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ALILL qupext 600 mg nepopasieH npax

ACC Direct 600 mg oral powder

2. KAYECTBEH A KOJIMHECTBEH CbBCTAB
Bcesko cawe ceabppxka 600 mg aueTwiuMcTeH (acetylcysteine).

[ loMOLIIHY BeIIECTBA C U3BECTHO AEHCTBHE
Bcesko came cweabpxka 0,5 mg acnapram M 10 527 mg copburo.

3a MbJIHUA CITUCHK HA NMOMOILIHUTE BELlECTBAa BHOKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA
[lepopaneH npax

bsn 1o 1eko XKbJITEHUKAB npax, C JICCHO pa3liajaliii CE€ arJjiomMmepaTH, dKk0O UMa TaKHBa, C MUPDHC HA KbIIHHA,
KOHUTO MOX€E 1a € JIEKO CCPCH.

4. K/IMHHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKAIAHHS

CeKpeToJIMTUYHA Teparnus MpU OCTPU U XPOHUYHH OpPOHXOMYJIMOHAJIHH 3a00J1IBaHMA, ITPH KOUTO €
He0OX0IMMO HaMaJIsBaHE Ha BUCKO3UTETA Ha OPOHXHATHUA MYKYC, 3a J1a C€ YJIECHH OTXpa4BaHETO IMpPH
Bb3PAaCTHH.

4.2 /lo3HpOBKA H HAYHH HA NPHJIO)KEHHE

Jo3upoBka
[Ipenopbuea ce cneanara ao3uposka Ha ALILL JIupekr:

Camo 3a Bb3pacTHH
| caile BeHBX JHEBHO (€eKBUBAJIEHTHO Ha 600 mg aLieTHJILMCTEUH THEBHO)

ALLL dupekT He € noaxoadall 3a ynorpeda npy IOHOWHM U Aeua. HanuyHM ca apyru noaxoasiu
JIEKapCTBEHHU (POPMH.

HayuH Ha NpHJIOKEHHE
[lepopanHuAT nmpax OT €AHO calue TpAOBa Aa ce NOCTaBU AUPEKTHO BbPXY €3MKa. [lepopaniHuaT npax

CTUMYJIMpA OTACJSHETO Ha CJIFOHKA M MO TO3M HAYMH MOXeE Aa Obae siecHO norbsiaHat. [lepopanHusT npax He
TpsAOBa [a ce AbBYE MPEaM MOrIblIaHE.

Mo>ke n1a ce mpuema 6e3 Boa.

[laliieHTH B CTApYCCKA Bb3pACT H INALIMCHTH C OTIAAHAJIOCT




3a nNpeAnoYMTaHE € NAUMEHTUTE C HAMAJICH KallUTHYeH peduieKc (MaLMeHTH B cTapyecKa Bb3pacT M
MalLMEHTH C OTMAQHAJIOCT) Aa MPUEMAT NEPOPATIHUSA MPax CyTPHH.

[IpoaABLIHKUTENHOCT HA ynioTpeba
AILlLL [IupekT He TpsOBa na ce npueMa noseye ot 14 gHu 6e3 KOHCyATaLMs C JieKap.

[TaimeHTHT TPAOBA Aa C€ KOHCY/ITHpA C JIEKap B cly4ai, Y€ CUMIITOMUTE HE Ce NMOJOOPAT UK ce BIOLIAT B
paMKuTe Ha 4-5 IHHU.

benexka:
B1b3M0XHO € NPUCHCTBHE HA MUPHU3Ma Ha Cspa, KOATO HE € MoKa3aTe)l 3a pa3BajIsiHE Ha MPOAYKTa, a ce
I'bJDKH Ha aKTUBHOTO BELIIECTBO B CHCTaBa MY.

4.3 IlIporuBomoka3aHus

- CBpBbX4yBCTBHMTETHOCT KbM aKTUBHOTO BELLECTBO WM KbM HAKOE OT MNOMOILIHUTE BELLECTBA,
U30pOeHH B TOYKA 6.1.

- Jeua Ha BB3pacT noj 2 roaAuHH
4.4 CpoenHa/qHH NpeaynpexIeHHs H NpeaNasHH MEePKH NPH ynorpeda

MHoro psaako € cbo01aBaHoO 3a TeXKKH KOXKHH peaKLH1H, KaTO CHHAPOM Ha Stevens-Johnson ¥ CHHAPOM Ha
Lyell, npu kouTO HMa BpeMeBa Bpb3Ka ¢ ynorpebara Ha aLeTHJILMCTEHH. B noseyeTo ciryyau Moxe J1a ce
HIEHTH(DHLIMpa HAH-MaJIKO OLLE €/IMH JIEKAPCTBEH MPOAYKT, KOMTO € MO-BEpOSATHO J1a € MPUYHHA 3a
MYKOKYTaHHHSA CUHAPOM. AKO 6bJ1aT YCTAHOBEHH HOBOBB3HUKHAIM IMPOMEHHM 1O KOXKaTa WJIH JIMFaBHULIUTE,
TpsAOBa He3abaBHO Aa ce MOTHbPCH KOHCYITAlUMA C JIEKAp, a MPHEMBT Ha aLIETHILIMCTEHH J1a C€ MPEYCTaHOBH
(BX. CbLIO TOYKA 4.8).

[Ipu naupeHTH ¢ OpoHXHaIHA aCTMa MOXKE J1a Bb3HUKHE OpoHxocna3bM. [Ipu BE3HMKBaHE Ha
OpoHxocna3bM, MPUEMBT Ha JIEKAPCTBEHUA NPOAYKT TpaOBa na Objae npekpareH He3abaBHO.

HPEHOP’LHBH C€ MOBHILLIEHO BHUMAHHUE INpPH NALIUEHTH C aHAMHE3a 34 INCIITHYHA A3Ba4, 0COOEHO Koraro ce
H3MoJ13Bea €CAHOBPEMEHHO C IPYIH JICKAPCTBCHH IIPOAYKTH, 3a KOHUTO € H3BCCTHO, HC APA3HAT JIM'ABHLIATA HA
CTOMAIIHO-YpPE€BHHUA TPAKT.

[IpenopbuBa ce MOBUILLIEHO BHUMAHHUE MPH MALMEHTH C XUCTAMHMHOBA HENMOHOCUMOCT. [IpH TakuBa
nauMeHTH TpsAOBa aa ce u30Arsa rno-npoab/HKUTE/IHA TEpPanus, ThH KaTO aLETHILMCTEHH MMOBJIMABA
XHCTAaMHHOBHS METa00JIM3BbM M MOXKE Ja NpeAU3BHMKa CUMIITOMH Ha HEMOHOCUMOCT (Harp. rinasodonue,
Ba30MOTOPEH PUHHMT, CbpOEx).

Ynorpebara Ha aUEeTHILIMCTEMH, 0COOEHO B HAYAJIOTO HA JIEYEHHUETO, MOXKE 1a BTEYHHU U J1a yBeJIU4M odema
Ha OpOHXHaTHa ceKpelrsa. AKO MalMUEHTHT HE € B ChbCTOSHUE J1a OTXpayM AOCTaTh4HO, TpAOBa J1a ce
npeArnpueMar NoAXOAALM MEPKH (Hanp. MOCTYpaJieH APEHAX U acrMpaLu ).

[leanaTpuyHa nomynaius
MyKOJIMTHIIMTE MOTaT Jia NpeAM3BUKAT HEMPOXOAUMOCT Ha AMXATETHUTE ITbTHILA MTPU Aela MNoa 2-roA1iIHa
BB3pacT rnopaau (pU3HOJIOrMYHUTE XapaKTEPUCTHKH Ha AUXATEJIHUTE MMbTHLIA [IPH Ta3H Bb3pacToBa rpyrna
orpaHM4YeHa cnocobHOCT 3a orxpayBaHe. [lopanu ToBa, MyKOJMTHLMTE HE TPAOBA 1a C€ U3MOJ3BAT IPH

JieLla Ha Bb3pacT M0/ 2 FOAHHH.

To3u nekapcTBeH MPOAYKT ChAbpKa acrapTraM, COpOUTON U HATPUM




To3u nekapcTBEH NPOAYKT ChAbPKA 00 527 mg copOUTON BBB BCAKO calue. TpsabBa na ce uma npeaBua
aJIMTUBHUA MYy €(PEKT KbM €JHOBPEMEHHO MPUEMAHH JIEKAPCTBEHH MPOAYKTH, ChbAbPKALK copOUTON (MK
¢bpyKTO3a) KAKTO M NMPHEMBT Ha copOuTON (MK PpyKTO3a) KAaTO YacT OT AueraTa. ChabpXKaHUETO Ha
cOpOHTON B JIEKAPCTBEHUTE MPOAYKTH 3a MEPOPATHO MPUJIOKEHHE MOXKE a MOBJIMAEC BBPXY
OMOHAIMYHOCTTA Ha APYTH NMEPOpPaAIHU JIEKAPCTBEHU NPOAYKTH, TPUEMAHHU €HOBpEMEHHO. [lalMeHTHTE C
pPeAKH HACJIEAICTBEHH 3a00/I1BaHHs Ha HENMMOHOCUMOCT KbM (ppykTo3a (HFI), He TpsOBa na npuemar To3u
JIEKapCTBEH MPOAYKT.

ToBa nekapcTBO Chabpxka no-Mayiko ot 1 mmol (23 mg) HaTpuii B €AHO callle, KOeTO 03Ha4aBa, 4ye
MPAKTHYECKH HE CbAbprKa HATPHUM.

4.5 BiauMopaelcTBHE C APYIH JIeKAPCTBEHH NPOAYKTH B Apyru ¢opMH Ha B3aHMO/ielCTBHE
[IpoyuBaHus 3a B3aMMOJEHCTBHE Ca MPOBEXKAAHH CaMO MPH Bb3PACTHH.

Kombunuyua ¢ anmumycueu
JlekapCcTBEHH NMPOJYKTH, KOUTO MOTHCKAT KalIUTMYHUA peduiekc He TpAOBa Aa ce nmpuiaraT 3aeiHO C
alleTULIMCTEHH.

Anmubuomuyu

CpoO1ieHuaTa focera 3a MHaKTUBALMA Ha aHTHOUOTHULIM (TETPaALMKIMHH (C U3KJIHOYEHHUE HA JOKCULIMKIIUH),
uedanocrnopuH, aMMHOTJIMKO3UIH, MEHULIMJIMHH) OT CTPaHa Ha aUEeTHWILHCTEHH C€ OTHACAT U3KIIOUYHUTEITHO
[0 NPOYYBaHHUA in vitro, IpU KOUTO CbOTBETHUTE CyOCTaHLIMM ca cMecBaHU npsako. HezaBucuMo oT ToBa, OT
cboOpaxkeHUs 3a 6€30MacHOCT, NEPOPATTHUTE AHTUOMOTHLIM TPAOBA J1a Ce MpuiiaraT OTAETHO U B HHTEPBAJI
OT Hal-MaKo 2 4yaca. ToBa He ce OTHacH 3a LePUKCHUM U TopakapOed.

Axmueen 6veieH 68 BUCOKU 003U
YnorpebaTa Ha akTUBEH BBIJIEH MOXKE [1Ja HAMAJIM e(eKTa Ha aLleTUJILIMCTEUH.

Ayemunyucmeurn/ Humpozcauyepun

EnHOBpeMEHHOTO NMPHJIOKEHHE C AaLCTUILIMCTEUH MOXE J1a AOBEE A0 YCHUIBAHE HA Ba30AUJIaTaTOPHUTE U
AHTUTPOMOOLIMTHUTE €(QEKTH Ha ITMLIEPUIIOB TPUHUTPAT (HUTPOIJTULIEPHH).

AKO € He0OXOAUMO JIEeYEHHE C HUTPOTJIMLUEPHH M aLleTWILMCTEUH, MalUMeHThT TpAOBa na 6bae HabnronaBaH
3a MOTEHLIMA/IHA XMITOTOHUSA, KOATO MOXeE J1a ObJie cepro3Ha U 1a Obae MmaHudecTHpaHa ypes riaBodonue.

IIpomenu 6 onpeodenanemo na 1abopamoprume napamempu

- ALIETWILIMCTEUH MOXE J1a MOBJIMAE€ HA KOJIOPUMETPHUHHUA aHAIM3 Ha CATMLIUJIATHUTE.

- Ilpu u3cneaBaHusA Ha ypHHa aLETHILMCTEHH MOXE [1a MOBJIMAE pe3yJITaTHTE 3a ONpeAe/isHEe HA KETOHHH
Tena.

PﬂSTB&pHHE«‘TD Ha allCTWILHUTCHH CBABPXKALIH TIIPOAYKTH 3aCAHO C APYIH JICKapCTBa HC CC [IPCIIOPBYBA.

4.6 DepTHIHTET, OPEMEHHOCT H KbpPMEHe

QOEepTUIUTET
He ca 3abensa3anu epekTH BbpXYy HepTUIMTETA NPH NMPOYUYBAHUA MPH XKMBOTHHM (BXK. TOUYKa 5.3).

bpeMeHHOCT
Hsama noctaTbyHO KIMHHUYHM JaHHHM 3a €KCIIOHUPaHHU OpeMEeHHH )KEHH Ha alleTHJILIMCTEHH.

Bb3/I€HCTBHE BBPXY OpeMEeHHOCTTa, eMOPHOHATHOTO/PETATHOTO pa3BUTHE, PAXKIAHETO ) 4 JUl R
pa3BuTHE (BX. CHILIO TOUKA 5.3). AUETHILMCTEUH NPEMUHABA Npe3 niaLeHTaTa. Hanyfugre MAagum iz, \
[pearnoJiaraT pUcK 3a IJioga. AUEeTHILMCTEUH TpAOBa Aa ce npuiiara 1o BpemMe Ha Opg #; o P,
BHUMaTEJIHA OLIEHKA Ha CbOTHOLIEHHUETO MOJI3a-PUCK. | o\ &




KbpMeHe
HsamMa uHpopMaums OTHOCHO €KCKpeLMATa Ha aLETHILMCTEHH B KbpMaTa. ALICTUILIMCTEHH TpAOBa aa ce

H3M0J13Ba B MEPHO/ia Ha KbPMEHE CaMoO CJiel BHUMATE/IHA OLIEHKA HA ChbOTHOLLIEHHUETO I0J138/PUCK.
4.7 EdekTn BbpXy cnoco0HOCTTA 32 II0OPHpPaHe H paboTa ¢ MAIIMHH

He ca u3BecTHH epekTH BBpPXY CrIOCOOHOCTTA 3a wodupaHe U paboTa ¢ MallMHU OT CTpaHa Ha
aleTUJILIMCTEHH.

4.8 HexenaHu JIleKAPCTBEHH peaKIHH

OLeHKkaTa Ha HeXKeJlaHUTE PCAKLIHH CC 633]»’[[}3. Ha CJICJHAaTa HJ'I&CHCIPHKEIU.HH Ha 4eCTOTaTa UM.

MHoro yectu (= 1/10)

Yectu (= 1/100 no < 1/10)
Heuectu (= 1/1 000 no < 1/100)
Penku (= 1/10 000 no < 1/1 000)

MHoro peaku (< 1/10 000)
C Hen3BecTHa 4ecToTa (OT HAJIMYHUTE JaHHH HE MOXKe 1a ObJ1e HanmpaBeHa OLICHKA)

Cucremo-
OpraHeH KJjac

Hexe/1aHH peaknuH

He4decTH

Peakn MHuoro peaxku

C
HCH3BCCTHA
HyecToTa

HapylwueHus Ha
MMYHHAaTa
CUCTEMA

Peakuuu Ha

CBPBX4YYBCTBHTCII HocT*

AHa(dHIaKTUYEH LIOK,
aHa(pUJIAKTHYHH /
aHaUJIAKTOMAHHU pPEaKL1H

HapywieHus Ha
HepBHaTa
CUCTEMA

['naBoOosue

HapylueHus Ha
yXOTO H
JJaOMpHHTA

Tunuryc

CobpaeyHu
HapyLI€HHS

Taxuxkapaus

Cba0oBH
HapyLIEHHs

XHUIMOTOHUSA

KpbBOH3IHB

PecniupaTtopHwu,
'PbAHU H
MeAHACTHHAJTHH
HapyLIeHHs

JlucnHes,
OpoHXOCna3zbEM

CTtomMaluHo-
4YpeBHH
HapyLUCHUS

[loBpblane, quapus,

CTOMATHT, 0OJIKa B
Kopema, rajicHe

Jlucniencus

HapyueHnusa Ha
KOXKaTa
MOJAKOXHaTa
TbKaH **

Cunapom Ha CTUBBHC-
JDKOHCBH U TOKCHYHA
enuaepMasHa HEKpoJiu3a

O6uu
HapyLIEHHA U
edeKkTH Ha
MSCTOTO Ha
MPUII0KEHHE

Tpecka




*PeakiMUTE Ha CBPbXYYBCTBUTEJIHOCT BKJIFOYBAT aHFHOEAEM, MPYPHT (CbpOex), ypTHKapusa U oOpuB
(€eK3aHTEM).

**Cp0011eHH ca MHOTO peJIKH ClTy4aH Ha MOsABa Ha TEXKH KOXKHM PEaKLIMH KaTo CHHAPOM Ha Stevens-
Johnson ¥ TokcH4Ha enuaepMaiiHa Hekposin3a (cuHapoM Ha Lyell) ceBnagaim no BpeMe ¢ nNpuUiaoKEHHETO
Ha alIETWILMCTEHH. B noBeyeTo OT Te3M ciyyau € uACHTUPHULIMPAaH Hail-MaJIKO OLIE €UH MOA03HpPaH
JIEKapCTBEH MPOJAYKT, y4acTBall B OTKJIFOYBAHETO HA MOCOYEHHUTE MO-rope MyKOKYTaHHH CHHAPOMH (BX.
To4ka 4.4).

B ciyyaii Ha NOBTapsLlIM c€ HApYLIEHUs Ha KOXKaTa U JIMraBULIMTE TpAOBa BeHara J1a ce NoTbpcH
MeJIMIIMHCKA MOMOLL U J1a ce cripe ynoTpedaTta Ha aLueTHILMCTEHH He3abaBHO.

B nombJiHEHHE, MHOTO PAJKO € ChOOILIaBaHO 3a KPbBOU3JIMBH BbB Bpb3Ka C MPHWIOXKEHHUETO Ha
alleTWILMCTEHH, OTYACTH B PAMKHMTE Ha PEaKlMK Ha CBPbXYYBCTBHUTENHOCT. [IpH pa3nnyHu npoy4yBaHus €
yCTaHOBEHO MOHWKaBaHe Ha TPOMOOLIMTHATA arperaius B MPUCbCTBUE Ha aLIETWILIMCTEHH. Jlocera He €
M3SCHEHO KJIMHHYHOTO 3Ha4Y€HHUE.

Cpob11aBaHe Ha MOJI03UPAHH HEXKETAHU pEaKLUH

CpoOlaBaHeTo Ha NMOJAO3MPaHH HEXKEJJaHU peaKLIMM Clle]l pa3pellaBaHe 3a yrnorpeda Ha JieKapCTBEHUS
MPOAYKT € BaXkKHO. ToBa Mo3BosABa 1a MPOIB/DKK HaOIIOIEHHETO Ha ChOTHOLUIEHHETO I10J13a/pUCK 32
JleKapCTBEeHUs NMPOAYKT. OT MEULIMHCKHUTE CIIELIMAIUCTH C€ U3UCKBA Jla ChOoOI1IaBaT BCAKA MOJ03HPaHa
He)xeJlaHa peakims upe3 UsnbiHuTenHa areHuuMs no nekapcrTsara yi. ,,Jlamsas ['pyes” Ne 8, 1303 Codus,

Tea.: +35 928903417, yebcaiT: www.bda.bg.

4.9 Ilpeno3upane

Jlocera He ca cboOlIaBaHU CJTy4ad Ha TOKCHYHO NpeAo3UpaHe MpH NMepPOpaTHUTE JIEKApCTBEHU GOPMH Ha
aueTwiuucTenH. JloO6poBoiLM ca TpeTupaHu ¢ ao3a 11,6 g aueTHIUMCTEUH/ IHEBHO B MPOABIDKEHHUE Ha
noseye ot 3 Mecela, 0e3 1a ca Habo1aBaHW HUKAKBHU TEXXKHU HEXeEJIaHU peakumu. IlepopajiHy 103m 10
500 mg auerunuucTenH/kg TenecHo Teryio ca noHeceHu 6€3 CUMNTOMU Ha MHTOKCHKALU.

Mma naHHM 32 MHTPaBEHO3HO MPWJIOKEHHUE Ha aUETUILIMCTEUH IPU XOpa B MAKCUMAaJIHU JTHEBHH J103H 10
30 g npu neyeHrMe Ha UHTOKCHUKALMA C TapaleTaMol.

CHUMNITOMH HAa HHTOKCHKALMS
- [Ipeno3upaneTo MOXKe a J0BeAEe 10 raCTPOMHTECTHHAIIHH CUMITTOMHM, KaTO raJicHe, MOBpPbIIAHE U JUapHUA.

- HpH KbpMau€TaTa ChLICCTBYBA PUCK OT XHIICPCCKPCLIHUA.

TepaneBTHYHHU MEPKH B CIy4Yak Ha Npe03UpaHe
- AKO e He0OX0aAUMO, cnope CUMITTOMMUTE.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®dapmMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: JlekapcTsa 3a JieueHHe Ha KallIMLa U MPOCTYAHH 3200 1ABaHus;
MyKOJIHTHLIH

ATC xoma: RO5C BO1

ALIETHILIMCTEHH € MPOU3BOJHO HA aMMHOKHKCE/IMHATa LUCTEUH. EQUKaCHOCTTa Ha aLIETHILIUCTEHH €
CEeKpETOJIMTHYHA U MYKOperyaupaila B 00yiacTra Ha AMXaTe/IHMTe ITbTULna. CyMTa ce, 4 3K
OUCYJIGHIHHUTE MOCTOBE MEXKIY MYKOIIOJIM3aXapUAHUTE BEPUId U YIIPaXKHABa JETIO0
Bbpxy JAHK-Bepurure (B rHoitHusA Mykyc). IlocpeacTtBom TO3H MEXaHH3BM CE€ HaM
MyKyca.




ANTepHaTUBEH MEXaHU3bM Ha ACHCTBHE Ha aLETHILMCTEUH C€ OCHOBABa Ha CIIOCOOHOCTTA HAa HEroBarTa
peakTHBHA CyJI(pXHPHIIHA Ipyma Ja CBbpP3Ba XMMHYHH PaJIMKAJIK U MO TO3H HAYMH J1a 'M JETOKCUKHPA.

OcBeH TOBa, aLUETUILIMCTEHH JAONPHUHACA 3a 3aCHJIEHaTa CHHTEe3a Ha ITYTaTHOH, KOETO € BaXKHO 3a
JIETOKCHKALMATA Ha HOKCHTE. ToBa 00sCHsABa HErOBUS AaHTHAOTEH €(EeKT NPH HHTOKCHKALHUA C
napaweTamoll.

5.2 PapMaKOKHHETHYHH CBOHCTBA

AbcopOuus
Cnen nepopaiHO NpUJIOKEHUE aLETHILIMCTEHH ce pe3opOupa 6BP30 M NMOYTH HAITHJIHO.

[lopanu u3siBEHHUA €(EKT Ha MbPBO NIPEMUHABaHe, OMOHATMYHOCTTA Ha MEePOPATHO IMPUIIOKEHHS
aLUETUILMCTEUH € MHOro HUCKa (npubnusurenHo 10%). I[Ipu xopa, MakcuManHUTE TIA3MEHH
KOHLIEHTPALIMM ca u3MepeHH caex 1-3 yaca, npu KOeTo NMUKOBAaTa IJ1a3MeHa KOHLEHTpaLMa Ha MeTaboIuTa
LIMCTEHH € B nopsabka Ha okoJo 2 pmol/l.

PaznpeaesieHUe

PapMaKOKHHETHYHH IMPOYyYBaHUsA [MPH UHTPABEHO3HO MPHJIOXKEHHE Ha alIETHILMCTEHMH MOKa3BaT 00eM Ha
pasnpeaenenue ot 0,47 l/kg (o6wmo) wnu 0,59 I/kg (penyumpan). AUeTHILHMCTEHH ce CBBP3Ba 0K0J1o 50% c
[J1a3MEHUTE MPOTEHHH.

AUETHILMCTEUH NMPEMHUHABA Ipe3 IUIaLleHTaTa Ha IUTbXOBE U € OTKPHUT B MbIHATa BpbB. HiMa HanMuHa
MH(POpMaLIUs OTHOCHO €KCKpELIMATa B MAMYMHOTO MIISIKO.

Hsama n1aHHH OTHOCHO MOBEAEHUETO Ha aLIETWILIMCTEHH CNIPAMO KPbBHO-MO3b4YHaTa Oapuepa MnpH xopa.

buorpaHchopmaLus

ALETHILMCTEHH ce MeTaboM3upa Obp30 B UepHusa Apob a0 ¢papMaKkoIOrH4yHO aKTUBHHSA METabOIHT-
LIMCTEHH M 10 JHALIETWILMUCTHH, LUCTHH U APYrd CMECEeHH AMCYNdUAN. ALETHILMCTEHH U HETOBUTE
METabOJIUTH Ce CpellaT B OpraHM3Ma B TPH pa3jiMyHU (JOPMHU: YaCTHYHO KaTo cBOOOAHA cyOcTaHLu,
YaCTHYHO KaTO CBbP3aHM C IPOTEUHMUTE NMOCPEACTBOM c1abu AUCYJIPHIAHH MOCTOBE H YaCTHUYHO KATO
HECBbp3aHa aMUHOKHMCEJIMHA.

EnuMuHupaHe

AUETWILHMCTEHH C€ EKCKpeTHpa MOYTH U3LAJIO noa jopmaTa Ha HEAKTUBHH MeTa00JIMTH (HEOpPraHH4YHH
Cyn¢aTH, IHaLETHILKCTHH) Ype3 6p0peuuTe. Y cTaHOBEHUAT TU1a3MeH KIMpBHC € choTBeTHO 0,11 I/h/kg
(o6wo) u 0,84 I/h/kg (penyumpan), cnopea papMakOKMHETHYHH NMPOYYBAHUA C HHTPABEHO3HA ynoTpeda Ha
aLEeTHILUMCTEWH. ENUMHUHALIMOHHHUAT TOJTY>KHBOT CJie[l HHTPaBEHO3HO npuiiokeHue € 30-40 MUHYTH, npH
KOETO OTAEJIAHETO clie[iBa TpU(a3Ha kHHeTHKa (a1da, 6eTa U TepMUHAIIHA rama-(dasa).

[L1a3MEHHAT NMOTY>KHBOT Ha ALIETH/ILIMCTEUH € NMPUOIM3UTENIHO | Yac U ce onpeaesis NpeAUMHO oT Obp3ara
yepHOApoOHa OuoTpaHchopmanms. [Ipu HapywieHa yepHOAPOOHa QYHKLMSA MJIa3MEHHUAT MOJTYXKHBOT CE
yaAbJkaBa 10 8 yaca.

5.3 Ilpeak/IHHHYHH JAaHHH 32 0e30MacCHOCT

Ocmpa mokcudyHocm
OcTpaTa TOKCHYHOCT NPH ONMUTHUTE C KUBOTHH € HUCKA. 3a JIeYEHHE Ha MpeJo3UpaHe, BXK. Touka 4.9.

XpPOHUYHA MOKCUYHOC
[Ipoy4BaHus rpu pa3IM4yHH dKMBOTHHCKH BHIOBE (TLTBX, Ky4€) C NMPOAB/DKHTETHOCT A0, P0] JHA O
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He ca npaBeHu nMpoy4YBaHWA HAa TYMOPOr€HHHUS MOTEHLMA HA aLleTHILIUCTEHH.

Penpooykxmuena mokcuxono2us

B npoyuBaHus 3a eMOPHMOTOKCHYHOCT IPH 3aiLIM M TUTbXOBE HE Ca YCTAHOBEHU Masl(OpMaLIUH.

Pe3ynrarure OoT npoy4BaHHUs 3a GepTUIUTETA, [IEPUHATAIIHATA WJIM MOCTHATA/IHATA TOKCUYHOCT ca
OTPHULIATE/THH.

ALIETHJILIMCTEHH NMpPEMHHaBa Mpe3 IUlalieHTaTa MpU IMJIbXOBE U € OTKPUT B aMHMOTH4YHara Te4yHocT. /o 8
yaca cJie]l epopaiHO MPHIOKEHUE, KOHLIEHTpauuaTa Ha MeTabonuTa L-UMCTEHUH € NMo-BUCOKa B IUIaLlEHTATa
M TU101a, OTKOJIKOTO B Ijla3MaTa Ha MauKara.

6. OPAPMAILIEBTUYHHU JAHHHA
6.1 CnHcbK HAa NOMOLIHHTE BelllecTBA

[ Tuuepun TpUnaaiMUTaT
[TonucopOart 65
Copburon (E420)
Kcunuron

JIuMOHEHa KUCeTUHA
MOHOHAaTpHEB LUTPAT
MarHe3ueB LMTpar
Kapmenosa HaTpuit

Acnapram (E951)

ApoMat Ha KbIHHa “B” (cbabpia BaHWJIMH; MAJITOJAEKCTPUH; IMIOKOHONAKTOH (E 575); copburon (E 420);
CUJIMLIMEB THOKCH], konouaeH 6e3eoaeH (E 551); manuron (E421); MmarHe3ueB XuapoKCUKapOOHAT

(E 504 1I))

MarHe3ues creapar

6.2 HecbBMECTHMOCTH

Henpuioxxumo.

6.3 Cpok Ha rogHocT

2 rOAWHH

6.4 ChnenuHa/JHH YCJIOBHAl HA CbXpPaHeHHeE

Ha ce cpxpansaBa noa 25°C.

6.5 BuaucbabpkaHHe HA OMAKOBKATA

[TepopalHHUAT npax € ONakoBaH B JJAMUHHUPAHU calleTa OT alyMUHHUEBO-XapTUEHO (POITHO, MOCTABEHH B
KapTOHEHA KYTHS.

Besko caue crabpika 1,6 g npax.

BunoBe OnakoBKH:
8,10, 14, 20, 30, 60, 90 cawera

He BcHuku BUAOBE ONMAKOBKM MOraT Aa ObaaT nmycHaty B npojaxoa.
6.6 ChneuHaaHH npeana3’HH MepPKH NPH H3XBLPJisiHE H padoTa

Heuznoa3BaHUAT JICKAPCTBEH MNPOAYKT HJ/IKH OTNAaAb4YHHUTE MATCPHA/IU OT HEro
CBOTBETCTBHUE C MECTHHUTE U3UCKBAHHA.




7. IIPUTEXATEJI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57,

1000 Ljubljana

CnoBeHus

8. HOMEP(A) HA PABPEIIIEHHETO 3A YIIOTPEBA

Per. Ne: 20170222

9. IHATA HA ITBPBO PA3SPEINABAHE/TIOJHOBSABAHE HA PAZPEHLIEHHUETO 3A
YIIOTPEBA

JaTta Ha mbpBO paspewiaBane: 27.06.2017
JlaTta Ha mocneaHo nogHoBaBaHe: 15.11.2022

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

02/2024




