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1. UME HA JIEKAPCTBEHHUA ITPOAYKT

[ LnenBy npax 3a nepopasieH pa3TBop

Plenvu powder for oral solution

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

CocraBkuTe Ha [LneHBy ce cbabpkaT B TPU OTAENHHU cawlera. [IspBara q03a ce 4ocTaBa B €HO callle,
a BTOpara J03a ce JocTaBs B JBe caiiera, A U b.

J1o3a 1 came cbabpKa Cl€IHUTE aKTUBHU BELLECTBA:

Makporon 3350 (Macrogol 3350) 100 g
Harpues cyndar 6e3soaeH (Sodium sulfate anhydrous) 9¢g
Hatpues xnopun (Sodium chloride) 2g
Kanues xnopun (Potassium chloride) l g

KoHueHTpauMsaTa Ha eJIEKTPOJIMTHU MOHH, KOrato mepBara ao3a ce npurorsu 10 500 ml pasrsop, e
KaKTO CJie/lBa:

Harpuii 160,9 mmol/500 m
Cyndar 63.4 mmol/500 m
Xnopua 47,6 mmol/500 m
Kanui 13,3 mmol/500 m

Jo3a 1 cvuio curabpxka 0,79 g cykpanosa (E955).

Ho3a 2 (Camera A u B) cbabpka clieJHUTE aKTUBHH BElLIECTBA:

Came A:
Makporon 3350 (Macrogol 3350) 40,0 g
Hatpues xnopun (Sodium chloride) 32¢
Kanues xnopua (Potassium chloride) 1.2 g
Came b.
HaTtpues ackopbar (Sodium ascorbate) 48,11 g
AckopOuHoBa kucenuHa (Ascorbic acid) 7,54 g

KoHLeHTpauusTa Ha €JIEKTPOJIMTHU HOHH, Korato Bropara ao3a (Cawera A 1 b) ce npurorsu
1o 500 ml pasTBop, € kakTo cnenga:

HaTtpuii 297,6 mmol/500 ml
Ackopbat 285,7 mmol/500 ml
Xnopua 70,9 mmol/500 ml
Kanui 16,1 mmol/500 ml

| loMOLIIHHY BelllecTBA C H3BECTHO IEHCTBHUE:




Ho3a 2 (Came A) cuabpka cbigo 0,88 g acnapram (E951).

3a MbAHUS CTTUCHK HA [TOMOLLIHUTE BELISCTBA BWOKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

ITpax 3a nepopaneH pa3TBop
ban ao xeaT npax

4. K/IHMHAYHU JAHHH

4.1 TepaneBTRYHR NOKA3ZAHHES

[IneHBy € rokasaH Npy Bb3pacTHH 3a OYMCTBAHE HA YEPBATA MpPEeAd BCAKA MPOLIETYpa, U3HCKBALA
YHCTO YSpBO.

4.2 /o3upoBKa H HAYHH HA DPHJIOKEHHE

EOBHEOBKR

Buwipacmnu u nayuenmu ¢ cmapuecka ev3pacm

KypchT Ha JiedeHUe ¢e ChCTOH OT JIBe OTAeNHH HeuACHTHYHH 500 ml ao3u [Mnensy. Haii-

Majako 500 ml gomenHuTenHa 6HCTpa TeHHOCT, KOSTO MOXKE [1a BKJIIOUYBA BOAa, GHCTpa cyna, IU1010B
cok 6e3 mynna, 6e3anKoXonHU HATTHTKH, Yaii Wik kade 6e3 mnsako, TpabBa Aa ce npuema ¢ BesKa

J034.

To3n KYPC Ha JICHCHHEC MOXKE fia CC npHiara B CbOTBETCTBUC ¢ IBYAHCBHH WIH €IHOAHEBHHU N1030BH
CXCMH, KAKTO € NNIOCOUCHO I1O-T0JTY:

JByIHeBHA cxema Ha JO3KpaHeE:

* [TupBara no3a, npMemMaHa BeuepTa Npeid KIHHHMYHATA NpOLEAYpa ¥ BTOpaTa 1033 PaHO CYTPHH
B ICHA Ha KJIMHHYHATA NpoLEeAYypa, NpHOau3nuTenHo 12 yaca cnej HaYanoTo Ha MpHEMa Ha
NbpBaTa N034.

EnHonHeBHa cXxeMa Ha J0O3MpaHeE:

. CyTpHH caMo cxemaTa Ha JO3UpaHe, NIPH KOATO JABETE NO3H Ca MIPUEMAHH CYTPHHTA B JIEHS Ha
KJAHHHYHATa npoLeaypa; BropaTa 103a TpaOBa aa ce npueMe MMHUMYM 2 4aca ¢jie]l HayanoTo
Ha nNpy4eMa Ha IThbpBaTa 4034, HWIH

. JeH npenu cxemara Ha A03KpaHe, NIPH KOATO U ABETE AO3H ¢a MPHEMAHH BeuepTa Npeau
KITHHH4YHATa NpOoLEaypa BTOpaTa A03a TpAOBa Aa ce MpHeMe MHHHUMYM 2 4aca ¢Jie/] Ha4aaoTo
Ha MbpBaTa A03a; BTOpaTa Jo3a TpAdBa fia ce MpUueMe MHHUMYM 2 4aca clie] HavyaloTo Ha
[TbpBaTa J03a.

[looxonsuata cxema Ha o3upane TpaOBa na Obpae u3bpaHa B 3aBUCHMOCT OT BPEMETO Ha
KJIMHHYHATA IPOLEAYpa.

Heouampuuna nonynauusn

besonacHocTTa M ePUKACHOCTTA MPH Aeua Ha Bb3pacT noA 18 roquHu He ca ycT
CnenosarenHo IInenBy He ce npenopbYBa 3a ynoTpeda npM Ta3u Nomyalus.




IHayuenmu c bvbpeuno yspeswoane

He ce Hanara crieyMaiHa KOpEeKUUA Ha J103aTa NP NaLMEeHTH C JeKO 10 yMepeHo 610pedHo
yBpexaaHe. [lauueHTH ¢ Aeko 1o ymepeHo O0u6peuHo yBpexxaaHe ca BKIIOUYEHH B KITHHUUYHHTE
NPOy4YBaHMA.

Hayuenmiu c 4eproOpobHo yépexcoare
He ce Hanara cneumanHa KOpeKLMA Ha 103aTa NIPH NALMEeHTH € NeKO 10 YMEPEHO YEPHOAPOOHO

yBpexaaHe. [lauueHTd ¢ NOBHIIEHH YePHOAPOOHU PYHKUMOHAIHU TECTOBE €a BKIIOYEHH B
KNMUHUYHUATE NMPOYYBAHHUA.

HauuH Ha npuioxeHue

3a nepopasHO NPUIOHKEHHE

Ho3a 1: CoabpkaHueTo Ha eaMHUYHOTO caule 3a [{o3a 1 Tpabea aa ce gosupa go 500 ml ¢ Bona.
[IpuroTeenusar pazreop mmoc nonwiHUTENHHA 500 ml 6ucrpa TeuHocT TpaOBa Aa ce npUeMar B
npoabkeHue Ha 60 MUHYTH. JlonycTUMO € peayBaHe Ha NMPUEMa Ha MIPHUTOTBEHHA PA3TBOP H
OMCTpaTa Te4HOCT.

Ho3a 2: CpaeppkaHyeTo Ha ABere cawuera (cawera A U b 3aenHo) 3a Jlosa 2 tpabsa na ce mosupa ao
500 ml ¢ Boga. [IpurorBennsT pa3tBop mitoc AomrwIHATENHH S00 ml GucTpa TeuHocT TpadOBa 1a ce
NMpUEMAT B NMpoAb/DKeHHe Ha 60 MuHyTH. JONYyCTHMO € pelyBaHe Ha npyueMa Ha NMPUrOTBEHHA
pa3TBOp M OMCTpaTa TEeYHOCT.

B HAKOHM Cllyyan NpHEMBT Ha NPUrOTBEHUS Pa3TBOP Moxe JAa Objie 3a0aBeH WM BPEMEHHO
npeycTraHoBeH (BXK. Touka 4.4).

B 1onmbiAHEHHE KbM TEYHOCTHTE, B3€TH KAaTO YacT OT Kypca Ha JieYyeHHe, MoXKe Aa ¢e MPUEeMa BCIKAKBO
KOJM4ECTBO AOMTBIHUTEIHA ODUCTpa TeuHOCT (HaripuMep Boaa, 6ucTpa cyna, miogoB cok 6e3 mynm,
Oe3aNKOXONHH HANKMTKH, Yai W/HIH kade 6e3 MNAKO) npe3 Lesiug NPOoLEC Ha MOArOTOBKA Ha YepBaTa.
3abenexcka: N36areaiiTe BciKakBa TEHHOCT, OLBETEHA B YEPBEHO KM JIMNABO (HANPUMEDP COK OT
KacHC), TbH KaTo TOBa MOXE A3 OLUBETH YEPBATA.

KoHcymalisaTa Ha BCHUKH TeYHOCTH TpaOBa na Obje cnpsAHa roHe:
® JBa yaca Nnpeay KIMHHYHATA Npoueaypa, KOraTo € noa obiia aHecTesns, Wil
® ¢IHH 4Yac Npeay KIMHHYHaTa npoueaypa 6e3 obla aHecTe3us.

HMudopMaims OTHOCHO XpaHeHHUATa

He Tpabsa na ce npuema TBbpAa XpaHa OT HAYAJIOTO HA Kypca Ha JIEUEHHE [0 KIMHUUHATA
npoueaypa.

[lauxenTure TpsOBa A2 OBbAAT NOCHBETBAHHU Ad OCTABAT JOCTATHYHO BpEME, I/ KaTo
NEPUCTAITHKATA HA YepBaTa € HAaMaJIfana, 3a Jia OTHAAT A0 KJIHHHYHOTO 3aBeleHHUE.

JIByZAHEBHA CX€Ma Ha pasnpeleciiEHUe Ha A03aTa H IeH MPe/iH CXeMaTa Ha JO3HpaHe:
B nexs npeaM KIHHWYHATA MPOLICAYpA NALMEHTHUTE MOTaT Ja HMaT JieKa 3aKyCKa, 1o¢

CxeMa Ha no3upaHe CaMO CYTpHH:



B neHsa npeau KWIMHAYHATA NPOLEAYPa MaLMEHTATE MOraT Ja UMAT Jieka 3aKycKa, MoC/IeIBaHa OT JIeK
0641 1 6McTpa cyna W/uin 0OMKHOBEHO KHCENO MIIIKO 33 Bedeps, koaro Tpabea 1a ObAe 3aBbplleHa
npubau3snrenHo B 20:00 vaca.

3a yKa3zaHHA OTHOCHO pa3TBAPAHETO Ha NEKAPCTBEHHA NMPOAYKT NPEAH NPHIOXKEHHE BIKTE ToOUKa 6.6.

4,3 IlpornBonokazanus

He w3non3paiite [MPpH NMaUHCHTH C H3BCCTHH WIH [I0JO3HPaHH!

. CBPBbXYYBCTBHUTE/IHOCT KbM 3KTHBHHTE BELLIECTBA WY KbM HAKOE OT NIOMOLLIHHTE BEUIECTRA,
130poeHH B Touka 6.1.

. CTOMALLHO-YPEBHA 0OCTpYKLMA WK nepdopaLus.

¢ HIIeyC.

. HapYLLUECHHA HAa H3MPa3BAHETO Ha CTOMAaxa (HanpuMep racTponapesa, 3abpkaHe B CTOMaxa H
T.H.).

¢ $EeHUNKETOHYPHA {OpaaH HAJTHYHETO HA acnapTaMm).

nepULHT Ha raoko3a-6-gocdar aexuaporeHasa (nopaayd HAIHYKETO HA ackopbar).
TOKCHUYEH METAKOJIOH.

4.4 CrnennajHn npeAynpexicHHd H NPeANASHH MEPKH NPH ynoTpeda

OAynaIHOTO ChABpPKAHUE Ha [1neHBy, KOraTo ce pa3TBapi ¢ BOJa, He 3aMeCTBa PEAOBHHA MPHEM Ha
TCYHOCTH ¥ TpAOBRA A C€ NOAABPKA NOAXOAALL MPHEM HA TEUYHOCTH.

KaxTo ¥ npy Apyru npoxyKTH, CbAbPAKAIH MaKpOroJ, Bb3MOXKHA € ajlepruuHa peakuus, BKIIOYBala
OOpHB, YPTHKapUs, MPYPHTYC, aHTHOSAEM M aHAQUITAKCHSL.

Tpabea na ce noaxoxkaa ¢ NOBHIIEHO BHUMAaHME NPH NMpunarale Ha [IneHBy npy nauMeHTH ¢ KPEXKo
3ApaBe WIH H3TOLLIEHH OT 3a00oNsaBaHe.

[InenBy TpsibBa Aa ce U3NOA3Ba € MOBUIIEHO BHUMAHHE TIPH MALHEHTH C:

. HAPYIUEH I'bpJiEH pedJiekc, C BE3IMOMHOCT 33 PEryprutauus WiIH acupalua KK ¢ HaMaJIeHH
HHBa Ha Ch3HaHWe. TakWBa nauMeHTH TpabBa fa 6baaT BHUMATENHO HAONOAaBaHH 110 BpeMe
Ha NPHIOXKEHHETO, OCODEHO aAKO Ce MPUEMAT Npe3 HA30racTpasieH IThT.

o TexK0 656peuHo yBpexxaaHe (KpeaTHHHHOB KIHpBHE noa 30 ml/MunyTa/1,73 m?).
ChpAcYHaA HeqocTaTb4HOCT (cTerieH 11T unu IV no ckanara Ha Hrolopkckara aconpanys 3a
cbpaeunu 3abonasanua (NYHA)).

. TaKHBa ¢ PHCK OT apPHTMHA, HAIIPUMEP TAKHBA CBC WIH Ha JieYCHHE Ha ChPACUHO-CHAOBH
3a0onsBaHus, 3a00N9BaHE HA LIMTOBUIHATA XJ1€32 WM €JIEKTPONHTEH AUcOanaHc.

. JeXHApatMA.

* TEKKO Bb3NalleHHE Ha YepBara.

IIpu U3TOWIEHH NMALMEHTH ¢ KPEXKO 3Jpage, MalUeHTH B JIOIIO 3APABOCIOBHO CHCTOSHHE, MAlHEHTH C
KJIMHHYHO 3HaUUMO OBOpEeYHO yBpeK1aHe, apMTMMA M TAKHBA C PHUCK OT €IEKTPOIHTEH aucbanauc,
nekapar Tpabea aa 0OOMHCIH H3MEPBAHETO HA EJICKTPOJIMTHTE Ha 0a30BO HHBO H Clie]] JICYUEHHETO,
Op0peunaTa ¢pynkums 1 EKT. Beska npeanonaraema nexuaparauns TpsaOra xa 6blie kopurupasa
npeau ynorpebara Ha [IneHsy. - '

Cny4au Ha rep4oBe, CBBbp3aHH ¢ ynorpeba Ha Makporon 3350 B koMOHHALHA C a0,
MOArOTOBKA HA YyepBaTa NpedH NpoLeaypa, ca HabogaraHH NPH NaLMEHTH Ch Oe3 auairiese

repyoBe. Tesu cnyuau ca CBbP3aHH MPEAHMHO C €IEKTPOJIMTHH HapyUIEHHsS: Kafjodhe k> 4
XHITOHaTpHeMus (BK. TouKa 4.8). braere BHuMaTenHu, KOraTo npearucBaTe M




KOMOHHALMA C ENCKTPOIMTHU TIPH NMALIUEHTH ¢ AHAMHE3a 3a MbP40BE, C NOBHILEH PUCK OT FbPYOBE WIH
C PHCK OT €ICKTPOJIMTHHA HapyLUicHUA. B cnyyaid Ha HEeBpONOrHYHH CHMIITOMHM TPAOBA Ja ce
Bb3CTAHOBH 0aNaHCHT HA TEYHOCTHUTE H E€JIEKTPOJIMTHTE.

HMma penxy cpo0LIeHUS 38 CEPHO3HH aPHTMUH, BKIIOYHTENTHO TIPEACHPAHO MEX/IEHE, CBBP3aHO ¢
ynorpedaTta Ha HOHHHM OCMOTHYHH NIAKCaTHBH 3a MOJArOTOBKA Ha ueppata. Te ce MpoABABAT MPeJHMHO
NPH NAUHEHTH CHC ChpAeYHU PHCKOBH (DAKTOPH H €NEKTPOIMTHH HAPYIIEHHS.

AKO NaUWEHTUTE Pa3BUAT CUMITTOMH, KOHTO MOKA3BAT APUTMHA WIH IPOMEHK Ha TEUHOCTH/
€/IEKTPOJIHTH IO BPEME WK CJIEH JIEUEHHE (HANPUMEP OTOK, HEOOCTHUT Ha Bb3AYX, MOBHINEHA YMOPa,
CbpA€YHa HEAOCTATHYHOCT), TPAOBa Ja ce u3MepBar asMeHure enekrpoautd, EKI pa ce
MPOC/IEe/ABA U BCAKAKBY aOHOPMHM ChCTOSHMA Aa CE JIEKYBAT M0 MOAXOASII HAYHH,

AKO NAaLMEHTHTE MOJYy4aT TEXKO NTOAYBaHe, KOPEMHA JUCTEH3Hs WK OoNKa B KOpEMa, NPWIATAHETO
TpabBa fa ce 3abaBu WK BPEMEHHO a € NIPEKPATH, JOKATO CHMITTOMHTE OTIIYMST.

[Ipu xopa ¢ npobaemMu ¢ NperabLUIAHETO, IPH KOUTO HMa HEOOXOAUMOCT OT J00aBSHE HA CrbCTHUTEN B
PasTBOPHTE, 3a [a C€ OCHI'YPH NPaBWIEH NpHeM, TpAOBa a ce UMaT NpeABH, B3aHMOAEHCTBHATA -
BIOKTE TOUKa 4.5.

HcxeMHU4eH Konur

HMa choO1IeHHA 32 NOCTMAaPKETHHTOBH ClIyYaH Ha HCXEMHYEH KOMHT, BKIHOYMTETHO CEPHO3HH, TIPH
NAUKMEHTH, JIEKYBAHH C MAKpOoron 3a NoAroroBka Ha yeppara. Makporon Tpsa6Ba fna ce u3nosnssa ¢
MOBHILIEHO BHHMaHHE TMPH NMALMEHTH C H3BECTHH PUCKOBU (PAKTOPH 33 UCXEMHYEH KOJIUT WIH NPH
€IHOBpeMeHHa ynoTpeda Ha CTUMyIHpally cnaburenHu cpeacTa (KaTo GHCAKOAMN HIIM HATPHEB
nuKocyidar). [lauueHTure, KOUTO NOTYYaT BHE3ANHA KOPeMHa 00JIKa, PeKTANHO KbPBEHE MK APYTH
CHMITTOMH Ha UCXEMHWUYEH KOJIHT, TpaAOBa na 6baaT HeszabaBHO H3CeaBaHM.

Cayuyau Ha nepdopanLus Ha XpaHonposoaa (cuHApoM Ha Boerhaave), cebp3anu ¢ 06UnHO NoBpbILiaHe
cien npueM (Bx. Touka 4.8) Ha Makporon 3350 B koMOMHALIUA ¢ €NEKTPOJIMTH 3a NOArOTOBKA Ha
YyepBaTa NnpeaH npoueaypa, ca ceobiaBaHi NOCTMAPKETHHIOBO, MPEAUMHO NMPH NALIUEHTH B
cTapuecka 8bp3pacT. [lochbBeTBaHTEe NAaLMEHTHTE fa CTIPAT NPWIOKEHUETO M JIa MIOTHPCAT He3abaBHO
MEQHLMHCKA TIOMOILL, KO MOAYYaT CNOHTAHHO NOBPBHIAHE W NOCNeARala 001Ka B ILPAUTE, IHUATA H
KOpEMa, IHCarusa, XxeMaTemesa Wiy JHCITHeS

[InenBy ¢pabpka 458,5 mmol (10,5 g) Hatpuii Ha kypc neveHue. ToBa TpabBa aa ce uMa npeasHa
NpH NaUHEeHTH Ha JUETA ¢ KOHTPOJIMpaH npuemM Ha HaTpuid. CaMo 4acT ot Harpusd ce abcopbupa,
BMXKTE TOUYKA 5.2.

[LienBy cbabpxka 29,4 mmol (1,1 g) xanuit no Bpeme Ha kypca Ha nevenue. Tosa TpaOBa aa ce UMa
npeaBHI NpH NAUHEHTH ¢ HamaneHa 6vOpedHa QyHKLUMS WK NaUMEHTH ¢ KOHTPONHPAaHA AHETA C
KaJIMH.

4.5 BiaaMopae#lcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH ¥ XPYrH (opMH Ha B3aHMOoAelicTBHE

He ca npoBexxaaHy npoyuBaHHA 3a B3auMOACHCTBHATA ¢ [TneHBy. TeOpeTHUYHO EKAPCTBEHH
NMPOAYKTH, IPHEMaHH MEPOPATHO (HAIlpUMeEp NEPOPATHO KOHTPALICNTTURHO XAM4e) €AMH Yac NpeaH,
O BpeMe ¥ €WH Yac cjiel MpHIoKeHHeTOo Ha [LneHBy, MoraT aa ce oTMHAT HeabcopOupaHu oT
CTOMALIHO-YpEBHUA TPakT. TepaneBTHUHHUAT €(PEKT Ha JIEKAPCTBATA C TECEH TEPANIEBTHYEH HHAEKC
MU KPaThK MOIYXKHUBOT MOXKe Ja Obae ocoDeHO 3acerHar. -

[InenBy Moxe na npegx3BHUKa NOTEHUHANEH edeKT Ha B3aUMOEHCTBHE, aKo ce
Ha HHLLIECTE CIbCTHTENM 38 XpaHU. CheTaBKkara Makporo NpOTHBOACHCTBA Ha
AEACTBHE HA HHILIECTETO M Taka BTEYHABA XpaHHTE, KOUTO TpabBa na 6naaT i
NpoGneMH ¢ perTbIRAHETO.




4.6 DepruanTeT, 6PeMEHHOCT H KLPMEHE

bpeMeHHOCT

HsmMa Hanu4HKM WK HMa OrpaHHuYeHH AaHHU (ro-manko ot 300 peaynraTta oT OpeMEeHHOCTH) OT
W3[TOJI3BAHETO HA AKTHBHHUTE ChCTAaBKH Ha [lnenry npu OpemenHu xkeHH. [IpoyuBaHHs NpH KMBOTHH

MOKa3BaT HENPEKH BPEIHH €(EKTH N0 OTHOLISHHUE Ha peNPOAYKTUBHATA TOKCHYHOCT (BXK. TO4YKa 5.3).
KITMHHMYHO He C€ O4aKBAT ePEKTH MO Bpeme Ha OPEeMEHHOCT, Thil KATO CHCTEMHATA €KCIO3MLUMS Ha

Makporo 3350 e He3HauMTeNHA.

Karo npeanasHa Mapka 3a npeano4uraHe € aa ce u3barea ynorpebata Ha [Liensy o Bpeme Ha
OpeMeHHOCT.

KEpMeHe

He e U3BeCTHO JalH AKTHBHHTE ChCTABKH Ha [IneHBY C€ €KCKPETHPAT B KbpMara npu xopa. Hama
ROCTaThYHO HHPOPMALIHSA 32 EKCKPELIMATA Ha aKTHBHHTE ChCTaBki/MeTabonuTuTe Ha [lneHsy B
KbpMaTa IMpU Xopa.

He Moxe 1a ce M3KITI0UM PUCK 38 HOBOPOASHHTE/KbpMaYeTarTa.

Tpabea na ce B3eme pelleHHe Janu Ja ce NPEeyCTAHOBH KbPMEHETO WK a UMa NpEKpaTABaHe Ha
MPHICKEHHETO Ha [ IneHByY, KATO Ce B3EMAaT MPEBHUA NON3aTa OT KbPMEHETO 3a JETETO M HOM3aTa OT

MPHIOXKEHHETO HA JIEKAPCTBEHHUA MPOAYKT 3a JKeHaTa.

DepTUInTeT

HaMma naHHM 3a epextute Ha [IneHBy Brpxy depTinnTeTa nMpu Xopa. Hama edektH Bbpxy
depTUIHTETa MPH NIPOYYBAHUA MPU MBKKH H XKEHCKH TUIBXOBE (B, TOYKa 5.3).

4.7 EdjexTH BLpxy cnocoOHOCTTA 32 modupane n pabora ¢ MAMHEHA
[IneHBy HE MOBIIHABA CIIOCOOHOCTTA 32 WodHpaHe U paboTa ¢ MaLIMHH.
4.8 Hexenanu JeKapCcTBEHH peaKUHA

Juapus e oyakBaH pe3yiTar OT NOAroTOBKaTa Ha yepsara. [lopaau eCTECTBOTO Ha HHTEPBEHLIHATSE,
HEXKC/IaHH PeaKLHH Ce NMPOABABAT NMPU NOBEYETO NALMEHTH NO BpeME Ha Npoleca Ha MOAroTOBKA HA
yepeaTa. Makap ue Te3n peakuHH ca pas/Id4HH NpH pa3IHYHATE NPOAYKTH, rajieHe, MOBpPbILAHE,
NnogyBaHe Ha KopeMa, OoJika B KOpeMa, aHAITHO Apa3HeHe U HapYLIEHUA HA ChHS YECTO Ce
HaO/II0AaBaT Npy NaUMEHTH, NMOAT0KEHU Ha MOArOTOBKA Ha yepBara. Moxe 1a Bp3HUKHE
AeXHOpaTauMs B pe3yNTaT Ha AHAPHS W/ WM NMOBPBIIAHE.

HaHHH OT KNIMHHYHH NIPOYYBAHHA C8 HATUYHH NPH NOMYJIALMA OT NOBEYE OT XWIAAA NALIUEHTH,
NICKYBaHH C ILieHBy, MPH KOHTO aKTHBHO ¢a DMK NOJMYYEHH NaHHH 33 HEXENAHHTe eeKTH.

Tabnuuara no-A0My € CIMCHK HAa HEXKENIAHUTE peakiyy, HabNMoAaBaHy MPU IEYEHHETO, ChOBILIEHH B
KIMHHYHHATE NPOYyYBaHUA Ha [IneHBy.

YectoTara Ha HEXeNaHHTE peakUHH Ha [TneHBy ce onpeaens, KaTo ¢e U3Io/3Ba

Muoro yecty (=1/10)
Yecru (=1/100 no <1/10)




Heuectn (>>1/1000 xo <1/100)
Peaku ((=1/10 000 no <1/1000)
Muoro penku (<1/10 000)

C HEeH3BECTHA YeCcTOTa (0T HAJTHYHHTE JaHHHU HEe MOXE a2 ObAc HanpaBeHa OLEHKA).

Ha YepHOAPOOHMTE
CH3UMU** ¥
XHNepHaTpUEMHH,
XHUIEpKaILIMeMHs,
xunodocdaremus,
XUMOKATUEMHS, HAMAJICH
OukapboHar,
yBenHuyapaHe/HamManaBaHe
HA aHUOHHATA Pa3JIMKa,
XHUIIEPOCMOTAPHO
CLCTOAHHE

MHoro Yectu HeuectH C HeusBecTHa
YyecTH (=1/100 oo (>1/1000 no <1/100) 4eCTOoTa
>1/10)* <1/10)
Cromaiino- [ToBpnilaHe, Kopemua nucrensus, [lepdopaiius
YPEBHH raacHe aHOPEKTAJICH Ha
HapylicHUs aucxkoMoprt, bonka B XPaHOIIpoOBOAA
Kopema, Ooika B ropHata | (CHHAPOM Ha
yacT Ha Kopema, bonka B | Boerhaave)
AOJTHATA YacT Ha KopeMa
Hapyuwenus Ha CBpBXYYBCTBUTEIHOCT
MMYHHATa CUCTEMA KbM JIEKAPCTBA
Hapyuienus Ha Hexuaparanms
MeTabou3Ma 1
XPaHEHETO
HapyuieHusa Ha ["nasoboaue, MUrpeHa, [bpu
HEPBHATA CHCTEMA CBHAHBOCT
O61m HapyLIeHHA XKaxpa*, ymopa, acTeHus,
B €()EKTH Ha BrpUcaHe**, Sonku,
MSACTOTO Ha MYCKYJIHU OOJIKH
MPHIOKEHHUE
CobpoedHH [TannuTaumsa, cuHycoBa
HApYWEHUA TaXHKapaAus
Coaosu [TpexonHo noeHiLlaBaHe
HApYyLIEHHA Ha KPbBHOTO HaNAraHe,
rOpeLH BbLJIHU
Hacneapanms [TpexoaHo nmoBKLIaABaAHE

*XaKnara BKIIOUB2 NPEANOMHTAHHTE TEpMHHM; XKaxaa, CyXoTa B YCTATA H CYXO I'BDJIO.
**OxnaxIaHeTo BKMIOYBA NPEANOYMTAHUTE TCPMHUHH; CTYACHH TPBIKY, YYBCTBO 34 TOPELLO H YCEIlaHe 3a CTY.
***[IpexoAHOTO NOBHIIABAHE HA YEPHOAPOOHUTE CHIUMH BKIIOYBA NPEANOYMHTAHHTE TEPMUHH, NOBHILaBane na ALT,

nosuilasane Ha AST, nosuwiagane va GGT, noBuwaBaHe Ha YEPHO|

DOOHHUTE €H3HMH, MOBHIIIABAHE HA TpaHCAMHHA3IHTC.

*He ca cbo0UICHH HexXenaHH ChOMTHA ¢ 4ECTOTA HA ,,MHOTO YeCTH” N0 BPEME HA KIMHHYHHTE HIMUTBAHHS.

CrobuiaBaHe Ha NOAQ3UPAHH HEXEIAHH PEAKIIHH

Cp0o011aBaHETO Ha NMOAO3HPAHH HEXKENAHHM PEaKLMH cliell paspelliaBaHe 3a yroTpe
NPOOYKT € BaxkHO. ToBa Mo3BosiBa Aa IpoOALDKA HabMOAEHHETO Ha ChOTHOLICH)E
JIEKaApPCTBEHHA NMPOAYKT. OT MEAHUHHCKHUTE CNELIMANIUCTH CE€ H3HCKBA J1a ChoO1ABay
NOA03HpaHa HEXENaHa PeaKkLys Yypes HallMOHANTHA CHCTEeMA 3a ChoOl1lIaBaHe: -~

N3neaHUTENHA areHuMa no n1eKapereara
yn. ,,Jdamsan I'pyes® Ne 8, 1303 Codus

V/i

Oa_wrs
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Ten.: +359 2 8903417
yeOcalT: www.bda.bg.

4.9 Ilpenozmpane

B ciryyam Ha TeXKO clIydaiHO npeao3upaHe, KbASTO AUAPHATA € TEXKKA, MOXKE J1a C€ HAJTOXKH
3aMECTBALIMA TEYHOCTH U KOPEKLMA Ha eJIEKTPOJIMTHTE.

5. ©APMAKOJOTIHYHH CBOUCTBA

5.1 PapMaKOARHAMHYHH CBOHCTBA

QapmakorepariesTa4uHa rpyna: OcmordHo gelctraino cnaburenHo. ATC koa: A06A D65

[lepopanHoTo NpUnokKeHHUe Ha DasupaHu Ha MAKPOTOJl EJIEKTPOIMTHU Pa3TBOPH BOJAH IO YMEpeHa
auapHs U 0o 6bp30 u3npassaHe Ha AeHEnoTo Yepero.

Makporon 3350, HaTpHeB cyndaT H BUCOKH A03U aCKOPOMHOBA KHUCENNHA YITPAXKHABAT OCMOTHUYHO
JICHCTBHE B YepBaTa, KOETO Npeau3BHKBa cinabuTenHo AekicTBHE.

Maxporon 3350 ysennuasa obema Ha H3NPaKHEHUATA, KOETO 3a[ieiHCTBa NMOJBHXHOCTTA Ha Ae0enoTo
YEPBO Hpe3 HEPBHO-MYCKY/IHH MBTHILA.

DHU3HONOrHYHATA MOCIAEAHLA € 3aJBIWKBAIO TPAHCIIOPTHPAHE HA OMEKOTEHHTE H3NPAXKHEHHUS B
nedenoTo 4epso.

EnexTpoanTHTEe, KOUTO C€ ChABPIKAT B ChCTABA Ha JIEKAPCTBEHUA HPOAYKT M NOITBJIHUTE/THUAT MIPHEM
Ha OHCTPH TEUHOCTH Ca BIUIKOYEHH, 3a Aa ¢e NMPESAOTBPATAT KIHHHYHO 3HAYMMHM BapHaLHHK Ha HATPHI,
KJIHH WIH BOIA M MO TO3M HAYHMH Ja C€ HAMAIW PUCKBT OT AEXMAPATALH.

5.2 PapMakoKHHETAYHE CBOHCTBA

[To-ronsamara yact (> 99,7%) na makporon 3350 He ce abcopbupa OT CTOMALIHO-UPEBHHA TPAKT H C€
€KCKpPeTUpa B H3MpaKHEHUATA. B nMTepaTypHHU H3TOYHHLIM ce ChodIaBa, ue Bceku abcopOHpaH
Makporon 3350 ce eKCKpeTHpa 4pe3 ypHHaTa.

AbcopbumdaTra Ha ackopbart ce OChILIECTBARA Ype3 HATOBAPEH C HATPUI AKTHBEH TPAHCNOPT C
OrpaHUYeH KanauureT; cboOllaBa ce 3a eIHOKpaTHa NepopaiHa 103a Haja 2 g, 3a J1a ¢e HACUTH
HeoHas1HaTa abcopbuma. HeabcopbupanuaTt ackopbar ocTapa B UpeBHHS JIYMEH, H3YHCIEHO €, 4e
npHOaH3uTeNnHO 96% (48 g) o KOMNoHeHTa Ha ackopbar ce ekckpeThpa BbB deKkanuuTe, AckopOar e
HOPMAaNHAa ChCTABKA HA KPBBTA, HO KOTATO IUTA3MEHHTE KOHLIEHTPALKH HAAXBLPIAT NPHONIU3HTETHO
15 pg/ml, M3nHIWBKBT OT acKOPOHHOBA KUCENHHA CE ETHMHHHPA, TTIABHO HENPOMEHEH, B YPMHATA.

[To-ronamara yact ot nepopajHui cyndar He ce abcopOupa K Ype3 YCTaHOBABaHE Ha
€JIEKTPOXMMHYEH IpaJUeHT NpeaoTBpaTasa abcopOumara Ha NpUIpyKaBalldTe HATPHEBH HOHH.
Manku kosnnuecTBa cyndaTHi HoHu ce abcopOHpar B CTOMAalIHO-UPEBHUS TPAKT, KOETO ce J00aBg
KBbM pE3€pBHTE Ha HEOPraHU4eH cyndar, o6pa3zyBaH OT pa3rpaxJaHeTO Ha ChAbPXKAILLH CApa
aMHHOKHCEJIHHH. [lo-ronsiMara HacT ot abcopbupaHusa HeopraHHuyeH cyndar ce enHMHUHApA
HETIPOMEHEH 4pe3 IIIOMEpy/iHa QUITpaLMa H NOANEKH HA HACHILAILA ce TPLOHa

OcMOTHYHO AelicTBalUMTE NpenapaTy Ha YepBaTa BOJAAT J0 oOM/IHA AuapHs, B
NONy4yasa 3HAYUTEIHO OTCTPAHABAHE HA MO-TOJIAMATA Y4acT OT MPOAYKTA upe3
Ja JOBEAAT U A0 NPOMEHH B EJIEKTPOIUTHHUA OaNnaHC B OPraHM3Ma, YeCTO ¢ U3




OanaHcHpaHe Ha eJeKTPOJHUTHTE. Makap ue ce nonyuyaea u3BecTHa abcopOuMa Ha HaTpHH, OCHOBHATA
4acT OT HATPHA Ce OYaKBa Ja Ce €KCKpeTHpa B H3MpAXHEHHATA, KATO HATPUEBHTE COMH Ha CysdaTa U
ackopbaTa - OCMOTHYHHTE aKTHBHH CHCTABKH, BKJIIOYEHH B cheTaBa Ha [lneHsy.

He ca npoBexnanu papMakoKHHETHYHH NPOyYBaHUA MpuU nauveHTy ¢ 6b0OpedHa win yepHoapobHa
HEAOCTATBEYHOCT.

5.3 Ilpeaxk/IHHAYHH AAHHH 33 0€30IACHOCT

[IpenxnunuasATe NPOYUBaHNUA NTOKA3BAT, Ye Makporon 3350, ackopOMHOBa KHCEIMHA H HATPHEB
CyAdar HAMAT 3HAYHTENIEH MOTEHLHAN 33 CHCTEMHA TOKCHYHOCT Bbh3 OCHOBA Ha KOHBEHLIHOHAIHHTE
¢$apMaKoIOrHuHKM U3NUTBAHKUA, TOKCUYHOCT MPH MHOIOKPATHO MPIWIOXEHHE, N'eHOTOKCHYHOCT X
KaHLEepOTreHHOCT,

He ca npoBexaaHy Mpoy4YBaHUA 3a NT€HOTOKCHYHOCT, KAHLEPOr€HHOCT WIH TOKCUUYEH €(DEKT BEPXY
pPENPOAYKTHBHOCTTA MPH TO3H NPOAYKT.

I1pyu npoy4BaHus 3a peNpOAYKTHBHA TOKCHYHOCT NpH Movicol (mpogykr ¢ makporon 3350), HaMa
NUPEKTHU eMOPHOTOKCHYHH WIH TEPATOreHHHW eheKTH NMPU TUThbXOBE NOPH MPH TOKCHYHH 3a MaiikaTa
HHB&, KOHTO €a KpaTHH Ha 20 mbTH MakCHMANTHATA NpenopbuBaHa 103a [IneHpy NpH xopa.
Hebnaronpustau emMOpHodeTanin edeKkT, BKIIOUMTETHO HaMAIABAaHE HA TETNIOTO Ha deTyca U
U1aLeHTaTa, HaMajleHa )KM3HECIOCOOHOCT Ha eTyca, MoBHLIEHa XHUINTepdNeKCHs Ha KPadHUIMTE H
nanuTe U abopTH, ca OTOeNA3aHH PpH 3aiUM NNPU TOKCHYHA 338 MaiKaTa 1033, KOSTO € ChIllaTa KaTo
MaKCHMallHaTa [penopbyBaHa Jo3a [UieHpy npH xopa. 3afiiMTe ca YyBCTBUTCIIHH NPU U3NUTBAHUA
YKMBOTHHCKHM BHIOBE cripamo e€pexthre Ha Gl-aeficTBaium BeLIECTBA W NPOYYBAHHUATA Ca MPOBEJEHH
NPH EKCTPEMATHH YCNOBHA ¢ NPUIAraHe Ha BUCOKH A03M, KOUTO HE ¢a KIMHUYHO 3HAYHUMH.
Koncrataimure moxe aa ca 6unu criecTeue OT Henpsika peakuus Ha Movicol, cEbp3aHa ¢ Jollo
ChLCTOSIHAE HA MaiKaTa, B pe3yJiTaT Ha npekoMepHa GapMaKoJMHAMHYHA peakUus npH sacka. Hama
JAHHH 3a TepaToreHeH egdexr.

6. OAPMAIEBTUYHH JAHHHA

6.1 CoHcbK HA NOMOINBHTE BeMecTBa

Cykpano3sa (E955)

Acnapram (E951)

Kancynupana nMMOHEHa KHCENIMHA, ChAbpKalla JTuMOoHeHa kucenuHa (E330) u manTomekcTpuH
(E1400)

Apomar Ha MaHro, ceabpxail rnvuepon (E422), apomaTu3aHTH, akanuesa cMoiia (E414),
mantoaekcTpuH (E1400) u ectecTBeHH apoMaTH3aHTH

[Inonoe apoMar Ha NyHII C apOMaTH3aHTH, akauresa cMoua (E414), mantronekctpuH (E1400) u
€CTECTBEHH ApOMATH3aHTH

6.2 HecbLBMECTHMOCTH
Henpunoxammo

6.3 Cpox Ha rogaocrt

Cawera: 2 FrOOMHH
["'oToBM 32 ynoTpeba pa3TBOpH: 24 4gaca

6.4 Coenuansgn yc/I0BHS HA ChXpaHEHHE




Cawera: aa He ce cpxpaHaBar Haa 25°C.

['otoBu 3a ynotpeba pazreopn: ChxpaHsaBaidTe pa3tBopute nog 25°C ¥ ru u3nuiTe B paMKHTe Ha 24
yaca. PasTBopuTe MOrar Aa ce CbXxpaHaBaT B x1aaunHuk. Pazteopure Tpabea aa 6baaT NOKPHTH.

6.5 BuajaH chABpPKAHHE HA ONAKOBKATA

Bcesko catlie ce CbCTOH OT TU1aCT CbC CIEAHUTE CTPYKTYPHH MaTepUaiIH: HIIH NMOJHeTHIeH TepedTanar
(PET), nosuernnex, alyMHHHA H €KCTPY3HOHHA CMOJ1a WIH XapTHA, ATyMHHHI H eKCTPY3HOHHA
CMOJ1A.

Ho3sa 1 ceappika 115,96 g npax, Jloza 2 Cawe A ceabpika 46,26 g npax v Jlo3a 2 Came b cranpxa
55,65 g npax.

Tpure cailiera ca nocraBeHH B Npo3pavHa BTOpUYHA OOBHUBKA, IOCTaBEeHA B KAPTOHEHA KYTHS H ca 3a
eliH Kypc jiedeHue ¢ [Inensy. KapToHeHaTa onakoBka Cbabpika M JIMCTOBKATA ¢ HHoOpMalud 3a

AaluuCHTa.

[LneHBy ce rpepnsiara B ONaKOBKa 3a eIMH KyPC JiedeHKe H B onakoBkH 3a 40, 80, 160 u 320 kypca
neyeHHe. He scuyku BUIoBe OnakoBkH Morar ja ObIaT IMycHAaTH Ha masapa.

6.6 CrnensanHm NpeAnasHH MEPKH NPH HIXBLPJSHe H paboTa

PasTeapsHeTo Ha [IneHBY BbB BOAA MOXe Na OTHeMe nNpubau3uTenHo 8 MUHYTH H Haii-nobpe ce
MOCTHra upes fobapgHe Ha npaxa B Ch/a 3a CMECBaHe, NoceABaH OT Boaata. [laumenTsT TpaGpa fa
M34aKa, NOKaTO LEJHAT Npax Ce Pa3TBOPH, MPEMM JIa HIMHE Pa3TBOPA.

Crnen pa3TBapsaHeTO BEB BOAd, NPHIOKEHHETO Ha [L1eHBY MOXKe Ja 3anouHe He3abaBHO HIH, aKO Ce
NpeaAnoYnTa, MOXKE Ja Ce 0XJIaau npean yrorpeda.

Heusnon3BaHHAT 1E€KapCTBEH NPOAYKT WIH OTNaIBLYHHTE MATEPHANIH OT Hero TpabBa aa ce
U3XBBPIIAT B CbOTBETCTBUE ¢ MECTHHTE H3UCKBAHHA.

7. IMPHTEXATEN HA PAZPEINIEHUETO 3A YIIOTPEBA

Norgine B. V.,
Antonio Vivaldistraat 150
1083 HP Amsterdam

Huaepnanaus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YNIOTPEBA

Per. Ne 20180062

9. XATA HA ITBPBO PAZPENIABAHE/TIOTHOBSIBAHE HA PASPEINIEHUETO 3A
YIIOTPEBA

JaTa Ha mepBO pa3pewaBane 3a ynorpeda: 13.03.2018 r.
JaTta Ha nocaenHo mogHoBsABaHe: 30.11.2022 r.

10. JATA HA AKTYAJINZUPAHE HA TEKCTA




HexemBpy, 2024 r.




