Clopeg SPC Bulg

KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA

oyt TEAHA ATEHUSH N0 NEKAPCTBATA
| npogyxkma - [puAcKenLS 1

1. UME HA JJEKAPCTBEHHMA MPOAYKT

Kpamka XApAKMBpUCTILKE Ha

Ornoner KOHLUEHTPAT 32 TIEpOpaJieH pa3TBOp KoM Pez. e ’30’30/30
—= Y6

Olopeg concentrate for oral solution ¥ BG/ /Ll J/ / /_7/9 ..........................
PASEELIGHUE V2 S5 nterien 1 9 ng- m\g

2. KAYECTBEH H KOJIMMECTBEH CbCTAB ;L{_-)gogm;.,ﬁ ORI R

| ml ot koHteHTpara (5 ml OT roToBHA 3a ynotpeba pasTeop) ChABPKA

Makporon 4000 (Macrogol 4000) 525,0 mg

Harpues umtpar (Sodium citrate) 19,5 mg

ThimoHena KuceuHa, 6e3poana (Citric acid, anhydrous) 16,5 mg

Harpues xyiopua (Sodium chloride) 7,3 mg

Kannes xsopuz (Potassium chloride) 1,9 mg

KOHLEHTPALMATA HA eEKTPONMTHYE HOHY paspesieHH B 1 NHTHp roToB 3a ynotpeGa pasTBop, € KAKTO Cleapa:

Harpuii 64,8 mmol/l
Kamai 10,1 mmol/i
Xnopua 30,1 mmol/l
Lurpar 30,5 mmol/l

Chappska Kanui ¥ HATPUH.
3a IBIHMS CIIMCHK HA OMOIIHHTE BEILECcTBa BUATE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

KoHLIEHTpaT 3a nepopaieH pa3TBop.
TMpo3pauna u Ge31BETHA TEHHOCT.
ToTosusT 3a ynorpefa pasTBOp € npo3payna Ge3uBeTHa TeSHOCT C APOMAT U BKYC HA MalMHa.

4, KIHHITYIHHA JAHHHA
4.1 TepaneBTHYHH NOKASAHASA

-  CHMNTOMATHYHO JIEYEHHE HA 3arex;
- TIPOUMCTBAHE KA YEePBATA NPeN THATHOCTHHHO HICNSABAHS (Hanp. KOJNQHOCKOTKA) ¥ Tipey ONEpalHs Ha
YepBaTa.

4.2 llo3npoBKa B HAYHH HA NPHJIOKEHHE

Kakto OpH BCHYKH JaKCATHUBH, H3MON3BAHETO HA Ononer He C€ MPenoppyBa 3a MO-NPOIB/LDKHTCIHH
nepuonu. MlepuoabT Ha neucHue ¢ Ononer He TpaGBa [a HANBHIIABA JBE CEAMHIA. AKO ce Hanara, Ononer
Moxe f1a Gblie HMON3BaH MHOTOKPATHO.

CHMNITOMATHYIHO JeUEHHE HA 3ANEK:
KaTo NonbIBalo JedeHHE 33 MOJUTbPKAHETO Ha Uenecho0paseH HAYMH Ha XUBOT M TIOAXOAAUL XpaHHTENCH
PEMRIIM.

Jlsesnara f103a TpAGBa Ja ce ONpejens Cnoped KIHHHYHHA edeKT.

[Tpeau 3a1104BaHe Ha NIEICHUETO, JICKapAT TpaGBa fa H3KMOYH BEPOATHOCTTA 33 opra;g i “%’éﬁo@ne.

A ™

ﬂOSHQOBKa

InesHa gosa:-
2 - 4 roguHM: 7,5 ml g0 15 ml Ononer kKoHUeHTpatT*
4 - 8 ropvHu: 15 ml mo 30 ml Ononer koHugHTpar *
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8 - 18 ronunum: 20 ml go 35 ml Ononer kouueHTpar *
* HeobxomumoTo komuuecTso (JIoner KOHUeHTpaT TpabBa /a ce pasTEOPH B 4eTBOpeH obeM BOZa Ipenn
norisnane (Hanp. 7,5 m! Ononer konueHtpar + 30 ml Boza).

BesonachocTra M edukacHocrTa Ha Ononer npy Jeua Mof 2-rofgMIIHa BB3PacT He € ycraHoseHa. Hama
HATHYHA HHbOpMALHA.

Haunn g npHIoXkeHHe

Bnapacthu:
2 - 3 OvTH AHEBHO: TIpelld pHeM pazteopete 25 ml Ononer koHueHTpat B 100 ml soza (o6mo 125 ml).

Xopa B cTapyecKa Bb3pacT
[IbpBOHAYANHO, BEAHBX AHEBHO: NPeIM TpHeM pasTeopere 25 mi Onomner koHueHTpart (13,125 g Makporosn
4000) 8 100 ml Bopa (oGwo 125 ml).

IIpouncTrane HAa YePBATA NPEIH AHATHOCTHYIHO H3CAeABaHe:

ﬂompom{a

3a MBAHO H3Npa3BaHe Ha dYeppara Tpabpa ga Objar M3NMHTH OT 3 g0 4 JIMTpa OT TOTOBHA 3a ymortpeba
pasTBOp.

Haunn Ha npunoxeHue
3a na ce nosyun | MHTHp roTos 3a ynotpeba pasrsop, 200 ml Ononer konueHTpaT TpsdBa Aa ce Pa3TBOPH B
800 ml pona.

lotosusit 3a ynotpeba pasteop Tpabea na Gbae npueman Ha yacTH oT 200 - 300 ml Ha Beekn 10 MHHYTH,
JIOKATO PEKTAJIHHAT CEKpeT CTaHe Npo3paueH WIH JOKATO He ObaaT mpueTH 3 Wik MakCHMyM 4 nuTpa OT
TOTOBHA 3a ynorpeba pa3TBop.

PasTropbr 3a npovncTBade TpafBa [a ce NMpUeMe B PAMKHTE Ha NEPHOX OT OKoio 4 4Yaca, oOHKHOBEHO B
[eHs Ha W3cTenBaHeTo. BE3MOKHO € UgI10TO HeoGXOAMMO KONHHYECTBO OT NCKAPCTBEHHA NMPOAYKT Ja Obae
IpHETO Beuepra NpPEelM M3CAENBAHETO, HMM €IHA 4YacT OT Hero na ObAe MpHeTO BEYCpTa MPEmH
H3CNIEBAHETO, 8 OCTAHANIATA YACT HAa CYTPHHTA, B [I€Hs HA M3CIIC/IBAHETO.

2 10 3 uaca npeaH npHeMa Ha Onomer [0 Kpas Ha H3CNEBAHETO, MALMEHTHT He TpAdBa na npHeMa TBBLPAA
XpaHa.

B cTyyaii Ha CTOMAIIHO-YPEBHH OTNIaKBaHKs, ApHeMBT Ha Ononer Tpabea na Obie BPEMEHHO HaMaJIeH HIA
TpeyCTaHOBEH A0 OTHIYMSBAHE HA CHMITTOMHTE.

[MpunoKkeHHe Py geua:
3a IpouHCTBaHe Ha YEPBATA IPEAM JHATHOCTHYHO H3CIIEABAHE - HAMA AOCTATBUHO JAHHH 33 MPHIOKEHHETO

npu geua noj 18 roguan. Cnenosatenyo, Ononer ne Tpabsa na Gb/e MpuUnaraH 3a MPOYKHCTBAHE Ha YepBaTa
TIpH Jeua U roHowH nof 18 romuan.

4.3 IIpoTHBONOKA3AHAS

- CBpbLXUYBCTBHTEHOCT KbM AKTHEHHTE BELIECTBA HIIH HAKOE OT MOMOLUHHTE BewlecTsa, H3OPoeHH B
TOuKa 6.1;

- Kopemun G0Nk ¢ HEW3ACHEH NPOH3XOL;

- Hneyc e CbMHEHHE 32 HIIEYC,

- Creno3sa, nepdoparus WiH pyUcK OT nepdopauus Ha CTOMALITHO-YPEBHHA TPAKT,

- CMyLIEHHA B H3MPa3BaHETO HA CTOMAXa,

- OcTpa cTOMALTHO-UPEBHA A3BA,

- Texxn pe3naiHTeNHu 3abongpaHus Ha 4eprara [Donect HAa Kpow, Vnuep03
TOKCHY€H METAKOJIOH, TOKCHYEH HITH GBP20 IpOrpecHpant KomuT];

- Hsnazgnan B 6e3cb3HaHHE UOBEK.

g@uum %meﬂ KOMHT),

U _//_\ “
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4.4 CuenHAJHH NPeAYOpeRZeHAS B NPeINa3HH MEpKH IpH ynorpeba

Ononer Tpsbea na ce Mpwiara ¢ MOBHIUCHO BHUMaHME NPH HECTAOMITHH MALMEHTH B JIOWIO 3XPaBOCIOBHO

CBCTOSHHE WIH NMALMEHTH ChC CEPHO3HH KIHHHYHH YBPEKaHHA, KATO:

- MmuokapaHa HEOOCTATBYHOCT, LMPKY/IATOPHA HENOCTATHYHOCT HIH (YHKIMOHAHH CMYIIEHHd Ha
6n6peuuTe (00peuna HeROCTATRYHOCT) H 3a00JI9BaHNA Ha YEPHHA Ipob;

- JIMua ¢ HapyleHUs B Ch3HAHUETO,

- TMansedTH, CKIOHHH KBM ACHHpPALMS WIH PEryprHTaiud, KaKTO M MNALMEHTH © HapylieH pedJiekc 3a
nperThbUlaHe H 3a MOBPbIIAHE;

-  Texxa pexuapatanpa.

Hanuuuero Ha nexunparauus, tpaGsa na 6bae oBnafsHO npeay ynorpebara na Ononer.

[Ipy Hanuuue HA CHMNTOMH 33 BOJICH H eNEKTPonuTeH aucbananc (T.e. OTOK, 3alyX, MOBHUICHA yMopa,
JeXUApaTailii, ChpAeyHAa HENOCTATEYHOCT), NPHEMET Ha Ononer TpaGea na Obie NpeycTaHoBeH He3a0aBHO,
eNEKTPOITHTHTE TPAOBA a ObaaT U3MEPEeHH W TIPH HYXKI4, fa OBAAT IPeANPHETH aISKBATHH MEPKH.

Kanni:

3abenexKa 3a J03aTa NPH NALKEHTY, ¢ HamaneHa 6u0pevHa dyHKUMA WK TAUMEHTH HA AHETA C HAMANEHO
ChABpAAHME HA Kaiuii: efHa Jo3a (125 ml oT rotosus 3a ynotpefa pastsop) chabpxa 1,26 mmol (49 mg)
KaJuil.

Harpuii:
Jabenexka 3a Jo3aTa TIPH MAUHEHTH, KOHTO ¢a Ha IHeTa C HHCKO ChIbDKAHHE Ha HATPHI: eHa nosa (125 ml
OT roToBHs 3a yotpeba pasteop) chabspka 8,09 mmol (186 mg) Harpuii.

Ipy mHabeTHuy — BErEXHAPATHHTE OOMEHHH €MHHIM He TpA0Ba a Ce B3UMAT NoJ BHUMAHHE.

TalgeHTH, IpeApasnoNoXKeHH KBM BOJEH M €NeKTpojiHTeH AucOananc (HanpuMep MAlMEHTH, MpUEMALH
AdypeTHuH), TpaGea na w3nonssar Ononer €AWHCTBEHO CNEA H3PHYHA KOHCYNTAUMA C TEXHMA NEKAp H ¢
DOBMINEHO BHHMaHWe. Ha Te3W MauMeHTH, B clydail Ha OHApHA, C€ Hajara [IpOC/IeldBaHe Ha BOJHO-
eNeKTpONUTHUS GanaHc.

TauuesTHTe B CTapyecka Bb3pacT Tpabea na nanonssar Ononer caMo ¢ MOBHWEHO BHAMaHKe, THH KaTo, €
H3BECTHO, Y€ BE3PACTHMTE NAUMEHTH PearHpar ¢ MOBHUICHA YyBCTBHTENHOCT KEM MOTCHUHATHH HEKENaHu
peakuuH, NPMHMHEHY OT JSKAPCTBEHH NpoRykTH. Topa Tpabpa fa ce MMa npenprz, ocobeHo B ciy4ai Ha
JMapHs H eBEHTYAIHO HapylIeHHe Ha BOJHHA H eNEKTPOTHTHHS fanakc.

[MauuesT! C YCTAHOBEH racTpoesodareancH pediyke WM ycTaHOBEHA ChpAeUHA APHTMER (HApylieHWs Ha
TIPOBOIHMOCTTA MEXTY CHHYCOBHS Bb3eJl H NPEACHLPAMATE HIH CHHIPOM Ha 6O/HMS CHHYCOB Bb3eI) TpiGBa
Aa usnonzsar Ononer camo MOZ AeKapcKo HabMoAeHHE.

3a NpoUMCTBaHE Ha YePBaTa NPEAH AMATHOCTHYHO M3CHEIBAHE - HAMA JAOCTATBYHO JaHHH 33 NPUICKEHHETO
npe aeua nox 18 roauan. CrenosaTenHo, Ononer He Tpabsa a2 6bAe Npuiarad 3a NPOYHCTBAHE HA HEPBATA
MpH Jela o HomH noj 18 roauHm.

4,5 BzaumogeiicTeye ¢ JPYrH JEKAPCTBeHH TTPOAYKTH H APYrH Gopmu Ha B3anmodeiicTBHE
Korato ce H3BbpLIBAT JHATHOCTHYHH M3C/I€ABAHHA HAa TEYHOCTTA OT M3IPa3BaHe Ha YEPBATA MOCPEACTBOM

ensumuy Tectobe (Hamp. ELISA), Moke na ce momyuM B3aHMOASHCTBME MEXJIY TOJIMETHIIEH TITHKOR H
CHIUMHTE. e

Hsama wIHHHYHH ZAHHH 33 B3aMMogecTeua Mekay Oroner u APYrd JeKapcTsa
NOBULIABA PasTBOPHMOCTTA Ha AaKOXOJ-pPa3TBOPUMHTE BelleCTBa H Ha C
PasTBOPHMMTE BelllecTRa. BenencTeue Ha TOBA, HA TEOPHUs, CHILECTRYBA BEPOAT
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BUJI JiekapeTa Ia ObIe BPEMEHHO HAMAaTeHO. 3aToBa CE MIPENOpPEYBa Ja ce IIPHEMAT JPYTH NEKapCTBa NOHE
IBa 4aca Mpein Wi cies npHeMa Ha Onorer.

B3ammopeiicteua mexxxy OJiomer W Apyrd JieKapeTBa, NMpHEMAHHM N0 BpeMe HA TPOYMCTBAHE HA
YepBara:

JlekapcTBEHHTE TIPOAYKTH MOTAT a OBJAT OTMHTH OT CTOMALIHO-UPEBHHA TPaKT MK abcopbumara MOXe fa
Obe HAMAIEHA WM CIpsAHa, aKO Te3H MPOAYKTH ¢¢ B3HMAT HAKOJKO Yaca npeau npuema Ha Ouoner Wiy no
speme uHa nedenwero ¢ Omoner. Toea ce ornaca ocofeHo 3a NeKapcTBEHHTE MPOAYKTH Che 3abapeHo
oceoboxnasane. B ciyuait Ha HeoGxoauMmoct fga ObJe NpHIOXKEH JEKapcTBEH [MMPOOYKT Topamu
MH3HEHOBAXHH TMOKa3aHWA HEeNOCPEACTBEHO TIPelH WIH MO BpEMe Ha npHeMa Ha OJomner, To AepopajiHaTa
¢dopMa Ha TO3W JeKapcTBEH Mpoaykr tpafBa Aa ObOe 3aMEHEHa ¢ WHTPaBEHO3HA WM HHTPaMYCKynHa

dhopma.

4.6 PepTHaHTET, GPEMEHHOCT H KbpMeHe

bpeMeHHOCT H KEPMEHE
HAMa J0oCTaThYHO MPOYYBAHHA OTHOCHO MPHIOKEHHETO MO BpeMe Ha GpeMeHHOCT H KbpMeHe. Ilopanu Tasu

[IPHYMHA JTEKAPCTBEHHMAT MpomykT Ononer Moxke na GbAe MpHarad camMo NpH TOUHH [IOKa3aHWA TIO Bpeme
Ha 6pPeMEHHOCT U KhpPMEHE.

DeprunuTet
HaMa HamuyeM OaHHM 33 BB3MOXKHOTO BIHAHHE Ha Maxporon 4000 BbpXY MBKKHA HIH JKEHCKHA

tepTunuTET.

4,7 EdpexTn BLpXy cnocoGuocTTa 3a modupane i padora ¢ MAIIHHA

Hama nokaszarencrsa, 4ye Onomner BIHAE BEPXY cMocobHOCTTA 34 WodHpane unu paboTa ¢ MALUIKHA.
4.8 HesxesTani TEKaPCTBEHH peakUHH

HexenauuTe peakusd ca u3bpoeHH mo-Iony N0 CHCTEMO-OPTaHHY KIacose M 4ecTora. YecTotwre ca
OeHHMpaHH KATO;

Muoro vectu (= 1/10)

Yectu (= 1/100 o < 1/10)

Heyectu (= 1/1 000 mo < 1/100)

Penxu (= 1/10 000 no < 1/1 000)

MHoro peaku (< 1/10 000)

C Heu3BecTHA 4e€CTOTA (OT HAMHYHHTE JAHHH He Moe fa Oble HalpaBeHa OIICHKA)

C/leIHHTE HEXENAHH PEaKLWM MOTAT 1a ce MOABAT 110 BpeMe Ha jievenuero ¢ Makporon 3350 u 4000.

Hexenanu PC€AKIHHA N0 BpEME HA JICUEHHETO HA 3AlIEK

Hapyuienns Ha iMyHHATa CHCTEMA:
MHoro peaku: ANeprudHH PeakLHH, HaNpHMEpP KOKHA PeaKius, PHHUT, 0Tok Ha KenHke n aHadHIAKTHYCH

HIOK.

CroManigo-4peBsHH HApYIIEHHS:
Yecru: TlogysaHe Ha kopema, raaeHe, 60NKM B KOpeMa, KbPKOPEHe Ha CTOMaxa H rajeHe B CIEACTBHE OT
yBeMMUaBaHe HA 06eMa HA YPEBHOTO ChABPKHMO. e,

@ww r\\

Heskenanu peaknyy no BpeMe HA POTHCTBAHETO HA YepPBATA .

Hapyiienus Ha UMYHHATA CHCTEMA:
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MHoro peaku: ANGpPruuHM DEAKIMM, HalpUMep KOKHA peakuus, pHUHOpes (xpema), OTOK Ha Ksunke,
YPTHKAPHSA, AEPMATUT H aHA(GHNAKTHYEH LUOK.

CToMalIHO-YPEBHH HAPYIIEHUA:
Yectn: [Monypane Ha kopema, CNIa3MH M Ia3oBe, rajeHe. Te3n peakllMH ca MPH4YMHEHM OT MpHeMaHe Ha

OTHOCHTEJIHO IOJIEMH KOIMMYECTBA TEUHOCTH B PaMKHTE HA KPAaThK NEPHO/, OT BpeMeE.
He uectu: Tlorphinaune, ApasHeHe B aHANHATa 0ONacT.

CupaedHH HapyILEHHA:
MHoro peaku: ApUTMHA, TAXHKApOMA.

061K HapyIICHHSA:
Yecru: Hepaznonoxenne, 6e3ckHHeE.

Muoro peaks: OTOK; OPH BHCOKO-PHCKOBH [AUMEHTH € HEOOXO0AMMO BHAMATEHO MPOCNE/IABAHE HA BOJHASA
M eNeKTposHTeH Ganauc. B OTAENHH CTy4aH, HHEOTO Ha KallUMH B copyMa HaManasa.

3abeaedicka:

B nHTepaTypaTa HMa JOKTAJABAHW HAKOH Cyuad Ha CHHApoma Ha Mallory-Weiss (HapThxKHH PasKECBaHHS
Ha NUTABHIATA HA CTOMaxa, OJM30 A0 KApIOHATA), PAYHHEHH OT MOBPBILAHE Ciie] IPHEM HA PasTBOp 3a
MPOYHCTBAHE HA YEPBATa, ChAbPXAIIl IONTHETHIEH INTHKOIL

Crobiapane Ha MoA03HPAHH HEWENAHH PeaKIHU
CrobljaBaHero Ha MOAOC3MPaHH HEXENaHH peaklHH cliell paspellaBaHe 3a ynorpeba Ha NeKapcTBEHHA

TPOAYKT ¢ Bakso. ToBa MO3BOJABA A4 NPOABIUKM HabOMIONEHHETO HA CBOTHOINCHHWETO nonsa/puck 3a
NeKapeTBeHHA TpORYKT. OT MEIMUMHCKHTE CTIELUMATHCTH CC M3MCKBA 1a ¢HOOIIABAT BCAKA NOACIHpaHa
HEKeNlaHA PeaKl(Hs Upe3 HALMOHAIHA CHCTeMa 3a chobinasane, H3anuinHuTeNHa areHIus NO JICKApCTBATa, YiI.
LJaman [pyes” Ne 8, 1303 Codma . Ten.: +359 2 8903417, yeGcaiiT: www.bda.bg.

4.9 Ilpenosnpane

IIpenosupane ¢ Ononer npwm jieueHHe HA XPOHHIEH 3AMEK:

CwunHa Gonka WIH METEOpPH3BM MoraT Aa OBAaT JEKYBaHM ¢ HA30TacTpajHa AacTHpariHs. B cnyvaii Ha
npeaoshpade, TpabBa Na ce B3eMe IO BHHMAHHE BE3MOXKHOCTTA 33 MAacCHBHA 3ary0a Ha TEYHOCTH,
MpHYMEEHA OT JHAPMS WM NOBpbitaHe. B Teau coyvan Tpabsa Ma ce MpHEMAT TEYHOCTH M Ja Obpoat
TPOCTeasBAHH KOHUESHTPALHATA Ha CEPYMHUTE €/IeKTPOIMTH H CTOHHOCTATE Ha pH.

IIpouncTBane HA YepBaTAa:

B cayyaii HA NPefO3UPAHE, TEHKKA JAHAPHS, BOLHO-E/NEKTPOTUTHAA W KHCCIHHHO-aTKAIHHA famanc Tpabea na
6uaar rietu noa BHUManue. [Ipu Te3u cinyuan, TpsiOBa Jia c& MOEMAT MHOTO TEMHOCTH H KOHUEHTPAUUATA Ha
CepyMHHUTE €/IeKTPOMTH M cTolHocTHTe HA pH Tpa6Ba fAa GbJAT NPOCNEAABAHH.

[Ips HapywleHus Ha BOJHO-ENEKTPONHTHHS, KAKTO H HA KHCENTMHHO-aJIKaNHHA fayiaHc, eneKTPOIUTHTE
Tpa6Ba 1a GbAaT 3aMeHeHH, & KHCEMHHHO-aNKATHHA banaHc clielisa fa OB/l KOMIICHCHPAH.

B cnydaif Ha acmupamMA, MOXe Ja C¢ TIOABH TOKCHYEH Genonpoben OTOK, KOHTO H3WCKBA He3abaBHO
HMHTEH3MBHO JIEY€HHE M M3KYCTBEHO JIHIAHE ¢ MONOKHTEIHO HAIATAHE.

5. PAPMAKOJIOI'HYHH CBOMCTBA
5.1 ®apmMakoIHHAMHYRH CBOHCTEA

ATC Kona: A06ADIS
dapmaxoTepaneBTHYHA [Pyna: JIaKCATHBH ¢ OCMOTHYHO neHcTBHE, ///;-;__h\ ,
IR g N
/nghopajJeH pagehon 3a
, HATPHED

Oroner ¢ cMec OT PasiHUHK COMIH MAKPOTON (NONMETHIICH [TIMKON) 34 [IPHTOTBAHE HE
NeveHue Ha 3amiek, (exaneH 3acToil 1 32 [POUNHCTBAKE HA uepBaTa. PasTBOPET HE ¢
HJIH 3axap.
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MaKpOI'OﬂHTe ¢ BHCOKO MOJNEKYJIHO Teraop, ca AnIry JIMHEITHH TMONHMEPH, KOHTO MOrart noa ce CBBpP3Bar ¢
Bonata. Criefl epOpaiHO NPWIOKEHHE, Te BOIAT N0 YBENW4aBaHE HA BOJHOTO ChIbPXKAHUE Ha HEpBATA.
Topa yBenuuapaHe Ha 06¢Ma BOIH A0 CIaGHTENHOTO ASHCTBHE HA JIEKAPCTBEHNS NIPOAYKT.
[oToBusT 32 ynoTpeba pasTeop ChAbpKa GanaHCHpaHH eleKTPONKTH.

5.2 GapMaKOKHHETHIHH CBOHCTBA

TTo/MMeTHIEH [JIMKONI € MHEPTHO BELUECTBO, KOETO ¢e abcopOHpa B MHOTO HHCKA CTEneH TP NpeMUHABaHS
fpe3 CTOMAIIHO-YPSBHHA TPAKT U He ce MeTalonu3upa.

5.3 INpeagxaMuuunM TaHAH 32 6e30macHOCT

Hsama HeKIHHAYHK AaHHH, KOHTO 14 ¢4 OT 3HaYEGHHE 3a JIEKApPA, NPeANACBaL] AeKapcTBeHHA TIPOAYKT.

6. PAPMAIIEBTHYHM JAHHH

6.1 CiHECEK HA TOMOLINHTE BElIeCTEA

ManHHoR apomar, auecysidamM KajlHi H NpevHcTreHa Boa.

6.2 HecLBMECTRMOCTH

Henpunoxumo.

6.3 Cpok Ha roanocT

3 ropuHH.

Cpok Ha rofIHOCT CJIEf MEPBOTO OTBapsHe: 3 CenMULH.

Cpok Ha FOIHOCT Ha TOTOBYA 33 H3NO/3BaHE pasTBOp: 48 Haca.

6.4 Cnenuann yc/IOBHS HA ChbXpAHeHHe

To3u nexapcTBeH NPOAYKT He H3HCKBA HUKAKBH CTIELMAIHH YCIOBHA 33 ChXPaHCHHE.

6.5 Buj H chABPKAHNE HE ONAKOBKATA

Tipospauin xadseu Gytunxu ot [ET, ceappskamu csotsetHO 100 ml, 200 ml, 500 ml u 1000 ml, zatBopenn
¢ kana4ka Ha sumT o1 [NT/IIE, mocTaBeHH B KAPTOHEHA KyTHA ¢ MepHTesHa vamka ot [IE.

TpunoxeHaTa MEPUTENHA YaIIKa HMA CIGAHUTE NeneHud: 2 ml, 2,5 ml, 4 ml, 5 ml, 6 ml, 7,5 ml, 8 ml, 10 ml,
12,5 ml, 15 ml, 17,5 ml, 20 ml, 22,5 ml, 25 ml, 27,5 ml, 30 ml

He BcHUKH BUAOBE OTIAKOBKH MOTaT fa GBAaT MycHaTH B Npojaxba.

6.6 CnenHanHH NpeAlasiA MEepPKH NPH N3XBbpIdHe

Onomner e KOHLEHTPHPAH pa3TBop, Koiro Tpabea ce paspexaa ¢ BOJa, 3a Ja C€ NOYYH MOTOB 33 yrotpeda
pasTBOp (BHXKTE TOUKa 4.2).

7. IPATEKATEJ HA PA3PEIIEHUETO 3A YIIOTPEBA

MIP Pharma GmbH
Kirkeler Strafie 41
D-66440 Blieskastel
I'epmanHa
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8. HOMEP(A) HA PA3PEIIIEHHETO 3A YIIOTPEBA
20130130
9. JATA HA ITBPBO PA3PEIABAHE/MOAHOBABAHE HA PAJPEIMEHHETO 3A YIIOTPEBA
Hata na mepeo paspewagase: 01.04.2013
10. JIATA HA AKTYAJIN3HPAHE HA TEKCTA

03/2016




