KPATKA XAPAKTEPUCTHKA HA MIPOAYKTA



U3NBAHUTENIHA ATEHUUS NO NEKAPCTBATA
1. HME HA JEKAPCTBEHHMS IPOAYKT Kpamxa xapaxmepucrmuxa a npogyxma  Mpusoxante T

Tpaktyc 600 mg npax 3a nepopaseH pa3TBop B caile
Traktus 600 mg powder for oral solution in sachet

2. KAYECTBEH H KOJIHYECTBEH CbhCTAB
Bcesko cale chabpka 600 mg auetunuucterH (acetylcysteine)

[IoMOLIIHH BElIeCTBA C H3BECTHO JICHCTBHE:!
Bcesko caute csabnpxa 10 mg acnapram 1 2071,80 mg copburon.

3a TBEAHUA CIIHCHK HAa NOMOIIHHWTE BElWeCTBa, BHXKTE TO4KaA 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopayien pa3TBop B cawe. OpaHxeB npax.

4. K/IHHHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3IAHUA

CexpeTonHTHUYHA TepanHs NpH OCTPH XPOHHYHH GpOHXONYIMOHANHU 3a00NABaKMA, IPHAPYKEHH OT
HapyIleHo 00pa3yBaHe H TPAHCNIOPTUPaHe HAa MYKYC NMPH BL3PAcTHH H IOHOWH HaZ 14 roavHH.

4.2 J10o3MpOBKA H HAYHH HA NIPHIOKEHHE

Ho3npoBka
[IpenopbBa ce cnefHaTa QO3UpOBKa HAa TpakTyc

CaMo 3a Bb3pacTHH H IOHOLIHK HaJ 14 roaMHH
| cale BeAHBX AHEBHO (EKBUBANCHTHO Ha 600 mg aueTUNLUCTEHH HEBHO)

TpakTyc He € moaxonasll 3a ynorpeda npyu Aeua U KOHOWHK noa 14 roaAMHU. HanuyHu ca Apyru
MOAXOAALLM NEKapCTBEHYU (POPMH.

Ha4ynH Ha NpUnoxeHue

[TepopanHo npunoxeHue. TpakTyc MOXE Aa ce npueMa ¢ UnM 6e3 xpaHa.

PaiTBOpeTe ChIBPXKAHHETO Ha €/JHO calle B NoJoBHH vaca soja (100 ml) u pasbbpkafiTe cTaparTenHo.
[IpnemMeTe ro BeHara cnejl pa3TeapaHe. Beska HeM3MoON3BaHa vacT OT pa3TBOPEHOTO calue TpadBa aa
Ce U3XBDBLPIH.

JTallMeHTH B CTapuecka Bb3pacT W HEMOLIIHH MALMEHTH
3a npeAOYUTAHE € MAHEeHTHTE ¢ HaMaleH KalauyeH pediekc (MalueHTH B CTapuecka Bb3pacT U

HEMOILHY NALKEHTH) Ja NPUEeMAaT NEPOPaTHUS Npax CyTpHH.

[IpoabIXKHTENHOCT Ha ynoTtpeda
TpaxTyc He Tpabgea na ce npHeMa noseue oT 4-5 AHH Oe3 KOHCYNTALUA C JeKap.




4,3 IIpoTHBONOKA3IAHHA

Ynorpebara na TpakTyc € NpoTHBONOKa3aHa B CJIYYaH Ha:

® CBPbLXYYBCTBMTE/IHOCT KbM AaKTHBHOTO BelECTBO HIH HAKOE OT NOMOLIHHTE BELIECTBA,
H30poeHH B To4kKa 6.1;

® [IPH TEXKO 000CTpEeHa acTMa;
¢ XpPOHWYHA 93Ba HA JBAHAECETONMPBCTHUKA M CTOMAXa,
e JleLa Ha Bb3pacT Noj 2 roquHH.

4.4 CneuHaJ HH NpegynpexAeHHS H NpeaNalHH MEPKH NMpH ynoTpeba

MHOro paako e choOlABaHO 32 TEXKH KOXKHM peakLiMH, kaTo CHHAPOM Ha Steven-Johnson u cuuapom
Ha Lyell, npy xonTo nMa BpeMeBa Bpb3ka ¢ ynorpebara Ha aueTHIUNCTEHH. B noBeueTo cnyuan Moxe
7a ce uaeHTHHuIUpa Hali-MalKo oilie eAUH IEKAPCTBEH NMPOAYKT, KOHTO € Mo-BEPOSTHO Jid € MPHYHHA
38 MYKOKYTAHHHSA CHHIAPOM. AKO OBblaT YCTAHOBEHH HOBOBBL3HWKHAIM MPOMEHH MO KOXKaTa WM
NUraBHLNHTE, TpAOBA He3a0aBHO [a c€ MOTbPCH KOHCY/ITALMA C JIeKap, a I[PHEMBT Ha aleTHILMCTEeHH
Jla ce NMpeyCTaHOBH {BX. CbiO TOUKA 4.8).

[lpn naumenTH ¢ OpoHXManHa acTMa MOXe Ja Bb3HHKHe Oponxocnazbm. [lpH Bb3HUKBaHe Ha
OpoHXOCNasbLM, NMPHEMa HA NeKapCTBEHUS MPOAYKT TpAbBa Aa 6bae npekpaTeH He3abaBHO.

npeﬂﬂ‘p'b‘lBa CE€ NOBUUICHO BHUMAHHUC IIPH NALHHEHTH ¢ aHAMHC3a 34 [ICIITHYHA A3Ba, ocobeHo KoraTo
C€ HM3NCaA3Ba €AHOBPEMEHHO C ApyrH JICKAQpCTBCHH IHNPOAYKTH, 3a KOHTO € H3IBCCTHO, HC APAa3HAT
JIHTaBHLiaTa Ha CTOMALIHO-YPCBHHA TPAKT.

[IpenoppuBa ¢€ MOBHLICHO BHUMAHHE NMPH MALMEHTU C XHMCTaMHHOBA HEMoHoCHMMOCT. Ilpn TakuBa
MauyueHTH TpadBa Ja ce U3DATBa NO-NMPOALIDKUTENIHA Tepanusd, TeH KaTo aleTHILUHCTEUH MOBIUABA
XMCTAMHUHOBUA MeTaboNMHU3BM H MOXE Ja MNpeRU3BUKa CHUMNTOMH Ha HEMOHOCHUMOCT (Hamp.
rnaBobo/ine, BA3OMOTOPEH PHHUT, Chpbex).

YnorpebaTa Ha aLeTHALMCTEUH, 0CODEHO B HAYaANOTO HA NICYEHHETO, MOXKE J1a BTCHHH U 1a YBETHYH
obeMa Ha OpoHXxHalHa cexpelus. AKO INaUMEeHTbLT HEMOXE Ja OTXpadyH AOCTaTb4HO, TpAOBa na ce
npeanprUeMar NoAXOAAIM MEPKK (Hanp. NOCTYpalleH ApeHax U acnupaums).

HEQHE:!:FHHH& [TIOITYJIallHA
MyKDHHTHuHTE Morar aa np¢an3BHKaT HENpOXOAHMOCT Ha AUXATCIHUTE MMbTHLUA TIpH ACLA NOA 2-

rOAMINHA BB3pAcT nopaav GHIHONOTHUYHHUTE XAPAKTEPHCTHKH HA JHUXATEeNHUTE MbTHLIA NPU Ta3M
Bb3PacTOBA IPyMa U OrpaHHyYeHa CNOocOOHOCT 3a oTXxpayBane. [Topaau ToBa, MyKOJIHTHLUHNTE He TpAOBa
Na ce H3NOJN3BaT NPM Aella Ha Bb3PacT Noj 2 FroANHH.

To3y TekapCTBER NPOAYKT ChAbPKA acnapTaM M copburton

ToBa nekapcTBo cpappxka 10 mg acnmapraM BBB BCAKO caule. AcCmapraMbT € H3TOYHHMK Ha
deHnnananud. Moxe na Bu HaBpeau ako umare GEHHUIKETOHYPHA, PAJIKO MEHETHUHO 3a0onsBaHe,
MpH KOETO C€ HaTpynBa eHHIaaHuH, Thil KaTO OPraHU3IMBT HE MOXE Jia I'o OTAENS NPaBHITHO.

Tosa nexkapctBo chabpxa 2071,80 mg copbuton BbB Becsako cawe. Tpabea pa ce uMa npeasun
AIMTUBHUAT MY €(EKT KbM €1HOBPEMEHHO MPHEMAHH JIEKAPCTBEHH NPOAYKTH, CbAbpKallK COpOHTON
(unw GpyKTO33) KaKTO U npHeMa Ha copburton (Hnu PpykTo3a) kaTo wacT ot auerarta. CbABPHKAHHETO
Ha COpOMTON B JIEKAPCTBEHUTE TMNPOJAYKTH 3a NEPOPATHO INPHJIOKEHHE MOXE Ja TMOBIHAE BbpXY
OHOHAIMMHOCTTA Ha JpPYrH INEpopaH¥ JIEKApCTBEHH [IPOAYKTH, [PHEMaHHW €JAHOBPEMEHHO.
[TauueHTHTE C peaKH HacNeACTBeHH 3abonNABaHUA HA HEMOHOCHUMOCT KbM ¢pykTro3a (HFI), ve Tpabea
Aa NPHEMAT TO3M JIEKApCTBEH MIPOAYKT.

4.5. B3auMojelicTBHE ¢ JPYI'H JeKAPCTBEHH NIPOAYKTH U ApYrK HOPMH HA B3aHMOAEHC

IIpoyuBaH#sa 3a B3aUMOJECHCTBHE Ca MPOBEKAAHH CAMO NPH Bb3PACTHH.



Kombunayua ¢ anmumycusu

JlexapcTBEeHH NMPOAYKTH, KOUTO MMOATHCKAT KAlLINHYHHUS pedriekc He TpsbBa Na ce npuiaraT 3a¢iHo ¢
ALEeTHIILHCTEHH.

KombuHnpaHarta ynotpefa Ha alueTHIUMCTEUH ¢ aHTHTYCHBH MOXe Jia TPHYUHHK ONacHa CeKpeTopHa
KOHTECTHA MOopajay HaMaNeHHs KalllnueH pedriekc, Taka ye € Heobxoauma ocobeHo BHUMaTENHA
AHArHo3a 3a TOBa KOMOMHUPAHO NEYEHHUE,

Anmubuomunyu

CroblLueHunsaTa aocera 3a HHaKTHBAlLHA Ha AHTHOHOTHLH (TETPALIHKIIHH (¢ U3KIIOYEHHE Ha
JOKCHLUHKIIHH), LiedanocnopiH, aMAHOTNIHKO3UAH, NEHULIUIHHHK) OT CTpaHa Ha aleTHILNCTEHH Ce
OTHACAT U3KJIFOUMTENHO 0 NPOYyYBaHHUA in Vitro, NPH KOKTO ChOTBETHUTE CyOCTAaHLMH Ca CMECBaHH
npako. He3aBHCHMO OT TORA, ChobpaxeHns 3a 6e3onacHOCT, nepopanHUTe aHTUOMOTUIM TpAOBa Na ce
pMAarat OTAENHO U B MHTEPBaJ OT Haif-Manko 2 yaca. Topa He ce OTHACA 3a LePHKCHM H

nopakapbeod.

Axmusen eveiien 6v8 BUCOKH 003U
VrnorpebaTa Ha aKTHBEH BBIUIEH MOXE fa HaMany e(heKTa Ha aleTHTILUMCTEUH.

Ayemunyucmeun/Humpoznuyepun

EnHOBPEMEHHOTO MPHNOXEHUE ¢ aUETULIUCTEHH MOXE 1A J0BEE 10 YCHIBAHE Ha
BA30AN1IATAaTOPHUTE K AHTHTPOMOOLIMTHHTE edeKTH Ha INTHUEPHIIOB TPHHHTPAT (HUTPOTTHLIEPHH).
AKO € HeoOXOOUMO NIEHEHRE ¢ HUTPOTTHUEPHH H AUSTHILUMCTENH, NauneHTLT Tpadra na 6bae

HaOJlogaBaH 3a NOTeHLHAIHA XHITOTOHUA, KOSTO MOXe 1a Obae cepruosHa ¥ aa 6bae MaHUddecTupaHa
ype3 rnapobonmue.

IIpomenu 8 onpedennHemo na rabopamopuu napaviempu
- ANETHUNIHCTEHH MOXE Na NOBIHUAE HA KONOPUMETPHYHHA aHANN3 Ha CAJIMLIUNATHTE.
- TTpn n3cneapanna Ha YpUHA aLETHILMCTEHH MOXe Ja TTOBIMAE pe3yITaTHTE 3a onpeacnsHe Ha
KeTO TeJa.

Pa3TeapAHETO Ha aUETHILMCTEHH CHABPXKALIK MPOAYKTH 3a€AHO C APYrH JeKapCTBa He ce
NpenopbyBa.

4.6. PepTHAHTET, OPEMEHHOCT U KLPMEHE

BpemenHocT

Hama nocTtaTte4yHO KNHHWYHH JaHHH 33 eKCMTOHHPAHH OpeMEeHHH XeHH Ha alleTHILHCTEHH.
ExcnepuMEHTaNHN NPOYYBaHHA [IPH X HBOTHH HE €A NOKA3aIH JaHHHU 3a NPAKO WK HENIPAKO BpEAHO
BL3ICHCTBHE BbPXY OpeMEHHOCTTa, EMOPHOHANTHOTO/PETANHOTO pa3zBUTHE, PAXKAAHETO UITH
MoCN1epOACBOTO pa3BUTHE (BX. CBILO TO4Ka 5.3). ALETHILACTEHH NPpEMUHHABA Npe3 N1aleHTaTa.
HanuuyHuTe JaHHU He NMpeAnonarar puck 3a nnojaa. AUeTHILHACTEHH TpabBa fa ce nmpunara rno BpemMe
Ha HpeMeHHOCT CaMo cJie]l BHUMAaTeIHa OLeHKA Ha ChbOTHOLLEHHETO MON3a-pHCK.

KbpMeHe
Hsama nHdopMaIng 0OTHOCHO eKCKPELNATa Ha AUSTUNUMUCTEHH B KbpMaTa, ALETUNLUUCTEHH TpaOBa na
ce W3INOJ3Ba B NEPUOJA HA KbPMEHE CaMo ClieJl BHUMATENHA OLIEHKa Ha CbOTHOLIEHHETO NOJI3a/PHCK.

DEePTHIUTET
He ca 3abenda3any ePekTH BbpXy PepTUAUTETA NPK NPOYYBAHHA NPU XKHBOTHU (BX. TOUYKa 5.3).

4.7. EdexTH BLpXY cnnocobHocTTa 3a IN0odpupaHe U pabora ¢ MALIHHU

He ca n3BectHy edekTH BBpXY cnocobOHOCTTa 3a wodupade U paboTa ¢ MalHHHK OT CTPaHa Ha
ALETUNIHCTEHH,




4.8. HexeaaHH JeKapCTREHH peaKIHH

OueHkaTta Ha HEXENaHWTE peakny ce 6azupa Ha clelHaTa KnacHPpHUKanua Ha HECTOTa HUM:

MHuoro yect (>1/10)

Yectu (>1/100 o <1/10)
Heuectn (Z1/1000 go <1/100)
Peaku (=1/10 000 oo <1/1000)
Muoro peaku (<1/10 000)

C HeH3BECTHA YeCcTOTa (OT HANHYHHTE JaHHH He MOXe na Obje HanpaBeHa olieHKa)

CHrcTemMo- HeuecTH Peaxku MHoro peaku C HeH3BeCcTHA

| OpraHeH Kaac _ YecToTA'

Hapyiuenus Ha | Peakuuu Ha ARajpunakTH4eH

MMYHHaTa CBPbX4YBCTB LIIOK,

CHCTEMA HTETHOCT® aHaHuaKTHYHW/aHa
OUNAKTOUAHH
peaKLHH

HapyuieHus Ha | ['naBobonue

HEepBHaTa

CHCTEMA

Hapywennsa Ha | TuunTyC

YXOTO H

nabupunTa _

Coepaednn Taxukapaus

HapyLLUEHUA

CbooBH XHNOTOHUA KpbBOH3NHB

HapyLUeHUS

PecnupatopHn, HucrnHes,

I'PbAHH H DpoHXOCnazsM

MeAHaCTHHANH

U HapyLUEeHUA

CrtoMmaltiHo- [ToBpbluaHe, | Ancnencus

4YPEBHH JAHapHA,

HapylUeHHA CTOMATHT.

bonka B
KopeMa,
raacHe

HapyiueHns Ha CHHApOM Ha

KOXKaTa M CtuebHC-JDKOHCHH H

MOAKOXKHATa TOKCHYHA

ThKaH™* ENUacpManHa
HEKpOJIN3a

061y Tpecka OTOK Ha NMHLETO

HapyLWEHHA U

epexTH Ha

MACTOTO Ha

MPUSTOKEHHIE

*PeakuM1Te Ha CBPBLX4YBCTBUTEIHOCT BKIIOUBAT AHTHOEAEM, NPYIIUT (ChpOEX), ypTHKApH

(€eK3aHTEM).




*¥*CboOLIeHH ca MHOTO pe/IKH CJIY4aH Ha MOsABa Ha TEKKH KOXHHU peaklMH KaTo CHHAPOM Ha Stevens-
Johnson 1 ToOkCHYHa enuaepMaiHa Hekponusa (CHHApoM Ha Lyell) cbBnanaium no peme ¢
NPHUJIOKEHHETO Ha aleTHARMCTEHH. B moBedeTo OT Te3H CMyyau € RAeHTHGHUUHPpaH Hall-MaKo oLl
eIUH MOJO3HPaH NEKAPCTBEH NPOAYKT, YHacTBall B OTKJIIOYBAHETO Ha MOCOUEHUTE NQ-rope
MYKOKYTaAHHH CHHAPOMH (BXK. TO4YKa 4.4).

B cnyuall Ha noBTapsAlUM ce HapyLUEHHS Ha KOXATa W JuraByuMTe TpAbBa BeaHara Aa ce NoTLPCH
MEOHLIMHCKA MOMOLI] U [1a ce cripe ynoTpebaTa Ha aueTHIILMCTEHH He3abaBHO.

B nombnHeHde, MHOTO paako € ChobLUaBaHO 33 KPbBOU3IH3EH BbB BPh3Ka C ITPUIIOKEHHETO HA
AUETHITLUMCTEHH, OTYACTH B PAMKHUTE HA PEAKLAH HA CBPBLXYYBCTBHTENHOCT. [IpH paznuuHy
NMPOYYBAaHHA € YCTAHOBEHO MOHHXKABAHE Ha TPOMOOUUTHATA arperauus B IpHCbCTBHE Ha
aleTHIUHCTEeHH. Jlocera He € H3ACHEHO KITHHUYHOTO 3HAYEHHE,

ChoOluaBaHe HA NOAO3NPAHU HEXETAHH PEAKLIUK

CrobiaBaHeTo Ha NOAO3IUPAHY HEXENAHN peakiMH Cle pa3pelliaBaHe 3a ynorpeba Ha nexapcTBEHHA
MPOAYKT € BaXHO. TOBa MM03BOJIABA Ja NMPOAbIKH HabMIONEHHETO HA CLOTHOLIEHHETO NOJI3a/PHCK 34
JeKapcTBEHHA NPOAYKT. OT MEAHLHHCKHTE CAELIHATHCTH CE H3YCKBA Aa ¢hoOlIlaBaT BCAKa
[MOJA03MpAHA HeXeNlaHa peakuHa Ypes:

H3nsanurtensa areHuus no nekapcereara (MAJD):
yn. ,,JdamsaH ['pyes' Ne 8

rp. Codpnsa 1303,

Ten. +359 2 8903555

en. nowua: bdaf@bda.bg

yebcait: www.bda.bg

4.9. Ilpexozupane

Jlocera He ca chOOIIaBaHN Cllywan Ha TOKCHYHO Npelo3UpaHe NpH MepopaiHHTE JIEKApCTBEHH (GOpMH
Ha aleTHNLHCTERH. [obpoBonuu ca TpeTupanu ¢ go3a 11,6 g aueTHIuMCTEMH/ AHEBHO B MPOABbIKEHHE
Ha noBe4e oT 3 Mecela, 0e3 Aa ca HabmoaBaHH HAKAKBH TEXKH HeXeNaHH peakuyu. [lepopannu
A03u Ao 300 mg aueTnauucTenH/Kg TENECHO Terno ¢a rnoHeceHn 6e3 CHMIITOMH Ha HHTOKCHKALHA.
HMMa aaHHH 3a HHTPABEHO3HO IPUNOXKEHHE HA AUCTHIUUCTEHH NPH XOpa B MAKCHMANHH JHEBHH JIO3H
70 30 g npy NeyeHne Ha MHTOKCUKALMA ¢ NapaleTaMo.

CUMINTOMH HA UHTOKCHUKALIHA
- IlpenosupaHeTo MOXe Ja A0BeJe A0 raCTPO-HHTECTHHATHH CUMIITOMH, KaTO rajeHe,
No8pblilaHe U JHAPHA.
- Ilpu xppMayeTara CblUECTBYBAa PHCK OT XHNEPCEKPELIHA.

TepaneBTHyHM MEpKH B cnyyai Ha Mpeo3npaHe
- AKoO e HeoDX0auMO, CIIopea CUMIITOMUTE.

5. ®GAPMAKOJOI'HYHH CBOHCTBA
S5.1. dapMakoIHHAMHYHH CBOIICTBA

dapMakoTepaneBTHYHA rpyna: JlexapcTa 3a nedeHHe HAa KaLTHLA U NPOCTYIHH 3a00naBaHus.
MyKONHTHLH.

ATC koa: RO5SCBO1

ALETHNUHCTENH € TPOU3BOAHO Ha AMMHOKHCENNHaTa LMCTEMH. EdHKacHOCTTa Ha ale THILHUCTE




genonumepniupatl edekt BepXxy JIHK-Bepurure (B raoiiHua Mykyc). [locpeACTBOM TO3H MEXAHHIBM
Ce HaMmaligBa BUCKO3IHTETA HA MYKYyCa.

AJNTepHATHBEH MEXaHN3BM Ha AeHCTBUE HA ALETHILMCTENH C€ OCHOBABA Ha CMOCOOHOCTTA Ha
HeroBaTa peakTHBHa CyNQXUAPHIIHA Cpyna Aa CEbP3BA XMMUYHM PAAHKaNH U MO TO3W HaYKHH Aa I'M
JETOKCHKHpa.

OcBeH TOBa, ALETHILUCTEHH JAONIPHHACA 3a 3aCUJIEHATA CHHTE3a HA MNIYTATHOH, KOETO € BaXHO 3a
JETOKCUKAUUATA HA HOKCHTE, ToBa 00ACHABA HEFOBHAT AHTHAOTEH €deKT MPpY HHTOKCHKALIMA C
napaueTaMo.

S5.2. {PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Cnex nepopanHo NPHNIOKEHKE ALUETHILUHCTERH ce pe3opbrpa ObP30 U NMOYTH HAITBIIHO.

[lopanyn H3sgBeHKs €(eKT Ha MLPBO NpeMHHaBaHe, GHOHAHYHOCTTA Ha NEPOPATHO MPHIIOKEHHNA
AUETHJILUCTEHH € MHOro Hucka (npudbnusurento 10%). [pu xopa, MakCUManHUTE NJa3MEeHU
KOHUEHTPALUH ¢a HIMEPEHH cnell 1-3 Jaca, npH KOeTO NMHKOBaTa Nia3MeHa KOHLIEHTPaLHA Ha
MeTaboNHTa LIMCTEHH € B MOpAOBKa Ha oxoo 2 umol/l.

Pasnpenenexnue

MapMakKOKMHETHYHH NTPOYYBAHUA NPH UHTPABEHO3HO MPHJIOKEHHNE HA aUETUILUCTEHH MMoKa3BaT obeMm
Ha pasnpeaenenue ot 0,47 I/kg (0bmo) nnu 0,59 I’kg (penyunpats). AUETHAUUCTEHH C€ CBbP3Ba OKOJIO
50% ¢ nna3sMeHHTe NPOTEHHH.

ALETHITUHCTEHH MPEMHHABA Npe3 NJIALIEHTATA HA TUTBXOBE H € OTKPHUT B ITbITHaTa BpbB. Hama
HaIUYHA HHPOPMAUHS OTHOCHO EKCKpeLMATa B MaifiuMHOTO MIIAKO.

HaMa naHHHM OTHOCHO MOBEEHUETO HA ALCTUILMCTEHH CNIPAMO KPBBHO-MO3bYHATA BapHepa npu
Xopa.

broTpaHchopmalus

ALETHIUHCTEHH ce MeTabonuiupa 6bp30 B uepHua Apod Ao papMakonorHyHoO akKTHBHHA MeTaboHT-
LINCTEHH H J0 AHAUETHILIMCTHH, IWCTHH H IPYIrH CMECEHH JUCYNPHAK. AUCTHIUUCTEHH H HETOBHTE
MeTabONHUTH ce cpellaT B OpraHu3Ma B TpH pa3snHuHy GopMu: yacTH4HO kaTo cBobBoaHa cybcTaHums,

HaCTHYHC KaTO CBbLP3aHN € NTPOTCHHHUTE MMOCPEACTBOM cnabu HHC}"J’IC])H,[I,HH MOCTOBC H HaCTHYHO KaToO
HECBBP3aHa AaAMHHOKNCENTHHA.

EnuMyuHupaHe

AUETHIUNCTEHH C€ €KCKPETHPA NMOYTH U3LAN0 noj dopMara Ha HEaKTUBHM MeTaboNHTH
(HeopraiH4HH cyndaTH, AMAUETHILUKCTHH) Upe3 6b6penTe. YCTAHOBEHHAT MIa3MeH KNHPBHHC €
cboTBeTHO (0,11 I/h/kg (obio) u 0,84 1/Wkg (peayuupan), cnopen dapMakOKWHETHYHH NPOYYBAHHA C
UHTpaBEHO3Ha YNoTpeda Ha aueTHNUUCTEHH. ENHMHHALHOHHHUAT NOAYKHBOT CNel UHTPABEHO3HO
npunoxeHune e 30-40 MUHYTH, NPH KOETO OTAENAHETO cleaBa TpudazHa kuHeTHKa (anda, beta H
TEpMHHANHA rama-gasa).

[InasMeHHAT NONYXKUBOT HA ALETHILUMCTENH e npudnu3nTenko 1 4ac u ce onpejens NpeauMHO OT
Obp3ara uepHoapobHa HuoTpancdopmauus. [1pu HapylueHa yepHoapoOHa PyHKLMA MNa3MEHUAT
NONYyXHBOT Ce yabmkaBa Ao 8 yaca.

5.3. IlpeaxkNHHHYHH TaHHH 3a 6e3zonacHocT

Ocmpa moxcuunocm
OcTpaTa TOKCHYHOCT MPH OIIHTHTE C XXHBOTHYU € HUCKA. 3a NeueHre Ha npeao3nupane, BX.TOHKa



XpoHuura mokcuyHocm
[TpoyusaHKa NpK pa3inyHK XKUBOTHHCKH BUAORE (IUTBX, Ky4e€) ¢ NPOABDKHTENHOCT 10 1 roanHa He
ca Noxa3a/H MaToJOrHYHY NMPOMEHH.

Kapyunozenen u Mymazenen nomeHyuan
He ce ouakBaT MyTareHHH €(eKTH Ha AUeTHILMCTEUH. Pe3ynTaTuTe OT in vifro TeCT ¢a OTPHUATENHH.
He ca npaBeHHy NpoyyBaHUs Ha TYMOpPOIreHHUS MOTEHLAAN Ha aLlETUIILHCTEHH.

Penpooyxmusha mokcuxono2us

B npoyuBaHHs 3a eMOPHOTOKCHYHOCT NpPH 3aiLIH W NITBXOBE HE Ca YCTAHOBEHH MangopMaliuH.
Pe3ynTaTHTE OT NpoyyYBaHHA 3a PEePTUINTETA, NepUHATANIHATA UITH NTOCTHATATHATA TOKCHYHOCT Ca
OTPHLATE/THH.

AUETUNUHMCTEUH NTPeMHHABA Mpe3 MNialeHTaTa [P ILTLXOBE U € OTKPUTA B AMHHOTHYHATA TEYHOCT.
Ho 8 yaca cnej nepopainHo NMPHUICKEHHE, KOHLUEHTPALMATa Ha MeTabonuTa L-unucTenH e no-BUcoka B
naaleHTara v ninoja, OTKOJAKOTO B [1a3MaTa Ha MakKarTa.

6. PAPMAILIEBTHYHH JAHHH
6.1. CnHCBHK HA NOMOLIHHTE BellleCcTBA
a-Tokogepon pauemar (all-rac-a-tocopherol)
Yepsen xeneseH okcua (E172i1)

X1t kenesen okcHa (E172111)

AcnapTtaMm

AuecyndaM Kanui

ApOoMar Ha MOTOpKal

CopbuTon (Sorbidex S16606)

6.2. HecLBMEeCTHMOCTH

Henponoxumo

6.3. Cpox Ha roaHocr

Cpok Ha 200HOCM Ha nPoOYKMA, onaxosax 3a npodaxcoa
2 TOANHM

Cpok na 200HOcm CAed pazpedcoane
[lpuroTBEeHHAT pa3TBOp TpabBa Aa ce U3N0N3BA BeAHArA Cle] paspexJaHe.

6.4. CrneunajaHH YCJI0BHA HA CHLXPAHEHHE

,[la CC CbXpaHABa B OpPHIrHHal1HaTa OIIaKOBKa, 3a 4 €€ NIpcAilia3dn OT CBCT/INHA. ﬂﬂ CC CbXpPaHABa NOA
25°C.

6.5. Buau chIbpxaHHE HA ONTAKOBKATA
IepopanuuaTt npax ¢ onakoean 8 PET/ Al / PET / PE cauiera

BHaoBe ONAaKOBKH;
6, 10, 30 cawera

He BCHukM BHAOBE ONAKOBKH MOTaT aa ObaaT NycHaTH Ha nasapa.




6.6. CnenHanaHu NpeAna3HH MepKH NPH H3XBLPJAAHE

Hen3non3iBaHWAT NeKapcTBEH MPOAYKT HIIH OTIAABYHHTE MATEPHANIH OT HEro TpAOBa Ja ce U3XBBPIAT
B CbOTBETCTBHE C MECTHHTE N3HCKBAHHA.

7. IIPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

HOBEJI PAPMA EOO/
yi. ,,OKonoBpbCTEH BT Ne 36

rp. Codus 1415, brarapns

8. HOMEP HA PA3ZPELLIEHHETO 3A YIIOTPEBA
Per. Ne: 20220239

9. JATA HA ITbPBO PA3ZPEILIABAHE

Hata Ha nbpBO paspelnaBane; 16/08/2022
JlaTta Ha nocnegHO NOZHOBABAHE:;

10. JATA HA AKTYAJINZ3UPAHE HA TEKCTA

12/2023




