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1. HME HA JEKAPCTBEHHA NMPOAYKT _ % VY o
]Paspeweﬂue e f ‘g 5/ H”/7/ “r-
Hypoden Cronxonn 200 mg/30 mg namMBEpann TabaeTkn U 7 ﬂ‘ Zlm
Nurofen Stopcold 200 mg/30 mg film-coated tablets grtinape M e,
2. KAYECTBEH ¥ KOJTHUECTBEH ChCTAB
Beska ¢punMHpata TabneTka chXbpKA:
H6ynpoden (Ibuprofen) 200 mg
HcepnoedenpuHOB XUAPOXIOPHA 0 mg

{(Pseudoephedrine Hydrochloride)

ToMommH BemmecTBa ¢ H3BECTHO ACHCTBHE:

Harpnit: 1 rabnerxa cuabpka 6 mg Hatphii choTBeTcTBamO Ha 0,26 mmol

3a MIHEA COMCHK HA TIOMOIITHHTE BEINECTBA, BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA @OPMA

XKund, pUnMupan TabNeTKH ¢ HANEYATaH B YEPHO HACHTHOHUKALMOHEH 3HAK.
4. KJINMHHYHH JAHHH

4.1 TepaneBTHYHE HOKAIAHEA

3a obnexyaBaHe CHMOTOMHMTE NPH NIPOCTYJA M TPHI, CBBP3aHM C KOHIECTHS H BKmodpainy Gomkw,
rnasobonmue, (eGprnHTeT, 60NKY B rBPIOTO, 3aAYINEH HOC H OIIOKMPAHH CHHYCH.

4.2 Ho3HpPOBKS H HAYHE HA HPAIOKEHHE

CamMo 3a KpaTKOBpeMEHHA yrioTpeda.

HexenaHuTe peaku Morar fa GbIaT cBeicHH A0 MMHAMYM 4pe3 yriotpeba Ha Hali-HHCKaTa edeKTHBHA
Ji03a 3a Bh3MOKHO Hali-KpaTKo BpeMe, HeoGX0HMO 3a ORIAISBAHE HA CHMITTOMETE (BHX T.4.4).

Tpabea na ce nprnara BE3MOXKHO Hali-HHCKAaTa eEKTHRHA 038, 33 PE3MOKHO HAN-KPaTEK CPOK OT BpEMeE,
HeoGXO0MHM 3a olJleKuaBaHe H3 CHMITTOMMTE.

INamsenTsT TPAGBa Aa ce KOHCYNTHPA C JIEKap aK0 CHMITTOMMTE [PO/DKABAT WIH Ce RIOIIABAT WIH 8KO €
HeoO6X0MHMO MPHIIOKEHHE HAa MPOAYKTA B IPOXbIDKEHHE Ha noBeve ot 10 AHu.

03 BKa

IIpa BL3IpACTHH, DANHEHTH B CTAPYECK] BhLIpacT 4 Aena Haj 12 roxuun
ITepeonavanHara no3a e 2 Tabnerxu. Ciiell TORa, ako € HeoOX0AHMO, €THA HIH JBe TAONETKH Ha BCEKH 4
Yaca.

Ha ne ce mpuemat noeede ot 6 Tabnerku 3a nepxox ot 24 vaca.
Haii-HHcKkaTa edekTHBHA 1032 TPIOBA A4 Ce H3NON3BA 32 BH3MOKHO Hal-KPATKOTO B
obnekvarate Ha CHMITTOMHTE (BXK. Touxa 4.4).




Hauwn Ha npunoxeHve

3a nepopasiHO MPHAOKEHHE.

YepronpoGHo yspexnane: [IpenopraHTenHo e Aa ce Haﬁmonaaa yepHoapoOHaTa Qyrkumn. [IpoAYKTET He
TpAOBa 13 CE H3MON3BA IIPH TeXKKA YEPHOAPOOHA HEAOCTATHYHOCT (BIDK T. 4.3 1 4.4).

Bu6peuno yapexnane; IIpenopbunrento e na ce vabmopasa 6n6peunara ¢pyrkipa. [IpoxyxTeT Be Tpabea
13 C¢ H3MO3BA NPH Texka 6x0peuna HeOCTATHYHOCT (BIDK T. 4.3 H 4.4).

IeanaTpR¥aa DONYJIARHS
He ce nprnara npu aena noa 12 roguHy.

IIANHEHTH B CTAPYECKA BH3PACT

3a NAUMEHTH B CTapyecKa BE3PAcT HE CE H3UCKBA NPOMAHA Ha O3HPOBKaTa. Brnpexu ToBa ce npenopsisa
npocieassade Ha OuOpeuHaTa H depHOApOOHATA (YHKIMA W NOBHIICHO BHAMAHHE 8KO HMA CEPHO3MH
HApyHICHHS.

4.3 IpoTapONOKA3ANES

*  CepbxvyBCcTBHTENIHOCT KbM uOynpoden, mncesnoedeApUH WIH HSKOd OT
CBCTABKHTE HA MPOAYKTA.

*  [laumenTH ¢ aHAMHE3A 34 PEAKITHM HA CBPBXYYBCTBHTEIHOCT (HAITP. ACTMA, PHHMT,

aHTHOECNIEM WIH YPTHKApHA), CBBP3aHH ¢ HOynpodeH, aneTWiCanHilHIOBa
KHCE/THHA HITH APYTH HECTEPOHIHH IPOTHBOBB3NATHTETHH NIEKAPCTRA.

* HanvuMe WIH JaHHM B AHAMHE3aTd 334 PEKYPEHTHA NENITHYHA S3B4/KPbBOUIHB
(aBa HIH NOBEYE OTHET/IMBH €NIH3042 HA AOKA3aHA Y/Illepaliis WiH KbpBEHe).

" AHaMHe3a 33 CTOMAIUHO-YPECBEH KPLBOWWIMB WIH nepdopais, CBBP3aHH C
npemuHa ynorpeba na HCTIBC.

= Texxa cnpaeuna HepocTtaTbudHoeT (NYHA Knac IV) HaM KapAHOBACKYNAPHH
3a00NnABaHNA, BIIOMHTEHO XMITEPTOHKA (BInK T.4.4), .

» Br6peuna HEAOCTATHYHOCT WIH YEPHOAPOOHA HEAOCTATHEYHOCT (BHK T. 4.4).
®=  BpemenHoCT (BHX T. 4.6).

»  Taxuxapnus

®* AHTMHAA NEKTOpHC

=  3axapeH nuaber

= DeOoXpOMOLMTOM

*  XHnepTHpeoHaH3EM

®* Tscho BreHA raykoMa

* YBelIHdYeHHe Ha MpocTaTara




®  Texxko 6x0peuHo yBpexkaane

*  Uuxuburopn Ha MoHoamHHOOKeHaa3za (MAOH), kakTo H B paMKkuTe HA 14 gHM OT
CITHpAHE HA Jie4eHueTo (BiK T. 4.5)

®  Bera-GnokepH (Bik T. 4.5)
=  He ce npruiara npm gena nop 12 roausm.
44 CrennajBR npeaynpexaesus g NpeANa3HH MEPKHE OpH ynoTpeba

Heyupoden:

HexeaHHWTe IEKAPCTBCHH PeaKIMH MOraT Aa ObAaT HAMANICHH KATO 38 KOHTPOMpaHe Ha CHMITTOMHTE &
ynoTpe6GsBa BE3MOXKHO Hali-HICKATA eeKTHBHA /1032 33 BE3MOKHO Hali-KPATHK CPOK OT BpeMe (BHXTe N0~
JONY NOCOYEHHTE FacTPO-HHTECTHHAIHH H ChPAEYHO-ChAOBH PHCKOBE).

Tlpn nmatmeHTH B cTapdecka BR3PACT HMa NOBHINEHA YECTOTA HA HEXKEIAHM JICKAPCTBCHH PEaKiyH OT
HCTIBC, ocobeno croMammo-4peBeH KPbBOHAIME WM nepdopaiid, KOHTO MOraT Aa OBAAT darantm.

PecnmpaTopan: Mozke na ce npeAn3BHKa GPOHXOCTAZBM NPH GOMTHA, CTPAJALIY HITH ¢ JAHHHA B AHAMHE3ATA
3a OpoHXMaNHa acTMa WIH aNleprHdHK 3a00naBaHuA.

Apyra HCTIBC: EannospemenHata ynotpe6a Ha Hypoden Cronkxona ¢ apyrsn HCIIBC, pxmoudTenHo
CEJICKTHBHH HHXHOHTOPHM Ha IMKNOOKCHreHasa-2 TpalBa aa ce u3bsrea (BK T. 4.5).

CJIE u cMeceHH CheARNNTEIHO-THEANHY 3a6onuBanas: CHCTEMEH JIYITYC EPHTEMATO3YC H IIPH TE3H ChC
CMECEHH CHEIHHATEIHO-THKAHHH 3a60N1BanMy — NOBHIIEH PHCK OT aceTH4eH MeHHHTHT (BHX 1.4.8).

BrnOpeann: BpOpedHo yepexaane, Tol Karo e BEaMOXKHO OnOpeunata dyHKums Aa Ob/ie JOMMIHHTENHO
BiIolleHa (BiK T. 4.3 U 1.4.8).

ComecTyBa pHck ot Gn6peuro yBpexaate npH ZeXWIpaTHPaHH JeLa H IOHOMH.
Yeproapobun: Yepnonpobua puchynkums (oK T. 4.3 1 1.4.8).

Crpaeuno-CHA0BE H MO3LIHO-CHL/OBH eeKTH:
Jla ce M3NoM3Ba ¢ BHHMMaHHE TP MALHEHTH CHC CHPACYHH 3a00/ABAHAA NOPANH HEKEIAHH CHpACHHO-
CHAOBH eEKTH CHC CHMIATHKOMHMETHIIH KaTo ncepnoedenpuH (K 1.4.8).

Heobxomumo e noeHineno sHuManue (06¢HAaHe ¢ TEKap WM (hapMaLCBT) Mpe/H 3anoYBaHe Ha NedeHHe
TIpH NALHEHTH ¢ aHAMHE3a 38 XMNEPTOHHA W/HWIH CHPAEYHA HEAOCTATEYHOCT, Thit KATO HMA ChobImenHs 3a
3A/[PBKKA HA TEHHOCTH, NOBHIICHO APTEPHATIHO HANIAraHE M OTOK, CBBp3alH ¢ nedennero ¢ HCIIBC.

KnMHHYHMTE NpoyvBaHUA NOKA3BAT, Y€ ynoTpeGara Ha HOynpodeH, ocobeHo BB BUCOKH JI03H (2400
mg/neH) Moxe a Gbe CBLp3aHa C JIEKO YBeJMUeH PHCK OT apTepHAIHH TPOMOOTHUHH CHORTHA (Hanp.
MHOKAap/eH HHGAapKT unu uucynT). Kato ugno, enMaeMHONOrHEYHMTE H3CAEABAHNA He NIOKA3BAT, de
HHCKHTE J03H HOynpoden (Hanp. < 1200 mg/neH) ca cBBp3aHM ¢ yBenu4eH PHCK OT apTEPHATHH
TpoMGOTHYHE CHLOHTHA.

[TauMeHTH ¢ HEKOHTPOIMpPaHA XHIIEPTOHHMS, 3acTOHHA ChpAcHHA HeaocTaThYHocT (NYHA II-1I0),

YCTaHOBEHA HCXeMHYHA GosecT Ha ChpIeTO, neprdepHa apTepraTHa 6OMCCT H/HITH MOZBIHO-CEI0BA
Gonect morar aa 6nAaT NeKyBaHH ¢ HOYNIpodien camo ciiefi BHHMATENHO 0OMH
(2400 mg/nen) Tpataa jJa ce usbsrear.




Crinio Taka e HeO6XOIHMO BHHMATETHO OOMMCIIsIHE NIPpeay 3ano4YBaHe Ha MPOTKDKHTEIHO ICYCHHE Ha
MIALHEHTH ¢ PHCKOBH (PAKTOPH 38 ChpACYHO-CBAOBH CHOMTHA (HAIP. XHICPTOHHSA, XHIICPITHITHACMHA,
3axapeH Auaber, nymeHe), 0cOGEHO aKo ca HeoGXxoauMH BUCOKH 1034 (2400 mg/nen).

¥epenen depraanTeT nps xemm: HMa jaHHm, uwe JexapcTBaTa, KOMTO MNOTHCKAT IMKJIO-
OKCHTeHa3a/MpOCTarIaHAHHOBATA CHHTE3a MOXKE Ad NPUYHHAT YBpexkaaHe Ha GepTHIHTETa TPH XKEHH Ype3
NOBANABaHE Ha oBynaumaTa. TosH edekT e oGpaTHM ¢ NpeycTaHOBABaHe Ha JedeHMero. Buxre 1.4.6

OTHOCHO 7KEHCKHA (epTHNHTET.

Cromamnc-apesan: HCIIBC Ttpabsa na ce mpwiaraT BHHMATENIHO APH TNAINMEHTH ¢ AHAMHE3a 3a
CTOMALIHO-4YpeBHH 3300mABaHNA (YILepo3eH konut, Gonect Ha KpoH), Thil kaTo Te3n 3abonapaHua MOKe
aa ce obocTpaT (BIXK T.4.8).

Ilo Bcsko Bpeme Ha Neuenuero ¢ HCIIBC Moke Na BL3HHKHE KPhBOMIHB OT CTOMAITHO-YPCBHMA TPAKT,

A3B4 HIH Tiepdopauma, cb¢ HIH Ge3 NpeyNpPeAMTEIHH MPH3HAL HIH AHAMHE3A 32 TIPEAHIIHH CCPHOIHH
CTOMAIITHO-4PEBHH CHOHTHAL.

PHCKBT OT CTOMAIIHO-YpEBHH KPLBOMAIHEH, 1384 WIH nepdopalds € no-BHCOK NMpH ynoTpeda Ha mo-
sucokH o3 HCIIBC, npu nammeHTH ¢ aHaMHe3a 3a 1384, 0COOEHO ¢ YCNIOKHEHHA OT KPBBOH3/IMB WIH

nepdopauus (Biok T. 4.3), KAKTO H IIpH NALMEHTH B HANPEAHana pu3pacT. Taxuea nmaipenT™ Tpabea Aa
3AMOYBAT JICHCHHETO ¢ Hali-HHCKATA Bh3MOKHA 1034,

INapenTuTe ¢ aHAMHE3a 33 CTOMAIIHO-IPEBHA TOKCHYHOCT, 0CO0EHO B HATIpeZHANA BE3pacT, Tpabea na
cpobmaBar Bceks HeoOMuaeH aGaOMHMHAnEH CHMIITOM (0COOCHO CTOMAINHO-YPEBHO-KLPBEHE) M MO-
CIICIMANHO B HAYATHHTE CTAIHH HA JIEICHHE,

Baimanue ce H3HCKBa IpH MallHCHTH, NOAYYasallld €¢AHOBPEMCHHO JICKap<CTsa, KOHTC Ouxa YBERHYHITH

PHCKA OT A38a M KPHBOHIIMB, KATO TIEPOPAHA KOPTHKOCTEPOHIH, AHTHKOAYIAHTH KaTO BaphapHH, Win
aHTHATPETHPAIIH CPEACTBA KaTO allETHICATHIIOBATA KHCeIHHA (BIDK T.4.5).

IIpu mogBa Ha KPBBOMIITHB OT CTOMAINHO-YPEBHHA TPAKT HiH A3BA JICUSHHETO TpAGBA Ja ¢e MPeyCTAHOBM.

TexkKE KOKHEH PeaKnEn;

BuiMOKHA € MOABa Ha TEXKKH KOKHH PEAKLMH, KATO OCTPa EHEPAJH3NpaHa eK3aHTeMaTOo3Ha MycTyno3a
(AGEP), npu nponyxTu, chaspkamy ubynpoden M ncepnoedeapun. Muoro paako ce cnobmasa 3a
CEPHO3HH KOXKHH peakiMH, HIKOH ¢ ¢aTaneH H3XoJ, B TOBa YHIO eKC(HOIHATHBEH IEPMATHT, CHHAPOM Ha
CpBbHC—]KOHCHH H TOKCHYHA CITHAEPMATHA HeKponusa, npH ynotpebara Ha HCIIBC (g T. 4.8). Tosu
PHCK € HAH-BHCOK B Ha4aqoTO HA JICYCHHETO: NMOBEYETO CIyYaH ca HabmonaBaHH B ITBPBHA Mecell Ha
npuwioxenue. Ynorpebara Ha Hypoden Cronkonn TpaGea fa ce NpeycTaHOBH OINE IIPH MTHPRATA MOABA HA
KOMKeH OOpMB, NE3HH Ha MYKO3aT2 HITH HAKAKBB APYT CHMITOM Ha CBPBLXYYBCTBHTETHOCT.

Mackepane HA CHMOTOMHETE HA HOLICKAMETE HRGeKINE:

Hypoden Cromkona Moxe ja MacCKHpa CHMITTOMHTE Ha MH(eKLIH, KOETO MOXe Aa AoBee Ao 3abaBiHe Ha
3aM04YBaHE HA NIOIXOAANIO JIEYESHHE K I10 TOZH HAYMH /1A BJIOIIH W3X0Aa oT nadexuusta. Toea ce Habmoznasa
npH GaKrepHanHa NMHEBMOHHS, NPUACOHTA B 0OLECTBOTO, KAKTO H MpH GaKTepHAIHMTE YCJIOXKHEHHA Ha
sapuiiena. Korato Hypoden Cronkona ce npunara 3a JledeHHWe Ha TOBMIICHA TEMNEPaTypa WIH 3a
obnexuapane Ha GonkaTa BEB BpE3Ka ¢ HH(exumd, ce npenopbusa Habmogenuwe Ha HHpexumuaTa. Ilpn
H3BBHOONHHIHH YCIOBHA MALMEHTHT TPAOBA 2 C& KOHCYJITHPA C JIEKap, ako CHMITTOMHTE NEPCHCTHPAT
HJIH C€ BIIOINABAT.

Iicennoedenpun:
Jla ce ChXpaHABa HA HEJIOCTHITHO 38 AeLIA MACTO.




H3nckpa c¢ BHMMaHHe 1NIpH NAIMEHTH C OKTY3HBHA ChIOBa fomecT.

Ynorpebara Ha ncepacepenpun TpaGea za Geae NpeycTaHOBEHA AKO CE€ NOABST HAKOH OT CIEAHMTE
CHMIITOMM.:

- XamoMHaIH9

- besnokoficTeo

- Hapymenus na cens

Benpexkn Ye nceBljoedeNpHH NPAKTHYECKH HAMA BasONPecOpeH edeXT MPH NALUMEHTH ¢ HOPMAIHO
apTepHATHO HANSTaHe, TO3H JIEKAPCTBEH MPOAYKT TpAOBa ga Mpwiara ¢ BHHMAaHHEC NpH NALHEHTH
npHeMalii aHTHXHIIEPTCH3ABHE NIEKapCTBa, TPHIHKIHYHE AHTHACTIPECAHTH, APYTH CHMNATOMAMETHIHH
CPEACTBA, KATO ACKOHIeCTAHTH, NOTHCKAUNH aNleTHTa JIEKapcTRa H aM(peTaMHH-11I0J00HH NCHXOCTHMYIAHTH
(Bik T. 4.5). EdexiT oT eHOKpaTHA 1032 BBPXY APTEPHAIHOTO HANATAHE [IPH TAKMBA NALMEHTH TpAGBa
Aa ce HabmoAaBa IpeH fla ce MPHIOCKM CIENBAIA 1032 H A3 NPOXKDKK JeueHHeTo 563 NOMIHMTEIHO
npocneassaHe. Kakro npH BCHUKM JpyTH CHMNATOMMMETWMHHM CPE/ACTBA, HEOGXONHMO € NOBHINEHO
BHHMaHHE NPH CBPLXBH30YIHMOCT, NAIMEHTH ¢ MOBHINEHO BLTPEOYHO HANATAHE HIH YBEIHUEHHS Ha

npocTara,
HeobxomuMo € BHHMAHHE TIPH YMEPEHO 10 TeXKO GEOpedHO yBpexkane.

CXEMWYEH KOIIHT
Crolwienu ca ciyyan Ha HCXeMHYEH KOJIMT NpH yniotpefa Ha ncesfoedeapuH. Ako ce HOSBH BHE3amHa
KOpeMHa 00JKa, peKTaIHO KbPBEHE HIH APYTH CHMIITOMH Ha HCXEMHYEH KOJIMT, Tps6Ba A3 ce IPeYCTaHOBY
NPHEMBT Ha NCEBACSPEAPHH H Aa C€ NNOTHPCH KOHCYTALHS C JieKap.

HexeMuHa ONTHYHA HEBPONATHA

IlonyyeHr ca CHOGIIEHMA 33 CJIY¥aH HAa HCXEMHYHA ONTHYHA HEBPONIATHA NpH NCEBROChEAPHH.
Icernoedenpun TpaGea na ce MPEKpaTH, ako Ce MOABM BHE3amHa 3ary0a HA 3pecHHe HIH HaMaleHHe Ha
3PUTEIHATA OCTPOTR, KATO CKOTOMA.

IpenynpesaeHne 3a CNOPTHCTH
CnoprHcTHTe Tpa6Ba 1a 6hAAT yBEAOMEHH, Ue ncesnoedeNpuH MOKE Aa JOBEAE 0 TIOMOKHTEICH RONHHE
TeCT.

4.5 BaamMojeiicTBHE ¢ APYTH NEKAPCTBEHH NPOIYKT H APYrH $OPMA HA B3aEMoielcTEHe
To3n npoayxr ne Tpabsa fAa ce H3mOIIBA B KOMOAHANES C:

AUCTHICATHIH/IOBA KHCeIRHES (HECKH J03H):

EanoBpeMennara ynorpeba Ha HOYTIpodeH H aUETHICANTHIMIOBA KHCETHHA He CE TIPENopbIBa Nopaiu
BB3MOMKHOCTTA 3a NOBHIIABAHE HA HEKEIAHHTE PEAKLMN.

ExcnepHMeHTaHH JaHHH MOKas3BaT, 4¢ HOyrpodeH MoXke KOHKYPEHTHO Jia TIOTHCHE eeKTa Ha HHCKHTe
JI03M ALCTHICATHIWIOBA KHCEIHHA BEPXY TPOMOOLMTHATA arperanus, KOraTo ¢¢ NpHIaraT eAHOBPEMEHHO,
Buipeku ue MMa HECHTYPHOCT NPH SKCTPANOALHMA HA TE3H JAHHH OT KJIIMHHMHH CITy4aH, He MOMKe Ja ce
H3KIIOYH  BB3MOKHOCTT2 PEAOBHHA, NPOALIDKHTENCH TnpHeM Ha HOynpodeH A2 HAMamH
KAPAHOTNIDOTEKTHBHIA ¢(eKT Ha HMCKH AO3H alleTHICANIHWioBa KHcennHa. He e BBIMOXKHO ja ce
HabmoznaBa KIHHHYHO 3HAUHM edeKT IpH HepenopHa ynorpeba Ha HOynpoden (K T. 5.1)

Apyra HCTIBC, sxai09HTeNHO CeIEKTHBHE HHXBOHNTODH HA NHKIOOKCHICHS
€AHOBpPeMEHHATa ynotpeba Ha e WiH woseue HCIIBC, Thii kaTo ToBa MOXe
Ha HeKeNaHHTe edekTH (ByK T.4.4).




MAO-nnxubuTopH Wwnn obpatiMu MHXHOGHTOpH Ha MOHOaMHMHOOKCHAA3aTa (RIMAs) (BxmouMTenHO
MoknoGemun): He TpsaCRa Aa ce JaBa Ha NALMEHTH JeKyBanH ¢ MAO-MHXHOHTOPH BKMIOYHTEHO PAMKHTE
Ha 14 JHM OT CITHPaHe Ha JIEYEHHETO: NOBHIIEH PHCK OT XHTICPTOHHYHA Xpi3a (BIk T1.4.4)

To3m npoaykT TpuOBA A8 c¢ R3MO/I3BA BHHMATE/IHO B KOMOEBanud ¢;
Antaxoaryaantn: HCTIBC 3acunbar edekra Ha aHTHKOAry/lanTH Kato sapdapHH (Bmk 1.4.4).

AHTEXHIIEPTCHINBHE JeKAPCTBeRH DPoAYKTH (BKMouaTe R0 ACE nuaxubHTOpH, AHTATONNCTH Ha
anruorem3an-Il, pxiwuHTeNHC 6nOKepEm HA agpedwepraumEETe HesponE i Gera-Giokepn) u
AHYpeTHOH:

Ieesnoedenpuer Moxke fa OGnokupa aHTHxunepresushoro fAeiicrene. HCIIBC moxe A2 RoHIDKAT
edekra Ha Tean nekapcTeenH mpoxykt. [Ipn HAKOH NalHenTH ¢ xoMIpoMeTHpaHa 6u0peuna dyHkMs
(BexXuapaTHPAHM HIH B CTAPUECKA BB3PACT C yBpeaeHa GuGpeuna (yHKINA) ¢AHOBPEMEHHOTO PHIIOKEHHE
Ha ACE nrxubHTopn, Geta-6nokepy Wik aHTAroHHCTH Ha anrnoteH3un-11 ¢ nexapeTsa, KouTo HHXHOHpAT
IHKIOOKCHTEHA3aTa MoOke JAa AOBSAE AC JONMBIHMTENHO BiIomapaHe Ha OnOpednara ¢yHkims,
BRITIOYMTENIHO OCTpa OBOpedYHa HeNOCTATHUHOCT, Koero oOHKkHOBeno e obparumo. CnezosarenHo
KOMGHHauuATAa TpAOBa Na ce mpwiara BHUMATENHO, 0co0eHO NPH MALHEHTH B CTApPueCKA BH3pacT.
TamumenTrre TpaGBa Aa Ca aAEKBATHO XHAPATHPAHH H A4 c¢ OOMHUCIH HeOGXOHMOCTTa OT MPOCHe/ABAHE
Ha 6n6peunara (yHKIMA B HAYANOTO HA KOMOHMHHPAHOTO JieUeHHEe H IEPHOAHIHO cnez ToBa. JiHyperuumTe
MOTAT fa IOBMIBAT pHcKa OT HeppoToxcHaHocT Ha HCTIBC.

Koprakocrepounn: [TOBHIIEH PHCK OT CTOMAINHO-YPEBHHM A38H W KPBBOMIHBH (BHXK T. 4.4).

AHTHACPEraHTH H Ce/IeKTHBHE HHXHGHTOPE HAa OGpPATHOTO 3axsamane Ha ceporomsHa (SSRI):
[loBuleH PHCK OT CTOMALIHO-YPEBHH KPEBOHIIHEH (BIXK T.4.4).

Copaeunn rnaxoasaw: HCIIBC morar ga ofocTpar ChpASYHATA HENOCTATHYHOCT, A3 HAMANAT
FNIOMEepY/HATA QHITPALMA H [a [OBHINAT IU1a3MCHHTE HHBA HA IHKO3HAMTe. CHMIATHKOMMMETHIIH KATO
ncesaoedeNpHH MOTaT Ia IOBHILAT PHCKA OT APHTMMA.

JInTmii: Hma aaHHn 33 IOTEHIMANHO YBE/IHYABAHE HA TIA3MEHHTE HHBA HA JTHTHIL

Merorpexcar: Fima faHHM 2a NOTEHLHATHO yBE1HYARAHE HA TUIA3MEHHTE HUBA HA METOTPEKCAT.

Hanocnopnn: IloBuimen pHCK OT HEQPOTOKCHHHOCT.

Maugenpucron: HCIIBC ne Tpa6sa na ce npuemar no 8-12 juu cies npunoxenne na MHGENPHCTOH, T
kato HCTIBC morar aa HamManst edexra Ha MHGETPHCTON.

Taxponumye: Brsmoxked e moemmeH puck or Hedporokcuusoct koraro HCIIBC ce npsnarar c
TaKPOJIHMYC.

3unopynmn: [loBUIMEH PHCK OT XeMATONOTHYHA TOKCHYHOCT TP eAHOBpeMeHHO jeuenue ¢ HCIIBC u
3U00ByAHH. FIMA faHHM 32 yPenHuYeH PHCK OT XeMmaprpo3a H XeMaromH npu HIV(+) xemodmnuum,
TPOBeX ALK €AHOBPEMEHHO NeveHHe ¢ HOynpoden u 3UN0BY AHH

XAnoIOBOBH ARTROHOTANN. JaHHU OT NpOydBaHMA BEPXY KHUBOTHH nokaseaT, ywe HCIIBC morar na
TOBHIIAT PHCKA OT KOHBYJICHH, CBBP3aHH ¢ XHHONOHOBHTE aHTHOHOTHUN. [Taumermn npuemamy HCTIBC
H XHHOJIOHH Ca H3JIOACHH HE MOBHIUCH PHCK OT IOABE Ha KOHBYJICHH.

Epro-anxanosin (eproraMHHE H METHCEPIHA); OBHILEH PHCK OT EProTHIBM.
MoTacKkamE AISTHTA JCKAPCTEA H AMPETAMHE-NIONOOHE NCHXOCTRMYIA




JpyrR CHMOATOMHMETHYHH CPeACTBA, KATO JAEKOHIeCTAHTH: NCceBfoe(hepHH MOXE 14 MOTEHUHpa
edexra Ha Te3u nexapcTra.

OXCETONHE: PHCK OT XHNICPTEH3HA.

ANTHXOJHHEPrEYHE B TPRNMKINTHETE AHTHICNPECANTH: 38CHICH SPEKT HA AHTHXOIHHEPIHIMTE MO
TO3H HA4H yBEIHYARA PHCKA OT XHIICPTOHHS.

I'BaBeTHAHNA, pe3ePIAE H METIIAONA: ePEKTHET HA NceBaoeheApPHHA MOXKE ia CE HAMAIH,
4.6 DepTRARTET, OpeMEHHOCT H KbhpMeHe
bpeMeHHOCT:

MHoro pagko ce choOimaba 3a AedeKTH TpH 3aTBapAHE HA KOpEMHATa CTeHa (TacTPOIIM3HC) NpH
HOBOPO/ICHH CJie/| IEKAPCTEEHA eKCIIO3UIIMA M0 BPEME Ha ITHPBHA TpUMeCTHP. JIeKapCTBEHAAT MPOAYKT He
Tpabea Aa ce npunara npu GPeMEHHOCT.

JIakTanHE B KhpMeHe:

To3u npomykT He Tpa6Ba Aa ce M3NMON3BA N0 BPEME HA JIAKTALMA H KbpMeHe, Tl karo HOynpodena u
ncepnoedepHHa ce eKCKpeTHpa B MaHuMHOTO MIKO. Bhipexn ToBa edeKTHTE BHPXY KEpPMAUETATa ca
MAJIKO BEPOATHH.,

Hbynpoden :
HbynpodeH npeMiHaBa B HUCKH KOJIHUECTBA B KEPMATA H € MaJIKO BEPOATHO 12 HMa BPeTHH ¢(EeKTH BEPXY
KBpMa4eTo.

Icesncedenpnn

IlcepnoedenpHH ce eKCKpeTHpa B MHOTO HHCKH KOJIHYECTBA B KBPMATa, HO e()eKTBT OT TOBA BBLPXY
KbPMAUeTO HE € H3BeCTeH. YcTaHoBeHO € ue 0.5% 1o 0.7% oT exHOKpATHATA J03a NMPHETA OT MaiKara ce
OTACHIA B KhpMaTa 40 24 yaca.

PeprRIATeT:

HMa W3BECTHH AaHHH, Y€ JICKAPCTBATA, KOMTO HHXHOHpAT LHMKIIO-OKCHIeHA3HATa/

NPOCTArTIAHAMHOBA CHHTE3a MOXKE Ja IIPE/IM3BHKAT YBPEkKAaHe Ha XeHCKHA GepTrmHTeT upes Be3felicTBHe
BBpXY OBynaumaTa. Tosu edekt e obpaTiM ciien NpeKpaTABaHE HA JICHCHHETO. (BIDK T. 4.4).

4.7 EdexTr BLpXy cnoco0HOCTTA 32 modHpaAHE H paboTa ¢ MAIIHEH

Héynpoden
He ce 04aKBAT TAKHBA B NPENOPLYAHHTE 03H U NPOAB/UKHTENHOCT HA JICHCHHE.,

Hcepnoedenpun
Hama nasaum.

4.8 Hexenanu nexapeTBeHE PeAKIHE

CnHCHLKET Ha HeXKeNaHH NEKAPCTBEHH peakItH NMO-0MY Ce OTHACA 33 KPATKOCpouHa ynorpeba Ha




xaro ncesnoedenpuH. JIOMBIHHTENHH HeXKeNaHH PEAKIHH MOTaT Aa ce HAOMONaBaT PH ABATOCPOUHO
JiedeHHe HA XPOHUYHH CBCTOSHHA.

BB3MOXXHMTE HEKEAHH JIEKAPCTBEHH PEAKIH, KOHTO Ce NPOABABAT NpH HOYNpodeH H
CHMIATHKOMHMETHIIH KaTO NceBnoedepHH ca MpencTaBeHH NO-A0My, rPYNHPaHH 110 CHCTEMAa-OpraH
KNac KNacH(HKALMATA H YeCTOTA.

YecroTaTa ce onpezens kakTo caenpa: Muoro yectn (>1/10); Yectn (1/100 e <1/10); Hegectn
(=1/1,000 no <1/100); Peaxu (=1/10,000 no <1/1,000); Muoro peaxu (<1/10,000); ¢ HeH3BecTHa JecTOTa
(oT HanMUHMTE NAHHH He MOke 1a Ob/ie HampaBseHa onleHKa). B oTneHITE rpyTiH MO Y€CTOTa HEKeNRHHTE
PEAKIMH Ca NPEACTABEHH B HH3XOMAM pe]l CIOpe/] CTEMEeHTa Ha CepHO3HOCT,

Heskenanure peakipau ca NpeaHMHO 3aBUCHMH OT [03aTa, 0CO0EHO PHCKA OT NOSBA HA CTOMAIIHO-YPEBHO

KBbpBEHE, KOHTO € 3aBHCHM OT J030BATA TPaHHIA H MPOOB/DKHTEITHOCTTA HA NEMECHHETO.

HexenaHMTe peakilHH ca ro-peAKH IPH MAKCHMAIIHA JHEBHA Ao3a a0 1200 mg.

Tatnoa Ha HEKXEIAHATE PEAKIHA

CHcTeMa-opran kiaac | Yecrora Heakelans peAKIHE
Hapymenus Ha | Muoro peaku | Hapymenus na xemonoesara®!
KpEBTa H JHM{Hara
CHCTEMA
Hemssectna | TpomGoumuToneHHa®
YeCToTa
Hapymexns Ha | Hegectn CBpEX4YYBCTBHTEHOCT BKTIOUBAINA YPTHKADHS' H
HMYHHATA CHCTEMA npypuryc
MHoro peaxy | TexXkn peakilid Ha  CBPBXUYBCTBHTEIIHOCT
BKJIOYBALH OTOK Ha JNHLIETO, €3MKAa H JIAPHHKCA,
3ayX, TAXHKADIMS, XHMIIOTeH3Hs, (aHadHIakcHus,
AHTHOEZIEM HIH TEKBK oK) 2.
Hapymenus Ha | Hemseectna | XKamna®
MeTabonuima H | gecToTa
XpaHEHHST2
Teuxuaau HeussectHa | AHopexcHs  HeBposa, 3abmyna®,  Geacphme’,
HApyLICHHA 4yecTora TPEBOKHOCT, BE30y/a, XamouuHauuH (ocobeHo mpH
Aeua)®, MOATHCHATOCT’, HECTIOKOWHOCT
HapymeHus Ha | Heuectn Inaso6onue®, 3amasnoct®, pemop®
HepPBHATA CHCTEMA Muoro peaxu | Acerrmuden MenmHIHT ™
CrpaeqHn HemspecTna CrpaeyuHa HEAOCTATEUHOCT H OTOUH™, TAXHKAp/HA®,
HApYIIeHHs apTMHA®, NANNMTAUHH®, TpeKopaHaTHa Somka®
CobnopH Hapymenns | HeuspectHa AprepHanHa XHIepToHns
"ecToTa
Pecmipatopam, Heuspectsa PeaXTHBHOCT Ha NHXATENHHTE ITETHIOA BKIIOYBALITH
IPBIHA H | yecToTA acTMa®, GpOHXOCNA3EM® WIH 3aTPy/HEHO AuinaHe™
MCOHACTHHAITHH
HapylIeHHA
Cromamno- 4pesHu | Hedectn Kopemna Gonka®, ragene™ n aucnencua™
HapylIeHHs Penxu Juapus®,  ¢naTynenuus®,  KOHCTHIALMS" W
NOBpHIIaHe™
Muoro peagn | [fenTuna a3Bat,
TACTPOHHTECTHRAIICH




XeMaTeMe3a®, yiiepo3eH CTOMATHT', FacTpHT,
oBocTpaHe Ha KonuT H Gonect Ha Kpon®’

C Heuzpecta

Hewussectna Cyxora B ycTaTa
4eCcToTa HcxemuueH KOIHT
Xenaro-OMnuapHu Muoro peakn | YepHoapoOHo yBpexkaane®
HAPYIICHHS
Hapymesus a Hemssecna | Xunepxmaposza®
YecTOTa
KOxaTa M noaxoxHata | HeuectH Koxu o6pHBH™
TBKAH Msuoro penxu | BynosHn  peakimmu®, BKMIOUBAINMM CHHAPOM Ha

Cruepuc-JIKOHCEH®, epuTemMa MynTHDOpME® H
TOKCHYHA CMHICPMATHA HEKPOIH3a™

JlexapcrBeHa peakiys ¢ eo3HHOQIIHA H CHCTEMHH

4ecToTa cummromu (DRESS carppom)
OcTpa reHepanH3HpaHa eK3aHTEMaTO3Ha IMyCTy/03a
(AGEP)
Peakipiv Ha GOTOMYBCTBHTENHOCT
Myckyno-ckenerin u | HewssectHa Myckymna craboct’
CHEAHHUTENHO- YeCcToTa
THKAHHH HapYINeHHs
Hapymenus na | Muoro peakn | Octpa 6u6peuna HenocraTbunocT
616penuTe H
TIMKOYHHTE ITHTHINA
Heussectna | Peremus Ha ypuna®, mmypns®
9ecToTa
Obmn Hapymenns u | HeuspectHa PasnipasupTentoct’
HapymeHHa H edeKkTH | decToTa
Ha  MACTOTC  Ha
HIIOXKEHHE
Hacnenpanus Muoro penxe | [loHwkeHn HMBa Ha XeMoroOHHA"
Hapymenus Ha ounre | HenssectHa HexemuuHa ONTHYHA HEBPONMATHA
4ecToTa
* U6ynpodpen ‘Tlcenmoedenpun

Onecanne na onpenesieHH HEKENAHHE PeAKHHE

! TIpumepHTe BKIIOUBAT AHEMMA, EBKONEHHA, TPOMOOLMTONCHMs, TAHLMTONEHMS, ArPaHYMOIHMTO3.,
[TspauTe NMpH3HALK ca TEMIEPATYpa, GONKH B IBPIOTO, NOBBPXHOCTHH A3BH M0 YCTATa, IPHNON0A0OHH

CHMITTOMH, CHIHA OTNANHANOCT, KPBBOHIITHBH OT HOCA B 11O KOKATA.

? JloknafBaHUTE peakuM HA CBPBXUYBCTBHTETHOCT NPH JIEYeHHE ¢ HGYNpodeH e OTHACAT A0:
(a) necnemuHIAN aNEPIAYHH PEAKLHH, eMHMYHM CITyUaH HA AaHAPWIAKCHS,

(6) noBHilleHa PEAKTHBHOCT HA PECTIMPATOPHHA TPAKT, OTHACHI C€ OO aCTMA M RJIOINABaHeTo i,

O6poHXocnia3bM, HiH 38AYX;

(B) pa3HOBHAHH KOXHH MPOABH, BKIIOUHTENHO OGPHBH OT Pa3NHYEH THIL, IPYPHTYC, YPTHKAPHS, MypIIypa,
AHTHOEZIeMa H MHOTO PAAKO eKchONHaTHBHH H GYNIO3HH J€pMATO3H (BKIOYHTENHO TOKCHIHA EMMACPMATHA

HeKposn3a, CHHpoM Ha CTHBBHC-J[KOHCEH K epHTeMa My TTHOOPME).

3 TIaTOreHETHUHMAT MEXAHH3LM HA JIEKAPCTBO-HHIYLHPAHHS aCEITTHYEH MEHHHTHT
Bbnpexks ToBa HAIMYHMTE NaHHH 3a cBBp3aHmus ¢ HCTIBC acenmMen MeHHHTHT B
CBPBXIYBCTBHTETHOCT (MOpaaM CHBINAACHHE TIO BpeMe ¢ yrnoTpebaTa Ha nexyy




CHMITOMMTE CIIER peKpaTaBaHe Ha evenreTo). Tpabea aa ce oTGenexH, ve ca HabMONABAHH €AMHKIHH
CHMITTOMH Ha aCeNTHYeH MEHHHIHT (KATO BPaTHA PHTHAHOCT, [1aBobolne, rafeHe, MOBPEIIAHE, TPecka
HJIH JIe30PHEHTALHA) 110 BPEMe Ha NeucHue ¢ ubynpodeH NpH NauHeHTH ¢ ATOHMYHHH HApYIIeHus (KaTo
CHCTEMEH JTYTTYC EPHTEMATO3YC, CMECeHa ChEKHMTENHO-TEKAHHA GonecT).

4 KNMHHYHMTE H3CNIEABAHMA MOKA3BAT, e ynoTpeGara Ha mOynmpodeH ocobeno BLB BHCOKH J03H 2400
mg/IieH MOXKEe JA Ce CBBPKE ¢ JIEKO YBENHYEH PHCK OT APTEPHANHO-TPOMOOTHUHH CBOMTHA (Hamp.
MHOKapAeH HHGapKT Wi MHCYNT) (BMk 1.4.4).

5 HabmoaaBaHHTE HEXENTAHM peaKiMH Hali-4ecTo ¢a FaCTPOMHTECTHHAIIHH 110 [POH3XO0A

§ Ionsxora ¢aTaiHa, NO-CIELHANHO NPH MAIKCHTH B HANPEHANA BH3PacT.

? Buk 1.4.4

¥ Ocobeno NPH TRIFOCPOYHA yNoTpeOa, CBBp3aHa ¢ NOBHLICHA CEPYMHA KOHIICHTPALMA HA Ypes H OTOLiA.
Crpino BKIICYBA NANWIAPHA HEKPO3a.

Crobmasane B NOXO3HPAHNATE HEXKEIAHH JICKAPCTBEHH PEAKIHE

CrobinaBaHeTo Ha MOJO3HPAHHTE HEXEJIAHH NIEKAPCTBEHH PEAKLMH ClIEll pa3pemaBaHeTo 3a ynorpeba Ha
JICKaPCTBEHHUA NPOAYKT € BaxHo. TOBa NMO3BOJIABA NMPOXBIDKHTENHOTO HabmoneHNe Ha CHOTHOLUCHHETO
no3a/pHCK OT JEKAPCTBEHHUA MPOXYKT.

OT MEIMUHHCKHTE CNIeMHAIMCTH Cé H3MCKBA I3 ChOOIIABAT BCAKA MOAO3MpAHA HEKesaHa JEKAPCTBEHA
peaxiius Ype3 HAIHOHAIHATA CHCTEMA 33 ¢ho0Imasane,

H3mreiiHMTENHA areHIMA 1O leKapcTRaTa

Codmn 1303, yn. Jaman ['pyes 8
Ten.: +359 2 8903417 yeGealit: www.bda.bg

4.9 Ilpenozapane

Héynpoden:
IIpn neua npueMsT Ha NoBeye ot 400 mg/kg Moxe Aa AoBeAe A0 MOABATa HA CHMITOMH. IIpH BB3pacTHH
©(eXTHT 1033-0TTOBOP € NO-MAKO OTKPOeH. IT0yXHBOTET NpH Npeao3Hpate € 1.5-3 yaca.

CHMOTOME HA IpeAO3HpPARE:

TloBeueTo mauMeHTH NpHeNH KMHUuHO 3HauuMK konkdectBa HCIIBC pasedpar Haii-seue rajieme, -
TIOBPBUIAHE, CITHTACTpanHa Gonka H no-paako auapusa. lllywm B yiwre, rasoboiHe H CTOMAIIHO-YPEBHO
KBpPBEHE CBINO Ca BE3MOXHM. [IpH mo-cepHosHM oTpaBaHMA ce HaGmofaBa TOKCHYHOCT OT CTPaHA Ha
UCHTPATHA HEPBHA CHCTEMA, H3PA3ABAIIA C¢ BB BEPTHIO, CHHIIHBOCT, OHAKOra Bb30y/a H Ae30pHeHTaLHs
WM koma. [lonskora maumeHTHTe mMonywasar repuoBe. IIpH cepHO3HO OTpaBdHE MOXKE [a HACTHIH
merabonuTHa aunnosza. BuaMoXHO € fa ce NOABH XHMNEPKAIMEMHA M YIBDKCHO IPOTPOMOHHOBO
Bpeme/INR, BepOSTHO NopanM 3aTpyAHEHO AcHCTRHE Ha IHMPKYIHpAINHTe (GaKTOPH HA KPEBOCHCHPBAHETO.
Mozke na ce noaest octpa GE0pedHa HEIOCTATHUHOCT, YSPHOAPOOHO YBpEXIAHE, XHIIOTOHMA, IOTHCKAHE
HA JHIIEHETO H IHaH03a. Bramoxso e ofocTpsiHe Ha aCTMATA TIPH ACTMATHILM.

TepaneBTHYHE MEPKH NIPH OpPeROIHpAHE:
TepaneBTHUHHTE MEPKM CA CHMITTOMATHYHH M MOANBPKAINH M BKIOYBAT NOAbpKAHE HA MPOXOAHMH
AHXATC/IHH ITETHIHA H MOHHTOPHPAHE Ha ChPACYHHTE H BHTAJIHHTE MTOKA3ATEIH 40 TAXHOTO c'raﬁmmal-lpaue.
Ho mupeHA 9ac OT NpHEMa Ha NMOTEHIHAIHO TOKCHYHH KOJHYECTBA MOXe Ja C€ Aajie NEPOPATHO aKTHBEH
BLIJIEH HIH H3Mpa3BaHe Ha cToMmaxa. Ako ubynpoden Beue ce e abcopOupan, Moxke na ce IMpHIOXKAT
ankanuy cy6CraHIim, 3a Aa CTHMYJIHPAT OTAENAIHE Ha HOYTIPO(deH KHCEHHA Yps e
IPOALDKHTESHY KOHBYJICHHTE CE€ KYNMHPaT HHTPABEHO3HO C AHA3CIIAM
OpHIaraT GpOHXOAHIATATOPH.




Ilcennoedenpnm:

CaMnTOME B2 npeaosapane;

PasfipasHUTEHOCT, Ge3noKkoHCTRO, TpeMOop, NaNMHTAUMWH, KOHBYIICHK, 3aIphKKa HA YPHHA, XHIICPTOHHA,
TPYAHOCTH NIPY YPHHHPAHE, TaliecHe, TIOBPBIIAHE, TAXHKAPAMA H ChpASUHH APHTMHH,

TepaneBTH9HE MepKH NpH Dpeno3IEpane;

TepaneBTHYHHTE MEPKH Ca CHMITTOMATHYHH H MOAABPKALIA M B CITyvall Ha TEXKKO Hpeo3HpaHe MoXe Jia
Ce NMPHI0KH aCIHPAIHA, NOCACABAHA OT CTOMALIHA NPOMHBKA 34 H3NPa3BaHe HAa CTOMAITHOTO ChIABLPKHMO,
Jleuennero BXIIOYBA CTOMANIHA TPOMHMBKA HA PAHCH €TAN M CHMITOMATHYHH H NOAXLPIKAINH MEPKH.
EnumunaumaTa Moxe fa Gble 3acHIeHa ¢  KHCE/IMHHA JHYPE3a WIH AHATH3A. XHIICPTeHSHBHHTE e)ekTH
Morar aa GbaaT Tpetpanu c MHTpaBeHO3HH anda-GnokepH. Chpaednure edeKTH MOXe /8 HATOKAT
npuiaraneTo Ha Gera-anpeHepruund Gnokepu cnex anda-anpenepruusa Gmoxaga. IIpH KOHBYICHM ce
MPHIAraT AaHTHKOHBYICAHTH.

5. G®APMAKOJOTHYHU CBOMCTBA
51 PapMaxosEEaMEYHE CBORCTRA

PapMaKOTEPANCBTAYES IPYNA: NPOTHBOBLINANHTEAHH H AHTHPEBMATHIHH NPOAYKTH, HECTEPOHAHH
NPOH3BOIHM HA NMPONHOHOBATA KHcenuHa. Hoynpoden, koMOGuHanun

ATC xon: MO1 AES1

Hoynpoden:

HGynpoden e mpou3poaso Ha NPOMHOHOBATa KicenuHa. [IpATekaBa aHANTeTHYEH, IPOTHBORH3NATHTE/ICH
MW aHTHIHpeTHYeH edext. Tepanesrwunmar edekr Ha HOynpodeH, KaT0  HECTEPOHACH
NPOTHBOBB3NANMTENEH JICKAPCTBEH IPOAYKT € Pe3y/ITaT Ha NOTHCKAHE HA MPOCTArJaHAHHOBATA CHHTE3A.
Oceex Topa nGynpoden obparmo HHXKOHUpa TpoMBOLMTHATA arperalms.

ExcnepUMeHTanHH JaHHM MoKa3BaT, ue HGynpodeH Moxe KOHKypeHTHO J1a NOTHCHe edeKTa HA HHCKHTe
AO3H AUCTHIICAITHLIHIOBA KHCEITHHA BHPXY TPOMOOLMTHATA arperalius, KOTaTo ¢¢ NPIWIAraT ¢AHOBPEMEHHO.
Hskon ¢apMakoJMHaMUYHH NPOYYBAHAA MOKAIBAT, Y€ KOFATO SAHOKPATHA 703a ot 400 mg uGynpodes,
npHeTa B paMKHTe Ha 8 uyaca mpemd win xo 30 muHyTH cieg 81 mg alleTHACANHIMIOBA KHCE/IHHA C
He3abaBHO ocpoGoknaBaHe, ¢ HaOMONABAH MOHMKEH €PeKT HA ALCTWICAMHIGAIOBA KHCEIMHA BBHPXY
06pa3yeaHeTo Ha TPOMGOKCAH WM arperaumaTa Ha TpomGomuTHTe. BRIpeky, ye HMa HECHIYPHOCT IpH
NPH eKCTPaNoNMPaHeTo Ha Te3H JaHHH OT KIHHIYHH C/TyMaH, He MOXe ja 6ble H3KnoueHa BE3MOKHOCTTA,
4ye NpH peAOBHATa, NPOXLDKMTENHA ynotpeba Ha uOympodeH Moxce Ja HAMAIH KapAHONPOTEKTHBHHA
eeKT Ha HHCKH N03H alleTHICANMIIANOBa KucenuHa. He e BbaMokHO a ce HaGMonasa KIHHHYHO 3HATHM
edyekT npH HepeliorHa ynotpeba Ha MOynpodeH (Bixk T. 5.1)

Icesnoedenpnn;

Tcesnoedenpun ce uznonssa KaTo HasameH M GpomxuaneH nekomrectaHr. Toil e cTepeomsoMep Ha
edenpruHa U UMa nozobHo AeiicTHe. [lpeAcTaRnsABa CHMNATHKOMHMETHYHO CPEACTBO C JMPEKTEH H
HHIAPEKTeH ebexT REPXY aapeHepruuHuTe petienropu. MMa anga- n Sera-cTHMyIHpaIna aapeHepruaHa
AKTHBHOCT H H3BECTEH CTHMYJIHpail eeKT BhpXY LIEHTpAHATA HEPBHA CHCTeMa. HMa yImDKeHOo, HO Nno-
cnabo neiicTeHe or ampeHanuHa. BLOpexkw ToBa NMpecopHATa aXTHBHOCT M eBeKTHT BLPXY LEHTpaIHaTa
HepBHA CHCTEMA Ha rceBaoedieipHHA ca no-ciabu ot Tesn Ha edeApuHa.

52 PapmaKoKHEHETHYHE CBolicTBa

Hoynpoden:




Hbynpoden ce pesopbupa 6up3o cien npuem 1 GBp30 ce paznpeaens B Lexns opranusbM. Exckpenmara
qpe3 Ou6peuute e eqHoBpeMeHHO OLp3a H ITBIHA.

Maxcumansu cepyMHH KOHLIEHTPALHH Ce JOCTHrAT 45 MEHYTH Cllef| PWIOKEHHE aKO CC MPHEMA Ha ITpaseH
CTOMaXx.

Korato ce mpuema ¢ xpaHa, MaKCHMANHM CepyMHHM KOHIEHTpaluu ce HabmonasaT 1-2 uaca criex
NpAIOKeHHeTo My. ToBa BpeMe MOXKE 1a BAPHPa MNPH PATHIHHTE JIGKAPCTBEHH HOPMH.

BpemeTo Ha HOMYKHEBOT e 0KO0 2 daca.,

He ca nabmozasany 3HA9HMH PavIHKH BB (PapMaKOKHHETHYHHA podun Ha HOYNpodeH IpH NAIHEHTH B
CTapyecka BB3pacT.

IlpH orpanuyenH poyuBaHHs HOYNpodeH ce OTAEN B KBPMaTa B MHOIO HHCKH KOHIICHTPALHH.
Ticennoedenpun:

IlcernoedenpuHeT B eKapcTBeHH GopMH Che cTAHAAPTHO 0CBOGOKAABAHE Ce pe3opOHpa OT
racTPOHHTECTHHANHHA TPAKT H C& EKCKPETHPa B FOMO KOJTHYECTHO HEMPOMEHEH C YPHHATA, 38€/IHO ¢
MaNiKo KOJIHYECTBO OT 4epHOAPOOHATE MeTaGonuTH.

EnMMHHAIHOHHMA NONYKHBOT € OKOJIO 5-8 Yaca, KOETO ce peAyLHpa NpH NIONKHCANBAHE HA YPHHATA.
Manxu KonH4eCTBA NPEMHHABA B KEPMATA.

53 Ipeaxnuuuymnn AaHAK 33 GezomacHoCT

HaMa npeAKIHHMYHE JaHHH 38 6€30MAaCHOCT, KOHTO €a OT 3HAYeHHE 38 NOoTpeOHTeNHTe.

6. PAPMAIIEBTHYHH JAHHH

6.1 Cnechbka Ha DOMODIHHTE BeIIeCTBR

MHukpokpHcTanHa Lenynosa, Kpockapmenosa narpnif, [Tosunon, Kanimes dpocgar, Marnesses creapar,
Xunpomenosa, Tank, onsetaren Mactepkor xbiro FA (chaspxa amymunnn i E110), Yepno MacTino
Onaxopn $-1-277001.

6.2 Hec.LBMECTHMOCTH
Henpunoxumo

6.3 Cpox na roanoct
3 roguHn

6.4 CoenEaHE ycI0BHE HA ChXPaHEHHAE
Ha ce cpxpaHapa noa 25°C, Ha cyXo MacTo.

6.5 /lannH 33 oDaKoBKATA
briecrepHH ONAKOBKH, CHCTOAINH ¢e oT GHcTepH OT 6410 murMenTapato 250 pm PVC/40 gsm PVDC-
JaMHHUPAHO, TOIUIMHHO 3aneMaTaHH KbM 20 um anyMuHEeBo $onHo, chabpkatay 12 4 24 Tabnerxu.

He BcHYKH ONaKOBKH MOTAT Aa GBAAT MyCHATH Ha Na3apa.

6.6 Cnexmandu npeAna3HA MEPKH NPH H3XBhPJISHE
Hsma cnerpaiHg H3HCKBaHHA

7. MNPATEXATEJ HA PASPENIEHUETO 3A YIIOTPEBA




Reckitt Benckiser (Romania) S.R.L.
89-97 Grigore Alexandrescu Str., Building A, 5th floor, district 1
Bucharest, Pymprus

8. HOMEPHA PA3IPENIEHHETO 3A YIIOTPEBA
Per.Ne 9800356

9. JATA HA IIbPBO PA3SPEMABAHEMOAHOBABAHE HA PA3IPEHIEHHETO 3A
YIIOTPEBA
05.11.1998

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
AHyapH, 2021




