KPATKA XAPAKTEPUCTUKA HA ITPOJIYKTA



1. UME HA JIEKAPCTBEHUS ITPOAYKT

Menynak-BM 667 mg/ml cupor

Medulac-WM 667 mg/ml syrup

A KAYECTBEH U KOJIMYECTBEH CbCTAB

| ml Mejynak-BM cupon chabpka 667 mg naktyio3a (lactulose).

3a IMLJIHUS CITUCHLK Ha NMOMOUIHHUTE BCLICCTBA BHKTC TOYKA 6.1

3. JJEKAPCTBEHA ®OPMA

Cuporl.

bucrpa, 6e31BeTHa WIK CBETIO Ka)eHHUKABO-XKbJITa BACKO3HA TEHHOCT.

4, KJUHUYHU JAHHHU

4.1 TepanesTu4ny HOKA3AHHS

Menynak-BM e nokasan 3a JICHeHUC Ha:

- Konerunanus, KosSTo He MOKE Jla e KOpUrupa aJIeKBaTHO Upe3 Jiuera ¢ 1CJ1yJI03HH XpaHHu U
Jipyru 001IONPUETH MEPKH U 1P 3a00JIsiBaHMs, KOUTO M3MCKBAT YJICCHCHA negexarusi.

- Ueproapobua entedanonarus. jeyenne W npoduiakTuka Ha 4epHOAPOOHA KOMA HIIM
[peJl Koma.

4.2 Jlo3npoBKa M HAYHI HA IPHJIOKCHHE

Jlo3upoBka

JIaKTyJIO3HMAT Pa3TBOP MOKE Jla ce Npuiiara paspejien wid Hepaspejet. llpu HeoOXoMmocT, Jlo3ara
MOJKE JIa CC IIPUEMaA € BOJIA MJIM C IJI0JI0B COK. EnHOKparHaTa j103a JlakTyJi03a TpsOBa Jla ce M3lnBa
HaBEIHBXK M He TpaOBa Jla ce 3a/ibpka B ycTaTa 3a IPOALJIKUTEIICH 1IEPHOJL OT BpEMC,

[Tocouenara j03upoBKa TpsiOBa Jia ¢ croOpaseHa ¢ MHAMBHYAJIHUTE HYXKJIH Ha NalMCHTA.

B ciyuail Ha onpejesieHa ¢JHOKpaTHa JIHEBHA J103a, TS Clie/iBa Jia ce IpueMa 10 CAHO U CbIO BPEME,
NPeropbYMUTEIHO 110 BpeMe Ha 3akycka. [1o BpeMe Ha JICYEHHMETO C JIaKCaTHBM CC IIpClophiBa ja ce
[UAT JIOCTATHLYHO KoJIM4ecTBO TeuHocTH (1,5 - 2 nuTpa, paBHU Ha 6-8 yalliun) 1pe3 Lejuns JICH.,

Jlo3upaHeTo cTaBa ¢ NOMOLITa Ha MEPUTE/THA YalllKa.

Llosupane npu koncmunayus

JlakTyjio3ara MOJKe Jla Ce Ipujiara Karo ¢JIMHIUYHa 103a WM Ha JIBa Ipyuema.

CiieJl MbPBUTE HAKOJIKO JIHM HavyaJiHara J103a MOXe Jia ce ajianrupa ¢ 1nojutbpiaiilia B 3aBUCUMOCT OT
orrosopa. Heobxo/inMo ¢ j1a MUHAT HAKOJIKO JIHH, 34 J1a C€ IPOsiBH e(PCKTDT.

Bun3pacr HavaJina j1o3a [Ho/urbpakama j1o3a

Bb3pacTHH U 1OHOIIH 15 ml—45ml 15 ml —-30ml

Jleua (7-14 roannn) |5 ml 10 ml-15ml s e—g
Jlewa (1-6 roamnnm) Sml— 10 ml Sml—-10ml /‘"rr WV
K'upmauera noj 1 rojimna 710 S ml

710 5 ml ¥/ % F



Hosupare npu uyepnodpobra enyedaiionamua (Camo npu 8bIPACMHY)

HayanHa no3a; 3 10 4 myrv aneeso 1o 30 ml - 45 ml. Tasu go3a Tpabea na ce agantupa A0
NOJIBPXKALIE 1033, TaKa, ue JId PE/IW3BHKBA ABE [I0 TPH MEKH IeiEKauMH Ha JACH.

HeQuampuyna nonyrayus
He e ycrarosetia 6ezonacHocTTa ¥ epHKacHocTTa npH Aeua (OT HOBOPOACHH N0 18 rouuiliHa BB3pACT) C

yepHoapoOHa enuedanonarus. Hima HanU4YHH NaHHH.

Hayuenmu @ cmapyecka gv3pacm u nayuenmu ¢ Ovbpeyna uiu yepHoOPOOHA HedocmameyHOCT
HsiMa crieltatiy [IPEeNopLKY 0 OTHOIIEHUE Ha J03WPOBKATa, Thi KATO CHCTEMIIATA CKCNO3HLNA KbM

NIAKTYJ103a ¢ MHOIO HHCKA.,

HauuH Ha NprICKEHHE

[TepopanHo NprUNoKEHHUE.
4.3 [IporuBonoxka3anu

Meynak-BM € npoTuBonokasaH npu naukeHTH C:
- CBpPLXUYBCTBUTENHOCT KbM aKTHBHOTO BELIECTBO MM KbM HRKOE OT IIOMOLIHNTE BEIICCTRA,

nibpoeuu B TOuKa 6.1.
- I'anakro3eMus.
- Hneyc.,
- OCTpH BL3ANANUTENHH 3a60JsBaHUs Ha CTOMAUIHO-YPEBHHMs TPAKT, NCPQOPAINA HITK PUCK OT

TaKaea WK NPy BOAIO-CJIEKTPONIUTEH ANCOaNnaHC.
4.4 Cneuuasny NPeAYIIPCAKICHHS U PEINa3HH MEePKH NPH ynoTpeba

Koncynrauus ¢ Aekap ¢€ NpenopeyBsa B CllyvaHl Ha:
- AGnOMHEANHH OOJIKH ¢ HEM3BECTHA IPUYHHA MPEeAH 3a1i0YBaHe Ha JIEUCHHETO.
- Heaagosonurene TepaneBTHYEH eekT cnejl IbPBUTE HAKOJKO AHH OT JICHCHUETO.

JlakTynosa TpsGBa Aa ce Mpuiara BHMMATEHO MpH MAUMEHTH, KOWTO HMAaT HEINOHOCHMOCT KbM
nakTo3a. (BxkK. Touka 6.1).

O6uuaiiHaTa npuiaraHa AO3MPOBKA NpM KOHCTMNaums He Ou TpaBsano pa Obae mnpobnem 32
nauuenture ¢ auaber. Jlo3uTe, NpunaraHd Npd HMOPTAJTHO-CUCTEMHO 0OycioseHa eHuepanonarns,
ofaue, ca 3HaYMUTENHO MO-BUCOKH U Te Tpadna na &naat chobpaseny Npyn nauMeHTy ¢ anaber.

[Tpo/bIKUTENHOTO TNpuNarane Ha HeadanTHpaHW J[03H, KaKTO MW HECNpaguiHara ynotpeba Ha
IeKApCTBEHMS NPOAYKT, MOXE 12 JIOBCAE 1O ANapHs ¥ eNeKTposuTeH anchanakc,

[leguaTpyuyHa MONYNALNS
Uanon3BaHeTo Ha NakcaTUBM Npd jeua TpadBa Aa € M3KTIOUCHUE H Ja C€ M3BLPIIBA NOL JIEKApCKO

nabniogende. TpsabBa na ce MMa npeasra, 4e pednekchT Ha acdekauns Moxe Ja Ohae HapyUICH no
BpEME Ha JIeUeHHETO,

To3n MPOAYKT ChAbPKA NAKTO33, MAAKTO33a H MAJIKH KojuuecTsa ¢pykrosa. !lauuelTy ¢ peiky
HACNEACTBEHM MpoBreMy KAaTO rajlakTo3Ha HENnoHOCHMOCT, Lapp-naxTaszeH ACQUUUT MM TIIIOKO30-
ranaxkTo3Ha Manabcopdbums He TpsOBa ga NpHUEMaT TOBA NEKAPCTBO.

4.5 BiaumoaelcrBHe ¢ APYrd JeKapCcTBEHH RPOAYKTH H APYrH GOpMHA HA B3aUM

JlaxTynosaTa MOXe Jia yBeJin4H 3arybara Ha kanui, noTeHUHUPaKo OT €IHOBpE
nexkapcrea (AMypeTULIR, KOpTUKOCTepoHay H aMmoTeplinH B).




E{HOBPEMEHHO NMPUIOXKEHNE CLC CHPACUHH IVIMKO3HAH, MOXE /12 3aCHJIN TCXHHA e(eKT ¥ Ja Hamanu
HHBATA Ha KU B OpraHu3ma.

4.6 @epTHAHTET, OpEeMCHHOCT H KbpMEHE

bpemensocT
He ce ouakBa eCkT Mo BpeMe Ha OPEMEHHOCT, TbH KAaTO CHCTEMHATa CKCMO3MLIMA Ha JIAKTYJIO3a ©

npeHebpex Mo Maska.

Menynak-BM moxe aa Gnie npunarat no speme Ha OpeMEeHHOCT.

Kb pMmeHe
He ce ouaksaT epekTH BBPXY KbPMAUETO/ACTETO, ThH KaTo CUCTEMHATA CKCIIO3MUKMA Ha KEHWTC IO

BpeMe Ha KbpMelie e NpeHedpeKuMo Manka.

Meaynak-BM moxe na Objle NpHilaral rno BpeMe Ha KbpMEHC.

PepTUAHTET
He ce ouakBat edekTH, Thil KATO CUCTEMHATA EKCIIO3MLIMA € NpeHeOpexRUMO MaJIKa.

4.7 Edekrn upxy cuocobnocrra 3a modupase H pabora ¢ Maluiu

Meaynak-BM cupon He NOBIMSBA WM NOBJIHABA MpPEHEOPEKRMMO cnocobHOCTTA 3a WOQHpaHe WM
paforaTa ¢ MalllMHH,

4.8 Hexenand JeKapcTBEIIH PCaKlIMH

O6obienne Ha npoduna na 6e30nacHoCT

[Tpe3 MbPBUTE HAKOMKO JIHM OT JIEUCHHETO MOXE A Ce NOABY paTyNCHLUNA, [1o npaBuiio T8 OT3BYHaBa
Cre/1 HAKOMKO AHH.

KoraTo A03HMPOBKaTa € No-BMCOKA OT NpenopbiBaHaTa, MOraT 1a €€ NOABAT KOpCMIIa Oosnka ¥ Auapus
(. Touka 4.9). B TakuBsa ciiyuay no3zara TpsOBa Ja ce HamMalu.

ITo-noJy ca onucaln HeXeJIaHUTE JICKApCTBEHU PEaKLMy, ChobLaBaHH I1pH NPHIKEHHUE HA JIAKTY 10343,
KaTo ¢a KiacupuuMpalin cbo0pa3Ho 4eCTOTaTa:

- Mmnoro uectu (>1/10);

- Yectn =1/100 no <1/10);

. Heuectu (=1/1000 no <1/100);

- Peaxn (=1/10 000 no <1/1000);

- MpmHoro penxy (<1/10 000);

- C HensBecTHa uecToTa (OT HATMYHMTE JAHHH He MoXe Aa 6bAe HAalpaBeHa OLCHKA).

Hapyvuenus na memaboauzma u XpaHenemo
Penku; Mma chofuieHus 32 XurnepHaTpueMHus NO BpEME Ha JICHEHWETO HAa MO3BYHO YBPEKAAHC,

CBBP3aHO ¢ XPOHHUHO yepHoapobHo 3abonasane (TICE).

C nenzsectha vecrora: [lpoxsmkurennara ynorpeba Ha Meaynak-BM crpon B 1034 NpEaAKR3BUKBALIN
nepcucTMpalla Jcgexkauns MOXe Aa A0Bele A0 BONHO-ENICKTPO/IMTEH AMCOATdHC H THUIHYHH 34
flekapeTBaTa ¢ NakcaTtusiio Ackcrsuc edexTH (yBennueHa 3aryba Ha KaJlMH, HaTPpUH 1 TCUHOCTH).

CmomawHo-ypesnu HapyuweHus

Muoro uect; CpeiHu [03W MoXe [a npean3Bukar cnaba kopemHa O0JIKd, MCTEOPU3BM  HIIH
brnaTyneHUHs B HAYANOTO HA JieueHueTo. BHCOKM JI03M MOraT ja NMpeAM3BHKAT rajeHe, NOBPLIAHE U
JIMapHs, TPUAPYKEHH OT BOAHO-ENIEKTPOIUTEH aucOanaHc. /{Ib— T

Hapywenusa na umynnama cucmema
C 1eun3secTHa yecrora: Peakliny Ha CBPLXYYBCTBUTCITHOCT.




Hapyuienun Ha koscama u NOOKOJCHAMA MYKAH
C neussecTHa uectoTa: O6puB, Cbpbek, ypTuKapus.

Heduampuyia nonyrayus.
[Tpennonara ce, e npodunbT Ha He30NacHOCTTa NpK iela € CXOUCH C TO3H NpH Bb3pacTHU MAUMEHTH.

CrobLlapaHe Ha MOAO3UpaH Hexealiy PCaKIMH
CHoOILABAHETO HA MOJAO3HPAHU HEXENaHW peaklMy Ciie/l paspCluaBane 3a ynorpeda Ha JIeKapCTBCHHSA
NMPOAYKT € BaxkHo, ToBa no3BosiABa /@ NPOABIKH HaOMOREHUETO Ha ChOTHOIUCHMETO NO3a/PHCK 32

neKapcTBEHUA NpoAyKT. OT MEINMLHHCKHTE CMIELIMAINCTH C& H3NUCKBA J1a cwroBaBar Beska 1104031paHa
HeXeNnaHa peakuus Upes:

WanLnHyTENHA areHiiuA 0 JIeKapCTBaTa
yn. ,,Jlamau ['pyes” Ne 8

1303 Codus

hhJjirapus

tef.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 IIpeao3wnpane

Cumnmomu
[Ipeno3upaseTo MOXE Aa NPCAM3BUKA MaficHe, NOBPLILEHE, RHAPHS U saryGa tia encKTPOSHTH (Kanuit 1

tHIaTpui).

Jlevernue
[IpekbeBaHe Ha JIEYSHHETO WM HamaniBaHe Ha Ao3aTa. Hama CrieuMHHEH anTHIOT. [Tpu zaryba Ha

TEYHOCTH OT ZHAPpHA K NOBPLLUIAHE MOKE 1a CE U3UCKBA KOpPEKLKA Ha CIICKTPOJINTHHATE HAPYLICHHA.

5. GAPMAKOJIOTMUHH CBOVUCTBA

5.1 apmakoaunaMuvHy CBOHCTBA

dapmaxoTepaneBTHUHA rpyna: JlakcaTHBM ¢ OCMOTHYHO JSHCTBHE.
ATC xoan: AOGADI11

MexaHHn?bpM Ha JICHCTBHE
JlakTynosa ce pasrpaxia or 6akrepyantara ¢gropa B Ae0enoTo 4epBo Ha HUCKOMOJICKYIIHH OpraHHHHH

kucenuuy. Te3n xucenuuu HamanasaT pH B nymena Ha nebenoro 4epBo U 4pe3 O0CMO3a MOBULIABAT
obema Ha ne6e10upeBHOTO ChAbPXUMO. Tesu eeKTH CTHMYNTHpPAT EPUCTANITHKATA HA nebenoTo 4epBo
1 HOpMATH3UPAT KOHCUCTCHLIMSITA Ha M3NpaxHeHnsaTa KOHCTUNauuATa IPEMHHABA N CE Bb3CTAHOBABA

(PU3MONOrMYHUAT PUTHM Ha AeDenoTo HepBo.

dapmaxoaHHAMU 4K eeKTH

JlakcaTHBHOTO JeHCTBME Ha NAKTy03aTa €€ IbJH Ha J1Ba €PeKTa:

- 3aAbPKAHETO HA BOJAA IMOCPEACTBOM OCMO3d, KOETO 4pe3 AH3aXapHUINTC ¥ KMCEIHHHUTE yBCIH4aBA
KOTIMUYECTBOTO Ha ChABPKHUMOTO B Ae6€N0TO YEPBO, KATO HHAUPEKTHO BH30YH /a2 NEPUCTANITHKATA.

- KHCEJTMHUTE AMPCKTHO CTUMYJIMPAT YPEBHATA NEPUCTANTHKA.

JlakTyno3aTa BOAM JO INOHWXaBaHEe HA aMOHAYHATAa KOHLUEHTpauMs B XpbBTa, KAaTO CE CYUTa, HE TOBA

BL3JICHCTBHE CE ALJDKHU HA CICAHUTE ePEKTH: o e GG TN

- MeTafonu3MbLT Ha NaKTyjl03aTa NPEAN3BHKBA TOHMXKABAHE HA CTOMHOCTHUTE 'F{;.,Hnmw ‘%g

[IDOTOHMpAHE Ha AMOHSKE, NPEBPBILAAKKA ro B Heabcopoupyem M HETOKCHYE onieHHin; kATo. 1o
N AR T SN NS I TP

F N T -
I Wt .
l-l. !I..Il:{.]lgl"‘. .H h'.- f | .

TO3M HAUKH CE HamansBa HerosaTa abcopOums. e L T T
- BLINeXHAPaTHUAT W3IULUIBK W NOHKXKaBaHeTo Ha pH-cToiHoCTHTE OMaronp %L&ﬁp&gﬁﬁnﬁi;hﬁﬁz{fa |
ypesHa (riopa 3a M3pa3XOABaHE HA 3aXapuTe, KOETO B PE3ynTar NpHHUIABa oca@fupgﬁé_-gga.¥-ﬁnlman_xa
amoHsk, Hamanenoro pH Ha 71e6eloTo 4epso Npeau3BUKBa AMPEKTHO IpeMmldBaie Ha aMoHAKA OT




KpbBTA B KHCEJI0TO ChABPAKHUMO Ha AeOENOTO YEPBO.
- TIpunoXeHHETO Ha aKTyJio3a BOAM IO H3/IMIIBK Ha BBIIEXHAPATH B nebenoro uepro. Tosa

MpeAW3BUKBA OTHOCUTENEH ACQUUMT Ha a3oT 3a fakTepuannara ¢uopa, KommneHcHpail ce OT
GaxkTepManHaTa aMOHAYHA KOHCYMallHH.

[Tpu yepHoApobita cHuedalonaThs, JIaKTy103aTa BOAY /10 MOHHKABaHE Ha KOHLCHTPAlMATA Ha aMOHK
B KPbBTA ¢ OKOJIO 25-50% 1 BOJIM 10 TepaneBTHUCH eeKT B PAMKHTE Ha HaCcOBe 10 HAKOIIKO AHH.

KnuiinyHa edukacHocT v 6¢3onacHoOCT
JlakTyno3a karo npebuornuiia cyGcTanums 3acHiBa pacTexa Ha NONC3HUTE 3a 31PancTo BakTepHH, KaTo

Bifidobacterium # Lactobacillus, sokato ycnoHo-maroreHuure Gakrepun karo Clostridium u

Esherichia coli morar j1a 6baar moTHCHATH.
Tora MOXe Ja 10oBeAe A0 no-6naronpusteH Garanc Ha upeBHata (opa.

5.2 (PapMakoOKHIlETHYHH CBOHCTBA

Camo 0,4-2% oT npuerata go3a nakrtynosa ce adcopOxpa B TBHKMTE 4EpBa ¥ TOBAa KOJIMHECTBO CC
EKCKPETHPA HEMPOMEHEHO B ypuHara. [Ipousse/ieHuTe B Ae0ENOTO HEPBO KMCENNHH CE pesopOupar U

meTabonu3npaT ¢caMo OTUACTH.

5.3 [Ipeaxaunuuuy gannu 3a 6czonacHocT

Ocmpa mokcuuiocm
[lpoyuBaHus 3a oOcTpa TOKCHYHOCT, MNPOBEACHH TNPH IKHUBOTHH, HEC TOKa3BaT creLM@ruyHa

4yBCTBHTENHOCT (BX. CBLLO TOUKa 4.9),

Xponuuna moxcuiiocn
[TpoyuBahus 33 XpOHUUA TOKCHHHOCT, [IPOBEACHU NIPY pa3IMYHH XKUBOTHHCKH BUJIOBE, HE NOKa3Bat

HQJIMYMETO HA TOKCHYUHH CPEKTH,

Mymazenen u Kaiyepozeneli nomenyuan
JIbIrOCPOYHH NPOYYBAHHMA NMPH JXMBOTHH HE I10Ka3BaT TYMOpOreHeH MoTeHuuan. He ¢a nposexiaHy

NMpOYUBAHH 34 MyTArcHeH rnoTCHIiHall.

Penpodyxmugna mokcuuHocm
[TpoyuBaHus 32 PErpoJyKTHBHA TOKCUYHOCT TIPM TPH XMBOTHMHCKM BH/IAa HC IOKa3BaT TCPAaTOrc¢HEH

edexT. Hama c1oblieHus 3a TOKCHYHM eeKTH Ha JIaKTyJl03a, NpuéMaHa no BpeMe Ha OpeMEHHOCT U
KbpMEHE,

6. GAPMAILIEBTHYHH JAHHH

6.1 CHHCBK HEZ LIOMOIINHTE BEUIeCTBA

Menynak-BM cHpor He ChUbpXa INOMOIHH BELIECTBA, HO MOXE Ja ChAbPXKa MAIKH KOJIH4ECTBA
[IPOW3BOLHH 3axapu (HamNp. IAKTO3a, ranaTo3a, enuaakrosa, ¢pyxrosa, Tararosa).

6.2 HecsBMECTHMOCTH

HenpuaoxuMo.
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6.4 Crneuuna/HH yCJIOBHH HA ChXPaHEHHE
Ila ce cbxpansasa noa 25°C.

6.5 Bua v chanpxanue na onakoBKaTa

Meaynak-WM e onakosaH B kadasa creikneHa Oytunka (tun kI) or 250 ml ¢ Oana nnacrmacosa
Kanavka ¥ 1S ml npo3payHa MepuTenHa YallKka OT NOJMNPONUAEN.

Buaoge ONMaKOBKM:

Bcaka kaproHeHa KyTvs cbhabpka | Oytunka, | mMepuTenHa wawka v | nuctoBka ¢ MHQOpMaumrs 3a
NauveHTa.

6.6 CrneunainH Npeana3Hy MepPKH NPH HIXBHLPJAANE H padoTa
Hen3nonisaHuAT NEKAPCTREH NMPOAYKT MK OTNaJAbHHUTE MaTeEpHask OT Hero TpadBa na ce U3XBLPIAT B
CbOTBETCTBHE C MECTHUTE U3UCKBAHHUA.

7. IIPUTEXATEJ HA PASPEIMEHUETO 3A YITIOTPEBA

Bopaa Meauncuue Espona EOO/]

yn. ,,bopuc Pymeros” 16
1407 Codus, brarapus

S. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA
Per. Ne: 20180134

9, JATA HA ITBPBO PASPEIIABAHE/TIOAHOBSIBAHE HA PAZPEUIEHUETO 3A
YIIOTPEBA

JaTa na nbpeo pazpewaBane: 13 wonu 2018 r.

Hara na nocaeavo noaHosssaHe: 03 wonun 2023 r,

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

11/2025




