KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHA NPOAYKT
I'punexc Xot Cunyc 650 mg/60 mg/20 mg/4 mg npax 3a nepopajieH pa3rBop
Gripex Hot Sinus 650 mg/60 mg/20 mg/4 mg powder for oral solution

2, KAYECTBEH H KOJIHYECTBEH CbhCTAB

Enso came cpaspxa: 650 mg napaueramon (paracetamol), 60 mg ncepnoedespuHOB XUAPOXJIOPU
(pseudoephedrine hydrochloride), 20 mg nekcrpoMeropdaHoB XHAPOOPOMHA MOHOXHApPAT
(dextromethorphan hydrobromide monohydrate) u 4 mg xnoppeHaMuHOB Manear (chlorphenamine
maleate).

TTIOMOILHH BellecTBA ¢ H3BECTHO AclCTBHE
1 caie ceaepka 15 g 3axapo3a u rioko3a (ChCraB Ha MATTOACKCTPHH OT OBKYCHUTEN).

3a ITBNHUA CITMCBK Ha MOMOLLUHUTE BEILEeCTRa BHXKTE ToukKa 6. 1.

3.  JIEKAPCTBEHA ®OPMA v 3NIbJIHUTENHA ATEHUMA 1O NEKAPCTBATA |

KDAIMKE XRPBKMOPUGTIUKE HE NDOGYKME - [Tpusdxenue 1

[Ipax 3a nepopaineH pa3TBop
Xbat ¢uH npax

4. KJIHHHAYHU JAHHH

4.1 'TepaneBTHYHH NOKA3IAHHSA

KpaTKOCpOYHO JleYeHrHe Ha CUMITTOMUTE Ha HACTHHKA, MPHI, FPUIONOA0OHH CHCTOAHHUA HIHN
Bb3MaleHUE Ha KOJMaTePaTHUTE HA3ATHH CHHYCH, CHHY3HT, BKIIOYHTENHO IOBULICHA TEMIIEpATYpPa,
XpeMa, Kalllnkiia, rmasodonue, Bu3naneHo repiao Wik OONKU B MYCKYJIHTE U CTaBHTE.

Oobnek4yapa CUMIOTOMUTE HA MPOCTYAA U I'PUIT.

KoMOuHupaH NpORYKT ¢ KOMIUTEKCHO AeHCTRUE.

4.2 Jo3upoBKa M HAYMHH HA NPHJIOKEHUE

Ho3upoBka
PasTBOpeTe CHOBPKAHMETO HA CALIETO B Yallla ¢ TOIUIA BOAA M M3NHHTE TOIUIATa TEUHOCT Ha MaNKu

TABTKH.
Br3pacTHy M peua Hax 12 roomHM: | cauie, IpH Hy»XJa 103aTa MOXKE A C€ NOBTapd, HO HE [10-4eCTO
OT BCEKH 4—6 yaca. J[HeBHaTa no3a He Tpabpa na HaaBuiuasa 4 camera. [{orspcere ceBer OT fekap,

aK0 CUMIITOMUTE MPOIBJIAKABAT [10BEYE OT 3 AHH.

Ileduampuuna nonvaayus
I'punekc Xot CHHYC He ce npenopbiba 3a ynorpeda nmpH ena Ha Bb3pact noa 12 ronHHy nopaaH
JINTICATa Ha NOCTAaTHYHO JaHHH 3a 6e30nacHOCTTa H eQUKACHOCTTA.

HauuH Ha NPUAOKEHHE
[TepopanHo NpUIOKEHNE

4.3 HpoTnBonokasaHnga

JleKapCTBEHUAT NPOAYKT € NMPOTUBONOKa3aH MPH CICAHUTE CHCTOAHUA:
1
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CBPBXYYBCTBUTEIHOCT KbM AKTHBHUTE BEILECTBa WX KbM HAKOE OT IIOMONIHHTE BELIIECTBA,
H30poeHH B Touka 6.1.;

AHEMMUS,

TeXKa YepHOAPpOOHa i 6B0peUHa HEAOCTATHYHOCT,

[pH MALKHEHTH, TPAEMALIH APYTH JEKApPCTBEHH NMPOAYKTH, ChbAbPXKALLH NapaieTamorl,
rekcrpoMeTopdan, ncesroedeApUH WIH IPYTH CHMIIATOMUMETHLH (KaTO NMPOAYKTH,
HAMAJIABAILLH XHIIEPEMUATA HA Ha3aHaTa JIMraBH1la, AETHTONOHWXKABAIIHM CPEACTBA HITH
nogo6H# Ha am(peTaMHHA MCHXOCTHMYJIAHTH), XJIoppeHaMMH MTH APYrH aHTHXHCTAMHHH,
NpY NALUEHTH, JIeKYBaHH ¢ MHXUOUTOpY Ha MOHOaMHHOokcHIa3aTa (MAQO-HHxHOUTODH), B
MOMEHTa WY B PAMKMTE Ha NOCJICAHUTE NBE CEAMULIH,

npH aeua noA 12-roguHu, 0€3 Aa € npenops4YaHo OT JieKap;

KaLUTHIA ¢ OOUITHH CEKPETH;

OpoHXHaHa aCTMa M KallTHua, CBbp3aHa ¢ OpoHXHanHa acTMa;

TEXKa XHIIEPTOHHA HIH HEKOHTPOIHpaHa XHIIEPTOHHA,

TEKKO OCTPO WIA XpoHHYHO OBbOpeyHo 3abonaBane/6n0peyHa HENOCTATHYHOCT;

TexKa ucxeMHU4yHa Honect Ha ChpUETO;

KHCTO3HA Gubpo3a;

OpeMEHHOCT U KBPMEHE,

CnieuHaJHH NpeaynpexIeHHs U Npeana3sHH MepKH npH ynorpeba

Ja ce npunara BHHMATETHO IpH MAaLMEHTH ¢ UepHOApoOHa W/ 6B0peUHa HEXOCTAaTBYHOCT.
Jla He ce W3MOM3RAT NO-BUCOKH OT NMPENOPBYHTETHUTE O3H.

Jla ce NOTBPCH CBBET OT JIEKap, ako CHMITTOMUTE MPOABAXKABAT N0Be4e OT 3 OHH.
KoHcyMalMATa Ha anKoxoJ € 3a0paHena, IOKaTo ¢ MpUeMa IEKapCTBEHKHAT MPOMYKT NOpaaH
MOBHILEH PUCK OT TOKCHYHO 4Y€PHOAPOOHO yBpeKAaHE,

Jla He ce npunara eAHOBPEMEHHO C APYTH NnekapceTsa, noaruckamu LIHC,

JlekapcTBeHHAT NMPOAYKT He TPAOBa Aa ce npunara 0e3 ieKapCcKa KOHCYNTaUHA ako Bbh3HHKHAT
CHMIITOMH Ha 3aTPYAHEHO JMIIaHe, B cnydall Ha emduleM, aCTMa, XpOHHYEH OPOHXHT,
XUIMEPIUIA3HA Ha MPOCTATATA, XMIIEPTUPEOUAU3BM, IHA0ET, XHNEPTOHHA, HCXeMHYHA OOJIECT Ha
CBPLETO, apTepHATHO 3a6019BaHe, 3aKPUTOBIBIHA [1aYKOMA, (PEOXPOMOLIHTOM.

TpsabBa na ce BHUMaBa npu ynorpeda Ha JIEKapCTBEHMA MPOAYKT MpH X0Opa B CTapuecKa Bs3pacT
NOPaM NO-ro/IAMaTa BEPOATHOCT 34 HEXEJIAHH PeaKlUy OT CTpaHa Ha HEPBHATA CUCTEMA.

Mma cnyuau Ha 3noynotpeba ¢ gekcrpomeropdad. [Ipenopsusa ce na ce BHUMaBa
H3KJIIOYHTEIHO MHOTO IIpu yrotpeda Ha NPOAYKTa 0T MIAASKH K MIAaOd Bb3PaCTHH, KAKTO H
X0pa ¢ aHaMHe3a 3a 31oynotpeba ¢ NEKapCTBEHH NPOAYKTH WIH NICHX0aKTHBHYU BELIECTBA.
Tpabpa na ce BHUMABA NPHU NALIMEHTH, KOUTO H3NOI3BAT CEAATHBHH CPEACTBA, KOHTO Ca ¢
oTCJIa0EHU CHIHM HIN HETIOABUWKHH OT ABJIO BpEeMe.

AKO BB3HHKHAT HEPBHOCT, 3aMastHOCT WIN O€3CHHUE, HHCTPYKTHPANHTE MalueHTa J1a Cipe
yriorpedaTa Ha IMpOIYKTa U a ¢ KOHCYJITHPA C JIeKap.

JlekapcTBEeHUAT NMPOAYKT CHABPKA 15 g 3axapo3a B 1 came. Tosa TpadBa na ce HMa NpeABHA
NpH NaUUEHTH Che 3axapeH auaber, [NauueHTH © peakH HACIECACTBEHH NpobieMH Ha
HEMOHOCHMOCT KBbM (QPYKTO03a, FAI0KO30-TATaKTO3HA MaiabcopOLIna UK 3aXapo30-
n3oManTaseH neduunT He TpAGBa Aa NMpUeMaT TOBa JIEKapCTBO.

HexcrpoMeTopdanbT ce MeTabonmsupa upes yepHoapobHua LuToxpoM P450 2D6. ExsuMHara
aKTHBHOCT € reHeTH4yHo o0ycnosena. [pu oyt 10% ot obmara nomynauus ce Habnoaaea
cnab meraGonuseMm Ha CYP2D6. IMTaupeHTH ¢ o MeTadonu3bM Ha TO3H €H3HM, KaKTo K
naLHeHTH, KOUTO ynorpebasar eqHospeMeHHO CYP2D6 nHxubHTopn, MOTaT I1a oYy BOTBAT
YCWIEHH W/WIH NPOXBIDKMTENHH edpexTH OT AeficTBUHeTO Ha aexcTpomMeropdaH. [Topanu Ta3u
npHuMHa ce Mpenoph4Ba Aa ce BHUMaBa MK NalueHTH cbe 3abased Merabonn3sM Ha CYP2D6
M TakuBa, kouro manona3sat CYP2D6 unxuburopu (XK. Cho ToYKa 4.5).

Cnen ynotpebara Ha NpPOAYKTH, ChAbPKALIY NPpeBIOehEAPHH, MOXKE Aa BE3HHKHATT TEXKH
KOXKHH PEaKLMu, KaTo OCTpa reHepann3upaHa eksemarosHa myctynosa (OIEII). Octpa
reHepaTH3UpaHa eK3eMaTo3Ha MycTy03a MOXe a BB3HUKHE NPe3 IBPBUTE 2 AHH-C :
JIEYEHHETO, MPUAPYXEHA C BUCOKA TEMNEpaTypa U MHOTOOPONHY MAJIKH, O st No




HEBE3UKYIAPHH ITyCTYJIH, NOABABAILN C& BBPXY MOAYTH EPUTEMATO3IHH JIE3UU H JIOKATH3HPAHH
FNIABHO B KOXXHHTE M'bHKH, BBPXY TOpCa H ropHuTe kpalHHuuu. Te3u nauuenTtH Tpadea aa 6uaar
HabmoNaBaHH BHUMATeENHO. [IpH BE3HMKBAaHE HAa CHMITTOMH KaTo MOBHIIEHA TEMIIEpaTypa,
€pHTEM WIH MHOXECTBO MaIKH NyCcTyNH ['prnexc Xot Cunyc TpabBa ce cripe , npu
HeOOXOIMMOCT, Ja C€ HAZHAYH MOAXOIAIHO JICUeHHE.

. CepoTOHUHOB CHHAPOM
CrolluaBa ce 3a CEpOTOHMHEPrHYHH e(eKTH, BKIIOUBAILH PA3BHTHE HA MOTEHLHAIHO
’KMBOTO3aCTpalaBalll CCPOTOHHHOB CHHIPOM, TPH CHOBTCTBAILO NMPHICKEHHE Ha
AeKCTpoMeTopdan ¥ CepOTOHHHEPrHYHH CPENCTBA, KATO CENeKTHBHU HHXHOHUTOPH Ha
obpaTHOTO 3axBamiane Ha ceporoHuHa (SSRI), nekapcrsa, koMTO HapymasaT MeraGonuIma
HA CEPOTOHHHA (BKIIOYHTEIHO MHXHONTOPH Ha MOHoaMuHokcHAasata (MAOI)) ¥ unxuburopu
Ha CYP2DS6.

CepOTOHMHOBHAT CHHAPOM MOXE [1a BKTIOYBA MPOMEHH B NMCHXMYECKHA CTaTYC, HECTAGHITHOCT
Ha aBTOHOMHATAa HEPBHA CHCTEMA, HEPBHOMYCKYJIHHM HapylUeHMS W/UAM CTOMALIHO-YPEBHH
CHMITTOMH.

Ilpu cbMHEHMA 33 CEPOTOHHHOB CHHAPOM, JiedeHHeTo ¢ I'punexc Xor Cunyc tpabBa 1a ce
NpEeyCTAHOBH.

* Hexemuier konut. Crobiuenn ca ciryuan Ha ¥ICXeMHY€EH KOJIMT NpH ynorpeba Ha
ncespoedenpuH. AKO ¢e MoABH BHE3AIMHA KopeMHa 60Nka, peKTATHO KbPBEHE HITH ZIPYTH
CHMITTOMH Ha HCXeMU4€H KOIUT, TpAOBa a Ce NpeyCcTaHOBH NPUEMBT Ha NCeBAoedEAPHH U Na
Ce MOTBPCH KOHCYNTALIHA ¢ JIeKap.

- FcxeMHYHA ONTTHYHA HEBpONaTHA
Iony4eHn ca cbOOILEHHA 3a CITyUaH Ha MICXEMHYHA ONTHYHA HEBPOTIATHS MpPH NceBRoedenpuH.
MceBnoedenpru Tpadsa fa ce npexpaTy, ako ce MOABY BHE3ANMHA 3ary6a Ha 3peHue WiK
HaMaJleHHe Ha 3pHUTENHATa OCTPOTa, KATO CKOTOMA.

. CurapoM Ha 3anHa o6paTtuMa eHuedanonarus (posterior reversible encephalopathy syndrome,
PRES) u cunapom Ha o6parnMa nepeGpaiHa Ba3oKOHCTPUKLMA (reversible cerebral
vasoconstriction syndrome, RCVS)

Crobiuenu ca cinyqau Ha PRES 1 RCVS npu ynotpeGa Ha NPpORZYKTH, ChAbPKAILH
ncesnoedenpuH (Bx. Touka 4.8). PUCKET € MOBHUILEH NMPH MALMEHTH C TEXKA WK
HEKOHTPONHMpaHa XMNEPTOHHA WIH ¢ TEXKO OCTPO HIH XpOHUYHO GB0peyHo
3abosnBane/6p0peyHa HenqoCTaTLYHOCT (BK. Touka 4.3).

[IpuemsT Ha nceBnoedenpuH TpAGpa Ia ce MPeyCTAHOBM M A Ce MOThPCH HE3a6aBHO JIeKapcKa
[TOMOIL], aK0 C€ MOABAT CINCAHHTE CUMITTOMH: BHE3aMHO CUIHO Nasobonmue Wik
»+FPBMOTCBHYHO" rnasobonue, rafeHe, MOBphlliane, 00BPKAHOCT, MbPYOBE W/HIH HAPYLIEHHS Ha
3peHHeTo. [lopeueto crobmens cmyvau Ha PRES u RCVS oTliymasar cnes npeycraHoBsABaHe
Ha ynorpebara 1 noaxoAsino Je4YeHue.

. CroOLueHH ca cryqan Ha MetabonHTHA alMA03a C rofamMa aHHOHHa npasHusa (HAGMA),
ABLJDKallA C€ Ha MHPOrNMYTAMMHOBA AUMA03a NTPU MaLMEHTH C TEXKO 3ab0aaBaHE KaTO TEKKO
6B0peUHO yBpeXaaHe U CEnCHC WM NPH MALMEHTH ¢ HEIOXpaHBaHe MITH C DY H3TOYHHLM Ha
ACQULIUT Ha FJTYTATHOH (HaMp. XPOHHYEH ANKOXOIM3bM), KOWTO Ca JIEKYBAHH C MAPaLETaMoN B
TCPANCBTHYHA 103a 32 NMPOABLKUTENICH IEPHO MITH KOMOMHALINA OT NapaueTaMon U
(yKnoKcauMIKH. AKo ce nogo3upa HAGMA nopagy mHpornyTaMHHOBA aLMIO3a, MpPernopeIBa
ce He3abaBHO MpeKpaTABaHe Ha MapaleTaMoNl ¥ BHUMATENHO HaGmoaenne. MaMepsanero Ha 5-
OKCOMpPOJIMH B YPHHATa MOXe A3 6pa¢ M0Je3HO 3a naeHTHULMpaHe HA NHPOTIYTAMMHOBA
alK03a KaTo OCHOBHA NpuiHHa 328 HAGMA npu nauneHTH ¢ MHOXKECTBO PHCKOBH akTopH.

Tosa nexapcTBO chABPKAT 15 g 3axapo3a H rJ1I0K03a (ChCTABHA YACT HA MAJTONEKCTPHH OT
JIHMOHOB OBKYCHTEJI) Ha calIe.

Toa TpabBa na ce UMa MpeaBUI NPH MALIMEHTH ChC 3axapeH quaber.

Axo Bammar nekap Bu e kasan, ye uMaTe HEMOHOCHMOCT KBM HAKOM 3aXapH, CBBPXKETE Ce C Hero,
Npean Aa NpHEeMETEe TO3M NEKapCTBEH NMPOAYKT.

ToBa nexapcTso ChABPKa No-Manko oT 1 mmol Harpuii (<23 mg) Ha calue, T.e. MOXE Ja e KaKe, Je
NMPaKTHYECKH HE CBABPKA HATPHHA,




4.5 BsanmopeficTBHe ¢ APYIH JeKaPCTBEeHH NPOIYKTH H APYrH GopmMu HA B3aHMoOAeHcTBHe

[1apaueramon:

- I'punexc Xor CuHyc He Tpa6Ba Aa ce npunara B kKoMOMHAUNS C APYTH NEKAPCTBEHU NPONYKTH,
CBOBPKALIN NapaLeTaMoJl.

- MeTtoknonpaMua 1 JOMIIEPHACH MTOBULLIABAT CKOPOCTTA HA abcopOLMA HA NapaLeTaMor, JOKATOo
XOJCCTHPAMHH, BCHYKH AHTHXONUHEPTHYHH CPEACTBA U NETUAMH, IIEHTA30LWH U AUaMOPOHH
NMOHHKABAT HEroBara abcopOuua,

- CanvumiaMua yas/kapa aeficTBUETO Ha NapaleTaMort.

- CenaTHBHUTE H CHHOTBOPHHMTE JIEKAPCTBEHU NPONYKTH MOBHILABAT AHANTETHYHHA edekT Ha
napaueTaMon.

— IIponpaHosion NOBHILIABa CKOPOCTTa Ha abcopOuua Ha nmapaueTaMo, IoKaTo candyTraMon,
NPUIOXKEH [MEPOPATHO, TIOHMXKAaBa CKOPOCTTa Ha abcopbiiua Ha napaleTaMolr.

- Hu3aTUAMH U 3UO0BYAMH MOTAT Aa MOBHLIAT [UTa3MEHUTE KOHLEHTPALIMH HA NapaLeTaMoll.

- [Ipobenena moHmwxaBa eKCKpeLMATa Ha MapaleTaMoN OT OpraHH3Ma.

- JlekapcTBEHUTE NPOAYKTH C AHTArOHUCTHUEH edeKT BbpXy S-HT3 peuenrtopure (Hanp.
TPOMHCECTPOH, IPAHHCETPOH) MOTAT HAMKJIHO 3 ONOKHpAT aHANreTHYHHA edeKT Ha
IapaueTaMorn.

— [Tapaueramon 3acunBa AelCTBHETO Ha NMEPOPATHH aHTHAMAGETHYHH TEKaPCTBEHH NPOAYKTH,
BappapuH B APYTH AHTHKOArYAHTHH JIEKaPCTBEHH NIPOAYKTH OT IpyraTa Ha KyMapHHa, KakTo
U LEHTPATHOTO JelcTBHE HA KodeuHa.

— [TapatieTaMon yIbKaBA MONYXXKUBOTA Ha XJIopaM(pPEeHHKON ¥ MOBUILABA HEFOBATA TOKCHYHOCT.

- IIpu ynorpeba B kombuHanusa ¢ MAO-UHXUOUTOPH, apaneTaMon MOXeE Aa PUUHHY
aXKHUTALMA, BUCOKA TEMIIEPATYpPa, NOBUILIEHO KPBBHO HANATAHE, ChPACYHA APUTMHMSL.

- [Ipunoxenuero ¢ apyru aekapcTsa ot rpynara Ha HCIIBC noeuiuasa prcka ot 6s6pedHo
YBpEKAAHE,

- [Ipn ynoTtpeba 3aenHo ¢ pupaMnuLNH, BHTHENHWIEIITHYHH JIEKAPCTBEHH NTPOAYKTH,
OapOHTypaTH ¥ ApyTH JIEKAPCTBEHH NPOAYKTH, KOHTO HHAYLHPAT MHKPO3OMHHTE €H3HMHU,
napaleTaMos yBe/IH4YaBa pUcKa OT YEpHOAPOOHO yBpexaaHe.

- Heobxoa1Mo ¢ MoBUIIEHO BHUMaHKE NPH CHITBTCTBAINA YNOTpe6a Ha (IyKJIOKCALMIHH H
napaueramosl, ThH KaToO eJHOBPEMEHHHAT MIPHEM ce CBLP3Ba ¢ MeTaboIMTHA auu03a ¢ roaama
AHHOHHA Npa3HHHA NOPAaIH NHPOTAYTAMHHOBA aLMA03a, 0COGEHO NPH MALHEHTH ¢ PHCKOBH
dakTopu (BX. TOUKa 4.4).

[Icepnoedenpus

- [Tcesnoedenpun 3acunpa AelcTBHETO HA APYTH CHMIATHKOMHMETHYHH JIEKAPCTBEHH
NPOAYKTH.

- [IceBnoedenpun Moxe na HaManu AeHCTBHETO HA METUTAONE, TBAHETHAMH H Pe3epIIHH,

— TPpHULHKNNYHHTE aHTHAETIPECAHTH 3aCIIBAT ASHCTBHETO HA NCEBAOEHEIPHH.

MHXanaTOpHUTE aHECTETHIM MOTAT [a NPUUYUHAT CHPISCYHU APUTMUH.

— [Iponpanonon ¥ MAO-nHX#OHTOPH MOraT Aa MOBHILAT AKTHBHOCTTA Ha
CHMITAaTHKOMHMETHYHUTE JIEKAPCTBEHH NMPOXYKTH, BKJIIOUHTENIHO NceBaoedenprH, 4 Aa
PUHHHAT XHNEPTOHHYHH KpH3H. ChIIbTCTBalllaTa ynoTpeba Ha ncesnoedenpud 1 MAO-
HHXHOHTOPH € NPOTHBONOKA3aHa U BPEMETO MeXIY CIIMPAHETO HA HHXHOUTODHTE U
NPHIIOXKEHHETO Ha nceBaoedenpuH TpAbBa Aa ¢ Haid-Manko 14 aum,

- ANnyMHHHEB XHAPOKCH] IIOBHILIABA, @ KAOJIMH NMoHIkaea abcopbuusaTa Ha ncesnoedenpun.

E€KCTPOMETO

— JekcTpoMeTophan 3acunsa neticreuero Ha MAO-uHxHOGHTOPH, Aenpecantd Ha [THC u
aHTHIHAPUYHHU CPEICTBA.

- JlekapCTBEHUTE NPOAYKTH, HHXHOHpAI¥ MUKPO3OMHHTE €H3UMH, ITaBHO M3oeH3uMa CYP2D6
(aMuOnapoH, xaonepunon, nponadeHoH, XHHHIKMH, HHXHOHTOPH Ha 06paTHOTO 3aXBallaHe HA
CEPOTOHMHA, BeHAa(akCHH, pUCIIEPHIOH), MOraT Aa HHXuOupaT MeTaboru3Ma Ha
aexkcTpoMeropdaH.

- CrreTcTBalaTa ynorpeta Ha gekcrpoMeropdan ¢ nupoxand wix HCITBC Mof
aQHAITETUYHUA UM edeKT. |




— HekctpoMmeropdaH ce Merabonuanpa ot eHuzMa CYP2D6 u nperepnaBa HHTCH3UBEH
MeTadoH3BM IIPH MBPBOTO NPEMHUHABAHE Nipe3 uepHus npod. EnHoBpeMeHHaTa ynorpeda Ha
CHHH UHXNOUTOPHU Ha eH3MMa CYP2D6 MoxKe Oa NMOBHLIKM KOHUESHTpaUMATa Ha
DeKCTpoMeTop(daH B OpraHu3IMa, KOATO Ja € HAKOJIKO NBTH [O-BUCOKA OT N0NYyCcTUMOTO. ToBa
MOBHILIABA PHCKA OT BB3HHKBAHE HA TOKCHYEH eeKT Ha aekcTpomepdan (8b3dyaa,
IC30pHEHTALlUA, TpeMOp, Oe3ChbHUE, IUAPHA H NOTHCKAHE RA AMIIAHETO) M Pa3BHTHE Ha
CepOTOHUHOB CHHIAPOM. CunHyuTe MHXubuTOopu Ha eH3MMa CYP2D6 BxirouBar GpryoXCeTHH,
NApOKCETHH, XHHHUIKH ¥ TepOuHaduH. [Ipu enHOBpeMeHHa ynorpeda ¢ XHHHANH, J1a3MEHaTa
KOHLIEHTpALMA HA AeKCTpoMeTOpdan Moxe Aa ¢e MoBUIK AopH 20 MbTH, KOETO NOBHUILABA
PHCKA OT HEeXeNaHHd CbOUTHA OT CTpaHa HA LIEHTPANHATA HEPBHA CUCTEMA, CBBP3aHU C
ynorpefara Ha npoAykTa. AMHOAapoH, diekauRua U nponageHoH, cepTpaltvH, OynpornuoH,
METANOH, HHHAKAILIET, XAJIONEPHAOH, NepeHA3INH H THOPHAA3HH UMAT NMNOAo0OeH €eKT BBpXY
MeTabonuiMa Ha AekcTpoMeTopdaH. AKO ce Hanara eqnospemeHHa ynotpeda Ha CYP2D6
HHXUOUTOPH U AekcTpoMeTopdan, NAUMEHTHT TPADBA Aa ce npocnenssa. Moxe aa ce HaNoXH 1
NOHW)KABAHE HA J03aTa Ha JSKCTpoOMeTopdaH.

XnopdeHaMHH

Xnop¢eHaMuH nopulIaBa AeHCTBHETO Ha MAQO HHXHOHUTOPH, XHIIOTOHHYHH H AHKCHOJIMTHIHH
JEKapCTBCHU TIPOAYKTH OT OCH30JUAa3UITHHOBATA I'pyna, AHTUACTIPECAHTH, €TAHOMI U OpYTH
LEHTPAIHO OeACTBAINH NEXAPCTBEHH NMPOAYKTH, KAKTO U alKOXOJI.

- Ipun ynotpeba Ha xnopdeHaMHH ¢ RPYrH aHTUXHACTAMMHHU WIH CHHOTBOPHH CpeACTBa MOXe Aa
ce Habmogapar NpU3HaLKM Ha Npeao3upaHe,

- XnopdeHaMyH NOBUILIABAHE HA AKTHBHOCTTA HA AHTUMANAPHHHNTE NEKAPCTBEHU MTPOAYKTH
(HaIp. XJIOPOXHH).

JIekapcTBaTa, KOUTO NpoMeHAT pH Ha ypHHaTa, KAaTO AMOHHMEB XJIOPUA, HATpUEB OUKapOOHAaT,

OazeMOBa KMCEIMHA, XMIYPOBA KMCENAHA, ACKOPOHHOBA KMCENMHA U aHTHALUIH, 1IE JOBEIAT A0

3HAYUTENHH MPOMEHH B €KCKPELMATA HA XN1IOpPSHAMMH.

4.6 PDepTHIRTET, OPEMEHHOCT H KbpPMEHe

bpeMeHHOCT
MMa HeqocTaThYHO HATMYHM JaHHH 32 ynotpebara ncepaoedeApMHOB XHAPOXIOPHUL,

nexcrpoMeropdaHoB XUapoOpoMua ¥ xnopdeHaMHHOB ManeaT npd OpeMeHHH KeHun. Ynorpebara Ha
ncesnaoederpuHOB XHAPOXIOPHI U AeKCTpoMeTopaHOB XHAPOOPOMUL IpH OpEMEHHH XKEHCKH
KUBOTHH MOXE Ia npuauHy deraniu MandopMauuu, HaMa nposByu Ha moaoOHU edeKTH IIpU xXopa.
['punexc Xor CuHyc He TpaOBa aa ce npujiara 1o BpeMe Ha OpPEMEHHOCT.

KbpMeHe
['punexc Xot CHHyC He TpaOBa oa ¢¢ 30382 B NEPHOIA HA KbPMEHE,

4.7 EdjexTn BbpXy cnocofnocTTa 3a 1odupaHe B padora ¢ MALIMHH

['punekc Xot CuHyC MOXE Ja NIOB/IMAE B 3HAYHTEIHA CTENeH cnocobHoCTTa 3a WwodupaHe U paboTa ¢

MAallHHH.
3aroBa no BpeMe Ha ynorpedara Ha neKapCTBEHUA MPOAYKT TpaOBa Aa ce BHUMaBa rnpu pabora ¢
MAalllMHY U WodupaHe.

4.8 HexelaHH JeKAPCTREHH peakLHH

YecToTHTE Ha HAONMIONaBAHUTE HEXEIAHH peaKku ¢a aedHHHpaHH KaKTo ClelBa;
Penxu (=1/10 000 no <1/1 000)

Muoro peaxu (<1/10 000)

C HeW3BECTHA YecToTa (OT HATHYHHTE JAaHHH He MOXe Ja Obie HanpaBeHa OLieHKa)




ChpAeuHH HapYIIEeHHA
PUTEMHM HapyIneHUA

HapyineHHs Ha KpbBTa ¥ JHMdHaTa CHCTEMA

MHOro peaku: arpaHyaoLMTO3a, TPOMOOLMTONIEHHA, HEYTPONEHHUSA

HapymeHnus Ha HEpBHATa CHCTEMa:
Penkn: CLHINBOCT, 3aMasHOCT, ey(popHi, NPEKANeHo CIOKOHCTBHE, YYBCTBO Ha Mpa3HOTA B IN1aBara,

Be3MmoKOACTRBO, HEPBHOCT, Pa3APA3HUTENHOCT, HAPYIICHHS HA HACTPOCHHETO, ICHXOMOTOPHA
CTUMYJIALIUA.

C HeM3BeCTHA 9€CTOTa: CHHAPOM Ha 3a1Ha o6parumMa eHuedanonarus (PRES) (Bx. Touka 4.4),
CHHIPOM Ha o0GpaTtumMa uepebpanta pasokoHCTpHKLHA (RCVS) (8. Touka 4.4).

PecnipaTopHy, IPbAHH ¥ MEIUACTHHAITHY HADYUICHHS
XunomnHes

CTOMalIHO-YPCBHH HADYHICHUA
Penku: raneHe, nospbllaHe, KOpeMHa 601Ka, 3anek,

C HEeH3BECTHA YeCTOTAa: HCXEMHYEH KONMHT

HapymeHHUA Ha KOXaTa Y [IQAKOXHATA TEKAH

O0pus, cepbex

C HeM3BECTHA YeCTOTA: TEXKH KOXXHH peaKilMH, BKIIOYUTENHO OCTPa N'eHepAIM3HPaHA EK3EMATO3HA
nycrynosa (OI'EIT).

ChA0BY HAPYILIEHHA
[IpoOMEHH B KPBBHO HanAraHe

Hapyiienus Ha UMYHHATA CHCTEMA
Penku: anepruuna peaxims

XenaroOunuapHHU HapyIIEHHUA

CHMITTOMH ¢ paTHYHA TEXKECT, OT KIHHMIHO HE3HAYHMO TIORHIIABAHE H2 HUBATA Ha YepHOAPOOHHTE
€H3HMH 110 4epHOAPOOHO yBpexaaHe. XenaToTOKCUYHHTE edekTH ca ocobeHo ocTpH B cliyyall Ha
HEI0OXPaHBaHE, ATKOXOJH3IbM HIIK CBITHTCTBALLO 3ab0/IgBaHe, KAKTO H IO BpeMe Ha CBIIBTCTBAINA

ynotpeba Ha HAKOH TEKapCTBEHH MPOAYKTH.

HapyiueHus Ha ouure
C HeH3BeCTHa 4ecToTa: HCXeMUYHA ONTHYHA HEBPONATHUA

Hapyinenns Ha Merabonnima v XpaHeHeTo
C HeM3BECTHa YeCTOTA: MeTabONHTHA aIMA03a C NoIAMa aHHOHHA NPa3HUHA

Hsakou cuMITTOMM (Hanp. rageHe, NoBpbLIaHe, CHHIHBOCT, 3aMasHOCT, XMITOMHEsA) MOXE Ja ¢a Io-
YECTH H TEKKH NMPU HEMOABHKHY MALIMEHTH.

OnuxcaHue Ha H3OGpAHH HEXEJAHH PEAKIIHH

MetaboaurHa anuao3a ¢ ronsMa aHHOHHA Npa3sHHHa

Cnydau Ha MeTabONHTHA aLKa03a ¢ roNIMa aHHOHHA Npa3HHHA, ABMKAINA CE HA NUPOrTyTAMHHOBA
aLMpo3a, ca HaOM0JaBaHH IIPH NAUHEeHTH ¢ PUCKOBH (JaKTOPH, H3MNON3BAIIM NapaLeTaMoin (BX. To4Ka
4.4). Ilpu Te3u NallMEeHTH € Bh3MOXKHO fa BH3HUKHE IMPOTIYTAMKHHOBA al[MA03a BCISACTBHE HA HUCKY
HUBA Ha IITYTATHOH,

CrobuiaBade Ha MOAO3NPAHH HEXENAHH DEaKIHH

CrobmasaseTo Ha MOAO3NpaHH HeXeNnaHH peakLUUH cliel paspeluasaHe 3a ynorpeba H
NPOAYKT € BaXKHO. ToBa N03BONsABA Ja TPOABIDKH HAOMIOIEHHETO HA CHOTHOEHHETO




JIEKapCTBEHUA NMPOAYKT. OT MEAHUMHCKUTE CITELIMATHCTH C€ H3UCKBA Aa ChO0IIAaBaT BCAKA
MOJO3MPAHA HEXKENTaHA peaKLMA Ypes:

AsnbpnHATENHATA areHLMA N0 JIeKapCTBara,

yi. ,,JJaMsH ['pyeB* Ne 8,

1303 Codus,

Tei.: +3592 8903417,

yeGcalitT: www.bda.bg

4.9 IIpepoaupane

IIpoayKTET ChABPKa 4 aKTHBHH BelnecTBa. CHMATOMMTE Ha Npe03HpaHe MOXE Na Ca MPHYHHEHH OT
RCHCTBUETO HA €AHO UMM HA BCUHKH OT TE3H BELLUECTBA.

[Tapaueramon

[1pu npeno3npane Ha napaueTaMol MOXe Ja Bb3HHKHAT CUMITTOMH Ha YepoapobHa U no-paako Ha
O6B0pedHa HEAOCTATBYHOCT.

OBnaggaBaHETO Ha NPENO3UPAHETO C€ CHCTOH OT U3BEXKIAHE HA JICKAPCTBEHHUS TIPOAYKT OT CTOMAILIHO-
YPEBHHA TPAXT. 3a ia Ce HaNpaBH TOBa, TpA0BA Na Ce W3BHPIIM CTOMAIIHA MPOMUBKA WIH Ja Ce
HA3HA4HM AKTHBCH BBITICH (B paMKHTE Ha | 4ac OT MOrNBINAHETO Ha NMPOAYKTa).

AHTHAOTHT Ha napaueTaMmon, N-aUeTHILHCTEHH K METHOHHUH, TpAOBa 21a ce Aane crelx H3MepBaHe
Ha KOHUEHTpPALMATA Ha IeKapCTBEHUA TPOAYKT B KPBBTA H, 34 BCEKH ClTyual, KOraTo He Morar Ja ce
NIPEOOCTABAT JaHHH, HO CHIXECTBYBA PHUCK OT TOKCHYHH eekTH. B 3aBUCHMOCT OT CUMITTOMMTE
TpAOBa Aa ce MpoBeaaT CHMIITOMATHYHO M NTOAABPIKAIIO JIEYEHHE.,

Tlcernoe HH

Hait-uecTHTE CUMIITOMH CIIEA NpEAO3HpaHe Ha NceBAoedeApHH BKIIIOUBAT HAPYLIEHH Ha
LIEHTpaIHaTa HepBHA cHcTeMa (HAIMp. YMCTBEHH HapyllIeHUA) M HapylLeHHA Ha ChpAeyHO-ChAOBATA
cHcTeMa (Hanp. ChbpAe4YHU apUTMMH, NOBUIICHO KPBBHO HAJIATaHe, KOETO MOXe J1a JoBeae 10
XHIIEPTOHNYHH KPU3H). EMUMUHHUPaHETO Ha Nceproed e pHE MOXKE ce YCKOPH IIPH U3N0JI3BaHE Ha

dopcHpala qUype3a WIH JUATTH3a,

JekcrpoMeropdan

ITpH3HALM H CHMIOTOMH:

[TpenosupaHeTo ¢ ASKCTPOMETOpdaH MOKe Ja ¢e CBBpP3Ba ¢ rajicHe, rNoBpPbLIaHE, JUCTOHHS,
AKUTAlNA, OOBPKBaHE, CHHIHBOCT, CTYTIOP, HHCTAIBM, KAPANOTOKCUYHOCT (TaXMKapaIus, OTKIOHEHHA
B EKT', BxmounrenHo yapmkasane Ha QTc¢), aTakcHa, TOKCHYHA NICHX03a ¢ BU3YAITHH XaMIOLMHALIYH,
CBPBbXBBL30OYAHMOCT.

B cnyyaif Ha TeXK0 npeno3upaHe Moxe 1a ce Habmoaapar CneiHUTe CHMITTOMH: KOMa, peciMpaToOpHa
ACIpPecUs, KOHBYJICHH,

ITonenexue:

-Ha acuMIIroMaTHYHY MaLMEHTH, KOKTO Ca NOrBIHAMH CBPBXA03a AEKCTPOMETOpdaH B paMKHUTE Ha
nPeAXOAHMA Yac, MOXKe Ja Ce IIPUI0KH AKTUBEH BBIJICH.

-I[1p¥ nauuesTH, KOUTO ca MOrbLAHANH AeKCTPOMETOPGAH W Ca CeMUPAHH WIIN KOMaTO3HH, MOXe a ce
OOMHCITH NPUIOKEHUE HA HAIOKCOH B O0HYaHUTE J03H 33 JieYeHHE HAa OTTHOMAHO MpeAo3rupaHe. 3a
OBNaJABaHE HA MIPHCTBIIMTE MOXE [a C€ U3MOJI3BAaT OCH30AHAa3eNHY, a KATO MEPKH NPH XHIIEPTEPMHS
Nopanu CEPOTOHHHOB CHHAPOM - OeH30AHa3eMUHN i BRHIUIHO OXJIAXIaHe.

XnopdeHaMHH
CHUMIITOMHTE HA NPSAO3UPAHE Ca CBBP3aHHU FMABHO C AENPeCHBHH eleXTH BLPXY LIEHTpajJHaTa HEPBHA
cucreMa (LIHC) n morar aa BIroOYBaT ChHAMBOCT H KOMA, NMOCIEABaHH OT Bb30yAa U eNMUNENTHYHH

NpUnaxbiy. JApyrure CHMIITOMH Ha NPEI03WpaHe BKITIOYBAT ChpPACYHA APHTMHA U PECITHPATOPHHU
HapyLIeHHd. JIeyeHueTo npH npeao3upaHe Ha XIopheHaMHH € CUMITTOMATHYHO.




5. ©®APMAKOJJOIrHYHHU CBOUCTBA

5.1 ddapmakoaHHAMHYHH CBOMHCTBA

dapmMakoTepanepTuyHa rpyna: [1apaueramon, KOMOHHAUMY ¢ M3KITIOYEHUE HA NICUXONENTHLIM
ATC xon: NO2BES!

Ilapaneramon: [NapaueramMon HMa aHANIMETUYHO U AHTHNHPETHYHO AeHcTre. Tolt uHXKUGUpa
npocTarnananHopara cuHTesa B [THC, xaTo nuxubupa uMknookcureHasara Ha apaxHaOHOBATa
KHCENHHA. Toi MHXHOMpA UMKITOOKCHIeHa3aTa nepHGepHO CaMo B MATIKA CTEMNEH Y He TIPUUUHABA

YBpeKIaHe Ha CTOMalIHAaTa TurasMua. He nosnusea TpoOouMTHATA arperamys.

licesnoedenpuy: CUMNATHKOMUMETHYEH aMHH ¢ nepudepHo aeiicTBHe. Pasmupsasa GpoHxHTe,
[IOBHIIABA BBTPEOYHOTO HanAraxe. [Ipy nepopaiHo NpriIoKeHUe MOHMKABA KOHIeCTHATA Ha
Ha3aTHATA JIMMaBHIA.

HexctpoMeropdan: MopdHHOB AepHBAT, XOHTO HE IMPOABABA aHANTETHYHO AeiicTBre. He
[IPEIN3BMKBA MPUCTpACTABaHE. MiMa NpOTUBOKAULIHYHO AelicTBHE,

XnopdpeHamud: HMa aHTHaCTMAaTHYHO (ITHPBA NEHEPALMA AHTHXHCTAMHHH) H IPOTHBOAIEPTHYHO
OeHCTBHE,

I'punekc XoT CHHYC € MHOTOKOMITOHEHTEH JIEKAPCTBEH MPOAYKT ChC CMECEHO AHAJITeTHYHO,
AHTHITHPECTHYHO H NMPOTHBOKALILTHYMHO AEHCTBHE, KOWTO OTNMYINBA HA3ATHHTE MHTHINA M HA3ATHUTE
KaHAJIH Ha CHHYCHTE, IOHHXaBa KOMTHYSCTBOTO HA MYKO3HHA CEKPET, KAKTO U XHIEepEeMHUATa |
NOAYBaHETO Ha HA3amHaTa JIMraBHIia.

5.2. MapMaxKoKHHETHYHH CBoOlicTBa

Ilapauetramon ce abcopbupa 6Bp30 ¥ MOYTH HAMBJIHO B CTOMALIHO-YPEBHMA TPAKT, KATO HOCTHIA
MaKCHMallHa KOHLICHTpaUnsA B paMKUTe Ha okoJo 30 o 60 MuHyTH cnen mpunoxenue. IlepopaiHara
OMOHATHYHOCT NPH NPHEM Ha IIagHo AocTHra 62-89%. XpanaTa Moxe 1a DOHMXKH aGcopGunsTa Ha
napaLeramot.

CBBp3BaHeTO Ha MAPALETOMO] C IVIAIMEHHTE NIPOTEHHH € caMo okono 20-25%. Tol ce pasnpexens
05P30 KakTO B NepU(epPHHTE THKAHM, TaKa U B LICHTPATIHATA HEPBHA CHCTEMA, KOETO FrapaHTHpa
edukacHocTTa. Merabonusupa ce B yepHus Ipo6 U MeTaGONHTHHTE NPOIYKTH CE EKCKPETUPAT B
ypuHata. OCHOBHHTE MeTalo/IMTH ¢4 POIYKTHTE Ha CABOSBAHETO C [JIFOKYPOHOBATA U CAPHATA
KHCEJIHHA.

[To-manko ot 10% ot mapaueramona ce MeTaGOIM3UPAT YPE3 OKCHAALMA HA BUCOKO AKTHBHHA H
XENaToTOKCHIeH MeTa00NHT N-aleTuin-p-6eH30XUHOH UMUH. [Tpy HOpManHU YcnoBuUS TOBA
CBCOMHCHHE CE DEAYLHPA C yYACTHETO HA [IYTATHOH K NPOH3BOACTBOTO HA HETOKCHYEH [IEPHBAT.
ChCTOAHHA, BOASLUM 10 NOHIKEHO CHAGAABAHE C IIyTATHOH, KATO HEJIOXPAHBAHE, CHITbTCTBALIA
3a00N1ABaHNS, ATKOXONH3BM, TEHETHYHO IPEAPA3NONCKEHHE, KAKTO H APYTH JIEKAPCTBEHH IPOIYKTH,
MOJKE [a yCUJIAT XeNaTOTOKCUYHHTE e)eKTH Ha napaleTaMol.

[Icespoedenpun ce abcopbupa nobpe 0T CTOMAILHO-YPEBHUSA TPAKT, KATO JOCTHIA MAKCHMANTHH
Na3MEHH KOHLEHTpalyH cnep 1,5-2 yaca. E¢exTuTe ce nosBasar ciea He noseye oT 30 MUHYTH H ce
3aAbpKAT B IPOABDKEHHE Ha 4-6 vaca. Tz € 9-16 4. Exckpeunsta ce ochliecTssBa upes 6u6peunrte,
rnaBHO B HerpoMeHeH BHA. IIpu nepopanHo npunoxeHne Ha 12 yaca HUBOTO HA HACHIIIAHE Ce JOCTHra
B paMKHTE HA 6 OHH.

Hexcrpomeropdah ce abcopbupa nobpe 0T CTOMAIIHO-YPEBHUSA TPAKT, KATO JOCTHIA MAKCHMAJTHA
KOHUCHTpaliA B KpbBTa cnel 2-3 vaca. Jleiicteuero HacTenea cnen 15-30 MHHYTH W TpoaBIKaBa
3-6 yaca. Ty~ € 3-4 yaca.

[Tpy nepopanHo NPUIOKEHHE HEKCTPOMeTOpdaH ce ToAIara Ha HHTEH3IUBEH H 6hp3 Me




(CYD2D6) e ocHoBHMAT (akTOp, KOHTO NOBNIHABA HapMAKOKUHETHKATA Ha AeKCcTpoMeTopdan npH
XOOPOBOJILIM.

Iipeanonara ce, 4ye HMa pasNnU4HU HEHOTUIIOBE NPH TO3U OKCUAALIMOHEH NMPOLIEC, KOETO BOAM A0
MHOTO pa3iIM4yHa GpapMakOKHHETHKA NpH nanueHTHTe. HeMerabommupanuaT nekcrpomeTopdaH,
KaKTO U TPH OT HETOBUTEC ACMETUIHPaHH MopdUHAHOBH MeTabonutH — aekcTpopdan (M3BECTEH olle
kaTo 3-xHapokcu-N-MeTunMopdunan), 3-xuapokcHMoppHHaH U 3-MeTOKCHMOP)HHAH, CE OTKPHBAT B
YPHHATa KaTO KOHIOTUPaHW MPONYKTH.

HexcTpopdan, kolTo nposssABa U MPOTHBOKAULIEYHO ASHCTBUE € OCHOBHHAT METaOOMHT.
MeTabonu3MBT NpH HAKOH XOpa € 3a0aBeR U Nopaax TOBa HeMpoMeHeHaTa GopMa Ha
AeKCTpOMeTOopdaH npeobnanapa B KpbBTA U ypHHaTa. Tol ce eKCKpeTHpa OT OpraHH3Ma [NaBHo Noj
¢opmata Ha meTabonuTH. [Tony*HUBOTET € YABIKEH NPH AELA W NALMEHTH ¢ GE6peyHo yBpeXKaaHe.
[lonyxHBOTET € 5-8 yaca. [IpoTUBOKaWNTHYHOTO AeHCTBHE MpoabDKaBa 6 yaca.

HeictBrero Ha xnopdeHamuH 3anoura |15-30 MHHYTH ciien NPUAOKEHHETO H NPOABDKaBa 4-6uaca.
[TonyxusoTsT € NpubausuTenHo 20 yaca npy BE3pacTHHU. Toil Ce eKCKpeTHpa OT OPraHU3Ma IMABHO
mofl ¢opMaTa Ha MeTabonuTH. [1omyXHUBOTET € YABDKEH NPH AeLa U NAMEHTH ¢ 6B6peuHo

yBpeXXAaHe.

53 Ipeaknnnuyany naHHH 3a GezonacHoct

JIuncpat naHHM 38 KOMOMHHPAHUA JTEKAPCTBEH NPOAYKT.
JInncBaT KOHBEHILMOHANHY POYYBAHUA, U3MTOI3BALLH IIPHETUTE TIOHACTOAIIEM CTAHAAPTH 3a OLIEHKA
Ha peNpOAYKTHBHATA TOKCHYHOCT H TOKCHYHOCTTA 33 PasBUTHETO Ha MapaleTaMol.

6. PAPMAINIEBTHYHR TAHHHA
6.1 CnacuLK HA NTOMOIOHHTE BeleCTBA

AckopOHHOBA KHCEJIHHA
JIMMOHEHA KMCceNnHHAa
JIuMOHOB OBKyCHTEN (CHOBPXKA: NUMOHEH, LUTPaJl, IHHAIOO0M, MAITOAEKCTPUH (M3TOYHUK Ha
[IKKO34)

[TosrnoH

HatpHeB uuTpaT AXuapar
IlapeBu4HO HHILIECTE
CreapuHOBa KHCEIHHA
3axapo3a

Turanos auokcun (E171)
Kanuues pochar
Xunonunoro xuiro (E104)

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 roauHu

6.4 Crneunannn ycjioBHs Ha chxpaHeHne

Ha ce cpxpansea nox 25°C.




6.5 Bua ¥y cbaALPKAHHE HA ONAKOBKATA

6, 8 M 12 naMHHHpaHy calieTa OT XapTHA/TIONHEeTWICH/anyMUHHRIA/Cy pinuH (cMona-HoHoMep),
[OCTAaBEHH B KAPTOHEHA KYTHA.

6.6 CrhneuHaJaHyn npeaANA3HH MEPKHU NIPH H3XBLPAAHE H paboTa
Hsama criennaiHi H3HCKBAaHHA.

Heusnon3saHHAT IEKAPCTBEH NMPOAYKT WIH OTTIANBYHHTE MAaTEPHANH OT Hero TpaGBa Na ce WIXBBPIAT
B CbOTBETCTBHE C MECTHHTE H3UCKBAHHUS.

7. NIPHTEATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA
US Pharmacia Sp. z 0.0.

ul, Zigbicka 40, 50-507 Wroclaw, ITonma

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA
PerucrpauuoneH Ne 20200200

9. JATA HA ITBPBO PAZPELUABAHE/MIOAHOBABAHE HA PASPEUIEHHUETO 3A
YIIOTPEBA

Jata Ha mepBO paspemanane:; 20.10.2020
JlaTa Ha NOCNeNHO NOAHOBABAHE:

10. JATA HA AKTYAJIH3IUPAHE HA TEKCTA

10/2025
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