KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



.  UME HA JJEKAPCTBEHMSI ITPOAYKT

Hypoden Excnpec ®opre komnakt 400 mg MekH Kancyiu

Nurofen Express Forte compact 400 mg soft capsules

2. KAYECTBEH H KOJITHMECTBEH ChCTAB

Bcaka Meka kancyna cbeabpxa 400 mg ubynpodeH (ibuprofen)

[TOMOLUHH BEIECTRBA C M3BECTHO NEHCTBHE:

Beaka Meka kancysia cbaepxa coes JieUMTHH, 72,59 mg copbuton (E420) u 0,60 mg nouco 4R
(E124).

3a NBbIAHHUA CNHUCHK HA NOMOLLHUTE BELLECTBA BHIXKTe Touka 6.1.

J. JIEKAPCTBEHA ®OPMA

Meka kancyna

HepeeHa, oBanHa, Meka Kancyna ¢ Haanuc  NURO400“, orneuaran B 6sa10. Beska Kancyna € ¢
npubaunzurenso 10,0 mm wupuHa 1 15,5 mm ab/DKHHA.

4. KJIHHHYHHA JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

To3u nekapcTBeH NpORYKT € NOKa3aH NpH BL3PACTHH H 1OHOWH ¢ Terno Haa 40 kg (Ha v nan 12
FTOAWHH } 32 KPAaTKOCPOYHO CHMIITOMAaTHYHO N€YEHHE HA Jicka A0 ymepeda Oonka kaTto raasobonue,
MEHCTpYanHa Oouka, 3600001, BUHCOKa TemnepaTypa U 6o/ka, CBbp3aHa ¢ OOHKHOBEHA HACTHHKA.

4.2 0o3MpOBKA H HAYHH WA NPHJIOKEHHE

lo3upoBKa
CaMo 3a kpaTkoTpaiiHa ynotpeda.

Hexenaunte peakunn morar na 6baaT cBeieHH A0 MMHUMYM 4pe3 ynorpeba Ha Hali-HHCKaTa
e(peKTHBHA 1032 32 BBIMOXKHO HAl-KPATKO BpeMe, HEOOXOAHMO 3a OBaJSBAHE HA CUMMATOMHUTE (BXK.
TOouKka 4.4)

Bu3pacTHyu U wOHoWH ¢ TenecHo Terno Haa 40 kg (Ha v Han 12 roamum). Havanuara fo3a e eqHa
kancyna (400 mg). Cnea ToBa, ako e Heobxoaumo, TpaGBa na ce NPHEMAT AOMLIHUTEIHH 03H OT
eaHa kancyna (400 mg). UureperansTt Ha no3upaHe TpaOBa na 6bae Hak-manko 6 yaca. MakcuMmanHara
NpenoOpBLYHTENHA AHEBHA A03a OT Tpu Kancyau (1200 mg) He Tpabea na ce HaaBvinaea 3a nepuo

24 vyaca.

ce Biowar, TpadBa Aa ce KOHCYATHpATeE C JieKap.




AKO TPH BB3PAaCTHH MPOAYKTHT € HeoOXOAUM 3a NMOBEYE OT 3 AHU WIH aKO CHMITOMMTE CE BIOLIAT,
NaHEHTHT TPAOBA 12 C& KOHCYNTHPA C NleKap.

CneunanHy rpynn nalHeHTH

[MeauMaTpuyHa nonyjaauus
To34 NeKapcTBEH MPOAYKT HE € npeaHa3HayeH 3a ynorpeda npu OHOWMW ¢ TeAECHo Terno nog 40
kg unu aeua noa 12-roaminua Bb3pacT.

Crapuecka Bb3pacT:
He e HeoOxoauMa cneunanHa kopekuus Ha go3ara. [lopanau npodmna Ha HeXeNaHUTEe peaxLMu
(BXK. TOuKa 4.4), ce npenopbYsa BHHMATEAHO HabMIOAeHHE HA NALMEHTHTE B CTAPYECKA BB3PACT.

bxOpeuHa HeIoCTATLYHOCT:
He e HeobGxoaumo noHukaBaHe Ha Ao3ara MPW NAUMEHTH C JIEKO 0 YMEPEHO HapyLIEeHHe Ha
0bOpeyHaTa GyHKUHA (32 NAUMEHTH ¢ TexKa GbOpeuHa HeNOCTaTLUHOCT, BXK. Touka 4.3).

YepnoapobHa HejocTaThYHOCT (BXK, TOUKA 5.2):
He e HeoOXONMMO NMOHWXABAHE Ha 103aTa NPH MAUMEHTH C JIEKO A0 YMEPEHO HapylIEHUEe Ha
4epHOApoOHaTa PyHKUMS (33 NALUMEHTH C TEXKA YepHOAPOOGHa HEAOCTATBYHOCT, BXK. Touka 4.3).

HauyuH H3a NPUNOXKEHHUE:
3a nepopatHo npunoxeHue. Kancynure He TpadBa aa ce AbBuar.

AKO Ce MpUeMa CKOpO ClIel XpaHeHe, Ha4anoTo Ha aeicTerneto Ha Hypogen Excnpec ®opre koMnakT
MO2ke Ja ce 3aDaBH. AKO TOBa c€ CJIyuH, NaUWMEHTHT He TpsbBa 1a npuema noseue Hypoden Excnipec
Qopte KOMMAKT OT MNPENOpPbYAHOTO B Touka 4.2 (I03IMPOBKA) WIM AOKATO HE MUHE HEODXOAHMMUS
HHTEPBAJ 3a MOBTOPHO 103HUPAHE.

[lpenopbuBa ce NaUMEHTUTE C HYBCTBHTEAEH cToMax aa npuemar Hypoden Excnpec ®opre koMnakT
C XpaHa.

4.3 IlpornBonokazauus

 (CBPBXYYBCTBMTENIHOCT KbM AKTHBHOTO BEUIECTBO, (PLCTBUM HIM COA, WIM KbM HAKOE OT
NOMOLLHHTE BELLECTBA, U3DPOEHHU B TOUKA 6.1.

e [lpy nauneHTH ¢ aHaMHE3a 3a peakUMH Ha CBPBXYYBCTBHTENHOCT (Hanp. GpoHXocnasbM,

aCTMa, PHHHWT, ardHo€aeM WIH YPTHKAapua), CBbP3aHM C MPHEM Ha AUETHICATHLMIOBA

kuceaHHa (ACK) Wi Apyrd HEeCTEPOMAHH NPOTHBOBB3NANUTENHH JIEKAPCTBEHW TNPOAYKTH
(HCIIBC).

¢ AHaMHe3a 3a CTOMALHO-YPEBHO KbpBEHE WK NepopaLns, CBbP3aHH ¢ NPEAMLIHO JIEHEHHE ¢
HCIIBC.

® AKTMBHA W/IH aHaMHE3a 3a pPEUMAMBHpALLA NMENTHYHA A3BA/KPLBOMIIHB (1Ba WM NOBeEYE
OTYET/IMBY €NH30Aa Ha N10Ka3aHa yjuepaums UiH KbpBeHe).

e [launenTn ¢ Texka uepHoapobHa HeaOCTATLUHOCT, TekKa OBLOPEUHA HEAOCTATHYHOCT WIIH
TE€XKKa CbpAcHHA HEAOCTATBLUHOCT (Kiac [V no NYHA). Buxre cbmo Touka 4.4.

* [lpx nanuenTH ¢ uepebpoBacKynapHH WIH APYTH aKTHBHH KPBBOW3IHBH.

¢ [lpn nauMeHTH C HEM3ACHEHU XEMONMOETHUHH HAPYLUEHHS.




e [lpy nauueHTH ¢ TexKa AexHApaTalHA (HAMNp. MPH4YHHEHA OT MOBPbLINAHE, JHAPUA WIH
HEAOCTAThUECH NMPHEM HA TEUHOCTH ).

¢ Ilo Bpeme Ha nocneHHUA TpUMECTbLP Ha OpeMeHHOCTTa (BXK. TOuka 4.6).

4.4 CoenHannH APeAYNPEKICHHS H CICHHAHE MEPKH NpH ynorpeda

Hexenanute peakuwn morat aa Obhar cBeileHH A0 MHHMMYM upe3 yriotpeba Ha Hali-HMCKaTa
e(peKTHBHA 1032 33 Bb3IMOXHO HAW-KpPaTKoO BpeMe, HEOOXOAMMO 33 OBNAASBAHE HA CHMIMTOMMHTE
(BHXTE NO-10J1y CTOMAWHO-YPEBHH H CbPACYHO-CHAOBH PHCKOBE).

H3nckea ce NpCAna3MBoOCT MpH NALHUHECHTH € HAKOH CBHCTOAHHA, KOHTO MOXKE Na C€ BJIoLIAT:!

® CHCTEMEH JIYNIYC €PHTEMATO3YC W CMECEHO CBHEAHHUTEIHO-ThbKaHHO 3abonsaBaHe —
YBEJAHYEH PHCK OT aCENTUYEH MEHUHIUT (BXK. To4Ka 4.8).

® BpPOACHO HapyilleHHe Ha nop¢QHpuHOBaTa 0OMaHA (HANp. OCTPa HHTEPMHTEHTHA
nopgupus).

® CTOMALHHO-YPEBHH HAPYLIEHUA M XPOHUYHO BBL3NAIHTEIHO YpeBHO 3alonssaHe
(yhiueposzeH kKoauT, bonect Ha Kpol) (Bxk. Touka 4.8).
XHUNEPTOHHA W/HIU CBPACUYHO YBpeXaaHe (BX. ToYkH 4.3 v 4.8).

* OBOpeyHo yBpexaaHe, Thit kaTo ObOpeuHaTa GyHKUHMA MOXKE A € BIIOLWH (BXK. TOUKH
4.3 n 4.8).

® YepHOAPOOHO PYHKLUHOHANHO HApYLUEHHE (BXK. ToOukH 4.3 1 4.8).

® HENOCPEACTBEHO Clel rojiaMa XHpYpruiHa HHTEPBEHLMA.

® [IpH MaLWEHTH AIEPrHYHH KbM RPYTrH BELIECTRA, NOPAAU MOBHULIEH PUCK OT peakiliy
Ha CBPBLXMYBCTBHTENHOCT Cbul0 M cnea ynotpebara Ha Hypoden Excnpec dopre
KOMIIAKT

¢ [IpH NAUHCHTH CTPAJALLtH OT CEHHA XPEMa, HA3allHH NOJIUIH, XPOHHYHA OOCTPYKTHBHA
benoapobna Oonect, WM ¢ aHaMHe3a 3a anepriuno 3abonsBaHe, nopaiu
ChIIECTBYBALl NOBHIIEH PUCK 3a TAX OT NOABATA HA ANEPrUUYHH peakuuy. Te Morar ja
CE H3Pa3AT KAaTO acTMATHYHH MPUCTBHNH (T. HAp, acTMa OT aHaareTdHuH). OTok Ha
KeuHke unu yprukapus.

MackHpaHe Ha CHMIITOMUTE Ha (101€XKALNTE HHPEKLHMH

Hypoden Excnpec dopre KOMNAKT MOKE Aa MACKMpa CHMNTOMHMTE Ha HHEPEKLHS, KOETO MOXKE aa
nosege a0 3abasgHe Ha 3anO4YBaHE HA NOAXOJALIO JIEYEHHE H MO TO3H HAYMH A3 BIOWM M3X0AA OT
HHpekuusaTa, Tora ce Habnoaasa npu HakrepHaiHa NHEBMOHHA, NpUAoOHTa 8 OOLLECTBOTO, KAKTO U
npu OakrepuanHuTe ycnokHeHus Ha Bapuuena. Korato Hypodew Exkcnpec ®opre xomnakrt ce
npunara 3a JiCYCHHe Ha BHCOKA TeMnepaTypa HAM 3a o0nekyaBaHe Ha 0OJjlkaTa BbB BpPbIKA C
nHGeKumus, ce npenopbusa HabmoaeHue Ha uHdekuraTa. ITpu H3BLHOONHWYHH YCIOBHA NAaUMEHTBT
TpsiOBa 1a Ce KOHCYTHpA C JIeKap, aKO CHMITTOMMTE IEPCHCTHPAT WIH CE BIOLLABAT.

CromMaliHo-4YpeBHa 6e30M1acHOCT
EnHospemenHara ynotpeba ¢ apyrn HCIIBC, BKIIOMHTENHO UMKI0-OKCHreHada-2-cneunpuuHu
WHXHOHUTOPH, yBE/IHYaBa PUCKA OT HEXeNaHU peakiliH (Bxk. Touka 4.5) n Tpabsa na ce u3bsaraa.

Crapyecka Bb3pacT

[Ipn nauMeHTH B CTapyecka Bb3pacT yYecToTaTa Ha HabmonasaHuTe Hexenanu peakuun ot HCIIBC e
MO-BHCOKA, 0COOEHO Ha CTOMAUIHO-YPEBHUTE KPBLBOMITMBH W nepdopalMM, KOMTO MOraT aa ObaaT
patanyu (BXx. TouKa 4.2).

CTOMaUIHO-YPEBHO KbPBEHE, A3BA WU Nepdopatins
CbhobuwiaBa ce 3a CTOMALIHO-YPEBHO KbPBEHE, A3Ba WK nepdopauus, KOMTO MOrar fa
daranno, npu ynorpeba na Bcuuku HCIIBC, no Bcako Bpeme Ha JieUEHHETO C/
NpeAyNPEANTE/IHH CUMIITOMH, HITH NPEAHILIHA aHAMHE3a 33 CTOMALLIHO-YPEBHH NpodiemHu. /




Korato ce nojlyud CTOMAalIHO-YPEBHO KbpPBEHE WIH C€ TMOABH A3Ba [PH MaUKEHTH, NpHEMAILH
ubynpoden, neueHuero TpabBa J1a ce npekpaTH.

PUCKBT OT CTOMALUIHO-YPEBHO KbpBEHE, A3Ba MM nepdopalus € NOo-BUCOK NpH ynorpeba Ha no-
BucokH n03W HCIIBC, npyu nauMeHTH ¢ aHaMHe3a 3a A3Ba, 0COGEHO ¢ YCNOXKHEHHA OT KPbLBOH3NMB
Hnu nepdopaurs (BX. Touka 4.3), KaKTO U MPH NALMEHTH B CTapyecka Bb3pacT. TakuBa maiMeHTH
TpA0Ba 12 3aNM0YBAT JICYECHHETO ¢ Hall-HHUCKaTa Bb3MOXKHA 1033, [TpH TakKBa nauMeHTH € HeobXxoaMMo
KOMOMHUPAHO NIEYEHHE C MPOTEKTHBHH areHTH (HAIMp. MU30MPOCTON HIH HHXHOUTOPH Ha MPOTOHHATA
MoMna), KakTo W NpH MNAUMEHTH, HWIUCKBAUIM €JHOBPEMEHHO TIPHIOKEHHE HA HHCKH A03M
aLETUNCATHUMIIOBA KUCEITHHA WK IPYrH JEKAapCTBEHH NPOAYKTH, MOBHIUABALIM PHCKA OT CTOMALUHO-
YpEBHHW HECIKENAHH peaklHH (BXK. NMO-100Y TouKa 4.5).

[launeHTHTe ¢ aHaMHe3a 3a CTOMAILHO-YPEBHA TOKCHYHOCT, OCOOEHO T€3H B CTapuecka BB3PACT,
TpabBa Ja cboOwaBaT 3a BCMMKH HEOOHYANHH CTOMALUHH CHMNTOMH (MO-CNELMAIHO 33 CTOMAILHO-
YPEBHO KbPBEHE), 0COOEHO B HAYAIHHTE (a3H HA JIEYEHHETO.,

HeobxomMMo € noBuIIEHO BHUMAHHKE, KOTATO MALMEHTUTE NPHEMAT eTHOBPEMEHHO APYFH JIeKapCTBa,
KOHTO MOXE€ [a YBe/IH4aT PHUCKA OT #3BAa WK KbPBEHE KATO MNEPOPAHW KOPTHKOCTEPOHMAH WIIH
AHTHKOAryNaHTH, KaTto Bap(apHH, CENEKTHBHH HHXHOMTOPH Ha 06paTHOTO 3axBalllaHe Ha CEPOTOHHHA
(SS5RI’s) unn npoTHBOTPOMGOTHYHH CpEACTBA KATO HANPUMEpP aLETHICAIMLMIOBA KUcenuHa (BiK.
TOu4Ka 4.5).

HCTIBC Tpabea na ce npunarat BHMMATENHO MPH MALMEHTH ¢ aHAMHE3a 33 CTOMALHO-YPEBHO
3abonasaHe (ynueposeH konut, 6onect Ha Kpou), Thil kato Te3n 3abonsBaHus MoXe 1a ce odocTpAaT
(BX. TOUKa 4.8).

KoxHu peaxuuu

CepHO3HH HEXKENaHH PEAKLMH, HAKOM OT KOMTO JIETAIHH, BKJIIOUHTETHO eKC(ONHATHBEH JEPMaTHT,
CHHApPOM Ha Stevens-Johnson u TOKCHUYHA emUAEpMANHA HeKposikaa (cuHapoM Ha Lyell) ce chobiuasat
MHOI'0 psAKO BbB Bpb3Ka ¢ ynorpebata Ha HCIIBC (Bx. Touka 4.8). [Mauuenture wm3rnexaa ca
H3JIOKEHH Ha HAH-BUCOK PHCK OT TE3M PEAKUYH HA PaHEH €TaM OT JIEYEHHETO, KATO HACTLIIBAHETO Ha
peakuuaTa ce HabnioAaBa B NOBEYETO CNYYaH B PAMKHTE HA MTbPBHA MeEcell OT Jevenuero. Cbhobuiasa
CE 3a OCTpa reHepanu3KpaHa €K3aHTEMATO3Ha 1yCcTyno3a (acute generalised exanthematous pustulosis
(AGEP)) 818 Bpb3Ka ¢ NpOAYKTH, ChabpXkaLIM HOYNpodeH.

HypodeH Ekcnpec ®opre komnakT TpabBa Ja ce NpeKpaT rpu NbppaTa Nosisa Ha 0OpHB MO KOXKATA,
NIE€3HA Ha JIHraBHLIATa WK JPYT MPU3HAK HA CBPBLXYYBCTBUTEHOCT.

B H3KNI0UYHTENTHO peaKH cnydau ca HabogaBaHn CEPHO3IHM MHQEKLKMH Ha KOXKATa H MEKHTE TbKaHH
npy BapHuena. [lpenopburrenno e aa ce uzbarea ynorpebara na Hypoden Excnpec ®opre komnaxT
Mpy Bapuuena.

CbpaeqHO-CLAOBH H MOIBYHO-CHLAOBH eDEKTH
Heobxoanmo e noeuiweHo BHuMaHHe (obcwikaaHe ¢ nexkap WaM (GapMaLEBT) MpeAM 3aMOYBaHe Ha
JCHECHUE TIPU NALUCHTH ¢ AaHAMHE3a 38 XMNEPTOHUA W/ MK CbpAeYHA HEAOCTATHUYHOCT, Thil KATO MMa

CbOOLWIEHHA 33 3a0pBKKA Ha TEUYHOCTH, MNOBHLIEHO aAPTEPHANIHO HaNAiraHE W OTOK, CBbP3aHMH C
neyenuvetro ¢ HCIIBC.

JlaHHHTE OT KNHHHYHKM MpoyuBaHUs nokaseaT, ye ynotpebata Ha wbynpodeH, 0cobeHO BbB BHCOKH
no3H (2400 mg AHeBHO) MOXeE na 6bAe CBBLP3aHA C JIEKO YBENHYEH PHCK OT apTEPUATHH TPOMOOTHUHM
cOMTHA (Hanp. MHOKapaeH HHGAPKT WK HHCYAT). KaTo U0, enMaeMHonorHuHHTe H3ciieBaHus He
NOKa3BaT, Y& HHUCKHTE A03H HOYnpoden (Hanp. <1200mg AHEBHO) ca CBbLP3aHH C YBEJIHUYEH PHCK OT
aAPTEPHATHH TPOMOOTHYHH CHOUTHA.

[launeHTH ¢ HEKOHTPONHMpaHa XMMNEPTOHHA, 3acCTOMHa CbpaeuHa HegoctaTbuHocT (NYHA II-11D),
YCTAHOBEHA HCXEMHYHA OOJECT Ha CbpLETO, NepudepHa aprepuanHa GosecT WHIH MOZbYHO-CHAOBA
bonect morat na 6baat nekysaHu ¢ ubynpodeH camo ciel BHUMATENTHO OOMHCASHE U BUCOKHTE 1
(2400 mg/nen) Tpadsa na ce nabarear.

Colo Taka ¢ HeoOXOIMMO BHHMATENHO OOMHUCASHE NPEAN 3aM04YBaHE HA NPOIBIKHTEHO 1€
NalMEHTH C PUCKOBU (PAKTOPH 3a CHPAEYHO-CHAOBH CHOMTHS (HAMp. XHUIEPTOHHSA, XHNEPIH
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3axapeH Juaber, TIOTIOHOMyLIeHe), 0coDeHO ako ca HeoOXOAMMM BUCOKH 103H ubynpodex (2400
mg/neH).

ﬂg! ' JdHHH

Texkkn OCTpH peakuUHH Ha CBPBXYYBCTBHTEJIHOCT (HanpuMep aHapunakTHyeH WokK) ca HabmoaaBaHu
MHoro paaxko. llpn nossara Ha NbpBHATE MPH3HALM HAa PEAKiMS HAa CBPBXYYBCTBUTEIHOCT Ciel
npuem/nipunoxeHne Ha Hypoden Exkcnpec ®opre komnakt, neueHuero TpabBa aa ce npekpari.
HeobxoauMuTe 3a CHOTBETHHTE CHMNTOMKH MEIHLUMHCKHA MEPKH Na CE MPEANPHEMAT OT CNELIMATHCTH.

Hbynpoden, aktueHoTo BewectBo Ha Hypoden Exkcnpec Popre komnakr, Moxe BpeMeHHO ja
KHXHOHpa ¢yHKuUHMATa Ha TpoMbBounTHTe (TpomOouuTHaTa arperaums). [Topanu ToBa ce npenopbura
BHUMATETHO MOHHTOPHPAHE Ha NALMEHTUTE ¢ HAPYLICHO KPbBOChCHPBRAHE.

[lpu npoavmkuTesHo npunoxedne Ha HypogeH Exkcnpec ®opre KOMNakT € HEOGXOAKMO PEAOBHO
npocnejsBaHe Ha yepHoApoOHKTE nokasatenu, 6pOpeuHa GyHKUHA, KAKTO M HA KPbBHATA KapTHHA.

HpoawmkurenHaTta ynorpeba Ha paznuuiu 60AKOYCNOKOABALIM NTPH TNaBobONHE MOXeE /1a IO BJIOLUH.
B TakuBa ciyuan TpabBa na ce NOTbPCH MEIMLMHCKA KOHCY/ITALMA M JIEYCHHETO 3 CE MPEeKpaTH.
Jlnarvo3a nekapcteeno obycnoseHo riaapobonue TpabBa aa ce 06CHAM MPH NALMEHTH, KOMTO ca ¢
YECTH WIH €XEAHCBHH OTUIAKBaHHMA OT rNaBobonue, BbIPEKH (WM CBBP3aHH C) peaoBHATa ynorTpeda
Ha JIeKapCTBa NPOTHR rnasobomne.

ObuuaitHata ynotpeba Ha GoAKOYCNOKOABAWLM, MO-CNEUHANTHO KOMOHHALMUTE OT paNIM4HH
OonkoycnokossaluM, MOXe fAa JoBeae 1o TpaitHo GuOpeuHo yspexiaHe ¢ puck oT OnbpeuHa
HEAOCTATBYHOCT (aHanreTuHa Hedponatus). PUcksT MOXe Aa ce NOBUIIM NpH 3aryba Ha COMU M
AeXHApaTaLHs.

[Tpn eaxospemenHa ynotpeba Ha ankoxon u HCIIBC, HexenanuTe peakunH, CBbP3aHH € aKTHBHOTO
BELLIECTBO, OCOOEHO TE3IN OT CTPaHa HA CTOMALUHO-YPEBHHA TPAKT WIH LEHTPATHATA HEPBHA CHCTEMA,
MOKE /13 C€ 3aCHJIAT.

MiMa  43BECTHH  [1aHHHM, Y€  JIEKAPCTBEHHTE MPOAYKTH, KOMTO  HHXWOMpaT  UMKIO-
OKCHIeHa3HaTa/MPOCTariaHAnHOBA CHHTE3a MOXE [Ja MPeAH3BHKAT YBPEKAaHE HAa IKEHCKUS
hepTHIMTET upe3 BL3AEHCTBUE BLPXY oOByJauuaTa. Tosa e ofpaTMMO cnel TNpeKparsBaHe Ha
NEYeHNETO (BXK. Touka 4.6).

[leavaTpuuHa nomyaauus
ChbluecTsyBa pucK OT 6bOpeuHO yYBpeXaaHe NpH AeXHAPATHPAHH IOHOLIH.

To3n nekapcTBeH NpoayKT CbAbPkaA 72,59 mg copOMTON BLB BCAKA Kancyna.
[TaureHTH ¢ HacnecTBEHa (PPYKTO3HA HEMOHOCHMOCT He TpAOBa a NPHEMAT/Aa UM ce MpWiara To3u
NeKapCTBEH MPOAYKT.

To3n nekapcTeeH npoaykT chabpka Nokco 4R (E124). Tok Moxe 1a NpUYMHK aleprUyuHH PeakLivHm.

To3n nekapcTBeH NpOAYKT CbAbpXa COEB NEUMTHH. [laLUMEHTH, KOMTO ca aNepruuHi KvM QhCThiM
HITH COA, HE TpADOBa Na NPHEMAT TO3M JIEKAPCTBEH NPOAYKT.

4.5 B3anmogelicTBHe ¢ APYIH JleKapCTBEHH NPOAYKTH H APYrH GOPMH HA B3aHMOAEHCTBHE
ALETHICATTHLIMAOBRE KHCEHWHA ( HUCKA J03a):

EaHoBpemennata ynotpeba Ha uOynpodeH W aueTHNCATHUMNOBA KHCEMHA OOMKHOBEHO
MpenopbYBa Nopajay Bb3MOXKHOCTTA 32 NOBHILIABAHE HA HEXXENAHHUTE PEAKLUH.

EXCnepuMeHTAIHKH JaHHM noxa3BaT, ye HOynpodeH MOXKE KOHKYPEHTHO 13 MOTHCHE
HUCKWUTE AO3H aUSTHACANHLIKIOBA KHCE/IWHA BbpPXY TPOMOOUMTHATA arperaims, Koraro:
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€AHOBpPEeMEHHO. BLOpeku ue uMa HECUrypHOCT MPH EKCTPArofMpaHeTO Ha T€3IW AAHHHU OT KIHHHYHH
Cly4aHu, He MOXe Ja C€ MIKAIOUH RBIMOXKHOCTTA, Y€ PEAOBHHAT, MPOABL/DKHTENEH MNPHEM Ha
HOynpodieH MOXe Na HaMald KapAHOTIPOTEKTHBHUA €deKT Ha HHUCKH /034 alEeTHACATHUMIOBA
KWce/IMHa. He ce ovakBa KIMHWYHO 3HAYUM edeKT MpH HepeaosHa ynoTpebara wa ubynpodeH (Bx.
TOYKA 5.1).

Adpyru HCTIBC, BKIKOUYUTENHO LIMKNOOKCUI€HA3A-2-CNeUHPUHHY HHXUOUTOPH:

EnnospeMenHata ynotpeba Ha Haxonko HCTIBC moxe na yesennuu pucka oT CTOMALLHO-YPEBHH A38H
W KbpBEHE NopaaH cUHepruueH egekrt. EaHopeMeHHaTa ynotpeba Ha ubynpoden ¢ apyrn HCIIBC
cnenoparenHo TpadBa na ce u3barea (B, Touka 4.4).

JHUrokcHH, GeHHUTOMH, JIMTHH:

EanospemenHara ynorpeda Ha Hypogen Excnpec Dopre KOMNAKT ¢ AMFOKCHH, QEHUTOHH WIIH JTHTHH
MOKE 1a MOBHILIH CEPYMHHUTE HYBA HA TE3M JIEKAPCTBEHW NpoaykTd. lpocneasBaHeTO HA NHTHEBUTE,
AUIOKCHHOBUTE WU (EHWTOUWHOBHUTE HMBA B CEPyMa HE MOXKE 1A CE€ NPEnopbya KaTo MPaBUNO B
Cly4adTe Ha npaBwiHa ynorpeda (Makcumym 4 1HH).

KOpPTUKOCTEPOUH:
KOpPTHKOCTEpOHANHTE MOXKE 1@ YBEIHYAT PUCKA OT HEXKENAHU PeaKUHH, 0CODEHO B CTOMALUHO-YPEBHHS
TPakT (CTOMAUIHO-4YPEBHA A3Ba WIH KbpBeHe). (BrxTe Touka 4.4)

AHTHArperaHTH H CEACKTUBHH HHXMOUTOpH Ha oOpaTHOTO 3axBaliaHe Ha cepoToHuHa (SSRI):
[loBHLIEH PHCK OT cTOMALIHO-YPEBHO KbpBeHE. (BHxTe Touka 4.4).

AHTHKOArYJaHTH:
HCIIBC morar na 3acunsT edekra Ha aHTHKOAry1aHTH Kato BapdapuH (BX. Touka 4.4),

[Ipobeneuna U cy1pHHNUPA3oH:
JlekapcTBEHHUTE [MPOAYKTH, CbAbPXKALLM NpoOcHEeUWa WX CYAPHUHNHPA3OH, MOrar aa 3abaBAT
eKCKpeLMaTa Ha ubynpodeH.

Auypernun, ACE nuxuburopu, 6eta-0,10KkepH U AHTAaroOHHCTH Ha aHTMOTEH3UH-11:

HCIIBC Moxe na nonwxkar edexkta Ha AMYPETHUHMTE M APYTH AHTHXHMIEPTEH3UBHH JEKAPCTBEHH
npoaykTH. [1py HAKOW NauMeHTH ¢ KOMNpoOMeTHpaHa ObOpeuHa GyHKUHA (Hanp. AexuapaTHPaHH WIH
B CTapyecKa Bb3pacT ¢ yspenaeHa OnOpeuHa (QyHKUHA) eaHOBpeMeHHOTO npunoxedue Ha ACE
HHXHOHUTOPH, OeTa-OnokepH WM aHTArOHHCTH HAa AHTHOTEH3WH-11 ¢ nekapcTBa, KOMTO WHXMOMpaT
UMKIOOKCUIeHaszaTa MOXE jia J0BEJE€ A0 AOMBJAHUTENHO BIOUIaBaHe Ha OnOpeuHaTta QyHKUHMS,
BIJTIOYHTENHO ocTpa OBOpedna HeaocTaTbyHOCT, KoeTo oOukHOBeHO e obpaTtumo. CneaoBaTesHO
koMOHHauuATa TpAOBa na ce npunara BHMMATENHO, OCOOEHO NMPH NALMEHTH B CTApHECKA BH3PACT.
[launeHTUTEe TpAbOBa na ca aJeKBaTHO XMWAPATHpPaHH W Ja ce OOMHCAHM HeoOXoAMMOCTTa OT
npocieaasate Ha ObOpeunara pyHKUMA B HAYANOTO HA KOMOHHUPAHOTO JIEHEHHE H TIEPHOAHYHO Clel
TOBA.

Kanni-cbXxpaHaBalluy JAHYPETHLN:
Eaxospemennara ynotpeba Ha Hypoden Excnpec @opre kOMNAKT H KaNHR-CbXpaHABaLLH JIHYPETHLH
MOXE 1a AOBEAE A0 XHMEPKATUEMHA.

MeToTpekcar:

[Ipunoxennero na Hypoden Excnpec dopre xomnakT B pamkute Ha 24 yaca npeau Mav cien
NPUI0XKEHHE HA METOTPEKCAT MOXKE /1a AOBEAE A0 YBEIIMUYEHHE Ha MNa3MEHHTE HWBA HA METOTpeKcaT
H 3aCHJIBAHE HA TOKCHUYHHA MY €(eKT.

LIUKNOCNOPHH:
PUCKbT OT OBOpeuHO yBpexAaHe MPHYMHEHO OT UMKIOCNIOPHH € MOBHLIEH MPU €AHOBPEM

M3KJIHOYH TaKbB €PEKT NPH KOMOHUHKPAHETO HA LMKNOCIIOPHH ¢ HOYTpodeH.




Takponumyc:
PUCKBT OT HEPPOTOKCHHHOCT € TMOBHIUEH MPH €IHOBpeMEeHHa ynoTpeba Ha ABaTa NeKapCTBEHH
NPOAVKTA.

3UJ0BYAMH:

Mma naHHM 3a yBENHYEH PHCK OT XeMapTpo3u U xeMmatomu npu HIV (+) xemodunnum, nexysaHu
CIHOBPEMEHHO CbC IHAOBYAHH H HOYnpodeH. PUCKBT OT XeMaTONOrHy4Ha TOKCHYHOCT € MOBHILEH NpH
eaHoBpeMeHHa ynoTpeba Ha HCITIBC u snnosyaun.

CynQoHUIypeiHHn CpeaAcTRa:
KAHHHYHK MpoyuBaHHA €a NoOKasalu B3aHMOACHCTBHSN MEXAY HECTEPOHAHH MPOTHBOBBL3INAIUTENHH
JICKApCTBEHH NPOAYKTH H NPOTHBOAHADETHUHH NlekapcTBa (CyIPOHUNYPeHHN cpeacTBa). Bunpeku ue
A0 MOMCHTA HAMa OMHCAHW B3AMMOACHCTBUA MeEXAy HOYNpodeH U cyndpoHWIypeliHU NeKapCTBEHM
MPOAYKTH, KaTO Npeana3Ha MApPKa MpH €1HOBpPEMEHHATa UM yrnoTpeba ce Npenopbyea NPocieasBaHe
HAa KPbBHO-3aXaPHWTE HUBA.

XHHONHHOBHA AHTHOHOTHLIM:

JlaHHH OT NpoyuBaHKs BLPXY KHUBOTHHU couaT, ye HCIIBC morar aa yBenuuar pucKa OT KOHBYICHM,
CBbpP3aHH C XHHONKHOBH aHTUOMOTHUM. [launenTtn, npueMaw HCIIBC w xuHonoHuun, Moxe aa ca
H3JI0KEHH Ha NOBHLIEH PUCK OT NOABA HA KOHBY/CHH.

MudenpUcTOH:
HCIIBC ue TpabBa na ce npunarat ao 8-12 auu cnen npuioxeHwe Ha MHUQENPUCTOH, Thil KaTo

TOHWXKaBAT ePEeKTa HA MUGPENPHUCTOH.

Muxubutopu Ha CYP2C9:

EaHoBpemenHoTOo npunoxende Ha HOynpoded ¢ CYP2C9 uuxMGMTOpPH MOXe Ja NOBHLLH
ekcno3nuusTa Ha ubynpoden (cyberpar Ha CYP2C9). Ilpu eaHo npoyusaHe ¢ BOPHKOHA30/ M
dayxonason (uuxuburopn Ha CYP2C9) e gokazavo npubGnnsurenno 80 no 100% ysenuueHuwe Ha
ekcnosduuaTa Ha S(+)-ubynpoden. Heobxoaumo e Hamanspave Ha nosata Ha WOGynpoded npu
€AHOBPEMECHHOTO MY NPWIOKEHHE ¢ MOLWHH HHXHOUTOpU Ha CYP2CY9, ocobeHo koraTo ce npunarar
BUCOKH 03H HOYNpogeH ¢ BOPHKOHA30 M UTYKOHA301.

4.6 PeprnaHTeT, OpEMEHHOCT H KbpMeEHe

bpeMeHHOCT:

[ToTuCKaHeTO HA MPOCTArJaHAMHOBATA CHHTE3a MOXKE [a Nosiause HebnaronpuaTHo GpemeHHOCTTA
u/nan eMOprno/deranHoro pazeutHe. JJaHHH OT eNUEEMHUONOIHYHM NPOYUBAHHA NMOKA3BAT MOBMILUEH
PHUCK OT HEJOH3HOCBAHE M CHPACYHH MAT(POPMaALIMK, H MaCTPOLUM3KC clea ynoTpeba Ha MHXHOUTOpH
Ha [nNpOoCTarnaHAMHOBATA CHHTE3a B paHHa OpeMeHHOCT. AOCONIOTHHUAT pPUCK OT ChbpAE4HH
Mangopmaunn € O nosuiieH or no-manko ot 1% po okono 1,5%. Cuuta ce, 4e pHCKBT ce
MOBHILABA NPH BHCOKH A03H H NMPOABIKHTENHO JIEUEHHE.

[lpy XHBOTHH, NPHUIOKEHHUETO HA WHXHOMTOPH Ha MPOCTArNaHIMHOBATA CHMHTE3a BOAW [0 Npe- W
MOCT-UMILIAHTaIHOHHA 3aryDa W emOpuo-deranen neranurer. OcBeH ToBa ce ¢HoOLaBa 3a MOBUILLIEHA
YECTOTa Ha BPOACHHTE Mal(POPMALMH, BIIIOYHUTENTHO CbPAEYHO-ChAOBH, TPH >XHBOTHHU MOJYYHUIH
HHXHOHUTOPH Ha NpoCTarnaHAMHOBATA CHHTE3a MO BPEME HA OpraHoOreHe3ara

Ot 20-ta ceaMuua Ha OpeMEHHOCTTAa HaTaThk, ynorpebatra Ha WOynpodeH Moxke Na MPHUMHH
OJIMFOXUJIPAMHHOH B PE3YNTAT Ha HapyllcHHe Ha OLOpeunaTa GyHKkUMR Ha deTyca. ToBa moxke na ce
Clly4H CKOPO CJ1e 3aro4BaHe Ha JEHEHHETO U OOMKHOBEHO € oOpaTUMO MpH npekpaTsBaHeTo My. B
AONBIHEHHE, UMa CLOOLIEHHA 3a 3aTBapsaHe Ha ductus arieriosus chell NEYEHWE Npe3 BTOPHS
TPUMECTDBP, KOETO JO-roNsMa CTENEH OT3BYHABA Cliel NpeKpaTaABaHe Ha JNedeHuero. CliegoBaTenHo,

OCBEH aKo He € abcoNTHO HeobxoauMo. AKo HOYNpogeH ce HINOoA3BA OT XKEHA, KOATO CE
3abpeMeHee UAM Mpe3 NbPBUA W BTOPHS TPHMECTbP Ha OpeMeHHocTTa, ao3ara Tpad
Bb3MOXHO HaH-HUCKA H NMPOAB/DKMTENHOCTTA Ha JICUEHUETO Bb3IMOXKHO Hail-kpaTka. Chea



Ha HOynpodeH B NpoAL/KEHHE HA HAKONKO AHM OT 20-Ta recraumMoHHa CEAMHLA HaTaTbK TpAbGBa Ja
ce OOMHCIM aHTEHATaIHO NMPOCNEAABAHE 3a OJIMFOXWAPAMHHMOH W 3aTBapsHe Ha duclus arteriosus
TpAOBA 1@ ce HMa NpeaBHA Clel €KCMO3HUMA HAa HOynpodeH B NPOALIDKEHHE HA HAKOJIKO AHU Npe3
20-Ta recTauHoHHa ceaMHLa K cnea Tosa. [lpuemsT Ha uGynpodeH Tpabea na ce npekpaTH, ako ce
YCTAaHOBH OJIMFOXHAPAMHHUOH WK CTECHABAHE Ha ductus arteriosus.

[lo BpeMe Ha TpeTHs TPHMECTbP Ha OPEeMEHHOCTTa BCHYKM MHXMOMTOPH Ha NpocTariaHAMHOBATA
CHHTE3a MOraT Aa W3JI0XKAT Ha PHCK
¢ U042 OT:
- KapIHOMy/JMOHA/IHA TOKCHUYHOCT (C NpeXAeBPEMEHHC 3aTBapaHe Ha ductus arteriosus w
MYJIMOHATHA XHITEPTOHHA);
- ObOpeuna anucdyHkuus (BXK. no-rope);
® MaHKaTa U HOBOPO/JECHOTO B Kpasi Ha OpeMeHHOCTTA OT:
- BEpPOATHO YAbAXKaBaHe Ha BPEMETO Ha KbPBEHE, aHTHarperupail epekT, KOUTO MoXe na
Ce fI0JYYH JOPU NPH MHOI'O HHCKH J03H;
- MHXHOWpaHe Ha MAaTOYHWTE KOHTPAKLUMM, BOAEILO A0 3a0aBfiHE WIM yab/kaBaHe Ha
pPaXKAaHETO.

CnenosatenHo, ubynpodeH e npoTHBONOKa3aH MO BPEME HA TPETHS TPHMECTbP Ha GPeMEeHHOCTTa
(Bx. TOYKH 4.3 1 5.3).

KbpmeHe:

HbynpogeH u HerosuTe MeTaboNMTH NMPEMHHABAT B HUCKH KOJIHYECTBA B KbpMaTa. JIo MOMEHTA He ca
M3BECTHH BpEAHH €(QEKTH BBPXY KbpMauvero, MopajH Koeto OOMKHOBEHO He c¢e Hanara
NPCYCTAHOBABAHC HA KBbPMEHETO [MpPH KPaTKOCPOUHO JleyeHHe Ha Oonka W Temieparypa B
NPENOPBbYBAHUTE NO3H.

DOeprunurer:

HMIMa M3BECTHH JaHHK, Y€ IEKapCTBaTa, KOUTO MHXHOMPAT UMKIIOOKCHreHasaTa / npocTarnaHiHHOBaTa
CHHTE3a MOXE€ Na NPCAM3BUKAT YBPEKAAHE HA XKEHCKHA (EPTUIMTET 4pe3 Bb3ACHCTBHE BLPXY
oBynauuaTa. Tosu edexrt e oOpaTuM cnen npekpaTaBaHe Ha ne4eHHeTO (Bx. Touka 4.4).

4.7 EdexTn Bupxy cnocobHocTTa 32 modupane H pabora c MamMHAH

Tosa ieKapcTBO He MOBAMABA HIHM MOBIMABA B HE3HAUWTENTHA CTeNEH CNOCOBHOCTTa 3a wodupaHe K
pabota c MatinHu. [TauMEHTH, KOMTO M3MHUTBAT 3aMasHOCT, CHHIMBOCT, CBETOBBLPTENK MM 3PUTENHM
HapyleHHA, AokaTto nphemar ubynpogen, TpadBa na wui3barear wodupaHeTo wnu pabortara ¢
MalIMHY. EAHOKpAaTHOTO npHilokeHne WK KpaTkocpouna ynotpeba Ha ubynpodeH 0OGHKHOBEHO He
Hanara nNpeanpueMaHe Ha cneudanHH npeanasHd Mepkd. ToBa ce oTHacs B MO-rojisiMa CTENEH [0
KOMOHHHPAHETO Ha NPOAYKTa ¢ aNKOXOJ.

4.8 Hexenann JexapcTBeHH peakuHH

CrUCHK Ha CNEAHHTE HEXKENAHW PEaKLIMM BKIKOUYBA BCHUKH HEKENIAHU Peakuuu HablIofRaBaHu B X014
Ha JleyeHHe ¢ HOYNpodeH, BKIIKOYMTETHO W ¢ BUCOKH JI03H NMPH ABJIrOCPOYHO 1EHEHHE MPU NALUEHTH
C peemaTH3bM. llocoueHara YecTOTa Ha HEXENAHWTE PEaKlMH, B TOBA YHCJIO W TA3H, KOATO HAAXBbPIIA
MHOIO PEKHTE CLOOLLEHHSA, CE OTHACK 3a KPAaTKOCPOUYHO JIeYeHHe B IHEBHH 103H 10 MakcHMyM 1200
mg uOynpogeH 3a nepopanHute Gopmu U MakcumyM 800 mg 3a cynozuropuure.

Mons, oObpHeTe BHMMaHME, 4e BbB BCAKO TPYMHPAHE [0 YECTOTA, HEHKENAHHTE pEaKLMH Ca
NPeACTABEHU B HU3XOALL pea NO OTHOWIEHHE Ha CEPHO3KOCTTA.

Mtoro yectu (>1/10)
Yectu (>1/100 ao <1/10)
Heuectu (>1/1 000 no <1/100)




Peaku (=1/10 000 no <1/1 000)

Muoro peaku (<1/10 000)

Oble HanpaeeHa OlICHKA)

C HEU3RECTHA yecToTa {OT HAIMYHUTE NAHHU HE MOXE /3

Hidekunu n undecranun MHoro peaky

JoxnaasaHo ¢ o00OCTpAHE Ha Bb3NANEHMA,
CBLP3aHH C HWHQEKLUHUs (Hamp. Pa3sBHTHE Ha
HEKDOTH3IHpall (acuMHT), CbBRNAJaWM no
BpemMe ¢ ynotpebara Ha  HeCTEpOH/HM
NPOTHBOBBINAIHTEHH NEKAPCTBERH
NPOAYKTH. ToBa BEPOATHO € CBBLP3AHO C
MEXaHH3Ma Ha JEHCTBUME Ha HECTEPOHAHHTE
MPOTHBOBRB3NANUTENHHACKAPCTBEHH
NPOJYKTH.

AKO no speme Ha ynorpebara Ha Hypoden
Excripec Qopre koMnakT ce nosBAT WM
BJIOLIAT CUMOTOMUTE Ha HWHQekuus, ce
npenopbuBa NauWeHTHTE HezabaBHO aa ce
obbpHaT xbM Niexkap. Tpabsa aa ce npeuenu
HeoOX0oaAUMOCTTR OT AHTH-
HH(PEKUHO3HO/aHTUOHOTHYHO JIEYEHUE.

Ha0nionagaHu ca CHMINTOMH Ha acenTHuEH
MEHHHIHT  KaTOo CKOBAaHOCT Ha  Bpara,
rnasodonue, rajaeHe, NOBpbLIAHE, TOBMIICHA
TEMNEpaTypa, HapyLWEHO Chb3HAHHE MO BpeMe
Ha ynotpeba Ha ubynpoden. [TauueHTn cbe
CHLIECTBYBRALUH aBTOMMYHHH 3abonsBaHus
(cuctemen nynyc epurematosyc (CJIE),
CMECCHa  CBEAHHUTE/IHO-TbKAaHHA  bonecr)
M3IJIEXKAA ca [MPEAPa3NONOKEHH.

Hapymenns w©na xpnBTa H | MHOro peaxs
JHMPpHATA cCHCTEMA

Hapymenns ©Ha  xemonoe3ata (aHemwus,
NEBKONEHMUA, TPOMOOLUTONEHHS,
NAHUMTONEHHsA, arpaHynoumrosa). [IwbpauTe
MpHU3HALK  MOXE fna ca  [OBHUIEHA
TEMINEPaTYpa, Bb3NAIEHO rLpo,
NOBLPXHOCTHH A3BH B YCTara, noaoOHu Ha
FpUIl CHMIITOMH, CHAHO  4YYBCTBO Ha
H3TOLIEHHE, KbPBEHE OT HOCa WM Koxara. B
TAKMBA CAyvad, NaugHeHTHTe TpaOBa na Obaar
MOCHBETBAHH He3aDaBHO Ja [MpeycTaHOBAT
ynoTpebara, Ja He Cce CcaMOJIEKyBaT cC
AHAJITETHUHM HJIM aHTHIIUPETHUW H Aa ce
KOHCY/THpAT C JeKap.

IIpn npoabmkuTenHo neueHne Tpabsa na ce

Hapywienus mna umynnara | HeuecTu
CHCTEMA
(CBPBLXYYBCTBHTEHOCT)

MPOBEPABA peIOBHO KPbBHATA KAPTUHA.

PeakllMn  Ha  CBPBXUYBCTBMTENHOCT  C
YPTHKApHA U ChPOEK, KAKTO H B/IOLIABAHE HA
aCTMa ([TOHAKOra ¢ NOHWXKABAHE H& KPhBHOTO
HANATaHe). *

MHoro peaku

Texxku obun peakil
CBPBXUYBCTBHTENHOCT, CHUMNTOM
ObAaT: OTOK Ha JMUETO, e3UKa

7 K
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JHCTIHESR, TaXUKapaud, XHNOTOHHS
(aHaduNaKkCHA, AHTHOEAEM WIH TEKBK LIOK).
ObocTpaxe Ha acTMa u BpoHxocnaIbM.

IIcuXHUHK HAPYIICHAS MHoro peaku [lcMXOTHYHH peakLHH, AenpecHS.

Hapymenns wna nepBuara | HedyectH Hapywenna Ha LeHTpanHaTa HEpBHA CHCTEMA

CHCTEMA KaTo rhaBofonue, 3amasHocT, Oe3cbHue,
Bb30y/a, pa31pa3HHTENHOCT HITH YMOpa.,

HapyueHHs Ha o4HTE HeuecTy 3pHUTEJIHK HapYLIEHHA.

Hapywenns Ha yxoro u | Peaxku Lllym B yurure, yBpexaane Ha cinyxa

AabHpHHTA

CobpaevHH HADYUICHHS

MHoro peaku

[Tannutaumn, cbppeuHa
MHOKapaeH HHPAapKT.

HETOCTATLYHOCT,

CuaoBn Hapymenus

MHoro penku

ApTepHaliHa XHMEPTOHHA, BACKYJIHT.

CToMANIHO-YpPEeBHH
HApYHIEHHS

UecTH

CTOMallHO-4YpeBHH OIJ1aKBaHHS KaTo
AUCNENCHA, MUPO3KUC, KOpeMHa 00MKa, raacHe,
NOBPbLUIAHE, METEOPHUIBM, AHapHUf, 3aMEK M
cnabo CTOMALLHO-YPEBHO KBLPBEHE, KOETO MO
H3KITKOMEHHE MOXKE 18 AOBEAE 10 aHEMHA.

HeuecTH

CTOMAWHO-YPEBHH  A3BH, [MOHAKOTa CbC
CTOMALIHO-YPEBHO KBbpPBEHE M nepdopauud.
Yinuepoied CTOMaTHT, 00OCTPSHE Ha KOJIHMT M
Oonect Ha KpoH (BX. Touka 4.4), racTpur.

Mmuoro peaku

E3odarur, naHkpeatuT, oOpaiyBaHe Ha
MHTECTUHA/IHH  CTPUKTYPH, TnNOAOOHH Ha
Auadparma.

IlaureHTsT TpaOBa Aa 6bae HHCTPYKTHPAH Aa
Cripe MpUHEMa Ha JEKapCTBEHUA NPOAYKT H Aa
ce 00bpHE KbM Nekap He3abaBHO NpH NOABaTa
Ha CWiHa 0OoJika B ropHaTa 4acT Ha Kopema,
Kak0 M npyH n[0fBaTa Ha MeJleHa WK
XeMaremesa.

XenaToOUTHADHH HADYIIERHEA

MHoro peakwu

HapywieHne Ha depHoapobHaTa (QyHKLMS,
YepHOAPOOHO  yBpeXkaaHe, oOcoOeHO npu
MPOAB/IKHTENHO MPHNOKEHHUE, yepHOApoOHa
HEJIOCTATBLYHOCT, OCThP XENATHT.

Hapymenns Ha koxara H
NOAKOXKHATA ThKaH

HeuectH

Paznmu4yHHU KOXKHH oﬁpHBH.

MHoro peaku

byi0o3HH KOXHM PpPEakLUMH, BKIIOUYHTEIHO
CHHApOM Ha Stevens-Johnson W TOKCHuYHa
enuaepManHa Hekposansa (cuHapoM Ha Lyell),
anoneuds. B oraenHu cnydam no Bpeme Ha
Bapyuena MoraT Ja ce [OSBAT  TEXKH
MHPEeKUMH Ha  KoKata M MOJAKOXHM
yCeaokHEHHMs (BK. cbwo L HHpekuun H
HHpecTauuu").

C Heu3lBecTHa
4ecToTa

JlekapcTeeHa peakuHa ¢ €03UHODWIHA U
cucreMHn  cuMnToMn  (DRESS  cuuapom),
OCTpa  TEHEpaNu3HpaHa  €K3aHTEeMaTo3Ha
MyCTyN03a, peakKUHH Ha CBPbXUYBCTRHTESHOCT

Hapymenun nHa 6nOpenurte H
NHKOYHHTE NBTHILA

Penku

CbILO MOTaT j1a ce NOABAT PAAKO YBpEXKIaHE
Ha ObOpedHaTa ThbKaH (ManwiapHa HEKpo3a) u
yBe/lW4€Ha  KOHLUEHTpaUMA Ha NHKOYHA
KMCEIIHHA B KpLBTA. [los
KOHUEHTPALIUA Ha ypesd B KPbBTA.

MHOro penku

[losBa Ha oTouM, ocobeHO npu naly
apTEepHaIHA  XHMEPTOHHA WiH 6




HETOCTATbYHOCT,  HE(PPOTHYEH  CHHAPOM,
HHTEPCTULIHANEH HEPPHT. KOMTO MOXKE fa
Obae npuapyxeH or octpa 610peuna
HeaoCTaTbyHOCT.  bubpeuHara  dyHkLMA
TpAOBa f1a ce H3caelBa PEAOBHO.

Hicnenanun Penku [ToHW)XeHU HUBA Ha XeMornodOuHa.

(CnefHuTe HEXENaHW NIEKApCTBEHM peaKUWM ca (IPEAHUMHO [10303aBHCHMU C MHTEPHHAMBUAYATHA
BapHAOUITHOCT.

Hail-uecTHTE HeXKENaHW pEeaKLMHM Ca C XapakTep Ha CTOMALIHO-UPEBHH HapyllieHus. Moxe na ce
MOABH NENTHYHA A3Ba, NEPPOPALHA WM CTOMALIHO-YPEBHO KbpBEHE NOHAKOra (aTalHH, 0cOBEHO B
CTapuyecka Bb3pacT (BX. Touka 4.4). Cnen npuiioxeHune ce cbobliasa 3a rajeHe, NOBPbILAHE, AHAPHA,
pnaTyneHuus, 3anek, AMCIENcHs, KopeMHa 607ka, MeneHa, xeMaTeMesa, YyIAUEpPO3eH CTOMATHT,
000CTpsiHe Ha KoAUT W BonecT Ha Kpon (Bx. Touka 4.4). [To-paako e HabarogaBaH ractpur. PucksT ot
noABa HAa CTOMAIHO-YPEBHO KLPBEHE € B 3ABHCHMOCT OT NO30BUTE MPaHHUM M NPOABNKHTEIHOCTTA
Ha ynoTpeba.

Cbobluasa ce 3a e1eM, XHIEPTOHUS W CbPAEYHA HEOCTATHLYHOCT BbB Bpb3Ka ¢ sieuenue ¢ HCIBC.

KytHHMYHKTE Npoy4YBaHWs noka3eat, ye ynotpebarta Ha nbynpoden, ocobeHo BbB BUCOKH 2031 (2400
ME/AeH) MOXe 1@ CE CBbPXE C JIEKO YBEJHYEH PHCK OT apTEPHATHU-TPOMBOTHHHH CHOUTHS
(Hanpumep MUOKapAeH UHPAPKT WIHM UHCYT) (BXK. Touka 4.4).

Ctobuanar ce peakUnH Ha CBPbXUYYBCTBHTEITHOCT M TE CE ChCTOAT OT:

(a)  He-CneUM(PUYHU aNnepruyHH PpeakurH U aHaPUIAKCUS

(0)  noBMuUIEHA pEaKTHBHOCT Ha [MXAaTENHATA CHCTEMA, HaAMp. acTMa, BJIOLIABAHE HA ACTMA,
OpoHXxOcnasbLMm, AUCnHes

(B)  pauIH4HH KOXKHM pPEAKLMH, Hanp. TMPYPHTYC, YPTHKAPHSA, AHTHOEAEM M  TO-PAAKO
ekconuaTMBHU W Oyno3HM [€pMaTO3H (BKIIOUUTENHO ENMAEPMANHA HEKPONH3a M epHUTEMA
MynTugopme)

ITaunenTsT Na Obae MHCTPykTHpaH He3abaBHO Na MHMOPMHpa Jlekap M 1a NPEYCTaHOBM NMPHEMA Ha
Hypoden Excnpec ®opre KoMnakT, ako no/iyuH HAKoe OT W3GpoeHHTe No-rope.

CboOluaBane Ha NO03HPAHN HEXETAHN PEAKLIHU

Crobl1aBaHeTo Ha MONO3HPaHH HEXENAHH PeaKLHK Clief pa3pellaBaHe 3a ynoTpeda Ha NeKapeTBeHHs
NpoaykT € BaxHO. Tosa no3songea na NpoabmKK HabIIOAEHHETO HA CLOTHOLWIEHHETO NOMT3A/PHCK 32
JACKAPCTBEHHA NpoAYKT. OT MEAHUHMHCKMTE CNEUHATHCTH C€ H3WCKBA Oa CboOlaBaT BCAKA
MOAO3HPAHA HEXKEIAHA PeaKLiUA upes3:

M3nbanuTenHa areHuMa no Aekapcereara

yn. ,.Jdamau ['pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417
yebecaidT: www.bda.byg

[ T R L —

4.9 Ilpeaoznpane

[Mpn 1oHowK M BB3pacTHM edekTbT OT no3ata He € saceH. [onyxMBOTLT Npu npenosupane e 1,5-3
Haca.

CHMNTOMH
[loBevyeTo nauueHTH, npuenu 3Hauumu konuuecrsa HCIBC, pa3seuBat camo raaee,
enuracTpajiHa 00ska UK No-paako aAHapHs. Bb3MOXHH ca WyM B yuIHTe, rnasobonue
CTOMALIHO-YpEBHUA TPaKT. [lpy nmo-cepnoszHW orTpaBaHHA Moxe aa ce HaOmozaBaT H
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CTPaHa Ha LEHTpanHaTa HepBHA CUCTEMA, H3Pa3ABALIH CE€ B 3@MASHOCT, CbHJHBOCT, MOHAKOTa Bb30yaa
1 e30pueHTauns HAK Koma. [longkora ce Habnoaasat repuose. [Ipu cepro3HM OTpaBAHUS MOXeE na
ce Habmonasa MeTaboONHTHA aunao3a M yIb/KaBaHe Ha NpoTpoMOUHOBOTO Bpeme/INR, cBbpiaHo
BEPOATHO C HaMeca BbB (GYHKLMUTE Ha LIMPKYJiHpalidTe $HakTopH Ha KphBOChCHpBaHeTo. Moxe na ce
HabmoaaBa octpa O1LOpetHa HeaOCTaTBLYHOCT M YBpeXkaaHe Ha YepHuns Apob. BuimoxkHo e obocTpane
Ha acTMara MNpH aCTMATHLM.

JleueHue

Jleuennero Tpabea na Obae CHUMNTOMATHMHO M NOMABLPKAUIO KAaTO BKIIOYBA NOABPKAHE
MPOXOAMMOCTTA HA AUXATE/IHHTE NbTHUIA H MOHATOPHPAHE HA CHPACYHHUTE H KU3IHEHH TTOKA3aTeNu a0
crabunusupane. Moxe aa ce oOMHCIK NEpPOPaTHO NPUIOKEHHE HA AKTUBEH BBIVIEH, aKO MAUHEHTLT
AOHAC B paMKHTE Ha | yac ciien NpHeMa Ha MOTEHUHATHO TOKCHYHO KOIMYeCTBO. YecTHTe H
NPOABIDKHTEHH KOHBYJICHH TPA0OBa 11a C€ TPETHPAT C HHTPABEHO3EH AHA3ENaM WM jiopasenam. [lpu
acTMa ce rnpwiarat OpOHXOAWNAaTATOPH.

Hama crnieunduueH aHTHOT.

5. ©®APMAKOJIOrHYHHY CBOHUCTBA

5.1 PapMakoIHHAMHYHH CBOHCTBA

dapmakoTepanesTiuHa rpyna; [IpoTuBOBL3INANUTENIHH H AHTHPEBMATHYHU NPOLYKTH, HECTEPOMIHH,
JAEPHBATH HA NPONMOHOBATA KHUCEJIMHA

ATC xoo: MOTA EOI

Hoynpoden e HectepouneH npotHBOBB3NaNWTENeH nexapeteed npoaykt (HCIBC), nokasan
¢eKTHBHOCTTA CH NpH OOHYAHHUTE EKCNEPUMEHTANHN MOJENIH Ha BbL3MAICHHE NMPH KHBOTHH upes
MHXHOHpaHe Ha npocTarnaHaMHOBaTa cHHTe3a. [Ipu xopa ubynpodeH Hamanaea Bb3NAIUTENHATA
bosika, oTOKka M BMcoKaTa Temnepatypa. OcBeH ToBa, WEGynpodeH obpaTHMo WHXHOMpa AT —
KOJlareH-uHAyuMpaHara arperaiums Ha TpoMOoLIMTH.

EKCriepUMEHTAIHM 1aHHKM NOKa3BaT, 4e HOYNMpodeH MOoke KOHKYPEHTHO Ja MOTHCHE edekTa Ha
HHCKHTE 03K aLCTHICANHLUHMNOBA KHCENHHA BbPXY TPOMOOLMTHATa arperauus, KOraTo ce npuemar
CHOBPEMEHHO. HskoM dapmakoaMHaMHYHH MpPOYuBaHMA NOKA3BAT, Y€ KOraTo €AMHHYHA 1034
nbynpoged 400 mg ¢ npuera B pamkuTe Ha 8 wvaca npeau wid 30 MMHYTH crnea fosa
aLETHICATTHUWIOBA KHCENHHA ¢ He3abaBHO ocsoboxkaasane (81 mg), ce Habmonasa nownwkeH edexr
Ha aLIETUICANTHLMIOBA KHCENHHA BbpXY 0Opa3dysaHeTo Ha TpombokcaH 3a TpomMbouMTHATa arperauus.
Bbnpeku 4e MMa HECUIYPHOCT MPH EKCTPaNONIHPAHETO HA TE3U NAHHM OT KIIUHHYHH CIYYaH, HE MOXKE
na ObAe M3IIHOUYEHA BLIMOXKHOCTTA, Y€ NMPHU PelOBHATA, MPOABLKHTENHA ynoTpeba Ha ubynpodeH
MOXE 113 C€ HaMallH KapIHOMPOTEKTHBHUSA €dEKT HA HUCKH A03H aUETHICATHLMAOBA KucenuHa. He ce
O4YaKBa KIHMHHYHO 3HAYHUM €(EKT NPH HEpeaoBHa ynoTpeba Ha Oynpodgen (Bx. Touka 4.5).

5.2 DapMaKoKHHETHYHH CBOHCTBA

Abcopbuus

Cnen nepopanuo npunoxexue, UGynpodeH ce pe3opbupa HaCTHYHO B CTOMAXa M HAMBIAHO B ThHKMTE
4epBa. [lpn enHo (GapMakOKMHETHYHO MpOyuYBaHE BPEMETO 3a JOCTHraHE Ha MNHWKOBH MNJ1a3MEHH
KOHUCHTpaLKH (cpeara Tmax) 3a Tabnetkn nbynpoden ¢ HopmanHo oceoboxkaasane € 90 MUHYTH; 3a
Hypoden Ekcnpec ®opre xomnakr 400 mg meku kancynu spemero € 6uno 40 munytu. Cpeanara
cTodHOCT Cmax ce nocTHra 3a NONOBHHATa OT BpeMeTo, Heobxomumo 3a Hypoden Excnpec ®opre
KOMMAKT B CpaBHEHUE C NIeKapcTBeHa GopMa ¢ HOpMATHO ocBob ok aaBaHe (Tabnerkn).

Pa3npeaeyicHHe
MakCUMallHH TUIa3MEHH KOHUEHTPAUMH ClEl MEePOpalHO MNMPHIOKEHHE HA JIEKAPCTBEHA
HopMasiHo ocBoOOXknaBaHe (Tabnerka) ce aocrurar cnea 1 - 2 uaca. Cnea nepopain

nbynpoden ce pesopbupa 6bp30 npes cromawHo-upesHus Tpakt. M6ynpodeH ce oTkpuba B,
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noseye ot 8 uaca cnea npunoxeHne Ha Hypoden Ekcnpec ®opre komnaxr. Cebp3BaHeTo ¢
Na3MeHUTe NPOTEUHU € 0KONO 99%.

EnWMUHHpaHe

Cnen meraboausnpane B uepHHA Apo6 (XMAPOKCHAMpaHe, KapOOKCWIMpaHe, KOHIOrauus),
(apMakoNnoruuHO HeakTHBHMTE METabONHTH Ce EMMMHUHHMPAT HAMbIHO, OCHOBHO 4pe3 6nOpeumTe
(90 %), 1o Cbwlo ¥ npe3 HIbukaTa. EIMMHHAUMOHHHAT NOMYXMBOT NPH 34paBH HHAHBHAM NPH
TakuBa ¢ ObOpeuHH n yeproapobHu 3abonssanna e 1,8 — 3.5 uaca.

5.3 Ilpeaka1nBHYHH JaHHA 3a 6Ge30MACHOCT

[Tpn eKcnepuMeHTH C XHMBOTHH CYOXpPOHHYHATA H XPOHHYHA TOKCHYHOCT Ha HBynpodeH e Guna
HabnlogaBaHa KaTo JIE3WH W A3BH HAa CTOMALIHO-YPEBHMA TpakT. HamMa KIKWHHYHO 3HAYMMM
[0OKa3aTeNiCTBa 32 MyTareHeH noTeHuuan Ha ubynpodeH npu in vitro v in vivo npoyusanus. He ce
Hab/MoOAaBa KAPUHHOrEHEH NOTEHUWan Ha UOYnpodeH NPH NPOyYBAHHA BbLPXY [LUIBXOBE H MMWILKH.
UbynpodeH e noBen Ao NOTHCKaHE Ha OBYJNAUMATA 1IPH 3aiilk, KAKTO H A0 HAapylleHa WUMILIAHTalnsA
MpH pasiW4yHU KHBOTHHCKH BHAOBE (3a€K, IUIbX, MHLIKA). EKCNEpUMEHTANHH npoyusBaHHs ca
MoKa3ajH, 4ye HOynpogeH NpeMHHaRa Npe3 MUIaLeHTaTa, B TOKCHYHH 3a MaikaTa 1034 U ce Habnoaara
MOBHLIEHA YECTOTA Ha BpOAEHWTE Mangopmaunu (Hanp. nedpekTH Ha MexcaykaMmepHara nperpaja).
Ilpp onmutn ¢ xuBotHu € HabmwopaeaHo, ue ynorpedara sa HCIIBC, kouto notuckar
MpoCTarNaHAMHOBATA CHHTE3d, MOXKE /1a [TOBHWHK YECTOTATA HA NOTHCHATH MATOYHH KOHTPAKLHUH H
3abaBeHO paxkaaHe.

6. PAPMANEBTHYHH JAHHHU

6.1 Chnuchk HA NOMOMHHTE BelleCTBA

ChbplLICBHHA:

Makporon (E1521)

Kanues xuapokcua (MHHUMYM 85% uncrora) (ES25)
[Ipeuncrena Bona

Meka kancynHa oOBHUBKa:
Kenatun (E441)

Teuen copburon (E420), yacruyHo gexuaparupaH
flonco 4R (E124)

QuBeTaBalio MacTHIIO:

Onakon WB 6s1 NSP-78-180002 (cwheroswy ce or turanos anokcua (E171), TNponunenrnukon
(E1520), SDA 35A Asakoxon (EtaHon u Etun Auerar), Wzonponunoe ankoxon, [1oIMBHHMA alieTaT
¢ranar, [Ipeuncrena sona, Makporon/ PEG MW400 (E1521) u AMonunes xuapokcua 28% (E527)

[IponsBoacTBeHu 100aBKH:
Coes neuntuH (E322)

6.2 HechbBMEeCTHMOCTH
Henpuioxumo.
6.3 Cpox Ha roanocrt

2 r'ONHHH
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6.4 ChneunnaiHH ycJI0BHS HA ChXPAaHEeHHE

Ha He ce cuxpaHasa Haa 25°C. [la ce chbxpaHsBa B OpMrMHaJIHATA ONAKOBKA, 3a Aa Ce Npeanasu oT
BJIara.

6.5 BHaH ChALpKARHE HA OMAKOBKATR

Henpospaunu PVC/PVAC//Al 6auctepn, cbabpxamu 10, 20, 24, 30 wnu 40 meku kancynu.
He Bcuuku BUAOBE ONakOBKH Morat Aa 6baaT nycHaTH Ha nasapa.

6.6 CrhnendHanHu NpeaNasHH MEPKR NPH HIXBbPIAHE

Hen3nons3paHWAT JiekapcTBeH NPOAYKT WM OTNIAABHHHTE MAaTEPHAIH OT Hero Tpabaa Aa ce H3XBBLPIAT
B ChOTBETCTBHE C MECTHHTE HIUCKBaHHA.

7. INIPUTEXKATEJI HA PAIPEHIEHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

438 lancu de Hunedoara Boulevard, Building Crystal Tower
| 1th Floor, District I, Bucharest, Pymbuusg

8. HOMEP(A) HA PASPEHIEHHETO 3A YINOTPEBA

Per. Ne 20030278

9. [JATA HA ITBPBO PA3SPEIIABAHE/MIOJHOBSABAHE HA PAP3EHIEHHETO 3A
YIIOTPEBA

Anpmun, 2023

10. JATA HA AKTYAJ/IUZUPAHE HA TEKCTA
maprt, 2024
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