KPATKA XAPAKTEPUCTHKA

MUHKCTEPCTBO HA 33PABECMASBAHETO

l

1. IME HA MEJ(HTUHCKWSI HPOAVKT:
RULID 150 mg MBHAOXKEHIE Kbk

ROXITHROMYCIN paspewenue saynorpefalte 3 L39 5\0’5 0B

b5

*

PYIIAT 150 mg §7( 120191 M

2. KAYECTBEH U KOJIMYECTBEH ChCTAB:
1dumupana Tabnerka ceaBpKa: 150 mg roxithromycin

3. JIEKAPCTBEHA ®OPMA:
DuiMApaHyd TabIeTKH

4, KJIMHNYHH JAHHH:

4.1. TIOKA3BAHHA

TepaniepTranyTe HEAHKAIAH Ce ONPEINENIT OT aHTHOAKTepHanHATAa AKTHBHOCT W
(hapMaKOKMRETHYHATA aKTHBHOCT Ha POKCHTPOMHENAY. Te OTpassIBaT pe3yNITaTHTe 0T
KNHHWYAWTE H3IWTBAHHA HAa JEKapcTBOTO ¥ MACTOTO My B CHHCBKa Ha
aHTHOAKTEpHAHEATE HPOAYKTH. TepameBTHUHNWTE WHIBKAUM €4 OTpaEddeHH MO
HHQEKNHH  HpUYMECHY  OT  YyBCTBMTENHE  MUKDO  OpraHHMsMH  (BX.
®apMaxoJHHAMITIHH CBOHCTBA):

- Hudexuun Ha TEPIOTO.

- Octpu cuay3utH.

- Bropuanu mrexumy rpyu ocTpH OpOHXATY,

- O6ocTpsEEe Ha XPOHHTHH OPOHXUTH.

- lIpumoburi B 0GIIECTBOTO JUXATENHH HHPEKIIHHE.

- JoGpoxagecTBEHH KOXKHY HHOEKIHH,

- He-romoxoxoBy reHETamHY HHQEKIFHH.

- XnavupuiiHy B MUKOIIA3MEHH HHQEKIHH,

4.2. IO3NPOBKA M HAYMH HA BHBEXTAHE:

3a nipesmoATaHe ¢ POKCHTPOMHIIH [a ce IpHeMa Ipel| XPaHeHe.

Jena:

Hozara, kosTO MOXKE Ja ce AaBa € 5 5o 8 MI/KI/AHEBHO pasjencHa Ha 2 IpHeMa Ipes
ycrara (CpeiHata j03a B HEAUATPHIHHTE KIFHAYHY W3NUTBAHKL € 6 MI/KT/HEBHO).
Jlegenuneto ne TpabBa Aa mponsiDKaRa HoBede ot 10 mum (Bx [IpexTHAAYHY FAHHH 38
0e30macTHOCT).

Brspacrrn:

300 Mr nueBHo, T.€. 1X 150 Mr TabneTka CyTpHHE 1 BEwED.

4.3.1IPOTHBOIIOKA3AHUS:

-  CepexX9yBCTBHTIEIHOCT KBM MAaKpOIHIH KM HAKOE OT IIOMOIIHHTE BEIIecTBA.

- KomOmmamis ¢ wup3aupuf H 6pro  ainkaioWny, OCOOEHO EproTaMHH M
BEXUAPOESPTOTaMuH (B3 B3auMOoAeHCTBHA ¢ APYIH MEOUITMHCKE IPOLYKTH).

OTHOocHTenHA KOHTPa-HENHKATIHS:

- Kombumarmus ¢ 6pomoxpunrue (BX Bsaumopelicteua ¢ mpyrm MGILHHHHCKPI TR

IPOAYKTH ). S

4.4 NPERYUPEKAEHNS ¥ CIIELWAIHV ITIPEATIA3HY MEPKH ITPH YIIOTPEBA: ;



- BuaMoxmocT 3a passuTHe Ha cynepHH(EKITHI OT PE3UCTEHTHN MAKPOOHH BHAOBE
¥ I'e0WIKE.

- Ilpn wHdeknHnE Ha FHPIOTO: alNTepHATHBA Ha CTAHJAPTHOTO JicYeHHe, ocobeHO
KOTaTo He MOXe Ja ce H3moi3Ba. Ilepmnandy, npefnrcad 3a 10 guu ¢ Bee ome
CTAH/IAPTHO JISICHHE HA OCTPH CTENTOKOKOBH HH()EKITHH Ha IBbPIIOTO.

- Ilpu ocTpu cuHy3wTH: 0T IIeAHA TOYKA Ha MUKpPOOHONOTMUHMA HPodHI Ha Te3u
WHOEKIWH, MAKPONUAHATe aHTHOHOTHIM ca MHIULIHPAHH KOTaTo JIEIEHHETO C
Oera-TaKTaME HE € BE3MOIKHO.

- IlpumoOniH B 00MECTBOTO AUXATENHE HHOEKIHH, 0co0eH0:

IIpH IATICA Ha PACKOBH (aKTOpPH,

TIPH JIHIICE Ha TEXKH KIIMHHYHE CHMIITOMH,

Npy JIANCA HA KIHHATOE (akTopH, KOWTO MOTaT Ia NpearolaraT IHEBMOKOKOBA

ETHOJIOTHA.

AX0 ce HOTO3Mpa ATHIIMYHA AUXaTenHa wH(eKIHd, MaKpOJNHFHIE Ca HOKa3aHH,

HE3aBHCHMO OT TEXECTTA M HCTOPHATA Ha 3ab0IBaHeTo.

- JoOpoxagecTBEHH KOKHM HH(EKNWA: HMIICTATO, HWMIECTHIHHO3EH AEpMAaTHT,
eXTHMa, HHQEKIHA Ha MOAKOXHeTo (0coDeHOo epH3HiieN), EpHTpasMa M akHe H
KaTQ aNTepHATHBA HAa JlEYEHHETO C TETPANUKIMHYM, KOraTO HE MOrar ja ce
H3YIOA3BAT.

- IlpuemBT Ha POKCHTPOMUITUE HE ce IPEHOPHUIBA IIPH IAlHEHTH C YBPENeH YepeH
Ipod. AKO BCe Nak ce Hajlara, OHNpaBJaHO € pPEJOBHO MOHHTOpHpaHE Ha
gepHOMpoOHaTa (GYHKIHI, 2 ako € HeoOXomuMo-u HaMansHe Ha mosata. Ilpm
TEXKA YePHOZPOOHA HeFOoCTaTHUHOCT (Hanp. YepHOApoOHA MHp03a ¢ XKBITCHANA
w/wim acmut), Ko3ara TpAOBa fa ce HaMal HANoJIOoBHHA (Hamp. 150 mg BemHnkK
JHEBHO IIPH BE3PACTHIH).

- brbpeuroTo eMMMARNpaHe Ha aKTHBHAaTa CyOCTAHIHSA € HIICKO, KOETO O3HadaBa
ge [mo3ure He TpadOBa Ja ce MPOMEHAT IIpu mnanmmeHTH C OnbpeuHa
HEAOCTATHLIHOCT.

- Bpemero ma mony-KHBOT € IO-ABJIO NpH Ho-Be3pacTHH. Ho Ipu mpuemane Ha
150 Mr Ha Beexn 12 waca, MakcuManHNUTe [IA3MEHH KOHIIEHTPalHK B yCIOBHATA
Ba CTa0uNHO CBCTOSHHE MEXIYy IpueMa Ha 2 J03H POKCHTPOMHIEH HE ce
pasmTIaBaT OT Te3H Npu mo-wiaxute. ClenoBaTelHO He € HYXKHO fa C& NPOMEHAT
JO3UTC IpPH XIO-BB3pacTHH. :

4.5. B3AHMOAEMCTBYS C APYTH JEKAPCTBEHU NMPONYKTHU ¥ APYIH ®OFPMHA
HA B3AVMOJEVICTBHE:

Korrpa-pHauumapasn KoMOHHANAH:

-  Hmzanpupn (mo apanmords ¢ ApPYTH NPEACTABUTEIH HA MaKpOIHIHTE KaTo
€PUTPOMHUIEH, HO3aMHIFH H KIaPHTPOMHITNK): OBUIIEH PHCK OT KAMEPHH PUTHMHH
HApYIIEHAS, 0coDEHO eKCTpacHeTONH (MaKkpolMAMTEe IOHIDKABaT YEpHOApOOHHA
MeTaboIH3BM Ha HH3aNpaIa).

- Epro BasoKoHCTPHUKTOPH: JUXHAPOEPTOTAMHUE, CPIOTAMUH (10 aHATOTHS ¢ KPYTH
OpefICTABUTENH Ha  MAKpONHMAWTE KAaTo  epUTPOMMIMH, Ho3aMMIMH H
KIApATPOMHNUH): €PrOTA3EM C BBH3MOXKHH HEKpPO3M Ha KpalHHDHTE (HaMaleHHe Ha
FEpHOAPOOHOTO CIMMHHAPAHE Ha €PrO ANKANOHIATE).

KoM0HBADNN, KOHTO He ce NPenophLIBaT:

- BpomoxpunTHH (110 aHANOTHA ¢ JPYTH HPEICTABHTENH HA MAKPOIHIUTE KATO-- -
EpUTPOMUNH, HO3aMHUIMH H KIAPUTPOMHIMH): MOBUINEHH KOHIICHTpaluy Ha .

OpOMOKDHMITHHA ¢ BB3MOKHO MOBHIICHWE Ha aHTHIApKHHCOHOBATa aKTHBHOCT M
HayalHH{ CUMOTOMM Ha IIpeflo3HpaHe.

PR



- Tepbhenammn

Haxou Makpomumd ca cnocobEE Ha (apMakOKWHETHUHH B3amMONCHCTBHA C
TepheHaauH, KOSTO BOAM JO YBEeNMYABaHE Ha CepyMHaATa My KOHpeHTpanuia. Toepa
MOKE Ja JOBEHE N0 TeKKa KaMepHa apHTMuA, THIRaHO torsades de pointe. Brupexu
Y¢ TAKHBA pEeaKOuW He ca HaOMOJaBaHH C POCKHTPOMHIMH ¥ TIPOYYHAHAA C
orpappger Opo#i  3@paeH  JoOpOBONIM  He WOKazRaT  (DapMaKOKMHETHIHO
p3apmofelicteae Wiy cboTBeTHH EKIT pmpoMeHH, eZHOBpEMEHHus IIpHeM Ha
POKCHTPOMUIIIE ¥ TepdeHaIuH He ce IPEnophUBa.

- AcTeMH301, IAMO3H]

Jipyrs &exapcTBa KaTO aCTEMM30JI HAH IHMO3MZ, KOHTO c¢ Merabomm3ppaT OT
gepaonpobuns CYP3A mnzoeH3nM, ¢a CBBp3aHH C yHblbkaBase Ha QT-mmrepBana
WA chpaeYny aputMHE (TunegHe torsades de pointe) Karo pesynrarT oT
yBeIHJeHre Ha CEPYMHOTO MM HHBO, IOCHENHIA OT B3aHMOAEHCTBIETO C M3pa3cHH
HEXHOUTOPH Ha TO3H W30€H2HM, BIUIOYHTENHO HAKOM MAKPONHAHE aNTHOHMOTEHIIHA.
Bripexyu ge poKCHTPOMMITTH HIMa WM MMa OrpaHIdcHa CHOCOOHOCT 3a CBBP3BAHE C
CYP3A © croTBerso Ja wWHxmOHpa Merabonmmsma Ha JpyTH JIEKapcTBa,
MeTabONM3EpaH OT TO3U M30€H3MM, BB3MOXHOCTTA 32 KIHHATHO B3aHMOACHCTBHE
HA POKCHTPOMIITHH CHC CIIOMEHATHTE JEKAapcTBa He MOXe fia OB HUTO YCTAHOBEHA,
BATO HANBIHO  W3KIIOYEHa, CICZOBAaTENHO EAHOBPEMGHHMA IpHEM HAa
POKCHTPOMUITHH 1 Te3H JICKApCTBa HE Ce IIPEHOpHIBa.

KomOnaanuya, W3HCKBaNIy cHeliHATHN MepPKHU HpH YyIoTpeda:

-  He ca ycTanoBeRH B3auMoacHCTBRSA ¢ BaphapuH NPy NpoydIBaHus ¢ JOOPOBOIILH,
obage ce cpOOMIaBa 3a 3a yselpdeHo TpoTpomOuHoBo BpeMe B INR mpu nanuerTH,
JIEKYBaHH C POKCUTPOMHIIEH W aHTarOHWCTH Ha puramuH K, xoero moxe na Onme
obsicHeno ¢ mudekmosnus enuson. Obwuaiipa npaxtaka € Aa ce cnemu INR mo
BpeMe Ha KOMOMHEPaHOTO JiedeHHe Ha POKCHTPOMHNUH K aHTarOHUCTH Ha BHTAMHH
K

- In-vitro xpoydBaHe XYIOKa3Ba, H€ POKCHTPOMHIHH MOXE Ja H3MECTH
JUMCONHEPaMUJ OT CBEP3BayerTo ¢ MIa3sMEHATE IPOTEHHY; TO3H €PEeKT in Vivo MoXKe Ia
JIOBSAEe JI0 YBEIWUeHWe Ha CEePyMHHTE HHB2 Ha CBOOOJHHA IWCOIHPaMHI.
Cnenorarenso TpsOpa na ce crnepar EKI' B ako € BB3MOXHO, CSpYMHHTE HEBA Ha
JACOMAPAMUK.

- JuroxcuH M APYTH CHPASYHHM ITIHKO3HAM:

- IlIpoyusame npm 3npaBH XOOPOBONIH IIOKA3Ra, e POKCHTIPOMUIMH MOXE Ja
YBEHHYH SKCKpeIsTa Ha AuroxcHH. Tosm edexr, cpelmas U Ipu APYFH MaKpOAH
MOJKE MHOTO PSIIKO Jia FOBEAE MO TOKCHYHOCT HA CHPACYHMTE THKO3HIH. ToBa MOXe
na Onze u3pa3eHo ChC CHMIITOME KaTo FafieHe, HOBPhINaHe, JHAapHs, TaBobolHe M
3aMagHoOCT; TOKCHIHOCTTA HA CHPHCYHHTC [VIAKO3HIOW MOXE CHINO fa IpeRH3BHKA
Hapy[IeHAs B TIPOBOIHMOCTTA Ha CHpUETo H/mmi PUTBEMHH
Hapymenus. ClleloBaTeNIHO Py ITalHeHTH, HEKYBaHH ¢ POKCUTPOMHANYH K JUTOKCHH
B ApPYr CBpHEYCH riuko3und, Tpadsa Ha ce caensr EKI' H axo € BB3MOXHO,
CepYMHHATE EHBA HA CHPJCYHHS INHKO3HA; TOBa € 3aAbDKHTENHO, aKo BE3HHKHAT
CEMIITOMH, KOHTO MOTaT Ja HpenoaraT Ipeo3upane Cb¢ CHPHSYHH TIHKO3HIH.
KomOnaann 93UCKBANM NOBAITIEH0 BHAMARWE IPH YIOoTpeda:

POKCHTpOMHTINE, KaxKTO APYrH MaKpONHAHW aHTHOHOTHIM, MOXE Ja YBENHdH
ILIOMITA TIOK KpHBaTa KOHIEHTPALKA-BpeMe Ha MIa30iaM, cleroBarelHo edeKTaTe
Ha MH/Ia30]1aM MOTaT fa ObJaT 3aCHICHH WM YABIDKEHH IIPH NAfUCHTH, JEKYBaHH ¢
poxcuTpoMunyH. HaMa yOeInTeNHO NOKa3arelicTBO 3a B3aMMOJEHCTBHE Memy
POKCHTPOMHIIEH X TPHA3Z0IIAM. L _',.




JlurcBaT KIMHHMYHO 3HAYMMM B3auMOJeicTIBHa ¢ KapDaMazellH, paHuTHIIH,
AyMHAHAEB XUAPOKCHZ MM MATHE3WEB XHIAPOKCHJ, OpalHE KOHTPanenTHBH,
CBABDKANTY eCTPOTEHH | IPOTECTHHH. '

4,6. BPEMEHHOCT ¥ K6GPMEHE:

BpemensocT: pesyararste OT W3CHCGOBAHHATa IPH JKMBOTHM HE JaBaT
JOXa3aTeNCcTBa 32 TeparoreHed edexr. IIpu ImIcata Ha KNWHWYHH AAHHH, TE3H
eKCIIGpHMEHTAIIHE pE3yNITaTH He JOKa3BaT, ¥¢ HIMa Ha HMa MalopMaT#BeH
edheKT IIpy JoBeKa.

Jlaxtanms: mpemusaBa cyabo B MIMKOTO Ha KBbpPMadKuTe. AKO € HEOOXOIHMMO
TpsOBa Aa ce IpeyCTaHOBY KEpMEHeTo HiTH HEIeHHETO Ha MalKara.

4.7. E®EKTH BHPXY CIIOCOBEHOCTTA 3A INOQUPAHE Y1 PABOTA C MAINWHM:
3aMasgHOCTTa HpH IpHEeMa Ha NPOAYKTA MOXKE Ia Ch3Jaje ONMacTHOCT NpH mwodrpane
iy paoTa ¢ MamuHY.

4.8. HEXEJAHU JEKAPCTBEHM PEAKITHN:

Cromammo-gpesHH eeKTH: rafere, TOBphOIaHe, KopemHa 0olka, auapri (B
MHOTO PEAKH CAydYad KbpBasa ). B msomipanu ciyyau ce HaOMONaBaT CHMIITOMH
pa MAHKPeaTHT; HOBEYeTO MallHeHTH ca OJyYaBalli i APYrH JIEKapeTsa, 3a KOUTO
NAHKPEaTHTHT € K3BECTHA HeXelaHa JieKapcTBeHa peakunsd. Kaxro ¥ Ipu Opyru
MAaKpONEIY ce Cho0MmaBa 3a HapyIneHNd Ha BKyca ¥/HIH 0OOHIHHETO.

3amagHOCT, riaBo0oe, H3TPRIBaHe (TapecTesuy).

BE3MOXKHO e BpeMeHHO IoBMeHye Ha TpaHcammuHasuTe (ACAT, AJIAT w/mm
ankanHa ¢ocdaraza), PAOKO XONECTATHUIEH XeNaTHT HAH XeNaTolelylTapHO
YBPEXKIAHE.

Peaknuiif Ha CBPBXYYBCTBATENHOCT: 0OpHB, YPTHKAPH, PAIKO HypIypa.

Pamxo TeXKH peakIME Ha CBBXYYBCTBHTENHOCT Kare OTOK Ha KeuEeKe,
OponxociazbsM, aHaITaKTORIHE PEaKIIHH.

Kakto W 1mpE pmpyrm aETHOMOTHIH-Cymepundexids; yooTpeGata Ha
POKCHTPOMHITEH, OCODEHO ako € DNpoAsKATEeNHAa MOXe Ja JoBene X0
CBPBXpacTeX Ha HE-9yCTBHTEHHU MHKPOOpPraHm3MHM. llepHofmdHaTa ONEGHKA Ha
CHLCTOAHLETO HA MAIMEHTA € ChINecTBeHa. AKO cyneprH(eKiHaTa BE3HHKHE IO
BpeME Ha NedeHnero, TpsIOBRa Ja ce B3eMaT HeoOOXOMUMHMTE MEPKH.

4.9. IIPENO3NPAHE:
Mepxi B ¢lIygaii Ha Ipeo3HpaHe:CTOMAaNIHA HPOMHBKa H CHMIITOMATHIHO JICICHYE.
Hama cnenudraen aETHAOT.

5. ®APMAKOJIOI'HYHA JAHHHA:

AHTUBAKTEPHUAJIEH AHTUBHMOTHK ot MmakponupHara rpyma.
/ J: apTHAHGbEKTHBHA JIeKapceTBa 3a CHCTeEMHa yroTpebda /.

5.1. ®APMAKOAMHAMIYHA CBOMCTBA:
CrexTsp Ha aHTHOAKTepHATHATA AKTHBHOCT:

Bunose. obuuaiizo ayscteuTensn (MUK </ =1 M1/ m) :

ITosexe oT 90% OT mamMoBeTe HA BUIOBETE 04 FYBCTBUTENHH (“S”): CTPEITOKOKH,.
METHIWH uyBCTBUTENHM cradmimoxoks, R.equi, B.catarrhalis, Bpertussis, .
Hpylori, C.jejuni, C.diphtheriae, Moraxella, M.pneumoniae; - Cogiella, ™. - -
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Chlamidiae, Legionella, T.pallidum, B.burgdorferi, Leptospira, P.acnes,
Actinomyces, Eubacterium, Porphyromonas, Mobiluncus.
- Bunope ¢ yMepeHa JYBCTBUTENHOCT:
ABTHOMOTHKET € YMEPEHO akTWBeH in vitro. 3amoBonarTeNHH KIHHHYHE Pe3yITaTH
MOTAT Jia ce HaOJIoAaBaT npH KOHIIEHTPAIHs Ha anTiOroTHkKa o-Bucokn ot o1 MUK
(Bxx DapMaKOKHHETHYHY CBOHCTBA):
H.influenzae, H.parainfluenzae, N.gonorrheae, Vibrio, U.urealyticum.
- PesucrenTim Bupgose (MUK > 4 Mr/ x):
ITore 50% ot niaMoBeTe Ha BHoBeTe ca pesucteHTHHA (“R™):
Meranmnue ~ pesucTenTHE  cradmiuokoku, enTepobaxTepmH, —Pseudomonas,
Acinetobacter, M.hominis, Nocardia, Fusobacterium, B.fragilis.
- Bunoge ¢ IPOMEHNHBA PE3HCTEHTHOCT:
[IponenTa va npraoGuTaTa Pe3UCTERTHOCT Baprpa.ClnefoBaTeHO 1yBCTBATCIHOCTTA
He MOXKe Jla ¢e IpeaBuny 0e3 aHTHOMOTHKO-YyBCTBHTENEH TECT:
S.pneumoniae, esrepokoxd, E.coli, Peptostreptococcus, C.perfringens.

POXCHTPOMHIEH FMa ¥H BHTPO M HH BHBO aKTHBHOCT cpemy T.gondii.
PoxcrTpoMBAIEH ¥Ma YMepeHa MH BATPO aKTHBHOCT cpexyy Mycobacterium avium.

BHAMAHWE: Hsaxonm Bupobe Gaxrepwi HE ca CIIOMEHaTH B CIeKTEpa, Thi Karo
JIANCBAT KNHHIYHA HHIWKAIHH.

Ipesz 1995 rop. Bre @pannma 30 mo 40% oT MHEBMOKOKHTE ¢a PE3UCTSHTHH Ha
MaxpomupEE anTHOHoTHIY. Tasm mudpa ce e ysemmuwmia xo nosewe or  50% 3a
ITHEBMOKOKHTE ¢ HaMaJicHa TyBCTBHTEIHOCT KbM UCHUIHAIAH.

52. ®APMAKOKHHETHYHH CBOICTBA:

- buonam4HOCT:

Mexay 50 mr came, 50 mr dumv Tabnetks 1 150 Mr TabreTxn:

(PrHOEKBHBANCHTHO NpoOyUYBaHe HokasBa,ge 50 Mr came, 50 Mr ¢mmM TabreTu
orreraena fo3osa gopma ) 1 150 Mr Tabnerku ca GuoexsmBanenTHH. THit Karo 100
Mr TabnerHa ¢opMma € ekBuBaneHTHA WO cbcTaB Ha 150 mr TabmerHa opma,
OUOCKBUBAICHTHO IPOYYBAHE HE € IIPOBEelKIaHo.

- AbGcopbnusi:
A6copOimara e 65p3a. POXCUTPOMHINH € cTa0HIEH B KMCeja cpefia M ce OTKpHBA B

cepyMa Ha 15-Tara MUHyTa, HMKOBHTE CEDyMHH HMBA ce HaOmogaBarT Ha 2,2-1 Jac
crejl IpHeM Ha fo3a oT 150 Mr Ha riianHO HpH BR3pacTHH ¥ Ha 1,6-1 gac cliex IpHeM
Ha [03a oT 2,5 MI/KT Ha rinagHo npH Aena. Jloka3aHo € , ye NpueMa Ha JIEeKapCTBOTO
0,25 gaca nipend XpaHeHe OpoMer (hapMaKOKHHETHKATA HPH 30pABH HEHBHIH.

- Pasnpenerenue:

IIpn nena:

- IInasmenu xonyenmpayuu.

Ilpu mopTapsm ce mpweM Ha 7o03a oT 2,5 MI/KT Ha Beeku 12 vaca, OCTaBIHHTE

[Ia3MEHH KOHIEHTPAIUH ca HASHTHUHE [pe3 Uen NeproK Ha JIeYenie.,

PaprHOBecHyTE KOHIEHTPANUH ¢a KaKTo CIeBa:

- MacKMMaJHa KOHHEGHTpaUHs: 9 MKr/vi, ‘

- MuEHAMaiHA KoHHeHTpaums: 3,1 Mxr/mi. Topa He ce pasiHMdaBa OT onpeneneﬁa’ra
Ha 12-g 9yac KOHIEHTpanus cliel NpueM Ha eJUHMYHA Jo3a OT 2,5 MI‘fKI‘» (3 6

(X

MKI/MIL). T




Cpeano BpeMe Ha momyxuBoT: 20 gaca (TO-IBIET OTKONKOTO IpH BE3pacTam: 10,5
gaca).

- Tokanna dughysus:

Jobpa, ocobepo B OenozpobHara ThKaH, CIMBHOUTE, AXEHOMNHUTE 00pasyBaHus H
CpemHOTO yX0, 6 yaca H 12 yaca ciief TOBTAPSIA CE JO3H POKCHTPOMMIIHH.

Iipu BL3pacTaA:

-~ IInasmenu xonyenmpayuu:

DapMaKOKHHETHIHUTE TapaMeTpH clef eNEHAYHA 1032 OoF 150 Mr IpH HOpManHu
HEIEBHIY Ca KakTo CHenBa:

- CpeAHA MakcUMalHa Iina3MeHa KOHIeHTpanus: 6,6 Mxr/Mm,

-  cpeflHa IDTazMeHa koHuenTpaus (12 gaca cnen goszara): 1,8 Mxr/m,

- CpeAeH IONY>KMBOT Ha enuMuHHpade: 10,5 gaca.

IIpn npreMane Ha MOBTAPAINH CE€ A03H OT HOpManHu HHAEBEIA (150 Mr Ha Beekn 12
yaca 3a 10 quu), paBHOBECHHTE KOHICHTPAAH B IIHA3MATA C€ NOCTHIAT MEKOY 2-9 H
4-s neH. Te3H paBHOBECHH IINa3MEHH KOHNEHTPAIHH ca KaKTo Clie/lBa:

- MakcuMansa KOHUSHTpauusd: 9,3 MKr/ mu,

- MHHEMAaNHA KOHNeHTparws: 3,6 MKr/MIL

- Toxauna Qughyzus:

Hobpa, ocobeno B Genoapobuara THKaH, CIHBULMTES, ANCHOMTHUTE OOpa3yBaHuA U
IpocTarara, 6 gaca # 12 waca cnej 1I0BTapAMY ¢ JO3HM POKCHTPOMMITHH,

~ MHoro HECKHM HHUBa POKCHTPOMUIIME IpeMUHaBaT B KbpMara:

Tlo-manxo ot 0,05% o1 BEBeHeHAaTa J03a.

Iipu BB3pacTEN U gena:

- IInasmenu xonyenmpayuu:

TrH KaTo DpoxyKTa HE KyMyJHpa, JHEeBHaTa A03a Moke Aa Ob/e faBaHa KaTo 2 [03H
mpe3 12 waca. ToBa ocurypsea IIa3MeHH KOHUEHTpalWd Ha aHTH OHOTHKa
e(exTHBHY CIPSMO TyBCTBHTENHH OPTaHA3MHE IOBeYe OT 24 gaca.

- Teranna dugdysua:

Maxkponupnute aATHOKOTHHEM TIDOHMKBAT W KyMyHAHpaT BBB (arouuture
(DomuHYKIIeapHUTe HEYyTpPOOMH/EI, MOHOIWTHTE, MEPHTOHEANHHTE H ABEONAPHNTE
Makpogars). MuTpadaroluTHETE KOHUCHTPAUWY Ca BHCOKH IpH YoBeka. Tesd
cBolicTBa 0OscHsBAT AKTWBHOCTTA Ha POKCHTPOMHIIFEHA CIOPSMO BBTPEKICTHLUHHTE
OaxTepHm.

- Cevp3sane ¢ nnazmenume Npomeuny.

96% OT pPOKCHTpPOMHIMHA Ce CBBpP3Ba IMIaBHO ¢ anda-l KHcelHTe INIMKOIPOTEHHH.
ToBa cBEP3BaHe € 00paTHMO H HAMAIABA IIPH KOHNIEGHTPAUHH Ha POKCHTPOMUILHA
TO-BHCOKH OT 4 MKI/MIL

- buorpaschopMmanus:

POXCHTPOMHIHH IIPETHPIABA OTHOCHTENHO Manka Omorpanchopmanus. ITosege or
IOJIOBYHATA CE EKCKpeTHpa HEHPOMEHCH. 1pH CTYKTYpH c€ WACHTUQHIHpaT B
YPHUHATA H eKaJIHTe: AeC-KIIafHH03a POKCHTPOMHEIINH, B HAH-TOIAMO KOHIECTBO H
H-mono m H-mupemeTHnI pOKCHTPOMEHIMH, KOMTO C€a B HO-Malko KOJHYECTBO.
IIponopnmuTe Ha TPHTE MeTa00IHTA ca IOAO0HN B YpHHATA H (PEKANHNTE.

-  Exckpenus:

EmmMuBHpa ce OpeAuMMHO dUpe3 (eKanmuTe: CIeh OpaneHd IpHeM Ha 14C~3‘ T
POKCHTPOMHUKH NPH 3HPAaBH , PalHOaKTHBHOCTTA, OTHeTeHa B yPHHATa & caMo 12% e R
0T 00IMOTO KOMMYECTBO, eKCKPETHPao ¢ ypuraTa i dekarmure macy 3a 72 gaca. : C
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5.3. IMPEIKJIHHHYHN JAHHY 3A BE3OQIIACTHOCT:

Ilpn nema: OT INEJ{HA TOUKA Ha TOBa, Ue ca HaONFOMaBaHy aHOMANHH B XpyIIAIHaTa
TBKaH y MIafM JXUBOTHH IIpH #o3# 10 meTm IO-BHCOKH OT TEpPaleBTUYHUTE, Ce
TEPENopbYRa A03a OT 5 70 8 MI/Kr/fHeRHO 3a MakcHMancH neprox ot 10 xam.

6. PAPMANEBTHYHU JAHHM:

6.1. Homomun BeHIecTBA: hydroxypropyl cellulose,polyoxyethylene
polyoxypropylene glycol,polyvidon excipient,anhydrous colloidal silica, magnesium
stearatetale, corn starch,hydroxypropylmethylcellulose,anhydros glucose,titanium
dioxide,propylene glycol.

6.2. Cpox Ha FOFHOCT:
3 roAuHH.

6.3. OUINKO-XUMHWYHH HECEBMECTHMOCTH

6.4. VYcaoBuf Ha chXpaHeHwe-
npn Temueparypa nox 25 C.

6.5. EcTecTBO H CHABLPIKAHME HA OIIAKOBKATA:
PYJIAM 150 mr tabnerxu: mo 10 m mo 16 Tabnerkm B TepModopHH OMECTEpPHH
onakoBkd / [IBIl/amymummii /.

OnaxoBky ¥ aIMAHACTPATHBHY HACHTH(QHKAMOHHEN HOMepa:
329 038.1: 10 x 150 mr Tabnerxu (Mali 1996, pepmszupann 1998).

6.6 IlpenopbKH IpH yHOTpeda
Bux Touka 4.4.

7. IPOU3BOIAUTEN H IIPHATEXATEJI HA PA3SPEIIEHUETO 3A
YIOOTPEBA

Aventis Pharma Sanayi ve Ticaret Ltd. Sti.Turkey Davutpasa Cad 145 43020 Topkapi
Istanbul

8. PerucrpannoHed Nt B perncrbpa
20020149

9. Jlata Ha HBPBOTO paspemaBade 3a ynoTpeda Ha JeKapcTBeHNS HNPOXYKT
19.02.2002 r.

10. Mara Ha (YacTHYHA) AKTYAIH3ANAS HA TEKCTA R
Smyapa 2005 . T



