr/ n) :
Ilorege oT 90% oT maMoBeTe HAa BUHOBETE €A YyBCTBUTENHH (“S™): CTpEenTOKOKH,
METANHIMH 4YyBCTBUTEeNHH cradmnoxokn, R.equi, B.catarrhalis, B.pertussis,
H.pylori, Cjejuni, C.diphtheriae, Moraxella, M.pneumoniae, Coxiella,
Chlamidiae, Legionella, T.pallidum, B.burgdorferi, Leptospira, P.acnes,
Actinomyces, Eubacterium, Porphyromonas, Mobiluncus.

- Bupose ¢ yMepeHa IYBCTBHTEHAHOCT:

AuTHOMOTHKET € YMEpPeHO aKTHBEH in vitro. 3aXOBONMTENHE KIMHEUYHE DE3YITATH

MOYarT Jia ce HabmroNaBaT Ipy KOHNEHTpalys Ha agTHOHOTHKA [I0-BUCOKH oT oT MUK

(Bx PapMaKOKHHETHIHH CBOHCTBA):

H.influenzae, H.parainfluenzae, N.gonorrheae, Vibrio, U.urealyticum.

- Pesucrentom sunose (MUK > 4 Mr/ ):

Tlore 50% ot mamoBeTe Ha BUAOBETE ca pe3ucTeHTHH (“R™):

Metmpny ~ pe3sHCTEHTHH  cTadrurokoku, enTepobaktepuu, Pseudomonas,

Acinetobacter, M.hominis, Nocardia, Fusobacterium, B.fragilis.

- Bupnose c mpoMeHIHRA PE3HCTEHTHOCT:

IponenTa Ha npuaobuTaTa pe3ucTeHTHOCT Bapupa.CheloBaTeHo YyBCTRHTEIHOCTTA

HE MOXe Aa ce peABRan be3 aHTHOHOTHKO-JYBCTBHTEICH TEeCT:

S.pneumoniae,eHTepokokH, E.coli, Peptostreptococcus, C.perfringens.

PoxcurpoMuiizs ¥Ma HH BETPO ¥ MH BHBO axTHBHOCT cpemy T.gondii.
PoxcurpoMuIiae UMa yMepeHa HH BETPO akTHBHOCT cpeiny Mycobacterinm avium.

BHVUMAHWE: Hsaxon BmaoBe OakTepuu HE ca CIIOMEHAaTH B CIEKTHPa, THH Kato
AHICBAT KIAHWIHE HHIHKAITHH.

ITpe3 1995 rox. Bes @pannus 30 o 40% OT MHEBMOKOKHTE €4 Pe3HCTEHTHM Ha
Makpoymmay anTHOHOoTHIM. Ta3m madpa ce € ypemmumna jo moseue or 50% za
HHeBMOKOKHTE ¢ HaMalieHa TyBCTBHTENHOCT KbM NEHUIIHIIHH.

5.2. DPAPMAKOKHHETHYHY CBOACTBA:

- buonamiguoCT:

Mesxpy 50 mr came, 50 Mr dumv Tabnerkn 1 150 Mr TabneTkn:

(baoekBHBaNeHTHO NpOyuBaHe MoKaszpa,ae 50 Mr came, 50 Mr ¢mmv rTadreTku
oTTerieHa po3opa dopMa ) B 150 Mr tabnerkm ca OmoekBuBanesTHH. Thit xaro 100
Mr tabmetHa QopMa € eKBHBaleHTHa HO chcTaB Ha 150 Mr Tabnerma opma,
OHOEKRUBANEHTHO IIPOYUBAHE HE € IIPORSKIAHO.

- Abcopbums:

Abcopbumara e 6bp3a. PokcuTpoMunuH € cTabuieH B Kucena cpefia ¥ ce OTKpHBa B
cepyMa Ba 15-TaTa MHHYTa, HUKOBATE CEPyMHH HHBa ce Habmomasar Ha 2,2-f uac
clief preM Ha Jo3a oT 150 Mr Ha MIagxo IpH BE3pacTEH H Ha 1,6-9 gac criel IpHeM
Ha [03a OT 2,5 MI/KT Ha riIafHo Opu nena. JlokasaHo e , 9e IpHEMa Ha IEKapCTBOTO
0,25 1aca npean xpateHe NpoMers GapMaKOKAHETHKATA Y 3/{PaBH MHAMBAGH==""5x
- PasnpenencHue: T

Iipn nema:
- IInazmernu xouyenmpayuu;
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Ilpu moBTapam ce HpHEM Ha 1034 OT 2,5 MI/KT Ha BcekHm 12 d9aca, OCTABYHHTE
MIa3MEHE KOHIEHTPaIly ca WACHTHYHY Tipe3 IeNud IICPHO Ha JeYcHHEe.
PaBHOBECHATE KOHIICHTPAAN €A KaKTO ClIEIBa:

- MacKHMaJHa KOHIeHTpanua: 9 Mr/mi,

- MHBHManHa KoHmeHTpauus: 3,1 Mxr/miu. Topa He ce pasnuyasa OT OPEICNcHATA
Ha 12-1 yac KOHUEHTpalldf CICH NpHEM Ha efuHuYHa mo3a ot 2,5 mr/kr (3,6
MKT/MIIT).

Cpermso BpeMe Ha nonykuBoT: 20 uaca (IO-ZBIEI OTKOIKOTO IIpH BE3pactHd: 10,5

gaca).

- Toxanuna oughysus:

Hobpa, ocobeno B OenofgpoOHATa THKaH, CIMBUINTE, aICHOUTHATE O0Opa3yBaHUg H

CPETHOTC ¥X0, 6 9aca i 12 uaca clieZ NOBTapAIlH Ce K03H POKCHTPOMHAHHH.

IIpn BE3pacTHu:

- IInazmenu xonyenmpayuu.

@apMakOKUHETHYHHUTE NapaMeTpH cien eiuHugHa noza or 150 Mr opu HopmaliHu

HEJABHIH €4 KAKTO cleBa:

- cpemHa MaxcEMalHa ITa3MeHa KOHUeHTparms: 6,6 Mxr/miL,

- cpepfHa INasMesa kOHIeHTpanus (12 gaca clex foszara): 1,8 Mxr/mi,

- CpeIEH NONYXWBOT Ha enuMuHupane: 10,5 yaca.

ITpr npziemMane Ha HOBTAPSIH ce JIO3H 0T HopMamay maamerd (150 MT Ha Beexn 12

gaca 3a 10 ABn), paBHOBECHUTE KOHNESHTPANRY B IIIa3MaTa ce NOCTHUIAT MEXAY 2-9 B

4-5 pen. Te3u papHOBECHH MIA3MEHH KOHNEHTPAHH Ca KaKTO CHefBa:

- MaxcuManga KopueHTparud: 9,3 mxr/ mi,

- MMPHMMAaIHAa KOHIEHTpaEL: 3,6 MKI/MIL

- Torauna oughysus:

JoGpa, ocobero B Oenompobrara THKaH, CHHABHIETE, aJCHOMIHMTE 0OpasyBaHds H

npoctarara, 6 gaca u 12 gaca clieZ] MOBTAPAIIH C& J03H POKXCHTPOMHIIIHH.

- MBHBoro HHCKH HABA POKCHTPOMHLIUH IIpEMHEHaBAT B KbpMaTa:

ITo-manko ot 0,05% oT BEBEIEHATA 034,

Ipu BB3pacTHH 1 jena:

- ITInasmenu xonyenmpayuu:

THH XaTo IPOJXYKTa He KyMYJIHpa, JIHeBHATa /1034 MOxke J1a OpJe jaBaHa KaTo 2 1034

npe3 12 waca. ToBa ocurypsea Ina3MeEM KOHHEHTpalpd Ha aHTH OHOTHKA

e()eKTHBHH CIIPSMO YyBCTBHTEIHH OpPraHU3ME II0OBEYE 0T 24 Haca.

~  Toranua ougpysus:

MaxpoimifEaTe agTAOMOTHIM HPOHWKBAT H KyMyIHPar BB (aromuTHTES

(monuEyKIeapHETe HEYTPOQHIH, MOHONATHTE, HEPHTOHCATHHTC H aJIBCONApHUTC

Maxpodaru). MaTpadarouurouTe KOHUSHTPAIMH Ca BHCOKH IpPH H0BeKa. [e3d

cBojicTBa 0OOACHABAT AKTHBHOCTTA Ha POKCHTPOMHIMEA CHPSIMO BHTPEKIICTHUHHTE

QaxTepaH.

- Cevp3sane ¢ niazmeHume npomeuny:

96% OT POKCHTPOMHIHHA C€ CBBP3Ba INIABHO C al(a-]1 xucenuTe MIHKOIPOTEHHIH.

ToBa cBbp3Bane e 00paTHMO H HaManssa NpPH KOHLEHTPaIUH Ha POKCHTPOMHMITHHA

[IO-BACOKY OT 4 MKF/MIL.

- Bbuotpanchopmarus: e
POKCHTpOMUIME TPETHPIABA OTHOCHTENHO Manika OmorpanchopMaIiis. Honeqe«xgg’e,.

TIOJIOBHHATA C€ eKCKpeTHpa HEIIPOMEHEH. 1pH CTIYKTypH ce H,ueHTncpHmipa:f’
ypuHata B (pexanguTe: Jec-KIagnH03a POKCHTPOMHUNIH, B Hal-TOIAMO KO.TIH‘IEC’I‘BO H*
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H-momo ¥ H-gumemermn PpOKCHTPOMHIMH, KOHTO Ca B IIO-M2JKO KOIHMYECTBO.
TIpomopiUKTe Ha TpUTe MeTa00NUTa ca IOFOOHH B ypuHara U pexanuuTe.

-  Exckpenws:

EmivMuHupa ce TpeluMHO Ype3 ¢ekammure: cmen opaneH mnpueM Ha 14C-
POKCATPOMHEIIIH IpH 3APaBH , PAIHOaKTHBHOCTTA, OTYETEHA B ypuHara e camo 12%
oT 00ImOTO KOMHYECTBO, EKCKPETHPAHO ¢ YpHHATA H (pexanHuTe Macy 32 72 gaca.

5.3 TPEJKJIMHIYHN JAHHH 3A BE3OIIACTHOCT:

Ipu menma: OT TieAHa TOYKa Ha TOBA, Y€ ca HalIoAaBaHy aHOMANHH B XPyHiuipaTa
TBKAH Y MIafg¥ JXKMBOTHH NpH HosH 10 OBTH NO-BHCOKH OT TEPAUSBTHYHHTE, CE€
IpETopHYRa /1032 0T 5 4o 8 MI/Kr/IHeBHO 3a MakcuMaleH nepuoz ot 10 .

6. ®APMANEBTHYHH JAHHMH:

6.1. IloMommm  BeIgecTBa: hydroxypropyl  cellulose,polyoxyethylene
polyoxypropylene glycol,polyvidon excipient,anhydrous coloidal silica, magnesium
stearate,talc, corn starch,hydroxypropylmethylcellulose,anhydros glucose,titanium
dioxide,propylene glycol.

6.2. PAIUKO- XMMHAYHEA HECHBBMECTAMOCTH

6.3. Cpoxk Ha rogHocT:
3 YONHHH.

6.4 Yciaopusa Ha chXpaHenHe- IpH TeMueparypa nox 25 C.

6.5 EcryecTBo u chAbp:KaHUe Ha OAK0OBKATA:
PVIIH 50Mr Taberxm:nol0 B Tepmobopru Grmuctepry onaxosks / [IBH/ amymusnit

7. HAME W AJPEC HA MNPUTEXATEJSI HA PASPEIUEHHETO 3A
YIIOTPEBA
Aventis Pharma S.A. 20,Avenue Raymond Aron F-92160 Antony France

NPOU3IBOJUTED
Laboratoire Aventis 46 quai de la Rapee F 75601 Paris cedex 12- France

8. PETHCTPAIMOHEH Ne B PETHICTHPA
20020150

9. JATA HA IObBPBOTO PASPEIIABAHE 3A YIIOTPEBA HA
JJEKAPCTBEHHM IIPOAYKT
19.02.2002 r.

10. TATA HA (YACTHYHA AKTYAJUIBANET) HA TEKCTA
Smyapm 2005 r.




