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Hypojer Cronxoaa 200 mg/30 mg pnamupann Taﬁne'rim ” 15 06 2071

Nurofen Stopcold 200 mg/30 mg film-coated tablets T et B e T .
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2. KAYECTBEH ¥ KOJIMYECTBEH ChCTAB

Besika dunmuapana Tabnerka ¢haspika:

H6ynpoden (Ibuprofen) 200 mg
IlcernoedenpuHor xuapoxropun 30 mg

(Pseudoephedrine Hydrochloride)

TIoMOIIIHH BEIIECTBA ¢ HIBECTHO JeiicTBHE:

Harpuii: 1 Tabnerxa coabpxka 6 mg Hatpwii croTBeTCTRBamO Ha 0,26 mmol

34 THEIHHA CIICEK Ha [IOMOIHMTE BELIECTBA, BHATE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA

XKbnmh, prMupany TabneTkH ¢ HaneyaTaH B YepHO HAEHTHOHMKALIMOHEH 3HAK.
4. KJIAHA'YHA TAHHH

4.1 TepaneBTEUEH DOKR3AHHAA

3a obnexuapaHe CHMITTOMHTE IIPH MPOCTY[a M TPHUN, CBBP3aHH C KOHIeCTHA M BKMOYBaimiM 6oMKM,
rnasobonne, ¢ebpunurer, GOIKH B rEPOTO, 3aMyMIeH HOC H OJIOKApAaHH CHHYCH.

4.2 H03HpOBKA H HAYHH HA NPHIOKEHHE
Camo 3a kpaTKoBpeMeHHa ynorpe6a.

HesxenanuTe peakiiui Morat Ja 6baaT CBEAEHH 10 MMHHMYM vpe3 yrnorpeba Ha Hali-HHcKaTa eexTHBHA
1032 34 BB3MOXXHO Hal-KpaTKo BpeMe, HeoOXOIMMO 3a OBMaIIBAHE HA CUMITTOMHTE (BHXK T.4.4).

Tpatra na ce npunara BE3MOXKHO Half-HHCKAaTa epeKTHBHA /1032, 32 BB3MOXKHO Hafi-KpaThK CPOK OT BPEME,
HeobxoAHM 3a 061eKyaBaHe Ha CHMITTOMHTE,

[NaumeHTHT TpA6BA Na ce KOHCYITHPA © NieKap aK0 CHMITTOMHTE NPOXBIDKABAT HIIH C€ BACLIABAT HITH aKO €
He00XOHMO NMPHIOHKEHHE KA NPOAYKTA B NPOAKDKEHHE Ha noseve ot 10 AHK.

EOSEQBKH

IIpa BB3pacTHH, HADHEHTH B CTAPYECKA BR3PACT H gena uaj 12 roqnen
[TupBoHauanHarta x03a ¢ 2 Tabierkn. Cnen ToBa, ako € HeobXonHMO, e1Ha WIH JBe TaOneTku Ha BeekH 4
Yaca. '

Ha He ce mpueMat noeeye oT 6 TaGNeTkH 3a MEpHOA OT 24 uaca.

Haii-HuckaTa edekTHBHA J103a TpsibBa Aa ce HINOMIBA 33 BE3MOXKHO Hali-KpaTKOTO B
obnexyaBaHe Ha CHMITFOMHTE (BXK. TOUKa 4.4).

“HeaOXOAUMO 3a




HauwH Ha npuaoxeHne

3a nepopaiHO MPHIOKEHHE.
Yepnoapobuo yepexnane: [Ipenopruntento e Aa ce Habmoaaea uepuoapoGHata dysxkius. [IponykTeT He
Tpa0Ba J1a CE M3NON3BA TIPH TEXKKA YEPHOAPOOHA HeAOCTAThYHOCT (BIOK T. 4.3 M 4.4).

Br6peuno yepexxaane: [penopsumnrenno e aa ce nabmonasa 6u6peunata ¢pysxuma. [Ipoayxrst He Tpabea
Aa ce M3noNM3Ba MpH Texkka 6u6peyna HenoctaTeaHOCT (BHXK T. 4.3 U 4.4).

IMexpaTpEvIRa NODy ARHENA
He ce mpunara npu aeua noa 12 roauHu.

IanrenTH B CTAPUECKA BR3pacT

3a MalMEHTH B CTAP4€CKA BB3PACT HE CE H3UCKBA MPOMAHA HA IO3MPOBKATA. BRIIPEKH TOBa Ce penophyBa
npociaeassake Ha 6s0peuHaTa W YepHoOpoOHaTa (PYHKUHA M TIOBHINEHO BHHMAHHE AKO MMa CEPHO3HH

HapYIIEHHS.

43 HpoTaBonokasaEng

* Cepbx4yBCTBHTENHOCT KbM HOynpodeH, ncesmoedeApHH HIH HAKOA OT
CHCTABKHTE HA MPONYKTA.

» [TaypenT Cc aHAMHE3A 32 PEAKIHH HA CBPBXIYBCTBHTENHOCT (HAMp. aCTMA, PHHMT,
aHFHOGAEM WIM YPTHKApHi), CBbp3aHHM ¢  HOynpodeH, aueTHncaIMUMIOBa
KHCeJIHHA MJTH APYTH HECTEPOHAHH MPOTHBOBL3NATHTEHH JJEKAPCTBA.

* Hanwuse Win JaHHA B aHAMHE3aTa 332 PEKYPEHTHA MENTHYHA A3Ba/KPHBOU3IHB
(nra WM MoBeyYe OTYETIHEY eNH304a Ha AOKA3aHA Y/IIEePalia WIH KbPBEHE).

" AHaMHe3a 3a CTOMAlllHO-YpeBeH KPHBOMMIMB HNH nepdopalns, cBbp3aHH ¢
npeauinHa ynorpe6ba va HCTIBC.

= Texxa cepreuna HepoctarbudocT (NYHA Knac IV) i kapnnorackylapHH
3a60/19BaHHA, BKIIOUHTEIHO XHIIEPTOHHA (BIOK T.4.4), .

* B1Opeuna HEAOCTATEYHOCT HIH YEPHOAPOOHA HENOCTATHYHOCT (BIDK T. 4.4).
" Bpemennoct (BiX T. 4.6).

= Taxuxapaus

*  AHrHMHa NEeKTOpHC

= 3axapeH auaber

*  DeoXpOMOLHTOM

®*  XHOepTHPEOUOAMIbEM

*  TsacHO BIbIIHA INAYKOMa

®*  VBenHYeHHME HA TIPOCTATATA




®  Texko 6L0peuHo yBpexnane

=  Huxuburopn Ha MoHoaMuHOOKCHa3a (MAOH), kakTo 1 B paMkuTe Ha 14 qHu OT
CnupaHe Ha neueHueTo (BIK T. 4.5)

* bera-GnokepH (BiK T. 4.5)
" He ce npunara npu neua noa 12 roauuwu.
44 CnenHANHE npeAynpeAieHHs H IPeINAIHA MEPKH NpH ynorpefa

Héynpoden:

HexenaHure nexapcTBEHH peaKIMH MOTaT ga ObIaT HAMaNCHH KaTo 3a KOHTPOJTHpaHe Ha CHMITTOMHTE C€
ynorpefaBa BB3MOMHO Hali-HACKaTa eEeKTHBHA 11034 32 BEAMOXKHO Hali-KpaThK CPOK OT BpEMe (BIDKTE 1To-
HOJTy [OCOYEHHTE racTPO-UHTECTHHANIHH M CHPIEYHO-CHAOBH PHCKOBE).

IIpy nmaupeHTH B cTapYecka RB3PACT HMa NOBHILEHA YECTOTA HA HEXKENAHH JISKADCTBEHH peaKlMH OT
HCTIBC, ocobeHo cTOMalHO-4peBeH KPLBOMIIME Wik nepdopaips, KOHTO Morat Ja 6baat daramsn.

Pecnnparopan: Moxe aa ce npegussika 6poHxocma3sM NpH GONHM, CTPAAAINH WIH ¢ IAHHM B aHAMHE3aTa
3a 6poHXMaNHa acTMa HIH aJIepriYHH 3800JABAHHA.

JApyras HCIIBC: Ennospemennara ynotpeGa Ha Hypoden Cronkona c¢ apyrn HCIIBC, BkmoudTenHO
CeNIEKTHBHU HHXAGHTOPH Ha LUHKICOKCHTeHa3a-2 TpadBa f1a ce u3barea (BiK T. 4.5).

CJIE g cMeceBH cheAREATEIHO-THKAAAA 3a6oagsaang: CHCTEMCH JYITyC epHTEMATO3YC H NIPH TE3H CBC
CMECEHH CheHHHTETHO-TEKAHHH 3a00/1BaHMA — TIOBHIIEH PHCK OT acelTHIeH MCHUHTHT (BHxk T.4.8).

brOpeunn: brOpeuHo yBpexaane, Thi KaTo e BE3MOXKHO OnOpednara ¢gyHxuus Aa ObAe JONBIHHTETHO
BlIomeHa (Bwk T, 4.3 n 1.4.8).

ChinecTBYBa pHCK 0T OBOpeYHO YBpEKIaHe NpH AeXHAPATHPaHH ACLA H IOHOIIH.
Yepuoapoban: YepHoapobua nucdynkums (Bux 1. 4.3 u T.4.8).

ChpaeuHo-ChAOBH H MOILYHO-CHAOBY e(peKTH:
Ja ce H3nom3Ba ¢ BHAMAHHE TIPH MALMEHTH ChC ChPAEYHH 3a00/4BAHMA NOpAJH HEXENaHH ChPACYHO-
CBA0BH ¢(PEKTH CBC CHMIIATHKOMMMETHIIH KATO NiceBAoedenpuH (Bixk 1.4.8).

Heobxoaumo e nosumeno sBHuManne (o6cexaaHe ¢ Jiekap Wik GpapMarieBT) NPEAH 3ano4BaHe Ha JeUeHHe
TIpH MALHEHTH ¢ AHAMHE3a 33 XHISPTOHMA W/WIA CHPAEYHA HEAOCTATHUHOCT, Thil KaTO HMa CHOOIEHHA 3a
3a/IphKKa HA TEMHOCTH, MOBHIIEHO aPTEPHANHO HANATAHE H OTOK, CBbp3anH ¢ nedeHuero ¢ HCIIBC.

KnuuHYHITE NpoyuBaHHa mOKa3BaT, Ye ynotpehaTa Ha ubynpodeH, ocobeHo BbB BHCOKH J03H (2400
mg/AeH) MoXe fa Obe CRBp3aHa ¢ leKO YBEIHYEH PUCK OT apTepHATHH TPOMGOTHIHH chOHTHS (Hanp.
MHOKapAeH HHGapKT WIH uxcynT). Karo nsano, enyaeMHONornaHiTe HacieIpaHds He TOKAa3BaT, 4e
HHCKHTE no3H HOynpoden (Hanp. < 1200 mg/meH) ca CBBP3aHH ¢ YBETHYEH PHCK OT APTEPHANHH
TPOMOOTHYHH CHOHTHA.

ITanHeHTH ¢ HeKOHTPOJIMPaHa XHIIEPTOHHA, 3aCTOMHA chpaeuHa HepocTarbiaHoeT (NYHA II-11T),
YCTaHOBEHa UcxeMHYHa GonecT Ha chpLETo, nepudepHa aprepuania HonecT WuiH MO3bYHO-CHLIIOBA

(2400 mg/nen) TpaOBa na ce uzOsrsar.



Ceino Taka € HEOOXOAMMO BHUMATETHO OOMHCIIAHE NpeaH 2anoYBaHe Ha TPOIb/DKHTE/THO IeYeHHe Ha
TALHEHTH ¢ PACKOBH (pakTOpH 3a CHPACHHO-CHAOBH CHOHTHA (HAND.XHIIEPTOHHA, XHNEPIAHAEMAA,
3axapeH AuHabert, myweHe), ocobeno ako ca HeoSxoaumMH BHCOKH 103H (2400 mg/neH).

Yepenen depraanTer npH xemH: HMa NaHHHM, ue JI€KApCTBATA, KOWTO MOTHCKAT LHKIO-
OKCHI'€Ha3a/MPOCTATNaHAWHOBATA CHHTE3a MOXKe Ja IPHYMHAT YBpeXkaaHe Ha GepPTHIIMTETA [IPH XEHH upes
NOB/IMABAHC HA OBynauaATa. TosH edexT e ofparuM ¢ mpeycTaHoBABaHe Ha JeueHHero. Bmxre T.4.6
OTHOCHO JKeHCKHA $epTHaMTeT,

Cromamno-ypesan: HCIIBC TpaGea na ce npunarar BHHMATEJHO NPH NAllHEHTH C aHamHesa 3a
CTOMAIIHO-4PEBHH 3a60aBaHus (yaueposeH komut, Gonect na KpoH), Teif kato Te3un 3a60/MABaHAA MOXKeE

Ia ce obocTpar (BHxk 1.4.8).

Ilo Bcako Bpeme Ha nedenHeto ¢ HCTIBC Moke 1a BB3HMKHE KPHBOHIIMB OT CTOMAIIHO-YPEBHHA TPAKT,
A38a WK nepdopalus, cbe HIH Ge3 DpeAyIpeIHTENHH MPH3HAIH WIH aHaMHe3a 33 NPEJMIHHA CePHO3HI
CTOMANTHO-UPEBHH CHOHTHA.

PHCKET OT CTOMAIIHO-YPEBHH KPHBOM3INEBM, A3Ba WiH nepdopamms e ro-BUCOK npH ynorpeba Ha mo-
eHcokH f03d HCTIBC, npH nauxeHTd ¢ aHaMHe3a 3a 43Ba, 0COOEHO C YC/IOKHEHHA OT KPHBOHIIHB HWIH
nepoparps (Bux T. 4.3), KAKTO W NPH MNAMEHTH B HAIIPEAHANA Bh3pacT. TakuBa naudeHTH Tpabea na
3aMo4BaT JeUCHHETO ¢ HAH-HHCKATA BE3MOXKHA J034a.

TTangeHTHTE ¢ AHAMHE3a 33 CTOMAIHO-YPEBHA TOKCHYHOCT, 0COOEHO B HanpeqHata BB3pacT, Tpabsa ja
choOmaBar BeekH HeoOuuacH almoMMHaneH CMMITTOM (0co0EHO CTOMAIIHO-YPEBHO-KbPBEHE) H MO-
CIICUMATTHO B HAYAJTHATE CTANMHM Ha JIEYCHHE.

BHuMaHHe ¢e¢ W3HCKBA NPH NALMEHTH, NIONYYaBalld €HOBPEMEHHO JIEKApCTBA, KOHTO OHxa yBenmuWiIK
PHCKa OT $3Ba H KPBBOH3JIMB, KATO MEPOPATHH KOPTHKOCTEPOMAH, AHTHKOATYJIAHTH KaTo BapdapHH, HIH
AHTHArPErHpallH CPEACTBA KATO AleTHICAHIFMIOBATA KHCETHHA (BIOK T.4.5).

IIpH nosiea Ha KPLBOMAIHE OT CTOMAITHO-UPERHHUA TPAKT WIH A3Ba JIEYEHHETO TPAOBa Aa c€ PEyCTAHOBH.

TeXKH KOXKHE PpeAKIHH:

Br3MoxkHa € MosABa Ha TeKKH KOXHM PEaKUHH, KATO OCTpa reHepalH3HpaHa eK3aHTCMAaTO3HA MyCTyo3a
(AGEP), npu nponyxry, ceaspxkaimyu uGynpoden u ncesgoedenpuH. Muoro pagko ce cprodmasa 3a
CEPHO3HH KOXKHH PCaKLIHH, HAKOH ¢ (paTajleH U3Xo[, B TOBA YHCHO eKchoNnaTHBeH AepMaTHT, CHHIPOM Ha
CtipsHC—[XOHCHH H TOKCHYHA eNMuAePMANHA Hekponn3sa, npH ynotpeGara Ha HCIIBC (eixk 1. 4.8). Tosn
PHCK € Hai-BHCOK B HAYANOTO Ha JIEHEHHETO: NMOBEUETO CydaH ca HabmogaBanu B MBPBHA Mecell Ha
npunokenue. Ynorpe6ara Ha Hypoden Cromkonn Tpa6sa na ce NpeycTaHOBH ol IIPH ITbPBATA MOABA HA
KOX€H OOpHB, IC3UH Ha MyKO3aT4 WM HAKAKbB APYT CHMIITOM HA CBPBXYIYBCTBHTENHOCT.

Mackupane Ha CHMETOMATE HA NOMJICKANIHTE HEDEKIHA:

Hypoden CTonkona Moxe Aa MaCKHpa CHMITTOMHTE Ha HH(EKLHS, KOETO MOXE Aa AoBene Ao 3abaBgHe Ha
3anoYBaHe Ha MOAXOAALLO ICHEHHE U [T0 TO3H HAYHH /1a BIOITH H3X0/a OT HHekimaTa. Toea ce Habmonasa
npu 6akTepHalHa MHEBMOHHSA, IPHAOOHTA B OGINECTBOTO, KAKTO H NPH GaKTepHATHMTE YCIOKHEHHS HA
sapunienia. Korato Hypoden Cronkonm ce mpunara 3a jiedeHHe Ha NOBHINEHA TeMIEpaTypa WIH 3a
obrexuaBane Ha Gonkara BBB BphiKa ¢ MHbEKIMA, ce Mpenopbasa Habmogenue Ha HHGekimATa. [Ipu
H3BBHOONHMYHH YCIIOBHMA NALMEHTHT TPAGBa 1a Ce KOHCYJITHpa ¢ JIEKap, ak0o CHMIOTOMMTE IIEPCHCTHPaT
HJIH c€ BAOIIABAT.

NceBnoedenpnn:
Jla ce cEXpaHABa HAa HEAOCTHITHO 3a Aela MACTO.
H3nckea ce BHHMaHHE TIPH NALMEHTH ¢ OKITY3HBHA CHAOBA Honect.




VYnorpebara Ha ncesaoedenpun Tpabea na Obne mpeycTaHOBEHA axo CE NMOABAT HAKOH OT CIEHMTE
CHMIITOMH:

- XamolHHaLgn

- beanokoiicTeo

- Hapymien#s Ha CBbHA

Benpexn ue nceppoedepyH MpaKTHYECKH HAMA BazonpecopeH eekT NPH NALMEHTH ¢ HOPMATHO
apTepHaNHO HansAraHe, TO3H JleKAapCTBeH MPOAYKT TpabBa Jja NpWiara ¢ BHMMAaHHE NMPH MALHEHTH
NpHEMAINM AHTHXHNEPTCH3IMBHH JICKAPCTBA, TPUIMKIHYHH AHTHENPECAHTH, APYTH CHMNATOMHMETHYHH
CpeACTBA, KATO JAeKOHIECTAHTH, SOTUCKALLH AMETHTA JIEKapcTBa K aM(peTaMHH-NIOACCHN IICHXOCTHMYJIAHTH
(81 T. 4.5). EbextsT OT emHOKpaTHa /1032 BLPXY apTEepPUATHOTO HANATAHE IPH TAKHBA NalMeHTH TpaGea
Na ce HabmiogaBa mpemy Ja ce NPWIOKH CIEARANIA 4032 U AA NPOALIDKH JiedeHHeTo 6e3 AOMBIHATETHO
npocaensane. Kakto npH BCHYKH ADYTH CHMIIATOMHMETHYHH CPENCTBA, HEOOXO/IMMO € MOBHIIEHO
BHHMAaHHE MpPH CEPBXBE30YIHMOCT, MALMEHTH ¢ TIOBHHIEHO BRTPEOMHO HALIMAHE WAH YBelHYeHHEe Ha

NpocTaTa,
HeobxonumMo ¢ BHHMaHKE TIPH YMEPEHO O Texkko ObOpetHo YRpeKane.

Hcxemuyen xonur

CpobleHn ca cilyuau Ha HCXEMHMYEH KOJNHT NpH ynotpeba Ha ncepacedeapuH. AKO ce MOARH BHE3amMHa
KopeMHa 50J1Ka, PeKTANHO KBPBEHE WM APYTH CHMITTOMH Ha HCXeMHYEH KOJIHT, TpA0Ba 1a ce IpeyCTaHOBH
NPHEMET Ha NcepaoedenprH U ia ce MOTHPCH KOHCYIITALHA C NeKap.

HexemuyHa onTyH¥Ha HEBPOTIATHA

IMomyuenn ca cpoblieHHs 38 CJIyMad Ha HCXEMHYHAa ONTHYHA Hesponama mpu ncesncedenpun.
Tcesnoedrenpun TpsaGBa Aa ce MPEKpaTH, aKO e NOABM BHE3aNHa 3aryba Ha 3peHHe MM HamalcHHe Ha
3PHTENHATA OCTPOTA, KATO CKOTOMA.

ITpepynpescacHue 3a CHOPTHCTH
CrnopructiTe Tpa6GBa na GBOAT yBeNOMEHH, Y€ nceBRoedeApHH MOXKE Jia NOBeIE A0 MONKHTEICH AOHHT
TecCT.

4.5 BaanmoseiicTBHE ¢ APYTH JeKAPCTBEHHE NPOAYKT B APYrH GOpMH Ba B3aHMoneclcTBHE
To3m mpoaykT ne TpaiBa Aa ce H3INON3BA B KOMORHANHY C:

ANETHACANHIHIOBA KHCSJIHEA (HACKH JO3H):
EnHoppeMeHHaTa ynoTpeba Ha uEynpodeH M aUeTHICATMIIUIOBa KHCEJIWHA HE ce NPenophYBa NopatH
BE3MOXKHOCTTA 33 NOBHIIABAHE HA HEXCIAHHTE PeaKLnH.

ExcriepaMeHTaIHM AaHHHE TIOKA3BaT, Ye¢ HOYIPo(eH MoXe KONKYPEHTHO Aa NOTHCHE eieKTa HA HUCKMTE
HO3H ALSTHIICATHIMNOBA KHCEIHHA BEPXY TPOMOOLMTHATA arperalii, KOraTo e NPUIAraT € AHOBPEMEHHO.
Boitpeku 4e HMa HECHTYPHOCT MPH €KCTpanoNalMA Ha Te3H JaHHH OT KIHHHYIHH C1y4aH, He MOXe Ja ce
W3KMOYHM BB3MOXKHOCTTA PENOBHMS, INPONLDKHTeAeH TpHeM Ha ubynpodedn JAa HamanH
KapIHONPOTEKTHEHMA ©(EKT HA HMCKHM JI0O3H ALSTWICATHIIUIOBA KHcenHHa. He ¢ BB3MOkHO fOa ce
HabnioJapa KIHHHYHO 3Ha4YHM edeKT Npu HepenosHa ynorpeba Ha MOynpoden (Brx T. 5.1)

JApyrs HCIIBC, BKIWYHATEIRO ¢¢/leKTHBHE HHXHGHTOPR HA DHKJIOOKcHreHasa-2: [la ce u3barsa
eNHOBpeMeHHaTa ynoTpeba Ha e win noseue HCTIBC, Twil kaTo ToRa MOXKE Aa AOBeAE A0 _ynenmanaue
Ha HEXENaHuTe edekTH (BiDK T.4.4).




MAO-pnxuburopn »/uau obpaTuMH HHXMOMTOpPH Ha MoHoaMmHOokcHAaszata (RIMAs) (ekmounTenso
Moknobemun): He TpaOBa Ia ce AaBa Ha NALMEHTH NeKyRaHH ¢ MAQ-HHXHOHTOPH BKMIOUMTENTHO PAMKHTE
Ha 14 1HM OT cnMpaHe Ha JIeYEHHETO: NOBHIICH PHCK OT XHIIEPTOHHYHA KpH3a (B T.4.4)

Fo3n mpogykr Tpa6Ba Aa ce H3INOA3EA BHAMATEIHO B KoMOHHANHY c:
AnrnkoaryranTa: HCIIBC 3acunear edexra Ha aHTHKOATyJIAHTH KaTO BapdapHH (Bxk T.4.4).

ABTHXHNCPTeRIHBHA JieKapcTBeEH NpoaykTH (BKmodnTetH0 ACE nuxBOATOpH, ARTATONHCTH HA
agraoTen3nn-Il, BRIWUHTeNHO 6aO0KepH HA agpeHEPrHYHHTe HEBPOHH H Dera-6iokepH) H
ARYpeTHIM: )

[TcesmoedeapurbT Moxke Ja Gnokupa awTHxuneprensueHoro peiicrue. HCIIBC moxe na noHmxar
epeKTa Ha Te3H NEKAPCTBEHH Mponykru. IIpH HAKOM NalMeHTH ¢ KOMNpoMeTHpaHa 6pbpeuna GyHKLMA
(aexmapaTHpaHX MK B CTapuecKa BB3pAcT ¢ yBpeneHa On0peyuHa ¢yHKIMA) €IHOBPEMEHHOTO MIPHIIOKEHHE
Ha ACE uexuGHTOpH, GeTa-GrOKepH WM aHTArOHHCTH Ha anrdoTeHsul-II ¢ nekapeTsa, KOMTO HHXHOHpAT
IHKIOOKCHTEHA3aTA MOXKE fOa N0BeJe N0 AOMBIHMTENHO BIOmWapaHe Ha OubpeuHata OyHKUMS,
BKIIOYHTEIHO OcTpa (B0peuHa HEAOCTATBYHOCT, KOeTo OOHKHOBeHO € oOparamo. CriesoBaTellHO
xombHHanMATa TpAGBa Na ce NMpHIara BHMMATENHO, OCOGEHO IIPH MALMEHTH B CTAPYECKA BB3PACT.
[TaupenTHTe TPAOBA N Ca AAEKBATHO XHAPATHPAHH H A4 ce 0OMHCIH HEOOXOAHMOCTTA OT NpoCeaIBate
Ha 6B6peunaTa dyHKUMA B HAYANOTO HA KOMOHHHPAHOTO JIeUEHHE H NIEPHOAHYHO c/le]] ToBa. JluypeTHLpTe
MOTAT J1a IOBHINAT pHcKa oT HedporokeHuHocT Ha HCTIBC.

Koprakocreponan: [loBulneH pHck 0T CTOMAUIHO-YPEBHH A3BH H KPbBOHUIHBH (BIDK T. 4.4).

AHTHRFPeraHTH H Ce/IeKTHBHH HHXHOHTODH Ha o0paTHOTO 3axBamiame Ha ceporomEEa (SSRI):
[ToBumen pHCK OT CTOMAIIHO-YPEBHA KPBBOH3IHBH (BIK T.4.4).

Copaevan ramkosagn: HCIIBC morar ga ofocTpar chbplieyHaTa HEAOCTATEMHOCT, [Ja Hamalar
rIOMepyIHaTa GHATPAlHA H A NOBHIIAT MJIa3MeHHTE HHBA Ha IMKO3KauTe. CHMIATHKOMMMETHIH KaTo
ncesoede[pHH MOTAT Ja NOBHINAT PHCKA OT APHTMHS.

JaTrii: MMa AaHHEH 33 TIOTCHUMANHO YSEAMYABAHE HA TUIA3MEHHTE HHBA HA JIMTHIH.

Merorpexcar: ma 1aHHH 32 NOTEHIHATHO YBEIHUABAHE HA TUTA3MCHHTE HHBA HA METOTPEKCAT.

Iaxnocnoprn: [loBHIIEH PHCK OT HEDPOTOKCHUHOCT.

Mudenpucron: HCIIBC ne Tpabsa na ce npuemar 1o 8-12 jHu cien NpiokeHHe Ha MHQENPHCTOH, ThH
xaro HCTIBC Morat na Hamanar edexra Ha MAGEnpHCTOH.

Taxponamyc: Bramomen ¢ mosuinen puck oT HedpotokcmdanocT korato HCIIBC ce npunarar c
TAKPONIHMYC.

3upopyann: IToBHIIEH PHCK OT XeMaTONOTHYHA TOKCHYHOCT NPH eaHoBpeMenHo seuenme ¢ HCIIBC u
3SHAOBYIMH. FIMa naHHHM 3a yBenmdeH pHcK OT xeMaprpo3a W xemartoMH mpH HIV(+) xemodmnuim,
MPOBEXAAIH SIHOBPEMEHHO JledeHHe ¢ HOynpodeH H 3HAOBYAHH

XuHoN10HOBH aHTHOHOTHNE. [aHHH OT NPOYYBaHHA BHpPXY >XMBOTHH noka3par, ye HCIIBC morar na
NOBHIAT PHCKA OT KOHBYJICHH, CEBP3aHH ¢ XHHOJNIOHOBHTE aHTHOHOTHIH. [TaipenTs npuemaia HCIIBC

H XHHONMIOHH Ca HITOKCHH Ha IIOBHINEH PHACK OT NMOABA HA KOHBYJICHH.

Epro-ankanonan (eproTaMuE H METHCEPIEA): NOBHLIEH PUCK OT €PrOTH3IbM.




IloTHCKANH ANETHTA JEKAPCTEA H AMPLTAMAH-TOX00HE HCHIOCTHMY/IMHTH: PHCK OT XHIIEPTSH3HA.

JApyrE cHMDATOMHMETHYHM CpPeJCcTBA, KATO ACKOHTECTAHTH: NCEBROSEAPHH MOXe fa MOTSHIHpa
edexTa Ha TE3H JIeKapcTRa.

OXCHTONEA: PHCK OT XHIIEPTCH3IHA.

ANTHXOIHReprHYHE H TPHUBKIHIHATE ARTHACHPECANTH: 3acHIcH edeKT Ha AHTHXOIMHEPTHIATE NO
TO3H HAYH YBE/IMYaBa PHCKA OT XHIIEPTOHHS.

I'sageTnauH, pe3ePIHA H MeTHIAONA: eQeKTHT Ha AcepAoedepiHA MOKE J1a ¢¢ HAMAIIH.
4.6 PeprannTer, GpeMennocT H KnpMene
BpeMeRHOCT:

MHoro panko ce cpobmasa 3a AedeKTH NpH 3aTBapiHe HAa KOPEMHATA CTEHa (TacTpOIUM3MC) NpH
HOBOPOJICHH CJief] JIEKAPCTBEHA €KCIIO3HIMA 110 BpeMe Ha ITHPBHA TPUMECTHD. JIeKapCTBEHHAT NPOAYKT He
TpsAOBa N1a ce npHiara npu GpemMeHHOCT.

JIAKTROHA H KBpMeRE:

To3s npoaykT He TpAOBA Aa Ce H3ION3BA MO BPEME Ha JIAKTalHA H KbpMeHe, Thil Kato HOynpodena u
ncesfioedespuna ce ekckpeTvpa B MaifuuHOTO Misiko. Brnpexn Tora edexTuTe BBPXY KbpMadeTaTa ca
MAJIKO BEPOSTHH.

Héynpoden
H6ynpodeH npeMHHaBa B HICKH KOJIHYECTRA B KBPMATA H € MATKO BEPOSTHO 1a HMA BPEHH eIeKTH BbpPXY
KbpMaYeTo.

Icesnoedenpnn

Ilcernoedenpun ce eKCKpeTHpa B MHOTO HHCKH KOJHYECTBA B KBPMAaTa, HO €(eKTBT OT TOBa BBPXY
KbPMAaYETO HE € U3BeCTeH. YcraHoBeHo € 3¢ (.5% 1o 0.7% oT eqHOKpaTHaTa 2034 NpHETa OT MaHKarTa ce
oTAeNA B KbpMara 2o 24 yaca.

PeprHIETET:
HMa H3BeCTHH JaHHM, Y€ JICKAPCTBATA, KOMTO MHXHOMpAT LMKIIO-OKCHI €Ha3HaTa/
MPOCTATIAHMHOBA CHHTE3a MOKE Ja NPeIH3BHKAT YBPEKAAHE HA JKEHCKHA (JePTIIHTET upes BL3ACHCTBHE

BEPXY OByJNalmsTa. Tosn ebekT ¢ oOpaTuM cliel NpekpaTaBaHe Ha JeueHHeTo. (BHK T. 4.4).

4.7 Edexrn pupxy cocobnocTTa 32 In0pApane B paboTa c MAMBEER

Hoynpoden
He ¢e oyaksaT TakKBa B IpenopbYaHATE 03H H MPOTBLKHTENHOCT HA JICYCHHE.

Icesnoedenpnn
Hama ganan.

4.8 Hexenann JeKapcTBeHH PEAKIHY




xaTo niceBnoedenpuH. JomMBIHUTENHH HeXeIaH! peakUyH MoTaT Aa ce HaOJioaBaT MpH Ab/ITOCPOYHO
NIeYCHHE Ha XPOHHYHH CBCTOAHMS.

BBb3MOMKHHTE HEXEJIAHH JIEKAPCTBEHH peakLiH, KOMTO Ce NPOsBABAT NpH HOynpodeHn H
CHMITIATHKOMHMETHLIH KATO nceBaoede]pHH ca npeacTaBeHH no-Aoly, TPYNHPaHH [0 CHCTeMAa-0praH
KJ1AC KNacH(HKAIMATA H YECTOTA.

YecToTara ce onpeaens Kakro ciaeapa: Muoro dectn (>1/10); Yectn (>1/100 no <1/10); Hegectn
(=1/1,000 no <1/100); Peaxu (>1/10,000 ao <1/1,000); Muoro peaxs (<1/10,000); ¢ Hen3pecTHa uecToTa
(OT HaNKMYHKTE JaHHH He Moxe aa Obae HanpaBeHa OUCHKa). B oTACAHWTE rpyNH 1O 4e€CTOTA HEXEAHHTE
peaxiuiH ca PeACTaBEHH B HH3XOAMAM P/l CIOPEN CTENEHTA HA CEPHO3HOCT.

Hexenanure PCaKIIMi ca NipeIHMHO 3aBUCHMH OT 103aTa, ocoleHo PHCKA OT M0ABA HA CTOMAILHO-IPEBHO
KBPBEHC, KOHTO € 3aBHCHM OT J030BaTA rpaHpiia U NpOXBJDKHTETHOCTTa HA NCYCHHETO.

HexenaHure peakiii ca No-peXH MpH MaKCHMATHA AHEBHa fo3a Ao 1200 mg.

Tabnnna Ha HeXkeJAHUTE PEAKTHA

CrereMa-opran kaac | Yectora HexeIARN peaknRe
Hapymenus Ha | MHoro pesxkd | Hapyurenns Ha xemonoe3ara®
KpbBTa M JHM(pHATA
cHCTeMa
Hemspectna | TpomBouuroneHus®
YecToTa
Hapymenus Ha | Hevectn CBpBXYYBCTBHTEITHOCT BKIIOUBALIA YPTHKApHA® H
HMYHHATa CHCTEMA npypHTyct
Muoro penxku | Texxkw  peakuHH Hd  CBPBXHYBCTBHTENHOCT
BKJIOYBAINM OTOK HA JIHIETO, €3MKa H JIapHHKCa,
3a[yX, TAXHKAPAMS, XMTIOTEH3NdA, (aHadHIaKchs,
AKrHOeIEM MAH TEXBK MOK) 2.
Hapymenus ua | Hemssectna | XKakaa®
merabomzma H | 9ecToTa
XpAHECHHATA
Meuxnuan HeussectHa | AHopekcus  meBpo3a,® 3a6myma®,  GescbHue®,
HApYLIEHUA YECTOTa TPEBOXHOCT, B30ya, XAMOUHHAIHH (0co6EeHO npH
Aena)’, TOATHCHATOCT®, HeCHOKORHOCT ®
Hapywenns Ha | Heuectn I'nasobosne®, 3aMasnoct’, Tpemop®
HEpPBHATA CHCTEMA MHOro pesiki | AcenTHyeH MCHHHIHT
Cepaednu HemsectHa | Chpheuna HEAOCTATHYHOCT M OTOUM™, TaXuKapaHa®,
HAPYLICHHA apuTMas®, nannuTausm®, npexopasansa Gonxa®
Ceaoeu Hapymenns | HewssectHa | ApTepHanHa xumneproHus *>
YecToTa
Pecrniparophm, Henseectna PeakTHBHOCT Ha JHXATEeTHHTE MBTHILA BKIIOYBALLH
TPBAHHA # | gecToTa acTMa®, GPOHXOCTIA3EM® WITH 3aTPYAHEHO NHIIaHe™
MeAHACTHHANHH
HApPYLIEHHSA
Cromamuo- upesHH | Hewectn Kopemna 60n1ka?, ragene® u aucnencus™™
HapyLIeHHus Penxn Jnapus®,  ¢naryneHumA®,  KOHCTHRAIMA® o
noBpemane™
Mnoro peakn | Ierrrrana A38a’, nepdopalus
FACTPOHHTECTHHANEH  KPBHBOM3IHB™,




xeMaTemesa’, ynueposeH CTOMATHT’, TacTpHT,

ofocTpsne Ha KonuT 1 Gonect Ha Kpon®

HenspectHa Cyxora B ycrara
YecToTa HcxeMHdeH KOMHT
Xenaro-6uamapHu Mmuoro peakn | YepHoapoOHO yBpexaaHe®
HapyLIeHHA
HapyimeHas Ha Heussectna Xunepxuaposa®
4ECTOTa
KoXaTa i nogkoxHata | Heuectn Koxau obpusu®?
TbKaH MHoro peaku | BymosHE peakumu®, BKIOYBAIIA CHHAPOM Ha

C HeusBecra

CrupbHC-JDKOHCHH?, epHrema MyJaTHhopMe® H
TOKCHYHA eMHAEpMATHA HEKPOTH3a™

Jlekapcrsena peakups ¢ eo3HHOGHIAA H CHCTEMHH

4eCTOTa cumirromu (DRESS canapouM)
Ocrpa reHepajlH3Hpana eK3aHTEMaTo3Ha MyCTyno3a
(AGEPR)
Peakiu# Ha OTOMYBCTBMTEIHOCT
Myckyno-ckenetHH M | HemapecTHa MyckynHa cna6oct®
CHEAMHHTEIHO- 4ecToTa
THKAHHH HAPYIIEHHUA
Hapymenua Ha | Muoro pemxa | Ocrtpa 666peuna HegocTarbaHOCT
6v6perpTe H
HKOYHHTE THTHILA
HewnssectHa | Pevenums Ha ypuna®, qusypus®
4ecToTa
O6mm Hapymesus # | Hemapectna | Pasmpasauremnoct’
HapylleHHs H ¢eKTH | yecToTa
HA  MACTOTO  Ha
TIPWIOKEHHE
Hzcrenpaniig Muoro peakr | IloHibkens HMBa Ha XeMornoouHa®
Hapyuienns na ounre | HenssectHa HcxeMHYHa OITTHYHA HEBPOTIATHA
4ecToTa
*Ubynpoden ‘Ilcesnoedenpun

Onncanne Ha onpene/ieHH HEXKeJIaHH peakiHH

! TpumepHTe BKMOYBAT AHEMMN, NEBKOMNCHHA, TPOMOOLMTONEHHMS, NAHIMTONECHWS, ArpaHyJOLHTO3a.
IIepeHTEe NpH3HALK Ca TEMNEPAaTypa, GONKM B IbPIOTO, MOBBPXHOCTHH A3BH [0 YCTATA, TPHIONOACGHH
CHMITTOMHM, CHJIHA OTTIAHANIOCT, KPHBOM3NMBA OT HOCA H TIO KOKATA.

2 IloxafiBaHUTe PEAKLHH Ha CBPBXYYBCTEHTENHOCT NPH JieueHHe ¢ HOYIpodeH ce oTHacAT J0:

(a) HecneHYHY ANCPTHYHH PeaKLHH, CAMHHYHH CIy4Yal Ha aHaQMnaKCcHs;

(6) moBHmeHa pEAKTHMBHOCT Ha PECMMpATOPHHA TPAKT, OTHACAIN Ceé A0 acTMa M BJOIIABAHETO W,
OpoHXocnaseM, HIIH 3a1yX;

(B) pasHOBHAHH KOXKHH ITPOABH, BIUHOYHTETHO OOPHBH OT pa3jiiddeH THIL, NPYPHTYC, YPTHKapHS, ypiypa,
AHTHOE/IEMa H MHOTO PAAKO €KC(OIMATHBHH U OYII03HH AepMaTO3H (BIUTIOYHTENHO TOKCHYHA €NMHIEpManHa
HEKponH3a, cuHAPOM Ha CTuBEHC-IDKOHCHH H €pHTEMa MYITH(DOpME).

3 [TaTOreHETHYHMAT MEXaHH3LM HA JIEKAPCTBO-HHAYLIHPAHHA aceTITHEH MEHHHTHT He €
Brnpexu Tora HanuaHATE JaHHH 33 cBEp3aHAs ¢ HCIIBC acenTyeH MEHHHTHT
CBPBXYYBCTBHTENHOCT (IOPAAM CHBIANEHHE NO BpeMe ¢ ynorpebaTa Ha jie




CHMITTOMHTE clle] IPeKpaTsBaHe Ha neyeHuero). TpabBa na ce o1Genexy, e ca HabMONABaHH €HHUHMEM
CHMITTOMH HA ACENTHYEH MEHWHTHT (KATO BpaTHa PUTHIHOCT, IMaBo0oiMe, rafeHe, MOBPbINAHE, TPECKa
WIH Je30pHEHTALHA) O BpeMe Ha neveHne ¢ uOynpodeH npH NalMeHTH ¢ ATONMYHHH HapYIICHHS (KaTo
CHCTEMEH JIYITYC €PHTEMATO3yC, CMECeHa CheIHHHTENHO-THKaHHa 6onecT).

* KITMHHYHHTE M3CNefBAHAA TIOKA3BAT, Y€ ynoTpebara Ha wGynpodeH ocobeno BEB BHCOKM 103A 2400
mg/heH MOXE [a C& CBBPXKE C JIEKO YBE/IH4YEH PHCK OT apTepPHATHO-TPOMOOTHUHA CBHOWTHA (Hamp.
MHOKapeH MHGapKT WIH HHCYAT) (Bink T.4.4).

5 HaGmomaBanuTe HeXENAHH PEAKIY HAH-UECTO €A TaCTPOMHTECTHHAIHM IO TIPOM3XO
¢ [Tousxora daTanHa, No-CHIELHANHO NPH NALHEHTH B HANPEAHATA BB3PAcT.

7 Bux T.4.4

% Ocobeno npH gEATOCpOUHa YNOTpeba, CBHP3aHa ¢ TIOBKIIEHA CEPYMHA KOHIEHTPALMA HA ypes M OTOLH.
CrIno BxUOYBA NaMmuUIAPHa HEKPO3a.

Cro0masate ga DOAOIAPANMTE HEKeJIARH JEKAPCTBERN peaklul

CrobmasaHeTo Ha MOAO3HPAHHTE HEXeIAHH JICKAPCTBCHK PEakUHH Clleji paspelnaBaneTo 3a ynorpeba na
NICKApCTBEHHA MPOAYKT € BaXHO. T0Ba I03BONABA MPOABLLKHTENHOTO HabmooeHHe Ha ChOTHOLUEHHETO
NOJI3a/PUCK OT ACKAPCTBEHUA NPOAYKT.

OT Me MUMHCKHTE CICHMATNCTH Ce M3MCKBA Jla CHOOLIABAT BCAKA MOAO3MpaHA HEXeNaHa JieKapeTBeHa
peaxums 9pes:

HamuiadreNHa areHIms 1o JIEKAPCTRATA

Cotmn 1303, yn. , Jdaman ['pyes“ 8

Texn.: +359 2 8903417 yebeaiir: www.bda.bg

4.9 Mpenosnpane

Hbynpoden:
Tipn pena npuemsr Ha noeeue ot 400 mg/kg Moxe na Aosene A0 NosBaTa Ha cuMATOMH. IIpH BB3pacTHH
edexThT K03a-0TrOBOP € no-Manko oTkpoeH. IlomyxHBOTET NpH NpenosHpanre e 1.5-3 Jaca.

CHMOTOMH HA IpeRo3HpaHe:

foBeyeTo nalyeHTH TpHenH KIHHH4YHO 3HauuMH Kojuuectsa HCIIBC pasBuBaTr maii-Beue rajese,
NOBpBINaHE, emMracTpaina 6onka U no-paako amapud. lllym B ymure, rnasobonue H CTOMATHO-UPEBHO
KBpBEHe CHINO ca BB3MoxHK. IIpu mo-cepHo3HH OTpaBsHMA ce HaGmoONaBa TOKCHYHOCT OT CTpaHa Ha
LEHTpaTHA HEPBHA CHCTEMA, H3pa3sBallia Ce BB BEPTHIO, CHHJIHBOCT, NOHAKOTa B30y /a H J€30PHEHTaUHsA
wnu koma. JloHakora naimeHTHTe DONy4apar repucBe. IIpH CepHO3HO OTpaBsHE MOXe Ja HACTHIH
MeTa0onuTHa aumao3a. Bu3MOXkKHO € Oa Ce TMOSBH XHNEPKATHEMHA H YABIKEHO NPOTPOMOMHOBO
BpeMe/INR, BEpoATHO IOpafid 3aTpyAHEHO ACHCTBHE HA LUMPKYNHPaUHTe GAKTOPH Ha KPHBOCECHPBAHETO.
Mosxe n1a ce nosBAT ocTpa GEOpeYHA HEAOCTATHYHOCT, YEPHOAPOOHO YBpeKaHe, XMIIOTOHHA, IOTHCKAHE
HA THIIAHETO M 1HaHo3a. Br3MoskHO e 060CcTpAHE Ha acTMAaTa IIPH ACTMATHIIH.

TepaneBTHYHH MePKH IIPH NPEeAOIAPAHE:

TepanepTH4HMTE MEPKH ca CHMIITTOMaTHYHH H TIOAZBPAKAINIH M BKIIOYBAT MOAABPKAHE HAa MPOXOAHMH
AHXaTE/HH TbTHIA H MOHHTOPHPAHE HA CHPACUHHTE H BUTAIHHTE NOKA3ATENH O TAXHOTO CTabHIH3HpaHe.
Jo mepeha wac oT npueMa Ha JIOTCHIIMANTHO TOKCHYHH KOJTHYECTBA MOMKE JIa ¢e JANe NepopanHo akTHBEH
BBIJIEH WIW W3Npa3BaHe Ha croMaxa. Ako uOynpoden seue ce e aGcopbupan, Moxe J.;a ce npnmoxca'r

npunarat SpOHXONHIATATOPH.




Ilcenpoedenpnn:

CHMITOMH Ha HIpeAO3HpaHe:

Pasnpaznurensoct, GeanokoficTeo, TpeMOp, NANNHTALMH, KOHBYJICHH, 3aJIPRKKA HA YPHHA, XHUNIEPTOHHA,
TPYAHOCTH NPH YpHHHpaHe, raJieHe, MOBPBINAHE, TAXMKAPHA H ChPACHHH apATMHH,

TepanesTuvnE MepKH NIPA Npedo3ApaHE:

TepanepTHYHUTE MEPKH Ca CHMITTOMATHYIHH H MOATILPKAINY H B ciiyyall Ha TesKKO NMPEN03NpaHe MOXE J1a
ce MPHJIONKH ACTIMpalHA, NOC/IEBala OT CTOMAINHA IIPOMUBKA 33 W3NPA3BAHE HA CTOMAIIHOTO ChABLPXKHMO.
JleuenHero BKAIOYBA CTOMAMIHA MPOMHMBKA HA paHeH €Tan H CUMIITOMATHYHH H MOAJBPXKALLH MEPKH.
EnuMuHaumsTa Moxe A2 GBS 3aCHNECHA ¢ KHCEJIHHHA JHYPe3a WM JHaNnu3a. XHUIepTeH3MBHUTE edeKTH
Morat jAa Obaar TperMpanu ¢ HHTpaBeHO3HH anda-Onokepu. Chpieunnre epexTH MOXKe ga HATOKaT
npHiaraHeTo Ha Gera-ampeHepriunm Gnokepu cnen anda-aapeHeprivda 6nokaga. Ilpu xoHByncHH ce
NPHIIAraT AHTHKOHBYJICAHTH.

5. ®APMAKOJIOIHYHHA CBOHCTBA
5.1 PapMaKOARHAMHYHEE CBOHCTBA

DApPMAKOTEPANIEBTETHA TPYNA: NMPOTHBOBL3MAIHTENHN M AHTHPEBMATHYHH NPOAYKTH, HECTCPOHIHH
NpOM3BOAHM HA NPOMHOHOBATA KHcenHHa. MGynpoden, komOHBanuu

ATC xon: M01 AES5]

Hb6ynpoden:
H6ynpodeH € NpoU3BOAHO HA IPOMHOHOBATA KMCENHHA. [IpHTeXKaBa aHANTeTHICH, MPOTHBOBB3NATHTENIEH

H aHTHnHperwyeH edexr. Tepanepriunmar edexr Ha HOympodeH, KaTo HECTEPOHICH
NPOTHBOBBL3NAJIHTE/ICH JIEKAPCTBEH NPOAYKT € pe3y/ITaT Ha MOTHCKAHE Ha NPOCTAIJIAHIHHOBATA CHHTE3a.
Ocgen ToBa HOynpodeH 06paTimMo HHXHOHpa TPoMOOLIMTHATA arperanHs.

ExcnepuMeHTaAu JaHHH NMOKa3BaT, ye HOynpodeH MoXe KOHKYPEHTHO Aa MOTHCHE epexTa Ha HHCKHTE
A03H AUECTHACATHIWIOBA KACEMHHA BEPXY TPOMOOIHTHATA arperals, KoraTo ce NpHiaraT €qHOBpPEMEHHO.
Haxon dbapMakonuHaMHUHH MpoydBaHHA NHOKA3B4T, Y€ KOTATo eqHokpartHa fo3a or 400 mg uGympoden,
npHeta B paMkure Ha 8 4aca mpeau wiH j0 30 MMHYTH cien 81 mg aueTHICATHIIOBA KHCEJIHHA C
HezabasHO ocBoDoxAaBaHe, ¢ HabGmIOJaBaH MOHIDKEH eeKT HA ALECTWICAIMUMWIOBA KHMCENHHA BBPXY
o6pasysaHeTo Ha TPOMOOKCAH WM arperauusTa Ha TpoMGoLMTHTE. BBNpeKn, 4e HMa HECHIYPHOCT TpH
[IpH EKCTPATNIONHPAHETO Ha TEIM RAHHH OT KJIMHWIHH CIY'aH, HE MOXKe Aa 6be HIKTIOUCHA Bh3MOKHOCTTA,
4e NpH peAOBHATA, MPOALDKUTENHA ynoTpeba Ha mbynpodeH MoXe Aa HAMATH KapAHONPOTEKTHBHHA
e(heKT Ha HICKH 03K ALCTHICATHIIUIOBA KAcennHa. He e BB3MOo3kKHO A4 ce HabmonaBa KIHHHYHO 3HAYHM

edexT NpH HepenosHa ynotpeba Ha nbGynpoden (Bik T. 5.1)

Ilcepaoedeapan:

IcepnoedenpuH ce H3NOM3BA KAaTO HasaNieH H OpOHXMANEH ACKOHrecTaHT. 1ol € cTepeoM3oMep Ha
edenpuHa ¥ WMa nozobHO neiicteue. IlpencraBimea CHMNATHKOMHMETHYHO CPEJNCTBO ¢ AHPEKTEH H
HHJIMPEKTCH e(eKT BBPXY alpeHepriudnuTe penentopy. Mma anda- v Gera-cTHMynnpaina aapeHepradHa
aKTHBHOCT H H3BECTEH CTHMYNHpalll eeKT BPBPXY [EHTpanHaTa HepBHa cucteMa. MMa yrBmkeHo, Ho fio-
caabo peiicTeue or anpenanuHa. BBIpexH TORa MpecopHaTa AKTHBHOCT H e(eKTHT BBPXY LIEHTpATHATA
HepBHa CHCTEMa Ha TiceBAoedeapHHa ca Mo-cNabH OT Te3H Ha edeapHHA.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Héynpoden:
Ho6ynpoden ce pezopbipa OBp30 cnen npreM H GHp30 ¢ pasnpeAens B LEAHA Op
ypes 6uOpelHTe € enHOBpeMEHHO §Bp3a U THIIHA.



MakcHManHH cepyMHH KOHIIEHTPALMH C¢ AOCTHIaT 45 MHHYTH CJiefi IPHIIOKEHHE aK0 ¢e MPHeMa Ha Npa3eH
CTOMAX.

Korato ce mpHemMa ¢ XpaHa, MAaKCMMAIHH CEpYMHH KoOHLEHTpaimu c¢ HaOmopmasar 1-2 vaca ciep
NpPHIIOKEHHETO My. TOBa BpeMe MOXKe J1a BapHpa NpH PasiIMuHKTE NeKApCTBEHH (DOPMH.

Bpemero na NOIyKHEOT € OKONO 2 gaca.

He ca HaGiroAaBaHH 3HAYHMH Pa3fTHKH BB (hapMaKOKHHETHYHHS npodu Ha ubynpodeH 1py NaHenTH B
CTap9ecKa BB3pacT.

Ilpu orpanpveHn Apoy4yBaHHA HOYTIpo(deH ce OTAENs B KbPMaTa B MEOTO HHCKH KOHLICHTPaIlHH.
IlceBnoedenpnn:

TlcernoetenpHHBT B NeXapcTBeHH GOPMH Che CTAHAAPTHO ocBobOAIaBaHE ce pe3opbupa oT
raCTPOHHTECTHHAIHHMA TPAKT H €€ EKCKPETHPA B IOSIMO KOJIMYECTBO HEIPOMEHEH ¢ YPHHATA, 33€IHO C

MAJIKO KOJIHYECTBO OT YepHOApoGHHTe MeTabonuTh.
EnHMHHALHOHAHSA TIOTYAHBOT € oKo10 5-8 daca, KOeTo Ce peAyHApa NPH NOAKHC/IABAHE HA YPHHATA.

MaJikn konHUeCTBa NPeMHHABA B KBPMATA.

53 peaxaaaETHE AARAH 32 Ge3onacnocT

HsaMa npeKIHHAYHE JaHHH 38 Ge30MIacHOCT, KOHTO ¢a OT 3HaYeHHE 3a MoTpeOHTeHTE.

6. PAPMAIIEBTHYHHA JAHHEN

6.1 Cnachbka B2 NIOMOIMEHETE BeMIeCTBA

MukpokpHcTanHa lenynosa, Kpockapmenosa narpuii, IlosagoH, Kanuges gocdar, Marsesses creapar,
Xunpomenosa, Tank, ouseturen Macrepkot xbito FA (cpappia amymundn | E 110), Hepno Mactino

Omnaxon S-1-277001.

6.2 HechBMeCTHMOCTH
HenpunoxkuMo

6.3 Cpok Ha rogsoct
3 romnm

6.4 Cnenua/IHH YCI0BHS HA ChXpaHCHEE
Jla ce cexpanssa noz 25°C, Ha ¢yX0 MACTO.

6.5 JlanHA 32 ONAKOBKATA
Bnecrepun onakoBkH, CheTOALLM ce oT GimerepH ot 6an0 marmMeRThpado 250 pm PVC/40 gsm PVDC-
NaMHHHPAHO, TOILTHHHO 3arevatady KM 20 um arymunueso ¢oiHo, coabpkani 12 u 24 Tabnerxn.

He BcHaKH onakoBKH MoraT Aa 6hAaT MyCHATH Ha Mazapa.

6.6 CnenEa/ = NpeANa3HH MEPKH UPH H3XBBL{JIAHE
Hama crielsanHH H3HCKBaAHHA

7. INPHTEXATEJ HA PAJPEHIEHHETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.




48 Iancu de Hunedoara Boulevard, Building Crystal Tower
[1th Floor, District 1, Bucharest, PymuHus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA
Per.Ne 9800356

9. JATA HA IBPBO PA3PEMIABAHEMOJAHOBABAHE HA PA3IPEIDEHHETO 3A
YIIOTPEBA
05.11.1998

10. AATA HA AKTYAJIM3HPAHRE HA TEKCTA
mapr, 2021




