KPATKA XAPAKTEPUCTHKA HA ]FMYKTA

1. AME HA JIEKAPCTBEHHA TPOAYKT

Cuun Konp & ®ny 325 mg/ 15 mg/ 1 mg Tabnetku

Snip Cold & Flu 325 mg/ 15 mg/ 1 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

N3NLNHUTENHA ATEHLAA NO NNEKAPCTBATA

Kpamxka xapakmeapucmuxa Ha npogyxma - [lpusoxenue 1
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PaspeweHue Ne - 7 ‘ S
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OgobpeHue Ne ..............covvecucunac. W .

Beska tabnetka cwabpka napaueramon 325 mg, ncepnoedenpuHoB xuapoxaopua 15 mg,
xnopdeHamuHoB Manear 1 mg.

3a MbJIHKUA CNHCBK HA TTOMOLIHHTE BElECTBA BHKTe To4Ka 6.1.
3. JIEKAPCTBEHA ©®OPMA

benun, kpbrinu, nnocku TabneTku, ¢ JeNUTENHA YepTa OT eHara cTpaHa H obo3HaueHue “SNIP”
OT ApyraTa.

4. KIMHUYHHU JAHHH
4.1. TepaneBTHYHH MOKA3aHUS

Cuun Konpn & ®ay e nokasas 3a obiexkyaBaHe CHMITOMHMTE Ha IPHIT H HACTHHKA KaTo:
- 3amyliBaHe Ha Hoca

- Punnt

- Kuxane

- Temnepartypa

- Jlexa 1o cunna Gosika OT pasjinyeH Npous3xol.

4.2. lo3HpoBKa H HAYHH HA NPHJOKEHHE

,ﬂ031’1 pPOBKa

IIpu sv3pacmnu:
1-2 TabneTkyn Ha 6 yaca cnopea HY*XIUTe, MAKCHManHO 10 6 TabNeTKH AHEBHO.

[Ipu onowu (nao 12-zoouwna evspacm).
1 TabneTka Ha 6 yaca cnopej HyXAHTe, MAKCUMaIHO A0 6 TableTKH JHEBHO.

IIpu oeya om 6 0o 11- 200uwuna ev3pacm
1 TabneTka Ha 6 yaca, HO 6e3 Ja ce HaJ|BHILLIABA J103aTa OT 3 TabJIeTKH JHEBHO.

Heya noo 6-coouwna evspacm:

He ce npunara npu aeua noj 6 roAMHH, Thil Kato nekapcrBeHara opma He e noaxoasila.
TpsbBa na ce umMa npeaBua HamansBaHe Ha odllaTa JHEBHA 103a MPH NMalMEHTH ¢ YepHOApPoOHA
unu 0LOpeyHa HeloCTaTLYHOCT.

Cmapl.recm 8b3pacm. HaAJIHYHH C€a JaHHH 3a yAbJI)KaBaHE Ha MOJYXKHBOTA B CTap
3aToBa Tp$I6Ba Ja c€ HMa NpeaBHa NOHHXKaBaHE Ha no3ara.



4.3. IIpoTaBonoKa3anus

CBpBXYYBCTBHTEIHOCT KbM @KTHBHHTE BELIECTBA MIH KbM HAKOE OT IIOMOILIHHTE BEILECTBA,
u3bpoeHH B Touka 6.1.

TexKa XMNEPTOHUS HITH HEKOHTPOIHPAHa XUNIEPTOHMUS.

TexKKC 0CTpO HAM XpoHHYHO G1uOpevHo 3abonapaHe/0b0peyYHa HeJOCTATEYHOCT.

INpu naunenTy cbe 3axaped AuabeT H TEXKH 4epHOAPOOHH 3ab0nsBaHKA.

Cuun Kong & Ony e npoTHBonokazaH NpH JMla, KOHTO NpPHEMAT HIH €a NpHEeMAalH
MOHOZMHHOOKCHIa3HA HHXHOHTOPH B pAMKHTE Ha NPEAXOJHHTE ABe CEAMMHLIH.

4.4. CnienHaNAdA NpeRynpexAcHUA H NPeANa3HA MEPKH 3a ynorpeba
IHpedynpescoenus

TexmKH KOKHM peakiun

[pu ynmotpeGa Ha NpoldyKTH, ChbAbpXKally nceBnoedeIpHH MOraT Aa HACTBNAT TEXKKH KOXKHU

. peaKllMH, KaTO OCTpa TEHEpalu3MpaHa eK3aHTeMaTo3Ha nycTyno3a (acute generalised
exanthematous pustulosis, AGEP). To3n ocTbp nycTynoseH oOpHB MoXe Ia ce NOSBY B paMKHTE
Ha MBPBUTE 2 AHRK OT JIEYEHHETO, ¢ HOBHIIEHA TEMTICPaTYpa U MHOTOOpOHHH MaJIKH, NpeIHMHO
HedONHMKYIApHY MyCTYJIH, Bb3HHKBALIH BbpPXY OOIIHpEH €1E€MaTO3CH €PUTEM H NOKANHIHPaHU
raBHO B KOXHHMTE [bHKH, NO TOpca M ropHute kpaiHumu. TMaumentnte Tpabea aa ce

. HabnoraBaT BHHMATENHO. AKO ce MOABAT MPH3HALH M CUMOTOMHU K4TO OMPEKCHA, ePHTEM HIY
MHOXKECTBO MAJIKH MycTyi#, npuaoxeHnero Ha Cuun Kong & dny Tpabea aa ce npeycTaHOBH H
4K0 e HeoOXOoAMMO, Za Ce B3EMAT MOIXOAAIIH MEPKH. |

Cungpom Ha 3aama oGpaTuma ennedanomatas (posterior reversible encephalopathy
syndrome, PRES) a cAaapom Ha olpaTAma uepeGpanna Basokonc'rpmcuna (reversible
cerebral vasoconstriction syndrome, RCVS) :
Cpobmenn ca cnyyan Ha PRES u RCVS npm ynotpefa Ha npoOykTH, ChIbpKallly
ncegaoedenpun (Bxk. Touxka 4.8). PHCKbT € mMOBMIIEH TIpH NAlMEHTH ¢ TeXKa HIU
HEKOHTPOJHpaHA XUMEPTOHMA HMAM € TEeXKKO OCTPO HIH  XpoHHYHO  OnOpeuHo
3abonaeane/0b0OpeyHa HexocTaTbYHOCT (BXK. TOYKa 4.3).

IpuemsT Ha nceBpoedeapus TpadBa na ce MPeyYCTaHOBH M Ja ce NMOTbPCH He3abaBHO lekapeka
AIOMOLLL, aKO Ce NOABAT C/eHHTE CHMIITOMH: BHE3aNHO CHIIHO rnapoGonHe HiM ,,rpbMOTEBHYHO™
rnaBobonue, raiaeHe, noppblliaHe, OOBLPKAHOCT, I'bpHOBE M/MAM HAPYLIEHMS Ha 3PEHHETO.
IloBeueto cwnobmeHu cnyyan Ha PRES w RCVS oTwymsear cnej npeycTaHOBABRaHE Ha
ynotpefara 1 NOAXOAALLO JieHeHue.

Prck ot 310ynoTpeba

fcesnoedenpun kpHe puck oT 3noynotpeba. [MoBulleHMTe no3u Moratr B kpailHa cMeTka ja
JAOBeAaT N0 TokcH4yHOcT. IlpogbmkuTenHarta ynotpeba Moske Ja AoBele N0 TONEpaHC M Ja
YBEJIHYH pHCKa OT Npefosupane. [IpenoprunTensara MaKCMMalHa 1032 U NPOIb/DKUTENHOCT HA
NleyeHHeTo He TpabBa Ja ce mpeBHINABAT (BUIKTE TOYKA 4.2),

HcxeMH4en KOJAT

CroblueHH ca cyvan Ha HCXEMHHEH KOJIHT NpH ynoTpeba Ha ncegoedenpuH. Ynorpefara Ha
ncesnoedenpuH Tpabea fa ce NpeycTaHOBH M JIa e MOTbPCH KOHCYITALMA © JIEKap, ako Ce MOABH
BHE3aITHa KOpeMHa 00JIKa, pEKTallHO KbPBEHE HIIH JPYTH CHMITOMH Ha HCXEMHUYEH KOJIKT.




IManpenTn, cTpajamy oT cepHO3HH cbpacuynu, 6bOpeynn HnH yepHogpobHH 3abonaBaHng,
Auabet, riaykoMa, BHCOKO KPHBHO HalAraHe, GpoHXHalHa acTMa, He TpsAOBa ja mpuemar TO3H
HPOAYKT.

EaHoBpeMeHHOTO NpUIokKeHHe Ha NcepdoedeipvH H TO3M MPOAYKT MOXe B ONpeieneHH Cliydyan
Ja AOBeNe 0 MOBHIIEHHE HA apTEPHATHOTO HANAraHe, Nopany koeTo TpaOea aa Objae H30ATBaHO.

Maumentnre Tpabsa Ja ObJaT CLBETBAHM Na HE HAJBMINABAT TpPENOpbYBaHATA J03a H Ja
H30ATBAT ANKOXOIL,

JIMuara ¢ raykoMa, BHCOKO apTepuHanHO HaudraHe, cbpaedHo 3abonsBade, 3alonseaHe Ha
IIMTOBUAHATA #Ute3a, Auaber, npocTaTHa XunepTpodus, obcTpyKUMs Ha wKiikaTta Ha MUKOYHHA
MEeXyp, CTCHO3Hpallla NenTH4YHA f3Ba, eMdH3eM MM XpPOHHUYeH OpOHXMT TpabBa A3 MOTHPCAT
NeKapcKh ChBET MpEeJH NMpHEM Ha TOBa NexapeTBo. OcBeH TOBA ¢ HEOOXONHMA KOHCYNTAlHA ¢
nexap, B clyyail Ha eHOBPEMEHHO NPHIOKEHHE Ha AaHTHXHIIEPTEH3UBHH JIEKApPCTBA, CEAATHBHH
JieKapcTBeHH MPOAYKTH MM TPAHKBHMNH3IATOPH, MYCKYJHH DENaKCAHTH, aHTHAENPECaHTH WIH
APYrH NpoAYKTH, NOTHCKAlUY LEHTpalHata HEpPBHA CHCTEMa; MauHeHTHTe TpaOBa Ja ce
NpenynpexkaaBaT 3a ajAWTHBHHTE NOTHCKAUIH edekTH Ha noao6HM komOunaumM. Ilopamn
HaJIHYMETO Ha X1opdeHaMHH MOXe Ja HACTHIH Bb36YAUMOCT, 0COBEHO NpH AeLA.

Cuun Konn & ®ny ue Tpabea aa ce npuiara ¢ Apyr ChIbPXAl TapaueTaMon NpoayKT.

Caun Konn & ®ny He TpaOBa Aa ce npiiara ¢ ApyrH NpoAyKTH; H3MON3BaHH 3a o0ekuyaBaHe Ha
CHMIITOMHTE Ha IPHIT, IPOCTYIa HAY TAKHBA ¢ AEKOHT€CTAHTHO ACHCTBHE.

Ilpenosnpanero moxe na yBpeau 4epHHs Apod, MNIABHO TNOPaid HATPYNBaHE HAa MEXAHHHM
MeTabONNTH HA MapaueTaMos, KOHTO NpeAH3BUKBAT 4epHOApobHa Hexpo3a. Hesasucumo nanmwm
TIALUMEHTBT ¢€ 4UyBCTBa Aobpe, B cayyal Ha npeposdpaHe TpAGBa Jia ¢¢ MOTbpPCH He3abaBHO
MEJHUHHCKa MOMOoll, MOpaAgH pHcka OT 3abaBeHO, CepHO3HO dYepHOApoOHO YBpexkiaHe. B
cpaBHeHMe ¢ ofllara nomyJjauMs, PHCKET OT Npelo3dpaHe € NO-ToNSM NPH NAUHEHTH ¢
HEUMPOTHYHA aNKOX0NHA YepHOApobHa Gonecr.

HeobxoauMa e KOHCYATaLHUA ¢ eKap MPH BUCOKA TEMMNepaTypa, KOATO Npoab/DkaBa Nnopeye oT 3
ARH, H NEPCUCTHPAHE HA CHMNTTOMMTE — [IOBEYE OT 5 AHH.

HexeMAYHa OOTHYAA HEBPONATHS

Tlony4enn ca choOLIEHHS 32 CTyuaH HA HCXEMHYHA ONTHYHA HEBPOMNATHA NPH nceBAoedEnpHH.
ITcepnoedenpun Tpabea na ce npekpaTd, ako Ce TNOSBH BHe3anHa 3ary0a Ha 3peHUe HIH
HaMalleHHe Ha 3pHUTENTHATA OCTPOTA, KAaTO CKOTOMA.

IHpeonasnu mepru

Chun Konn & ®ny tpabea na ce npunara ¢ BHHMaHHWe NPH NaUMEHTH ¢ YepHOApoGHa HAHM
6nOpeuHa HelOCTAaTLYHOCT, ThH KAaTO MOXE Ja HACTBIAT MO-BHCOKM CEPYMHH KOHUEHTPAlMH
unu 3abaBeHo enMMHHHpaHe.

Crobueny ca ciyyad Ha MeTabonuMTHa alMAO3a ¢ ronsMa aHWOHHa npasHuna (HAGMA),
ObDiAlla ce Ha MHPOryTaMHHOBA allA03a NMpH MAUHEHTH ¢ TEOKKO 3a00/ABaHe KATO TEKKO
6b0peuHo yBpexaaHe H CencHe, MNH NPH NALMEHTH ¢ HENOXPAHBAHE WM C JPYTH U3TOMHULH HA
AedULUT HA MTYTATHOH (Hanp. XpOHHUYEH alKOXOJNM3LM), KOUTO €a JEKYyBaHH ¢ MapaleraMmol B
TEpAaleBTHYHA 7033 3a NPOIbJXKHTENeH nepHoA HAM KoMOHHAuMs OT napaueTamMonl M
bayknokcaluiHH. Ako ce nojosupa HAGMA nopans nupornyTaMiHHOBa alMzio3a, Ipernopbysa
ce HezalaBHO npekpaTdBaHe HA NapaleTamMol M BHUMaTeNnHo HabmoaeHue. Mamepsanero Ha 5-
OKCOMPONHH B YPHHATa MoXe Ra Obje moje3Ho 3a HAeHTHHUHpaHe HA MHPOTIYTA




4.5. B3anmojeficTBEe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrd GOPME Ha B3aAMOAeiHcTBRE

CxopocrTa W/ #aH cTeneHTa Ha abcopObuua Morar na 6bAAT NOBNHAHH OT ACHCTBHETO HA APYrH
NPOAYKTH C M3pa3eHO CTOMallHO-YPeBHO JAeHCTBHME; HampHMep, METOKIONPaMHA HIH
JOMIEPHAOH MOXKE /]a YCKOPAT NPEMMHABAHETO OT CTOMAaXa KbM YEPBATA; & XOJIECTHPAMHH MOXE
Ja HamanH abcopbiusara,

Ilapayemamon

IIpn BrCOKH M03H epeKTLT Ha MPOALKHTENHO NPHEMAHHTE AHTHKOArYNAHTH Ce NMOTEHLMHPA.
ITapaneTamMo, KOraTo € IpHeMaH BbB BUCOKH N03H 32 NPOIBIUKHTENEH NepHoj] OT BpeMe, MOXe
Ja B3aumoJaelcTBa ¢ KyMapHH, HHAAGHIHOHOBH JePHBATH X (PeHOTHA3HH.

AnkoxonbT, 6apbuTypaTHTE H TPHUMKNMYHHTE AHTHAENPECAHTH MOraT Ja [OBMLIAT
XEMaTOTOKCHYHOCTTa HAa nNapaueTamon. [Ipu nauuenture, TNpHEMaIH aHTHENHIECITHYHH
JeKapcTBa, Kato kapbamasenuH, ¢eHobGapbutan, (GEeHHTOMH WIAM NpPUMHOOH, [03aTAa Ha
napaueramon Tpabea na Gble MOHWXEHA.

CbBMecTHOTO TpHNoXeHHe Ha napaiteramon ¢ HCIIBC Moxe na MOBMLIM pHcka OT HEXenaHU
6p6peunn peaxuuu. IlponbmkuTenHara cbBMecTHa ynoTpeba Ha Te3d MPOAYKTH MOKe Ja
YBENHYH pUcka oT O60peyHo yepexaane.

TpsabBa na ce BHMMaBa, KOTaTO NapalETaMon ce H3MON3BA EIHOBPEMEHHO ¢ GNyKIOKCALMAHH,
Thil KaTO MapanelHusT NPHEM € CEbP3aH ¢ MeTabOMMTHA auua03a ¢ rofaMa aHHOHHA Npa3sHHHA
nopajid NHPOrTyTAMMHOBA allMA03a, OCOOEHO TpH MALHEHTH C PHUCKOBH (akTOpH (BX. TOYKa
4.4). '

Hceaodoeheopun

Pagko moxe aa ce HabmofaBa MOBHIIEHAE HA KPBBHOTO HaiAraHe, Korato ncesaoeeapHH ce
npyujara CbBMECTHO ¢ JIEKOHI€CTAHTH, TPHLUHMKJIMYHH aHTHAENPECAHTH, NIEKAPCTRA, MOTHCKALIH
arneTuTa, NCHXOCTHMYAHTH — KaTo aM{peTaMiHA U MAQO-uuxnburopu.

‘Metunaona, a- 1 B- aapeHepryyHy ONOKepH, TYaHHTHIWH MOTaT ja 3arybaT edeKTHBHOCTTA CH
NPH €AHOBPEMEHHO NPHIICKEHHE ¢ NceBAoedeIPHHOB XMAPOXIOPHA.

Xnopgenamun
XnopdenaMHHOBHAT ManeaT Moxke 3 3a6aBn yepHOApoOHMA MeTabonu3bM Ha GEHUTOMH upes
MMOBHLIABAHE HA NNa3MCHATaA MY KOHLICHTpaLIKA.

IIpomenu 8 nabopamoprume noxasamenu scredcmaue Ha npodykma:

XnopbheHaMHH Mo}e Ja MOBIHAE HAa MHTEPIPETALMATA HA M3CNeABaHMATA Ha OenoapobHara
GyHKUNA cnen OPOHXHATHHA TECT C METAXONHMH. BBLIpekH Y€ MEXAHH3IMBT HE € HILANO ACEH Ce
npHeMa, 4¢ xnopieHaMHH TIpOMEHA OTTOBOpa HA JMXATEHUTE NbTHILA HAa METaXoJHH,
CNEIOBATENHO, aKO € Bb3MOXKHO, NPEIH METAXONHHOBHA TeCcT 3a JAOKa3BaHe Ha OpoHXManHa
xuneppeaxkrtuHocT Tabnerkure Cunn Kona & dny tpabpa aa ce cnpar 3a 48 uaca.

4.6. ®epTHIATET, OPEMEHHOCT H KhpPMeHE

BpeMeHHOCT
3HAYHTENHO KOJIHMUECTBO JaHHH NMPH GPEMEHHH JXKeHH He MI0KA3BaT HHTO Mal(OPMATHBHA, HHTO

deTo/HeoHaTalHA TOKCHYHOCT. PesynratuTe OT €NHAEMMONOTHUYHHTE MPOY4BAHHS
HEBPOJIOTHYHOTO Pa3sBHTHE Ha [Ela ¢ eKCIO3HLUNS Ha MapaueTamoln in utero ca Hey
AKo € HeoOX0AHMO OT KIHHMYHA rNefiHa TOYKa, MapalleTaMoA MOXE Ja ce Tpujara




6pemeHHoOCT, HO TpaOBa Aa ce H3NoA3Ba Hali-HHCcKaTa eeKTHBHA 103a 32 BB3MOXHO Hal-KpaTko
BpeMe H C Bb3MOXKHO Half-HHUCKATA 4eCToTa,

KupMene
ITapaueramMon ce OTAENT B KbpPMaTa, HO B KJIMHHYHO He3HAYHMH KonuuecTBa. OT HANHUYHHTE

myOnuKyBaHM JaHHH KbDMEHETO He € IpOTHBomokazanwe. Hsuucneno e, ue 0,5-0,7% or
eNHOKDPATHATA 1034 NceBoedenpHH, npueTa OT MalikaTa, e ce OTAeNH B KbpMaTa 3a 24 yaca.
Io npentenxa Ha nexaps Moxke Aa ce MPeycTAHOBH KbPMEHETO WM [a Ce MPeYCTAHOBY MPHEMBT
Ha TO3H NPOAYKT, ¢hoOpasHe Heo0X0AMMOCTTa OT IPHEMA MY 3a MalikaTa.

4.7. Edextr BLpxy ¢nocobuoctTa 338 odnpane u paGora ¢ MaWHAH

YcraHoseHo e, ue Tabnerkure Cuun Kong & ©ny MoXe 1a NPHYMHAT 3aMasHOCT U HapyLICHA
peakTHBHOCT. [launenTute He TpaGea Aa wodMparT HIH aa paboTAT ¢ MallKWHM, JOKATO He
YCTAHOBAT JAJH [PH TAX C€ MPOABABAT I'IOII,OGHH CHMIITOMH.

4.8. Hexe1aHu JieKapCTBEHH PeAKIHH

Hexenanure nexapcmcnu peakudM ¢a npeiCTABEHHM noomenﬂo 32 BCAKO OT AKTHBHHTE
BELIECTBA, CMNOPER KATETOPH3AUMATA N0 CHCTEMA-OPTaH-KiIac, KAaTO Ce H3MON3Ba cleaHara
Knacupukauna: Muoro dectd (= 1/10), wectu (>1/ 100 po < 1/ 10), weuectd (= 1/ 1000 go <
1/100), peaxn (= 1/10 000 mo < 1/1000), muoro peaku (< 1/10 000) C HEU3BECTHA YECTOTa .
{zecToTata He Moxe 1a 6bAe YCTAHOBEHA OT HATHMHHUTE AaHHHM).

Hapayemamon
Hapymienns a3 XpuBTA H JHMQHATA CHCTEMA
Penxn: TpoMOoOUHTONIEHHS, JIEBKOTIEHHS M TTAHLHTONEHHA.
Muoro peaxu: HeyTponeHns, TpoMOOUHTONEHH HA MYPOYPa H arpaHyAoLUTO3a.

Hapymeans HA AMYHHATA CHCTEMA

Penku: PeakunM Ha CBPbXUYBCTBHTENHOCT, KaTO YPTHKapHf H MakynomnanyiapeH o0pHB M
chpbex.

Cpo011aBaHyu ca MHOTO PEIXH CNyYaH Ha CEPUO3HH KOXHH PEaKiIHH.

Hapywenus Ha MeTaG0M3Ma H XpaHeHeTO
C HeusBecTHa YectoTa: MetabonKTHa alnao3a ¢ ronsMa aHHOHHA NPa3HUHA.

Hcegdoeghedpun

Hapyuiesasi Ha KOXKATA H NOAK0KHATA ThKAH

Mauoro peaxn: MakynonanynoseH o6pus.

C HeussecTHa dyectoTa: TeXKH KOKHH peakUHH, BKIIOYHTENIHO OCTpa TIeHepalH3UpaHa
exsanTeMosHa nocrynosa (AGEP).

Hapynienns Ha HEPBHATA CHCTEMA

MHoro peaxu: MoraT ga ce NposABAT CBPBXBB3Oyda Ha LEHTpANHATA HEPBHA CHCTEMA,
HapyLUeHHA Ha CBHA W XaTIOUHHALMH,

C nenseectHa yecrota: CuHapoM Ha 3aaHa oOparuma enuedanonatua (PRES) (Bx. Touka 4.4).
Cunapom Ha obparnma nepebpanta BasokoHcTpukLusa (RCVS) (Bxk. Touka 4.4).

Hapywenus na 6u6pennte 1 ypHHAPHAS TPAKT
MHoro penxu: 3agppikaHe Ha ypHHa.




Hapywieaun Ha ouHTE
C HEeH3BECTHA YECTOTA: HCXEMMYHA ONTHYHA HEBPONATHA.

Xnophenamunos maream
HapymeHus 53 KPBLBTA H THM(HATA CHCTEMA
C HenzBecTHa yecToTa: XeMONHTHYHA aHEMHA.

HapymenHs HA HepBHATA CHCTEMA
C HeusBecTHa 4ectoTta: CeaHpaHe, riaBobo/iHe, CBETOBBPTEK.,

OuBn gapymeHnn
C HensBecTHa YyecToTa: 3aMBITIEHO 3peHHue.

ChpaeunH HApYmIeHHS
C HeusBecTHa YecToTa: [TannuTauuy, apHTMES, XUIIOTOHMS.

CromamHo-9peBHH HApPYLIeHAA _ ,
- C HeusBecTHa yectoTta: CyxoTa B YCTara, aHOPEKCHA, NOBPbILUAHE, AHAPHA, HCXEMHYEH KOMMT.

XenaToGHIRAPHA HAPYLIEHHA
.C HensBecTHa YecToTa: XenaTur.

Hapymienns aa 6u6pennaTe n ypHHAPAHE TPAKT
C Hen3pecTHa yecToTa: 3aAbpKaHe HA YpUHa.

XnopdeHaMHHOBHAT ManeaT MoKe Ja AOBEAE 10 AHTHMYCKAPHHOBH e eKTH.

Onpcanne Ha H3GpAaHH HeXKENAHH pPeAKIHE

MeraGonuTHa auuao3a ¢ roasMa aHHOHHA TIPa3HHHA

Cnyvad Ha MerabonuTHa aumao3a € ronAMa AaHHOHHA TIpasHMHA, IbDKAA Ce Ha
NHPOrNYTAMHHOBA aLHI03a, ca habnoaaBaHH NPH NALHEeHTH ¢ PUCKOBH (DaKTOpH, MIMON3BALIK
napateTamon (Bx. Touxa 4.4). [lpn Te3u nauMeHTH € Bb3MOXKHO A2 Bh3HMKHE MHUPOrIYTAMHHOBA
annno3a BCACACTBHE HA HUCKH HHBA Ha IMYTATHOH.

Crobuiapane Ha NOJAO3UPAHU HEXKeNaHH PEAKIIUHA

CrobwaBaHeTo Ha NOAO3HPaHH HEXKENaHH PpeakUMM ciel paspelnaBaHe 3a ynorpeba Ha
JICKAPCTBEHHS TpOAYKT € BaxkHO. ToBa MNO3BOJIABA JAa MPOABIDKM HabMOAEHUETO Ha
CHLOTHOLIEHHETO ON33/ PUCK 34 NEeKapcTBeHHA MPOAYKT. OT MeIMUMHCKHMTE CNELHMalHCTH ce
HIMCKBA Ja CcbOOINABAT BCAKA NOAO03HPaHA HEXeNaHa peakLus uype3 HAIMOHANHATA CHCTEMA 33
cwoOaBane:

HM3nbnHATeNHA areHuMs no JekapeTeara

yi. ,,Jamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

4.9, Ipeaosnpane

CuMNTOMHTE Ha OCTpa TOKCHYHOCT OT rabnerkure Cuun Koag & day moxe
CBHJMBOCT, JIeTaprud, 3aMadHOCT, aTakcHA, <rabocT, XWUMOTOHHA, pecnHpaTo



CYXOCT HA KONATA W JIMTABHUMTE, TAXUKAPAHA, XUIEPTOHUA, XHNEPIHPEKCHS, XUITEPAKTHBHOCT,
pa3Apa3sHHTENHOCT, FbPHOBE H 3aTPYAHEHHA NPH YPUHHpaHe.

Ilapayemamon: CHMITOMHTE HA NIPEAO3HPaHE MOXKE Ja He ce MNPOABAT A0 KbCHO, HO PAHHOTO
H3MepBaHe Ha HHMBaTa Ha [apaleTamMoN e CbLUSCTBEHO. MeTHOHMH nepopanHo uaM N-
AUECTANLUMCTEHH HHTPABEHO3HO, NPHN0KEHH BbIMOXKHO Haii-paHo ¢a e(heKTUBHH 3a HaMaJgBaHe
Ha TOKCHYHMTE e(peKTH HA MapaLeTaMosl H MOXe Aa UMaT noneleH edekT A0 noHe 48 vaca cnen
npenosdpade. JleqeHnero TpaOBa Ja 3amovHe B paMKATE Ha 16 4Yaca cnea NMOrJIbLIAHE.
CumntoMuTe npe3 NBpBHTE 24 4yaca ca GreAocT, aHOpeKkcHd, raleHe, NOBPBLIaHe, npody3Ho
IIOTEHE, HEpasNOIOKEHHE H KOpeMHHM Oonkd. Behnpekn ToBa, mauMeHTBT MOXE A4 HAMA
CHMNTOMH. Molke Ha HacTBNAT HapylIeHHd Ha INIOKO3HHA MeTabonM3sM H MetabonuTHa
auKgosa.

Ho 72 uvaca cnea mornbliaHe MOxKe Ja ce MpPOSBAT MOCHEABALM NAHHM 33 YepHoApoOHa
AHChYHKLHA ¥ aKo € Texka Ja JoBene 10 HeobpaTHMa YepHOAPOOHa HEKPO3a H CMBPT B PAMKHTE
Ha 3-7 auu. Penku ca choOmeHuaTa 3a yepHoaApoGHA TOKCHYHOCT NPH OCTPO MpeAo3HpaHe ¢ 1o-
manko o7 10 g. BenpexkH ToBa € Bb3IMOKHO 4epHOAPOOHO YBpekiaHe NpPH BLIPACTHH, KOUTO
npueMar 10 g unM noeeye napaveramon. Ilpu ocTpo oTpassHe, ¢ noeeye oT 15 g, uepHoapobnara
HENOCTATBLUHOCT MOKE Ja Nporpecupa A0 eHuedanonaTus, KOMa 0 CMBpT.

Tpabea na ce B3eMaT HeOOGXOAMMHTE MEpPKH 3a MOAALPXAHE M MOANOMAraHE HA JHMLIAHETO M 32
KOHTpONHpaHe Ha rkpuoBeTe. TpAGBa Ja ce HanpaeM CTOMAllHa NPOMHBKA Ao 3 yaca cnejp
TOrTBIIAHETO, aKO € Moka3ana. Moxe /ia € HeoDX0oauMOo KaTeTepu3HpaHe HA NMKOUYHHS MEXyp.

Tpabea na ce HMa NpeJBUA Ne4eHNe ¢ aKTHBEH BBIVICH, aKo NPeIo3HPaHeTO € HACTHINIC Npeau
1 vac. Tpa6ra na ce OMpedenAT NuasMeHHTe KOHUEHTPALMA HA NAPALETAMON Ha 4-HA Yac HIH Mo-
KbCHO CIER MOIMBIIAHETO (NO-paHHHUTE KOHUEHTPALMH He ca HagexwaHu). Jleuenmneto ¢ N-
AUETHILMCTEHH MOXE 14 ¢& HANPaBH A¢ 24 4aca ciej NOrimbUIaHETO Ha mapaleTaModl, BhIIPeKd
Ye MAKCHMAIHO 3alUWTHO AEACTBHE Ce MofyyaBa A0 8 waca cnej norneinane. Crep Tosa
epeKTHBHOCTTa Ha AHTHIOTa HaMalABa PA3KO. AKO € Heo0XOAHMO, HA manueHTa TpAOBa Aa ce
NMPHIOKH HHTpaBeHO3HO N-aleTUNLHCTERH, B CBOTBETCTBHE ¢ YCTAHOBEHATA CXEMA Ha J103HpaHe.
[1pH OTCBCTBHE HA NMOBPBIIAHE NOAX0AAlUA aANTepHATHBA 3a oTJajledenH ot Oonuuua obnact e
METHOHHH nepopanHo. IloBeleHHETO NpPH NALMEHTH CbC CEPHO3HA 4epHOApoOHa ANChYHKLHA
cnen 24 yaca clied MOrMbILAHETO TPAGRA 1A Ce KOHCYNTHPa ¢ HAUMOHANHHA HH(POPMALHOHEH
LUEHTEP NPH OTPaBAHHA HIH C qepuo,upo(ino OTACNEHHE.

liceadoepedpun

CumnToMHTE Ha Mpefio3upane ca: nexo 0e3nokoHcTeO, TaxMkapaHs H/ MAHM NeKo NOKauBaHe Ha
KPbBHOTO HaNATaHe.

AKO ce Hanara, eJIMMHHHpPaHeTo Ha ncepaoedeaput Moxe 1a ce YCHNH Ype3 KHCENHHHA AHype3a
WK ¢ JHanu3a.

Xaophenamunos maream

Hnroxkcukauuata ¢ xnopdeHaMHHOB MajleaT craBa OYeBHAHA HAKONKO 4aca Clel NpHeMa.
[lpunara ce nedeHHe KaKTO € ONHMCAHO B CXEMAaTa HA JIeYeHHE HA AHTHXUCTAMHH/
AHTHXOJNMHEPrHYHO OTpaBsHe.

CboOlLIeHH ca ChbpeYHH apUTMHH H TIAHKPEATHT.

OcTtpara 6b0peyHa HEROCTATBEYHOCT MOXKE A2 CHNIPOBMKAA YepHOApoOHATA THCHYHKLHA H MOXKE

YBPEKAHE € MO-HIABEHO 6-9 NHKU cnen npenoldpaHe.




5. DPAPMAKOJOTrMYHHA CBOHCTBA
5.1. @apmaxoNHHAMHAYTHH CBOlCTBa

dapmakorepanesTndHa rpyna: [lapaneramon, koMOHHAIIMM ¢ U3KIIDYEHHE Ha MCHXONENTHLH
ATC xoa: NO2BES]

.Hexapcmeﬂmrr MNpOAYKT HMa aHaArcTHY€H, aHTHNMHPETHUEeH, aHTHXHCTAMHWHOB H HaManasall
OTOKAa Ha JINTaBHLATa Ha FOpPHHTE JUXaTEIHH MbTHHIA erCKTH, KOHTO €€ OBJIXAT Ja HETOBHTE
AKTHBHH BEIECTRA.

[lapaneramMon € KIMHHYMHO AOKa3aH aHAIrETHK H aHTHIMPETHK. AHaNNesHATa ce OChLIECTBABA
ype3 [OBHIlNABAaHE Ha Ipara Ha OonkaTa, aHTHNUPETHYHHAT edeKT e upe3 NOBJNHABAHE Ha
LEHTbpa Ha TepMOperyiauns B XHNoTajlaMyca.

TceBaoedeapUHBLT HMA JUPEKTHO M HHAMPEKTHO CHMITATOMUMETHYHO JeHCTBHE U ¢ eEKTHBEH
NepopaneH AEKOHTECTAHT HA FOPHATE ANXaTeNHH MbTHHIA, TlcepAoeeAPHHBT € ChC IHAUHTENHO
no-cnabo fAeficTBHe OT edeNpHHa MO OTHOWIEHHE HA NPEIH3BMKBAHETO HA TaXMKapiui,
NOBMIIABAHETO HA CHCTOMMYHOTO APTEPHANHO HANATAZHE M CTHMYJIMDAHETO Ha LIEHTpaiHaTa
HEPBHA CHCTEMA., ' ‘

XnopdeHaMHH € NMpONHIAMHHOBO NPOW3BOAHO HA AHTUXHMCTAMHHA OT AIKHIAMHUHOBMA KIIAC.
To3u arent cnenuduuHo Gnoxupa H1 petentopute, KoeTo HHXHGHUPa AeHCTBHETO Ha XHCTAMHHA.
Xnopdenamun 6nokupa AeHCTBHETO, KOETO XMCTAMMHBT MMa BBPXY [NaiKHTE MYCKYIH,
BIJIIOUHTENIHO HA CTOMAIUHO-YPEBHHA H pPECMHpPATOPHHA TPaKT, TO3H areHT npodunakTHpa
BA30AMNIATALKATA TPEAH3IBHKAHA OT XHCTAMHHA U [IOTHCKA KaMHAAPHUA NepMeabHIuTeT, BOAEH]
IO HAMAJISBAHE Ha OTOKA WIIH 3a5yXa.

5.2. PapMaKOKHHETHYHE cBOlCTBA

[Mapauetamon ce pe3opbupa Gbp30 H MOYTH H3UANO OT CTOMAIUHO-YPEBHHSA TPAaKT clejq
NepopanHo NpuAOKkeHHe K 3a (OpMHTE Ha napaueramon ¢ HesabaBHo ocBoBoxnaBaHe,
MaKCHMaNlHH NINIa3MeHH KOHLIHTpaLHH ce AoctHrar 3a 10-60 munyTtu. [1nasMenn KOHUEHTpalHK
Ha napaueramon ot 2,1 meg/ml. HacTbNBAT 6 Yaca clel NpUIOKEHHEe HAa eJHa KOHBEHUUOHAaNHA
tabnetka or 500 mg. TlapaueraMon ce paznpeiens 6bp3o B Tanoro, a 25% e cepp2ad ¢
I71a3MeHKTe NpoTeHHH. [1na3MeHHaT Noay:KMBOT Ha napaueramon e 1,5-3 uaca, a 80-85% ot
lo3aTa ce Mojjara Ha rJOKYpOHO- MAM cyndokoHworauud. [TpubnusutenHo 85% ot mo3ara
napaleTaMoll ce eKCKpeTHpa B YpHHaTa KaTo CBoOONeH M KOHIOTHPAH MapaleTaMon B paMKHTe Ha
24 gaca cnej npHeMa.

Cnen nepopanHo NpunoxkeHHue ncepfoedeaput ce pesopOupa 6up30 W Hawsno. Cnea nepopanHa
Ao3a ot 180 mg npu xopa, MakCHMAITHH IL1A3MEHR KOHLUeHTpaluu oT 500-900 ng/ml ce gocTurar
3a ABa yaca cjen Josupade. [1nasMeHUAT NonykHBOT e nprbnusurenHo 5,5 yaca ¥ ce ypendasa
OpH JHLA C ajkadu3¥paHe Ha YpPUHaTa, a HaMandBa MNpH NMUA C NOAKMCENeHa YpPWHA.
Eanncreenunar merabonusbMm e N-geMeTHnHpaHe, KOETO HacTLIIBA B MajKa cTeneH. Exckperuata
€ OCHOBHO C YPHHATA.

[lopo6GHo Ha OpyruTe aHTHXUCTAMHHH, XIopdeHaMHH Maneat ce pesopbupa Hrpzo, MAKCHMANHU
NJ14a3MEHH HEBa ce HabmoaapaT 2 4aca ciejl nepopaneH npHeM, MeTabonu3upa ce B HepHHsA Apo6
H Ce eKCKpeTHpa TnaeHO noj (opmata Ha MeTabonHTH B ypHHATZ, K4aTO ¢amo 3-
€KCPETHpa KaTo HENPOMEHEHO NeKapcTBo. [1Na3MEeHHAT MONYKHBOT € Npubnusuten
ENHMHHALMOHHHAT MONYKUBOT C& HAMANABA B CTAPUECKA BB3PACT W NpH JeLa.




5.3. llpeaxnARNYAA TAHHA 32 GezonacHoOCT

JIuncear KOHBEHIHOHANHH Npoy4yBaHHA, H3MNOA3BAILH NPHCTHTS NMOHACTOALLCM CTaHOAPTH 3a
OLEHKA Ha PETNIPCAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 Pa3BHTHETO.

6. DAPMAIIEBTUYHH JAHHH
6.1. CnHchK HA NOMOUHATE BelllecTBA
Llenynosa MukpokpHcTaiHa
Kpockapmenosa Harpuii

Henynoza Ha npax

MarHe3uep creapar
[TpexxenaTHHU3UPAHO HULIECTE
[lapepuyHo HMIECTE

[MTosuaon K-30

HarpueB HULIECTEH rNHKONAT
CreapKHOBa KHCEIHHA

6.2. HechBMeCTHMOCTH
Henpunoxumo.

6.3. Cpox Ha roaHocT

5 rognsm.

6.4. CneunajHg yc/IOBHS Ha ChXpaHeHHE

Jla ce cbxpaHsaBa NpH Temnepatypa noa 25° C.
Jla ce cbxpaHaBa B OPHTHHANIHATA ONAKOBKA, 32 /a C€ NPEANasyk OT CBETIIHHA U BJlara.

6.5. BHA B cLALPXKAHHE HA OOAKOBKATA

PVC/Alu 6nuctepn ¢ 10 Tabnetku. Beaka kaprosena kytna ceabpxa 10, 20 wan 30 tabneTku u
JHCTOBKA 33 NALMUCHTA.

He BcHuky BHIOOBe onakoBu MoraT Aa ObaaT nycHaTh B npogaxOa.

6.6. CrieHa/IHN NpeANa3HH MePKH NPH H3XBLPJsHE B paﬁom-
HsMa creunanHu H3MCKBaHHA.

7. IPUTEKATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunsp
8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. No: 20120363




9. IATA HA ITBPBO PA3PELIABAHE/ IOJHOBABAHE HA PAZPENIEHHETO 3A
YIIOTPEBA

Jara Ha mepeo paspewnenke: 10 1onu 2012 roguna
Hara Ha nocneano noaHoessaxe: 02 oxkromepu 2017 1.

10. TATA HA AKTYAJIU3UPAHE HA TEKCTA

04/2026
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