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ITnenBy npax 3a nepopaleH pa3TBop
Plenvu powder for oral solution

2. KAYECTBEH A KOIHYECTBEH CbhCTAB

CrcraBkuTe Ha [IneHBy ce ChABPKAT B TPH OTAEIHH calllera. [TvpBaTa 1033 ce 1ocTaBd B €QHO calle,
a BTOpaTa J03a ce JOCTaBA B ABe caiuera, A U b.

Ho3a 1 came cBABPXA CIICAHUTE aKTHBHU BELUECTBA!

Maxkporon 3350 (Macrogol 3350) 100 g
Hartpues cyndar 6e3BoaeH (Sodium sulfate anhydrous) O¢
Harpues xsopua (Sodium chloride) 2g
Kanues xnopun (Potassium chloride) l g

KoHLeHTpauuaTa Ha eNeKTPOJIMTHH HOHH, KOraTo IbpBara a03a ce npurorex o 500 ml pastsop, €
KaKTO Clle/IBa:

Hatpuii 160,9 mmol/500 ml
Cyndar 63,4 mmol/500 ml
Xnopua 47,6 mmol/500 ml
Kanmuii 13,3 mmol/500 ml

Jlo3a 1 coio cpaspxka 0,79 g cykpanosa (E955).

Ho3a 2 (Cameta A 1 B) chbabpxa CieAHUTE aKTHBHH BELLIECTBA!

Came A:
Makporon 3350 (Macrogol 3350) 40,0 g
Harpwues xnopua (Sodium chloride) 3,28
Kanues xnopun (Potassium chloride) 1,2¢g
Came b:
Hartpues ackopbar (Sodium ascorbate) 48,11 g
Ackop6uHOBa kHcenuHa (Ascorbic acid) 7,54 g

KoHueHTpauusaTa Ha eleKTPOJIMTHH HOHH, Korato Bropata no3a (Cawera A v b) ce npHroTeu
10- 500 m] pa3rBop, € KaKkTO cneAsa:

Hatpuit 297,6 mmol/500 mi
Ackopbat 285,7 mmol/500 m!
Xnopuna 70.9 mmol/500 mi

Kanuit 16,1 mmol/500 ml




[ToMOIIIHH BellleCTBa ¢ H3BECTHO ACHCTBHE:

Jo3a 2 (Came A) coaspka cbulo 0,88 g acnapram (E951).

3a IThJIHUA CITUCHK HA MOMOLIHHUTE BEIIECTBA BH)KTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[Tpax 3a nepopaneH pa3TBop

bsn 10 #KBAT Npax

4. K/IHHHYHHA JAHHU

4.1 TepanesTHYHH NOKA3AHHSA

[IneHBy € Noka3aH npy Bb3pACTHH 32 OUHCTBAHE Ha YEpBaTa NpeJd BCAKa NpoLeaypa, H3UCKBallla
YHCTO YEPBO.

4.2 J03EPOBKA H HAYHH HA OPRJIOKEHHE

Jlo3npoBka

Bvapacmuu u nayuenmu 6 cmapyecka ev3pacm

KypchT Ha ieueHHe ce ChCToM OT ABe oTaenHu HeuaeHTHyHH 500 ml nosu Inensy. Haii-

Manko- 500 ml ponrbiHUTENHA GHCTPa TEYHOCT, KOSATO MOXKE J1a BKJIKOUBA BOJa, OUCTpa cyna, (10408
cok Ge3 nynna, 6e3ankoXoNHM HATIMTKH, Yait WK kade 6e3 Misko, TpadBa 1a ce npHeMa C BCAKa
0o3a.

To3u Kypc Ha IeMeHHEe MOXKe J1a € Npuilara B CbOTBETCTBHE ¢ ABYAHCBHH MJIH €HOHEBHH JO30BH
CX€MH, KaKTO € [T0COYEHO MOo-J0ITY:

HBynHeBHa cXeMa Ha JA03HpaHe:

. [TepBaTa a03a, NpUeMaHa BeYepTa NpeaH KIMHWYHATA NpoLeAypa U BTOpaTa 103a paHO CYTPHH
B JICHS HA KJIHHUYHATA npoleaypa, NpuOIusrTennHo 12 yaca ciel Ha4anoTo Ha NpHeMa Ha
IrbpBaTa A03a.

EanonHepHa cxeMa Ha AO3HPaHe:

o CyTpHH caMO CXeMaTa Ha JO3HpaHe, NPH KOATO ABETe JO3K Ca NTpHEMaHy CyTPHHTa B IEHA Ha
KIHHHUYHATA MPOLEAYpa; BTopaTa 103a TpAOBa /1a ce NpHEME MUHUMYM 2 Yaca ClIe[l Ha4anoTo
Ha MpUEMAa Ha ITLPBATA 033, HIH

. JleH npeau cxemMaTa Ha JO3MpaHe, NMPY KOATO H JABETE T03H Ca MpyuemMaHd Bevepra npeau
KJIWHUYHAT2 MpoLeAYypa BTopaTa A03a Tps0Ba Ja ce NpHeMe MHHHMYM 2 4aca clie]l HayaJloTo
Ha ITBpBaTa [03a; BropaTa A03a TpabBa fa ce npHeMe MHHHMYM 2 Yaca Cnel Ha4yalnoTo Ha
ITbpBaTa A034a.

[Moaxonsuiata cxeMa Ha ao3upane Tpabra 1a Obae u3dpasa B 3aBHCHMOCT OT BPEMETO Ha
KJIHHUYHATA npoHeaypa.




Heouampuuna nonyaayun

BesonacHocTTa H €()MKACHOCTTA NPH Aelia Ha BB3pacT noj 18 roauHy He ca YCTaHOBEHH.
Cnenosarensio [neHBy He ce npenopbyBa 3a ynorpeba Mpy TasH Nomyianys.

Hayuenmu c vbpeuno yspesicoane

He ce Hanara cneiyanHa KOPEKIHd Ha J03aTa MPH NALMeHTH ¢ IEKO 10 yMepeHo 6b6peyHo
yepexcaaHe. IlaleHTH ¢ ieko A0 ymepeHo Ob0peUHO YBPEXKIAHE Ca BKIIOYEHH B KIIMHHYHHUTE
MPOYUBAHHA.

IMTayuenmu ¢ ueprnoopobro yepedxcoane

He ce Hanara cneLManHa KOpeKLMa Ha 103aTa NPH MALUMEHTH C JIEKO 40 YMEPEHO YepHOApoOHO
yBpexaaHe. [lalmeHTH ¢ NoBHIIEHH YepHOAPOOHH QYHKIIHOHAIHYA TECTOBE Ca BIJIIOYCHH B
KJIHHHYHUTE MPOy4YBaHUA.

HauyuH Ha NpUIOXKECHHE

3a NepOpPaTHO MPUIOIKEHHE

Jo3a 1: CoxbpKaHHeTO Ha eAMHHYHOTO calue 3a Jlo3a 1 Tpsabea na ce nosupa xo 500 mi ¢ soaa.
[IpUroTBeHUAT pasTBOp IUtoc AombaHuTeNHM S00 ml 6uctpa TeuHocT TpAOBa fa ce npueMar B
npoaskeHre Ha 60 MuHyTH. JlommycTHMO € pelyBaHe Ha NpHEMa Ha NPUTrOTBEHHA pasTBOP H
HucTpaTa TEUHOCT.

Jio3a 2: CoanpKaHHETO Ha JBeTe calueta (caiuera A ¥ b 3aeano) 3a [losa 2 tpabea na ce nosupa 10
500 ml ¢ Boga. [purorseHuaT pasTeop mmoc gomsiHuTenHy 500 ml 6ucrpa TeuHocT TpAdBa na ce
NpHEMAT B npoab/okeHye Ha 60 MUHYTH. JIOMyCTHMO € pellyBaHe Ha MpHEMa Ha NIPHrOTBCHHUA
pa3TBOp # OHCTpaTa TEYHOCT.

B HAKOH C/Ty4aH NMpHEMBT Ha NIPHIOTBEHHS Pa3TBOp MOXe Aa Obje 3abaBeH WY BPEMEHHO
npeycTaHoBeH (BX. Touka 4.4).

B 1oITbJIHEHHE KbM TEUHOCTHTE, B3E€TH KATO YacT OT Kypca Ha JieyeHHe, MOXKE a C€ NpHEMa BCIKaKBO
KOJIMMECTBO AOMBIHMTENIHA OMCTpa TeuHOCT (HanpuMep Boaa, OMcTpa cyna, oaos cok 6e3 myan,
Oe3IKOXOJIHM HANMUTKH, Yai Wiy kadge 0e3 MIAKO) npe3 LeHs MPOLEC Ha MOArOTOBKA Ha YepBaTa.
3abenesicka: U3bsaraaiite BCAKAKBA TEYHOCT, OLBETEHA B YEPBEHO WIH JIWIABO (HANpUMEpP COK OT
Kacuc), Thil KATO TOBa MOJKE Ja OLIBETH YepBaTa.

KoHcyMaumsTa Ha BCHYKH TEHHOCTH TpadBa 1a 6bae crnpsgHa noHe:
e /Ba yaca NMpeay KIHHHYHATA MPOLEAypa, KoraTo € noa ob1la aHeCcTe3ud, WM
e ¢/MH Yac Npeiy KIMHHYHaTa npoueaypa 6e3 obiua aHecTe3us.

Hudopmaiina OTHOCHO XpaHEHHATA

He Tps6Ba na ce mpueMa TBLpAA XpaHa OT HAYAIOTO HA Kypca Ha JiedeHHe 10 KIIMHHYHATA
npoLEeaypa.

[TauveHTHTe TpsiGea na 6baaT NOCHBETBAHU A4 OCTABAT JOCTATHYHO BpeMe, Cllell KaTo
NEpPHCTAATHKATA Ha YePBaTa € HaMan:ana, 3a Zia OTHAAT A0 KITHHHYHOTO 3aBCACHHE.

JIByAHeBHA cxeMa Ha pasnpejc/iCHHE Ha 103aTa H ACH TIPEAH CXeMara Ha AO3HpaHe,
B AeHs npeaw KIMHUYHATA NPOLEAYpa NAaLMEHTHTE MOTaT Ja HMaT JIeKa 3aKyCKa, 1
o651, koiTo TpaGBa Aa Obae 3aBbplileH HaH-MaIKO 3 Yaca NMpeAu HauyaloTo Ha ITbD




CxeMa Ha J03UpaHe caMO CYTPHH:

B neHs npeaM KIMHHYHATA MpoLieAypa MALIMEHTUTE MOraT Ja UMaT JieKa 3aKyCKa, MoC/ieIBaHa OT JIeK
o6 ¥ 6ucTpa cyna H/HnM OOMKHOBEHO KMCENO MIIKO 3a Beueps, KoATo Tpadaa fa 6bAe 3aBbpiileHa
npubauzurenHo B 20:00 yaca.

32 yka3aHHd OTHOCHO Pa3TBApAHETO HA JIEKAPCTBEHUA MPOLYKT NPEH NPUIOKEHHE BHKTE TO4Ka 6.6.

4.3 IlporHBONOKA3AHHA

He u3nonssaiiTe Ipy NauMeHTH ¢ H3BECTHU WIH MOJO3HPAHM:

. CBPBXUYYBCTBHTEIHOCT KbM aKTHBHUTE BELISCTBa WIH KbM HAKOE OT MOMOILIHMTE BEILECTBA,
n36poenu B Touka 6.1.

* CTOMALIHO-UpeBHA OOCTPYKUHKA WK nepdopaum.
HJeyc.

o HapyIIEKHA Ha U3MPa3BaHETO Ha CTOMaxa (HanpuMep racTponapesa, 3aAbpKaHe B CTOMaxa H
T.H.).

beHUNKeTOHYpHs (MTOpaaAK HAIMYMETO HA acnapTaM).
nedHuMT Ha rmoxo3a-6-ocdar AexuaporeHasa (Mopaayu HATHYHETO Ha acKopdar).
. TOKCHYEH METAKOJIOH.

4.4 CnenEajlHH DpeAynpexAcHHS H IpeANa3EH MEPKH NPH ynorpeda

DIyRAHOTO ChAbpKaHHUE HA [LneHByY, KOraTo ce pa3Teaps ¢ Bojaa, HE 3aMECTBa PEAOBHMA NMPHEM Ha
TEYHOCTH ¥ TpSOBa na ce noaabpka NOAXOAAL IIPHEM Ha TEYHOCTH.

KakTto u npy Apyry NpOAYKTH, ChABpAall{ MaKporon, Bb3MOXHA € aJIEPru4Ha peaklius, BKIIoYBalla
0oOpHB, YPTHKApHS, NPYPHTYC, aHFHOEIEM M aHAPHIIAKCHA.

TpaOpa Aa ce noAXoXaa ¢ NOBUIIEHO BHUMaHUe NIpU npwiaraHe Ha [IneHBy npy nailMeHTH ¢ Kpexko
3ApaBe WIH H3TOLEHH OT 3abonsaBaHe.

[InexBy TpsAOBa na ce M3n0/38a C MOBUILIEHO BHHMAHHE NPH NALHEHTH C:

° HapylleH IbpiieH pedeKc, ¢ Bb3IMOXKHOCT 3a perypruraLus WiH aClIHpauus WK ¢ HaMalleHH
HMBA Ha Ch3HaHHE. TaKHBa MauHeHTH TpAOBa Aa ObaaT BHUMATENHO HalMIOAaBaHH MO BpEME
Ha NPWIOKEHHETO, 0CODSHO 8KO CE MPUEMAT NPe3 HA30TaCTPAJICH MbT.
TexXKO HEOPEUHO YBpEKAaHE (KpeaTUHUHOB KIHPBHC nox 30 ml/Munyta/1,73 m?).

- chpaeuHa HeaocTaTbaHOCT (creneH [II wiu IV no ckanara Ha HioMopkckara acotpaliys 3a
cbpaeyHH 3abomasanug (NYHA)).

. TAKMBA C PUCK OT APUTMHSA, HaNpUMep TAKUBA CbC WU Ha JIeYEHHE Ha ChpAeUYHO-ChAOBH
3a00s19BaHKA, 3a00/19BaHe HA IWMTOBH/IHATA XKJ1€3a HIIH EJICKTPOJIMTEH AucOanaHc.
neXUapalHs.

TEXKKO BB3NAJICHUC HA HCPBAaTa.

[Tpyu HU3TOLIEHH NALMEHTH C KPEXKO 3ApaBe, NALUEHTH B JIOLIO 3APaBOC/IOBHO CHCTOAHHE, MALIHEHTH C
KJIMHHYHO 3Ha4YMMO OBOpeuHo yBpeXcaaHe, apUTMHA M TAKHBA C PUCK OT EIEKTPOJAHTEH auchanaHc,

nexapAT TpAOBa 1a OOMHCIIH H3IMEPBAHETO HA EJICKTPO/IMTHTE Ha $a30BO HUBO H CNE/ J¢ CT0 2
6s6peunara dpynkums u EKI'. Beska npeanonaraeMa aexuaparaius Tpsaosa na 6nae H&u_i?ﬂ' 200
npead ynorpebara Ha ITnensy. .. %, N

Crry4ad Ha rbpyOBe, CBBP3aHH € ynoTpeda Ha Makporon 3350 B KOMOHHALMA C CNCKTRONATH 38, & .0
NOArOTOBKA HA YepBaTa NpeM NpoLeaypa, ca HaboAaBaH! NP NALMEHTH ChC WK 0E3 AHAMHEIA. 32



repUOBE. Te€3H CTy4au ca CBbP3aHH NMPEIUMHO C EJIEKTPOJIMTHH HAPYHICHHA KAaTO TEXKKa
XHUIIOHATpHEMHS (BXK. TOuka 4.8). bbaeTe BHHMATEIHH, KOraTo npeanuyceare makporoa 3350 B
KOMOHHALIUA C €JIEKTPOJIMTH NPH NAlMEHTH ¢ aHAMHE3a 32 M'bPHOBE, C MIOBHIIEH PHCK OT MbpYOBE HIIN
C PHMCK OT €JIEKTPOJIMTHH HapylieHHd. B ciy4aii Ha HeBpOIorHYHH cuMIToMH TpabBa aa ce
BB3CTAHOBH DaNaHCHLT HA TEUHOCTUTE U €JIEKTPOJIUTHUTE.

NmMa penxn cboOLIeHHA 32 CEPHO3HH aPUTMHH, BKIIOUHTENHO NPEACHPAHO MBXKIACHE, CBBP3aHO ¢
ynotpebaTa Ha HOHHU OCMOTHYHH JIAKCATHBH 34 MOANOTOBKA Ha yepBaTa. e ¢¢ nposBaBaT NPeAUMHO
NpPH MalHEHTH CbC ChPACHHH PUCKOBH (PAKTOPH H €NIEKTPOJHUTHH HapyUICHHA.

AKO TTALIMEHTHTE PA3BUAT CHMITTOMH, KOUTO MOKA3BAT 8PUTMHA WIH NPOMEHH Ha TEYHOCTH/
eJIEKTPOJIMTH MO BpeMe WM CJIe] JIeYeHHE (HanpHMep OTOK, HEJOCTHI Ha Bb3yX, NOBULIEHA YMOPa,
ChpAeYHa HeAOCTATEYHOCT), TPAOBA Ja ce U3MEpPBAT IU1a3MeHUTe enekTponuTH, EKT na ce
NpocieaaBa H BCAKAKBH AaOHOPMHH ChCTOSHHUA J1a ce JIEKYBAT M0 MOAXOAAL HAYHH.

AKO nauMeHTUTE MONY4YAT TEXKKO NOAYBAHE, KOPEeMHa JHCTEH3HA WK DOJIKa B KOPEMa, NTPUIIaraHeTo
TpsAOBa Na ce 3a0aBH WM BPEMEHHO J1a ¢€ NPEKPATH, JOKATO CHMITTOMHTE OTLIYMAT.

[Tpu xopa ¢ npoGiieMH ¢ NPErbIIAHETO, IPH KOWTO UMa HEODXOAHMOCT OT A00aBiHE HA CIbCTHUTEN B
Pa3sTBOPHTE, 32 [1a C€ OCUTYPH NIPaBUJICH NpUeM, TpAOBa 1a c€ UMAT NPEABU B3AUMOAEHCTBHATA -
BWOKTe TOUKa 4.5.

HUcxeMHYeH KonuT

HMa cpollieHns 3a NOCTMApPKETHHIOBH CTY4au HA HCXEMHYEH KOJTUT, BKJIFOUHMTEIIHO CEPHO3HH, NTPH
NaLHeHTH, JIEKYBAaHH ¢ MaKpOroJ 3a MOAroTOBKA Ha YepsaTa. Makporos Tpa0Ba Ia ce H3Moi3sa ¢
NOBHIIEHO BHUMAHHE NPH NMalHEHTH C H3BECTHH PUCKOBH (PaKTOPH 32 HCXEMWUYEH KOJIMT HWIH MpH
eIHOBpeMeHHa yroTpeba Ha CTUMYHMpAIlM CNabHTENTHY CPEACTBa (KaTo OHCAKOAWT WIH HATPHEB
nukocyndar). [TauveHTHTEe, KOUTO NOTYYAT BHE3anHa KopeMHa 00/ka, peKTATHO KbpBEHE WIH APYrH
CHMITTOMH Ha UCXEMHYEH KOJIAT, TpAOBa Ja ObaaT He3abaBHO M3C/IECABAHHU.

Cryuau Ha nepdopaums Ha xpaHonpoeoaa (cHHApoM Ha Boerhaave), cBbp3anu ¢ 0OHnHO noBpbinane
cnen npueM (Bx. Touka 4.8) Ha makporon 3350 B koMOuHALMs ¢ €NEKTPOJIHTH 32 NOArOTOBKA Ha
YyepBaTa Mpeay MpoLeaypa, ca ChoOLIAaBaAHU TOCTMAPKETHHIOBO, NPEAUMHO MNPH NMALHEHTH B
cTapuecka Bh3pacT. [locsBeTBaliTe nanyeHTHTE Jja CpaT NpUiIOKEHHETO H Aa NOTBPCAT He3abaBHO
MEQHIIMHCKA MOMOIL, 3KO TIOJIYYAT CIIOHTAHHO MOBPBIUIAHE U nocneasama 6onka B FbpAUTE, LIHATA H
KopeMa, Jucdarmui, xemaTteMesa Win JHCIHes

[Tnensy cvabpxa 458,5 mmol (10,5 g) vatpuit Ha Kypc neyeHune. Tora Tpabsa na ce MMa npeBUA
pH NALMEHTH Ha AUETA C KOHTPOJAUPaH NpHeM Ha HaTpui. CaMo 4acT OT HaTpHA ce abcopbupa,
BHOKTE TOUKa 5.2.

[TnenBy cbABpka 29,4 mmol (1,1 g) kanuit mo BpeMe Ha Kypca Ha neyeHue. ToBa TpaOBa na ce UMa
MpeBH/ NPH NaLMEHTH ¢ HamaneHa OpOpeyHa PyHKIHUA WIH NALMEHTH C KOHTPONHpPaHa NHETa C
KaJIHA.

4.5 B3aEMoaeicTBHE ¢ APYIrH JIEKAPCTBCHH NPOAYKTRH H APYrH opmMH HA B3IAHMOJAEHCTBHE

He ca npoBexxaanu npoy4yBaHUA 3a B3anmMoachcTBUATA C [IneHBy. TeopeTHUHO NeKapCTBEHH
NPOAYKTH, MPHEMAHH NepOpPaAIHO (HAIpHMEP MepOPaTIHO KOHTPaLeNTHBHO XaMmye) eqHH 4ac npenn
noO BpeME U €/IHH Yac cjiel NPHIoXeHUeTo Ha [InexBy, Morar na ce OTMHAT Heabcopbup -




AeiCTBHE Ha HUILIECTETO M TaKa BTEYHABA XpaHUTE, KOMTO TpAOBa Aa OBJaT No-reCTH MpH Xopa ¢
npobneMu ¢ NperabIAHETo.

4.6 @DepTEaHTET, OpeMEeHHOCT H KbpPMeEHe

bpeMeHHOCT

Hama HanMuHY KK UMa orpaHudeHHd ganuy (no-Manko ot 300 pesysrara or OpeMEHHOCTH) OT
H3I0JI3BAHETO HA AKTUBHHTE ChCTABKH Ha [Lnensy pu OpemeHHn xeHd. [1poyuBanus nmpH )KHBOTHH

MOKA3RAT HEMPEKH BPeHN €(pEeKTH NO OTHOLIEHHE Ha PENMPOAYKTUBHATE TOKCHYHOCT (BXK. TOYKa J.3).
KnuHM4HO He ce ouakpaT €peKkTH no BpeMe Ha OPEMEHHOCT, ThH KaTO CHCTEMHATa EKCHO3HLUHUS Ha
makporona 3350 e He3HAYMTEHA.

KaTo npeanasHa mapka 3a npeanoyuraHe € ga ce u3darea ynorpebara Ha [Inensy 1o BpeMe Ha
OpeMeHHOCT.

KnpMeHe

He e u3BecTHO JajiH AKTHBHUTE ChCTaBKH Ha [IneHBy C€ €KCKpETHPAT B KbpMaTa fpH Xopa. Hama
NOCTATHUHO MH(POPMALMA 32 eKCKPELUATA Ha aKTUBHHUTE ChCTaBKM/MeTabosiuTuTe Ha IlneHsy B
KBEpPMAaTa NpH Xopa.

He Moxe Aa ce H3KIMOYH PUCK 33 HOBOPOCHHUTE/KbpMAaYuETATA.

Tpadea ga ce p3emMe pelileHHE JAH Aa CE NPEYCTAHOBH KbPMEHETO WK 1a HMa NPEKpPaTABaHe Ha
NPHIIOXKEHHETO Ha [IneHBy, KaTO Ce B3eMAaT MpeABH] MMOJI3aTa OT KbPMEHETO 33 AETETO U M0N13aTa OT
MPWICXKEHHETO Ha JIEKAPCTBEHHA NPOAYKT 34 JKEHATa.

DepTUIHTET

Hama navHu 3a edpexture Ha IneHBy Bupxy depriunurera npd xopa. Hama edektH Bopxy
(bepTHIMTETA NPH NPOYUBaHUs NMPU MBIKKHU H JKEHCKH [TbXO0BE {BXK. ToUKa 5.3).

4.7 Edexrn Bopxy cnocobnocTTa 32 modHpaHe A pabora ¢ MAIIHEH

[LnenBy He NMOBNIHABA CMIOCOOHOCTTA 3a WIOo(HpaHe H paboTa ¢ MaLIMHH.

4.8 HexeJaHH JEKAPCTBERH PeaKIHH

Juapusa € ouakBaH pe3y/iraT OT NOAroTOBKATa HA uepsara. [lopaau ecTeCTBOTO HA HHTEPBEHLIMATA,
HEXXEJIaHW PEaKIMH ce MPOABSBAT NPH MTOBEYETO NaLHEeHTH 10 BPEME Ha Npolieca Ha MOAroTOBKa Ha
yepBaTa. Maxap ue Te3U peakLMH ca pa3jIiYHH NPH Pa3THYHHUTE MPOOYKTH, raJcHe, NoBphilaHe,
MoyBaHE HA KopeMa, 00/IKa B KOpeMa, aHAJTHO ApPa3sHEHE M HAPDYIUEHUS Ha ChHA Y€CTO Ce
HaOMioAaBaT NPH NALMEHTH, MOANOXKEHH Ha NOArOTOBKA Ha yeppaTa. MoXe Ja Bh3HHMKHE
ASXHApPATALHA B PE3YATAT HA IHAPHA W WM NOBPBIIAHE.

JlaHHH OT KIHHHYHH MTPOYYBAHUA Ca HAJIMYHH [TPH NONyJallda OT NOBEYE OT XUII4a [IALMEHTH,
nexyBaHH ¢ [InenBy, IPH KOUTO AKTHBHO ca OWTH NOTy4YeHH JaHHH 32 HEXENAHUTe e(eKTH.

Tabnyuara no-AoNy € CIHChK Ha HEXKENaHUTE peakiiHH, HabnonaBaHH NPH JIEUESHHETO,
KHHYYHUTE Npoy4YBaHuA Ha I IneHny.

YecToTaTa Ha HEXEIAHUTE PCaKLWH Ha [IneHBy C€ ONPEACIIA, KATO CE M3I0N3Ba CJICAHE




MHoro yectu (>1/10)

Yectu (>1/100 no <1/10)

Hegectn (>1/1000 oo <1/100)

Penxu ((=1/10 000 no <1/1000)

Muoro peaku (<1/10 000)

C Heu3BecTHA yecToTa (OT HAMHYHKTE JAHHHU He MoXe Ja Obae HanpaBeHa OLIEHKa).

MHoro Yectu HeuectH C Hen3BecTHA
YeCTH (=1/100 no (=1/1600 ao <1/100) 4eCTOTa
(=1/10)* <1/10)
CromallHo- [ToepriuaHe, KopeMmHa gucTeHs3usl, [Tepdopauus
YpeBHH rajeHe aHOPEKTaNeH Ha
HapyLIeHHUA auckoMgopT, 60aka B XpaHoMpoBOAa
Kopema, 6onka B ropHata | (cuHapoM Ha
4acT Ha kopeMa, bonka B | Boerhaave)
JOJIHATA YacT Ha kopeMa
Hapyiienus Ha CBpBLXYYBCTBHTETHOCT
MMYHHaTa CHCTEeMa KBbM JIEKApCTBa
Hapywenus Ha Hexugparauusa

MeTaboONMU3Ma U

yBeJindaBaHe/HaMallaBaHe
Ha aHHOHHATa pa3JiMKa,
XHIIEPOCMOAAPHO
CBCTOAHHUE

XPaHCHETO

Hapyluerus Ha ['naBobonne, MHrpeHa, ["Bpu

HCPBHATA CHCTEMA ChHJIHBOCT

Ob6uu HapyLeHHs XKaxpa*, ymopa, acteHus,

H edeKTH Ha BTpUcaHe**, 6oJkH,

MACTOTO HA MYCKYJIHHA OONIKH

[IPHWIOXKEHHE

Ceppacyuny [Nannuraumsa, CHHycOBa

HapylleHHUA TAXMKAP/HS

CoaoeH [IpexonHo noBuiliaBaHe

HAPYLICHHUA Ha KpbBHOTO HANATaHE,
ropely BhJIHH

HacnensaHusa [IpexoaHO NOBHULIIABAHE
Ha YEePHOXPOOHUTE
EH3IUMU***
XunepHaTpyeMHi,
XUTEPKATLUEMHH,
xunogocharemus,
XHMOKANTHEMHS1, HaMaleH
OukapboHar,

*XKaxnara prIIOYBA NPEANOYHTAHNTE TEPMHHHY; JKax1a, CYX0Ta B YCTATa H CyXO I'hpio.
*+OxutaxJaHeTo BKIIOYBA NMPEANOUYMTAHHTE TEPMUHHK; CTYIASHH TPBIKH, YYBCTBO 33 FOPEIHO M yCeilaHe 3a CTy..
***[IpexOAHOTO NOBHILIABAHE HA YCPHOAPOOHWTE €H3MMH BIUTIOYBA NPEINOYUTAHHTE TEPMUHH, nosKHiIaBaHe Ha ALT,
nosumnasaHe Ha AST, nosuinasane Ha GGT, nosuiasaHe Ha 9epHOAPOOHUTE CHIWMH, NOBHIIIABAHE HA TPAHCAMWHAIHTE.
* He ca cpoDIneHn HexkenaHu ChOUTHA ¢ HECTOTA Ha ,,MHOI'C 4ECTH™ MO BPEME Ha KIIHHHYHHTE H3NTHTBAHUA.

Cro0maBaHe Ha NOAO3UPAHU HEXEJIAHH PEaAKLUH

CrobaBaHeTo Ha NoJI03HPaHH HeXellaHH peakUHH e paspellaBaHe 3a ynorpeda H
MPOAYKT € BaXKHO. TOBA MO3BOJIABA Aa NNPOIB/DKH HAONKOIEHHETO HA ChOTHOLICHHUET
nekapcTBeHH npoaykr. OT MeIMLIMHCKHTE CICLIMATHCTH c€ H3UCKBa Ja CholLIaBar

[IOAO3NpaHa HEIKEIaHa pEaKIki Hpe3 HallHOHallHa CHCTCMA 34 C'bOﬁl.l.laBaHCZ




H3nmbiiHUTENHa areHLMA 1o IEKapcTpaTa
yn. ,.Jamsan I'pyes” Ne 8, 1303 Codus
Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg.

4.9 IIpepozupane

B cnyyad Ha Tekko CITy4aiHO npejo3vpaHe, KhIAETO JHAPHATA € T€XKKA, MOXKE Ja C€ HAJIOXKH
3aMEeCTBAaIIU TEYHOCTH H KOPEKLIMSA Ha €1EKTPOJIUTHTE.

5. ®APMAKOJIOI'HMYHU CBOMUCTBA
5.1 apMakoIEHAMHYHH CBOHCTBA
MdapmakorepaneeTHYHa Tpyna: OcMoTHuHO aeficTeaio cnaburenno. ATC xoa: A0O6A D65

[TepopalHOTO MPIIOXKEHHE Ha Oa3UpaHU HA MAKPOTOJi €JIEKTPONIMTHH pa3sTBOPH BOIH A0 YMEPEHA
AHapHa K 1o Obp30 M3npassaHe Ha AedenoTo YepBo.

Makporon 3350, Harpues cyidaTr ¥ BUCOKH AO03H aCKOPOMHOBA KMCEIHHA YNPAXKHABAT OCMOTHUYHO
NelcTBHE B YepBaTa, KOETO NpeU3BUKBA CIabUTENTHO NEHCTBHE.

Makporon 3350 ysenu4aBa o0emMa Ha H3MPaXKHEHUATA, KOETO 3a6HCTBA NOABHIKHOCTTA Ha Aebenoto
4YEPBRO Ype3 HEPBHO-MYCKYITHH ITbTHIIA.

@u3MoNOrHYHAaTA MoCJSAMLA € 3aBIKBAII0 TPAHCIIOPTHPAHE HA OMEKOTEHHTE U3NPAXKHEHHS B
nedesioTo uepepo.

EnekTponuTHTE, KOMTO CE€ CHABLPKAT B CHCTABA HA JIEKAPCTBEHUA NPOXYKT H AOIMBJIHUTEIHUAT NMPHREM
Ha OHCTPH TEYHOCTH Ca BKJIIOYEHH, 33 Aa ce NPEeAOTBPATAT KIMHHYHO 3HaYHMH BapHalMH Ha HaTpHH,
KaIMi HAM BOJa M 1O TO3U HaYHH Jia C€ HAMAJIH PHCKBT OT AC€XHApaTallH4.

KnnHuvHa ehUKacHOCT

EdukacHocrra Ha ILieHBY € oueHeHa B TpU OCHOBHH PaHIOMHU3HPAHH, MHOTOUEHTPOBH,
HeuHbEePUOPHH, 3acieNeHu 3a NICASAOBATEIHFeN WANHTBAHHA oF-da3a -1l npyn BH3pacTHU NALMCHTH
(MBbKE M 3KeHU Ha BbapacT of 18 -10 85 -ro/IMHK), NOMIOKEHH Ha CKPUMHHUHT, HAO/HOAEHHE MK
auardoctuuda konoHockonysa: NOCT, MORA v DAYB. OcHoBHUTE KpalHU TOYKM €A €AHH U ChIIH
BbB BCHMKH H3HHTHRHMSIIDOVUBANM, 4 UMEHHO 001IaFa CTENEeH Ha MPOYUCTBaHE Ha nebesoTo YepBo
(nedunupana kato creneny -A H -B no ckanara 3a npouncrsane Ha Harefield [Harefield Cleansing
Scale, HCS]) ¥ BHCOKOKAUYECTBEHA CTENEH HA MPOYUCTBAHE HA JACHOTO (aclieHAEHTHO) nebeno Yepso
(nedvnupana karo HCS pesynraty -3 wau -4).

B npoyusanero NOCT naunentuTe ca nony4apanu [iensy (n = 310) uiu paszTeop Ha Tpucysdar
(n=311), BCEKH OT KOHTO € NPUIOKEH B 2--AHCBEHA PSsHMCXECMa HA Pa3IENHO HOIHPIIPHUIAIAHE
(Beuep/cyTpuH). [L1eHBY e nokazaj He no-;aoila ehuracHoCTHeHHHpeprHopeH CIPAMO PasTBOpA HAa
TpUCYA(dAT ¥ 3a ABETE OCHOBHH KpaiiHK TOUKY Ha-00liia¥e CTENEH HA NMPOYMCTBaHe Ha AebenoTo
uepBo (85.1% 3a [lnensy cpeity 85,0% 3a Tpucyndar; eAHOCTPaHHO 97.5% Ho-Hrera10.1HA
AepeprFeana-rpaHuua na gosepureaoct [LCL] 3a pasnukara: 8,15%. p = 0,528) u
BUCOKOKAYECTBEHA CTEMEH HA NPOYUCTBAHE HA BACHOTO (ACHEHACHTHOTO) Aebeno yepno (35,9% 3a
IaevnvPlenva cpemmy 29,3% 3a Tpucyadar; eaHoctpanHo 97.5% LCL: 1,69%, p = 0,05

-*—ﬁ_.

B npoyusaneto MORA nauuenture ca nojayunapaii [LIeHBY, NPUAOKEH Hit-B 2-
POKMMCXEMA HA pa3ieliHO Ao3upaHenpuiaraie (sevep/cyrpun) (n = 283). wau B |
POKMMCXEMA HA PA3JICTHO Ae3upaHenpuiarate (camo cyTpus) (n = 283), nau cra




eJIeKTPOJHTEH pa3TBop Ha 6a3aTa Ha makporod (2 £l -M+E), npunoxen B 2-aHeBeHa peseimexema Ha
paa,ue.nﬁo Wn mmarane Beqep/cvrpnﬂ ( n = 283). VI JBRETAC Wmmu Ha npuﬂaraue Ha

obuiara cTene Ha npoqucmaue Ha geﬁenom 4epBO (2--AHEBEHA ﬁeﬁwcxcm. 92.0%.. l--,uHeBeHa
peﬂeﬂmcxeua' 39, l%. 2 El- M+E: 87.5%: LC L 34 paaﬂmca'ra' CHOTBETHO -4 D% 4 -6 9%—%-&%4}6).

2 1:]- M+E pa31*50pd OTHOCHO BHCOKOKAYECTBEHA CTEMEH Ha IpOYHUCTBAHE HA ASCHOTO
(acueHaeHTHOTO) Aedeno uepso (31.6% cpeury 33.8% cpewry 15.1%: p < 0.001 3a neere cpaBHeHHd ).

B npoyueaHero DAYB naunenrure ca en-npunarany eamu-ILneHsy camocroarenno (n =258) uiu
HATPHEB NMkocyadaT ¢ pa3Teop Ha marHesueB uurpar (SPHMC. n=257)  |-/1HeBeHa pesnmMcxemMa
HA pa3/ie/IHO AosupaHenpuiarate. [LieHBy e nokasan He NO-101a ePHKACHOCTHEHHpPEPpHOpeH
cnpaMo SP+MC, kakTo oTHOCHO ofi1aTa cTeneH Ha NPOYKCTBANE Ha AebenoTo yepBo (62.0% cpeiry
53.8%:; p = 0.04), Taka ¥ OTHOCHO BUCOKOKA4ECTBEHATA CTEMEH HA ITPOYHCTBAHE HA AACHOTO

(acueHaeHTHOTO) Aebeno yepeo (4.4% cpewy 1.2%: p = 0.03).

5.2 PapMAKOKHHETRYHH CBOHCTBA

[To-ronsMara yact (> 99,7%) na makporon 3350 He ce aGcopbupa OT CTOMALIHO-YPEBHUS TPAKT U CE
eKCKPETHPA B HaNpaKHeHUATa. B uTepaTypHH H3TOYHULIM ce croOlIaBa, 4e BCcekH abcopbupan
Makporos 3350 ce eKCKpeTupa upe3 ypHHarTa.

AGcopbuniaTa Ha ackop0aT ce OChIIleCTRABA YPE3 HATOBAPEH C HATPHUH aKTHBEH TPAHCIIOPT C
orpaHHueH KanaluuTeT; ChoOllaBa ce 3a eHOKpaTHa nepopanHa 103a Haj 2 g, 3a Aa C€ HACHTH
iteonasHaTa abcopbumsa. Heabcopbupanuar ackopbart ocTaBa B YpeBHHA JIyMEH, H3YHCIIEHO €, Y€
npubau3uTenHo 96% (48 g) or koMnoHeHTa Ha ackopOaT c€ EKCKpeTHpa BbB dekanunuTe. AcKkopOar e
HOPMAaJTHA ChCTABKA HA KPBBTA, HO KOTaTO M1a3MEHUTe KOHUEHTPALMH HaAXBbPIAT MPUOIHIHTENHO
15 pug/ml, H3nHUWIBEKBT OT aCKOPOMHOBA KHCEIHHA C¢ ¢JIMMUHUDA, INIABHO HEMPOMEHEH, B YPHHATA.

[lo-ronsmMara yact oT nepopannus cyadar He ce abcopbupa M upe3 ycraHoBsABaHE Ha
eJICKTPOXHMHYEH rPaAHEHT NIpeaoTBpaTaABa abcopbuuaTa Ha IpUapyKaBauluTe HATPHEBH HOHHU.
Manku konu4ecTBa CyndaTHH ioHHM ce abcopOupar B CTOMAUIHO-YPEBHUSA TPAKT, KOETO ce nobaps
KbM PE3E€PBHTE Ha HEOPraHU4eH cyagar, 00pa3yBaH OT pa3srpaXxaaHeTO Ha ChbAbpKallly cApa
aMHHOKHCENHHH. [To-ronamara yacT ot abcopbupaHus HeopraHuwueH cyndar ce eAMMHHUpa
HENPOMEHEH upe3 rmoMepy/IHa (PHITPallkA W NMOJIeXKH Ha Hacullala ce TpbOHa peabcopOrus.

OcMOTHYHO ACHCTBAUIMTE NMPENAapaTH Ha 4epBaTa BOAAT A0 OOM/IHA NHAPHA, B pe3yNTaT OT KOATO Ce
MoJTy4aBa 3HaYMTEJTHO OTCTPAaHABaHE Ha MO-rojsMara 4yacT oT NpoaykKra 4pe3 pexannure. Te Morat
a noBenaT U OO NPOMEHH B elIeKTPOAMTHUA DanaHc B OpraHusMa, 4eCTo ¢ H34epnBaHe Ha HATPHH H
Kanuid. JJOMBJIHUTENHUTE HATPUH K KATUH, BRIIOYEHH B CbCTaBa Ha [LneHBy, CoMarar 3a
OanaHCHpaHe Ha eNleKTPONHTHTE. Makap ue ce nomy4yasa H3BeCcTHA abcopOuus Ha HaTpHH, OCHOBHATA
YACT OT HATPHS CE& OUAKBA Ja C€ EKCKPETHPa B M3MPAKHCHUATA, KATO HATPUEBHTE COJIH Ha CyadaTa H
ackopbaTa - OCMOTHUHHTE AKTUBHH ChCTABKH, BKJIIOUYEHH B ChcTaBa Ha [lieHBy.

He ca npoBexaany ¢GapMakoKMHETHYHH MPOY4BaHUS NPU MALWEHTH ¢ 6s0peuna WK yepHoNpoOHa
HEJOCTATHYHOCT.

5.3 IIpeakIEHAYHH AaHHH 33 6€300ACHOCT

[TpeRxnHHUYHHTE NPOYYBAHHA TIOKA3BaT, ye Makporoia 3350, ackopbuHoOBa KUCeIHHA
cyadaT HAMAT 3HAYUTENICH NOTEHLMAN 32 CHCTEMHA TOKCHYHOCT Bb3 OCHOBA HA KOHB Y QTS .
(apMaKOJIOrHYHH H3ITHTBAHKUA, TOKCHUYHOCT MPHU MHOTOKPATHO NPUJIOXKEHHE, MEHO S T
KaHLIEPOTr€HHOCT.



He ca npose)xgaHy NpOy4YBaHHKA 38 FTEHOTOKCHYHOCT, KAHLEPOTEHHOCT WM TOKCHYEH €PEKT BBPXY
PENPOAYKTHBHOCTTA MPH TO3H NPOAYKT.

[Tpu npoyuBaHKs 33 penpoayYKTHBHa TOKCHYHOCT NMpH Movicol (mpoaykrt ¢ Makporon 3350), Hama
AHPEKTHY eMOPHOTOKCHYHH WIH TEPATOreHHH e(EeKTH NPH TUTEX0BE JOPH NPY TOKCHYHH 32 MalKaTa
HHBA, KOUTO ca KpaTHH Ha 20 ITbTH MakcHMaJTHaTa npenopbuBaHa 1o3a [lneHBy NpH Xopa.
He6naronpuaran emOproderantu edekTy, BRIIIOUHTEHO HAMANABAHE HA TErNIOTO Ha ¢eTyca U
IUIALICHTATA, HAMAJIEHA JKH3HECTIOCOOHOCT Ha deTyca, MOBUILLICHA XUNEepQUIeKCHs Ha KpaiiHULIMTE U
namyre U abopTH, ca oTOeNA3aHH NpH 3ali¥ NPH TOKCHYHA 332 MaHKaTa 1034, KOSTO € ChIIATa KaTo
MaKCHMAJIHATa Mpenopbn4YBaHa no3a [IieHBy npy xopa. 3aiLuTe ca YHyBCTBUTEIHRH NPH HINHTBaHUA
YKHBOTHHCKH BHIOOBE CNpaMo edextuTe Ha Gl-aedcTBallM BELIECTBA M MTPOYUBAHHATA Ca NPOBEACHH
Npy €KCTPEMAaJIHU YCJIOBHA C MPUIAraHe Ha BUCOKH J03HM, KOMTO HE ¢a KNIMHHYHO 3HAYHMA.
KoHcraTauuHuTe MOxe na ca OWIH ClIeACTBUE OT HEMpPAKa peakiuuMa Ha Movicol, cebp3aHa ¢ noLo
ChCTOSHHE Ha MakKaTa, B pe3y/ITaT Ha NpeKoMepHa (papMakoIHHaAMU4YHA peaklHA IpH 3acka. Hama
NAHHH 32 TePATOreHEH E(EKT.

6. DAPMAHEBTHYHH JAHHH

6.1 ChnuachLk HA NIOMOIIHHTE BellecTBA

Cyxpanosza (E935)

Acnapram (E951)

Kancynupasha THMOHECHA KHCENHHA, ChABpPIKailla TMMOHEHa kuceauHa (E330) n manToaekcTpuH
(E1400)

ApoMaT Ha MaHro, cbabpxkan rnuuepon (E422), apomarusanTi, akauuesa cMona (E414),
MarroaekcTpuH (E1400) u ectecTBeHH apOMaTH3aHTH

[Tnonos apoMar Ha MyH1I ¢ ApOMAaTH3aHTH, akaureBa cmona (E414), mantoaekcrpud (E1400) u
€CTECTBEHH apOMAaTH3aHTH

6.2 HecbhbBMECTHEMOCTH
Henpuioxumo
6.3 Cpok HA rogHOCT

Carnera: 2 TOOUHH
['oToBH 32 ynoTpeba pa3TBOpH: 24 yaca

6.4 CpneunajHH YCJIOBHS HA ChXpaHeHHE
Callera: 1a He ce ¢bXpaHaBaT Hag 25°C.

I'oToBM 3a ynorpeba pa3rBopu: CbXpaHABaiTE pa3TBOpUTE MO 25°C M ' H3NTHHTE B paMKHTE Ha 24
daca. Pa3TBopuTe MOrar a ¢e CbXpaHaBaT B XJaaWnHHK. PazTresopuTe TpaOBa na ObaaT NnoKpuTH.

6.5 BaancpabpxaHEe HA ONAKOBKATA

Bcgko caillle ce ChCTOMU OT IU1aCT ChC CNEXHMTE CTPYKTYPHH MAaTEPHANIH: WIH NOJUETUIEH TepedranaT
(PET), nonueruneH, aTyMHHHH 1 eKCTPY3HOHHE CMOJ1a WIHM XapTHA, ATYMHHHH H €K '
CMOTa.

A
Ho3a 1 chanpska 115,96 g npax, Joza 2 Caue A chabpxa 46,26 g npax u Jloza 2 arf_ii
55,65 g npax. -
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Tpute caiiieTa ca NOCTaBEHU B Npo3pavyHa BTOPHYHA OOBHMBKA, MOCTABCHA B KAPTOHEHA KYTHSA H Ca 3a
eIHH Kypc neueHHe ¢ [TnenBy. KaproHeHaTta onakoBKa ChAbPKa U JIACTOBKATa ¢ MH(pOpPMaLHA 32
HalHeHTa.

[nenBy ce npeniara B ONAKOBKa 3a €JHH KypcC JiedeHHe H B onaxoskH 3a 40, 80, 160 u 320 kypca
neyeHue. He BCHuYKkM BHIOBE ONAKOBKY MOraT Aa 6bLaaT mycHaTH Ha nasapa.

6.6 CHeuuaJHA NpPeANA3INHE MEPKH NPH H3XBLPJSHE H paboTa

PasrBapaneTo Ha [IneHsy BbB BOJA MOXe Aa OTHEME NPHOIHHUTENHO 8 MUHYTH H Hali-100pe ce
MOCTHra upes AobaBsHe Ha Mpaxa B CHAA 3a CMecBaHe, nocieaABaH or soaara. [lauuenTsT Tpsabaa na
M34aKa, JOKATO LIC/UAT [paxX ce pa3TBOPH, NpPEeaH Aa H3MNKHe pasTBopa.

Crnepn pa3TBapsHeTO BbB BOa, NPWIOKEeHHETO Ha [InenBy MoXe 1a 3anoune He3abaBHO HIIH, aKo ce
NpeanoyKTa, MOXE Ja Ce 0XJIaAH NpeaH ynorpeda.

Heu3snonspaHusT NekapcTBeH MPOAYKT WM OTNIaAbYHMTE MaTepHaill OT Hero TpsadBa na ce
H3XBBPJIAT B ChOTBETCTBHE C MECTHUTE U3HCKBAHMA.

7. TIPATEXATEJI HA PAZPEIIEHHETO 3A YHOTPEBA
Norgine B. V.

Antonio Vivaldistraat 150

1083 HP Amsterdam
Hunepnannus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20180062

9. JIATA HA ITBPBO PA3PENIABAHE/MOJHOBSABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

HaTta Ha mepBO pa3peiiasaHe 3a ynorpeba: 13.03.2018 r.
Ilata Ha nocneaHo nognosssane: 30.11.2022 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

Hewemppi2024-r-




