KPATKA XAPAKTEPUCTHKA HA TIPOJYKTA
Sab Simplex® 69,19 mg/mi oral suspension

1. UME HA JEKAPCTBEHHA IMPOAYKT U3NBIHUTENHA ATEMEL 1 N0 NEKAPCTBATA
. Koamxa xapaxmepucmuxa ra npodyxma - Mpunowenus 1
Sab Simplex™ 69,19 mg/ml oral suspension /61 90/ 16 . A4 08

®
Cab Cumnnekc™ 69,19 mg/ml nepopanna cycneHsmns KoM PY fobounlit 0.0 fo . DD.... @
. - ’ I I. ‘ rEfER - ilt-ll‘ e Ilj fffff . .

NANEna - L( A~ 6 -AD, O(Ej |

iiiiiiii
thhihh bl it L L LT TP PP oy S
r

2. KAYECTBEH U KOJIMMECTBEH ChCTAB

AKTHBHO BELIECTBO: CUMETHKOH (simethicone) (IMMETHKOH 3 50-CHIMKOH AMOKCH] B CHOTHOLIEHKE ot 92,5
no 7,5).

1 ml (npubn. 25 kanku) oT nepopajiHaTa CycrneH3us ¢ceaAbPKa 69,19 cumeTukoH (AMMeTUKOH 3 50-CHIMKOH
JAMOKCHA B ChOTHOLIEHME OT 92,5 no 7,5):

3a ITBJIHUA CMHCHK Ha TIOMOILLHHUTE BellleCTBa, BHKTE Tovka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Ilepopanna cycrieH3usl

4, KJAHHNYHHA JAHHH
4.1 TepaneBTHYHH NOKAIAHNA

o [lpu noeuuIeHo 0Gpa3yBaHe W HATPYNBaHE HA ra30B€ B CTOMAILHO-UPEBHHA TPAKT (METEOPHIBM),
CBIPOBOAEHH CHC CTOMAIIHO-YPEBHH OIU1aKBaHWA KaTO NMOAYBaHE, YyBCTBO 34 TEXECT H
HarnpeKeHHUE B TOpHATA 4acT Ha KOpeMa

e Tlpu ycuneHo ofpa3yBaHe Ha rasose cjiel XHpYpruyH1 MHTCPBCHHWH

e Ilpy NoAroToBKa 3a AHATHOCTHYHHU NPOLICAYPH B KOpeMHaTa 00/1acT (peHTreHorpadus,
exorpadua) ¥ rpy NOAroTOBKA 33 MacTPOXYOAEHOCKOMHA

e [Ipw oTpaBsHe ¢ MUELIH TEYHOCTH
4.2 lo3HMpoBKa H HAYTHH HA NPHJIOKCHHE
o [Tpunosicenue npu Kepmaiema (Om mpemama ceOMuya cred paxcoanemo) u npu oeya 0o 36 meceya:
15 kanku (0.6 ml) ce noDaBAT BBB BeAKO e GHOepoH (WIH ¢ IBKHULA Cle]l BCAKO KbPMEHE).
o [Ipunooicenue npu deya om 3 00 5 200UHU:
15-20 kanxu (0.6 - 0.8 ml) no BpeMe WK ciiell XpaHEHe, ako € HeoOXOUMO M NPeIH JIATaHe,

o [Ipunoocenue npu oeya om 6 0o 12 2zo00unu:

20-30 kanky (0.8 -1.2 ml) ua Bcexkn 4-6 yaca; ako ¢ He0OOXOAUMO, Ta3H 103a MOXKE Ja Obae
FIOBHIIECHA KAaTO NPH BB3PACTHHUTE, -

o [Ipunodicenue npu deya Hao 12 200unu u 6b3pacmuu.

30-45 kanku (1.2 — 1.8 ml) na Bcexu 4-6 yaca; ako € HE0OX0AMMO, Ta3H J03a MO
HAKOJKO IThTH.
o [Todzomoeka 3a OUAZHOCMUYHU NPOYeoypU 8 Kopemuama obracm:



KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
Sab Simplex” 69,19 mg/ml oral suspension

» Pentrenorpadus — 15 no 30 ml (3 o 6 vyaeHn n1BxXUUM) BeYepTa NPEeaH ACHA Ha
U3C/eIBAHETO

» Exorpadus — 15 ml (3 yaeHn TexuUM) BevepTa npeau uscneasanero ¥ 15 ml (3 yaeHu
JTBKULA ) IPpHGK3UTENHO 3 Yaca npeau exorpadckoTo U3CAe3BaHe
» Enaockonusa — npeay MpoBeXaaHe Ha €HAOCKONCKOTO nacaeasane 2.5 ao S ml (1/2 po 1
yaeHa JILXKHLA), aKo € HeoOxoaumo, Morar Aa ce Ao0aBaAT MUAWIMTPH Sab Simplex®
NnepopaIHa CYCNeH3Us NPe3 eHA0CKONCcKaTa Tprha.
o [Ipu ompasane ¢ muewu mewnocmu:

[Ipy orpaBsgHe ¢ MHELHM TEYHOCTH J03aTa 3aBUCH OT TEXECTTA Ha OTPaBAHETO. MuHMMasIHaTa
npenopbUUTENHa f03a € 5 ml (1 yacHa baxHia) Sab Simplex.

3alenexka:
Sab Simplex® ¢ NOAXOoAAN] 32 AHA0ETHLH, ThH KATO HE ChABPKa BLIVIEXHAPATH.

Haii-nobpe e Sab Simplex® nepopaHa CyCneH3ns f1a ce NpUeMa Mo BpeMe Hitv cliel XpaHEeHe, ako €
HeoOX0AMMO, ¥ NPEAM CbH. AKO ce Hamara, Sab Simplex™ Moxe Ja ce npuema IMPOABIKUTENHO BpEME
(MeceLH 10 TOJIUHH).

4.3 IIpornBonoKasaHHsA

Sab Simplex® € TIPOTHBOIMOKA3aH MPH J0Ka3aHa CBPBXYYBCTBUTENHOCT KbM aKTHBHOTO BELIECTBO HITH
HAKOE OT MOMOLIHHTE BELHECCTRA.

4.4 CnennajHA NperynpeXaAcHHES H NpeInasHd MEPKH NPH ynoTpeda

HoBM WAIM NepCUCTHPALIM CTOMALIHO-YPEBHH OIUTAaKBaHHA TpaOBa Aa 6BAAT KITMHHYHO H3ACHEHH.
4.5 BiaumogeiicTBHE C APYIH JIeKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOAEHCTBHE
He ca u3BeCcTHH 3acera,

4.6 DBpeMeHHOCT H KbpMEHE

: ®
HaMa noKasaTescTBa, KOMTO Ja orpaHv4asar npuema Ha Sab Simplex™ no.BpeMe Ha OpEMEHHOCT U
KbPMEHE.

4.7 EdexTn BbpXy cnocobBocTTa 32 modupane a pabora ¢ MALIHAK
Sab Simplex® He MOBJNABA CrIOCOOHOCTTA 3a odupaHe U paboTa ¢ MaLIWHH.
4.8 Hexenanu JeKapCcTBEHH PEaKIHH

3acera He ¢a HaGMOJaBaHK HEXE/TaHH NIEKAPCTBEHH PEeaKiUH, CBbp3aHy ¢ ynorpebara Ha Sab Simplex®.
4.9 Ilpenosupane

3acera He ca M3BECTHH TOKCHYHH edeKTH ciel ynoTpebara Ha CHMETHKOH.

5. ®APMAKOJOI'MYHU CBOUCTBA

5.1 ®apMakoaARHAMHYHH CBOHCTBA




KPATKA XAPAKTEPUCTHUKA HA TTPOLAYKTA
Sab Simplex® 69,19 mg/mi oral suspension

dapmakoTepanesTHYHA rpyna: Jlpyry nekapcTea 3a PyHKIMOHAIHM YPeBHH HapylLIECHWA,
ATC kon: A03 AX 13

CHMETHKOH EMYJICHA NPOMEHS MMOBBPXHOCTHOTO HANPEXKEHHE Ha ra30BUTE MEXypYeTa, 0Opa3yBaHH B
XPAHHTE/IHATA Kallla ¥ CJIY3TA HA XPAHOCMUNIATE/IHMA TPAKT, KOWTO 10 TO3M HA4MH ce pasrpaxiar. Taka
OCBOGOAECHHAT ra3, MOXKe Ja ce abcopOHpa OT UpeBHATA CTEHA K Jia C€ €JIMMUHHPA Ype3 YpeBHATA
nepucTanThka. [MoBHIIEHOTO razoodpasyBaHe B CTOMALIHO-YPEBHMA TPAKT MOXE Aa C€ ABJDKH Ha
pas/IHYyHH MIPHYHHH KaTO HEAOXpaHBaHe, ra3o00pasyBatiy XpaHH, HApYIICHHA B XPAHOCMHAHETO, HO CBIIO
Taka u Ha aepodarus. Brp3oTo nueHe YecTo Moxke a noBeae Ao obpasyBaHe Ha rasose, 0COOSHO NpH
KbpMayieTa i MaJIKH JeLa.

5.2 PapMaKOKMHECTHYHH CBOHCTBA

CHUMETHKOH He ce abcopbHpa cnes nepopajiHO NPUIIOKEHHE U EKCKPETHPA HEMPOMEHCH CJIE/I NPEMHMHABaHE
Mpe3 CTOMAIHO-4peBHUs TpakT. CHMETHKOH eMYJICHS 0Ka3Ba W3K/IIOUHUTENIHO (U3HYHO BH3ACHCTBHE U HE
yuacTBa B XUMHYHH peakuuy. PapMakoJoruiyHo HHepTeH €. He noenHaBa KHCEMMHHOCTTA HA CTOMALIHHA
COK, XpaHOCMHIAHETO WK pe3opOuusTa ¥ He NPeAU3BHKBA JIOKAJIHO Ipa3HEHE.

5.3 TIpeaK/ITHHHYHH JAHHH 32 0€30NACHOCT

He e nabmoaaBaHa TOKCHYHOCT, CBhP3aHAChe CyOCTaHIMATa, JZOPH TIPH NPOABIDKUTSIIHO NMPHIIOKEHHE Ha
W3BBHPEAHO BHCOKH J103H. HeKTMHUYHUTE JaHHH He ToKa3BaT 0co0eH PHUCK 33 XopaTa Ha 6asa Ha
KOHBEHLMOHATHHTE (apMaKOJIOrHYHHM M3IUTBAHKA 33 TOKCHYHOCT NP MHOIOKPaTHO MpHJaraHe,
KaHLIEPOTEHEH TIOTEHLIMAN, PEMPOJYKTHBHA TOKCHYHOCT.

buoHanuyHoCT
CrMeTHKOH He ce abcopbupa.

6. GAPMAIEBTHYHH JAHHHA
6.1 CnHcbK HAa NOMOIIHHTE BEIIECTBA

Hatpues uutpar

JlnMoHeHa KuceinHa, 0e3BoAHA
HarpHes uuxiaMar

Hatpuer 6eHzoar

3axapuH HaTpHH

Kapbomep
MeTUNXHAPOKCHTTPONTHIILIENYI03a
ManuHOB apoMar

Banunoe apomar

[IpeuncreHa Boaa

6.2 HecbBMECTHMOCTH
Henpunoxxumo,

6.3 Cpok Ha roanocrt

3 roAWHH.
CpoK Ha roAHOCT CJI€/] MbPBOHAYATHO OTBApAHE Ha OTIAKOBKATA - 30 nuu.
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6.4 Crenna/IHH YC10BHA HA ChXpaHEHHE

Hsama crieiiyai i1 U3UCKBAHMS.

6.5 annH 3a onakoBKaTa

30 ml creknena Oytunka, ¢ UBAT kexiubap, Tin II1, ¢ kankomep.
6.6 Cneunanam npe,uliaaﬂn MEPKH NPHA H3XBBLPJIAHE H paloTa

Hama cnelnaiiiyg H3UCKBaHHUA.

7. HNPHTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
PFIZER EUROPE MA EEIG

Ramsgate Road, Sandwich, Kent
Anrnna CT13 9NJ

8. HOMEP(A) HA PA3PEINEHHETO 3A YIIOTPEBA

20030292

9. JATA HA ITHPBO PASPEINABAHE/TIOAHOBJBAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

08.05.2003

10. HATA HA AKTYAJIH3UPAHE HA TEKCTA




