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1. IME HA JIEKAPCTBEHHUSI TPOAYKT T

Cuun Kong & ®ny 325 mg/ 15 mg/ 1 mg Tabnerku
Snip Cold & Flu 325 mg/ 15 mg/ 1 mg tablets

2. KAYECTBEH U KOIMYECTBEH CHbCTAB

Bceaka tabnerka cpabpka napaueramon 325 mg, nceBaoedeApuHOB Xuapoxiopua 15 mg,
xJjoppenHamMmuHOB Masiear | mg.

3a MbJIHUA CMUCHK HA MOMOLIHUTE BELleCTBA BHXXTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

benu, kpbrium, naocku TablieTku, ¢ AeNUTENHA YepTa OT e€HaTa cTpaHa U obo3HaueHue “SNIP”
OT Jpyrara.

4. KIMHUYHHU JAHHHA
4.1. TepaneBTHYHH NOKA3AHHA

Cuun Konp & ®ny e nokasaH 3a obsnekyaBaHe CHMIITOMHUTE HA I'PUI U HACTHHKA KaTo:
- 3anyuiBaHe Ha HOCA

- PUHMT

- Kuxane

- Temneparypa

- Jleka 10 cunHa O0nKa OT pa3jiM4eH NMPOU3XO/I.

4.2. 103HpoBKAa H HAYHH HA NPHJIOXKEHHE

Jo3upoBKa

lIpu ev3pacmuu.
1-2 TabneTku Ha 6 yaca criopej HYXJAUTE, MaKCUMaHoO 10 6 TabaeTKH JHEBHO.

IIpu onowu (nao 12-200uwna 6v3pacm):
1 Tabnerka Ha 6 yaca cnope/l HyK/IUTe, MAaKCUMaAJIHO 10 6 TabJIeTKH AHEBHO.

IIpu oeya om 6 0o 11- co0umna ev3pacm
1 Tabnerka Ha 6 4aca, HO 6e3 Ja ce HaABUIIaBa A03aTa OT 3 TabJIeTKH JHEBHO.

Leya noo 6-coouwna év3pacm:

He ce npunara npu aeua noa 6 roaMHy, Thi KaTo JiekapcTBeHaTa gopma He € NoAxXoAsLa.
TpsabBa na ce uma npeABU HamaasiBaHe Ha obliara JHEBHa J103a NNPHU NaUHEeHTH ¢ YepHOApOoOHa
uiu 0bOpeyHa HeJOCTaThYHOCT.

CH‘IHP‘IECF{H éb3pdcm. HAJIMYHHU Ca J1dHHH 34 YAbJIDKABAHC HaA MOJYXHBOTA B CTAP4YCCKA Bb3pPAcCT,
3aTOBa Tpﬂﬁﬂa Aa C€ UMa NnpeaBH NMOHHXKXABAHE HA 103aTa.

4.3. [lporuBonoka3aHus




CBpBXYYBCTBHTEJIHOCT KbM AKTHBHHTE BEILECTBA MM KBM HAKOE OT NMOMOIHHTE BELLECTBA,
u30poeHy B TouKa 6.1.

Texka XHIIEPTOHHA WIH HEKOHTPOJIHpAHa XUNEPTOHHUS.

Texko ocTPO HIH XPOHHYHO OB0pevHO 3abonaBane/ObOpeIHa HEAOCTATHYHOCT.

I[1pu nauneHTH Che 3axXapeH AHadeT U TEXKH YepHOAPOOHM 3abonaBaHus.

Cuun Konpg & Ony e nporuBonoxaszaH IpH JIHLIA, KOUTO NPHEMAT HAKW ca npHUeManu
MOHOAMHHOOKCHIA3HH HHXUOUTOPH B paMKUTE Ha NMPeIXOJHUTE OBE CEIMHIIN,

4.4. Cnenmaug npeaynpekieHdsa H OpeaNa3sal MEePKH 3a ynorpeba
IIpedynpescoenus

TeXKH KO'KHH peaKknng

IIpu ynotpeba Ha npoAykTH, ChABPXKAINK NcesaoedeAPHH MOraT a HACTBIAT TEXKH KOXHH
peakiuM, KaTo OCTpa TIeHEepalM3¥paHa CeK3aHTeMaTo3Ha nyctyno3a (acute generalised
exanthematous pustulosis, AGEP). To3u ocTbp nycTya03¢H o0pUB MOXE Aa Ce NOSBH B pAMKHTE
Ha NBPBHTE 2 AHH OT JISYEHUETO, ¢ MOBUILIEHA TeMIepaTypa U MHOTOOPOHHHA MANKH, NPEeJUMHO
HeONHKYIAPHHE NMYCTYIH, BB3HUKBALIH BBPXY OOLIHPEH €AEMATO3CH CPUTEM U NOKAIU3HPAHK
rJaBHO B KOXHHMTE IbHKHM, MO TOpca M ropHure kpaiuHuuM. [laumenture TpsadBa na ce
Ha0mopaBaT BHUMATENTHO. AKO C€ MOSBAT NPH3HALHK H CUMIITOMH KaTO NMHPEKCHA, EPUTEM HIH
MHO>KeCTBO MAJIKH NMyCTYNH, npuiaoxeduero Ha CHun Kona & dny tpabea 1a ¢ npeyCcTaHOBH H

ako € HBGGXOI[HMD, Ad CC B3ICMAT NoaAXoallnn MECPKH.

Canapom ma 3aara o0paTtAma eBmedanonaTHs (posterior reversible encephalopathy
syndrome, PRES) 8 cuaapoM na o6patama nepebGpanma BajzoxoncTpHkumuf (reversible
cerebral vasoconstriction syndrome, RCVS)

Cpobuienn ca cnyyadn Ha PRES u RCVS npu ynorpeba Ha npoaykTH, ChbIbpXKAalUH
ncepgoeeaprns (Bxk. Touka 4.8). PuckesTr € nNOBHLIEH INpPH MNAUHEHTH ¢ TEXKAa HIH
HEKOHTPONHpPAHA XHNEPTOHHA HIM ¢ TEXKO OCTpO MWIH XpOoHMYHO OBOpeuHo
3abonaBaHe/ObOpevHa HeaOCTaTHYHOCT (BXK. TOUYKa 4.3).

[TpueMbT Ha nceBroedelpHH TpsabBa Ja ce npeycTAaHOBH H Ja ce MOTHPCH HezabaBHO Jekapcka
[MOMOIL, 8KO C€ MOABAT CAEAHNTE CHMIITOMH: BHE3AMHO CHJIHO r1aBoboiine Wi ,,IPbMOTEBHYHO
rnaBobDonKe, rajeHe, MOBpBIIAHE, OOBPKAHOCT, IbPUOBE H/MAX HApPYLICHHA Ha 3pPEHHETO.
[loBeuero cpolOIeHn caydan Ha PRES w RCVS ommuyMmsBar cnei npeycTaHOBABAHE Ha

ynotpebara # NOAXOAALIO JICUCHHUE,

Puck ot 3noynorpeba
[Icespoedenpun kpue pHck OT 3noynoTpeda. [lopMineHHTe [03HW MOrar B KpaiHa cMeTKa la

noBeaar a0 TokcH4YHOCT. [lpoxbiknTenHata ynotpeba Moxe aa noBelne A0 TOAEpaHC K Aa
YBEJIHYH PHCKA OT npenosupane. [IpenopbunTenHaTa MakKCHMalHa 032 H NPOAL/DKHTENHOCT Ha
Je4eHHeTO He TpAOBa Aa ce NpeBUILaBaT (BHIKTE TOYKA 4.2).

HcxeMHYeH KOJIHAT

CboOmenn ca cnyyvan Ha MCXEMHYEH KOMMT NpH ynorpedba Ha ncespoecheapuH. Ynorpebara Ha
ncepacedenpuH Tpabea Ja ce NpeyCcTaHOBH U Ja C€ MOTBPCH KOHCYJITALMA C JIEKap, aKo C€ NMOSBH
BHE3aMHa KopeMHa O0NKa, peKTalHO KbpBeHe WU APYTH CUMIITOMH HA HCXEMUYEH KOJIMT.

[lauueHTH, CTpajauld OT CEPHO3HH CbpAeuyHH, OBOpeyHH wnu dYepHoApoOHH 3
auabeT, rnaykoMa, BUCOKO KPLBHO HausraHe, OpoHxuanHa acTMa, He TpsaOea aa d\

NPOAYKT.




ENHOBpEMEHHOTO NMpIIOXKEHUE Ha nceBoeheAPHH U TO3H NPOAYKT MOXKE B ONPEACICHH Cliy'aH
na noBene A0 NOBHILEHHE Ha apTePHATHOTO HalsraHe, nopaiH koeto Tpsabsa aa 6bae H30ArBaHo.

[lawpieHTuTe TpaAGBa Aa ObAar CHbBETBAHK N3 HE HAJBHMILABAT MpenopeybBaHaTa 103a M 14
H304rBaT aJIKOXol.

Jlunata ¢ rJaykoMa, BUCOKO apTepHallHO HausraHe, ChpAedHO 3abonsBaHe, 3abonsBaHE HA
IMTOBUHATA XNe3a, AUaber, npocTaTHa xuneprpodusd, oOCTPYKUMA HA LIKWHKATA HA NUKOYHHAA
Mexyp, CTEHO3Mpalila MenTH4HA A38a, eMOH3EM HIA XPOHH4YEH OPOHXHT TpsabBa Ja NOTBPCAT
nexapckH ChBET NMpeAd NpHEM HAa TOBA JEKapcTBO. OCBEH TOBA € HeoOX0AUMa KOHCYJITALIHA C
NeKap, B Cily4alf Ha e{HOBPEMEHHO NMpHIOXKeHHe Ha aHTHXMNEPTCH3NBHH JIEKAapCTBa, CCAATHBHH
JIEKAPCTBEHH MPOAYKTH HIH TPAHKBH/IH3ATOPH, MYCKYJIHH DENaKCAHTH, aHTHACNPCCAHTH HIIH
Apyrd NpPOLYKTH, MOTHCKAIH LEHTpajHaTa HEPBHA CHCTEMA, MALHCHTHTE TpabBa na ce
NpeAyNpeXKAaBaT 3a ANMTUBHMTE NOTHCKAIM e(eKTH Ha MOAOOHH KOMOMHAUHH. [lopanu
HAJTHYHETO Ha XJIopdeHaMKUH MOXe Ja HacTenH BB30YAUMOCT, ocobeHo TpH fela.

Cuaun Kona & ®©ny He Tpsabpa ga ce npuiara ¢ Apyr ¢hAbpKalll napaueTaMmos npoaykr.

Cuun Kong & ®ny He Tpabsa ja ce npuiara ¢ Apyry MpOAYKTH, U3M0/3BaHU 3a 00/eK4aBaHe Ha
CHMITOMHMTE Ha PHIl, MPOCTYAA UK TAKUBA ¢ JCKOHIeCTaHTHO JICHCTBYE.

I[Ipeno3upaHeTo MOXe Ja YBpPeAH 4vepHus Apo0, rnaBHO NOpalH HATPYNBaHE HAa MEXKAWHHH
MeTabONHTH Ha MapalleTamoll, KOUTO Npelu3BHKBaT YepHOApoOHA Hekposa. HesaBHCHMO Jany
NaMeHThT ce uyBcTBa xoOpe, B ciiydal Ha TpeaosupaHe TpsBa na ce MOTBPCH He3abaBHO
MEIMLMHCKA MOMOLI, TOpaid pPHUCKa OT 3abaBeHO, CepHO3HO HepHOoApoOHO YyBpexnaHe. B
cpaBHeHHe ¢ ofliaTa NOMyJaauMs, PHCKBT OT MNpeJo3HpaHe € MO-TO/AM IIPH TNALKMCHTH C
HELIMPOTHYHA aNKOXOJIHA YeproapobHa bonecr.

Heobxoq¥Ma e KOHCYJITALUs ¢ JeKap NPH BUCOKA TeMNepaTypa, KOSTO NpOAb/DKaBa NoBeve OT 3
IHH, ¥ MEPCUCTHpPAHe Ha CUMIITOMUTE — IIOBEYE OT 5 JHM.

HexemMHuHa ONTH2IHA HEBPONIATHSA

[Tonydenu ca chOOIIEHHA 32 CTyyau Ha HCXEMHYHA ONTHYHA HEBPOMATHA MPH MCEBROCHEAPHH.
Mcepnoedenpun TpAGBa jJa ce NpPeKpaTH, ako ¢ MOSBM BHe3amHa 3aryba Ha 3pCHHE HIH
HaMasieHHe Ha 3pHTEJIHAaTa OCTPOTa, KATO CKOTOMA.

[Ipednasznu mepxu

Cuun Konag & ®ny tpabsa jJa ce npuiara ¢ BHUMaHHe IPH NMalMEeHTH C YEPHOAPOOHA WIH
650peYHa HEROCTATHUHOCT, ThH KAaTO MOXE Ja HACTBOAT MO-BHCOKM CEPYMHH KOHICHTpAllHH
Ky 3abaBeHO ETHMUHHPAHE.

CnoOliens ca ciydan Ha MeTaboJMTHA auuzo3a ¢ ronaMa aHuvodHa mnpasuuHa (HAGMA),
IBIDKAINA Ce Ha THPOrJYTAMHHOBA AMA032 MPH MAlMEHTH C TEXKO 3a00jABaHe KAaTo TEXKO
6bOpEUHO YBpeXZaHe H CETICHC, MM TNPH MALIMEHTH ¢ HEOXPaHBaHE HITH € JPYTH U3TOUHMIH Ha
nedHUMT Ha TAYTATHOH (Hamp. XPOHHYEH AJKOXOJIHM3BM), KOUTO Ca JIEKyBaHH C NapaueramMoln B
TEpaneBTHYHA J[03a 33 MNPOABJDKMTEAEH TepHol HIM KOMOMHauus OT napaneramon o
dayknokcaiunud. Axo ce nogosipa HAGMA nopany nuporiyTaMiHHOBA alM03a, Npenopstiba
ce He3a6aBHO MpekpaTsBaHe Ha MapaleTamMosl U BHHMaTenHo Habmozaenne. MisMepBaHeTo Ha -
OKCONpOJKMH B YPHHATA MOxe fAa ObJe NMOME3HO 33 MAEHTH(QHLHMpAHE Ha MHPOTJyTaMHHOBA
allM03a KaTo OCHOBHA npuuKHa 3a HAGMA npH nallu€HTH ¢ MHOXECTBO PHCKOBH (DaxTOpH.




CxopoctTa 9/ unM cTeneHTa Ha abcopbuus Morar aa 6bAAT NMOBNMAHH OT AEHCTBHETO Ha IPYTH
MPOAYKTH C H3Pa3eHO CTOMALIHO-YPEBHO JEHCTBHE; HAMpHMeEp, METOKIONpaMHl HIIH
HOMIIEPHIOH MOXKE J]a YCKOPAT IPEMHHABaHETO OT CTOMAxXa KbM YEePBaTa; a XOJIECTHPaMHH MOXKe
Ja Hamany abcopOuusTa.

Hapayemamon
[Ipu BHCOKHM 103H €(EKTBHT HA MPOABKHTENHO NPHEMAHUTE aHTUKOAryJIAHTH C€ NOTEHLMUpA.

[Tapaiieramon, KoraTo € NpMeMaH BbB BHCOKH NO3H 3a NPOAB/DKUTENEH NIEPHOL OT BpEMe, MOXe
Na B3adMOAeiiCTBA C KyMapHH, HHAAHAHOHOBH JACpUBaTH U PEHOTHA3HH.

AnkoxonbT, OapburyparHTe H TPUUMKIHYHHUTE aHTHISNPECAHTH MOTar Ja [OBHIIAT
XeMmaTOTOKCHYHOCTTAa Ha napaueramona. Ilpu nanuMeHTHTe, MpHEeMalld AHTHEOWJICTITHYHH
NexapcTa, karo kapOamasenuH, ¢eHoOapburan, (QeHMTOMH WIM NPUMUIOH, J03aTa Ha
napateramos TpabBa aa Obje noHmKeHa.

CeBMecTHOTO mpHaokeHHe Ha napauetamon ¢ HCTIBC Moke fa NOBHILIH pHCKa OT HEXKENaHH
ObOpeunn peakuuu. [lpoabmxuTenHara CbBMECTHa yroTrpeba Ha Te3H NPOAYKTH MOXeE ha
yBeJIH4YH pHcka OT OuOpeUHo yBpexaaHe.

Tpabpa Ja ce BHHMAaBa, KOraTO HapalleTaMONl Ceé H3MOJN3Ba €IHOBPEMEHHO ¢ (UIYKIOKCALMIHH,
TBi KaTo napajelHHAT NPHEM € CBBbp3aH ¢ MeTafonMTHA alMgo3a ¢ rojisMa aHMOHHA Ipa3HHHA
nopagy NMHPOTJIYTAMHHOBA alMx03a, 0COOEHO NMpHU MAUUEHTH ¢ PUCKOBH akropud (BXK. TOHKA
4.4).

IIcesdoedheopun

Paako moxe na ce HaOMioAaBa NOBHIIEHHE HA KPHBHOTO HandraHe, koraTo fncepaoedelpHH ce
npujara CbBMECTHO € JEKOHIECTAHTH, TPHLHMKIUYHH aHTHACMPECAHTH, JIEKapCTBa, NOTHCKAIIH
aneTuTa, NCHXOCTUMYJIAHTY — KaTo aMperaMuHi ¥ MAO-uRXUOUTOPH.

Metungona, o~ H - aapeHeprudHy OJIoKepH, ryaHHTHAWH Morat Ja 3arydat €(eKTHBHOCTTA CH
NpH eJHOBPEMEHHO NMPHJIOKEHHE C NceRaoedeIpHHOB XHAPOXIIOPHA.

Xnoppenamun
XnopheHaMMHOBHAT MaleaT Moxke aa 3abaBu 4epHOApoOHUA MeTabonu3bM Ha PEHUTOUH upes
NOBHIlIABaHe Ha M1a3MEeHATa My KOHLEHTpaLlUs.

IIpomenu ¢ nabopamoprume noxazamenu gcreocmeue Ha npooyxma.

XnopdheHaMHH MOXE [a MOBNHAE HA MHTEPNpETAlMATA HAa H3caeaABaHuUATa Ha OenoapobHarta
dYHKUHA cnell OpPOHXHANHHA TECT ¢ METAXONUH. Bhipeky Y€ MEXaHHU3MBT He € U3IIO ACEH Ce
npueMa, 4e xnoppeHaMHH MpOMeHs OTroBOpa Ha AWXATeJHHTE ITbTHILA Ha METaXOJIHH,
CIeIOBATENHO, aKO € BB3MOXKHO, NpPEAH METaxXOJMHOBUA TeCT 3a JoKa3BaHe Ha OpoHxuanHa
xuneppeaktupHoct Tabnetkure Caun Kong & Py tpadBa aa ce crpart 3a 48 yaca.

4.6. @epTRIARTET, HpEMEHHOCT H KEPMEHE

bpeMeHHoCT
3HAYHTEHO KONHUYECTBO JaHHHU MpU OpeMeHHH KeHHM HE MOKA3BAT HUTO MATOPMATHBHA, HUTO
deTo/HeOHaTANHA TOKCHMHOCT. Pelynrature oOT €NHAEMHONOTUYHHTE MPOYYBEGHHUA BBPXY
HEBPOJIOTHYHOTO pa3BHTHE Ha Jelia ¢ eKCNO3ULUA Ha fapaleraMmol in ufero ca HeybeauTenHm.
Ako e HeoOX0auMO OT KIIMHHYHA IVIeHAa TOYKa, apaleTaMo MOoXKe Aa CE Npui

BpEME H C Bb3MOXHO HaH-HUCKATA 4YE€CTOTA.




KspMeHe
[lapaueramon ce OTAENA B KbpMaTa, HO B KIMHHYHO HE3HAYHMH KONH4YECTBA. OT HAIUYHHTE

nyONMKYBAaHK JaHHM KbPMEHETO He € npoTHsonoka3aHde. Mauucneno e, uye 0,5-0,7% ot
eJHOKpaTHaTa 103a NncepoedepyH, IpHeTa OT Maiikara, Lie ce OTAeNN B KbpMara 3a 24 yaca.
[To npeLeHKa Ha neKapa MOXe Aa ce [IPEYCTaHOBH KbPMEHETO HIIM 2 ce MPEyCTaHOBH NMPHEMBT
Ha TO3H MPORYKT, CbOOpa3sHO HEOOXOAMMOCTTA OT [IPHEMa MY 3a Maiikara.

4.7. EdexTn BLpXy cnocobHocTTa 38 modHpane H pabora ¢ MAIIAHERA

YcranoBeno e, ye tabnerkure CHun Kong & ®@ny MoXe Aa MPUYHHAT 3aMasgHOCT H HapyLleHa
peakTHBHOCT. [launeHTHTEe He TpAOBa Ja wWodupar WIH Aa paGOTAT ¢ MalUMHH, JOKATO He
YCTAHOBAT AATH MPH TAX C€ NNPOABABAT NOAOOHH CHMIITOMH,

4.8. Hesxxe1aHn JIeKaPCTBEHH PeAKIHE

HexenaHuTe nekapcTBEHH peakUHH ¢a MNPeACTaBEHH MOOTACIHO 3a BCAKO OT AKTUBHHTE
BELIECTBA, CNOpE] KATErOpM3alHMATa MO CHCTEMA-OpraH-KjiIac, KaTo ce H3ION3Ba cClieHaTa
knacubukauua: MHoro uectn (= 1/10), yectu (=1/ 100 ao < 1/10), Hedectu (= 1/ 1000 no <
1/100), peaxkun (= 1/10 000 po < 1/1000), muoro peaxu (< 1/10 000), ¢ HensBecTHa uecToTa
(decToTara He MoXe Aa Objlie YCTAHOBEHA OT HAIHYHHUTE NaHHH ).

Hapayemamon

HapymeHns Ha KPpHBTa H JHMQHATA CHCTEMA

Penxu: TpoMOouUTONEHHKA, TEBKONICHHA H NAHLIUTOINEHHS.

MHoro peaxn: Heyrponenus, TpoMOOLMTONEHUYHA MyPIypa H arpaHynoLMTO3a.

Hapyilenns HA AMYHHATA CHCTEMA

Peaxn: Peakliih Ha CBPBXYYBCTBHTENHOCT, KAaTO YPTHKApHi H MakyjonanyjnapeH OOpHMB H
cupbex.

CroOlasany ca MHOTO peIKH CllydaH Ha CEPHO3HH KOXKHH PEaKiHH.,

Hapyimenns #Ha Merabo,1H3Ma H XpAHEHETO
C Heu3secTHA yectoTa: MerabonuTHa aLuao3a ¢ rojigsMa aHMOHHA Npa3sHUHA.

IHcesooegheopun

HapyireHHs Ha KOKATA B HOAKOXKHATA THKAH

MHoro peaku: Makyaonanynozed oOpue.

C HeusBecTHa YeCcToTa: TEXKH KOXHH pEakuMH, BKIIOYHTENHO OCTpa reHepalH3HpaHa
eK3aHTeMo3Ha nocTyao3a (AGEP).

Hapymenns BA HEPBHATA CHCTEMA

MHoro peaxu: Morat Ja ce NpoABAT CBPbXBb30yAa HAa LUCHTpaJHATA HEPBHA CHCTEMA,
HapyLIeHHA HA ChbHA U XANIOLMHALMH.

C HenspecTHa yectoTa: CHHApPOM Ha 3aaHa obpatuma eHuedanonatus (PRES) (Bx. Touka 4.4).
Cunapom Ha obpaTtuMma uepebpansa BasokoHcTpukius (RCVS) (Bx. Touka 4.4).

Hapymenus Ha 0LbOpenHETe H YPHHAPHHASA TPAKT
MHoro penku: 3agbpkaHe Ha ypHHA.

Hapymenud Ha OYHTE




C HeusBecTHA YeCTOTA: UCXEMHYHA ONTHYHA HEBPONATUA.

Xnoppenamurnoe Manream
Hapymenns Ha KPbLBTA H JAM(PHATA CHCTEMA
C Heu3zBecTHA 4eCTOTA: XEMOJIHTHYHA aHEMHH,

Hapymenns Ha HEPBHATA CHCTEMA
C HensBectHa yectoTa: Ceaupane, naBoboIHe, CBETOBBPTEX.

Ounn Rapymenns
C HeusBecTHA 4eCTOTA: 3aMBIJIEHO 3peHHE.

CrpaedHn Rapymenus
C HenspecTHa yecToTa: [lanuuranuu, apyTMHA, XHNIOTOHHS.

CroManiHO-YpeBHA HAPYLICHHS
C neuspecTHa yectora: CyXora B ycTara, aHOPEKCHA, NMOBpbLIaHe, ANapusl, HCXEeMHYEH KOJIUT,

XenaToORNRAPHHE HADPYIICHHA
C HensBeCTHA YeCTOTa: XenatTHuT.

Hapymenns na 6p0pennare H YypPEHAPDHAS TPAKT
C HeH3BeCTHa 4eCTOTa: 3aAbPXKAHE HA YPUHA.

XnopdpeHaMHHOBHAT ManeaT MoXe Aa JOBEAE A0 aHTUMYCKAPHHOBY e(peKTH.

Onncanne A H30pPAHH HEXKEJIAHH PeaKInH

MerabonnTHa auuao3a ¢ roaiMa aHHOHHA Npa3HUHa
Cnyyan Ha MeTa0OJHMTHAa auUugo3a ¢ TroOJisMa AaHMOHHA NPa3HWHA, AB/DKAlZ Cce€ Ha

NUPOrJIyTaAMMHOBA alUf03a, ca HabnaoaaBaHN NpH NAUHEHTH ¢ PUCKOBH (aKTOPH, HW3TOJI3BAllH
napaueTamMon (Bx. Touka 4.4). [1pn Te3u NAUUEHTH € BE3MOXKHO Ja BL3HHUKHE NMHPOrITyTAMKRHOBA
alHa03a BCJISICTBHE HA HUCKH HMBA HA IMYTATHOH.

Croluiapane Ha NOAO3IHPAHH HEXENAHH PeaKLuH
CvobliaBaHeTo Ha NOJAO3HpaHH HEXeNaHW peakUMH cnej paspelaBade 3a ynorpeba Ha

JeXapCcTBEHHA MNPONYKT € BaxHO. ToBa II03BOJMABA J3a MNpPOAbL/DKM  HaOMIOACHHETO Ha
CHOTHOIIEHHETO NO/3a/ PHCK 3a JNEKAPCTBEHHS NPpOoAYKT. OT MEIHLHHCKHTE CNELHATHCTH Ce
U3HCKBa Ja ¢hoOIlaBaT BCAKAa MOAO3HpPAHA HeXeJlaHa peaklHs 4Ype3 HalHOHaJIHaTa CHCTEMa 3a
cboOLIaABaHE:

HManbsiHUTENHA areHUMs 10 JJeKapCTBAaTA

yi. ,JamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda. bg

4.9. lIpeno3npane

Pa3ApPa3sHUTEIIHOCT, 'BPHMOBEC H 3aTPpYAHCHHNA IIDH YPHHHRPDAHC.




Ilapayemamon: CUMIITOMHTE Ha NPEAO3INPAHE MOXKE Ja HE C€ NMPOSBAT A0 KbCHO, HO PaHHOTO
M3MepBaHE HAa HUBAaTa Ha mapaleTaMol € CbhIIECTBeHO. MEeTHOHHH nepopanHo WiaH N-
aleTHALHCTEMH HHTPABEHO3HO, MPHJIOXEHHN Bb3MOXKHO Hal-paHO ¢a ¢(PEKTHBHH 32 HAMAIABAaHE
HAa TOKCHYHHUTEe €(PEeKTH Ha napaueraMon U MoXe Ja UMAT noseseH edext ao noHe 48 yaca crnen
npenosupaHe. JleueHuero Tpabsa na 3anoyHe B paMKHTe Ha 16 4aca ciell NOrmbILAHE.
CuMnroMuTe Mpe3 mbhpBUTe 24 yaca ca OneAocT, aHOPEKCHA, rajleHe, noBpbluaHne, Npody3HO
NOTEeHE, HEepa3NoJOXKeHHe W KopeMHH Oonku. Bblpekd TOBa, NaUHEHTHT MOXE Aa HAMA
cHMnToOMH. Moxe JAa HacTBhNAT HapylUleHHA Ha TIMOKO3HUA MeTabonu3bMmM H MeTabonuTHa

anuao3a.

o 72 yaca cnea MOribpllaHe MOXe Ja ce MpPOABAT NOCAeABall¥ AAHHM 3a 4YepHOJApoOHa
AUChYHKIMA H aKO € TEXKA Aa JoBeae A0 HeobpaTuMma uepHoApoOHA HEKpO3a U CMBPT B paMKHTE
Ha 3-7 gun. Peaku ca cpoblieHuATa 3a 4yepHoApoOHa TOKCHUHOCT NP OCTPO Npeo3upaHe ¢ 1no-
Manko oT 10 g. Berapeku ToBa € BB3IMOXKHO YepHOAPOOHO YBpeXAaHe MPH Bb3PACTHH, KOHTO
npueMar 10 g win noBeve napaueraMon. [1pu ocTpo orpaBsane, ¢ noseye ot 15 g, yepHoaApoOHara
HEJOCTATBYHOCT MOXKE J1a ITporpecHpa A0 eHuedanonarusd, koma u CMBPT.

TpabBa ma ce B3eMar HEOOXOAUMHTE MEPKH 3a NOAABPKAHE H MOoANOMAaraHe Ha AHLIAHETO W 3a
KOHTpONHMpaHe Ha repyoBere. Tpabpa na ce HampaBH cToMalllHa NMpPOMMBKa A0 3 4aca cnen
NOTIBIIAHETO, aKO € MokKazaHa. Moxe aa e HeobOX0AUMO KaTeTepH3KpaHe Ha MUKOYHHUS MEXYP.

Tpabsa na ce uMa NpeABHA JIeUeHHE C aKTHBEH BBIJIEH, KO MPEeJO3UPAHETO € HACTHIHIO Npeau
1 yac. Tpabpa na ce onpeaenaT Ia3MEHHUTE KOHLEHTPALIHY HA NApaueTaMol Ha 4-Hs yac WY Mo-
KbCHO CleJi NOorabilaHeTo (Mno-paHHHTE KOHUEHTpalMM He ¢a HaaexaHu). Jledyenuero ¢ N-
ALUETHJILHCTEKH MOXeE Jia ce Hanpasy A0 24 4aca clej NOrMbINGHETO HA mMapaueTaMoll, BbIPEKH
ye MakKCHMMaJIHO 3allMTHO AECHCTBHE ¢e nony4asa A0 8 4aca cnea nornsliadHe, Cnea Toma
e(heKTHBHOCTTaZ Ha aHTHAOTA HaMaisBa PA3KO. AKO € HeoOxoaumo, Ha nauueHTa Tpadsa na ce
PUI0KH HHTPABEHO3HO N-alleTHNIIUCTEHH, B CHhOTBETCTBUE ¢ YCTAHOBEHATA CXeMa Ha JO03HpaHe.
[Ipu OoTCHCTBHE Ha NOBPBLIIAHE NTOAXOIAIIA ANTEPHATHBA 3a OTAANCUYECHH OoT OonHULa 061acTy ¢
METHOHHH nepopanHo. [loBeaenreTo NPH MALMEHTH CbC CEpHO3HA YepHOoApoOHA AHCPYHKIHA
cled 24 dgaca ciel NOrThH[aHEeTO TpAOBA Aa ¢e KOHCYNTHpPA ¢ HALMOHANHUA UHQOpMalLHOHEH
LIEHTBD NPH OTPABAHHA HIIH ¢ YepHOAPOOHO OTAENEeHHUE.

IIceadoegedpun
CHMIITOMUTE HA Npeao3HUpaHe ca: JIeKo Oe3MOKONCTRO, TaxuKapaus W UNH JIEKO NOKAa4YBaHe Ha

KPBHBHOTO HaJIfraHe.
AKO ce Hanara, eJHMHHHPAHETO Ha IIceBAoedepPHH MOKE 1A C€ YCHIIH Hpe3 KUCEeNIHHHA AHYpe3a
HIIH C IHAJIH3A.

Xnopghernamuros maream

HuToKcHKalHATa ¢ XIOpPeHAMHHOB MalieaT CTaBa O4YEBHJHA HAKOJKO Yaca Clell NpHeMa.
[lpunara ce neyeHHe KaKTO € ONHCAHO B CXeMara Ha JEYCHHE Ha AHTHXHCTAMHH/
AHTHXOJHMHEPruYHO OTPaBAHE.

ChobluieHy ca ChpaeyHM ApUTMHH U NAHKPEATHT.

Octpara 6p6peyHa HEROCTATHYHOCT MOXKE Ja ChIIPOBOXK/A YepHOAPOOHATA AUCOYHKUHMA H MOXE
Ja HacTbIH Oe3 Oene3n Ha PyIMHUHAHTHA YepHOAPOOHA HEAOCTATBYHOCT. THUNMHYHOTO OBOpeUHo
yBpEXKIaHe € No-u3fABeHo 6-9 nuu cnex npeno3upaxe.

5. DPAPMAKQJIOTHYHH CBOHCTBA
5.1. ®apMaKoAHHAMHAYHH CBOHCTBA




PapmakoTepanesTHuHa rpyna:; Ilapaneramon, koMOHHaLIMH ¢ H3KTIOYEHHE HA NICHXONENTHUH
ATC xog: NO2BES]

ﬂEKﬂpCTBEHHHT NpOAYKT HMa aHaAJIr€TH4YCH, aHTHIIHPCTHYCH, AaHTHXHCTAMHHOB H HaMaliAdBalll
OTOKa Ha JIHraBHLaTa Ha NOPHUTC AUXATC/THH IMbTHLIA BQJCKTH, KOUTO CC ABbJIKAT Ja HCIOBHTC
AKTHBHH BCLHECTBA.

[NapaueraMmosn € KIHHWYHO JOKa3aH aHAIMCTHK M aHTHIMHPETHK. AHANIe3HATA Ce¢ OCHIIECTBABRA
ype3 NOBHIUABAaHE Ha mpara Ha OONKaTa; aHTHIMHPETHYHHAT €(PEeKT € 4Ypes NOBIUABAHE Ha
LIEHThpa Ha TepMOperyiallds B X1Iiotanramyca.

[IceBaoedepUHBT HMA AUPEKTHO H HHAMPEKTHO CUMIIATOMHAMETHYHO AeHCTBHE M € eeKTHBEH
nepopajeH ACKOHINeCTaHT HA FOPHUTE AMXaTelHH MbTHIA. [TceBnoedespuHBT € ChC 3HAYHTENHO
no-cnabo pelictBue ot edeaprHa MO OTHOWICHHE HA NPEAU3IBHKBAHETO Ha TaXHKapAwd,
NOBHUIABAHETO HA CHCTOMMYHOTO APTEPHANHO HalfraHe MW CTHMYJHMpAHETO Ha UEHTpalHata
HepBHA CHCTEMA.

XnopdeHaMHH € NMPONAIAMHHOBO MPOHU3BOJHO HAa AHTHXMCTAMHHA OT QIKHJIAMHHOBHSA KIac.
Tosu arent cneunduuno 6noxupa H1 peuenropure, koeto HHXHOKHpa AeACTBMETO HA XMCTAMHHA.
XnoppenaMuHn ©Onoxkupa neHCTBHETO, KOETO XHCTAMHHBT HMa BBpPXY TIAAKHTE MYCKYIIH,
BKIIOYHTENHO Ha CTOMALHHO-YPEBHHUA H pPECIIMPATOPHHA TPAKT, TO3H areHT NpoQHiIaKTHpa
Ba30AMJIATALIHATA MpeAH3BHKAHA OT XHCTAMHHA H MOTHCKa KAMWISPHUS NepMeabuInuTeT, BOACIH
IO HaMaJIABaHE HA OTOKA WIIH 3a1yXa.

5.2, PapMaKOKHHETHYHH CBOHCTBA

[TapaneraMon ce pe3opbHpa OBP30 M MOUTH H3LUANO OT CTOMAMIHO-YPEBHUS TPakT clex
epopajHO MNpHAOXKEHHe M 33 ¢OpMUTE Ha napaueraMon ¢ He3a0aBHO OCBOOOXKIaBaHe,
MAKCHMAJIHHM IJ1a3MeHH KOHUEeHTpauuu ce pocturar 3a 10-60 munytH. [InasMeHd KOHUEHTpALUK
Ha napauetramon ot 2,1 mcg/ml HacTBNBAT 6 Yaca CiEl NPUIIOKEHHUE HA €AHA KOHBEHUMOHAIHA
tabnerka ot 500 mg. I[lapaueramon ce pasnpeaens Owp3o B TAN0TO, a 25% € cBBp3aH C
[JIa3MeHHTe NpoTeuHH. [1na3MeHUAT MONyXMBOT Ha napaueramon € 1,5-3 gaca, a 80-85% ot
J03aTa ce€ nojjiara Ha TTOKYpPOHO- HAH cyiadokoHiorauusa. [IpubnusurendHo 85% ot poszara
mapaneTaMon ce eKCKpeTHpa B YpHHaTa KaTo CBOOOAEH K KOHIOrHpaH IapaleramMo B paMKHTE Ha
24 yaca cnea npuema.

Cnen nepopando npuiioxkeHue ncepaoedeaput ce pezopdbupa 6vp30o u u3nano. Cuen nepopanxa
no03a ot 180 mg npu xopa, MakCHMAaNHH nna3MeHd KoHneHTpanuu ot 500-900 ng/ml ce nocrurar
3a ABa 4aca cnej aosupase. [InasMeHUsT NonyKHBOT € npuONH3UTENHO 5,5 Yaca ¥ c€ yBeIM4asa
nNpH JiHLA ¢ alKaIM3WpaHe Ha ypHHaTa, a HaMaJgBa MpU JIHIA ¢ NOAKHCENEHA YPHHA.
ExuncTeHHAT MeTabonn3beM ¢ N-IeMeTUIHpaHe, KOEeTO HACTBhIIBA B MaJika cTeneH. Exckpenunsara
€ OCHOBHO C ypUHATa.

[TonobHo Ha ApPYTrHTe aHTUXHCTAMMHH, XnopdeHaMUH Manear ce pe3opbupa 0bp30, MaKCHUMAaNHHU
nnasMeHH HHBa ce Habmoaasar 2 yaca cine nepopaneH npuem, Merabonusupa ce B yepHHs apod
H ce eKCKpeTrHpa rnaBHo noa ¢opMara Ha MerabonuTH B ypHHara, kato camMo 3-18% ce
EKCPETHpPA KaTO HEMPOMEHEHO JIEKapcTBO. [[nasMeHusT noayxuBotr ¢ npubausntenHo 20 yaca.
EnuMHEHAIHOHHUAT MONYXHBOT C€ HAMAJIABA B CTApUYECKa Bb3pacT H NpH aena.

5.3. lIpeAKTHHEAYHH AAHHH 33 Ge3onacHoOCT




JIuncBar KOHBEHUHOHAHH NMPOYYBAHMA, H3MON3BAILIH NPHETHTE MOHACTOALIEM CTAHJAApTH 3a
OLIEHKA Ha PENPOAYKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a Pa3BUTHETO.

6. DPAPMAIIEBTHYHHU JAHHHU
6.1. CnE¢hbK HA NOMOIMHHATE BEINECTBA

]_IBJ'[}’IIGB& MHKPOKPHCTAJIHA, KPpOCKApMCEoia H&TPHH, LC/TYJ1I03a Ha Npax, MarHe3uce cTreapar.

6.2. HecnBMECTHMOCTH

HenpHnoxumo.

6.3. Cpok Ha rogaocY
5 roauHn,
6.4. CnenHAJIHH VCJIOBAS HA CHXPAHEHAE

Ja ce cpxpaHsBa npu tTeMneparypa noa 25° C.
Ja ce chbXxpaHfaBa B OpMTHHAJIHATA ONAKOBKA, 3a [a ¢€ Npenasy OT CBET/AWHA U Bara.

6.5. BRZ H chAbLpKAHHE HA ONAKOBKATA

PVC/Alu 6muctepu ¢ 10 tabnerku. Bedka kaproHeHa kyTHs cpabpxa 10, 20 wim 30 tabnerku u
JIMCTOBKA 32 MalHeHTa.

He Bchuku BHIOBE ONMAKOBU Morar jJa Obpaat nycHaTH B npogax0a.

6.6. Cnenpanua OpeANa3HH MepKH OpPH K3XBLpAsSHe H pafora
HamMa cnenuaiHy U3HCKBaHHA.

7. IPHTEXATEJI HA PAZPELHIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunsp
8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne: 20120363

9. JATA HA ITBbPBO PA3PEIIABAHE/ IIOJHOBABAHE HA PAPEILIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo paspeuterue: 10 onu 2012 roauHa
Hara Ha nocaenuno nognopapane: 02 oxkromepu 2017 .

10. JATA HA AKTYAJIUZIUPAHE HA TEKCTA

01/2025




