KPATKA XAPAKTEPHCTHKA HA TTPOAYKTA

THhPI OBCKO HAUMEHOBAHHWE HA JIEKAPCTBEHW A TTPOJIYKT:

NORMIX 200 mg o6BuTH TabneTku
NORMIX 100 mg/5 ml rpanynu 3a nepopasiHa CyCCHCHS

KAUYECTBEH A KOJTHYECTBEH CBCTARB:

- Enna obButa Tabnerka cpappika: Pudaxkcumus (Rifaximin) 200 mg
- | parynu 32 nepopanen pasteop. 100 ml roroBa cycneHcHA ChaBpKa:
Pugaxcumur (Rifaximin) 2 g

JIEKAPCTBEHA ®OPMA:

OOBHTH TabJIEeTKH
| parynm 3a niepopanHa CyCleHCH

KJIMHWUYHHW JAHHHN:

4.1

4.2

TepaneBTUYHAM MOKa3aHHA

- OcTpy U XpOHWYHHM YPEBHH MHOEKIMU, NPUYUHEHH OT YYBCTBHUTEIHU
Ha  rifaximin  I'paM—monoxurenHH W [ 'paM—oTpHIATEIHH
MHKpPOOPTraHU3MH; JUapUEH CHHIAPOM

- Hnapus, OpuYHHEHa 0T HApYIIEHO PaBHOBECHE B YpeBHATa MUKpoOHa
¢opa (JIESTHH AWApUH, AUApHA TPH ITETYBAHE, EHTEPOKOIHT)

- Ilpen- ¥ DocromeparuBHa nNpodUIAKTHKA Ha  HWH(EKIHMO3HH
YCIOXXKHEHHUSA IIPH ONEepaliiy Ha CTOMAITHO-YPEBHUS TPAKT.

- B xoMOMHMpaHOTO JICUeHUE Ha XUIIEpaMOHHEMHS

JA03HpOBKA B HAMHH HA NPHJI0KEHHE

IIpoTEBOAMapHYHO JiedeRHe — [ IpeNOpBUHTENHA TO3UPOBKA.

- Bb3pacTHu u pena Hag 12 roauau: enqHa tabnerka ot 200 mg Ha BCekH
6 Jaca;

- Ilena ot 6 a0 12 rogunu: '/, - 1 ta6nerka ot 200 mg Ha BCCKH 6 4aca,;

- Jena or 2 Ao 6 romunHM: eauHMYHA Jio3a OT 5 ml OoT mepopannara

Ilpea- K ciienonepaTuBHO JeYeHne - IIpenopbuiits

— Br3pacTHH ¥ neua Han 12 roguHu: e
12 gaca,



- Heua ot 6 1o 12 rogunm; 1 — 2 Tabnerku ot 200 mg Ha Bcexku 12 yaca;
— Heua or 2 1o 6 roguHu: €Ha WK IBE 03U OT 5 ml (eKBHBAJIEHTHHU Ha
100 mg, crotB. 200 mg) Ha Bceku 12 yaca;

AonbaBamo JeYeHHe NPH XunepamoaneMus - [IperoppunTenHa 103MpOBKa:

- B®3pacTau u aena Hag 12 rogunu: ase Tadaetkd ot 200 mg Ha Bcekn 8

yaca;

- Hena ot 6 g0 12 rogunn: 1-14 200 mg Tabnerka Ha Bcexkn 8 uaca;

- Heua or 2 g0 6 roAMHU: €HA WK ABe J03H OT 5 ml (€KBUBAJIEHTHH Ha
100 mg, cvotB. 200 mg) Ha Bceku 8 yaca;

HECTOTATA H KOJTMYECTBOTO HA JO3HUTE MOT'AT JIA CE ITPOMEHAT 1O ITPELIEHKA
HA JIEKYBAIIIHA JIEKAP.

B cayuaun, ue He e npeonucano opyzo, revenuemo C1e08a 0a NPOOHINCU He

noeeue om 7 OHu.

4.3

4.4

HPHUI OTBAHE

I'panysidaTe 32 nmepopa/ina cycmesHsl ca NpHAPY)KEHH OT 5 ml aposdpania
JBXKWYKa, papHABamy ce Ha 100 mg oT 1eKapCTBEHOTO BEILIECTBO.
PaiTBapsiHe Ha cycneHCHATA

IIpnGaBeTe BoZa XM rpaHynHMTE 10 NBPBOTO 00O3HAaUcHHE Ha OYTHIIKaTa H
pasknarere go0pe.

HobaBeTe o1e Boga JOKATO CYCIICHCHATA JOCTUTHE 0003HAYEHOTO HHBO.
Kozamo e npuzomeena, kakmo e 06a3Haueno no-2o0pe, CYCREHCUAMA MOICE
04 ce U3no364a 6 npoovAMNCeRUe HA 7 OHU, KAMO ce CbXPaHABa HpU cmalina
memnepamypa.

JIA CE PA3KJIATH JJOBPE [IPEJIA YTIOTPEBA.

IIporuBOnOKAa3aHANA

H3pa3eHa CBPEXYYBCTBUTEIHOCT KbM JIEKAPCTBEHOTO BEIECTBO, pUhalHMUHK
HJIH KbM HAKOE OT NOMOILHUTE BEIIECTBA.

WHTECTHHAIHA OOCTPYKIMA, JOPH M YaCTHMYHA, HWIIM OCTPH YILIEPO3HH JIE3HH
Ha JyepBaTa.

ConenHAIHH NpeaynpexIcHie U NpeAna3ZHi MepPKH nNpH ynorpeda

Ipy MpOoABL/HKUTENHO JICYECHHE ¢ BUCOKH JO3H, HIH IIPH HAIMYKE Ha JIE3AH Ha
YpeBHATa MyKO3a, € Bb3MOKHA pe30opOIuaA caMO Ha MaJIKa 4acT OT IIPOAYKTa
(mo-Manko or 1%) U € nNpuYKMHa 32 YEPBCHUKABA YPHHA IIPH CIHMHHHPAHETO;
TOBa M3KIIIOYHUTEIHO 3aBHCH OT JICKAPCTBEHATA CYOCTAaHIIMA, T.K. IIOBEYETO
aHTHOMOTHLIM OT chlllaTa rpyna (pudaMHULIIHKA) Ca YSPBEHUKABO-OPAHKEBH Ha

LBAT.

Ilpn nunca Ha YYBCTBUTEHOCT HA MUKPOOPTaHU3MHTE KbM AHTHOMOTHKA,

Tepanus.

/la ce chXpanaABa HA MAICTO, HEAOCTHIIHO 32 J€I:




4.5

4.6

4.7

4.8

4.9

JlexapcTsenn n Apyru GopmMu Ha B3auMo/eiicTBHE

PezopOuunata Ha Rifaximin B racTpOMHTCCTHHANIHNA TPAKT € MO-Manko oT 1%
OT BBBEJICHATa IICpopaHa 103a; M0 TO3H HaUUMH AHTHOMOTHKHT HE TIPHYHHABA
YCIIOKHEHHS OhJDKAIOH ¢ Ha (PapMaKOoJIOrHYHH B3aMMOJCHCTBHA HA CHCTEMHO
HHBO.

bpeMeRHOCT U KhpMeHe

IIpn OpeMeHHOCT U B paHHa ACTCKA BH3PACT, JIEKAPCTBEHMAT IIPOJYKT MOXKE
Ja c€ IpHeMa caMoO IPH KpadHa HEOOXOAMMOCT U NOJ IPIKO JIEKapCKO
Ha0Tr0 e HuE. -

BansHue BupXy cnocoOHOCTTA 32 Wodupane n padoTara ¢ MALIAHR
He ce nmpeasuxa.

Hexenand jieKapcTBeHH peaKIMH

CToMAaIHO-YPEBHH HAPYIIICHHNS

Yectn

Habmronasano € ragese, nmoABABalo ¢€ OOMKHOBEHO NPH IThPBH NPHEM Ha
JIEKapCTBOTO, M OBp30 oT3BydaBamo Oe€3 Oa c€ Hajara NpeKhcBaHe Ha
JICUEHHETO.

Hapyuienna Ha KoaTa ¥ MOAKOXKHATA THKaH

Penxn

Ilpu IpoABIKUATENHO JICUEHHE, ¢ MO-BHCOKH J03H, € Bh3MOXHA IOABAaTa Ha
YPTHUKAPHA T0JOOHH KOKHH DEaKIIHH.

[Ipeaosupane

ExcriepyMeHTaNHUTE NPOYYBaHHA ¢a MOKA3aJId JHIICAa KAKTO Ha JIOKAJTHH, TaKa
H Ha NCHTPAIHH HeXeIaHH JICKapCTBEHU PeaKlMU IIpH NPWIOKEHHE Ha JIO3H
a0 1600 mg/nHeBHO.

B cnydaili Ha nmnpeposdpaHe € HeoOxoJMMa CTOMaIllHA @IPOMHBKA H
npeanpHeMaHe Ha BCHUKH He0OX0AMMH MEIHIIHHCKH JCHCTBHA.

5.  ®APMAKOJIOTMYHU JTAHHUA:

J5.2.

JlexapcrBeHusaT npoaykr NORMIX cwsabspxka Rifaximin (4-desoxy-4’methyl
pyrido (1°,2°-1,2) imidazo (5,4-¢) rifamicin SV), opuTrHHal€H MNPOAYKT
CHHTE3UpaH B HAYYHOU3cIeAOBaTeICKUTEe TabopaTtopun Alfa Wassermann.

PapMakoAHHAMHYIHN CBOKCTBA

Dapmaxomepanesmuina _ 2pynd:
aHTHOnoTHIM - ATC AQ7AALI




5.2.

5.3.

Mexanuszoem na oeticmeue whapmakoouHamusHy egexmu.

M3pwpmieHnTe MpOyYBaHWA BBPXY AaHTHOAaKTepHalHaTa AKTHBHOCT HAa
Rifaximin ca mokasanu, ue TO3M HOB aHTHOMOTHMK, pH(aMMIIMHOB JCPHBAT,
NpHTEKABA €QUH LIMPOK CHEKTHP Ha AciicTBHE M MHXUOMpa OakTepHanHara
aKTHBHOCT Ha pa3N4HU OaKTepHAIHM BHAOBE — I'PaM-IIOJIOKHUTEIHN H I'PaM-
OTpHUATEIHU, KaKTO acpOoOHHM TaKa M aHacpOOHH.

Rifaximin npakrayecku He ce pe3opOHpa B CTOMAIHO-YPEBHHA TPAaKT M
OCBINECTBABA  JIOKAJIHO CBOCTO AHTUOAKTEPHAIHO  JEHCTBUE  YpE3
CIMMUHHpaHE Ha HaMHpallaTa ¢e TaM [IaTOr¢HHa YpeBHa (uiopa.

DapMaKOKHHETHYHH CBOHCTBA

QapMaKOKMHETHYHUTE IIPOYYBAHHA TIPOBEACHH NPH IUTBX, KYUYE€ M YOBEK Ca
OOKAa3aJIH, Y€ NPOAYKTHT NPAKTHUCKH HE ce pe3opOupa (rmo-Maiko ot 1%) ripn
MIEPOPATHO TIPUIIOKECHUE,

IpeaxkJanHH4YHE JaHHH 32 0e30MacHOCT

DapMaKo-TOKCHKOJIOTHYHATE  TECTOBEC  IPOBEACHH  BBPXY  pas3IUYHH
)KXMBOTHHCKH BHIOBE (IIBX, 3ac€K, Kyu€) He c¢a II0Ka3aJd MogBaTa Ha
TOKCHYHOCT CBBP3aHa C IPOIYKTa.

[Ipu npoasmxuTeNnHH mpoy4yBaHus (3 Mecena) 3a onpeneaaHe TOKCHYHOCTTA
Ipy WIBX0Be W Kydera, Rifaximin, npud Hai-BUCOKaTa nepopaiHa TecTOBa
no3a (100 mg/kg) He e noBnusAT OCHOBHUTE (DYHKIIMOHAIHH ITApPaMETPH.

M3cneaBanuaTa 3a XpOHHYHA TOKCHYHOCT (6 Mecella) MpoBeACHH MPH ITEXOBE
H Ky4eTa, NOTBhpAMXa qo0para JIOKaaHa U 0011a ITOHOCHMOCT Ha MPOIYKTA.

IlpoyuBanusara 3a ¢eranmHa M HeoHATATHA TOKCHYHOCT HE Ca MOKAa3aIH
IpOMsSHA WM BapUpaHe B “Maiika-mion” 6alaHca CBEP3aHH C JICUCHHETO.

®APMAIIEBTUYHU JIAHHU:

6.1.

6.2

CllHCcBhbK HA MOMOLIHHTE BEllleCTBA

Obeumu mabremxu. HaTPUECB HUIIICCTEH IVIIOKOAAT, TAJIMHTO CTCAPHHOB €CTED
Ha IMULEPOIIa, OPEHUNUTHPAH CUITHLIMER JHOKCH, TUIK, MUKPOIpaHy/IMpaHa
I1EITYJ103a, XU APOKCUIIPONHUIMETWILIENYJI03a, TUTAHHUEB AUOoKCHI E171,
AUHATPHEB €4E€TaT, IPONMUNESH TIUKON, YEPBEH xKene3eH okeun BE172.

I parynu 3a nepopanua cycnencus. MUKpOTpaHyIHpaHa LeTyJI03a,
kapOOKCHMETHIILIETYI03a HATPHEBA COJI, MEKTHH, KAOJMH, HATPHEB 3aXapHH,
HaTpueB OCH30aT, 3aXapo3a, SCeHIIHA ¢ apoMaT Ha Yepela..

HechBMECTHMOCTH
He ce npeaBmxaar.




12.

6.3 Cpok Ha rogHoCT
HeoTBopeHa onakoBKa: 3 roquHu.
Baxno: [IpurorBeHara upe3 mnpurbapsHe Ha BoJAa KBM TpaHyJHara maca
CYCIICHCHUA € CTa0UIIHA B NPOABIDKEHUE Ha 7 HU NpH cTallHa TeMIeparypa.

0.4 CrHnelnHa/IHH YCJIOBHA 332 CbXPaHEHNE
Hama.

6.5 BHAH CHAbBPKAHHE HA ONIAKOBKHTE
Obeumu mabremxu.
KapToHeHa xyTua cpasprkaima oauctep ¢ 12 tabneTkH.

I panynu 3a nepopanna cycneHcua.

KaproneHna kytua cpappkaimia Oytunka 60 ml or TBMHO CTBKIIO, XEPMETHYHO
3aTBOpPE€HA ¢ €EMaHIHpaHa aTyMHMHHEBA Tara CbAbpXALIQ TpaHyJIH 3a
nepopajiHa cCcyclneHcuda; KbpM OyTHlIKaTa € TMPHIOKEHA H Ipo3payHa
IJIaCTMacOBa OTMEPBAIIA TEYHOCT JIHKHAYKA.

6.6. HHCTpYKnHH 32 ynoTpeda
Moid, Brxre Touka 4.2: Jlo3upoBKa H HAUUH HA NPUIOXKECHHUE.

ITPUTEXATEJI HA PASPENNIEHHUETO 3A YIIOTPEBA:

ALFA WASSERMAN S.p.A.
Cenanumie: Via Enrico Fermi, 1
65020 - ALANNO (Pescara)

(Vo]
PETUCTPAITMOHEH HOMEP:

Normix o6Butn Tadnerku 200 mg — 12 Tadin.: Per. No. 9600243
Normix rpaH. 3a nepopajita cycneHcus 2g/100 ml - 60 ml 6ytunka: Per. No 9600244

OATA HA ITBbPBO PA3PENIEHUE 3A YIIOTPEDBA:

Normix o0ButH Tabnetku 200 mg —02.10.1996
Normix rpaH. 3a nepopajiHa cycnercua 2g/100 ml —02.10.1996

HATA HA T[TOCJIEJHA PEBHU3AA HA TEKCTA:

Cenrremspu 2008
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