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Sotapiryn 300 mg/250 mg/2 mg effervescent tablets

2. KAYECTBEH H KOJTHYECTBEH CBhCTAB

Enna edepsecuertra Tabnerka chapprka 300 mg napaueramon (paracetamol), 280 mg natpues ackopbar
(sodium ascorbate), expuBanenten Ha 250 mg Butamuu C (ascorbic acid) u 2 mg xnopdenamunoB

maneat (chlorphenamine maleate), exsusanenten Ha 1.41 mg xnopdenamun (chlorphenamine).

3a [TEAHIA CITHCHK Ha NOMOLIHNTE BeleCTRa Bk T.6.1,

3. JEKAPCTBEHA ®OPMA
Edepeecuenthn TabneTky.

4. KJIHWHHYHH JAHHRH

4.1 TepaneBTHTHH NOKAIAHUA

CDTaHHpHH £ Npenna3HavieH 3a Ne4YCHNe Ha CHMNTOMHTE NpU IPHI B ITPOCTY IHH CBCTOAHMA,

42

ﬂO:ﬂlpﬂBKﬂ H HAYHH HE NDHJIOXKCHHE

ﬂOISIprOBKa

IpenoprunTennara 1O3HPOBKA & MO €K edepBecUeHTHA TAGNETKA KBA ITETH JHEBHO,
TabneTrara ce pazTsaps B NPUOIH3ATENHO IONIOBHH Yallla BOJA.

4.3

Mporasonokazanud

COTal'lPlpHH € MMPOTHBOTIOKA3CH TIPH ©

4.4

Coranupus TpgOBa Ja ce Ha3HAYaBa C BHEMAHME NPH NALMEHTH, CTpafally oOT
4yepHOApoGHa HemocTarsuHoCT. [lo BpeMe Ha nedeHHe © NApaleTAMON C& YBep
JICKAPCTBA, KOMTO NPEACTOM Oa BieMaTe, HE ChALPXKAT mapalleTaMon, Thi Karo,
BHCOKH 103U, TOH MOXe Ja J0BeAe [0 CepHO3HM cTpaunyHu ediekTH. ITocnBeTait
00BpHE KBM n1eKap Npeau a 3aNoYHe PUeMa Ha NPYTH IEKaPCTBA 38e[HO C TO3M IT

CBPBXYYBCTBHTERHOCT KBM &KTHBHHTE BELISCTBA, KbM HAKOE OT MOMOINHMTE WIH ApYTHTE
BEIleCTBAa, KOMTO €& XHMMHAYEeCKH NoA00HH Ha HAKOA OT CbCTABKUTE (B 4YacTHOCT
AHTHXHCTAMHHHTE C XHMHYHE CTPYKTYDa, 2HAOrHYHa Ka xopdeHaMun).

JCKapCTEEHH TPOAYKTH, ChABpKAUM MAPALETAMO1, a8 [POTHBONOK23aHH NPH NaLHeHTH,
CTpajamy OT IMoKo30-6-Qocdar nexuaporeHasHa HeJOCTATBYHOCT M (PH HAUHEHTH ChC
CepHO3Ha XeMOANTHYHA aHEMUS.

TeXKa 4epHOAPoOHA HENOCTATBYHOCT.

NOPaay aHTHXOMHHEPTHAHOTO CH AeHCTBHE, TO3H NPOAYKT He TPSOBA Aa ce M3NON3Ba OT NalMeHTH
¢ TNaykoMa, XHnepTpodHs Ha fipocTata, OOCTPYKLHN Ha MUKOYHMA MEXYp, HMIOpHA MIH
AyOfeHaHa CTeH03a, WIH APYT THTI CTeHO3a Ha CTOMALIHO-UPEBHMA HIH THKGYO-NOJI0BHS TPAKT,

Cuennanun npegynpexieHnsi A NPeANA3HA MEPKH NPH ynoTpeda
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lMopaan ysemuuenns puck OT MeTalONNTHA anuAc3a ¢ rondMa aHnoHHa pasnuka (HAGMA) ce
NPenopbyBa MOBRIUICHO BHHMAHHE NPH CBILTCTBAINO NPUIOKEHHE HA (PIYKIOKCAUMIMH M
napaneramon, oco0eHO NpHM NAUMeHTH © Tekka CTefleH Ha OBOpeuHo YyBpeXiaHe, CEmcHC,
HEAOXPaHBaHe M JPYrH WITOUHHLM Ha JedHUNT HA IIYTATHOH (HAMp. XPOHWHEH AKOXOJIH3BM), KAKTO
W UpPH TE3H, KOMTO H3MOI3BaT MaKCHMAaNHaTa JHEBHA No3a napaueramon. [lpenopbusa ce CTPUKTHO
npocnesisane, BITIOYHTETHO H3MEPBate Ha 5-OKCONPONHH B YpHHATA.

3a JonbiHMTENRHE WHGOPMaLHA BibkTe Touka 4.5 ,, Braumodeticmeue ¢ Opyeu rexapemeenu npodykniu u
dpyveu popmu Ha e3aumodeticmeue .

AKO BHCOKATa TeMNEPaTypa NPOABIKY OBEYe OT TPH JHU W CUMITOMUTE HE OTIYMAT, aKO ¢€
NOSBAT APYTH CHMIITOMH B paMKHTe Ha IeT JHU Cle]] 3an04YBaHe Ha NPHeMa M aKo CHMITOMMTE
ca TPUIPYXKeHH OT TeMnepaTypa, eK3aHTema, OOH/AHAE MYKO3HA HIH HETPEKHCHATA KallINIA,
TpaOBa Ja ce NOTHPCH KOHCYITALMS OT flekap, 3a Aa ce NOCTABY HOBa AWArHO3a. TOBa IEKaPCTBO
TpaCBa Oa ce MpHeMa Ha MBIEH CTOMAX.

JlekapcTBeHMST TNPOAYKT CBALPXKA aHTHXHCTaMHd. [Ipn  ofuualiny TepareBTHUHH [03H,
AHTHXHCTAMHHHTE MOTaT Ja NPENHIBHKAT HEXEJNAHH peakluH, KOHTO ¢a pasiivyHK TpH
OTAEIHATE NAUMEHTH M NPH PAIHHHUTE JIEKAPCTBEHH CPEACTRA, CHAEPKAUIM aHTHxHCTaMAH, Haii-
YECTO CPEHIaHMST HEXeNaH JIEKapeTBeH edeKT e cepaumaTa, KOATo MOXKe 13 IPHYHHH ChHIHBOCT.
[MTopaad TOBa MALMEHTH, KOHTO YNPaBNABaT MOTOPHY IPEBO3HH CPELCTBA WM WINTLJIHABAT 3a4a4H,
M3HCKBALIM IThJIHA CRCPEOTOMEHOCT, TPAOBA a ¢a MpeayupeAeHH 3a ColtecTByBaiina puck. Toi xato
NaUMEHTHTE B HANpelHana Bb3pacT ca MO-YyBCTBUTENHH KEM TO3W THI NEKAPCTBEHH CpeacTsa, Te
TpAGBa 44 ce Ha3HAa4aBaT ¢ 0CODEHO BHHMAHUE NPH TA3M IPyna NalkeHTH.

Tonemu MM NPOABLIKHTENHO MPHEMAHH NO3H OT TOBA JIEKAPCTBO MOPar Ja JoBelatr ao 6b0pedno
yBpekdaHe, KOSTO € BHCOK DHCK 32 NalHEHTHTE ¥ MOke Na J0Bele A0 CEPHO3IHM M3MEHEHHS Ha
OnOpeunarta dyHKUMA ¥ Ha KphsTa. AckopOunosara kucennna (suramun C) Tpafpa na ce npuema ¢
NOBHUIEHO BHUMAaHYe NPH NALMEeHTH, KOMTO CTPajaT Hil ca ¢ aHamHe3a 3a HedponuTHasa (KaMbHH B
6n0penure) M o1 crpagauTe oT GOPD (rmokozo-6-pocdar aexuaporeHasHa HeNOCTATHYHOCT),
xemoxpomartosa, bonect Ha Kynel uid cuiepoSacTHa aueMus.

Toif kato edeprecienTRATE TAONETKH CHABPXKAT acnapTaM, H3TOYHHUK HA QeHHIANAHUH, NALMEHTH,
cTpajawy OT denuwnkeToRypud (deuUUAT Ha eH3uMHata dieHHIaNaHHH XMAPOKCHIala), TpaGea na
OBaar npeaynpeaeHH 3a CHIIECTRYBALIMA PHCK, CRBP3aH ¢ HATPYNBAHETO HA dieHUTANAHHH.
CexpanspaiiTe TORa AeKapCTRO Ha MACTO, HEAOCTLIHO 3a Jeua.

4.5 BsapmoneiicTBas ¢ APYTH JIEKAPCTBEHN NPOIYKTY ¥ APYrH GOpME HA BIauMoaelcTBHS

Coranupun Tpsbsa Ja ce Ha3Ha4aBa C MOBHINCHO BHHMAHHE H 110 CTPHKTEH MERHIMHCKH KOHTPON
NpY AIUHEHTH, TOAROKEHH HA ABLIATOCPOMHO JICUEHHEe ¢ NeKapcTBa, KOHTO MOTAar ga NPUHYHHAT
WHIYKUHAA Ha YePHOAPOOHATA MOHOOKCHIEHA3a, HAK B Cllyuali Ha Hijarase Ha BellecTsa ¢ Moaoten
edexT (Karo pudamMnuliny, UWHMETHARH, TTyTETHMHA AW aHTHENHASHTHUN, KaTo (herobapbutan wiu
kapbamazenuy).

ITapauetamon MOxKe Ja IOBIHAE Ha TECTOBE 3a ypuueMua (IpH onpemensHe 1o pochorondpaMoso
KHCEJJHHEH METOA) W TeCTOBE 33 ONPe/eNiAHE HA KPHBHO-3aXapHuTe HHBA (NpH onpegeisHe HO
rIIOK030-0KCHAA30-NepOKCHAa3He  MeToA). KaxkTo  BCHYKH  OPOAYKTH,  ChALPXKAIM
aHTHXUCTaMuH, ¥ COTANHPUH MOXKe Ja NPHKPHE NbPBOHA4ATHUTE [IPH3HALH HA OTOTQK
NPHYHHABAHA OT HAKOM BHJ0BE AHTHOHOTHLLA.

Toil kaTo NpoAYKTBT MOXKEe [a B3aWMOJEHCTBA C AJIKOXOM, Tpnunxnuq
HEBPOJENITHYHH JIEKAPCTBEHH cpenctea M Apyrd LUHC aenpecantu, karo Gag
AHKCHOJHTHUH H XHITHOTHYHH cpeJICThA - noaoDHH BelecTra Be Tpadsa 1a ce

Ha fedeHHe ¢be CoTanupui, 3a ga ce W30ernar cepHosud B3aumonelictens, Co



Ce NMpHeMa 3aeiHC ¢ aHTHKOAryMaHTH, METGKIONPAMHA M APYrH JEKapcTBa ¢ AHTHXONHHEPrHYHO
neiictpue. PenopHara ynoTpe®a Ha OpanHH KOHTPAUENTHBH HIH aHTHKOHBY/ICHBHH JCKapCTBEHH
CPeOCTBa MOXKE 3 pokeae A0 eH3MMHA VHAYKLMA, KOATO yokopsaea meTabonnama 14 napauneraMona.
CotanupuH He OMBa Ja ce HU3MOA3BE, aK0 NAUHEHTET ¢ DM Ha Tepanus ¢ NPOTHBORDLIMATMTENHU
JIEKAPCTBEHH CPENICTBA, KAKTO H TPH MalUeHTH, NEKYBAHH HACKOPO ¢ MOHOaMHHOOKCHIasHu (MAD)
HHXHOUTOPH — 110 ABE CEAMHIIH Cel CIHPAHE Ha TOBA NeueHue,

Heobxonumo € NOBMIIEHO BHHMAHue TPH ChUBTCTRamla ynoTpeba Ha QUyKnOKCAWHNIHH M
NAPALETAMON, TEH KATO eTHOBPEMEHHHAT ITPHEM Ce CBbP3Ba ¢ MeTalONuTHA Al 034 C roniMa aHHOHHA
pasngxa, 0cobeno Npu NaLuHenTH ¢ pUCKoBH GaxTopu (B, Touka 4.4).

4.6 PepruanTet, peMeHHOCT H KbpMeHe
[TponyxThT e NpoTHBONOKA3AH 110 BpeMe Ha GpeMEHHOCT H KbPMEHE.
4.7 Edextr Bhpxy cnoco0HOCTTa 32 mioipHpaHe u paboTa ¢ MAIMBE

THH Karo NpOAYKTBT MOXE Aa NPHYMHH CHHIMBOCT, NALMEHTHTE, KOMTO YIPaB/lsBaT MOTOPHH
fPEBO3HA CPeACcTBAa WM H3UBLJIHABAT 3314uH, M3NMCKBALIM IbIHA KOHUEHTpalwsA, TpadBa xa ca
ApenynpeicHA 33 CRIMECTBY BALIHA PHCK.

4.8  HexenranH JekapcTBeHH PDEAKIAR

KaxTo BCHYKH JICKapCTBa, TOBA JEKapCTBO MOXE Ja TIPSAM3IBHKA HEXC/IAHK pCaKiiHH, BBOPCKH 4 HE
BCCKH ' I0J1yHana.

Yecmu nexceaanu peakyun (moeam oa 3aceznam oo 1 na 10 nayuesmuy:
-  CHHAHBOCT,
- AcTeHus;
- DOTOYYBCTBUTENHOCT;
- Cyxota B ycTara;
- 3agupxaHe Ha YpHHE;
- Tloeumen Bucko3zuTET Ha GPOHXHMATHATA CEKPELLAA.

Hevecmu neoicenanu nexapcmeeny pearyui (moeam oa sacesnam 0o 1 na 100 noyuenmu):
- TpombouuTonenns;
- Jlesxonenus;
- AHeMmua;
- Arpanynouurosa;
- Hzmenenus s uepyoapobna byBruMs;
- Xenarur,
- HWNamenenusa 8 Owbpeunara ynkums (octpa GnOpeyHa HEJOCTATHUHOCT, MHTEPCTHUHANEH
HeQPHT, XeMATY Ui, aHYPHA);
- CTOMalHO-4YPEeBHA HAPYIeHHS
- 3amafirane.

C Heusgecmua yecmoma ca ﬂacuquuupanu CACOHUIME REHCCNAHY PEARYUIL
- Koxun peakuuu oOT pasiudeH THI K CTETIEA KaTO epHTeMa My nTudopMe;
~  Cunapom na CTRBBHC-JPKOHCLH;
- Enupepmanua Hekpoauza;
~  Peakuuu Ha CBPbXUYBCTBHTENHOCT KATO AHTHOEAEM;
-~ Or10K Ha JapHHKCa;
- AnahuiIaKkTHYeH LLOK.

CrobuaBate Ha HEXETAHA PEAKIHH
Axo nonyyuTe HAKAKBH HEXETAHH JICKAPCTBEHH peaklyn, yBeloMeTe




ToRa BKNIOYBA BCHYKH FH3MOXKHE HEONHCAHH B Ta3H JIMCTOBKA HEXKENaHH peakuui. Moxere cplio Ja
CBODIINTE HEXeNaHH peakIiuy TUPEKTHO Ypes HAMOHAINA CHCTEMA 3a ChobuIaBane Ha ManbaauTenHa
areHUHs [0 IeKapcTBaTa,

Karo crofniaBate Hexenauh peakiid, MOKETe Ja AajeTe CBOA [IPHHOC 3a NOjJy4aBaHe Ha NOBEYe
HH(OpMALHA OTHOCHO §e30nacHoCTTa Ha TOBA NIEKAPCTBO,

HanbnuuTenHa areHUMs no NeKapeTBara,
yn. ,.Jlamsan I'pyes” Ne 8

1303 Codns, Buarapus

Tem.: +35 928903417

yebcaitT: www.bda.bg

4.9 IIpepo3npane

B cnyudail Ha npeRozupane, Hali-yecTHTE peakLUH BKIIOUBAT W3PA3CHO ACHPECHBHO JeHCTBHE
BBPXY LEHTPAIHAaTa HEPBHA CHCTEMA ChC CHMIITOMH XaTO CHHIMBOCT, NETAPIHs W NOTHCHATA
pecrHpaTopHa AeHHOCT.

AKO ce pyeMaT NpeKaleRo BUCOKH NO3H, NapalleTaMoNbT, ChAbPKALL C& B TOBA JISKAPCTBO MOIKE Aa
AoBeje X0 4epHOXPOOHA NMTONH3A, KOATO 14 Ce PA3BHE B MACHBHA HEKpPO3a. N-alleTUITIMCTEHH, TIPHET
HENOCPEACTBEHO cilel MPEKOMEPHH KOJHHECTBA MAapaueramol, € eheKTHBeH B OTPAHHYABAHETO Ha
[OpajXeHUATa BBPXY uepHns Apod. HeabcoplupanoTo nekapcrso Tpadea aa OhJe NpeMaxHaTo o1
FacTPOMHTECTHHATHHS TPAKT Ype3 NPeiM3BHKBAHE Ha NOBPbINAHE WIH YPe3 CTOMAIIHA MTPOMHMBKE.
IMaunenTsT Tpsbsa na OB4¢ nOCTaBeH NOJ Jexapexo HaGIIoNeHie H MOLIBPIKALIA TEPANTHSL

5. PAPMAKOJOTHYHA JAHHA
5.1 thapMaKoIHHAMHYHH cBoficTBA

DapMarotepaneRTHYHA MPyNa
ATC kon: ROSX
Jpyr Buz xoMOHHALKA HAa AKTHBHH CHCTABKH CPeLly HACTHHKA

Be3naneHueTo #a MyKO3HHTe MeMOpaHH e OCHOBHHST MATOJOTHYEH Nporec npu MHOFOGpoliuu
YCAOXKHEHHSA, 3aCArallid FOPHATA YacT Ha PECMHPATOPHHA TPaKT, M CHIUI0 Taka NpPe/iH3BHKBA
Pa3TMYHH CHMNTOMH, KOWTO MNPHAPYXKABAT TaKkea Bb3NaleHds. COTANMHPHH ATAKYBA Te3H
CHUMIITOMHM (PHHHT, 3anymiBaHe Ha HOCA, BOAHUCTM OYH, [PE3raBOCT HA TJlaca, Kawinua,
rnasoonue, Tpecka, YYBCTBO HA YMOpA) 4pe3 JeiiCTBHETO HA TPHTE CH AKTMBHU ChHCTABKH:
naparieTamor, xnopdeHamuH ¥ ackopGHHOBA KHCENHHA.

HleiicTBHETO Ha Te3U BElECTRBa MOKe A2 ce ofo0IH No CHeTHH HAYKH:
Hapaneramon: BesneiicTea upe3 aHTHNMPETHYHOTO M AHAITETHYHOTO CH ASHCTBHE.

Xuopdenamnn Manear: [poToTHI Ha ankHIaMHHO aHTMXHCTAMMHMTE, Ta3N CHCTABKA CE CMNTA 33
€[jHa OT Hal-aKTUBHWTE B AHTArOHH3MpPAHETO edeKTa HA XUCTAMUHA, KOATO HE NPEeAU3BHKBA (IIOHE B
AO3HTE, CHALPKAY C€ B NPOTHBOrPHNIBUTE NPOAYKTH) CENaTHBHO JAefCTBHE, B CPABHEHHE ¢
apyru anTHxuctamaHu. Toll obnexvaBa CHMNTOMYM HA HACTHHKATA KATO XPEeMa, BOAHHCTHH O4H M
00O 3anylIBaKe HA MYKOZHHTE MeMOpaHH.

Acxopbnnosa KHnceanna: AckopOMHOBATA KHCENHHA € CHIEH AHTHOKCH
OYHKLWA B THKAHATE € CBBLP3BAHCTO C KONareHOBHA CHUTES.

$52 PapMakoKHHEETHYHH CBOHCTRA



PapMaKCKHHETHKHTE HA aKTHEHUTE CHCTABKY MOraT a ce 00001IAT N0 CNegHHA HAYHH;

Hapaneramon: Crex nepopalHo HpUiIokKeHHe, napaneramon ce abcopbupa 6bp20 W HaNBAHO OT
CTOMALIHO-YPEBHHA TPAKT {MHKOBHTE MIA3MEHH HHBA CE NIOCTUraT 3a nepuon ot 30 no 120 MunytH).
JlexapcTeoTo ce pasnpesend 65p30 B OpraHH3Ma,

AGcomoTHaTa GHOHATHYHOCT Bapupa Mexkay 65-89%, xoero HHaMkupa ,first-pass® mMeTabonKILM,
[Ipnemanero Ha npoaykTa Ha mpaseH CTOMaX YcKopssa abcopbumara, HO He C& OTpa3sBa Ha
BHonanHuHoCTTa. Clie pEKTAHO NPHIIOKEHNE, THKOBHTE (L1a3MEHH HHBA Ce NocTHrar caex 1.5 no 3
4aca M abconoTHaTa GHOHANHYHOCT Bapupa MexAy 30-40%. IMonyxdBOTHT Ha TEpaneBTHYHHTE A03H
8 inasMara € 1.5 fo 3 daca. [Jo-roasmara yact ot napaueramosna ce MeTaboaH3Hpa B Yepuua Apob o
HEAKTHRHW CEBP3AHH NPOM3BOAHH Ha TMIOKYpoHOBaTa kucenuHa (npubnuznrenno 60%) u capuara
kucennua (NpubnrauTenHo 35%), KOHTO C& WIXBLPIAT HANTBIHO B YPHHATA B paMKHTE Ha 24 gaca. [o-
MATKO oT 5% OT J03aTa NapaleTaMol ¢ H3XBLPNA B HENPOMEHEH BUA B ypuHATd. [T01YKHBOTBT Ha
NapalneTaMol B MnasMara € MO-NPOOBIDKUTENEH TP Aeuara u npeodiafapamure MeTabOAHTHH
npouecH ca cyidathn cebp3paHii. [TonyHBOTHT Ha napaueramon e FO-ALNET U TP TALHEHTH,
CTpajalld OT XpoHWuYHO OnOpeuno 3abonsease. B TepaneBTHuHM 103W, MHMHMMANEH NPOUEHT
NapaleTaMon Ce CBbP3Ba ¢ IUIA3MEHHMTE MPOTEHHH, HO TO3H NPOLEHT MOXE A3 C€ YBeNMYH Ciej
npeno3upane,

Xnopbepaman manear: Tazu akTHBHa cheTaBka ce abcoplupa nocTa §aBHO OT CTOMAIHO-YPEBHHS
TPaKT (NMKOBHMTE NNAa3MEHH HMBA Ce NOCTUraT ot 2.3 10 6 yaca ciej MepopalHO TpHNOXeHMe).
BHOHATHYHOCTTA € HUCKA, ¢ HUB3, Bapupamu Mexay 25-50%. XnopheHamud TephH 3HaUHTENEH ., first-
pass* MeTaboMUIbM.

Ipubansurenuo 70% or xnopjeHaMyuHa B KPLBTA ¢e CEbp3BA C MNasMeHwWTe NpoTeHHu. Herosata
thapMaxoKHHETHKa NOKa3Ba BMCOXAa MHAMBMIyanHa Bapvabunhoct. Cvoluiapanure croiiHOocTH Ha
TOMYKHBOT BaPHpAT B paMKHTe Ha 2 70 43 yaca. Xnopthenamun ce AMCTpUOYTHPA B OPTAHH3MA B rojiama
CTEMeH H NpeMHHABa MO3RYHATa GapHepa.

Xnopdernamuy Manear ce merabomasupa B ronama crened, HeroeuTe MeTalonuTH BKAKOUBAT
AecMETHIXTOPhEHHPAMIH U AXAeCMETUNXAOpdEREPAMUH.

Mourn BcHukn MertaboiuT Ha XmopdieHaMHHA ce eNHMHHHpaAT upe3 OwnOpenure. EnuMuxupaneTo
3aBHCH OT pH Ha ypunata. OTKpHBAT ce cnen # BbB Qeleca. [IpoabIKHTENHOCTTA HA AEHCTBHETO,
KOETO € MO-KPAaTKO OT O4aKBAHOTO, cnopes GapMakOKHHETHHHHTE NapaMeTpH, sapipa oT 4 Jio 6 vaca.

Ackopbunopa Knceapua: AckopOHHOBaTa kucenmwHa ce alGcopfupa 6Bp30 B TBHKMTE uepBa H
aKTHBHO C€ [peHacid 4Upe3 HACHTEH IIpoilec, KkoHTo ¢ o0partHo NpOMOpHHOHAAEH HA A03aTA.
Koraro ackopOmHoBara KucelliHa ce MNpuHeMa B eAMHWYHA [epopansa jao3a, abcopbuuara
Hamansea o1 70% wa gosa or 100 mg, a0 50% na go3a ot 1.5 g u a0 16% Ha gosa or 12 g
AckopOUHOBA KMCENHHA Ce CHABPKA B I[U1a3MaTa M OCHOBHO B OGNMTE XPBBHM Teina B
KOHIIEHTpaLMs oT okono 25 mg/10° kierky.

AckopOyHOBaTa KHCENMHA CE€ OKCHAMpAa B OKCANAT, KOHTO Ce W3XBBpIs 4pe3 ypuHara. B nosu,
naapHuapaliy 100 mg Ha [eH, HempoMeHeHaTa acKOpOHHOBA KHCe/MHA C& U3XBBHPIA 4pe3 ypUHaTa.
Jexuapoackopburopata kucenusa H 2.3-ukeTo-L-TyNoHOBa KMCEnnHA ¢a OCTaHANHTE MeTaGOoNMuTHH
NPOIYXTa, KOMTO CE eTMMUHKPaT 4pes ypHHaTa. Liukbabt B TAn0TO MMa nonykuBoT ot 13-30 anu. Karo
ce MMa TIPENBH]l AOCTHI3HETO HA HUBA HA THKOBH IUIA3MEHH KOHLEHTPAUMH, Cnel MHTPABEHOZHO
NPHJI0KEHHE, C& OLEHSBA, e BPEMETO Ha NONYXHBOT € NPUONH3UTEINO 6 Yaca.

53 Hpeaxauayuny janyn 3a GesomacHoer

[tpoy4saHna 38 OCTPa TOKCHYHOCT BbPXY MHLIKM H ILTbXOBE, 33 [I0NYOCTPA TOKCH
XPOHHYHA TOKCHYHOCT BBPXY KY4eTa M 3a IOKAlIHA TOKCHYHOCT OTHOCHO ef
BEPXY DPeKTalHaTa MyKOs3a Tpd (IbXOBE, €2 MOKazany, uYe NPOAYKTBT O
HabMmofaBaHK TepaToreHHu eexTH npu 3aiuy.

ACKOpOWHOBATA KHCEJIMHA € HEeTOKCHYHA B PAMKHTE Ha 5 g/kg npH KusoT



(apMaKoTOrHEHY OTPRKEHNA JOPH NPH NPHEMAHe Ha BHCOXH no3H. He e nprhunnena mandopmaiis
OT NAPANCTAMON WIH ACKOPOHHORA KWCENHAA TIPH JKHBOTHR HIH XOpa.

6. GDAPMATIIEBTHYHNA JAHHHA

6.1 CnHcLK Ha BOMOMIHATE BEIIECTBA

JllimMoHeHa KncennHa, Ge3BoORHA

HarpHes xupporenkapGoHat

Copburon

Harpues kapbonat, 6e3sonen

Acnapram

Moprokanos apoMaT

JlamoHnoB apomar

Ioeunox K 30

CHMeTHKOH

6.2 HecpBMecTHMOCTH

Hama.

6.3 Cpox Ha rogsocr

4 roguHn.

6.4 Creuuaann ycIOBHN 38 ChbXpaleHne

Ja ce cbXpansBa B OpHIiHATHATA ONAKOBKA, Ha MACTO 3ALIHTEHO OT CBETIIHHA 1 RJIara,

6.5 BHI U ¢HIbLPKAHAE HA ONAKOBKATA

2 onaxoskH 32 Tabnerku ¢ no 10 edeprecuenTyy TabneTkn.

6.6 [IpenopbKH npH yootpeda

Crien BCAKO HATONI3BANE, 33TRAPANTE MTETHO OMAKOBKATA 32 TADIETHH.

Heu3non3panuaT aexapcTBEH TPOAYKT WK OTNATbUYHATE MATEPHATH OT Hero TpsabBa 1a ¢& W3XBLPIAT
B CHOTBETCTBHE ¢ MECTHUHTE HIHCKBAHH,

7. NPMTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
“Yaiixaapma Brucokokavyectaennte Jlekapersa™ AJl
6ya. “I'.M. lumurpos” Ne 1, rp. Codus 1172, Bearapus
Ten.: + 359 2 962 54 54

daxc: + 359 2 960 37 03

e-mail: info@tchaikapharma.com

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20060329




9. JATA HA TBPBO PAIPEINABAHEMIOAHOBABAHE HA PAIPEINEHHETO 3A
YIIOTPEBA

JlaTa Ha MBpBO pazpeluenne 3a ynorpe6a: 07 o 2006
Jara Ha nocneano NONHOBABAHE HA paspellienkeTo 3a ynorpeba: 07 mapt 2012

10. JATA HA AKTYAJTM3HPAHE HA TEKCTA

Maii, 2022




