KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA
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1. UME HA JIEKAPCTBEHMS ITPOAYKT | N3Nbil UTENHA ATEHUMS N0 NEKAPCTBATA

Kpamka xapaxkmeapucmuka Ha npogyxma - [pusoxenue 1
ALLL JInpext 600 mg nepopasieH npax .

Kvm Pea. Ne ......... ZQQ(E‘LO‘Z‘ZA .........................
ACC Direct 600 mg oral powder Pa3petueHue Ne

BG/MA/MP - ....7x ’k ‘6 L ,,,,,,,, Frsuminy rocsssuvessivivsvasid
2. KAYECTBEH H KOJIMYECTBEH CbCTAB (@00 ]cTa." L N, R —— Lo

Besko caure chabpxa 600 mg aueTwiuncTeH (acetylcysteine).

[ToMOLIHM BEIIECTBA C U3BECTHO IEHCTBHE
Besko came chabpxa 0,5 mg acnaptam H 710 527 mg copOUTOIL.

3a MbJIHHSA CIUCHK HA MOMOLHHUTE BEIECTBA BHXKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

[lepopanen npax

B 10 N1€KO XK bJITEHHKAB Mpax, ¢ JeCHO pa3na/allii ce arJloMepaTH, ako HMa TaKHMBa, C MHPHC Ha KbIIHHA,
KOMTO MO¥e J1a € JIEKO CEepeH.

4. KJMHHWYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHUA

CeKpeToMTHYHA TePaIus NPH OCTPH H XPOHHYHH OPOHXOMY/IMOHAIHH 3a00/1ABaHHS, 1IPH KOUTO €
HeoOXOAUMO HaMallsiBaHe Ha BUCKO3ZUTETa Ha OPOHXMAIHUA MYKYC, 3a 14 Ce YJIECHH OTXPauyBaHETO MpH

Bb3PACTHH.

4.2 lo3upoBKa H HAYHH HA NPHJIOKEHHE

EOBHQOBK&

[IpenopbuBa ce cneaHara nozuposka Ha ALLL Tupekr:

CaMo 3a Bb3pacTHH
1 caiie BeaHbK JHEBHO (eKBHBaJeHTHO Ha 600 mg aleTHILMCTEHH AHEBHO)

ALILL JlnpekT He e noaxoasul 3a ynorpeda npu rOHOMIM M Jeua. Hannunu ca apyru noaxosiH
JIeKapcTBEHH (OPMH.

HauuH Ha NpHI0oXKeHHe

[lepopaHUAT Mpax OT eHO callle TPsOBa J1a ce MOCTaBH JUPEKTHO BbPXY e3uKa. [lepopanHuaT npax
CTHMYJIMpa OT/IE/ITHETO Ha CFOHKA M 110 TO3M HaYHH MO3Ke J1a Ob/Ie JIeCHO norbiHart. [lepopanHusaT npax He
TpsiOBa Ja ce AbBUE MPeH MOrIbllaHe.

Mosxe na ce npuema Ge3 Boja. s

[TaieHTH B cCTapyecka BH3PACT M MALMEHTH ¢ OTNAJAHAIIOCT /




3a npeAnoYMTaHE € NAUMEHTHTE ¢ HAMANCH KauLTH4eH pednekc (NalMeHTH B CTapuecka Bb3pacT v
MALHEHTH ¢ OTNAJHANOCT) a MPHEeMAaT NEpOPAIHHUA NPax CYTPHH.

HpoawmpeuTentoct Ha ynorpeba
AL Jupekr He TpsOBa Aa ce nprema noseye oT 14 nHK 6€3 KOHCYITaums ¢ JIeKap.

TaunenTsT Tpa6Ba Ja Ce KOHCYJITHpa C JIeKap B Cydait, 4e CHMITOMHTE He ce NOKOOPAT KM ce BIIOIUAT B
PAaMKHTE Ha 4-5 NHH.

Benexka:
BB3MOXHO € NPHCHCTEME Ha MUPH3Ma Ha CApa, KOATO HE € MoKa3aTe 3a pa3BajisHe Ha MPOXYyKTa, a ce
IBbJKH HA AKTHBHOTO BEIIECTBO B CHCTARa MY.

4.3 IIpoTHBONOKAIAHHA

- CBpBXUYBCTBATENHOCT KbM AKTHBHOTO BEIIECTBO MIIM KbM HAKOE OT MOMOLIHHTE BELECTBA,
H30poeHu B Touka 6.1.

- Jeua Ha BB3pacT nox 2 roJuHH
44 CpoenHaiHHA npeaynpexAcHAS H NPeANa3HA MEPKH NPH YOoTpeda

MHoOro paaKo € chobILaBaHO 3a TEKKH KOXKHH PEeaKLIHH, KaTo CHHAPOM Ha Stevens-Johnson u cHHApOM Ha
Lyell, npu korto uMa BpeMeBa Bph3ka ¢ yrorpebara Ha aleTHILHCTeHH. B noBeueto ciryuan Moxke 1a ce
HaeHTHGHLMpA HaH-Mallko Ollle €NHH JIEKAPCTBEH NMPOMYKT, KOHTO € NO-BEPOATHO J1a € NPHYHHA 33
MYKOKYT2HHHS CHHAPOM. AKO OBIAT YCTAHOBEHH HOBOBB3HMKHATH IPOMEHH 1O KOXKATa HIIH JIMTaBHLIATE,
Tps6Ba He3a6aBHO a C€ OTHPCH KOHCYNTALMA C JIEKap, 8 TPHEMBT Ha aUETHILMCTEHH Jia C¢ NPEYCTaHOBH
(BXK. cblLio TouKa 4.8).

IIpu namyeHTH ¢ OPOHXHATHA aCTMa MOXKe Ja BB3HMKHE GpoHxocnassm. [Ipy BE3HHKBAHE Ha
6poHX0CNa3bLM, IPHEMBLT HA JIeKAPCTBEHHA MPOXYKT Tpabsa na 6b/1e npekpaTeH He3a6aBHO.

Hpenop'bqna C€ NOBHILEHO BHHMAHHE TIPH NaKBCHTH ¢ aHaAMHE3a 33 NENTHYHA A3Ba, ocoBeHO KoraTo ce
W3MOI3Ba EOJHOBPEMCHHO ¢ JPYTH JIEKAPCTBEHH NMPOAYKTH, 34 KOHTO € H3BCCTHO, S NPa3HAT JIMraBHIaTa Ha
CTOMAILTHO-YPEBHHUA TPAKT.

TIpenopwupa ce NOBHIIEHO BHUMAHHE NPH NALMEHTH ¢ XHCTAMUHOBA HemoHocuMocT. [1pu Takusa
nauueHTH Tpabea aa ce u3bArsa No-NpoLLKUTEIHA TEPANHS, Thii KATO aALETHIUMCTEHH MOBIHABA
XMCTAMHHOBHA MeTab0IM3BM ¥ MOXE Ja NPeJIH3BHKA CHMITTOMH Ha HEMOHOCHMOCT (Hanp. raaBoboue,
BA30MOTOPEH PHHMT, Chpbex).

Vnorpefara Ha aLETHILMCTEHH, 0COGEHO B HAYANIOTO Ha IEYEHHETO, MOXKE 1a BTEYHH M a yBenuuu obema
Ha GPOHXHANIHA ceKpellHsA. AKO NALMEHTHT He € B ChCTOAHHE J1a OTXpauH J0CTaTh4Ho, TpAbBa na ce
NIpEeANPHEMAT NOAXOIAH MEPKH (HamNp, NOCTYpAIeH JAPEHAK K ACTTHPALIMA).

IMeauaTpHYHAa NOTYIALHA
MyKOMHTHLHTE MOTAT Aa NpeAU3BHKAT HEMPOXOIMMOCT HA AHXATeNHWTe MHTHINA FIPH Aela noj 2-TOAHIIIHA

BB3pacT NOpaaH PHIHONOrHUHHTE XaPAKTEPHCTHKH Ha JHXATEITHHTE MbTHILA [IPH Ta3H BH3PACTOBA rpyna v
orpakuueHa cnmocoGHOCT 3a oTxpausare. [lopaan ToBa, MyKOJIMTHINTE HE Tpa0Ba [1a Ce M3MON3BAT NPK
Jela Ha BB3pacT NMoA 2 FoJHHM.

To3u JIeKapcTBEH MPOIYKT ChAbPKA ACNapTaM, copGHUTON U HATpUi r .ﬁ;%;{
L I
To3u NekapcTBeH MPOAYKT chAbpka 0,5 mg acnapraM BbB BCAKO callie. ACMapTamMbT € H3 - ‘
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enunananun. Toli Moxe aa Obe BpeaeH 3a AIHEHTH ¢ HEHHIKETOHYPHA.



To3m nekapcTeBeH NPOOYKT ChabpKa 10 527 mg copburon BbB Beako cawe. Tpabpa na ce MMa npeaBua
aJHTHBHHA MYy edeKT KbM €HOBPEMEHHO PHEMAHH JIEKapCTRCHH NPOLYKTH, ChABPHKAIIH COPOUTON (WIH
dpyKTO3a) KAKTO M IPHEMBT Ha copOuToN (WK QpyKTO3a) KaTO YacT OT AHeTaTa. ChaAbpPKAHHETO HA
COpOWTON B NEKapcTBEHUTE NIPONYKTH 34 EPOPANIHO NPUIIOKEHHE MOXKE 14 OBITHAE BBPXY
OHOHANTHYHOCTTA HA IPYTH TIEPOPATHH NEKAPCTEBEHH NMPOAYKTH, IPHEMaHH €IHOBPEeMEHHO. [auueHTHTE C
PEeAKH HaCNeCTBEHH 3a00ABaHHs HAa HEMOHOCHMOCT KbM ¢pykTosa (HFI), He Tpabea na npuemar To3u
JieKapCTBREH NPOAYKT.

Tosa nexapcTBO ChIBpXka Mo-Manko ot | mmol (23 mg) HaTpuii B €QHO calue, KOETO 03Ha4aea, e
NpaKTHYECKH HE ChAbP)Ka HATPHI.

4,5 BiammojJelicTBHE ¢ [PYTH JeKAPCTBEHH NIPOIYKTH H Apyra dopmMua HA B3auMoaelicTBAe
IMpoyuBaHuA 3a B3aUMOJEICTBHE Ca NMPOBEKIAHH CaMO MpPH Bb3PacTHH.

Kombunuyun c anmumycueu
JlexapcTeeHH NPOMYKTH, KOMTO MOTHCKAT KAUUTHYHKA pedreke He TpadBa na ce mpuiarat 3aeHo ¢
ALETHIMCTEHH.

Aunmubuomuyuy

Cro6ieHuHnTa focera 3a UHAKTHRALHA Ha aHTHOMOTHIM (TETPALIHKIIMHH (¢ H3KIIOYeHHE Ha JOKCHIHMKIIHH),
uedanocnopuH, AMHHOTJIHKO3MAH, MEHHLIWIHHH) OT CTPAHA Ha allETHILHCTEHH C& OTHACAT H3KIIFOMHTENIHO
10 NPOYYBaHH in Vitro, IPH KOMTO CHOTBETHHTE CYOCTaHIIMM ca CMecBaHH Npsako. He3aBHCHMO OT TOBa, OT
cro6pakeHus 3a 6e30MacHOCT, NepopaTHHTe aHTHOHOTHLIH TPAOBA Ja Ce IIPHIAraT OTAEHO H B UHTEPBAI
oT Haii-Manko 2 yaca. ToBa He ce OTHacs 3a uepuKCcUM U Nopakapbed.

Axmusen av2ren 8v8 sUCOKU 003U
Vrorpe6ara Ha aKTHBEH BBIJIEH MOJKE 1a HAMAH e(peKTa Ha ALETHILHCTEHH,

Ayemunyucmeun/ Humpozauyepun

EaHOBpeMEHHOTO MPHIIOKEHHE € ALETHITLHCTEHH MOXE /1a I0Be/Ie 10 YCHIBAaHe Ha Ba30WIATATOPHHTE H
AHTHTPOMOOLMTHHTE e)eKTH Ha MIHLEPHIOB TPHHHUTPAT (HUTPOTIHLIEPHH).

AKo e HeoOX0AHMMO NeueHHe ¢ HHTPOTTTMLICPHH M aLETHILHCTEHH, NAlMEHTET Tpabpa Ja 6bae Habmoaasan
3a NOTeHLMATHA XHIIOTOHMA, KOATO MOXKe Aa Obae ceprosHa M aa 6bae MaHH(ecTHpaHa upes raapobonne.

Ilpomenu 6 onpedenanemo na aabopamoprume napamempu

- ALICTHNLIKCTEHH MOXE JIa MOBJTHAE HA KONOPUMETPHYHHA @HAH3 HA CATHLIMITATHTE,

- [Ipu u3cneaBaHus Ha ypHHa aLCTHALHCTEHH MOXKE J1a TIOBJIHAE PE3YITATHTE 33 Olpe/iesiAHe Ha KETOHHH
Tena.

Pa3sTBapAHETO Ha ALIETHIUMTEHH ChIBPKALIH NPOAYKTH 3a8[HO ¢ APYTH JIEKapcTBa HE CE NPEHOphYBA.

46 DepruanTer, GpeMEHHOCT H KbpMEHe

DepTHAHTET
He ca 3abenszanu eekTH BbpXy epTHIMTETA NPH NPOYYBAHHA NPH XKUBOTHH (BX. Touka 5.3).

BpemeHHOCT
Hsama JOCTATHYHO KITHHHYHH JAHHH 32 eKCTIOHHpaHH OpEMEHHH XKEHH Ha ALETHILUCTEUH.

ExcriepMMeHTATHH NPOYYBAHHA NMPH XHBOTHH He Ca NOKa3alH JaHHH 33 NPAKO HIH HEMpPAKO BPEIHO

BB3AcHCTBHE BEPXY OpeMeHHOCTTa, eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKIAHETO HIIH NOCICPOAOBOTO
pasBuTHE (BXK. CBHIO TOYKA 5.3). ALETHILMCTEHH NpeMHHABa npe3 iaueHTara. Hanuunure _KWR
Npeanoarar puck 3a wiofa. ALETHILHCTEHH TpA6Ba a ce npuiara no BpeMe Ha Speme [ ¢aMo Crie 47\
BHUMATEJTHA OLIEHKA Ha ChOTHOLIEHHETO N0/13a-PHCK. EA
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Kspmene

Hsma nadOpMalLIMs OTHOCHO EKCKPELIMATA Ha AETUNLMCTEHH B KbpMaTa. ALIETHILMCTEHH TpAbBa fa ce
M3M0I3B2 B EPHOIA HA KbPMEHE CaMO clie]l BHUMATeNHa OLCHKA Ha ChOTHOLLIEHHETO NMOM3a/PHCK.

4.7 Edexrn Bbpxy cnocobHocTTa 32 modupane i pabora ¢ MAIIHHA

He ca n3pecTHH edekTH BBPXY CocoGHOCTTa 3a WodHpaHe H paboTa ¢ MALIHHK OT CTPaHa Ha

AUCTHILMCTCHH.

4.8 HexelanH JeKAPCTBEHH PEAKIHH

OlleHKaTa Ha HexXe/JaHHTe peakiuu ce Gasupa Ha clefHaTa KiacH(HKalkg Ha 4eCTOTaTa HM:

Meuoro yect (= 1/10)

Yectu (= 1/100 no < 1/10)
Heuectu (= 1/1 000 no < 1/100)
Peaku (= 1/10 000 g0 < 1/1 000)
MHoro peaku (< 1/10 0600)

C HeH3BecTHA YecToTa (OT HATHYHHMTE JAHHM He MOKe a 0b/ie HarpaBeHa OLIeHKa)

CHcremMo-
oprameH Kaac

Hexenann p€aKuHH

HeuectH

Peakn

Muoro peaxn

C
HEH3BECTHA
4eCcToTa

Hapymenns Ha
HMYHHaTa
cHCTEMA

Peaxiuu Ha
CBPBXHYBCTBUTETHOCT*

AvaQuiakTH4eH oK,
aHahWNaKTHYHHA /
aHa(WIAKTOMIOHH peaklivH

Hapyiuenus Ha
HEepBHATA
CHCTEMA

I'nasoGonne

Hapymenus Ha
YXOTO H
nabupuuTa

TurUTYC

Cepaeunn
HAPYIUEHUS

TaxukapaHs

CbIOoBH
HAPYIIEHHS

XHIIOTOHHA

KpbBouznus

Pecnupatophu,
TPBAHH K
MEHACTHHAITHH
HapyllIeHHA

JucnHes,
OpoHxocnaIbM

CroMaiHo-
YpeBHH
HEpYIIEHHS

IloBpbiane, AHapHA,
CTOMATHUT, OOlka B
KOpeMa, raicHe

Hucnerncusa

Hapyienus Ha
KOXKATa 1
HNOAKOXKHATA
ThKaH **

CurapoM Ha CTHBBHC-
JIPKOHCBH H TOKCHYHA
eMUIepMaIHa HEeKpou3a

O6mu
HapyLIeHHs H
e(eKTH Ha
MSACTOTO Ha
NPWIOKEHHE

Tpecka




*PeakumHTe Ha CBPBXYYBCTBUTENHOCT BKIIKOUBAT aHTHOEeM, NPYPHT (Chpbex), ypTHkapus u obpus
(ek3aHTEM).

**Cp0o61IeHH ca MHOTO PeJKH C/Iy4aM Ha MOSBa HA TeKKH KOKHH PeakiMy KaTo CHHAPOM Ha Stevens-
Johnson ¥ ToxcHuHa enuaepMaliHa Hekponusa (cHHIpoM Ha Lyell) cbpnanamm no BpeMe ¢ NpuioKXeHHETO
Ha ALETHILHCTEHH. B noseveTo oT Te3u cyvad € HACHTHQUIMPAH HaH-MANKO Ollle eH NOAO3UpaH
NeKapCTBEH MPOAYKT, Y4acTsalll B OTKIOUBAHETO HA OCOYCHHTE M10-TOPE MYKOKYTAHHH CHHIPOMH (BaK.
Touka 4.4).

B ci1yyaii Ha NOBTapALIH ce HAapyIUEHHS HA KOXKaTa W THraBuuMTe TpabBa BeaHara 1a ce NoTbpeH
MeIHLIMHCKA MOMOL K Aa ¢e CIpe yrnoTpebaTa Ha aLeTHILHCTEeHH He3abaBHo.

B pomenHeHHe, MHOTO PRAKOC € C'BOﬁL[.[aBaHO 3a KpPbBOHU3JIMBH BBB BPb3Ka C TIPHIIOKCHHETO Ha
ALETHILMCTEHH, 0TYaCTH B PAMKHTE Ha PCAKUHH Ha CBPBXTYBCTBHTEITHOCT. an PasnH4yHHA NpOYYBaHHA €
YCTAHOBCHO MOHIKABAHE Ha Tp0M601[HTHaTa arperauHsa B NpACHCTBHE Ha ALICTHNIHCTCHH. Ilocera HEC
H3ACHEHO KJIHHHYHOTO 3HAYCHHE.

CrofiuaBaHe Ha MOAO3UPAHH HEXKENAHH peaKLMH
Cro61L1aBaHETO HA NOAO3MPAHH HEXETAHH PeaKLMH Cliel pa3pellaBaHe 3a ynoTpeba Ha ieKapcTBeHHs

TIPOAYKT € BakHO. ToBa NO3BO/ARA /1 TPOAL/DKH HAG/TIOIEHHETO Ha CHOTHOILEHUETO MOJ13a/PHCK 32
JleKapcTBEHHsA MPOAYKT. OT MEAHLMHCKKTE CIIeUMATHCTH CE H3UCKBA 1a ChoOIaBaT BCAKA MOA03HpaHa
HexeJaHa peakuma ypes MamumnHuTenHa areHUps 1o nekapcTsata yi. ,,Jlaman Ipyes” Ne 8, 1303 Codwms,
Ten.: +35 928903417, yebeaiit: www.bda.bg.

49 Ilpeposapane

Jlocera He ca cLOGIABAHM CITyYaH HA TOKCHYHO Tpeo3HpaHe NPH MepopaHHTE JekapcTBeHk GopMH Ha
aueTHILHCTeHH. [JoGpoBonuM ca TpetvpaH ¢ go3a 11,6 g aLETHIIHCTEMH/ IHEBHO B NPOABDKEHHE HA
noBeqe oT 3 Mecena, 6e3 Ja ca HaGmoaaBaHH HHKAKBH TEXKKH Hexenanu peakuu. [lepopanam fo3m no
500 mg anetunuucTeUH/Kg TENECHO TEINO ¢a NOHECEHH 663 CHMITTOMM Ha HHTOKCHKALMA.

Hma naHHM 33 HHTPaBEHO3HO MPHIOKEHHE Ha ALETHILMCTERH NIPH XOPA B MAKCHMAJIHM JHEBHH 03U J0
30 g npH NeyeHHe HA HHTOKCHKALIUA C NApaLeTamor.

CHMOTOMH HA HHTOKCHKALIMA
- I'Ipenosnpaﬂero MOXE Ja JoBene oo I‘aC’I‘I)OHHTCCTHHaJ]HH CHMIITOMMH, KAaTO rajicHe, noap'bmaue K OJHApHA.
- [lpn kBpMaueTaTa CHUECTBYBA PHCK OT XHIIEPCEKPELHA.

TepaneBTHYHH MEPKH B ciIy4aii Ha npefo3HpaHe
- Ako e Heo0X0aHMO, CIIOPE CHMITTOMHTE,

5. @®APMAKOJOIrHYHH CBOMCTBA
5.1 ®apMakoIRRAMHYHH CBOHCTBA

dapMmakoTepanesTH4Ha rpyna: JlekapcTea 3a jiedeHUe Ha KallTHLA ¥ MPOCTYAHH 3a601ABaHus;
MyxkonuTinm

ATC xoa: R0O5C BO1

AUETHILHCTEHH € IPOM3BOAHO Ha aMMHOKHCETHHATA IHcTeMH. EQHKacHOCTTa Ha alETHILMCTEHH €
CEKPETONMUTHYHA H MYKOpEryiupaiia B o61acTTa Ha AHUXaTeNHHTe MbTHLia. CuMTa ce, ue Toi pasKbCBa
IDHCYNPHUAHHTE MOCTOBE MEXIY MYKOMNONH3aXapUIHHTE BEPHIH W YNPaXKHABA IeNOMMepH3Hpall edekT
Bbpxy JIHK-Bepurute (B rHoiiHua Mykyc). [locpeacTBoM TO3H MEXaHHIBLM C€ HAMAIABA BUCKO
MyKyca. -~




AﬂTepHaTHBeH MeXaHH3bM Ha AeHCTEME HA AUECTHILIMCTEHH C€ OCHOBABA Ha cnocoOHOCTTA HA HeroBara
peaKTHBHA cynd)xmlppmna rpyna a ¢Bbp3Ba XHMHYHMU PagUKaNH ¥ 110 TO3H HAUMH Ja ' NCTOKCHKHPA.

OcBeH TOBA, alETH/IIKCTEHH JONPHHACH 33 3aCHICHATA CHHTE3a Ha LIYTAaTHOH, KOETO € BXKHO 3a
IeTOKCHKALMATA Ha HoKcHTe. ToBa 0GACHABA HETOBHA AHTHIOTEH e(eKT NPH MHTOKCHKALMSA C
napaneTamon.

5.2 @apMaKOKHHETHTHH cBOficTBa

AbGcopbums
Cnen nepopanHo NpwIoKeHUe aleTHIUMCTEHH ce pe3opbnpa 6bp30 H MOYTH HAMTBITHO.

[Mopany usseeHHs edexT Ha MBPBO NpEMKHABaHe, GHOHANMYHOCTTA Ha IEPOPATHO NPUIOKEHHS
ALIETMALMCTEMH € MEOrO HHcKa (MpubnuzutenHo 10%). Ilpu xopa, MakcHMalHHTE [UTa3MEHH
KOHLIEHTPALHHK Ca U3MEPeHH criell -3 daca, 1K KOSTO MHKOBATA M1a3MEHa KOHUEHTpalMs Ha MeTabonnTa
MCTEHH € B MOopsabKa Ha okoso 2 pmol/l.

Pasnpenenenue
QapMaKOKHHETHMHH MPOY4BaHHs NIPH HHTPABEHO3HO NPWIOKEHHE Ha aLETHILIHCTEHH MOKa3BaT obem Ha

pasnpeneacuue ot 0,47 /kg (0bwo) nn 0,59 kg (pemyumpan). ALETHILMCTERH ce CBBp3Ba okono 50% ¢
TUIa3MEHKTE MPOTEHHH.

AULETHIUHCTEHH [IPEMHHABA Mpe3 [UIALIEHTAaTa Ha TUTbXOBE H € OTKPHT B IThIHaTa BpbB. Hama nandyHa
HHGOpPMaLMA OTHOCHO EKCKPELIMATA B MaliuHHOTO MJIIKO.

HsaMa 1aHHH OTHOCHO MOBEAEHHMETO Ha ALETHIIHCTEHH CNPAMO KPBBHO-MO3bYHaTa 6apHepa NpH xopa.

buorparchopmaums

ALETHILMCTEHH ce MeTabonu3npa 66p30 B uepHHs Apod 10 $hapMaKoNOrM4HO aKTHBHHA MeTaboNHT-
IHACTEHNH U A0 JHAUCTUIIHCTHH, UHCTHH H APYTH CMECEHH ).IHCyJIQJHIlH. AI.IeTHJ]U,P[CTCHH H HET'OBHTE
MeTabOo/IHTH CE CPElAT B OPraHM3Ma B TPU PasiUYHH QOPMH: YaCTHYHO KaTo cBofoaHa cyGeTanims,
YaCTHYHO KATO CBHP3aHH ¢ NPOTEHHHTE MOCPEACTBOM cabu AucyiduaHH MOCTOBE H YACTHYHO KaTo
HECBbP3aHa AMHHOKHCETHHA.

EnumMuHHpane
ALIETWILHCTEHH Ce EKCKPETHPA MOYTH HILUIO NoA ¢opMaTa Ha HEAKTHBHH METa0ONUTH (HEOpraHHYHH

cyndaTH, IMALETHILMCTHH) upe3 GpOpeLmTe. Y CTAHOBEHHAT [L1a3MeH KIHPBHC € croteeTHO 0,11 Vh/kg
(o6mo) u 0,84 Vh/kg (penyumpan), cniopen ¢papMakOKMHETHYHH NPOYYBAHHSA C HHTpAaBeHO3Ha yriotpeba Ha
aUeTHIUMCTeHH. ENUMHHALMOHHUAT MOMY>KHBOT CIIER HHTpapeHo3HO npunoxeHue € 30-40 MHHYTH, NIpH
KOETO OTAEIAHETO cieipa TpudasHa kuHeTHka (anda, 6era u TepMHHaNHa raMa-dasa).

[Ina3MEeHHAT NOMYMBOT Ha ALETHILMCTEHH e npubnuanrento 1 yac u ce onpeaens NpeRUMHO oT Obp3ata
uepHoapobHa Guorpatcopmaumsa. IIpH HapyieHa YepHOAPoOHa QYHKLIMS T1a3MEHUAT MOYKHBOT Ce
yabmkasa 10 8 qaca.

53 TIlpeaxHHEYHH JaHHH 3a GezonmacHOCT

Ocmpa moxcuynocm
OcCTpaTa TOKCUYHOCT TIPH ONHTHTE C XKMBOTHH € HHCKa. 3a JIeYeHHe Ha TIpeJIo3MpaHe, BK. To4uka 4.9.

Xporuuna MoxCcuHoCm
[Mpoy4paHus NpH pa3iiM4HH KHBOTHHCKH BHAOBE (TUTBX, Ky4e) € IPOSB/DKHTEIHOCT 10 1 roaHHa He ca

NoKa3alH Naro/orH4HH IIpOMEHH.

Kapyunozenen u mymazenen nomenyuan
He ce ouakeat MyTareHH# edekTH Ha AUETHILHCTEHH. Pe3yaTaTHTe OT in vifro TecT ca




He ca NpaBeHH NPOYYBAHHA HA TYMOPOreHHHA NOTCHUHAN Ha AUCTHUNILUHCTCHH.

Penpodyxmusna moxcuxonozus

B npoyuBaHus 32 eMOPHOTOKCHYHOCT NPH 3allM H IUTBXOBE HE Ca YCTAHOBEHH MandopMaliu.

PesynraTure OT NpOy4YBaHHA 3a pepTHAMTETA, IEPHHATAIHATA HIH NOCTHATAIHATA TOKCHYHOCT ca
OTPHUATEITHH.

ALETHILHCTEHH TIPEMMHABA MPe3 IUIALIEHTAaTa TPH TUIBXOBE H € OTKPHT B aMHMOTHYHaTa TeuHocT. [lo 8
yaca Ciie NepopaTHO MPHIOKEHHE, KOHLIEHTpauuaTa Ha MeTabonuTa L-uvcTenH e no-BUCoKa B ILTALICHTATa
W II0A3, OTKOJIKOTO B IUIa3MaTa Ha Matikarta.

6. ©APMAIEBTHYHU JAHHH

6.1 CnHcbK HAa NOMOMHHTE BEMECTBA

I'nuuepun TpunaaMHTaT

[Tonucopbat 65

Copburon (E420)

Kcunuron

JIMMOHEHA KHCeNnHHa

MoHoHaTpueB UMTpaT

Marsesses LIMTpaT

KapMenosa HaTpHii

Acnapram (E951)

Apomar Ha keniHa “B” (chbabpka BAaHWIHH; MATTOAEKCTPHH; INiokoHonakToH (E 575); copburon (E 420);
CHIMLMER JUOKCHA, KonouaeH 6essoaet (E 551); manuron (E421); marsesnes xuapokcHxkapboHaT
(E 504 1I))

MarHeaues cTeapat

6.2 HechbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roggocT

3 ronMHH

6.4 CoenHAJHH YCJIOBHS HAa CHLXPAHCHHE

Ja ce cpxpausa nog 25°C.

6.5 Buag s chAbpKAHHE HA ONAKOBKATA

TTepopajHHAT MpaX € OMaKOBaH B TAMHHHUPAHH CallleTa OT ATyMHHHEBO-XapTHEHO (OJTHO, NIOCTaBEHH B
KAPTOHEHA KYTHA.

Besko cate cpappxa 1,6 g npax.

Buaore onakoBKH:
8, 10, 14, 20, 30, 60, 90 camera

He BCHUKM BHOOBE OMAaKOBKK Morat Aa 6bJar IMycHaTH B npojax0a.

6.6 CnenuajiAHA NpeAna3HH MepKH NPH HIXBLPJIAHE H paboTa

Heu3nonasaHHAT JIEKAPCTBEH NPOAYKT WM OTNAAbYHUTE MaTepHalIH OT Hero TpAbGBa na d&;‘;ﬁm%p,ua'r B
CBOTBETCTBHE C MECTHHTE H3IACKBAHHA. l./ o Co



7. IIPUTEXATEJ HA PA3PELHIEHHETO 3A YIIOTPEBA

Sandoz d.d.

Verovikova 57,

1000 Ljubljana

CnoBeHHA

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20170222

9. TATA HA TEPBO PA3PEINABAHE/TIOJHOBABAHE HA PASPEHIEHMETO 3A
YIIOTPEBA

JlaTa Ha mepeo paspeinasate: 27.06.2017
Jlata Ha nocneaHo noaHoBABaHe: 15.11.2022

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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