KPATKA XAPAKTEPUCTUKA HA NMPOLAYKTA
ACC® 1 00 Cip. 1015

1. Ume Ha neKkapcTBEeHUA NpPOAYKT:
ACC® 100
/ALILI® 100/

2. KonuuecTBeH U Ka4YecTBEH CLCTaB!:
1 cawe ¢ 3 g Npax 3a nepopareH pasTeop cuabpxa 100 mg acetylcysteine

3a MOMOLLHWTE BELLECTBA BXK. 6.1. HNBLIHWUTERRA M[EHMMEI"TE NEKAPCYBATA

Kpamua xapaxmapucmura wa npodysma - Mpunowenue 1

3. lekapcTBeHa opma:
Mpax 3a nepopaneH pasTeop - Kot PV MIN  , 0G 1\ OH

4. KAUHUYHWU BaHHU: oaospeﬂa:/@f/zﬁﬂ (/- L OTF
4.1. NMokazaHus:
3a BTeyHABaHe Ha BpOoHXManHWA CEKpeT W YNecHsBaHe Ha eKcnekropauusita npu
OpPOHXUTH, BCNe/CTBIE Ha HACTWHKA.

'4.2. fo3upoBka M HauMH Ha npunox{euue

MpenoptuBat cnegHUTE SO3UPOBKA Ha ACC®100:
Bn3pacmuu U Geya Had 14 200uHuU
2 caileta 2-3 NbTy gHEBHO (ekBuBaneHTHO Ha 400-600 mg aleTunumcTen OHEBHO)

Heua om 6 8o 14 200uHu
1 cawe 3-4 NbTy gHeBHO (ekBmBaneHTHo Ha 300-400 mg aLl,eTMJ'ILU/ICTeVlH ,n,HeBHo)

Heua om 2-5 200uHu
1 cawe 2-3 NbT¥ gHEBHO (eKkBUBaneHTHO Ha 200-300 mg aueTuNUMCTeNH AHEBHO)

Hauut u npodbmKUMEenHocm Ha NPUIoXeHue:
MpaxbT ce npuema crief, XpaHere, PasTBopeH B TEeYHOCT (BOAA, COK UMM Yal).

ACC® 100 He TpsbBa aa ce nprema nosel-le OT 4-5 oK Be3 nekapcka KOHCYNTaums.

3abenexka
MyKoMUTUUHUAT emeKT Ha aleTUNUUCTeMH ce 3acunsa, KoraTo -ce npuemar
TEYHOCTH. :

4.3. [lpoTnBONOKa3aHuA: .
ACC® 100 He TpsiBBa fa ce npunara npm CBPBXYYBCTBUTENTHOCT KbM ALETAITLIMCTENH
VI HAKOS OT OPYIMTe CbCTaBKW Ha npenapara.

4.4. CneumasiHu TMNpPOTHURONOKA3AHUA W CneumariHu npeaynpexpaeHus rnpu
ynor geﬁa
ACC”. 100 e Henoaxohsll Npu HacrnegcTeeHa (PpPyKTosHa Heno:-[ocmmom“ ITIOKO30-
ranakTosHa ManabcopbLua UK 3axapo30-M3oManTo3aeH ASULIMT.

AueTunumcTerH moxe gda ObAe npunaraH npu Aeua nog 2 FoAvHU &mmw
nekapcko HabnogeHue. %sﬁj‘}‘fﬁ, %
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1 calle chabpKa 2.8 g 3axaposa (3axap), eKksnsaneHTHoO Ha npubnuautenHo 0.24
BbINEXuapatin eguHuumn. Toea Tpsibea ga ce Bseme fpedsuni npu nNauueHTn cbe
saxapeH auaber. ]

UecTtaTta vnuv noctosnHaTa ynotpeba Ha ACC®100 moxe na fgoeefe o0 yeBpexpaaHe
Ha 3bbuTe (Kapuec).

4.5. JlekapcTBEHU M gpyru B3auMOAeNCTBUA:
KombuHupaHoTo npunoxeHune Ha acetylcysteine ¢ aHtuTycnsa Moxe fa pgosege Ao
ONACHO 3aAbpXaHe Ha OpoHXManed CEeKPeT, Nopajay MOHWKEeHNS KallnudueH
pedrniekc. Mpyu TakaBa KoMDBWHMpaHa Tepanus ce usuckea ocobeHo BHUMATenHa
Auardosa.

MpueMbT Ha TETPALMKIMH Xuapoxropua (He Baxu 3a JOKCULWKIMH) He Tpsabsa pa
CTaBa €OHOBPEMEHHO C TpunoxeHne Ha acetylcysteine. ToBa moxe pa ce
OCBLUECTBY NPE3 MHTEPBRaNM Hal-Manko oT 2 Yaca. -

CuoblleHnaTa 3a wHakTMBaLMA Ha aHTUbuoTuum ot acetylcysteine unu apyru
MyKOnUTUUM ca Ounm Gasvpadn camo Ha npoydyBaHus MH BUTPO, MpU KOUTO
CHLOTBETHUTE CYDOCTaHUMK ca Oui cvmeceHn gupektHo. HesaBucumo oOT ToBa, OT
CLODpaXeHNs 3a CUIYPHOCT NEpopanHoTo NpUNoXeHwe Ha adTubuoTnuMTe He
TpsiBBa Aa cbBNaAa No Bpeme ¢ Tosa Ha acetylcysteine. HeoGxoaum e muHuMarneH
uHTepBan ot 2 Yaca. OnucaHu ca Ounu HeCLBMECTTUMOCTU NPU ONUTU WH BUTPO,
0CODEHO 3a NOSIYCUHTETUYHW - NEHULMIMMHK, TETPALUKNUHY, UeganocnopuHn u
aMuHornMkosuan. He ca HabniogasaHy HECHBMECTUMOCTM KbM Opyru aHutubuotuum
KaTO aMOKCULIMIIAH, AOKCULIMKITAH, EPUTPOMULNH, TPUAMBEHUKON NN LUedypoKcuM.
MpM eaHOBPEMEHHO npUeMaHe Ha HUTPOTAMLEPUH W aueTMNUUCTeuH ca
HabniogaBaHu 3acuneHn Basogunataums u  uHxubuumsi Ha TpomMOouuTHaTa

‘arperaums, KnMHUYHOTO 3Ha4YeHWe Ha Te3Wn pesyriTati Bce oLle He € N3ACHEHO.

4.6. BpeMeHHOCT U KbpMeHe:

Tobih KaTO HAMA JOCTATLYHO ONUT NpK NpUNoXkeHuWe Ha acetylcysteine no eBpeme Ha
DpemMeHHOCT ¥ KbpMeHe, TO3W NPoAyKT He TpAbea Aa ce npurara no spemMe Ha Tesun
nepuoaw.

‘OnUTH MPU XUBOTHYK (3aeK, NNTBX) HE ca NOKasasnu JaHHY 3a TepaToreHeH NoTeHunan

Ha aKTUBHaTa cybCcTaHuuA.

4.7. Ecpekrn BbpXy cnocoBHOCTTa 3a WwodupaHe U paboTa ¢ MallMHN:
Hawma paHHm 3a HapyweHa cnocoOHoCT 3a-lWodmpaHe unu pabota ¢ MalMHW No
Bpeme Ha nedeHne ¢ acetylcysteine.

4.8. HexxenaHu nekapcTBeHU peakuum:
Heuecto (2 0,1% - <1%) ca 6unm cbobLUeHN CTOMaTHT, MTaBoboMNNe 1 LWyM B ywuTe.

‘Pagko ( 0,01% - <0,1%) moraT fa BBL3HUKHAT guapus, hOprLuaHé, KucenuHn B

cTomaxa W rageHe. B otaenHu cnyyau ca Sunu HabnwgasaHy xemoparun Kato
peakuns Ha cBPBXYYBCTBUTENHOCT KbM acetyleystein. Npu pasnuukm npoyysaHus e
Ouno ycraHoBEeHO noHWXaBaHe Ha TpomBouuTHaTa arperauust, KIMHUYHOTO
3HaYeHne Ha KOBTO BCe OLLE He € U3SCHEHO. ’
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Muoro psagko (<0,01%) ca HabniogaBaHu anepruyHu peakuuw kato oBpusny,
eK3aHTEMA, YypTUKapusl, cbpoex, 6p0oncnaabM Taxukapama u cna;:l, B KPHBHOTO
HansraHe.

Mpu OTAEnHN criydail & Bb3HUKHEN BpOHXOCNAa3bM, APEaUMHO npy nauweHm c
Oposixmanna actma.

4.9. lNpenos3upare:

Jocera He ca CLOOLUEHM MPOSIBA HA WHTOKCUMKAUMS Cred nepopasneH [ipremM Ha
acetylcysieine. TpetupaHn ca pobBposonuu Hag 3 meceua ¢ pgosa oT 116 g
acetylcysteine/neH, 6e3 fa ca HabnoaaBaHW TeXKN HexenaHy neKkapcTBeHW
peakumy.

Acetylcysteine e 6un noreceH [oBpe B nepopanHn Aosn Ao 500 mgrkg TenecHo
Terno 683 CUMMNTOMU Ha UHTOKCUKALIMA.

CUMNMOMU Ha UHMOKCUKaUYUs
[penosupaHeTo MoXe fa AOBSAS A0 FACTPOUHTECTUHAMHM CMYLUEGHUA KaTO rajeHe,
MOBpbLUAHE U Auapus. MiMa prcK oT XMMepcekpeUvus MPU npefosnpaHe npu Manxu

Aeua.

flleyeHue Ha UHMOKCUKauyus

AKo e HeoBxoaumo, NpoBeXaa ce nevyeHve cLobpasHO CUMNTOMUTE.

Mima AaHHW 33 MHTPABEHO3HO NPWIOXEHWE Ha aueTUNUMCTEWH B MaKCUmariHu
AHeBHn fgosw fo 30 g npu fieveHMe Ha WHTOKCMKauWs ¢ napaueramos.
VIHTpaBEHO3HOTO RAPUITONKEHNE Ha W3KMIOYUTENHO BUCOKM 03U BOAM [0 YacTuyHO
HeoBpaTumMK “aHadbunakTongHr”’ peakuumn, ocobeHo npu 6bP30 NHXEKTUPaHe.

5. ®apmMakofnorMyHu AaHHu

5.1. dapmMakoauMHaMUUHU CBOWMCTRA:

dapmakoTeparneBTUYHa rpyna: MyKOnMUTULY, eKCrMeKTopaHTu

Acetylcysteine e pgepuear Ha amMuHOKMCenuHatTa UucTeuH. ToW AeicTtsa
CEKPETONUTUYHO U NPUABWKBA CEKPETA B PECTIMPATOPHUA TPakKT.

Cuuta ce, ye TOl paskbeea gucyndmaHuTe MOCTOBE MEXAY MyKomonusaxapugHure
BEpUTrM ¥ YNpaxkHABa Jenonvmepisvpatt) ecbeKT Bbpxy [HK-Bepurute (B rdoiHus
mykyc). TocpeiCTBOM TO3U MEXaHW3BM Ce HAMarsaBsa BUCKOSUTETa Ha OpPOHXMUANHNS
cekpeT. ANTepHaTUBHUAT MexaHu3sbM Ha acetylcysteine ce ocHoBaBa Ha
cnocoBHOCTTa Ha HeroBaTa peakTUBHa cyndxuapunHa rpyna a CBbP3Ba XUMWUHU
PazinKani v Mo To3n Ha4nH Aa I JEeTOKCHKNPA,

OceeH TOBa acetylcysteine gonpunacsa 3a sacuneHaTa cuHTe3a Ha FNYTaTUOH,
nmallia 3HaverMe 3a [AeToKcuKaumns Ha HokcuTe. ToBa obacHABa HeroBuA edeKT Ha
aHTUAOT NPK MHTOKCMKALWA C napaueTamMorn.

Mpy npodunakTMYHO NpUNoXeHne Ha acetylcysteine npu nauveHTH ¢ XPOHWYEH
BpoHXNT/MyKOBUCLMA03a e HabniopasaH -MpPOTeKTUBEeH ecbeKT BbpPXY 4YecToTaTta Y
TexecTTa Ha BakTepuanHute eksalepbaLmn.

5.2. DapMaKOKMHETUYHM CBOUCTBA:
Cnen nepopanHo npunoxeHne acetylcysteine ce abcopbupa 6bp39,wrﬂeu
HambnHO. Toll ce metabonuaupa B uyepHusa gpob A0 uucTeuH, a Ma&oﬂgmqa,
aKTMBHUA MeTabonuT, A0 AnaUeTUNLMUCTENH, LMCTUH U APYFU CMeCeH nmcyn"fpmnmw«
Mopadn BUCOKMA edeKT Ha MbPBO MnpemuHasaHe GWoHaNUYHOCTT 0.2

npunoxenus acetylcysteine e mHoro Hucka (okono 10 %).
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Mpn uscnepsanmna npn xopa ca OunM JocTurHart MakcUMarnHu  nrasmeHn
KOHUEeHTpauun cned 1-3 uaca, npy KOeTo Mukosarta nriasmeHa KOHLI,eHTpaLl,VIFl Ha
meTabonuta LueTeuH e okono 2 pmol/.

MpoTenHoBoTO CBbp3BaHe Ha acetylcysteine e okono 50%.

Acetylcysteine u Heroeute MeTabonuTV cCe HamupaT B OpraHn3Ma B TPU pasnuyHu
dopmu: Kato cBoBogHa CyOCTaHLust, KATO CBbPp3aHW C MPOTEUHUTE [HOCPEACTEOM
nabunHu aucyndunaHm MOCTOBE 1 KaTo HeCBbp3aHa aMUHOKMCENnnHa.

Acetyloysteine ce ekckpeTMpa MOYTM M3UANO Nog (POpMaTa Ha HEeaKTUBHY
MeTabonnTh (HeopraHU4HK cyrdaTi, AMaUeTUnLUMCTH) Ypes 6ubpeuuTe.
[MnasmeHnsT nony-KMBOT Ha acetylcysteine e okono 1 yac 1 ce onpegensa npeakMHo
oT Obp3ata YepHogpobHa 6GuoTpaHcdhopmauus. ® MNpu HapyweHa vepHogpobHa
thyHKLMA NNasMeHUAT NoNy-XUBOT ce yabnmkasa o § vaca.

dapmMaKkOKMHETUYHN NMPOY4BAHUA C MHTPABEHO3HO TipunoXeHue Ha acetylcysteine ca
nokasanu ofem Ha pasnpegenehune oT 0,47 I/kg (obwo) n 0,59 kg (peayumpa).
YcraHoBeH e nnasmeH knupbHe 0,11 lh/kg (o6wo) u pecnekrusHo 0,84 I/h/kg
(pegyLmpan). .

ERMMUHALMOHHUAT NOMNY-KUBOT Cred UHTPaBeHo3HOo fgosupaHe e 30-40 MuHyTKH, npu
KOETO OTAEensAHeTO cnepaBa TpudasHa KuHeTnka (anda, 6eta u TepMI/IHaJ'[Ha rama-
chaza).

Acetylcysteine npemuHaBa npes nnaueHTata Ha NNbLXoBe n e 61411 OTKPUT B
aMHUoTMYHaTa TeyHoct. Cned nepopanHo rpunoxedne Ha acetylcysteine Ha 100
mg/kg TenecHo Terno crnea 0.5, 1, 2 1 8 vaca koHUeHTpauuaTa Ha metabonura L-
"LMCTENH € MOo-BUCOKA B MItaLeHTaTa 1 nnoga, OTKOMKOTO B MriasMarta Ha mMaikara.
Hama paHHm 3a npemuHaBaHeTo Ha acetylcysteine npes KpbBHO-MO3bYHAaTA
bapwuepa.

5.3. lNpeaknMHUYHW JaHHU 3a besonacuocT:
Ocmpa mokcu4yHocm:
B. 1. 4.9. “ [pegosupare”

XPpOHUYHE moKcu4YHoCM
MpoyyBaHUS NPW HAKOMKO KUBOTUHCKA BULOBE (MbkX, Ky4e) ¢ I'IpO,D,'bJ'I}KVITeJ'IHOCT o
1 roanHa He ca NoKasany NaTonornyHu NPOMeHMN.

MymazeHeH u mymopoeeHeH nomeHyuan

He ca 6unu.HabGntogaBsaHn MyTareHHn edektn Ha acetylcysteine. Pesynratute ot
TeCT ¢ 6aKTepmanHm opraHnsmMm ca Gunm OTpULIATEITHHU. He e 6un wuscnegsaH
TYMOPOreHHMs NoTeHUnarn Ha acetylcysteine.

PernipodykmueHa moKcu4yHocm
MposeaeHu ca Gunv Npy4BaHNs 3a TepaTOreHHoCT nNpun GpemerHn 3aliun 1 NITbXxoBe
npu nepopaneH npuem Ha acetylcysteine no Bpeme Ha nepuofa Ha opraHoreHesara.
NexapcTBeHuTe HUBa ca Gunu okono 250-500 n 750 mg/kg npy saium 1 okono 500-
1000 u 2000 mg/kg npu nibxose. MpU HUTO egHO OT- NPoyYBaHMATa He ca bunn
~ HabnioaaBaHu deTycn ¢ Aechopmanun. a,m
MpoyysaHwsi Ha chepTuUnUTETa, MEPU- KW MNOCTHATANHOTO passvrrm%w ’GMJ‘W?‘
NpoOBefeHN ¢ NepoparnHo npunoxeH acetylcysteine npu nabxose. Peﬁyn'ra'rme 1™,
Tesl Npoy4BaHua ca nokasany, ue acetylcysteine He HapyluaBa roHagHara GbyHKLJ‘VIHﬁ‘é,)
dhepTUnuTeTa, paxXgaHeTo, KbPMEHETO 1 HEOHATAMHOTO passuTHe. 3 &
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6. ®apmaLeBTUYHU JaHHKN

6.1. CnuckK HAa NOMOLUHUTE BelecTRa:
Ascorbic acid (Vitamin C)

Saccharin

Sucrose

Aromatics (nopTokars)

lpenopbka KbM 6ua6emuuume
1 cawe ot ACC® 100 cbavpxa 0,24 braexnapaTHn eguHuLiA.

6.2. DUINKO-XUMUYHN HECHEBMECTUMOCTHI:
Bx. T. 4.5."TlekapcTBeHn 1 Apyri BaanMoaehcTeus”

6.3. CpoK Ha rogHocT:
CpOKBT Ha rogHOCT Ha npenapaTa e 4 roavHK oT garara Ha ripoussoactso. Ha He ce
rpunara cnep ustmyaHe Ha garaTta, 03HauyeHa BbpXy onaKoBKaTa,

6.4. CrneunanHu ycnoBus 3a CkXpaHeHue:
Ha ce nasw oT ceeTnuHal
Ila ce coxpaHaBa npu Temnepatypa nog 30 °C!

6.5. OnakoBka:
OpurnHanHa onakoska, cbabpxkalya 20, 50 u 100 caweTa ¢ npax sa nepoparneH
pasTeop.

6.6. Mpenopbku npu ynorpebda:
Hama cneumanHu npenopLLu.

7. MpuTexaTen Ha paspelINTENHOTO 3a ynoTpeba:
Hexal AG

Industriestrasse 25

D-83607 Holzkirchen

Germany

Tel.: 08024/908-0

Fax: 08024/908 290

8. Pernctpaunosen Homep B peructhbpa no yn. 28 ot 3JTAXM:
20010429

9. [lata Ha NbPBO paspelwlaBaHe 3a ynoTpeda Ha HEI{aPCTBeHMH NpOAYKT
(nogHoBABaHe HA pa3pelleHueTo):
02.05.2001

10. DaTta Ha (yacTuuHa) aKTyanusaLiuﬂ HA TeKcTa:
Aryapu 2004

11. Pexxum Ha npegnyceane:
Bes nekapcko npeanucaxHne




