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FRER X

ALLLL IupexT 600 mg nepopasieH npax o]
ACC Direct 600 mg oral powder

2. KAYECTBEH A KOJIMMECTBEH CbCTAB

Besko caue cuabpxka 600 mg aueTHnuucTenH (acetylcysteine).

[ToMolIIHH BellleCcTBA C U3BECTHO JIEHCTBHE
Besiko cawe cpabpka 0,5 mg acnapram v 10 527 mg copOUTOI.

34 MBbJIHUA CIIMCHK Ha MOMOILHUTE BELLECTBA BHXKTE TOYKa 6.1.

J JIEKAPCTBEHA ®OPMA
[lepopasieHn npax

Bsn 1o 1eKo XKBJITEHUKAB Mpax, € JIECHO pa3najalliy ce arjiomepaTH, ako HMa TaKMBa, ¢ MUPHC Ha KbITHHA,
KOMTO MOXKE J1a € JIEKO CEpEH.

4. K/IMHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

CeKkpeToaMTHYHA Teparnus NpU OCTPHU U XPOHHUYHHU OPOHXOITYIMOHAIIHH 3a00/11BaHHS, TIPH KOHTO €
He0OX0AMMO HaMaJIsiBaHe HAa BUCKO3MTeTa Ha OpOHXHAJIHUA MYKYC, 3a [1a C€ YJIECHH OTXpauBaHETO IpH
Bb3PAaCTHH.

4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBKa
[IpenopbuBa ce cneanara nozuposka Ha ALILL lupexr:

Camo 3a Bb3pacTHH
| cauie BeaHBX AHEBHO (eKBUBaJIEHTHO Ha 600 mg aueTHILMCTEHH JHEBHO)

ALILL upekT He e moaxoasul 3a yrnorpeda npu 1OHOWHM U Aeua. Haiuynau ca apyru noaxoasuu
JeKapcTBEHU (PopMH.

HayuH Ha NPUIOKEHUE

[TepopanHUAT Mpax OT €AHO callle TPsOBa Ja ce MNOCTaBU JUPEKTHO BbpXY e3uKa. | lepopanHusaT npax
CTHUMYJIMpa OT/IEJISHETO Ha C/IFOHKA W MO TO3W HA4YMH MOXKe Ja ObJie J1eCHO norbiHar. [lepopaiHusar npax He
TpsAOBa 1a ce AbBYE MPEIH NMOTTbIIAHE.

Moxxe na ce npuema 6e3 Boza.

[lalMeHTH B cTapyecKka Bb3pacT U NALMEHTH B YBPEIEHO 0010 ChCTOSHHE
3a npeanoYMTaHe € MalMeHTUTe C HaMaJIeH KallulhyeH pedieKe (MauueHTH B CTapyg
MaliMeHTH ¢ OTMAAHAJIOCT) J1a MpUeEMAT NepopaHUg Mnpax CyTpHH.




[IpoaB/DKMTENHOCT Ha ynorpeba
ALLL [upexT He TpaOBa Aa ce npuema noseve OT 14 quK 6€3 KOHCYITaLUMA C Jiekap.

[TauueHTHT TPAOBA Na Ce KOHCYNTHpA € JeKap B CTyuaid, 4ye CHMIITOMHTE He Ce MOJOOPAT WK e BIOLLAT B
paMKHTE Ha 4-5 JHU.

[legpaTpyu4Ha nonynauMs

ALLL TupexT He TpAOBa Aa ce U3MOJ3Ba NPH Aella oA 2 roAWHHK (BHK TOUKa 4.3) U He € noAXoadl] 3a
ynotpeda npH Jela H FOHOWHM 1o 14 roguiiiHa Bbp3pacT, NPeaBHI BUCOKOTO ChbpiKaHHEe Ha aKTUBHO
BELLIECTRO.

Benexka:
B13MOXHO € NPUChCTBHE HA MUPU3MAa Ha CAPa, KOATO HE € [TOKA3aTe 3a pa3BajIAHE HA MPOIYKTA, a ce

ABJIKH HA AKTHBHOT(O BEINCCTBO B ChCTABA MY.

4.3 IlporuBonokazanms

- CBpPBXUYBCTBUTENHOCT KEM AKTHBHOTO BEILIECTBO MIIH KbM HAKOE OT [NOMOILHKTE BEUICCTBA,
130poeHu B TO4Ka 6.1.

- Heua Ha Bb3pacT noa 2 roavuHH
4.4 CroenuaJHH NpeaynpexaeHus H OpeAna3HH MepKH NpH ynoTpeda

MHoro paaKo e cho01aBaHo 3a TEXKKH KOXKHH peakliH, KaTo CHHAPOM Ha CTHBBH-/DKOHCHH ¥ CUHAPOM Ha
Jla#ien, IpH KOWTO UMa BpeMeBa Bpb3Ka ¢ ynorpebara Ha aueTHILMCTENH. B noseueTo ciryuan Moxke ja ce
HACHTHOHLHPA Hali-MAIKO OLIE €JHH JICKApCTBEH NMPOAYKT, KOWTO € MO-BEPOATHO /12 € NPUHUHA 32
MYKOKYTaHHHS CHHAPOM. AKO 0bJaT YCTAHOBEHH HOBOBBL3HHKHANIM NPOMEHH M0 KOXKATa WIH JTMTaBULINTE,
TpabBa He3abaBHO & ce MOTbPCH KOHCYJITALUA C JIEKap, a MIPHEMBT Ha aLETHILIMCTeHH 14 €€ NpeyCTaHOBH
(BK. cBIIO TOUKA 4.8).

[Tpu nauxeHTHTe ¢ GpOHXHaIHA acTMa, MPOABHUTE HA OPOHXOCTIA3bM TPAOBA BHMMATEINIHO Aa Ce
MOHMTOpHpAT 10 BpeMe Ha Tepanusta. [IpH Bb3HHKBaHe Ha OPOHXOCMA3bM, PHEMBT Ha 1eKapCTBEHHUS
npoAyKT TpabBa na 6bae npekpareH He3abaBHO M J1a Ce 3aMOYHE MOAXOAALIO JEUEHHE.

[Ipenopbysa ce MOBHIIEHO BHHMAHHE YIPH NMALIKEHTH ¢ aHAMHE3a 3a MENTHYHA A3Ba, 0COOEHO KOoraTo ce
H3MON38a €IHOBPEMEHHO C IPYTH JIEKAPCTBEHH [TPOIYKTH, 3a KOMTO € H3BECTHO, Y€ JPA3HAT JIMraBHLIATA Ha
CTOMAIILIHO-YPEBHHUA TPAKT.

[Tpenopnusa ce MOBHILEHO BHUMAHHWE MPU MaLUEHTH C XMCTAMHHOBA HEMOHOCUMOCT. IIpu TakKBa
naudeHTy TpAOBa Aa ce u3barsa No-MpORL/LKUTESHA TEpanHA, ThH KaTo aleTUIHHUCTEHH MOBIHABA
XHCTAMMHOBHA MeTabOoM3bM ¥ MOXKE [Ia MPEAM3BHKA CUMITTOMY Ha HEMOHOCHMOCT (Hamp. rnasobonue,
Ba30MOTOPEH PUHHT, CbpOeK).

Vnorpefara Ha aUETHILKMCTENH, 0COOEHO B HAYATIOTO Ha JIEYEHUETO, MOXKE [1a BTEYHH H Ja yBEJIHYH 00eMa
Ha GpOHXMANHA CEKpeLns. AKO NMaLHeHTHT He € B ChCTOAHME Ja OTXpauK A0CTATHYHO, TpA0OBa Ja ce
npeAnpyeMar MoAXOASIIH MEPKH (Harp. NOCTypaieH ApeHaX W aCHpaLiui).

[leanarTpyyHa nomyaalns
MyKONIHTHLIMTE MOTAT Aa NMPEAH3IBHKAT HETIPOXOAUMOCT Ha JUXATE/IHUTE TbTHULLA NMPH neu .

BB3pacT NOpaal GHIHONOrHYHUTE XapaKTEpPUCTHKH HA IUXATEeNTHUTE ITBTHILA NPH TasH ByAD:
orpaHH4Y€Ha CROCOOHOCT 3a oTXpayBaHe. [Topany ToBa, MyKOJIMTHLIMTE He TpAOBa Ja Ce/Az
J€LA Ha Bb3pacT nof 2 roguHu (BX. TOYKA 4.3).




To3u JeKkapcTBEH NPOAYKT ChAbpKA acnapTaM, copOMTON U HATpU#
To3n nekapcTBeH NPOXYKT chabpka 0,5 mg acnapraMm BLB BCAKO calile, ACNapTaMbT € H3TOYHHK Ha

dennnananus. Toii Moxke na 6be BpeaeH 3a MaLHMEHTH ¢ QEHUIKETOHYpHS.

To3u nexkapcTBeH NPOAYKT ChAbpXka Ao 527 mg copbuTton BuB BeAko cawe. Tpadpa na ce uma npeasua
aUTHBHHUA MY €(PEKT KbM €AHOBPEMEHHO NPHEMAHH JIEKAPCTBEHH NMPOJYKTH, ChAbpXKalM cOpOHTON (MK
(ppyKTO3a) KAKTO H IPUEMBT HA cOpOUTON (WiIH (PPYKTO3a) KATO 4acT OT auerara. ChAbpPIKaAaHUETO Ha
cOpOMTON B JIEKAPCTBEHUTE NPOAYKTH 32 NEPOPaTHO NIPHIOKEHHE MOYKE [a NOBJINAC BbPXY
OMOHANMUYHOCTTA Ha APYTH NIEPOPATHH JIEKAPCTBEHH NPOAYKTH, [IPpUEMaHH €AHOBpeMeHHO. [lauMeHTHTE C
pelKH HAceACTBEHH 3a00N9BaHHs Ha HEMOHOCHMOCT KbM (pykTo3a (HFI), He TpaOBa aa npuemat TO3H

JICKAPCTBCH TIPOAYKT.

Tora nekapcTBO ChABPXKA MOo-Maiko oT 1 mmol (23 mg) HATPHIA B €1HO callie, KOeTO 03Ha4aBa, 4¢
[PAKTHYECKH HE ChAbPXKA HATpUH.

4.5 BiaumozeHcTBHE ¢ APYTH JEKAPCTBEeHH NPOIYKTH H ApPYrH GOpPMH Ha B3arMOACHCTBHE
[IpoyuBaHus 3a B3auMOAeHCTBHE ca MPOBEXAAHH CaMO NMPH Bb3PACTHH.

Kombunuyun c anmumycusa

JlekapcTBEHH MPOAYKTH, KOMTO NOTHCKAT KAULTHYHHA pedIIeKC He TpaOBa 1a ce npuiiarat 3aeHo ¢
ALICTIWILIMCTEHH, Thil KATO TOBA MOXeE Ja NOBEAE 10 ONAcCHO HATPYNBAHE HA CEKPET; 3aTOBA € HEODX0AUMO
ocobeHO BHUMAaHHeE NPH B3EMaHe Ha pellleHHE JajiM TakaBa KOMOMHALHA € MOAXOAALIA.

Arnmubuomuyu

Chob1eHHATa JO0CEra 3a HHAKTHBALMA Ha aHTHOHOTHLM (TeTpaUMKIHHH (C M3KTIOYEHHE HAa NOKCHLIMK/IHH),
uedanoCNOpHHH, aMHHOTJIHKO3HAM, MEHHLIMIIMHH) OT CTPaHa HAa alleTHILMCTEHH C€ OTHACAT U3KITIOYHTEITHO
IO MPOYUBAHMA in Vitro, Npy KOHTO CbOTBETHHUTE CyOCTaHLMH ca CMECBaHH npsako. HesaBucumo oT TOBa, OT
chobpaxeHua 3a 6e30nMacHOCT, NEPOpPanHHUTe aHTHOMOTHLIM TPAOBA Jia C€ NPHIIAraT OTASNHO H B HHTEpBa
OT Hal-MaJiko 2 Haca MeKIy LO3MTE Ha JIBeTe nekapcTBa. TOBa He ce OTHacA 3a LCPHKCHM.

Axmueaen eveieH 6v6 6UCoOKu 003U
VYnorpe0ara Ha aKTHBEH BBITIEH MOXE Ja HAMAIH e(eKTa Ha aUCTHIILIHCTEHH.

Ayemunyucmeurn/ Humpozauyepun
EAHOBpEMEHHOTO NPUIOKEHHUE C AUETWILHCTEHH MOXKE [1a IOBEAE A0 YCHIIBAHE HA BA3OJWUNATATOPHHTE H

aHTHTPOMOOLIMTHHTE €(DEKTH Ha ITTHLIEPHIOB TPHHHTPAT (HHTPOITIMLIEPHH).
AKO e HeOOXOAHMO JIEUEHHE C HMTPOrTTMLEPHH U alleTUIIMCTEMH, NalMeHTRT TpAOBa ga Obrae HabnonaBaH
3a MOTeHLUKATHA XUITOTOHUA, KOATO MOXKe Na 6bae cepro3Ha M 1a Obae MaHu(ecTHpaHa upe3 rinaBobonue.

Anmuenunenmuyu
EnnospeMeHnHara ynoTpeba Ha alleTWILIHCTEHH ¥ kapbaMa3enuH MoXe Aa AoBeae N0 cydrepaneBTHUHH

KOHLIEHTpaLMH Ha KapbaMa3senuH.
IIpomenu 6 onpedensnemo na aabopamoprume napamempu

- ALleTHNUMCTEHH MOXKE J1a MOBJIMAC HA KOJIOPHMETPHYHHA aHAIHU3 Ha CAJTHIIH/IATHTE.
- an v3chenBaHMd Ha ypHHa aueTHILHUCTEHH MOXKE [1a NTOBJIMAE PEIYJITATHTC 34 ONPCACIAHC Ha KCTOHHH

TCIA.

PasTeapsaHETO Ha aLEeTWILMTEHH ChABPXKALIH MPOAYKTH 3a€IHO C APYIH JIEKapPCTBA HE Ce NPenoph4Ba.

4.6 MepTHAATET, OPEeMEHHOCT H KbpPMEHE

QepTUIUTET




Hsma HaIMYHH JAHHH OTHOCHO e(eKTa Ha aUeTWILMCTEHH BhpXY (epTHaUTeTa NpH Xopara. He ca
3a6ensnzaHy eeKTH BLPXY PEePTHNMTETA IPH NPOYHBAHKA MPH XKMBOTHH (BX. TOUKA 5.3).

bpeMEHHOCT
HaMa pocTaTh4HO KJIHHHYHU JAHHH 33 €KCNIOHUPaAHU OpeMEHHM KEHU Ha aUECTHILHCTEHNH.

ExcriepMMEHTATIHH MPOYYBaHHS NIPH AKMBOTHH HE Ca MOKa3aJii AaHHH 3a NPAKO WIH HEMPAKO BPEAHO
Bb3/EIiCTBHE BEPXY OpeMeHHOCTTa, eMOpHOHATHOTO/PETATHOTO Pa3BUTHE, PAXKAAHETO WIH NOC/ICPOAOBOTO
pa3BUTHE (Bi. CHLIO TOUKA 5.3). ALIETHILHCTEHH NPEMUHABA Npe3 iaueHTara. Hanuunure 1aHHH HE
MpennonaraT pUCK 3a rioaa. ALETHIIMCTEHH TPAOBa Ja ¢e npuiara no BpeMe Ha OpeMEHHOCT CaMo ClEld
BHMMATEJIHA OLIEHKA Ha ChOTHOLUEHUETO MOJI3a-pHCK.

Kvpmene
Hama uadopMaLIMg OTHOCHO eKCKPEeLIMATA Ha aleTHILKHCTENH B KbpMaTa. He Modie fa ¢e H3KmovH

BB3MOKEH PHCK 33 KbPMAueTo. ALETUILMCTEHH TPSOBa Aa ce M3MOJI3Ba B NEPHOAA HA KbPMCHE CaMo Cliel
BHMMATE/IHA OLIEHKA Ha CHOTHOLIEHUETO NOM3a/PHCK.,

4.7 EdexrTH BLPXy cnoco6HOCTTA 32 ModHpaHe H padoTa ¢ MAIIHHH

He ca n3asectHH edekTH BupXY crrocobHOCTTa 3a lodupaHe ¥ paboTa ¢ MalIMHH OT CTpaHa Ha
AlCTHILIUCTEHH.

4.8 Hexenann JEeKAPCTBEHH PEAKNHA

OLleHKaTa Ha HeXeNlaHUTe peaKuuM ce Oazupa Ha cleHaTa KNacH(UKaLMs Ha 4eCTOTaTa UM:

Muoro yectd (2 1/10)

Yectu (= 1/100 po < 1/10)
Heuectu (= 1/1 000 no < 1/100)
Penxu (= 1/10 000 oo < 1/1 000)
Muoro peaxn (< 1/10 000)

C Heu3BeCTHA 4YecTOTa (OT HAIMUHUTE JAaHHH He MoxKe Ja Obae HanpaBeHa OLEHKA)
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4YpEeBHH CTOMATHUT, OOJIKa B

HapyLIEHHS KOpeMa, rajicHe

HapylueHus Ha Yprukapus, cOpus, CunapoM Ha CTHBBHC-

KOXAaTa U aHrHoe ieM, Crpoex, JIKOHCBH U TOKCHYHA

NOAKOXKHATA EK3aHTEM enuaepMaiHa HEKpOIn3a

TbKaH *

061 Tpecka OTOK Ha
HapyilueHHUs U JULIETO
edexTH Ha

MACTOTO Ha

PUNOKEHHE

HacnenpaHus XHIIOTOHMUS

* CpOOILEHH ca MHOTO PEIKK CYy4Yad Ha IMOsABa Ha TEXKH KOXKHU peakLMH KaTo CHHAPOM Ha CTHBBH-
JTHOKOHCHH M TOKCHMHA eNuaepMalTHa Hekponusa (CuHapoM Ha Jlaiien) cpBnagamm rno Bpeme ¢
MPHAOKEHHETO Ha aLETHILMCTeHH. B noBeyeTo OT Te3u ciyyan € HACHTHOHLMPAH HaH-MaKo oule €AuH
ITOAO3MPaH JIEKAPCTBEH MPOAYKT, YYacTBALL B OTK/IIOYBAHETO Ha NMOCOUYCHHTE NMO-rope MyYKOKyTaHHH
CHHApOMH (BK. TOUKa 4.4).

B cinyu4aii Ha OBTAPAINIM C€ HAPYLIEHHS Ha KOXKAaTa ¥ IMraBULMTE TpAOBa BeHara ia ce NOTbpPCH
MeIMUMHCKA MOMOLL K A3 ce cnpe ynoTpefara Ha aUeTHILMCTEHH He3abaBHO.

B pombaHeHHe, MHOTO PAAKO € ¢boOLIaBaHO 32 KPBBOK3/IHBH BEB BPE3Ka C MPHIOKEHHETO HA
AUESTHILMCTENH, OTYACTH B PAMKHTE Ha P€aKLMH HA CBPBbXUYYBCTBHTENHOCT. I1IpH pa3nHuyHH NpoyuBaHHA €
YCTAHOBEHO MMOHIDKaBaHE Ha TPOMOOLIMTHATA arperalus B IPpHCHCTBUE HA ALICTHILMCTEUH, Jlocera He e
H3ICHEHO KIMHHYHOTO 3HAYEHHE.

CrpofiuapaHe Ha MOJO3UPaHH HEKEIaHY peaKLMH
C1o6maBaHeTo Ha NMOJO3UPAHY HEXEIAHH peaKkLIMu ¢ie/l pa3pellaBaHe 3a ynorpeba Ha nekapcTBeHUA

MPOLYKT € BaxxHo. ToBa Mo3BoNIABA Aa NPOABL/DKH HAGMIOAEHHETO HA CHOTHOILIEHHETO NOJI3a/PUCK 32
NEeKapCTBEHHA NMpoaykT, OT MEAMUMHCKHUTE CHELMAIHCTH C€ H3UCKBA J1a ChOOIIABAT BCAKA NOAO3HpaHa
HeXXeJlaHa peakuus upe3 U3mbaHUTeNHa areHUua no Jekapcrsara yi. ,,Jlamad I'pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebeaiir: www.bda.bg.

4.9 Ilpenosupane

Ilocera He ca cpOOILaBaHY C/Ty4ayd HA TOKCHYHO NMpeo3HpaHe NMpH MEPOPATHHUTE JIEKAPCTBEHH (POPMH Ha
aneTunurcTenH. JlobposoauM ca TpeTupaHu ¢ fo3a 11,2 g aueTHnuucTeHH/ JHEBHO B POIB/DKCHHE HA
noeeue oT 3 mecewa, 6e3 a ca HabMoJaBaHKH HUKAKBU TEXKH HeXenaHu peakuuu. [lepopanHu no3u ao
500 mg aueTwnumucTenH/kg TenecHo TErSio ca OHECEHH 0€3 CHMITTOMM HA HHTOKCHKALIMA.

HMMa naHHH 32 HHTPABEHO3HO MPWIOXKEHHE Ha aUETWILHCTEUH NPH XOpa B MAKCHMAaIHH THEBHH JI03H A0
30 g npH neyeHHe HA HHTOKCHKALUHA ¢ NMapaleTaMoll.

CHMIITOMM Ha MHTOKCHKAIIKS
- [Ipeno3upaHeTo MOXKE Aa AOBEE A0 TaCTPOMHTECTHHANHH CHMIITOMH, KaTO rajieHe, rospbllaHe u JHApHA.
- [Ipu xppMaueTaTa CHUIECTBYBa PHCK OT XHIIEPCCKPELIUA.

TepaneBTHYHU MEPKH B CITyyal HA MPENO3UPAHE
- AKO € HeoDXoauMO, CTIOpe] CHMIITOMMUTE.

5. ®OAPMAKOJOIrMYHHU CBOUCTBA

5.1 ®dapMakoJHHAMHYHH CBOHCTBA

dapmakoTrepanebTHYHa rpyna: JlekapcTsa 3a ieyeHHe Ha KallUTHLA U NPOCTYAHH 341
MyKOJIHTHLIH




ATC kox: R0O5C B0l

ALIETUILIUCTEHH € NPOU3BOJHO HA aMMHOKHCE/IMHATa UACTENH. EPHKACHOCTTA Ha ALETIILMCTEHH €
CEKPETONUTHYHA H MYKOperynvpaiia B obnactra Ha auxatendure mpTHina. Cuura ce, ue Tol paskncsa
AUCYIPHIHNTE MOCTOBE MEXKIY MYKOMNOTH3AXapUAHUTE BEPUIH U YIPAKHABA AeNOIHMepUsnpalll edexT
Bbpxy JIHK-Bepurure (B rHoiiHusg Mykyc). [locpeacTeoM TO3U MEXaHH3BM CE€ HaMaJIIBa BUCKO3UTETA Ha

MYKYca.

AJTTCPH&THBBH MeXaHU3bM Ha ACHCTBHE HA ALICTUWILHMCTEHH C€ OCHOBABA Ha cnocoOHOCTTA HAa Herosara
pPCaKTHBHA CYHCIJXHHPPU[H& rpyna aa Cebp3Ba XHMHYHH pPaJHKaA/IH H 11O TO3H HAYHH Aad 'K ACTOKCHKHAPDA.

OcBeH TOBa, ALUETHILHCTEHH JONPHHACA 3a 3aCHICHATA CHHTE3a Ha MIyTAaTHOH, KOETO € BAXKHO 33
NETOKCHKALIMATA HA HOKcuTe, ToBa 00ACHABA HETOBHUA AHTHAOTEH €()EKT NPH MHTOKCHKALIMA C

napaucTamMon.

§.2 @®dapmMakOKHHETHUYHH CBOHCTBA

Abcopbuns
Cnea nepopaiHO NPWIOKEHHUE A1IeTHIIUHCTEHH ce pe3opOupa 6bp30 M MOYTH HAITHIIHO.

[Mopaau uzaBeHusa eheKT Ha MLPBO NPEMHHABaHE, OUOHANUYHOCTTA Ha NEPOPATHO NMPHUAOKECHUA
AUETHALUCTEUH € MHOTO HUCKa (npubamnzurenno 10%). Ilpu xopa, MakCHMAaTHHUTE [L1a3MEHH
KOHLIGHTpAaLMU ¢a U3MepeHM ciel, 1-3 yaca, npy KoeTo MUKOBaTa IU1a3MEeHa KOHUEHTpauusa Ha MeTaboaura
LIMCTEHH € B MOpAABbKA Ha Okono 2 pumol/l.

Pasznpenenenue
QapMaKOKHHETHYHH TIPOYHBAHUA MTPU HHTPABEHO3HO MPUJIOKEHUE Ha aUCTHALIMCTEHH NMOKa3BaT 0b6ecM Ha

pasnpeacncHue oT 0,47 I/kg (0buro) wnu 0,59 Vkg (peayumpan). AueTwinucTenH ce cBbp3ea okosro 50% ¢
[U1a3MEHHTE NMPOTEHHH.

ALeTUILIUCTEHH IPEMHUHABA NPE3 IUVIALICHTATA HA [UTHXOBE U € OTKPUT B MbnHaTa BpeB. HAMa HanuyHa
HHpOPMaUHMA OTHOCHO €KCKPEUMATA B MAHYHHOTO MJIIAKO.

HsaMa naHH#M OTHOCHO MOBEJEHHETO HA AUECTWILIMCTEHH CIIPAMO KPBLBHO-MO3bYHaTa bapuepa npH xopa.

buotpanchopmanus

AuternunuucrerH ce Merabonnsupa 66p30 B UuepHHa Apob 10 papMaKonOriyHO akKTHBHUS MeTabonnT-
LIMCTEMH U JI0 JHALIETWIUHUCTUH, UUCTHH M APYTH CMECEHH Aucyaduamu. AUSTHWILMCTEHH U HETOBHTE
MeTabOoJIUTH ce CpellaT B OpraHH3Ma B TPH Pa3iuyuHHU GOpMH: HacTHUHO KaTo cBoboaHa cyberanums,
YaCTHYHO KATO CBBLP3aHH ¢ MPOTEUHHUTE MOCPEACTBOM ClIabu AUCYNPHAHNH MOCTOBE H YACTHUYHO KaTo
HeCBBbpP3aHAa AMUHOKHCE/IMHA.

EnuMUHMpaHe

AUETHIIMCTENH C€ €KCKpeTUpa NOYTH U3LAN0 noj ¢opMaTa Ha HEAKTHBHH MeTabONIUTH (HEOpraHUYHH
cysdaTH, AMALETUWILMCTUH) upe3 OLOpewTe. Y CTaHOBEHHAT I1a3MeH KIUpBHC € ChoTBeTHO 0,11 I/h/kg
(06mi0) u 0,84 /h/kg (penyuupan), cnopen papMakOKHHETHYHH NPOYYBAHHA C UHTPABEHO3HA ynioTpeda Ha
aleTWILHCTeHH. EMTUMHHALMOHHUAT MOJY>XHBOT CJIEJ HHTPABEHO3HO NpHaoKeHHE € 30-40 MUHYTH, npH
KOETO OTAENAHETO ceaBa rpudasHa kuHeTUKa (anga, Oeta U TepMUHalIHa raMa-(asa).

yIBDKaBa a0 8 yaca.

5.3 IlpeaxkiAHEYHHA JAHHH 3a 0e30macHOCT




Ocmpa mokcuynocm
OcTpara TOKCHYHOCT NPH OTIMTUTE C XXMBOTHH € HUCKA. 3a Ie4eHHe Ha Mpeo3nupaHe, BXK. Touka 4.9.

XporuuHa moxcusHocm
[TpoyuBaHus NpH pa3NUyuHU )KHBOTKHCKH BHIOBE (IIIBX, Ky4€) C NPOABLIKHTENHOCT 10 | roguHa He ca
MOKAa3a/lH MaTONOrHUHH MPOMEHH.

Kapyunozernern u Mymazenen nomenyuan
He ce ouyakBaT MyTareHHH epeKTH Ha aUeTUWILUCTEHH. PesynaTaTure OT in vilro TeCT ca OTPHLIATEJIHH.

He ca [TIpaBCHH NpOYYBaHUA Ha TYMOPOINCHHHA IMTOTCHLHAT HA alCTHWILHCTEHH.

Penpoodyxmusna moxcuxonocus

B npoyuBanus 3a eMOpPHOTOKCHYHOCT NPH 3aHLIK U ILTbXOBE HE €4 YCTAHOBEHH MaJIGOpMAaLIHH.

PesyntaTtiTe OT Npoy4uBaHUA 3a depTHNIHTETa, NEPHHATANHATA WIH MTOCTHATA/IHATa TOKCHYHOCT Ca
OTPHLATE/THH.

ALCTWILMCTEHH NIPEMHHABA MPE3 IUIALIEHTATa [PU [UTBXOBE M € OTKPHT B aMHUOTHYHATa TeuHocT. Mo 8
yaca CJiejl mepopaiHo NPHJIOXKeHue, KOHLEHTpaLMsaTa Ha MeTabonuTta L-LUMCTeHH € no-BUCOKA B IUIalIeHTaTa
H U103, OTKOJIKOTO B Ija3Mara Ha MaHKara.

6. ©APMAIIEBTHYHU JAHHH

6.1 CoHcbK HA NOMOINHHTE BelleCTRa

['muuepun TpunaiMurar
ITonucopbar 65

Copburon (E420)

Kcunuron
JIUMOHEeHa KHUCeJIMHA

MOHOHAaTpHUEB LIMTPAT
MarnesueB LaTpart

Kapmenosa HaTpHH

Acnapram (E951)

ApoMarT Ha KbrHHa “B” (Cbabpika BaHWINH; MAITONEKCTPHH; NTIOKOHONAKTOH (E 575); copburon (E 420);
CHTHLIMEB TUOKCHA, konouaeH Oe3soaeH (E 551); manuTon (E421); marnesues xuapokCUKapOOHAT

(E 504 1))

MarHnesues creapart

6.2 HecbBMECTHMOCTH

Henpuno)kxumo.

6.3 Cpok Ra rogsoct

2 TOJIUHU

6.4 CoensaJHH YCJIOBHS HA CHXPAHEHHE

Ha ce cvxpaHaBa nox 25°C.

6.5 B#uaH cbABPXAHHE HA ONAKOBKAaTA

[lepopanHusT npax € onakoBaH B JAMMHHPAHH Call€Ta OT ATyMHHHEBO-XaPTHEHO ¢
KApTOHEHa KyTH4.
Besko cawe cpappxka 1,6 g npax.




BuaoBe ONaKOBKHY:
8, 10, 14, 20, 30, 60, 90 cauiera

He scuuKkM BHOOBE OMAaKOBKM MOrar Ja ObaaT mycHaTH B npoaaxoda.

6.6 ChnenHaJHH OPeANA3IHA MEePKH NPH H3XBbLPJ/ISHE H padoTa

Heu3non3saHWAT JekapcTBeH MPOAYKT WIM OTNAABYHHUTE MaTepUalid OT Hero TpadBa Na Ce U3XBLPIAT B

CHOTBETCTBUE ¢ MECTHUTE U3HCKBAHMA.

7. IIPUTEXATEJI HA PAZPEILIEHHUETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57,

1000 Ljubljana

CnoBeHus

8. HOMEP(A) HA PAJPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20170222

9. JATA HA ITBPBO PAJPEINABAHE/INOJHOBSABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Hara Ha mbpBo paspeiuasane: 27.06.2017
Hara Ha nocnenHo nogHopsapaHe: 15.11.2022

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

0872025




