KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHHUS ITPOAYKT

Bukc AnTul pun Komnaeke 500 mg/200 mg/10 mg npax 3a nepopasneH pa3TBop
Vicks AntiGrip Complex 500 mg/200 mg/10 mg powder for oral solution

2. KAYECTBEH U KOJIMMECTBEH CbCTAB
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EnHo cawe cbabpxka: | SNTBITHWTENHA m‘“EH:,f-la};.‘ 10 JIEKA 'J[‘.';'_f'.;'-:.: |
500 mg napaueramor | Kpamka xapaxmeg T:“-??i',.'.‘f".i%*.'.};'j.llf?'IZT‘.“';-'fi-}f:."' ‘“ —
200 mg reaiideHe3nH o remERe T
10 mg dpeHuneppuHOB XUAPOXJIOPHII. bliises e Do £ ’LO{S\O( 2%
[loMOLIIHH BelecTBa ¢ U3BECTHO JICHCTBUE: SG/MA/AME & 515%,:7, 31 -07- 2025 |

3axapo3a 2000 mg S Rt
AcnapTaM 6 mg et I T —— -
Hatpuit 157 mg o

3a MbJIHKUA CMMUCHK HA NMOMOILLHUTE BELLECTBA BUKTE Touka 6. 1.

s JEKAPCTBEHA ®OPMA

[lpax 3a nepopajieH pa3TBop, caiue

[louTtu 651 npax.

BBLHLIEH BH/L CJI€/] pa3TBapsiHe: KbJ/T, HEMPO3payeH Pa3TBOP C XapaKTePHH MHPHUC W BKYC Ha
LMTPYC/MEHTO.I.

4. KJIMHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

KpaTKkOCpOYHO CHMIITOMAaTHYHO 00JIEKYaBaHe Ha Jieka 10 yMepeHa 00Jika, BACOKa TeMIepaTypa.
3aMyLIBaHe HA HOCA; C OTXpayBaLllo ACHCTBHE NPH IPbAHA KalLJIMLIA, CBbP3aHa C HACTHHKA, BTPUCAHE W
FPUI MPH Bb3pacTHH U KOHOWM Ha W Haa |2 roaunu. Buke AuTul'pun KoMniekc Tpsaosa aa ce u3nosssa
CaMO aKO BCHYKH CHMITOMH ca Hanuue (Oosika W/unu Temneparypa, 3anyliBaHe Ha HOCa W IPbAHA
Kall1MLa).

4.2 /lo3MpOBKa H HAYHH HA NMPHJIOKEHHE

o3upoBka

Bw3pacmnu, xopa 6 cmapuecka 6b3pacm u OHOWU Ha u Hao 12-200uwna 6v3pacm:

[IpernopbunTenHaTa €IMHKUYHA /103a € e/IHO callle, KOeTO MOXKe J1a Objie MPHEMaHO 10 YeTHPH MbTH Ha
JIEH, Cropea HeOOXO0AUMOCTTA, C HHTEPBAJ OT NOHe 4 yaca Mex1y 103uTe. MakcuMasiHaTa JIHeBHA /1034
OT YeTHPH callleTa He TpsAOBa 1a Obae npeBUllIaBaHa B paMKHUTE Ha nepuoj oT 24 yaca.

Heprnoopoomno yepeowcoane
To3u nexapcTBeH NPOAYKT € MPOTUBOMNOKA3EH NPH NALMEHTH C YePHOAPOOHO yBpexkaaHe (BK. TOUKa
4.3).




bvbpeuno yspeswcoane
To3u nexapcTBEH NPOAYKT € NPOTHBOMNOKA3ECH MPH NALMEHTH C TeXKO ObOpedHo yBpexnaHe (BX. TOUKa
4.3).

HOT'prETE MCAHULIHHCKA NMOMOll, aKO CUHMIITOMHTC NpOoAbL/DKABAT NOBEYE OT 3 nHw.

Ileouampuuna nonynayus
Bukc AnTul pun KoMruiekc He € npeaHasHaueH 3a Jela noj 12-roauuiHa Bb3pacr.

HauMH Ha npuaoXKeHHe:
PazrBOpeTe CLALPKAHKETO HA €JHO Call€ B CTAHAAPTHA yalla ropella, Ho He BpAlla Boaa (0KoJ10
250 ml). OcraBeTe ga H3CTHHE N0 TeMNEpaTypa, NOAXOAALIA 3a NUEHe.

4.3 IIpoTHBONOKA3IAHHS

- CBPBXYYBCTBHTENTHOCT KbM AKTHBHHTE BELLECTBA MJIK KbM HAKOE OT NOMOUIHUTE BELIECTBRA,
M30poeHH B TO4Ka 6.1.

- YepHoapobHo nan Texko ObOpeuHo yBpexaaHe,

- XHMEPTOHMUA,

- XMNEPTHPEOHIAHIBM,

- Nuaber,

- CwpaeuHo 3abonnBaHe,

- TecHoBMbAHA rmaykoma,

- Tlopdupnus,

- Ynortpeba np# NaLUEHTH, KOUTO NPUEMAT TPULIMKITUYHH aHTHACTIPECAHTH,

- ¥Ynotpeba npH NauHEHTH, KOWTO NMPHUEMAT WM €a NpHEMANIH MOHOAMHMHOOKCHIA3HH HHXHOUTOPH
(MAQO-unxubutopu) npes nocnegHuTe 2 CeAMHLIH,

- Ynorpeba npu nauveHTH, KOUTO NpUeMaT OeTa-0nokepH,

- Ynorpeba npH naLMEeHTH, KOWTO MPHEMAT APYrY CHMIIATHKOMHMETHYHH 1EKapCTBa,

4.4 ChnensanHH HpeaynpexJeHAS H NPEANAZHA MEPKH NPH ynoTpeda
[TponbixuTenHarta ynorpeba Ha TO3M NPOAYKT HE CE€ NPENopbYUBa.

[MaunenTure Tpadea na 6baaT NOCHLBETBAHM Ja HE NPHEMAT APYrH NMPOAYKTH, ChABPXKALLK NapaLeTaMOn
WK APYTH NPOAYKTH, ChABPKALLH ChLUIMTE AKTHBHH BELLECTBA KATO TO3H ACKAPCTBEH NPOAYKT, 3a A4
6bae uzbernar pucka ot npeaosupane. [lpeBuasaHeTo Ha nNpenopbLYBaHaTa J403a NaAPaLETAMON MOXKE
na NPHYHUHHA TEXKO YepHOLpOoOHO yBpexkaaHe. IlauneHtuTe Tpabea cbilo Aa 6bAaT NOCHLBETBAHU AA HE
NPHEMAT €HOBPEMEHHO APYTH NPOAYKTH 3a KAULNKUA, HACTUHKA, AEKORICCTAHTH WITH alIKOXON.
JlekapaTt wau papmaueBThT Tp2OBa 1a NPOBEPAT JANH NPOAYKTH CHALPKALY CHMMATHKOMUMETHLIA HE
Ce NpUj1arat €AHOBPEMEHHO NO HAKOAKO NMETH, T.€. NEPOPANHO WIH NOKATHO (NMPOAYKTH 32 HOC, YLUH HITH
OUH).

PuckoBeTe OT npeao3upaHe ca No-rojieMy IpH Te3W NalHeHTH C:
- HELMPO3HO ANTKOXOJHO YepHOAPOoOHO 3abongpaHe.
- XPpOHHYHA 310ynoTrpeda ¢ anKoxoJ

M3non3BaiiTe BHUMATENHO NPU NAaLWEHTH C XUNEPTPOGHA Ha MPOCTATATA, Thif KATO TE MOXE Aa ca
CKIOHHH KBbM 3abpiKaHe HA YPHHA.
M3non3eaiTe ¢ NOBULLIEHO BHUMaHHE NPH nauueHTH ¢ heHoMeHa Ha PelHo.

['BaiidheHesnH TpAdBA Na ce npunara BRUMATETHO NPH NALKHEHTH C NEPCHCTHPALLIA HITH XPOHHUHA

KauiMua KaTo Ta3M, NosiBgBaLla ce NPy MyuwayH, NAUKEHTH C: aCTMa, XPOHHYEH OPOHXHT, eMPu3eM Uiy
KalJTHLA ¢ TOBHLLIEHO OTACNISHE Ha MYKYC, 3a Aa ce H30erHe NpoALHKHTENHO CAMOJIEYEHHE M
MACKHPAHE HA CHMITTOMH U3KCKBALLH MO-KOMILIEKCHO JIEYEHHE.




HeobxoauMo € na ce B3eMaT npeana3Hy MEpKH, KOraTto napaueTaMo)1 ce Npuaara npy NauueHTH ¢ TEXKa
XE€MOJIMTHYHA aHEMMKA, FIIIOK030-6-ochaTaexuaporeHasHa HEIOCTATLYHOCT, JEXHAPATHPEHH NALIUEHTH
H MAUHEHTHA ¢ XPOHHYHO HeAOXpaHBaHe.

Crobuwieny ca cnyvan Ha MeTaboMTHA aLKA03a C rofisMa aHHoHHa paznuka (HAGMA), apikawa ce Ha
MUPOrayTaMHHOBA aLMI03a NPHU NALUEHTH C TEXKKO 3a00NABAHE KATO TEXKKA CTENEH Ha ObOpeuHo
YBpPEXKAAHE H CEMNCUC, WIH NPH NAUNEHTH C HEJOXPAHBAHE M APYTH U3TOYHUUM HA JeULIHT Ha
TJIyTaTHOH (Hanp. XpOHHYEH AIKOXOJU3BM), KOHTO €2 NEKYBAHK C NapaLeTaMo B TEpaneBTHYHA 1032 32
NPOABKHTENEH NEPHOA WIM KOMOUHAUKA OT napauetaMon U GayKIoKCaUMIKH., AKO ce NoA03npa
HAGMA nopaavw nuporfiyTaMHHOBa auMz03a, Ce NpenopbUuBa He3abaBHO NpeKpaTiaBaHe Ha
napaueTamo)l H CTPHKTHO npocieassaHe. HM3amMepBaHeTo Ha 5-OKCONPOIUH B ypHHATa MOXe Aa Obae
MOJIE3HO 3a HACHTH(HLUMPaAHE HA NMUPOITyTAMHHOBA aLIMA03a KaTo OCHOBHA npvunHa 3a HAGMA npu
MAUHEHTH ¢ MHOXXECTBO PUCKOBH (aKTOpH.

[TOMOLIHKW BEUIECTBA C H3BECTHO AEHCTBHE

Cobabpika 3axaposa. [launeHTy ¢ peaku HacneaACTBeHH NpobieMH Ha HEMOHOCUMOCT KM (PPYKTO3a,
F10KO030-TajlakTO3Ha MaiadCcopOLMA KK 3axapo30-H3oManTaseH JedUUHT He TpadBa aa npyHeMar ToBa
NEeKapCTRO.

Cbabpika HaTpuii: TO3W nexapcTBEH NPoAYKT CbAbPka | 57 mg HaTpHil Ha A030Ba €AWHULA, KOUTO ca
€KBHUBaJIEHTHH Ha 7,85% oT npenopbyanus ot C30 MakcumaneH AHEBEH NPHEM OT 2 g HATPHIL 3a
Bb3PACTEH.

Cranpxka acnaptam (E951), narounuk Ha perHunananui. Moxe na 6bae speneH 3a xopa ¢
(PCHUNKETOHYPHA.

4.5 BianmMogeACTBHE C APYI'H JIeKAPCTBEHH NPOAYKTH H APYrH $opMH Ha B3auMoaeicrane

B1b3MOXKHO € 1a Bb3HUKHAT B3aHMOACHCTBHS MEXLY DeHMNePPUH U TPHLHKIHYHUTE aHTHAENPECAHTH.
CueBmecTHaTa ynoTpeba Ha TPHLMKITHKITHYHHUTE aHTHAENPECAHTH ¢ PeHHIEDPHH MOXKE Ja NOBULLN
PHUCKA OT HEXKEJIAHW €(PEKTH OT CTPaHA Ha ChPAEYHO-ChAOBATA CHCTEMA, CIIEA0BATENHO CbBMECTHATA UM
ynotpeda € npoTuBonokaszHa (Bx. To4ka 4.3).

B3MokHO € napaueramon Aa noputiy GMOHaNMYHOCTTA Ha heHunedpuH, KOESTO MOXKE N1a MPEeaH3BHKA
NOBHLIABAHE HA KPBLBHOTO HANATAHE MPH NALMEHTH C XUNEPTOHHA.

HiMa BEPOATHOCT CHPACYHHTE IMUKO3WIN, HATIP. AUTHTATHCOBUTE NPOLYKTH Ja CEHCHOMNM3InpaT
MHOKapaa KbM €(PEKTHTE HA CUMMAaTUKOMHUMETHUYHHUTE AekapcTia. ClieJOBaTENHO eIHOBPEMEHHATA
ynotpeba Ha peHUnePprH U CbPASYHH IMTHKO3UAM MOXKE Aa MOBULUM PHUCKA OT NOABA HAa HEpABHOMEPEH
CbpACUYEH PUTHM WIH HHPApKT. CHCTOAHHMATA, MPU KOUTO TE3M JIEKAPCTBa ce YnoTpebsasar, ca
NPOTHBOMNOKA3HH 3a ynoTpebara Ha To3M NpoayKT (BXK. Touka 4.3).

B3anMOIEHCTBHSA NPEAU3BUKBALIN XHIIEPTOHHUS C€ NOSBABAT MMPH CHMNATHKOMUMETHYHUTE AMUHU KATO
(pennnePprH H MOHOAMUHOOKCHAAZHITE HHXHUOUTOPH. [la He ce MpHeMa OT NALMEHTH, KOUTO NPHEMAT
noHacTosuieM MAQO-uHXHOHTOPH WK ca npreMany MAQO-UHXHOMTOPH Npe3 NOCIeAHHTE ABE CEIMHULIU
(Bx. TOuka 4.3).

[IpecopHus edekT Ha denunedpuH ce NOBULLIABA NPH NALMEHTH NPUEMALIH (-aAPEHEPIUUHH arOHHUCTH,
Eproalkaionay U aTponuH cyiadar (Bx. Touka 4.3).

X€NaTOTOKCHYHOCTTa Ha NapaueTaMol Moxke aa 0bJie NOTCHUMPaHa OT MPEKOMEPHHS NPHEM Ha
ATKOXOJI.

JlekapcTBa, KOHTO HHAYLIMPAT YEPHOAPOOHHTE MHKPO3OMHU €H3HWMH, KaTo 6apOKTYpaTH,
MOHOAMHHOOKCHAA3HH HHXHOUTOPH ¥ TPHUMKAHYHU aHTHAENPECAHTH, MOTAT Ja NTOBHLIAT
XeNaToTOKCHYHOCTTA Ha NapaueTtaMol, ocobeHo cnes npenosupane.

[lapaueramon moxe a Hamanu GMOHATMYHOCTTA HA TAMOTPHKHUH, C Bb3MOKHO HaMaJleHH
eexT, Nopann Bb3MOXHA HHAYKUHA HA HErOBUA MeTaboH3bM B YepHHSA Ipob.




EanopeMenHa ynotpe6a Ha npoayKTH, YCKOPABAILM W3MPa3BaHETO HA CTOMaxa (Hamnp. METOKIONPaMH/I,
AOMMNEPUAOH), BOAM 10 NOBULIABAHE Ha abcopdLnATAa Ha aKTHBHHTE CHCTABKH.

CrenexTa Ha abcopOums Moxke fa 6bAe HaMaNeHa OT KONECTUPAMUH M aKTHBeH BbriieH. EnHoBpemenHa
ynorpeda Ha MPORYKTH, 3abaBALUK H3NPa3BAHETO HAa CTOMAaXa, BOAM 0 3abapeHa abcopOuua Ha
AKTUBHMTE CHCTABKH.

PudamMnuunH 1 M30HWA3M HAaMAIABAT KIKMPBHCA HA NAPALIETAMOI, C Bb3IMOXHO MOTEHUHPAHE HA
HEroBOTO AEHCTBHE H/UMH TOKCHYHOCT 4pe3 MOTHUCKAaHE HA HEroBus MeTaboaW3bM B YepHHUA Apo0.

[IpobeHeLiMa NPUYHHABA NOYTH JBYKPATHO HAMalleHHE Ha KJIMPBHCA Ha MapaleTaMoJl KaTO NOTHCKA
HErOBOTO KOHIOMMPAHE ¢ MIOKYpOHOBaTa kHcenuHa. TpsabBa na ce oOMHCAM HaManeHne Ha no3ara Ha
napaweramon, ako ToH e 6bae H3Noa3BaH €AHOBPEMEHHO ¢ npodeHen.

PeqosHaTa ynotpeba Ha napaueraMos € BeposTHO Aa 3a0aBu MeTaloIHM3Ma Ha 3HA0BYAMH (NOBULILEH
PHCK OT HEYTPOMNEHH ).

AHTHKOAryNaHTHHAT €peKT Ha BaphapHH ¥ APYTH KyYMapHHH MOXE 13 C€ NOBHULIM OT NPOABbIXKHTEIHATA
penosHa ynotpeda Ha napaleraMon ¢ NOBHILIEH PUCK OT KbPBEHE; HEPEAOBHO NPUIAraHUTE 103M HAMAT
3HAYUM €(EeKT.

Canuuunati/aueTHICaNMLAIOBa KUCETHHA MOTaT 1a YABKAT AMMHHALMOHHHUA NONYKHBOT Ha
napaLeTamon.

[lapaueramon Moxe aa noenuse GocOTYHICTaT TECTOBETE 3a TMKOYHA KACETHHA U TECTOBETE 3a
KpbBHa 3axap

Heobxoaumo e noBHLIEHO BHUMaHHE NPH ChITBTCTBaLLA yNoTpeba Ha (GIyKAOKCALMIIMH U NapaueTamon,
Tbil KaTO €AHOBPEMEHHHAT NPHEM CE CBBP3BA ¢ MET200NUTHA aLUKA03a C rongMa aHHOHHA pa3inuKa
nopanay NMHPOTTYTaMHHOBA aUXA038, 0COOEHO NpU NAUMEHTH ¢ PUCKOBH akTopH (BXK. TouKa 4.4).

[leauaTpuyuHa nonyaauus
[IpoyuBaHusA 32 B3aHMOJEHCTBHATA ca NPOBEXKAAHHU CAMO NPH BL3IPACTHH.

4.6 Pepruaurer, 6peMeHHOCT H KbpMeRe

bpEeMEHHOCT
Tozn npoayxr TpabBa Aa ce ¥3non3Ba caMo aKo I0J13aTa HAABHLIABA PUCKA, KOraTo Apyro no-6e3onacHo

nedeHue He € HanuuHo. Tpabea aa ce U3MONI3Ba caMO cneA CLBET OT JieKap WK (apMaLEesT.

Hapayemamon: I'onam obem aaHHM npu HPEMEHHH KEHU HE NMOKA3BaT HHTO MaT(pOpPMaTHBHA, HUTO
(peTanna/HeoHaTalHa TOKCHYHOCT. PeynraTure oT enuaeMHONOTHUHHUTE NPOYYBAHHS BbPXY
HEBPOJIOFHYHOTO Pa3sBUTHE Ha [€Na, C EKCNO3ULUHA Ha NapaleTaMon in utero ca HeyOeAUTETHH. AKO €
HEOOXOAUMO OT KIHHHYHA IMEHAa TOUKA, MapaLeTaMosl MOXKe J1a Ce MIPUJIara no BpeMe Ha GpeMEHHOCT,
HO TPAOBa Na ce H3MON3Ba Hal-HHUCKaTa eeKTHBHA 1032 33 BB3IMOXKHO HaH-KPaTKO BPEME M ¢ Bb3MOXKHO
HaH-HHUCKaTa 4ecToTa.

Denunedpun: Uma orpaHnueHn AaHHM 3a ynotpebata Ha heHUnedprH npu GpeMEHHH KEHH.
Cabp3anuTe ¢ ynotpebara Ha peHHneppHH BLB BHCOKH A03H BA30KOHCTPHKLIMA Ha MATOYHHTE CbAOBE H
HamalleH MaTo4YeH KPbBOTOK MOXe 1a N0BeAaT 40 XMNOKCHA Ha mnoaa. PeHunedpuH Tpadea na ce
W3NO/3Ba B Hal-HHCKaTa €PEKTHBHA 0034 338 Bb3MOXKHO Hal-KpaTbK MEPHOJ OT BPEeMe U ¢ Bb3MOMKHO
HaH-HUCKATa YeCTOTa, aKO € KIIHHWYHO HEeO0DXOAHMO.

lsaughenesun; bezonacHoOCTTa Ha raaiideHesnH npr GPEMEHHOCT HE € HAMTBIHO YCTAHOBEH
KbM HacTOSLIHA MOMEHT NPOYUYBaHHUA He NPEAOCTABAT YOeAUTENHHN PE3YJITATH OTHOCHO B




reaieHesr ¢ perandu mandopmauuu. I'salidernesun Tpabea na ce H3NoA3Ba NpH OpeMEHHOCT Camo,
aKO C€ CUMTa 3a HeOOXOAUMO OT NeKap4.

KbpMeHE
To3u npoaykT He TpAOBa Aa ce U3NoJ3Ba Oe3 KOHCYNTAUMS ¢ MEAHLIMHCKH CTIELHANHUCT W TpsOBa Ja ce

H3MON3B4a CaMO aKO 1Non3ara HaABHUlaBa PUCKA.

Ilapayemawvon: [lapaueramon ce eKCKpeTHpa B KbpMaTa, HO HE B KIIMHHYHO 3HAYHMO KOJIMYECTBO.
Hanvuunure nyOnrkyBaHu JaHHH HE ONPEAENAT KbPMEHETO KATO NPOTHBONOKA3aHO.

Denunehpun: Hama nannu panm peHunedpuH npeMuHaBa B KbpMaTa v HAMa CboOILIEeHHUA 3a eQeKTUTE
Ha peHHNEPPHH BBPXY KbpMaueTo. Jlokaro He ObAaT nonyyeHn noeeve JaHHH, ynorpedara Ha
denunedpun TpsdBa na ce u364rsa oT KbpMavKH, OCBEH aKO He € CHWTA 32 HEOOX0AMMA OT Jiekap4.

Tsatipenezun: I'BaipeHE3H Ce EKCKPETHPA B KbpPMaTa B MAJIKH KonvuecTBa. Hama aoctaTbyna
HMHpopMaLIMg 3a edekTUTe Ha reaiideHesnH BbpXy KbpMmaueraTta. [ BaliheHesuH Tpabea na ce usnonssa

[pH GPEMEHHDCT H KbPMCHC CaMO ako NOTCHUHANHATa 1noJiza HaaBHlllaBa pUCKa

DepTHauTeT

EdexTnte Ha TO3U npoRykT BbpXy depTHANTETA HE ca Ounn npoyusanu. [TpeakIMHUUHHTE NPOYUBAHUS
¢ MapaneTamon He NOKa3BaT OCOOEH PUCK 33 PEPTUWIMTETA NPH NPENOPBLYBAHNHTE TEPANEBTUUYHK J03H.
JIMMCBAT NOAXOAALILK NPOYYBAHUSA 34 PENPOAYKTHBHA TOKCHUYHOCT ¢ peHunedpHH U reaiideHeIuH.

4.7 EdexTH BupXy cnocodHOoCTTA 32 LIoPHpaHe H paboTa ¢ MAITHHH

HsMa npoyusaHHUs 3a eeKTUTE BbPXY CMOcOOHOCTTA 3a wodHupaHe u pabora ¢ mawmuu. Koraro ce
W3BBPLIBAT TE3H ACHHOCTH, TPAOBa Na Ce MMa NPEABUI Bb3MOXHOCTTA 3a HEXceNlaHH e)eKTH KaTo
3aMaiipaHe W oObpKBaHe.

4.8 Hexenan neKapcTBeHH PeaKIAH

HecToTaTa Ha MosBa Ha HEXENAHUTE JIEKAPCTBEHH peakuUuH 0OMKHOBEHO ce KnacHgpuLMpa Nno clieJHUS
HauYHH;

Mruoco yecmu (> 1/10),

Yecmu (> 1/100 po <1/10),

Hevecmu >1/1 000 no <1/100),

Peoxu (>1/10 000 no <1/1 000),

Mnozo peoxu (<1/10 000),
C neuzgecmna yecmoma (0T HATHUHHUTE JaHHHU He MOXce Na Obe HarmpaBeHa OLEHKa).

HapyiueHus Ha KpbBTa U N1MMQHATA CHCTEMA

MHOro peAKH: KPBBHH AUCKPA3HH, Hanp. TpoMOOLMTONEHNA, ArpaHyIOLMTO3a, XEMOJIUTHYHA aHEMMKA,
HEYTPONEHHA, NEBKOTICHHUS, MAHLIUTONEHUSA ca ChoOUIaBaHM NPU NAapaLeTaMOoJt, HO NPU TAX HAMA
3aAbJLKUTENIHA NPHYHHHO-CIEACTBEHA BPb3Ka.

H&Q!IJ.IBHHH Ha HMYHHATA CUCTEMA

Peakn: anepruvHy peakLMy UAH PeaKUUH Ha CBPBbXUYBCTBHTENTHOCT NP deHnnedprH W napaueramon,
BKTIOUMTENHO aHAQHIIAKCHS.

MHOro peaku: peakunu Ha CBPbX4YBCTBHTEIIHOC KATO €4EM Ha JIMLIETO, YCTHHTE, €3MKa HITH [bPAOTO
WIIH 3aTPYAHEHO AHINAHE Ca NOKNaABaHH OTHOCHO reaideHesuH.




HapylwieHunsa Ha HEpPBHATA CHCTEMA
KaKTo nNpH OCTAaHANUTE CHMIIATHKOMMMETHYHH aMUHH H NPH ynotpedaTta Ha peHunedpuH paaKo MOxe
Ja ce nosiBk 6€3CbHUE, HEPBRHOCT, TPEMOP, TPEBOXKHOCT, 0€3MOKOHCTBO, 00bpKBaHe, pa3APa3HUTENHOCT,

3aMaiiBaHe U rnaBodonue.
H3psecTHO e, ue rmapobonue H 3amaiiBane ce NoABABAT PAAKO NPH reaideHe3nH.

CbpacyHH HAPYILEHUS
DeHunePprH MOXKE pAaKO Ja 6bae CBBP3BAH ¢ TAXUKAPAUS W NaNNHTALKH,

Cba0BY HapyLIEHUS
BHCOKO KpBBHO HaNIIraHE MOXKe A ce pa3Bue pAAKo NpH PenunedpuH.

CToMalIHO-UPEBHHA HAPYLLIEHUS
Peaku:cTomallHO-upeBeH AUuckoMPopT, Oonka B abooMuHanHaTa obnacT, raaeHe, NOBpbIIaHe, IUApUS H
aHOPEKCHA.

XenatobunnapHU HapyLIeHUs
Penku: HexxenaHH ePpekTH CBbP3aHH ¢ YepHHA Apod (Hanp. noBHlleHKe Ha YepHOAPOOHHTE
TpaHCAMMHA3Y, K BIITCHULIA).

HHQ!I.[IQHHH Ha KO)KaTa H NOAKOXKHATA ThKaH

Penku: PCAKLUHH Hd CBPBbXUYYBCTBHTCIIHOCT, BKJIKOYHTCITHO DﬁpHB H YPTHKapHi. I[{)KJ'IBJIB&HH Ccda MHOIO
PEIAKH Cly4yaH Ha CCPHO3HH KOXXHH pCakKlIvM I1pHU napaucTaMon.

HapylueHus Ha 6L0peurTe U NHKOYHUTE MbTHLILE
Mma cvolluenns 3a yHTepcTULHANEH HEPPUT HHUMAECHTHO Cliell NMPOAb/LKUTENHA ynoTpeba Ha BHCOKM
103U NapaLeTaModt.

HapyieHus Ha MeTabonn3Ma W XpaHEHETO:
C HeuzBecTHaA YecToTa: MeTabOMUTHA auKA03a ¢ roJsMa aHHOHHA Pa3jIMKa.

OnucaHue Ha M30pPaHK HEXENAHW peaKLHK

MeTtabonnTHa aunnosa ¢ ronaMa aHMOHHA pPa3fivMKa

Cnyuau Ha MeTaboNIMTHA aLM03a ¢ roSiAMa aHMOHHA pa3finKa, AbDKalla ¢ Ha NUPOT/yTAMHHOBA
auuao3a, ca HabmoaaBaHH NPU NAaLMEHTH ¢ PUCKOBH (PakToOpH, H3NON3BALIH NMapaneTamo. (BX. TOYKa
4.4). [1py Te3n NaUMEHTH € Bb3MOXKHO A2 Bb3HUKHE NUPOrJyTAMHHOBA a1IHN03a BCNEACTBHE HA HUCKH
HMBA HAa MYTaTHOH.

PecnupaTopHH, rpbAHH U MEAHACTHHANHKW HAPYLIEHHUS
Penku: 6poHXocnasmm

CrobuaBaHe Ha MOAO3UPAHH HEXENAHH PEAKLIHH

CpoOl1aBaHeTo Ha NOJKO3UPAaHH HEXENAHH peakUUH cnej paspeluaBane 3a ynotpeba Ha neKkapcTBEHHA
MPOAYKT € BAXHO. TOBA MO3BOAABA 1a MPOABLIKH HAOMIOAEHHETO HA CHOTHOLIIEHHETO NOJ3a/PHCK 33
nexapcTBeHUs NPOoAYKT. OT MEAULIMHCKUTE CNELIMATTUCTH C€ H3UCKBA Ja ChOOLABAT BCAKA NOA03MpaHa
HeXXellaHa peaKuHMs Ha:

N3NbITHUTENHA arcHUMA N0 eKapCeTBaTa
yn. ,JJaman [ 'pyes” Ne &
1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg




4.9 Ilpeno3upane

[TAPALIETAMOQOJI

CoillecTBYBa PHCK OT OTpaBAHe, 0COOEHO MPHU NALUECHTH B CTapHecKa Bb3pacT, MANKH Acua, OpeMeHHH
NaMUEHTKH, NPH NALUEHTH C HePHOAPOOHO 3ab0oNaBaHe, B CNYYanTE Ha XPOHHUEH AJIKOXOJIHIBM, TIPH
NMauMUEeHTH NMPHEMALIH H30HHWA3K I U NIPH NALUEHTH C XPOHUYHO HeAoXpaHBaHe. B Te3u cnyuan
Nnpeao3upaHeTo MOXeE aa Obae gaTanHo.

YeproopoOHO yBpexaaHe e Bb3MOXXHO NPU BB3PaCcTHH, KOUTO ca npHenu 10 g win noseye
napaueramo. Ilornbiianero Ha 5 g WM noBeve NapaueTamMos MOXE 1a JOBEAE 0 YEPHOAPOOHO
yBpeKaaHe, aKO NALMEHTHT UMa PUCKOBH GakTopH (BX. No-A0AY).

PHCKOBU dakTopu

AKO MALIMEHTLT:

a) € Ha NPOABLJDKHUTENHO NeueHue ¢ kapbamasenuH, gpeHobapbutan, GpeHHTOMH, NPUMHAOH,
PHPaMIHLUKH, BT KAHTAPUOH WIIH APYTH JEKAPCTBA, KOUTO WHAYLKPAT YEPHOAPOOHNHTE eH3IUMH
UK

6) peA0BHO KOHCYMHpA aKOXO0J B KOJHUECTBA HAJl NPENOPbhbYaHUTE

HIIH

B) HMa BEPOATHOCT 338 HELOCTHUT Ha [TYTATHOH, HANP. HAPYIUEHUA HA XPAHEHETO, KUCTO3HA (hUbpo3a,
HIV undekums, rnagyBaHe, KaXeKkcus.

CumnroMu

CuUMNTOMHTE Ha npeo3upaHe ¢ NapaueTaMon B IbpBHTE 24 yaca ca npebneaHasane, raieHe,
NOBpbLIAHE, aHOPEKCHA M KopeMHa bonka. HepHoapoOHOTO yBpekaaHe MOXKe da ce npossu 12 10

72 yaca cnefl MOrAbIlUAHE C MOBULICHHM HHBA HA TPAHCAMHUHA3H, OUTUPYOHH ¥ yBETHMEHO
npoTpoMOUHOBO BpeMe. Moxe aa ce NOABAT aHOMANKMM Ha TIIOKO3HHUSA MeTabOoIM3BM H MeTaBoNUTHA
auuno3sa. [lpu TeXKo0 oTpassHe, uepHoApoOHaTa HEAOCTATHLYHOCT MOXKE Aa NMpOrpecypa Ao
eHuedanonarHs, KpbBOUINNB, XHNOTIHKEMHSA, MO3bYEH OTOK, KOMa H CMBPT. Moxe 1a ce pa3BUAT ocTpa
OBLOpevHa HeZOCTaTBHHOCT ¢ OCcTpa TyOy/Ha Hekpo3a, 33 KOUWTO Ce MPeAnonara Haii-eye npu 60NKH B
CTIaOHHHUTE, XeMaTYPHA U NPOTEHHYPHUA AOPH NPH OTCHCTBHE HA TEXKO 4epHOApobHO yepexnare. Uma
CbOOLIIEHHA 32 apUTMHH U NaHKpeaTuT. [lpyrd CHMOTOMH MOXe Jla BKNIouBat notuckane Ha L{HC,
CBPACHHO-CBHAOBH eeKTH H 6BOpeyuHo yBpeXkaaHe.

JleueHue

He3abaBHOTO JieueHHe € ChLLECTBEHO NPH JIEUEHHETO HA Npelo3HpaHe ¢ napaueramos. Hezapucumo ot
Mncara Ha 3HAYHMH PaHHH CHMITOMH, NALMEHTHUTE CNEeHO TpA6Ba Aa ObAAaT XOCNUTANUIMPAHU 34
He3abaBHO MeAMUMHCKO HabmoaeHHe. CHMNTOMUTE MOXeE J1a CE OrPAHMYABAT 0 FaACHE WK
[IOBPBLUIAHE H MOXE J1a He OTpa3ABaT TEXKECTTA Ha NPEeAO3UpaHe WK PUCKA OT OPraHHO YBpeXXaHe.
JleuenueTo TpsaOBa Na O6bc B CLOTBETCTBHE C YCTAHOBEHHTE YKA3aHHA 33 TORA.

JleyeHHETO C aKTHBEH BBIMIEH TpAGBa na ce UMa NPEeABK, aKO € NPHETA CBPBXA03a H ¢ U3MHUHAIH 110-
MAJIKO OT 2 4aca OT nornbuanero. [InazmMenara KOHLUEHTpaLKa Ha napaueTamon Tpabea na 6bae
H3IMEPEHA Ha 4-THs 4aC WIH NO-KbCHO CNeA NpHeMa (MO-paHHHTE KOHUEHTPALMK HE Ca HAAEKAHH ).
JleueHne ¢ METHOHHH MK N-aUeTWILMCTEHH MOXKE A2 ¢e U3NOo/3Ba MoHe 1o 48 yaca ciea nornblaye Ha
napaleTamoit, BbIIPEKH TOBAa, MAKCHMAJIEH 3alUTEH edeKT ce noctura ao 8 vaca caea npuema.
EdexTHBHOCTTA HA AaHTHAOTA PA3KO Criaaa Cliell TO3M Yac. AKO € Heo6X01MMO, Ha NaLHeHTa MOXKe J1a ce
NPRNOXH HHTPABEHO3HO N-aLECTHIUHCTEHH, B ChOTBETCTBHE C YTBBPACHATA CXEMa 3a J03HpaHe. B
C/lyyal Ha CbMHEHHE OTHOCHO BPEMETO Ha NOrblUAHE Ha NapaueTaMol, HezabaBHo Tpabea na 6bae
npunoxeH N-auerunuucrent. Tpabsa aa ca HanMuHM 061K NOAALPKAILK MEPKH. AKO HAMA
NOBPblUaHe, NEPOPATHHAT METHOHHUH MOXKe a ObAE NOAXOAALIA ANTEPHATHBA 33 OTAANICYEHH PErHOHH,
M3BbH OONHHLA. JleyeHHEeTO NpH NaLMEHTH © TeKKa YepHOAPOOHa qHChYHKLMS el 24 vaca oT
NoreLaHeTo TPAOBA Aa ce 06CHAN B MECTHHA HalmoHaneH LEHTBP NO OTPaBAHMAT HAU B YEP
OTACNECHHE.




GEHUWIEOPHUHOB XHIJPOXJIOPUN

CUMOTOMH

CHMNTOMHTE Ha Npeao3rpaHe ¢ peHunedprH BRIIOYBAT pa3ApazHUTENHOCT, rnasodonue, rbpyoBe,
MaanUTalUKlH, NapecTe3ns, NOBPbLUAHE, MOBULIABAHE HA KPbBHOTO HAJIATAHE H CBbpP3aHHU pediiekCHa
Opanukapaus U apuTMHK. [ 1aBo6OAMETO MOXKE A4 € CHMNTOM Ha XMNEPTOHHUA. beneszuTte Ha Texko
Npeno3upaHe BIIKOYBAT TEXKKa MeprdepHa U BUCLIEPATHA BA30KOHCTPHKLUKA ChC ChbPASYHO-CHIOB
konanc (Texxka Hpaankapaus 4 HaManeH cbpaeveH AeOUT ¢ HaMAIEH MPHTOK HA KPbB KbM
YKU3HEHOBAXKHH OpraHu).

JleuyeHue

JleueHueTo Npy Npeno3upaHe € CHMNTOMATHYHO H 4pe3 00K noaabpxKalul Mepku. [oeuieHoTo
KpbBHO HandraHe Tpsadea ja ce nekysa ¢ anda-peuenTopeH aHTarOHHCT KaTO HHTPABEHO3€EH
¢evTonaMuH. HaManssaHeTo Ha KpbBHOTO Hansrane TpadBa, no pednekceH MEXaHM3IBM, 12 YCKOpABA
CHPAEYHATA 4ECTOTA, HO aKO € HEOOXOXUMO, TOB2 MOXKE Aa CE€ NOAMOMOIHE C NpUJiaraHeTO Ha ATPONMHH.

'BAMOEHE3UH

CUMNTOMM

HCKO HO yMEPEHO npeﬂompaue MOXKE Na l'IpH'-IHHPI zamaﬁnaue HAH CBETOB'pre}I{, CBHIHUBOCT H
CTOMALIHO-4pEBHHU HapyLueHua. [Ip1 MHOro BUCOKH 1034 MOXe Aa WMa Bb3byaa, 0dbpkBaHe U
pecnypaTopHa aenpecrs. Mma cbobuleHns 3a kKaMbHUY B MHKOYHATA CHCTEMA TNPH NALMEHTH, NTPHEMaNy
MHOI'O BHCOKH IJ03H I'lpOI[yICTH, cwmpmamu raaiicbeueauu.

Jleyenue
JleueHHeTo € CHMMTOMATHYHO, BKITIOUHTENHO CTOMALIHA MPOMHBKA W 00LIM NOAAbPXKALUH MEPKH.

5. ®APMAKOJOI'HYHHU CBOHCTBA

5.1 ®apMakoAHHAMHYHH CBOHCTBA

(OapmakoTepanesTH4Ha rpyna; AHaNIreTHUH, APYTH aHANTETHLH W AHTHIMUPETHLH, AHWIHAH,

napaLeTaHol, KOMOHHALHY ¢ H3KITIOUEHHE Ha MCHXONeNTHLH
ATC xon: NO2BES1

[Tapaueramon npHTeXasa €AHOBPEMEHHO aHANNETHYHA M AHTHNHPETHYHA aKTHBHOCT, KOETO C€ MEAUHpa
OCHOBHO 4p€3 NMOTHCKAHETO Ha NPOCTArNAHAMHOBATA CHHTE3a B LICHTPA/IHATa HEPBHA CHCTEMA.
['BaiipeHe3nH UMa oTXpauBaulo AeicTeye. CuuTa ce, Ye eKCNeKTOPaHTHTE oOneKk4aBaT nuckomdopra
MpH KalllMLA KaTO CTUMYJIKPAT PEUENTOPHTE HA CTOMALLIHATA JIMTABHLA, KOETO HHULHHPA pedieKTOpHA
CEKpeLHs Ha TEYHOCT B IMXATEJIHHUTE MbTHLIA, KATO TOBA NOBKLIABA 00eMa H HAMAIABA BUCKO3UTETA HA
OpoHxuanHuTe cekpeunn. ToBa ynecHsBa OTAENIHETO HA MYKYC W HAMaNABa J|PA3HEHETO Ha
OpoHxuanHaTa ThKaH.

DeHunePpUHOBHAT XMAPOXNOPHUA AEHCTBA OCHOBHO BbLPXY aApeHepruuHuTe peuentopu. Toil uMa
NPEANMHO O-aApeHEePruyHa aKTUBHOCT M € De3 3HaunM cTuMynHpall edekT BoPXY UEHTpanHaTa HepBHa
cHcTeMa B obHvailHuTe 103u. Tol MMa 1oka3aHO ASKOHI€CTAHTHO AeHCTBHE M NeiicTBa upes
Ba30KOHCTPHKLIHA 32 HAMA/IABaHE Ha OTOKA Ha Ha3anHarTa JMraBHLA.

5.2 PapMaKOKHHETHYHH CBOHCTBA

[Napaueramon ce abcopbupa 61p30 M NOYTH HAMBJHC OT CTOMALIHO-YPEeBHUA TpaKT. [TMHKOBH naazMeHH
KOHUEHTpauuM ce noctHrat 10-60 MuHyTH cnen nepopanHo ao3upane. [lapaueramon ce meraGonnsupa
OCHOBHO B YE€PHHUSA APOO o TpH HA4YHHA: NIOKYPOHHpaHe, cyndaTHpaHe u okcuaupane. Toil ce

€KCKPETHpPa B YPHHATA, OCHOBHO KaTO MIIOKYPOHHAHH H cyidaTHH KoHIoraTh. ETHMHHAUUOHHUAT
NOAYXKHBOT € B paMKHTe oT | 0o 3 uaca.




ObOpeurTe upe3 okcuaalus a0 B-(2 MeTHOKCH-(PEHOKCH) MIIeUHa KHCENNHA, KOATO CE€ EKCKPETHPA B
ypHHaTa. ETMMMHALMOHHUAT NONY>KUBOT € €IMH 4ac.

DeHUIePPUHOBHAT XHIAPOXIOPHI ce abcopOHUpa HEPABHOMEPHO OT CTOMALLIHO-YPEBHHA TPAKT W
npeTbpnssa first-pass MeTabonu3bM NOCPeICTBOM MOHOAMUHOOKCUA3aTa B YUEPRATA M YEPHHA Apob;
TaKa NEPOPANHO NPUAMKEHHAT GeHuNePpyH HaManaBa OHoHanu4HOCTTA. TOdl Ce ekckpeTupa B ypHHaTa
NOYTH M3UANO KaTo cyadaTHU koHtoraTu. [IukoBu nnasMeHn HUBA ce nocTUraT Mexay | u 2 yaca, a
CTOHHOCTHTE HA MJa3MEHHA NOJY>»KUBOT ¢a B Axana3oHa oT 2 1o 3 4yaca.

5.3 IlpeakIPHHYHH JAHHH 3a Oe30MacHOCT

[lpenknMHUYHHTE AaHHM 3a HE30MACHOCT 3a T€3W aKTUBHH BELECTBA B IMTEPATYpaTa HE pasKpUBaT
YMECTHHU W YOeAUTETHM OTKPUTHA, KOWTO a HMAT OTHOLICHHE KbM MPENOPbYHTENIHATA JO3KPOBKA M
ynotpeba Ha npoJyKTa ¥ Bede He ca cnioMeHaTu B HacTosuara KXI1. JInnceaT KOHBEHUIMOHATHH
NPOYUYBaHHA, H3MOA3BALUIH NPHETUTE NOHACTOALIEM CTAHAAPTH 338 OLEHKA HA PENPOIYKTHBHA
TOKCHYHOCT K TOKCHUHOCT Ha Pa3BUTHETO Ha MNapaueTaMo.

6. @APMAIIEBTHYHHU JAHHH

6.1 CnHcebK HA NOMOUIHHTE BENIECTBA
3axapo3sa

JINMOHeHa kucenuHa
BuHena kucenuna

Harpues unknamar
HaTtpues uutpar

Acnapram (E951)
Auecyndam kanuit (E950)
MenTon Ha npax

ApOMAaT Ha JTUMOH

ApOoMaT Ha IHMOHOB COK
XuHonuHoBo kbaT0 (E104)

6.2 HechLBMECTHMOCTH

He ca H3BeCTHM.

6.3 Cpox na rognocr

3 roAMHH

Cpok Ha roaHocT cien pasrsapaHe: PazteopsT € crabunen 90 MUHHYTH.

6.4 ChneunainRH YCJIOBRS HA ChbXPAHCHHE

Ha He ce cbxpaHaBa Han 25°C.

3a yCNIOBHATA HAa CbXPAHEHUE CNEA Pa3TBAPAHE HA IEKAPCTBEHHUSA MPOAYKT BHXKTE TOYKA 6.3,
6.5 BHI H cBLALPXKAHHE HA ONIAKOBKATA

JlaMHHATBT Ha callleTO ChABLPHKA:

Etunen/merakpunar konoaumep (Cypnus) 25 g/m*/anymurneso Goano 15 MUKPOHA/HHCKONILTHOCTEH

nonueTuneH 12 g/m?/xaprus 45 g/m? (BbHINEH cnoit).

HanuyHu ca ONAaKOBKHM C NeT U AeceT calleTa.
He BcUukH BUAOBE ONMAKOBKU MOrar Aa 6'I:,[IEIT NMYCHATH Ha na3apa.

6.6 ChnennajHA NpeINa3s’HH MEPKH NPH H3IXBhPJASHE

Hama cneuyanHu U3UCKBaHUA.




7. INPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Wick Pharma, Zweigniederlassung der Procter & Gamble GmbH

Sulzbacher Strasse 40, 65824 Schwalbach am Taunus

['epMaHHA

8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA

Per. Noe 20150197

0. JATA HA ITBPBO PA3ZPEIHIABAHE/TIOAHOBSIBAHE HA PASPEHIEHUETO 3A

YIIOTPEBA

JlaTta Ha nbpeo paspewasade: 11 toHu 2015 .
Hara Ha nocnenHo noaHosasaHe: 27 centemspu 2017 r.

10. JATA HA AKTYAJIM3ZUPAHE HA TEKCTA

01/2025
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