KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA

1. HWME HA JEKAPCTBEHMS IPOAYKT /J /Y OO6 »

[1neHBy npax 3a nepopasieH pasTBop -7 23 18 -12- 2025

Plenvu powder for oral solution

2. KAYECTBEH 1 KOJIHUMECTBEH CbCTAB

CocraBkuTe Ha [neHBy ce chabpKaT B TPU OTAE/HM cawera. [I'bpBara /103a ce 10CTaBs B €/1HO callle,
a BTOpara /103a ce A0cTaBs B /iBe cawera, A U b.

Jlo3a 1 came CbabpKa CJIEAHUTE AKTUBHH BELIIECTBA:

Makporou 3350 (Macrogol 3350) 100 g
Hatpues cyndar 6e3BoneH (Sodium sulfate anhydrous) 9¢
Harpues xnopua (Sodium chloride) 2g
Kanues xnopua (Potassium chloride) | g

KoHUEHTpalMaTa Ha eJIEKTPOJIMTHY HOHM, KOraTo Imbpeara 103a ce npurotsu 10 500 ml pasrsop, €
KaKToO CJie/Ba:

Harpuii 160,9 mmol/500 ml
Cyndgar 63,4 mmol/500 ml
Xnopua 47,6 mmol/500 ml
Kanui 13,3 mmol/500 ml

Jo3a 1 cbio cbabpka 0,79 g cykpanosa (E95)5).

Jlo3a 2 (Camera A u b) cbabpxka ClI€IHUTE aKTUBHH BEIIECTBA:

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

KoHLeHTpauusTa Ha eJIEKTPOJUTHH MOHH, KoraTo BToparta fo3a (Cawiera A v b) ce npurorTsu
no 500 ml pa3rBop, € kakTO cie/Ba:

Harpuii 297,6 mmol/500 m
AckopOar 285,7 mmol/500 m
Xnopun 70,9 mmol/500 m
Kanuit 16,1 mmol/500 m




[ToMOIIHH BEHIECTBA C H3BECTHO JCHCTBHE:

To3a 2 (Cawe A) coanpaxa coio 0,88 g acmapram (E951).

3a IThJIHHA CITUCHLK HA MOMOLIHHUTE BEILECTBA BIOKTE ToukKa 6. 1.

J. JEKAPCTBEHA ®OPMA
[Ipax 3a nepopasieH pa3TBOp

bsan 1o xbaT Npax

4. KJIHHHAYHU JAHHHA

4.1 TepaneBTHYHH NOKA3ARRY

[LneHBy € MOKa3aH Npy Bb3PACTHH 33 OMUCTBAHE Ha YepBaTa NpeH BCska NpoLeqypa, H3MCKBaILa
YHCTO YEPBO.

4.2 o3MpoBKA H HAYHH HA NPHJI0KEHHE

Jdo3uposka

Bw3pacmnu u nayuenmu 6 cmapyiecka ssvipacm

KypchT Ha nieueHHe ce CbCTOM OT ABe oTaenHu HeuaeHTHHHY 500 ml ao3u [Inensy. Ha#-

mMasiko 500 ml nonmbaHMTEIHA OUCTPa TEUHOCT, KOATO MOJKE Ja BKJIKOUYBA BoAa, OHCTpa cyna, 10008
cok 6e3 mynna, 6e3aIKOX0NHK HANUTKH, 4ai w/uiu kagde 6e3 Masko, Tpabsa Aa ce npHeMa ¢ BCAKa
[03a.

To3u Kypc Ha JieueHHe MOXKE [a CE Mpuara B CbOTBETCTBHE C ABYAHCBHH WIH €IHOAHEBHH JO30BH
CXEMH, KAKTO € MOCOYEHO NO-A0IY:

JIpyaHeBHa cXxeMa Ha J03HMpaHe:

. [IsppBarta go3a, MpHeMaHa BeuepTa Npeay KIMHUYHATA NpoLEAypa H BTOPATa 1038 PaHO CYTPHH
B IeHA Ha KJIMHHYHATa Npoueaypa, npubansdrenHo 12 yaca ciie] Ha4anoTo Ha NPpHEMa Ha
mLPBATa 1034.

EanogHeBHa cxeMa Ha AO3HpaHe:

. CyTpuH caMO cxemaTa Ha J03HpaHe, IPH KOATO ABeTe A03H ca NPpHeMaHU CYTPHHTA B IEHA Ha
KMMHH4YHATa NMpolieAypa; BTopaTa A03a Tpa0Ba Ja ce npueMe MHHMMYM 2 Yaca Cl1e Ha4anoTo
Ha NMpueMa Ha MbpBarTa 103a, HiH

. Jlen npeau cxemara Ha AO3MpaHe, [IPH KOATO H JBETE JO3H Ca MPHEeMaHH BeYepTa Npeau
KIHHHYHATA NpoLieypa BTOpaTa 1032 TpSOBa Jia ce npHeMe MHHHUMYM 2 4aca CJIel HayaloTo
Ha ITbPBATa A03a; BTOpaTa A03a TpabBa Ja ce npHeMe MHHHUMYM 2 yaca clie]l HauyanoTo Ha

MbpBaTa 4034a.

[Toaxoasiara cxema Ha fJo3HpaHe TpaOBa na 6vae U3bpaHa B 3aBUCHMOCT OT BPEMETO Ha

KIMHHYHATa npouenypa.



Heouampuuna nonynayun

besonacHocTTa M €HKACHOCTTA NTPH AeLA HA BB3pacT noA 18 ronuH# He ca ycTaHOBEHH.
CnepoBarenHo IneHBy He ce npenopb4sa 3a ynorpeda Npyu Ta3u NoOMyJaLus.

Hayuenmu c 6v6peuno yepexcoane

He ce Hanara cneyuMaiHa KOpeKuMs Ha 103aTa NP NAalMeHTH ¢ JIeKO 10 yMepeHo OnOpeuHo
yBpexaane. [TaieHTu ¢ neko 10 ymepero 6b0peyHO yBpexKaaHe ca BITIOUSHU B KTUHUYHHUTE
NpOy4YBaHHUs.

IHauuenmu ¢ ueproopobHo yepedcoane
He ce Hanara cneuManHa KOpeKLHMA Ha 103aTa MPH NALMEHTH C IEKO AO0 YMEPEHO YepHOApoOHO
yBpexgaHe. [[alueHTH ¢ NOBNIICHHU YepHOAPOOHH QYHKIIHOHAIIHH TECTOBE Ca BKIIOYEHH B

KIKHHYHHATEC MNIPDOY4YBaAHHA.

Hauus Ha [IPHIONKCHUEC

3a NepopaTHO NMPWIOKEHHE

Ho3a 1: CoappxasueTo Ha eAHHMYHOTO calwe 3a [{o3a 1 tpsabea aa ce posupa no 500 ml ¢ soja.
[IpurorBeHnaT paszreop wnoc gomreiHuTenHA S00 ml 6ucTpa TeunocT TpAOBa Aa ce npuemar B
npoAbbkenye Ha 60 MuHyTH. JloITycTHMO € peayBaHe Ha NpHeMa Ha IPUTOTBEHHUA Pa3TBOP U
bucTpara Te4HOCT.

Ho3a 2: CbabpKaHHETO Ha ABeTe cauwera (cawera A ¥ b 3aeqno) 3a {oza 2 tpsadea aa ce go3upa ao
500 ml ¢ Boaa. [TpurorBeHuaT pazreop mwmoc gonwIHUTETHH 500 ml 6ucTpa TeuHocT Tpadea ga ce

[IpUEMAT B Npogk/DKeHUe Ha 60 MMHYTH. JIoMyCTUMO € peyBaHe Ha pUEMa Ha NPHIroTBEHUA
pa3TBOp H OMCTpaTa TEYHOCT.

B HskOM Ctyyau NpUeMbT Ha MPHIOTBEHHS pa3TBOP MOXe Aa Obae 3abaBeH WiH BPEMEHHO
NpeycTaHOBEH (BXK. TOYKA 4.4).

B nombaHeHHE KbM TCUHOCTHTE, B3ETH KaTO HACT OT Kypca Ha JieueHHe, MOKE Ja ce NpHeMa BCAKAKBO
KOJIHYECTBO AOITBJIHATENHA OUCTpa TeYHOCT (HanpuMep Boaa, 6ucTpa cyna, riogos cok 6e3 mysmn,
Oe3aJIKOXOHHM HAlMTKK, Yail W/HIH Kade 6e3 MISIKO) nmpe3 LUeNHs npoLec Ha NoAroTOBKA Ha YEpBATA.
3abenexcxa: U36sareaiiTe BCAKakBa TEUHOCT, OLIBETEHA B YEPBEHO WIH JIWIABO (HANPUMEP COK OT
Kacuc), ThbH KaTO TOBA MOXKE Aa OLIBETH YE€pBaTa.

KoHcyMaluuATa Ha BCHMKH TEYHOCTH TpA6Ba 1a 6bae cripaHa noxe:
¢ /Ba Yaca MPEAH KIMHUYHATA NMPOLIEAYPa, KOraTo € noj obilia aHeCTe3HA, HITH
® ¢IKH 4ac npeaxn KIHHA4HAaTa npoueaypa 6e3 obma avecresus.

Hudopmanus OTHOCHO XPAHEHHATA

He TpabBa na ce npueMa TBbpAA XpaHa OT HAYAJIOTO Ha Kypca Ha jieueHde 10 KIMHHYHAaTa
npoLeaypa.

[TatieHTHTE TPAOBa Aa 6BAAT NOCHBETBAHY J1a OCTABAT AOCTATBYHO BPEME, CJIE] KaTo
MepUCTANTHKATA HA YEpPBATA € HaMasa, 38 Aa OTHJAT A0 KIIUHUYHOTO 3aBENCHHE.

J[ByqHEeBHA cXeMa Ha pa3lpelicICHHE Ha 03aTa H JEH Npeay cxeMara Ha A03HpaH
B nens npenan KNHHAYHATA NMpOLEAypa NAaLHEHTHTE MOTaT Ja HMAT JIeKa 3aKyCKa,
0044, KoHTO Tpa0Ba a ObAe 3aBbPIUCH Hal-MalKo 3 yaca npeau Ha4anoTo Ha ITbp



CxeMa Ha J03dpaHe CaMoO CYTPHH:
B nens npead KIHHHYHATA NPOLCAYPa NalMEHTHTE MOraT 1a HMAT JieKa 3aKycKa, NOCleABaHa OT JieK
o6 1 SucTpa cyna u/ WM cOMKHOBEHO KHCEIO MISIKO 32 Beyeps, KoATo TpsadBa aa O6bae 3asbplieHa

npubnusrrenso B 20:00 yaca.
3a yka3aHHMs OTHOCHO Pa3TBapAHETO Ha JICKAPCTBEHHS NPOAYKT NpeaH NPUIOKEHUE BIDKTE TOUKaA 6.6.

4.3 IlporaBomoka3aBHs

He u3nonspatire IIPH MNALUCHTH € H3BCCTHH WIH NMOJO3HPaHH:

o CBPBXYYBCTBHTEJIHOCT KbM aKTHBHHTE BELLIECTBA MITH KBM HAKOE OT IOMOLHHUTE BELICCTBA,
H30poeHH B TOYKa 6. 1.

CTOMALUHO-UpeBHa 0OCTPYKIUUA WU Nepdopalua.

° wieyc.
HapyLIeHHa Ha W3Mpa3BaHEeTO Ha cToMaxa (HalmpuMep racrponapesa, 3aabpxaHe B CToMaxa H
T.H.).
(eHUNKETOHYpHS (Nopagy HANTHYKMETO Ha acTiapTaM).

° ae(HLMT Ha rmoko3a-6-gocdar aexuaporeHasa (nopaay HAMM4YHETO Ha ackopOar).

TOKCHYEH MEraxkoJIoH.
4.4 CoensaiHA nNpeaynpexiacHAs H IPSANAIHA MEPKH NpPH ynorpeda

DnyuaHOTO chabpxaHue Ha ITneHBY, KOraTo ce pa3rBaps ¢ 80/1a, HE 3aMECTBA PEIOBHHA NPUEM HA
TEYHOCTH M TPpAOBa J1a ce NMoAABPXKA NOAXOAMI IPHEM Ha TEYHOCTH.

KakTo ¥ npH Apyrd NpoayKTH, ChAbPAKALIH MaKporoJ, Bb3MOXKHA € ajlepruuHa peakiyd, BKIKYBalla
oOpHB, YPTHKApHs, NPYPHTYC, aHTHOSAEM H aHaWIaKCH,

Tpabea na ce noaxoxaa ¢ NOBULIIEHO BHUMAaHME NpH npwiarade Ha [IneHBy npy nauuMeHTH ¢ KPEXKO
3paBe WIH U3TOLIEHH OT 3a0014BaHe.

HJTEI{B}’ TpﬂﬁBa Aa C€ HU3I10JI3Ba ¢ NIOBHINCHO BHHMaHHC MNMPH MNAUHCHTH C.

° HapyLUeH I'bPJCH pedieke, ¢ BB3MOXKHOCT 3a PErYPryuTalys HIIH acridpanis WIH ¢ HAMalICHH
HHMBa Ha Cb3HaHWe. Takuea naumeHTH TpaOBa Ja ObAaT BHUMAaTENHO HAOMIOJaBaHM 110 BpeMe
Ha MPWIOKEHHETO, 0COOEHO aKO ce NpHeEMAT Npe3 Ha30racTpaieH MbT.

* Texko GpOpeUHo yBpexaane (KpeaTHHUHOB KIHpBHC noa 30 ml/munyra/1,73 m?).

* C¢hpAcuHa HenocTaTs4yHOCT (cTeneH Il wnu IV no ckanara Ha HiolopkckaTta aconmanus 3a
chpaeuHH 3abonaeaHus (NYHA)).

° TAKHKBA C PUCK OT apUTMHMs, HANIPUMEDP TAKHBA CHC WM HA JICUCHHE HA ChPACYHO-CBIOBH
3a0oaABaHHs, 3a00/19BaHe HA LIIHTOBHAHATA XKJI€3a HWIH €lIEKTpoNuTeH aucdananc,
JeXHUApaLHs.

. TEXKO BB3NANECHHE Ha HepBarTa.

ITpy U3TOHIEHH NALMEHTH C KPEXKO 3PaBe, MALKUEHTH B JIOLIO 3APABOCIOBHO CHCTOSHHUE, MIALIMEHTH C
KAHHHYHO 3HAYMMO ObOpedHO YBpeXXAaHE, ApHTMUA U TAKMBA C PUCK OT EJIEKTPOJIMTEH guchanaHc,

nekapart TpaOBa Aa 0OMHCIH H3MEPBAHETO HA ENCKTPOIMTHTE HA 0a30BO HUBO M ClIel TEYEHYETO,
On6peunara ¢yHkuus ¥ EKT. Bedxa npegnonaraema gexuzaparauus Tpsdsa 1a 6na
npeau yrnorpedara Ha [ IneHBy.




repuoBe. Te3u ciyuad ca CBbP3aHy NPEAUMHO C €JIEKTPOIMTHH HApYUICHHA KAaTO TeXKKa
XHNoHaTpHeMuA (Bk. Touka 4.8). bpaere BHUMaTeNHH, KOraTo npeanucsare Makporos 3350 B
KOMOHHALHSA C eJIEKTPOJIMTH MPH MALKUECHTHA ¢ AHAMHE3a 334 I'bPUYOBE, C MMOBULIEH PHCK OT I'bPYOBE HITH
C PHCK OT €IEKTPOJIMTHH HapylleHHA. B chayuyait Ha HEBPOJIOTHYHH CHMIITOMH TpAOBa J1a ce
BB3CTAHOBU DANAHCHT HA TEHHOCTHTE H EJEKTPOIMTHTE.

Hma penxu chobLIEHHS 32 CEPHO3HH APHTMHH, BIIIOUHTE/IHO NMPEACHPAHO MbXKAEHE, CBBP3aHO ¢
ynorpebara Ha HOHHUM OCMOTUYHH JIAKCATHBH 34 MNOATOTOBKA Ha uepBaTta. e ce NpodBABAT NPESIUMHO
NPH NAIMEHTH ChC ChPACYHH PHCKOBU (JAKTOPH H €ICKTPONMTHH HapYLIIeHHA.

AKO NalMeHTHTE Pa3BUAT CHMIITOMH, KOMTO MOKA3BAT ApUTMHA WIH IPOMEHH HA TEUHOCTH/
eJICKTPOJMTH IO BpeMe WM clejl JieyeHue (HanpUMep OTOK, HEAOCTHI Ha Bb3AyX, MOBHULIEHA YMODpa,
ChbplevHa HEJOCTAaThYHOCT), TPAOBa & ce U3MEpBaT ILTa3MEHHTE enekTpoauTH, EKI na ce
npoclieasBa U BCAKaKBH aOHOPMHHU CHCTOSHHA J1a € JIEKYBaT MO NOAXOAALL HAYHH.

AKO MauyeHTHTE NoJyYaT TEXKKO NoAyBaHe, KOpeMHa AMCTEH3UA UK DOJIKa B KOpeMa, NPHIAraHeTo
TpAOBa a ce 3a6aBu HWIH BPEMEHHO Ja CE NPEeKpaTH, JOKaTO CHMIITOMMTE OTIIYMST.

[Ipu xopa ¢ npobeMH ¢ NpernbiHaHeTo, NPU KOMTO KMa REOOXOAUMOCT OT n0bassHe Ha CrbCTHTEN B
pa3TBOPHTE, 34 Ja CE OCUT'YPH IpaBHNEH NpUeM, TpiOBa na ce UMaT NpeaBul B3aUHMOACHCTBUATA -
BUXKTE TOUKA 4.5.

HcxemMuueH Konur

Hma choOlueHHs 3a MOCTMAPKETHHIOBH C/Tydad Ha UCXEMHMUYEH KOJIHT, BKJIKOUHTENIHO CEPHO3HH, NPH
MALMEHTH, JIEKYBAHM ¢ MAKPOTOJI 3a IOArOTOBKA Ha uepBata. Makporos TpabBa na ce M3noj3pa ¢
[OBHIIIEHO BHHMaHHKE NPH MalHEHTH C H3BECTHH PHCKOBH (DAaKTOPH 32 HCXEMHYEH KOJHT WIH IpH
eIHOBpPEMEHHA YTIoTpeda Ha CTHMyaUpall c1abUTenHu CpeACTBA (KaTo OHCaKOLWT WIH HATPHEB
nukocyadar). [laupeHTHTE, KOWTO NMOTYYAT BHE3alIHA KOpEeMHa O0nKa, peKTanHo KbpBeHE HIH IpYrH
CHMITTOMH Ha HCXEMHYEH KOJINT, TpsbBa aa O6baaT He3abaBHO K3CISABAHH.

Cnydan Ha nepdopauua Ha xpaHonpoeoja (cHHApoM Ha Boerhaave), cBbpiany ¢ o6HAHO noBpbiLlaHe
caen npueM (Bx. Touka 4.8) na makporon 3350 B KOMOHMHALMA C €EKTPOAMTH 32 NOArOTOBKA Ha
YyepBarTa rpedgu npoueaypa, ca cr001aBaHH NOCTMAPKETHHIOBO, NMPEANMHO NMPH MALHEHTH B
cTapuecka Bb3pacT. [lochbBeTBaiITe MALMEHTHTE A CNIPAT NMPHIOKEHHETO H Aa NOTHLPCAT He3abaBHO
MEIHULIHHCKA MOMOII, aKO MOJy4aT CIIOHTaHHO NMOBPBILAHE M Nocneasaila 00/1Ka B rbpAXTE, IIHATA H
KopeMa, nucharusa, XxeMareMesa MK JUCTTHES

[IienBy chabpxka 458,5 mmol (10,5 g) natpuii na Kypc nedenue. Tosa TpsabBa aa ce ¥Ma NpeaBHA
[PH MALMEHTH Ha HETa C KOHTPOJIMPAH npueM Ha HaTpuid. Camo uacT oT HaTpusa ce abcopbupa,
BHOKTE TOYKA 5.2

[Tnensy chabprka 29,4 mmol (1,1 g) kanuii no BpeMe Ha Kypca Ha aeueHue. Tosa TpaOBa Aa ce uMa
MpeaBH NpH NaLMEHTH ¢ HaManeHa 616peuHa GyHKUHA WIH NalHEHTH ¢ KOHTPOAMpaHa JUeTa C
Kamuu.

4.5 BiaumojelcTBHE ¢ IPYIr'H JEKAPCTBEHH NPOAYKTH M APYTrH (OpMH HA B3AHMOJCHCTBHE

He ca npoBexJaHH npoy4BaHus 3a B3auMoaeHcTBHATA C [IneHBy. TeopeTHHHO JIeKapCTBEHH
NPOAYKTH, NPUEMaHH TIEPOPATHO (HAMpPHUMED NePOPATHO KOHTPALIENTHBHO Xanye) eAUH Yac Nnpeaw,
M0 BPEME H €IWH Yac Clie]l MPWIOXKEHHeTO Ha [IneHBy, MOTrar 1a c€ OTMHAT HeaDCcOpOHpaHH OT
CTOMALUHO-YPEBHHS TPaKT. TepaneBTHUHUAT eeKT Ha JIEKapCTBATa C TECEH TepaneBpix m
KK KPAThK MOMYKUBOT Moxe J1a 6bae ocobeHo 3acerHar. '

[IneHBy MOXe 1a MpeOM3BUKA MOTEHLUHANEH eeKT Ha B3aHMOICHCTBHE, aKo ce
Ha HUIUECTE CIbCTHTENHM 3a XpaHU. CbCTaBKaTa MaKporos NMpOTHBOAECHCTBA HA €




JeUCTBHE Ha HUILIECTETO U TAKA BTEYHABA XpaHHTE, KOHTO TpAOBA Ja ObAaT NO-I'bCTH MPH XOpA C
NMpodlieMH C NIPErNbLUIGHETO.

4.6 DepruanTeT, OpeMEeHHOCT H KhpMeHe

bpemeHHOCT

Hama HaNTMYHY WK HMa OrpaHH4YeHH AaHHU (no-Maiko oT 300 pesysrrara or OpeMEHHOCTH) OT
H3MON3BaHETO Ha aKTHBHUTE CbCTaBKH Ha [neHBy npH OpeMeHHH xeHu. IIpoyuBanst P KUBOTHH

MOKA3BaT HEMpeKH BPEAHH e(PeKTH MO OTHOLICHHUE HAa PENPOAYKTHBHATA TOKCHUHOCT (BXK. ToYKa 5.3).
KiivHHYHO He ce ouakBaT eheKTH o BpeMe Ha OpeMEHHOCT, Thil KATO CUCTEMHATA €KCIIO3HULIMA Ha
Makporos 3350 e He3Ha4YUTENHA.

Karo npeanaszHa MApKa 3a Npeano4YnTaHe € aa ce u3barea ynorpebara Ha [InenBy 1o BpeMe Ha
OpeMeHHOCT.

KbpMmeHe

He ¢ u3BeCTHO JanH aKTHBHUTE CHCTABKH HA [IneHBy € EKCKPETHpAT B KbpMarta npu xopa. Hama
AOCTATBYHO HHOPMALIMA 33 EKCKPECLIMATA HA aKTHBHUTE CheTaBkU/MeTabomuture Ha [IneHBy B
KbpMaTa MpH Xopa.

He Moxe aa ce U3KMIOYH PHCK 34 HGBOPO,H&HPITB/ KbpMaydcTara.

TpaGsa ga ce B3eMe pellicHUe AaJIM Aa ¢ MPEYyCTaHOBY KbPMEHETO WIIH a UMa TIPEKpaTABaHe Ha
npuioKeHueTo Ha [IneHBy, KaTo ce B3EMAT NpPeBHA TMOJ3aTa OT KbPMEHETO 3a AETETO H 10J13aTa OT

NPHUWIOKCHHUETO HA ACKAPCTBCHHA NMPOAYKT 3a JKEHAaTa.

QEPTHINTET

Hsama nannu 3a edexrure Ha [InenBy BupXy peprunurera npu xopa. Hama edextn Bupxy
(depTHIMTETA NPH MPOYYBAHUSA NMPH MBXKKH U )KEHCKH ILTbXOBE {BXK. TOUKa 5.3).

4.7 EdekTn BBHpxy cnocobrOCTTA 38 ModuapaHe H padora ¢ MAIHHEA

[Tnexsy He NOBAHABA CNOCOOHOCTTA 3a LIO(UpaHe M paboTa ¢ MallIMHH.

4.8 HexelanH JJeKADCTBEHH PEAKIHH

Jlnapus e ouakeaH pe3ynaTaT OT NOATrOTOBKATa Ha 4YepBaTa. [lopaau ecTeCTBOTO HA HHTEPBEHLIUATA,
HeXKeNTaHW peaKL|y Ce NPOABABAT IIPH MOBEYETO NAaUMUECHTH MO BpeMe Ha NIpoLieca Ha MOArOTOBKA Ha
yepeaTa. Makap ue Te3U peakLMH ca pa3id4yHH [IPH PasjIMyHHTE IIPOLYKTH, raficHe, NoBpbliaHe,
MmofyBaHe Ha Kopema, 0ika B KOpeMa, aHATTHO JPAa3sHEHE M HapyLUEHHWs Ha ChHS YeCTO Ce
Ha0/II01ABAT NIPH NALHEeHTH, NMOAJIOKEeHH Ha NMOArOTOBKA HA YepBaTa. Moxe 1a Bb3HHKHE
AeXuApaTailda B pe3yJITaT Ha AHapys U/UiH MOBPBILAHE.

JIaHHH OT KIMHHYHH NPOYUYBAHHUA Ca HATWYHM NPH MOIMyJIaLHs OT NOBEYE OT XHAJIAAA NALWEHTH,
nexysaHH ¢ [IneHBy, IPH KOMTO aKTHBHO Ca GWIH NOMyYEHH JAHHHM 32 HEXeNaHUTe eeKTH.

TaGnuuara nmo-a0ay € CIHChK Ha HEXKENaHHTe peakUHH, HabnioAaBaHH NPH NIEYEHHETO, ChOOILEHH B
KIHHHYHHUTE npoyuBaHHs Ha [IneHsy.




Muoro uectu (=1/10)

Yectu (>1/100 ao <1/10)
Heuectn (=1/1000 no <1/100)
Penxu ((>1/10 000 no <1/1000)
Muoro peaku (<1/10 000)

C HeusBecTHa YecTOTa (OT HATHYHHTE JAHHH HE MOXKE Z1a Ob¢ HanpaBeHa OLICHKA ),

HEpBHaTa CUCTEMA

CHH/IINBOCT

MHoro YectH HeuectH C Heu3BeCTHa
YeCTH (=>1/100 no (>1/1000 no <1/100) 4yecToTa
1/10)* <1/10)
CromailHo- [TopbLIaNHE, KopeMHa aucreH3us, Ilepdopauns
YpeBHU rajeHe aHOPEKTAJICH Ha
HapYILIECHUA aAucKoMopt, Hbonka B XpaHOoNpoBOAA
Kopema, Oosika B ropHata | (CHHAPOM Ha
4yacT Ha KopeMa, bonka B | Boerhaave)
AOJHATA YacT Ha Kopema
Hapyuexus Ha CBpBXHYBCTBHTEIHOCT
MMYHHATa CHCTEMa KBbM NleKapCcTRa
HapymeHus Ha Hexuaparaums
MeTabonu3Ma H
XpaHEHETO
HapyiieHrus Ha Inasobonue, Murpesa, ["spu

Obum HapyLIeHHUS

Kaxna*, yMopa, acTeHHA,

H eeKTH Ha BTpHUcaHe**, Gonkn,

MACTOTO Ha MYCKYAHH OO0JKM
 TIPUIIOXKEHHE

CopaevnH [Tannmurauus, CHHycoBa
HapyLEHHKS TAXHKApAKA

CpaoBu [IpexoaHo NOoBHILIABAHE

HapyLIeHHA Ha KPbBHOTO HajfAraHe,

ropeLl BbJIHH
H3cnensanus [IpexoaHo nopuillapaHe

Ha YepHOApOoOHUTE
EHIUMU* *¥
XHIepHaTpHEMUS,
XUrepKanlHeMHus,
xunodocdaremus,
XHIOKATHEMUs, HAMaIEH
bukapbonar,
yBeJIHYaBaHE/HAMANABAHE
Ha aHHOHHATa pa3/ivKa,
XHUIEPOCMONAPHO
CBCTOAHHE

*)Kaxaara BkmMOYBA MPSANOYKTAHHTE TCPMUHMK; XKaxad, CyXoTa B YCTaTa ¥ CYXO0 MbpJIo.
** X TaKAAHETO BKHOUBA NPECANOYHTAHMTS TepMBHH; CTYAECHH TPBRKH, HYBCTBO 33 MOPELI0 H YCECIIGHE 33 CTY/I.
**#[Ipex0oAHOTO MOBHILABAHE HA YEPHOAPOOSHHTE CH3UMK BKITIOYMBA MIPEANOYUTAHNUTE TEPMUHHK; NOBHILaBaHe Ha ALT,
nosuinapaHe Ha AST, noeuinasane va GGT, nopuilaBaHe Ha YEPHOAPOOHHTE CHIUMH, MOBMIIABAHE HA TPAHCAMHHABHTE.
*He ca croblleHHN HexXeNaHHd ChbOUTHA ¢ YeCcTOTa Ha ,,MHOTO YECTH 110 BPEME Ha KJIIKHWUYHUTE H3TTHTBAHHS.

CrobluaBaHe Ha MOJO3HPAHU HEXKENAHH PEaKIIHH

CrobuiaBaHeTo Ha MOJO3MPAHH HEXeJIaHH peakLMH CIe paspellapaHe 3a ynm'peﬁa
MPOAYKT € BaXHO. Tosa Mo3ponsisa Aa NMpoIsvku HaOMIOAEHHETO Ha CBOTHOLICHHY,
neKapcTBeRus NpoaAyKT. OT MEAHLIMHCKHTE CMNELIHATHCTH Ce U3HCKBA a CHODLIAE
MOAO3MpaHA HEXENaHa peaki(Hs Ype3 HALMOHAIHA CHCTeMa 3a ChoOLaBaHe:




H3nbnHMTE IHA areHuus o JeKapcTeara
yi. ,,Jlaman ['pyes® Ne 8, 1303 Codus

Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg.

4.9 Ilpenozupane

B cnyyan Ha TEXKKO Cay4aifHO npeo3upaHe, KbIETO JHAPHATA € TEXKKA, MOXKE /1a C& HAIOXKH
3aMECTBAIIMY TEYHOCTH H KOPEKIIHA HA CICKTPOIIHUTHTE.

5. ®OAPMAKOJOIMYHHU CBOUCTBA

5.1 PapMakoIEHAMHYHH CBOHCTBA
dapmaxorepaneBTH4HA rpyna: OcMoTHYHO aecicTsaino cnaburento. ATC koa: AO6A D65

[TepopaHOTO NpUIOXKEeHHE HA 6a3UpaHK Ha MAKPOTroJT eJIEKTPOJIMTHH Pa3sTBOPH BOAM A0 yMEpeHa
auapus ¥ 10 6Bp30 H3npasBaHe Ha gebenoTo 4epBo.

Makporon 3350, naTpueB cyndar 1 BHCOKH 103K aCKOPOHHOBA KHCEIMHA YTIPAXKHABAT OCMOTHYHO
OEHCTBHE B 4EPBAaTa, KOETO NPESAU3BHKBA CIAOUTEIIHO JEHCTBHE.

Makporon 3350 yseauuana o6ema Ha M3NpaKHEHUATA, KOETO 3a€HCTBAa NOABMIKHOCTTA Ha AedenoTo
4EePBO YpPe3 HEPBHO-MYCKYITHH TbTHULIA.

®H3HONOrMYHATA NOCACANLA € 3aABHKBALIO TPAHCNIOPTHPAHE HA OMEKOTCHHUTE U3NPAXKHEHHUS B
nedenoTo yepno.

EHEKI]}OJIHTHTE, KOHTO CC CbABPXKAT B ChCTABA HA JICKAPCTBCHHA INPDOAYKT H AONMBJIHUTC/IHHAT [IpHEM
Ha GHCTPH TECYHOCTH Ca BKIIIOUECHH, 3a 14 €€ NpeaOoTBpaTAT KIXAHUYHO 3HA4YHUMH BapHallMH Ha H&Tpﬂﬁ,
KaJIHH WK BOAA M IO TO3M HAYHH 4 C& HaMaaun PHCKDBT OT ACXHIPATAaLIUA.

KnuuuyHa epUKACHOCT

EdukacHocTTa Ha IINeHBYy € olieHeHa B TPH OCHOBHH PaHJIOMH3UPaHH, MHOIOLEHTPOBH,
HeHH(EepPHOPHH, 3aCTIENCHH 3a U3CaeRoBaTeNs WinuTeanus (pasa Il npu BB3pacTHH NauMeHTH (MBXKe

M JkeHHd Ha BB3pacT oT 18 10 85 roaMHM), NOLI0KEHH HA CKPUHHMHT, HaOMOJeHHe WIM NHarHOCTHYHA
xomonockonua: NOCT, MORA u DAYB. OcHoBHuTe KpaliHX TOYKH €4 €AHHU U ChIIM BBB BCHUKHU
NpOYy4YBaHHsA, 4 HMEHHO O0LIA CTENEH Ha NpoYnCcTBaHe Ha Aecbenoro yepso (AedHHHpaHa KaTo
crenenu A u B no ckanara 3a npounctBane Ha Harefield [Harefield Cleansing Scale, HCS]) u
BUCOKOKAYECTBEHA CTENEH HAa NPOUYMUCTBAHE HA AACHOTO (aCLEHJIEHTHO) Nebeno uepso (aepuHupana
kato HCS pesynraty 3 unm 4).

B npoyusanero NOCT naumenTuTe ca nonydasanu [Inensy (n = 310) vnu pasreop Ha Tpucyngar
(n=311), BCEKH OT KOHTO € NMPHJIOXKEH B 2-IHEBHA CXEMa Ha pasleIHO npunaraHe (Be4ep/CyTpHH).
[LneHBy e nokasan He No-noiua epHKacHOCT CNPAMO pa3TBOpa Ha TpUCYAdaT U 3a JABeTe OCHOBHH
KpaiiHu ToukH o0lIa cTeneH Ha mpo4yucTBaHe Ha aAebenoto uepso (85,1% 3a Ilnensy cpeuty 85,0% 3a
Tpucyndar; eaHoctpaHHo 97,5% nonHa rpaHuia Ha noBepurenHocT {LCL] 3a pasznuvkara: 8,15%,

p = 0,528) ¥ BHCOKOKAYECTBEHA CTENEH HA NPOYHCTBAHE HA AACHOTO (aCLICHASHTHOTO) Aebenio 4epBo
(35,9% 3a [Lnensy cpetny 29,3% 3a Tpucyndar; eaHoctpadHo 97,5% LCL: 1,69%, p = 0,059).

B npoyusaHeTo MORA nauueHTHTE ca noimyyaBaid [L1eHBY, NpUNOKEH B 2-AHEBH/A y W o \
pasaenno npunaraxe (peuep/cytpuH) (n = 283), wnu B 1-AHeBHa cxeMma Ha pasaeiHy & gy \.
lll.”r' : \1
!

cytpuH) (n = 283), Wi ctanaapteH 2 | enexTponuTeH pa3TBop Ha Oasara Ha MaKpr e (2§ £y i o )
NPHWIOXKEH B 2-AHEBHA CXEMa Ha pa3AE/HO NpHiiaraHe Beyep/cyTpuH (n = 283). U &
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npuiaaraHe Ha [1eHBy ca MoKasanu He mo-iowa edukacHoct cnpamo 2 | M+E pasrsopa oTHOCHO
obuiara cTeried Ha NpoOYMCTBaHe Ha AebenoTo 4yepeo (2-aHeBHa cxeMa: 92,0%, 1-nHeBHa cxema:
89.1%, 2 | M+E: 87,5%; LCL 3a pa3nukara: chorBeTHO -4,0% # -6,9%). U asere cxemu Ha ILieHBy
ca MMOKa3a/ 1M CTATHCTHYECKH o-no0pa epukacHoct ot 2 | M+E pastBopa OTHOCHO BUCOKOKAUECTBEHA
CTeNeH Ha MPOUYKHCTBaHe Ha NAcHOTO (acueHaeHTHOTO) aebeno yepro (31,6% cpenyy 33,8% cpemry
15,1%; p < 0,001 2a aBere cpaBHEHHUSA).

B npoyuBanero DAY B nauuenrute ca npunarany Ilneusy caMocToaTenHo (n = 258) WM HaTpues
NUKOCYA(AT ¢ pasTBOP Ha MarHesues LMTpat (SPHMC, n = 257) B 1-1HeBHa cXema Ha pa3eiHo
npunarate. [lieHBy e nokasan He no-nomwa edpukacHoct crpaMo SP+MC, kaxTo oTHOCHO obmiaTa
CTENEH Ha MPOYHCTBaHe Ha Aebenoto ueppo (62,0% cpewuy 53,8%; p = 0,04), Taka # oTHOCHO
BHCOKOKAUYECTBEHATA CTENEH HAa NMPOYMCTBAHe Ha AACHOTO (acueHaeHTHOTO) aebeno uepso (4,4%
cpemy 1,2%; p = 0,03).

5.2 @OapMaKOKHHeTHYHH CBOHCTBA

[To-ronamara yact (> 99,7%) Ha Makporon 3350 He ce abcopbupa 0T cTOMalWIHO-YPEBHUS TPAKT U Ce
eKCKPETHpa B M3NpaKHEHHATA. B nuTeparypHn U3TOUHULM ce cboblaBa, ye Bceku abcopbupan
makporoJ 3350 ce ekckpeTHpa upes ypuHaTa.

AGcopOumaTa Ha ackopOaT ce OCBIUECTBABA Ype3 HATOBAPEH C HATPHH aKTHBEH TPAHCIIOPT C
OrpaHH4eH KanaluTeT; cho0LaBa ce 3a eIHOKpaTHa fepopaiHa f1o3a Haj 2 g, 3a Jja Ce HaCHTH
ieonannara abcopbums. Heabcopbupanust ackopbart ocTaBa B YUpEBHHSA JIyMEH, H3UMCIIEHO €, Ye
npubmuszutento 96% (48 g) or koMnoHeHTa Ha ackopOaT ce eKCKpeTHpa BBB QeKaTuUTe. AcKopOar €
HOPMAJIHA ChCTABKA Ha KPBBTA, HO KOTATO [UIa3MEHHTE KOHLICHTPaLMH HaXBbPIAT NPUOIM3IHTENHO
15 png/ml, M3MKIIBKBT OT acCKOpOHHOBA KUCEIHHA C€ eJTUMHHHPA, [N1aBHO HENPOMEHEH, B ypHHATA.

[To-ronsmara yact OT nepopaiHug cyndar He ce abcopOHpa U Ype3 ycTaHOBsABaHE Ha
eJIeKTPOXMMHMEH MPAAHEHT NIpeAoTBpaTaea abcopbuuaTa Ha NPHUAPYKABALIMTE HATPHEBH HOHH.
Manky xonHyecTBa cyadarHy ioHH ce abcopOHpar B CTOMALLIHO-YPEBHHUA TPAKT, KOETO ce fobass
KbM pe3epBHTE HA HeOpraHudeH cyadar, obpasysaH OT pasrpakiaHeTo Ha ChAbpPIKallH cApa
aMHHOKUceMHH. [To-rongMara uact ot abcopOHpanus HeopraHiudeH cyngar c¢ eTUMHHHpA
HePOMEHEH Ype3 MMoMepyJIHa GUITPAUMA B NOAJICKH Ha HacHILalLa ce TpbOHa peabcopbuus.

OcMOTHYHO JelicTRallMTE NIpenapaTH Ha YepRaTa BOAAT A0 00WNHaA AHapHs, B PE3YIITAT OT KOSTO C€
NO/Ty4aBa 3HAYHTENHO OTCTPaHABAHE Ha MO-rojifMaTa YacT OT NpoAyKTa upe3 dekanuuTe. Te Morat

Aa AOBEAAT H 0 NPOMEHH B €NEKTPOJIMTHHA OajlaHC B OpraHu3Ma, YeCTO C U3YEpIIBaHE HA HaTpHH H
Kanui. JIOWbITHHUTETHUTE HATPUH U KAJIHH, BIJTIOYEHH B ChCTaBa Ha [Inexny, comarar 3a
GanaHcHpaHe Ha eneKTpoauTHTe. Makap ye ce noy4asa H3pecTHA abcopOLHs Ha HATPUH, OCHOBHATA
YaCT OT HATPHA C€ OYAKBa JIa C€ eKCKPETHPAa B M3NPAKHEHHUATA, KaTO HATPHEBUTE CONY Ha cyadara U
ackopbaTa - OCMOTUYHHMTE AKTHBHHU CHCTABKH, BKIIOYEHH B ChcTaBa Ha [LienBy.

He ca nposexkaany GpapMakOKMHETHUYHH MPOYYBaHHA NPy naudedTH ¢ 6u0peuna Wi yeproapodHa
HEJOCTaTbYHOCT.

53 IIpeaxnHHHEYHE JaHHH 3a 0e30ACHOCT

IMTpeAkKNHHUYKEHTE MPOYYBaHUA NOKA3BaT, Ye Makporoa 3350, ackopOMHOBaA KHCEANHA M HATPHEB
cyadaT HAMAT 3HAYMTEJIEH MOTEHLIMAJ 32 CUCTEMHA TOKCHYHOCT Bb3 OCHOBA Ha KOHBEHLIMOHATHHTE

KAHIEPOreHHOCT.

He ca npoBexaaHy Mpoy4BaHUs 32 TEHOTOKCHYHOCT, KAHIICPOTCHHOCT WIH TOKCHYE
PENPOAYKTHUBHOCTTA MPH TO3H MPOAYKT.



[Ipu npoyuBaHuA 3a perpoayKTHBHA TOKCHMHOCT npu Movicol (npoayxt ¢ Makporon 3350), HaMa
OWPEKTHH eMOPHOTOKCHYHH WITH TEPAaTOreHHH e(eKTH IPH ILTbXOBE JOPH NMPH TOKCHYHHK 32 MAHKATa
HHBA, KOMTO ¢a KpaTHH Ha 20 nbTH MaKCHMAJTHATA MNperopbyBaHa 1034 [ neHBy NpH Xopa.
Hebnaronpuatau emOpuoderainy edekTH, BIUTIOMUTENHO HAMAIABAHE Ha TEMNIOTO Ha deTyca U
[U1ALIEHTATa, HAMAJIEHA XKH3HEeCNOocOoOHOCT Ha deTyca, NoBHLIEeHA XUNepPNeKCHa Ha KPaHHULIMTE W
nanure H abopTH, ca oTOeNA3aHM NpH 3aiLM MpyU TOKCHYHA 33 MaiikaTa 0034, KOATO € CBILATa KaTo
MaKCHMaJIHaTa npenopbuBaHa no3a [IneHsy npu xopa. 3aluuTe ca HyBCTBHTENHH NPH H3NHTBaAHHA
’KMBOTHHCKH BHAOBE cripaMo edexkrare Ha Gl-neiicTBallM BELIECTBA M NPOYYBAHUATA Ca NMPOBEACHH
Npy eKCTPEMAITHH YCIIOBHA C NPUNAaraHe Ha BUCOKH J03H, KOMTO HE ¢a KIHHHYHO 3HAUYHMH.
KoHcratanuuTe Moxe aAa ca Ounu cieacTBHE OT HeMpAKa peakuua Ha Movicol, cebp3ana ¢ oo
CBCTOAHME Ha MaiKkaTa, B pe3y/ITaT Ha npekoMepHa apMaKkogWHAMHYHA peakuys npy 3aeka. Hama
IJAHHH 3a TepaToreHEH egexT.

6. ©®APMAIEBTHYHHU JAHHU

6.1 ConBEchk HA NOMOIIHHTE BemecTBa

Cykpanosa (E9535)

AcnapraM (E951)

ApoMmat Ha MaHTO, cpabpxKaw rauuepos (E422), apomaTtusanth, akauuesa cmoina (E414),
mantoaekcTpuH (E1400) 4 ecTecTrBeHH apoOMaTH3aHTH

[L1omoB apoMaT Ha MyHLI ¢ apOMATH3aHTH, akauuesa cMona (E414), marroaekcTput (E1400) 1
€CTECTBCHH apOMAaTH3aHTH

6.2 HecbBMeCTHMOCTH
HenpunoxuMmo
6.3 Cpok Ba roaaocrt

Cainera: 2 rOAUHM
["oToBH 3a ynotpeba pa3TBOpH: 24 yaca

6.4 CoennajHH YCIOBHS HA ChXpaHEeHHE
Cailera: ga He ¢€ ¢hxpaHaBat Haa 25°C.

ooy 3a ynotpeba pazreopu: ChxpansBaiite pasrsopure noj 25°C ¥ rH U3NUHTE B paMKHTE Ha 24
yaca. PasTsopuTe MOTaT 2a ce ChXpaHsaBaT B XJIaAWTHHK. PasTBopuTe TpabBa aa Obaar nokpHry.

6.5 BnaH cLIBpKAHEE HA ONAKOBKATA

Besko came ce CBCTOH OT IUIACT ChC CIEAHHTE CTPYKTYPHH MaTEpHAIH: WM NIOJHETHIICH TepedranaT
(PET), nonHeTwieH, aTyMHHHH K €KCTPY3HOHHA CMOUIA WM XapTHi, ATyMHHHH H €KCTPY3HOHHA
cMoJIa.

Jo3a 1 ceappka 114.22 g npax, J{oza 2 Cawe A coaepka 46,26 g npax u [loza 2 Cawe b csabppika
53,635 g npax.

Tpure callieTa ca NOCTABEHK B KAPTOHEHA KyTHA U Ca 3a €IMH Kypc JieueHue C [IneHpy.
ONAaKOBKA ChABPXKA H JIMCTOBKATA C HHPOpMauMs 3a NalMeHTa.

[LieHBy ce npejJiara B ONMaKoOBKa 3a €MH Kypc JiedeHHe U B onakoskH 3a 40, 80, 16(
neyexsye. He BCHYKH BHIOBE ONAKOBKH MOraT Aa ObJaT ITyCHaTH Ha mnasapa.



6.6 ChoenraJ AR OPEANASHE MEPKH NPH HIXBBPJISHE H pabora

PasTBapsanero Ha [Inensy BB BoJa MOXKe J1a OTHeMe NprOIM3uTEnHO 8 MHHYTH U Haii-noOpe ce
MOCTHra 4pe3 Ao0aBgHe Ha NMpaxa B CbJa 38 CMECBaHE, OocneABaH OT Boaara. [lauueHTsT TpsaOBa na
M34aKa, JOKATO LE/IMAT Mpax ce pasTBOPH, NMpeAn Ja U3IHE pa3Teopa.

Cnepn pa3sTBapsHETO BbB BOAA, NPUIOKEHUETO Ha [IneHBy MOXe Aa 3anouHe He3abaBHO WITH, aKO C€
[peATNIOYHTa, MOXKE [1a C€ OXJ1aau NpeaH ynorpeda.

HeusnomiBaHUAT JJEKAPCTRBCH MPOOYKT WUJHN OTHAABYHHTC MATCPHAIIH OT HET'O TpﬂﬁBa Ada C€
U3XBBPIAT B CHOTBCTCTBUEC C MCCTHUTC H3UCKBaAHHAL.

7. IIPHUTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA
Norgine B. V.

Antonio Vivaldistraat 150

1083 HP Amsterdam
Hunepnanaus

8. HOMEP(A) HA PAZPEIIEHHRETO 3A YIIOTPEBA

Per. No 20180062

9. JIATA HA ITBPBO PA3ZPEIIABAHETIOAHOBSABAHE HA PASPEINIEHMETO 3A
YIIOTPEBA

JlaTa Ha mppBO pa3pelnaBaHe 3a ynorpeba: 13.03.2018 r.
HaTta Ha nocnegno noaHoBasaHe: 30.11.2022 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA




