KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA




JCMUIKE

1. HWME HA JIEKAPCTBEHHUS NMPOAYKT | Kbm Pe2. e ..... '/J’Z ’20"? 3 j -

TpakTtyc 600 mg npax 3a nepopalieH pa3TBop B cailie | o o 9 < N7
Traktus 600 mg powder for oral solution in sachet 2 "'9 . 5 _ 1 : | 07 2025

2. KAYECTBEH U KOJITMUECTBEH CbhCTAB
Besiko cawe cbpabpxka 600 mg auetunuucreut (acetylcysteine)

[TOMOIIIHH BELIECTBA C U3BECTHO ACHCTBHE:
Besko came cbvabpxka 10 mg acnapram u 2071,80 mg copburon.

3a MBJTHASA CITUCHK HA MOMOIIHUTE BelecTBa, BHKTE Touka 0. 1.

3. JIEKAPCTBEHA ®OPMA

[pax 3a nepopasien pa3TBop B cauie. OpaHkeB npax.

4. KJUHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHUA

CekpeTosMTHYHA Teparnus MpH OCTPH XPOHHUYHHU OPOHXOITY IMOHAJIHY 3a00/IABaHNA, IPHIPYKEHH OT
HapyleHo oOpa3zyBaHe U TPAHCIIOPTHPAHE HA MYKYC TIPU Bb3pacTHU U FOHOIIH Hall 14 roauHu.

4.2 Jlo3npoBKa H HAYHH HA NMPHJIOKEHHE

Ho3npoBka
[IpenopbuBa ce cneaHaTa 103MpoBKa Ha TpakTyc

CaMo 32 BB3pacTHU MU FOHOLIM Ha 14 roguHu
| caie BeaqHbX JHeBHO (ekBMBaJIeHTHO HA 600 mg alleTUILIMCTENH IHEBHO)

TpakTyc He e noaxoasul 3a ynorpeba npu aeua v woHowu noA 14 roanau. Hanwuuu ca npyru
MOAXOASALIHN JIeKapCTBEHH (POPMH.

HauuH Ha npunoxeHue

Ilepopanno npunoxenue. TpakTyc MoXe 1a ce mpuema ¢ Win 6e3 xpaHa.

Pa3zTBopeTre ChbAbp)KaHUETO Ha €HO caule B 1MosIoBUH yaca Boaa (100 ml) u pazObpkaiiTe craparesHo.
IlpuemeTe ro Beanara ciel pasteapsHe. Besika HeM3non3BaHa 4yacT OT pa3TBOPEHOTO calne TpsaOBa 1a
ce U3XBBPJIH.

[laiMeHTH B cTapuecka Bb3pacT ¥ HEMOLIHM MALHEHTH
3a npeAnovuTaHe e NauueHTUTE ¢ HaMalleH KauuinyeH peduiekc (nalueHTH B cTapyecka Bb3pacT U
HEMOLLHH MalMeHTH) Ja MPpUEMAT NepopasIHUA Npax CYyTPHH.

[ IpoABIKUTETHOCT HA YIIOTpeba
TpakTyc He TpsOBa na ce npuema noseue oT 4-5 nHU 6€3 KOHCYTALMA C JieKap.
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4.3 TIlporHBONOKA3IAHHA

Ynorpefarta Ha TpakTyc e npoTHBONOKa3aHa B CNly4aH Ha!
® CBPBXYYBCTBHTEJIHOCT KbM AKTHBHOTO BELUECTBO MJIH HIKO€ OT IIOMOIIHHTE BEIIecTBa,
W30poeHM B Touka 6.1;
® [MIpH TEXKO 000CTpeHa acTma;
¢ XpOHHYHA A3BA Ha NBAHANSCETONPBCTHHKA U CTOMAXA,
® [eua Ha BB3pacT Mo 2 rOAUHMN.

4.4 ChneiHanHH NpeAYNpeXkIeARS H NpeIRAa3HA MEPKH NPH ynoTpeda

MHoro paaxo e cho0MaBaHo 3a TEXKKH KOXHM peaKLMH, KaTo CHHIpoM Ha Steven-Johnson u cnHapom
Ha Lyell, npn kouTo HMa BpeMeBa Bpb3Ka ¢ ynoTpebaTa Ha alUeTUILHCTEHH. B nose4dero cny4yan Moke
1a ce MACHTHOUIMPA HAl-MAITKO OLIE €AWH JIEKAPCTBEH MPOOYKT, KOHTO € MOo-BEPOATHO Aa € TPHINHA
32 MYKOKYTAHHMA CHHIOpOM. Axo OBJaT YCTAHOBEHH HOBOBBLIHWKHANM IIPOMEHH 110 KOXKaTa WIH
nuraBuUMTe, TpAOBa He3abaBHO f1a ce MOTbPCH KOHCYNTAlMA C JieKap, a NPpHeMbT Ha aUETHJILHCTEHH
Aa Ce NMpPeyCcTaHOBH (BX. CbUIO TOuKA 4.8).

[lpu naumentH ¢ OpoHXHAnTHA acTMa MOXE Ja Bb3HHWkHe OponxocraieM. [Ipu BB3IHMKBaHe Ha
OpOHXOCTa3BM, MPHEeMa Ha TEKapCTBECHUA NTPOaYKT Tpadna na 6bae nmpexpareH He3aDaBHO.

[IpenoppuBa ce NMOBHILIEHO BHAMAaHHWe NPH MALHEHTH ¢ aHAMHE3a 3a MENTHYHA A3Ba, 0CO0EHO KOraTo
ce HW3NOJA3Ba €IHOBPEMEHHO C APYrH JEKApCTBEHHW MPOOYKTH, 3a KOWTO € M3BECTHO, 49e APa3HAT
NTWTaBHLIATA Ha CTOMAIDHO-YPEBHUA TPAKT.

[IpenopbuBa ce MOBHILIEHO BHUMAHHUE NP MALMEHTH ¢ XHCTAMMHOBA HemoHocHMMOCT. IIpH Takusa
MmanueHTH TpAOBa fa ce M3I0ATBA MO-MPOTBIDKWTENIHA TEpanud, Thil KaTo aleTUNLHCTENH MOBIHABA
XHCTAMHHOBHSA MeTaboJIMIBEM M MOXKE [a MpeaH3BUKa CHMITOMHA HAa HENOHOCHMOCT (Harp.
riaBoOonue, Ba30MOTOPEH PUHUT, CHPOEK).

Yrorpebara Ha aleTHANUCTENH, 0coDEHO B HAYANOTO HA JIEYEHWETO, MOXKE [1a BTEYHH M [a YBEIHUTH
obema Ha OpoHXHanHa cexkpelMs. AKO MAalHEHTHT HEMOXE Ja OTXpadd AOCTaThYHO, TpAOBa da ce
MpeanpHeMaT NOAXOAAIIM MepkH (Hanp. MoCTypasieH ApeHax 1 aclupaLud).

[legHaTpydHa NMOMyIaLnA
MyxomaTHUNTE MOTAT Ja NPeIN3BUKAT HENPOXOAWMOCT Ha AHXATEJHHTE ThTHINA ITPH Aera Ioj 2-

rooHliHA BB3pacT nopaan $U3NOJIOTMYHUTE XAPaKTEPUCTHKH Ha AWXATeJIHWTE MBTHIIA NPH Ta3H
Bb3PacTOBA IPyna U orpaHHyeHa cnocoOHOCT 3a oTxpauBane. [lopanyu ToBa, MyKOJIMTHLIHTE He TpaOBa
O3 Ce W3IMOJI3BAT TIpH Aela Ha BB3pacT nol 2 TOOWHH.

To34 IeKapCcTBEH NPOAYKT ChAbPKA acnapTaM M copbuTon

Tosa nexapcrBo cwbabpxka |0 mg acnapram BBB BCRKO callie. ACNapraMbT € H3TOYHHK Ha
peHnnanaiiH. Moxe Aa By HaBpeau axo uMare (PEeHWIKETOHYDHsA, pAIKO TeHETH4HO 3abonsBaHe,
MPH KOETO C€ HATPYNBa (peHUNanawki, Thi KaTO OPraHu3MbT HE MOXKE 112 o OTAENA NMPaBHITHO.

ToBa nekapcteo cwhabpxka 2071,80 mg copbuton BLB BCciko cawe. Tpabsa ma ce vma npeAsHn
AIWTHBHUAT MY €(DeKT KbM €AHOBPEMCHHO IPHEMAHH JICKAPCTBEHH NMPOIYKTH, CBABPKAUIH COPOUTON
(w1 GpyKTO3a) KAaKTO H MpHeMa Ha copouTon (wmm $ppykTo3za) karo 4acT oT AueTaTa. CrABP»XKaHHETO
Ha COpPOMTON B JNEKAPCTBEHHTE NPOAYKTH 3a MEPOPANIHO MPWICKEHHE MOXKE A2 MOBIHAE BbpXY
OMOHANHMYHOCTTAa Ha ApPYTrM MEpopaHH NEKapCTBEHH TIPOAYKTH, NPHEMaHH €JHOBPEMECHHO.
ITaumMeHTHTE C penKH HacneacTBeHH 3a0onABaHHUA Ha HemoHOCHMOCT KbM ¢pykToza (HFI), we Tpabsa
A2 TIpUEeMat TO3M NEKapCcTBEH MPOIYKT.

4.5. B3armoaelicTBHe ¢ APYIA JeKAPCTBEHR NPOAYKTH H APYrH GOPMH HA BIAHMOJENC

IlpoyuBanud 3a s3anMoneHCTBHE Ca MPOBEXKAAHH CaMO TNPH Bh3pacTHH.



Kombunayust ¢ anmumycueu

JlexapcTBeHH NPOAYKTH, KOMTO NOATHCKAT KAUWIHYHHUA pednekc He TpadBa Na ce nNpunarat 3ae¢HO ¢
ALETIILHUCTENH.

KombOunupanaTa ynoTpefa Ha aueTHILUWCTERH C aHTHTYCHBH MOXKE A MPHIHHH OTacHa CeKpeTOpHa
KOHTECTHA TIOpaIy HaMalleHHA KallnHyeH pedrnekc, Taka q9e € HeoOxoauMa ocoOeRo BHHMATETHA
[IWar{o3a 3a ToBa KOMOMHHpPAHO JICUCHHE.

Anmubuomuyu

CrobmeHnsaTa gocera 3a HHaKTHBAIHA Ha aHTHOMOTHUM (TETPALMKIHH (C H3KTIOYEHHE Ha
ROKCHUHKITHH), 1ledanocnopiy, aMMHOIITHKO3UAN, NEHAIIWIMHA) OT CTPAHA Ha ALETUIILIMCTENH Ce
OTHACAT W3KITFOYHTEITHO JI0 MTPOYYBAHUA i viiro, MPH KOWTO ChOTBETHHTE CYOCTAHIIMM c2 CMECBAHH
npsko. Hezarucnmo oT ToBa, crobpakenus 3a 6€30MacHOCT, MEpOpaTHNTE aHTHOMOTHIH TpAOBA fa ce
NpHnarart OTAETHO W B HHTEpBA OT HaA-Malko 2 Jaca. ToBa He ce o0THacd 3a HeQHKCHM H
nopakapded.

Axmugen gbziet 6v8 BUCOKU 003U
YnoTpebaTa Ha aKTHBEH BbITIEH MOXeE Ia HaMallN e(eKTa Ha aleTHILHCTEHH.

Ayemunryucmeurn/Humpoznuyepun

EnHOBpeMeHHOTO MPHHOXEHHE C ALETHTIHCTEWH MOXKE [1a JoBeie 10 YCHIBAHE Ha
Ba30HJIATATOPHHTE K AKTHUTPOMOOUUTHATE eieKTH Ha IIHLICPUIOB TPUHUTPAT (HUTPOTTHIIEPHH).
AKoO € HeoOX0AUMO neueHHe ¢ HUTPOrNMUHLEPHH U aLeTWILMCTEHH, NALUEHTHT TpAOBa na Onle
HaOmoaaBaH 3a NOTEHIIMANHA XHITOTOHHA, KOATO MOKE J1a Oble cepuo3Ha M Na Obae MaHHGecTHpaHa
qpe3 rnasodosne.

IIpomenu e onpedensanemo na nabopamopuu napamempu
- ALETWILUHCTEHH MOXe Oa MOBJIHAC Ha KONOPUMETPHYHUS aHANIU3 HA CAJTULIMIATHTE.
- Hpw H3crieIBaHUA Ha YPHHa aUCTHIITHMCTEHH MOXKE [1a TTOBJTUSE Pe3y ITATHTE 3a ONpeae/ITHe Ha
KETO Tena.

PﬂflTBEpHHETD Ha aUSeTWIUHCTCHH CEOAbPAKALLK ITPOAYKTH 3a€/1HO € APYIH JICKApCTBa HE CC
MpEnopbYBd.

4.6. MepTRIANTET, DpeMEeHHOCT H KEpPMEHE

bpeMeHHOCT

HsMa DoCTaThYWHO KJTHHHAYHH JaHHH 32 SKCITOHUpaHN OpeMeHHN XKeHH Ha alle TILIHCTEHH.
EkcriepuMeHTaNHE NpOyYBaHHA NPH KUBOTHH HE ca NOKa3ajlu JaHHH 33 NPAKO WIH HENpPAKO BPEHO
Bh3JEeMCTBHE BEPXY OpeMeHHOCTTa, eMOPHOHAITHOTO/(PETANTHOTO PazBUTHE, PAXKIAHETO HIN
MOCNEPOOOBOTO pa3sBHATHE (BXK. CBINO TOUKA 5.3). AUETWINHMCTEHH TPEMHHABA Npe3 MIIALECHTATA.
HanvgauTte NaHHA He NpeAnoNaraT puCK 3a Iuioaa. ALUeTWILHACTEWH TpAOBa Ja ce mpuiara rno BpemMe
Ha OPeMeHHOCT CaMO Clle BHUMATETHA OLECHKA HA CbOTHOLUGHHETO NON3a-PUCK.

KnpMeHe
Hsama wH$popMaLig 0THOCHO eKCKPELMATA Ha aUeTHIUMCTENH B KbpMaTa. ALETHILHCTEHH TpAOBa Aa

C€ M3MON3B2a B NCPHOAa HA KbPMEHS CaMO CIIi€l BHUMATC/THA OLEHKA Ha ChOTHOLOCHHETO non3a/ PHCK.

DepTHIHTET
He ca 3abenasaun edektv BEpXy $epTHIHTETA TIPH NPOYIBAHUS TIPH KHBOTHH (BXK. Touka 5.3).

4.7. EdexkTH BLpXYy cnocoOHOCTTa 32 MogHpane H pafoTa ¢ MaIAHHA

He ca w3BecTHH edekTH BEPXY crocobHocTTa 3a modHpaHe @ paboTa ¢ MalWHM OT CTpaHa Ha
ALUECTHWILHCTERH.




4.8. Hexenann JeKapCcTBEHH peakunan

OueHxaTa Ha HeXXeJJaHHTe peakluy ce 0a3zupa Ha cieaHaTa KIacHQUKalus Ha YecToTa UM:

Mmuoro gectu (>>1/10)

Hectu (=1/100 oo <1/10)
Heuectn (>1/1000 no <1/100)
Penxwu (>=1/10 000 go <1/1000)
Mmnoro peaxu (<1/10 000)

C HeusBecTHA YyecToTa (OT HAJIMYHHUTE JaHHHM HE MOXeE 1a ObAe HalpaBeHa OLICHKA)

Cacremo- HewecTn Peaxn Mnoro peaxn C Hen3BecTHA

 OpraHeH KJac _ qecToTa

Hapywenna Ha | Peakuun Ha AnadHnakTHueH

WMYHHATa CBPBXYYBCTB LIOK,

CHCTEMA HTEeTHOCT* aHaQHNAKTHYHI/ aHA
(GHIAKTOUIHH
peakLHH

Hapymenus na | 'nasobosme

HepBHaTa

CHCTEMA

Hapyumenna na | TuHHTYC

YXOTO H

nabupHHTa

Copaeunu Taxukapnus

HapyLOCHHUA

Cnaoeu XHUTOTOHUSA KphBoH3nmue

HapYIICHUA

PecnimpatopHH, Iucrnines,

TPBJIHH U BpoHXOoCNa3 LM

MEIMACTHHAJIH

W HApYIIEeHUS

CromalnHo- [Tospbuiane, | Hucnencus

YpEeBHH ARapws,

HapyLICHUA CTOMATHT,

bonka B
KopeMa,
rajieHe

Hapyienus Ha CHHIpOM Ha

KoKaTa H CtHBBHC-/IXKOHCHH H

MOAKOXKHATA TOKCHYHa

TEKaH** enuaepMaliHa
HEKPOJIH3a

O6mm Tpecka OToK Ha NTHUETO

HapYLICHUA H

edeKTH Ha

MACTOTO Ha

NIPUAIOXEHHE

*PeaknpiTe HAa CBPBXYYBCTBHTETHOCT BKJIFOUBAT aHTHOEAEM, NPYNIHT (ChpOex), yp'rmcap

{(ex3aHTEM).
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**Cp00IIEHN ca MHOTO peKH CITy4aH Ha MosBa Ha TEXKH KOXKHH peakUHy KaTo CHHIPOM Ha Stevens-

Johnson u TokcHuHa ennaepManHa HeKponu3a (cuHapom Ha Lyell) cpxBnanamm no speme ¢
MPHWIOKEHHETO Ha AlETHILUKCTENH. B NoBeyeTo OT Te3n ciyyan e HaeHTHHUMpaH Half-Manko oLle
eIMH MOJ03WPaH JIEKAPCTBEH NMPOAYKT, YYACTBAIL B OTKITIOYBAHETO Ha MOCOYEHHUTE MO-rope
MYKOKYTaHHH CHHIOpOoM# (BXK. Touka 4.4),

B cry4yaii Ha NOBTApALUM CE€ HapYILUEHH Ha KOXKATa W JIuraBuupTe TpAaOBa BeaHara aa ce MoThpeH
MEIHLHHCKA NOMOLI H 3 ce cnpe ynoTpebarta Ha aueTWILHCTEHH He3abaBHO.

B monsiHeHNE, MHOFO PAAKO € ChOOIIAaBaHO 3a KPEBOHAIM3BH BLB BPb3Ka € NIPHNOKEHHETO Ha
AllEeTHIILINCTERH, OTHACTH B pAMKHTE Ha peakiiii Ha CBPLXYYBCTBATENHOCT. [1py paznuvHn
MpOYYBaHHA € YCTaHOBEHO MOHWKaBaHe Ha TpOMOOLINTHATA arperauys B MpHCHCTBHE HA
anleTHNLHCTENH. Jlocera He € N3ACHEHO KITHHWNHOTO 3HA4YCHUE,

CrobiaBaHe Ha TOA03UPAHN HEXENaHW DEAKIINH

Cro0iasaHeTo Ha NOJO3IHPAHH HEXXENaH! PeaKlHH Cliell paspeluakaHe 3a ynoTpeda Ha nekapcTBeHUA
APOAYKT € BaykHO. TOBa MO3BONABA Ja MPOXbDKH HAOMOJEHHETO Ha CHOTHOLIEHHETO TION3a/PHUCK 32
NeKapCTBEHHA MPOXYKT. OT MEOHLIMHCKUTE CIIEIMAIINCTH CE M3MCKBA [a choO1IaBaT BCAka
MOJI03HPaHa HeXKeJlaHa peaKLMsA 4pe3:

A3meNHATEIHA areHIHA no Jekapereata (UAJD):
yi. , JlamsH [ pyes® Ne 8

rp. Cogns 1303,

ten. +359 2 8903417

en. nowa: bda@bda.bg

yebcaiT: www.bda.bg

4.9. Ilpexoznpane

Jlocera He ca cro0IaBaHM CTyYan H& TOKCUYHO MPELO3HPAHE NIPH NEPOPANIHHTE NNEKapCTBEHH GOPMH
Ha aueTunuuctTenH. Jlobposonuu ca Tpetupasu ¢ go3a 11,6 g aueTHnHUCTEHH/ AHEBHO B NPORALIIKEHHE
Ha 1oBede oT 3 Meceia, Oe3 Na ca HabmooaBaHW HAKAKBH TeXKKH HeXeNaHu peakumu. Ilepopanum
1034 10 500 mg aueTHWIIUCTENH/Kg TENECHO TErno ca MOHEeCeHH 6€3 CUMITTOMH Ha HHTOKCHKALIHA.
HMMa 1aHHM 3a UHTPABEHO3HO MPUJIOMKEHWE HA aHETHITUHCTEHH NMPU XOpa B MAKCHMAITHY IHEBHH NO3H
1o 30 g npy neyeHHe HA HHTOKCHKALIMA C MapaueTaMon.

CHUMIITOMH H2 MHTOKCUKALHA
- IlpenozvpaHero MOXKe na AoBeNe N0 racTpo-UHTECTHHAIIHA CHMNTOMY, KaTO rajieHe,
NOBpPBIIAHE W AMapUS.
- Ilpn xEpMaueTaTa CHLUIECTBYBA PUCK OT XHIIEPCEKpELMA.

TEEHHEBTH‘{HH MCDKH B CJ!!‘IHﬁ Ha NMpefjO3vpaHe

- AKO € HeoOXoauMo, criopen CWMITTOMHTE.
5. ®APMAKOJIOTrHYHY CBONUCTBA
5.1. QapMakoaHHAMHYHA CBOHCTBEA

(PapMakoTepaneRTHYHA rpyna: JlekapcTsa 3a JIeHeHHE HA KALIUTHLA U NPOCTYIHH 3200/1sSBaHuA.
MyKONHTHUM.

ATC xon: RO5SCBO1

ALETHNLNCTEHH € NPOR3BOAHO HA aMUHOKHCEJIMHATa LMCcTenH. EQukacHocTTa Ha auer
CEKPETONTNTHYHA H MyKOpery/Mpaina B o6;1acTra Ha AMxaTeslHuTe mbTHima. Caura ce, @
Pa3KBCBA AUCYHPUIHATE MOCTOBE MEXITY MYKOTIOTH3aXaPHIHUTE BEPUTH U YIIPAXKHS



nenonmmepusupairn egekt pupxy JAHK-sepurute (B rHoitHus Mykyc). [locpencTsomM To3u MEXaHH3ZBEM
CE HaMa/siBA BUCKO3ZMTETA Ha MYKYCa.

ANTepHAaTHBEH MEXaHW3IBM Ha JCHCTBYE Ha alleTHILIHCTEHH C€ OCHOBaBA Ha CIOCOOHOCTTa Ha
HErOBaTa peakTHBHA CYI(PXMIPWIHA TPYNa Ia CBBP3Ba XHMHYIHH pagyKalM U 10 TO3KW Ha9HH 113 TH
NETOKCHKHpA.

OcBeH ToBa, alleTHNUHUCTEWH OONPHHACA 3a 3aCUJIEHATAa CHHTE3a HA MTYTAaTHOH, KOETO € BAXHO 3a
NETOKCHKAIMATA Ha HOKCHTE. ToBa 00ACHABA HErOBHAT AHTHAOTEH e(DEXT MpH HHTOKCUKALIWA C

napaLeTamorn.

3.2. DapMakoOKMHCTHYHE CBOHCTBA

Abcopbung
Crnen nepopaiiHO NPHUNOXKEHHE ALETIILIHCTEHH ce pe3opOnpa OBp30 M MOYTH HATTLIHO.

[lopamu u3sBeHHA eeKT HA TBPBO NMPeMHUHABaHe, OMOHAJIMYHOCTTA Ha [TEPOPATHO MPIITOXKEHHUA
aleTWILHCTEHH € MHOTO HHcka (npronuinTesido 10%). [1pn xopa, MakCHMaTHHTE TUTA3MEHH
KOHLIEHTpaLHH ca u3MepeHH cien |-3 vaca, py KOeTo MUKOBaTa TUIa3MEeHa KOHLUCHTpaLlUs Ha
MeTa00IuTa LIKCTEHH € B TOpAIbKA Ha OKOJo 2 pumol/].

Pasnpenenenue

DapMaKOKHHETHYHHN APOYYBAHWA NP HHTPABEHO3ZHO NPWIOKEHHUE HA ALCTHILMCTENH NoKa3BaT 00eM
Ha pasnpenenenne ot 0,47 kg (06mo) wim 0,59 kg (penyuupan). ALETHIUHCTEHH Ce CBBP3Ra OKONO
50% ¢ ITAa3MEHHTE TTPOTEHHH.

ANIETHIUHACTENH NPEMHUHARA Mpe3 IUALeHTaTa Ha MUTbXOBE U € OTKPHUT B MMbIIHATa BPLB. HAMa
HaNM4HA HHPOpMaUHS OTHOCHO eKCKpeLIHATa B MAaYHNHOTO MJISKO,

HaMa JaHH¥W OTHOCHO MOBEASHHETO Ha ALCTUILMCTENH CIIPIMO KpBBHO-MO3bYHATA Gapuepa npH
Xopa.

brotpanchopmams

ALETHILHCTENH ce MeTabonniupa 6Bp30 B uepHus Apod 10 hapMaKkoIOrMYHO aKTUBHUSA METaBONHT-
LWUCTEHH H A0 AHALETHIUHCTHH, UACTUH M IPYTHA CMECEHHU ANCYN(uan. ALETHIUNCTEHH H HETOBHUTE
MeTabOTITH e cpellaT B OpraH3aMa B TPH Pa3THYHA GOPMH: JaCTWIHO KaTo ¢BOOOOHA cyOCTaHIM,
JaCTHTHO KATO CBBP3aHM C MPOTEHHUTE MOCPEACTBOM ClTabH JUCYNGHUIHY MOCTOBE M YaCTHIHO KaTo
HeCBbP3aHa aMWHOKHCEITHHA.

EnuMHHHpAaHE
ALIETHALMCTENH Ce eKCKpeTHPa MNOYUTH UILANO nod ¢opMaTa Ha HEAKTHBHU MeTabonuTH

(HeopraHmiHH cyndaTH, AMALCTIWILHCTHH) Ype3 6bOpeunTe. Y CTAHOBEHHUAT Ma3MeH KIIHPBHC €
csoTBeTHO 0,11 Vh/kg (obuo) n 0,84 I/h/kg (peayumnpan), cnopell GapMakOKUHETHYHH NPOYUBAHUA C
WHTpaBEHO3HA ynoTpeba Ha aueTWINMCTEHH. ETUMHHALIMOHHHUAT MOMYXHBOT Cle] HHTPaBEHO3HO
npunoxenne e 30-40 MEUHYTH, ITPH KOETO OTIASNAHETO clieABa TpudasHa KHHeTHKa (anda, Oeta U
TEpMHHANHA rama-gdasa).

TTna3zMeHHAT MOMY»KHBOT Ha ALUETHILHACTEWH € MPpUONM3UTENHO | 9ac ¥ ce onpeaens MpeauMHO OT
Obp3aTa yepHOApoOHa O6HoTpaHcpopmauus. [Ipu HapylneHa depHOAPOOHa PYHKLMA LUTAIMEHUAT
NOJTY;KHBOT C€ YAb/XkaBa 0o 8 vaca.

3.3. [IpeakIAARYAH JARHH 32 He30NacHOCT

Ocmpa moxcuunocm
OcTpata TOKCHYHOCT NPH OIMMMTUTE € KHUBOTHH € HUCKA. 3a NICYEHHE HAa Npeno3HpaHe, B




XpOorHUYHA MOKCUNHOCT
[IpoyuBaHns npu pazIMYHHA XKHBOTHHCKH BUAOBE (TUTBX, KyU€) ¢ MPOABLDKUTENHOCT A0 | rognHa He
ca MoKa3an MATOJIOrH4HH MPOMEHH.

Kapyunozenen u mymazenen nomenyuan
He ce ouakBaT MyTareHHH e(heKTH Ha aleTHNILNCTENH. Pe3ynTatuTte oT in vifro TecT ca OTPHLIATETHH.
He ca npaBeHM nmpoyuyBaHHsA Ha TYMOPOT€HHHA NOTEHIMAN HA aUSTWILUCTENH.

Penpooyxmusua mokcuxonozus

B npoyuBaHus 3a eMOPNOTOKCHYHOCT NPH 3aMLK 1 [UTBXOBE HE ¢a YCTaHOBEHH MalldopMaLyH.
Pe3ynraTrTe OT Ipoy4BaHnA 33 (PEepTHIATETA, MEPHUHATAITHATA WK ITOCTHATAITHATA TOKCUTHOCT Ca
OTPHUATETHH.

AUETUNLUCTEHH NPEMWHABA Mpe3 IUIaLeHTaTa NPY TUThbXOBE U € OTKPUTA B AMHHOTHYHATA TEYHOCT.
Jlo 8 uaca cnen nepopanHo NpuiokKeHUe, KOHUECHTpAaLMATZ Ha MeTtabonuTa L-UMCTEHH e Mo-BHCOKA B
IUTALIEHTATa H TUI04a, OTKONKOTO B NJIa3MaTa Ha MaifKara.

6. GOAPMAIIEBTHYHH JAHHH

6.1. CnHAchbx Ha NOMOIHEATE BEIIECTBA
a-Tokodgepon pauemar (all-rac-a-tocopherol)
Uepren xenesen okcua (E172i1)

XBnT xkeneseH okeun (E172i11)

Acnapram

Auecyndiam xanuii

ApoMaT Ha NMOTOPKAII
CopbOuron (Sorbidex S16606)

6.2. HecnBMECTHMOCTH
Henponoxumo
6.3. Cpox na rognocr

Cpoxk va 200H0Cm Ha npodyxkma, onaxkosax 3a npodasxcba
2 TOOMHH

Cpox Ha zoouocm caeo paspedicoatie
[TpurotrBeHusaT pasTeop TpAOBA Oa Ce HAMO3BA BEAHAra cllel] paipekiase.

6.4. CpenHa/lHH YC/IOBHS HA ChXPAHEnAe

Hﬂ CC CBXPAaHABA B OpHIrHHATHATA OIIAKOBKA, 3a la CC MpCAIla3H OT CBCTJIHHA. I[ﬂ CC CBXPaHABa 1101
25°C.

6.5. BHA ¥ chALpPKAHHE HA ONAKOBKATA
Ilepopanmunst nipax e onakosad B PET/ Al / PET / PE camera

BHooBe ONMakoBKH:
6, 10, 30 cameTa

He Bcu4KK® BUOOBE OMAaKOBKN MOTAT da Obaar MYCHATH Ha Ia3apa.




6.6. CnenHalIHA NpeANa3HA MEepKH NPH HIXBLPJIARE

Heunsnon3BawuaAT IEKapCcTBEH NMPOAYKT HAX OTNIANBYHHTE MATEPHAIIN OT HEro TpAdBa Ja ce H3XBBPAT
B ChOTBETCTBHE C MECTHHTE MIUCKBAaHMA.

7. HNPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

HOBEJI ®APMA EOQO/I

obyn.“buarapusa“ Nel(9

Codua 1404, brarapns

8. HOMEP HA PAZPEIIEHHUETO 3A ¥YTITOTPEBA
Per. Ne: 20220239

9. NNATA HA ITBhPBO PAZPEILIABAHE

Jata Ha mupBO pa3pewarane: 16/08/2022
JlaTta Ha nocrnexHo NMOAHOBABAHE!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2025




