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Lenodiar Pediatric e MeguLyHcKo n3genue, NokasaHo 3a JieueHne Ha ocTpa Auapus U 060CTPAHNA Npu
XpOoHUYHa Anapus. MpoayKTbT HaManABa YecToTaTa Ha AMAPNYHITE U3XOXKAAHUA, KaTo Waamn GyHKLMATa
Ha yepBara.

[vapuaTa, Ib/Kalla ce Ha pasnuyHu NMPUYNHU, € CbCTOSIHUE, KOETO Ce XapaKTepu3inpa C MOBULLEHA CEKPEeLs
1/vnu HamaneHa abcopbLysa Ha TEUHOCTI 1 MOBMULLEH YPEBEH MOTUANTET. BcuKo ToBa MOXe a 6b/ie CBbp3aHO
CbC CbCTOSHME Ha pa3fpasHeHne 1 Bb3NaseHre Ha YpeBHaTa nuraBrua. OcBeH anckomdopTa n 6osnkata,
[MapyATa e CBbp3aHa C pUCK OT 06e3BofHABAHE, 3aryba Ha BUTAaMUHN 1 MHEPanu 1 AncbanaHc Ha YpeBHaTa
6akTepuanHa dnopa.

HAYUH HA BENCTBUE
Lenodiar Pediatric coabpa Actitan-F — pactuteneH komnnekc, KOMTO € Mo Ha HayyHoM3CeoBaTesnckaTta
neliHocT Ha Aboca. Ypes cBoeTo r3nonornyHo feicTBme NpoayKTbT HOpManu3upa KOHCUCTEHLMATA Ha
n3npaXHeHMATa, HamansABa YecToTaTa Ha AMapuYHUTe U3X0XKAAHMA U Bb3NaneHneTo Ha YpeBHaTa
nuUraBumLa B pe3ynTaT oT CIefHUTE MeXaHN3MI Ha fieicTBIE:

Crarauwio geincrBue — Bsammopeiictea HecneundrnuHo
C NPOTeMHNTE B MyKyCa 1 B YpeBHaTa MraBuLa, Kato
NoBULLIABA KOHCUCTEHLMATA Ha U3NpPaXKHEHNATA
1 dopmmpa MyKkoaaxe3vBeH Gpunm, KONTo noanomara:

Crarawo
« 3aljmMTaTa Ha iuraBuLaTa OT ApasHeLLm BeLecTBa, peiicTBue
MeAnaTopu Ha Bb3nasneHneTo 1 MUKPOOPraHU3my; AHTUOKCUTAHTHO
* Bb3(TaHOBABAHETO Ha LieN0CTTa Ha AnraBuLaTa, peiicTene

KOTaTo e HapyLueHa.
AHTNOKCMAAHTHO AeicTBUe — Bb3npenstcTsa
NeliCTBMETO Ha CBOOOAHITE pajyiKany, KaTo 3aliuTaBa
NINraBuLaTa OT OKCUAATUBHI YBPEXAAHUA.

BnaropapeHve Ha cuHepruaTa Ha Te3u feiicTeus, Lenodiar Pediatric 6naronpuatctea Bb3cTaHOBABaHETO Ha
ypeBHaTa QYHKUMA 1 BrocneAcTBMe 6anaHcmpaHeTo Ha 6akTepnanHata pnopa (Mrkpo6uota). Monsata e
HabnioflaBaHa B pamMKUTe Ha HAKOJIKO Yaca cfief] ynotpebaTa My, a B TOBEYETO Cllyyau — B paMKuTe Ha 12 vaca.

MOKA3AHUA
Lenodiar Pediatric e meguunHcKo n3aenve, nokasaHo 3a ieueHune Ha 0CcTpa AuapusA C pasnnyeH Npousxoga,
KaKTO 1 3a NeyeHre Ha 060CTPAHUA NPY XPOHNYHA AuapuaA (BUPYCcHa UHEKLUA, TPUMHI CbCTOAHUS,
XapaKTepum3vpaLyy ce ¢ Auapuis, GyHKLMOHaNHA Anapus, AMapys, AbKalla ce Ha MPUeM Ha IeKapCTBa, Anapus
npw MbTyBaLLy).
MpoayKTHT e NoaxoAALY 3a ielia oT 6 mecewia A0 12 roguHN.

Lenodiar Pediatric

EOUKACHOCT U BE3OMACHOCT
[leiHocTnTe MO HabnAeHe Cnef NycKaHe Ha nasapa®, NpoBeAeHU B ronam MalLab (352 feLia) v HaCoUeHN KbM
oLeHKa Ha onuTa oT ynotpe6ata Ha Lenodiar Pediatric, noka3ssar, ye: 98% ot xopaTa, KOUTO ca 13Mon3Bau
npoayKTa, ca A0BONHY OT epmKacHocTTa Ha Lenodiar Pediatric. B peiictButenHocT e HabnofaBaHa nonsa
B PaMKMTe Ha HAKOJIKO Yaca cjief} ynotpebata my, a B NOBEYeTO C/ly4aun — B paMKuTe Ha 12 vaca.
OceH ToBa Lenodiar Pediatric ce cuvTa 3a 6e3onaceH 1 NOHOCKM OT BCUYKU MOTPeOUTENU 1, Hakpas, 97%
OT XOpaTa Ca YCTaHOBWAW LANOCTHO MOA06peHne Ha KaYecTBOTO CU Ha KUBOT.
Te3n faHHM ca NOTBbPAEHM 1 OT OLIeHKUTE, CbbpaHm oT noseye ot 800 niekapw 1 papmaLieBT.
*[laHHU, cebpaHu 8 Ccoomeemcmaue c U3UcK8aHUAMa Ha Peznamerm 2017/745 npe3 nepuoda cenmemepu 2021
2.—okmomepu 2022 2. upe3 8anuoupara nnamegopma Real World Evidence. iHghopmayus 3a nnamepopmama e:
Cioeta R. et al. Front. Drug. Saf. Regul. 2022.

HAYMH HA MPUNTOXKEHUE
MpenopbuBa ce aa ce nprema no 1 cawe ot 1 40 4 MbTW HA AeH B 3aBUCUMOCT OT MHTEH3UBHOCTTA Ha
HepasnonoxeHueTo. MpaBunHaTa 403a € MUHManHaTa, JOCTaTbyHa 3a NoflyyaBaHe Ha 0GOPMEHU N3NPaXKHEHUS,
1 CniefoBaTeniHo TpA6Ba Aa 6bae cbobpaseHa C UHAMBMAYANHOTO CbCTosAHME. Pa3TBOpETe ChbpKaHMETO Ha
calleTo B efjHa CyneHa nbxuua Boaa (npubnusutenHo 10 ml).
lMpenopbyBa ce feTeTo fa NPMeMa JOCTaTbYHO KOSIMYECTBO TEUHOCTU 1 CONW, 3a Aa Ce n3berHe puckbsT ot
06e3BoIHABaHE.

CbCTAB

Oopmynarta Ha Lenodiar Pediatric e 100% HaTypanHa un 6uopasrpaguma, Cbabpxa pactuteneH Komnnekc
Actitan-F. He cbabpa CUHTETUYHM, NOAYCUHTETUYHU U TEHETUYHO MOAUGULIMPAHN BELLECTB], a CbLLO 1 NP
npoLecuTe, Upes KOWTO e MOoyYeH, He ce N3MOoN3BaT Pa3TBOPUTENN WA APYTY CUHTETUYHU XUMUYHI BELLLeCTBa.
EnHo calwe ot 2 g cobabpia: pactuteneH komnnekc Actitan-F 92 mg, Ha ocHoBaTa Ha TaHUHM (€KCTPaKLMOHHN
dpakuum ot Kamwumk n 6yTypak — 57 mg) n pnaBoHOMAM (eKCTpakLMOHHa GppakumaA oT naika 35 mg); cok ot
OOPOBYHKA, KbMIHA 1 YepeH 6b3; TPbCTUKOBA 3axap; HaTypasieH apoMart 1 HaTypasieH apomat OT SIMMOH; eTepUYHO
Macsio OT IMMOH; ryma apabuka.
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HayuHouscnepoBaTtenckuar otaen Ha Aboca paspa6oTu USKNIOUUTENEH TEXHONOTYEH NpoLec Ha
eKkcTpakuyua, HapeueH LPME (Liquid-Phase Microextraction), KoiiTo no3BonsBa nony4yaBaHeTo Ha
KOHLIEHTPUPAHV 1 BanuANPaHN CI0XKHU eKCTPaKLMOHHU GppaKLmu, U3X0XKAaIKM OT eCTeCTBEHU BeLLecTBa.

Lenodiar Pediatric ce koHTponupa no cnegHute Tpy napameTbpa, bnarogapeHue Ha kouto Aboca rapaHTupa
KauyecTBOTO Ha HaTypPaNHUTE NPOAYKTM B TAXHATA KOMIMIEKCHOCT.
1. Meta6onomeH otnevarbk 4upes NIRS (near-infrared spectroscopy) TexHonorus,
nomsspx0asauwy 8aUOUPAHEMO Ha NPOU3600CMBeHUS NPOUeC Ha HAMYpPAnHUsA NPodyKM
2. Tect 3a agxe3us,
nomswspxdasaw 6apuepHomo u 3awumHo deticmaue 8spXy YpesHUMe Kiemku
3. TutpupaH go TaHuHM = 0,3%

MPEAYNPEXAEHMA U NPEANA3HN MEPKU
[la He ce 3non3Ba NPY CBPbLXUYBCTBUATENHOCT VAV MHAVBUAYANHA anepriia KbM efjHa 1N noBeye CbCTaBK1. AKO
CMMNTOMUTE NPOAbIIKABAT NOBEYE OT 7 [iHY, NOTbPCETe KOHCYNTALMA C IeKap.

HEXXENAHU PEAKLIUUA
Lenodiar Pediatric 061kHOBeHO e fobpe NnoHoCUM. Bbrpeky ToBa, ako 3abenexuTe nosiBa Ha HexenaH edeKT,
CBbp3aH C NPOAYKTa N Herosarta ynoTpe6a, nHdopmmpariTe nekaps u/unu papmaLieBTa cv, KakTo v Npor3BoanuTens
Aboca upes flaHHUMTE 32 KOHTaKT, OCOYEHN B Ta3n MHGOPMALMOHHA IMCTOBKA. B ciyuaii Ha cepro3eH NHLUMAEHT
yBe[OMeTe 1 KOMMETEHTHIISt OpraH Bbe Balwuata cTpaHa.

NPEAO3UPAHE
B obuwata nonynauws, cnopes HannuHUTe JaHHWU, HE Ca W3BECTHY 1 He Ce OYaKBaT ABMEHUA, Ab/KalLM Ce Ha
npepo3upaHe.
B3AUMOZENCTBUE C APYI MEAULIMHCKW U3OENWA, NEKAPCTBA U XPAHU
Crnopea HanMYHKTe JaHHU He Ce 04YaKBaT B3aumogaencTasa Ha Lenodiar Pediatric c npyrv meanuuHcku npenus,
NeKapcTBa UM XpaHu.

CbXPAHEHWUE N CPOK HA rOQHOCT
[la ce cbxpaHABa Npy CTailHa TeMnepaTypa, fianey OT U3TOYHMLIM Ha TOM/IVHA 1 Ha 3aLLMTEHO OT CBET/INHA MACTO. [la
Ce IbPXKI Ha MeCTa, HeloCTbMHY 3a Aeua. CPOKBLT Ha FOAHOCT Ce OTHACA 3@ HEOTBOPEHa ONaKOBKa NPy NPaBuIHO
CbxpaHeHue. [penopbunTeNiHo e a 3anasuTe KyTuaTa.

PE3IOME OTHOCHO BE3OMACHOCTTA U KIIMHWUYHOTO JAENCTBUE (SSCP)
Pe3tomeTo 0THOCHO 6€30MacHOCTTa M KNMHUYHOTO IeACTBME Ha 13[eNneTo e A0CTbNHO B 6a3ata AaHH Eudamed
Ha agpec https://ec.europa.eu/tools/eudamed, kato ce norbpcyn cnegruAaT Basic UDI-DI kop: 8032472LENOby232.
To e fOCTBMNHO 1 Ha yebcaiiTa Ha Npou3BOAUTENS.

ONMAKOBKA 3A NMPOAAMKBA
12 eaHOA0308BM CaLleTano 2 g

OATA HA NOCNEAHATA PEQAKLINA: 09/2024
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3A 30PABETO AHECU YTPE
Moseye o1 40 roanHu Hre oT Aboca TbpcuM B NpUPOAaTa OTFOBOPUTE 3a HOBELLKOTO 34PaBe, KaTo ro NPaBuM
C rpuyKa 3a opraH13ma 1 OKosHaTa cpeja.

HAYYHUTE U3CNEABAHUA HA ABOCA
lpu3HaBame TepaneBTUYHMA NOTEHL AN Ha CIIOXKHIUTE eCTECTBEHU BELLECTBA 1 i MPeHacsMe OT CBeTa Ha
TpaauumMnTe B CBETA Ha MHOBALMUTE criopef KputepumuTe Ha MeguuyHaTa, OCHOBaHa Ha JjoKasaTencTea
(Evidence Based Medicine) n CuctemHata MeguumHa (Systems Medicine).

100% HATYPAJIEH: OT OTIJIEXKAAHETO 10 KPAVHUA NPOAYKT
Mpovn3eexaame HalwmTe NPOAYKTM GrarogapeHne Ha BEPTUKaM3MpaHa CUcTeMa, KOsiTo 3amoysa ot
610MOrMUHOTO OTIIEXAaHe, MUHABa NPe3 HayuHUTE N3CefBaHnA 1 CTUra 4o NPOK3BOLACTBOTO, KaTo
npes Lenus NpoLec 13KioyBame ynotpe6ara Ha XMMIUYHO CUHTE3MPAHM BELLECTBA U TaKMBa, KOUTO He Ca
6ropasrpagumu.

YCTOYMBO 3[PABE
30paBeTo e He CaMo UHAMBMAYaHO 611aro, To e 1 06Lwo 651aro. 3aToBa He MOXe [1a CbLUECTBYBA UCTUHCKO
37paBe 6e3 ycToiunsocT. Hue cme Benefit Corporation v ¢ iefiHOCTTa ci 0QMLMAIHO Ce aHraxupame Aa
paboTiMm B Non13a Ha O6LLECTBOTO 1 OKOJIHATA Cpefa.

3a fa ce 3ano3HaeTe ¢ BCUYKM HALLK NpoayKTn, nocetete ye6ca|7|Ta www.aboca.com

OMAKOBKA MATEPUANU
3a u3xBbpnAHe npoBepere pasnopeabute
BbB B iOH Ha

P

P

Kytua PAP 21> Xaptua
Jlncroska PAP 22 > Xaptua
Cawe C/ALU 84 > MpeanmHoO anymmnHuii

MEOWULUWHCKO U3OENUE Knac 11 c € 0477

wl Aboca S.p.A. Societa Agricola Localita Aboca, 20
52037 Sansepolcro (AR) - Italia - www.aboca.com

KomnaHusTa nputexasa ceptudnLmpaHi CcTeMM 3a yripaBieHue Ha KauecTBoTo
ISO 9001 1 1SO 13485 v 3a ynpaBneHwe Ha okonHata cpepa 1SO 14001.
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