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. WMME HA JEKAPCTBEHUS TPOJYKT | Kbm Poa. e .. PLF 300 H

Hypoden Excnipec ®opre komnakt 400 mg MeKH KarncyJiu
Nurofen Express Forte compact 400 mg soft capsules

2. KAYECTBEH A KOJIMYECTBEH CbCTAB

Bcesika meka karnicysia cbabpxka 400 mg ubynpoden (ibuprofen)

[ToMOILIHHU BelecTBa C H3BECTHO IEUCTBUE:

Besika Meka Karncysia chbpka coeB JeuuTuH, 27,77 mg copouron (E420) u 0,60 mg noxco 4R (E124).

3a MbJIHUA CITUCHLK HA NMOMOLIIHUTE BELIeCTBAa BHXKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

Meka karicyna

YepseHa, oBajiHa, Meka kancyna ¢ Haamuc ,NURO400%, orneyataH B Osn0. Beska karicysa € ¢
npubausuTento 10,0 mm wupuHa U 15,5 mm abmoKUHA.

4. KJIMHWYHHA JAHHU

4.1 TepaneBTHYHH NOKAZAHHA

To3u nekapcTBEH MPOAYKT € NMOKa3aH NMpH Bb3PacTHH U 1oHOoWM ¢ Tero Haj 40 kg (Ha v Han 12 roauHu
) 3a KpaTKOCPO4YHO CHMMIITOMATHYHO JIeYeHHWe Ha Jieka [0 ymepeHa Ooska kato riaBoOosiue,
MeHCTpyaJiHa 6osika, 3606011, BMCOKa TeMneparypa v 60j1ka, CBbp3aHa ¢ OOMKHOBEHA HACTHHKA.

4.2 Jlo3upoBKa H HAMHH HA NPHJIOKEHHE

Ho3upoBka
Camo 3a KpaTKoTpaiHa ynorpeoa.

Hexxenanure peakuud morar na ObaaT CBEIEHH A0 MHMHMMYM 4pe3 ynorpeba Ha Hal-HHUCKara
eeKTHBHA /1032 3@ BH3MOXKHO HAl-KpaTko BpeMe, HeOOXOAMMO 3a OBJIA/IIBAHE HA CHMITOMHTE (BXK.
Touka 4.4)

Bb3pacTHH 1 1oHOLIM ¢ TesiecHo Teryio Haa 40 kg (Ha w Han 12 ronunm). Havyandara no3a e eiHa kancynia
(400 mg). Cnen ToBa, ako € He06X0AMMO, TPAOBA 1a ce NpUeMaT AOMbJIHMTEJIHU J03M OT €JIHa KarncyJja
(400 mg). HurepsarsT Ha Jo3upaHe TpabBa na Obae Hai-manko 6 uaca. MakcumanHara
MpenopbYMTEIHA JHEBHA J103a oT TpH Kancym (1200 mg) He Tpsa6Ba na ce Ha/IBMILIaBa 3a MEPHOA OT 24
yaca.

AKO MpH HOHOLIH TO3H JIEKAPCTBEH MPOYKT € HEOOXOIMM 3a MOBEYE OT 3 JIHH Il
ce Bjowar, TpsOBa Aa ce KOHCYITHpaTe C JieKap.
AKO NpH Bb3PacTHH MPOAYKTHT € HEOOXOAMM 3a MoBeye OT 3 JHH WIH aKo C
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Coengajnm rpyny DandeHdTH

[leanaTpuuHa nomynauus
To3u nekapcTBEH NPOAYKT HE € Npe/IHa3HAYEH 3a ynoTtpe6a npM XOHOLLY € TellecHo Terio noa 40 kg

WM Aaeua noj 12-roguiuHa sb3pact.

Crapvecka Bb3pacT:
He e neobxoauma cnendanHa kopekuua Ha go3ata. [lopaau npoduna Ha HexenaHUTE peakLMH (BX.
To4Ka 4.4), ¢ce npenopbysa BHHMATENHO HAOMOACHHE Ha NALIUEHTHTE B CTAPUECKA BB3PAacT.

B16peuHa He1OCTATHLYHOCT:
He e Heo6xoaMMO MOHWKABAHE HA N03aTa NPH MAlMEHTH C JIGKO A0 YMEPEHO HapyIleHHE Ha

6pOpeuHara GpyHKUHA (32 NALMEHTH C Texka 6bOpeyYHa HEIOCTaTLYHOCT, BXK. TOUKa 4.3).

YepHoapoOHa HegOCTaTLYHOCT (BXK. TOYKA 5.2):
He e HeoOXoauMo TIOHWKaBaHEe HA J03aTa NPH NALMEHTH C JICKO A0 YMEPEHO HapylIeHHe Ha
yepHOApoObHaTa hyHKIMA (38 NALIMEHTH ¢ TeXHKA YePHOAPOoOHA HENOCTATPYHOCT, BXK. TOUKa 4.3).

HauvH Ha NpHAOKEHHE:
3a nepopanHo npunoxeHue. Kancynure He TpsaOBa Ja ce XbBUAT.

AKO ce npHeMa CKOpO Cliei XpaHeHe, HavanoTo Ha aeiicteHero Ha Hypoden Exkcnpec ®opre koMnakr
Moe Ja ce 3abaBH. AKO TOBa ce CJIYYH, MAlIHEHTHT He TpAOBa aa npuema noseue Hypoden Excrpec
dopTe KOMMAKT OT NMPEnopbHYAHOTO B TOUKa 4.2 (ZO3MPOBKA) WM AOKATO HE MHHE HEeOOXOIHMHSA
MHTEPBAJl 3a NOBTOPHO JO3MpaHeE.

[IpenopruBa ce nalLMeHTHTE ¢ YYBCTBUTENCH CTOMAX Aa npueMatr Hypogen Excnpec QopTe KOMMIAKT ¢
XpaHa.

4.3 IIpornBonoka3anns

¢ CRPBXYYBCTBHTENHOCT KbM AKTHBHOTO BEILECTBO, (PBCTHUM WIH COf, MWW KbM HAKOE OT
NOMOIIHHUTE BelllecTBa, H30poeHH B TOuka 6.1,

e [Ipm nauMeHTH C aHAMHE3a 33 PEaKLMHK Ha CBPBX'YBCTBUTEIHOCT (Hanp. OpOHXOCMAa3bM, acTMa,
PHMHHT, arMoe[eM Wil YPTHKApHA), CBEP3aHH ¢ [IPHEM Ha aUueTHIcanHLMIoBa kHucennHa (ACK)
MY IPYTH HECTEPOUAHHM TIPOTHBOBB3NANMTENHH NekapeTBenH rpoayktd (HCIIBC).

e AHaMHe3a 3a CTOMAlHO-YPEBHO KbpBeHe WIN nepdopauus, CBbP3aHH ¢ NPEAHIIHO JICYEHHE C
HCIIBC.

e AKTHMBHA WIM aHaMHE3a 3a pCLUMAMBUpAILA MENTHYHA A3BA/KPBLBOM3IMB (ABa HIH MOBEYE
OTYET/IMBH €MH30Ja HA AOKA3aHA YILIEpalUg UK KbpBEHE).

e [laupenTn ¢ Texka ueprOApPoOHA HENOCTATHYHOCT, TexkKa OBLOpeuHa HENOCTATHLUHOCT HIH
TeXKa ChpaeuHa HegoctaThuHOCT (knac [V no NYHA). Bibkre cpio Touka 4.4.

e [Ipu naumerTH ¢ UepeOPOBACKYIAPHH WIH IPYTH KTHBHHM KPbBOH3THBH.

e [Ipy naumMeHTH C HEU3ACHEHH XEMOMOCTHYHH HAPYILEHHUA.

e [Ipu naumeHTH ¢ TeXKKa Acxuiaparalus (Hanp. NPHYHHEHA OT MOBPD
HEAOCTATHYEH IIPHEM HA TEYHOCTH).

¢ [lo BpeMe Ha nocneaHUI TPUMECTHP HA OpeMEHHOCTTA (BXK. TOUKa 4.6).




4.4 CroenHaJHA NpeAYHPEKICHES H CHCHAIHE MEPKH NPH ynotpeba

Hexenanure peakuuMd moraT Aa 6baar cBeacHW A0 MHHHMMYM upes ynorpeba Ha Hai-HuCkaTa
epexTHBHA 71033 38 BE3MOXKHO Hali-KpaTKo BpeMe, HeoOx0oauMO 3a OBNIASIBAHE HA CHMITTOMHTE (BIDKTE
No-A0J1y CTOMAHO-YPEBHH H ChPASYHO-CHAOBH PUCKOBE).

H3uckBa ce npeana3iMBOCT MPH MALMEHTH ¢ HIKOH ChCTOSHHA, KOHTO MOXE Jia C€ BIIOWIAT:

® CHCTEMEH JIYIIYC €PHTEMAaTO3yC M CMECEHO ChEeAWHWTENIHO-TBKAHHO 3alojsgBaHe -
YBEIMUEH PHCK OT ACEITTHYEH MEHHHIHT (BaK. ToUKa 4.8).

® BPOACHO HapyuieHHe Ha nopdupuHoBaTa oOMsAHA (Hamp. OCTPa WHTEPMHTEHTHa
nopdupus ).

¢ CTOMAlIHO-YPEBHH HApYIUEHHMS M XPOHHYHO BB3NAIMTEIHO 4peBHO 3abonsBaHe
(ynuepo3eH Konut, Sonect Ha KpoH) (k. Touka 4.8).

® XHMEPTOHHK W/WIH ChPAEYHO yBpeKIaHe (BX. To4kH 4.3 U 4.8).

e OBOpeuHO yBpEkKIaHe, Thit KaTO OBOpeuHaTa GyHKLUUA MOXKE A4 C€ BAOIUH (BX. TOUKH
4.3 n 4.38).

¢ uyepHOAPOOHO QYHKUMOHANHO HapylleHue (Bx. ToukH 4.3 u 4.8).
HEMNOCPEACTESHO CNEA rojisMa XUpPYPruiHa KHTEPBEHIMA.

® [IpH MALIMEHTH ATEPrHYMEY KbM APYTH BELIECTBA, NNOPAaJH NOBUIIEH PUCK OT PEaKLtii Ha
CBPBXMYBCTBUTENHOCT CHLIO H cnel ynoTpebara Ha Hypoden Excripec @opre koMnakr

¢ MpH NALHEHTH CTPAnallid OT CCHHA XpeMa, Ha3a/IHH TIOJIHIH, XPOHHYHA 00CTPYKTUBHA
benoapobua Gonect, UK C aHaMHE3a 3a alepru4Ho 3abonasane, NOpaaAH ChLIECTBYBatl
NOBHUIEH PHCK 3a TAX OT NOKBATA HA ANICPTHYHM peakuM#. Te Morar Ja ce H3pasaT KaTo
aCTMATHYHH MOpMcTHNH (T. Hap, acrma or aHanretunu). Otok Ha KeuHKe WM

YPTUKapHH.

MackupaHe Ha CHMITTOMUTE HA NOANeXAIuTe HHbeKINH
Hypoden Excnpec Dopre xoMNakT MOXE Aa MaCKHpa CHMIITOMHTE Ha HHQEKLHSA, KOETO MOXE Ia

noBene A0 3a0aBgHE HA 3arOYBaHE HA MOIXOAALLNO JIeYEHHWE M MO TO3H HAYMH J1a BIOLIM MH3X0Aa OT
nadexkumsara. Toa ce Habmonasa npu OakrepyanHa MHEeBMOHHA, NMpHAoOHTa B 0O1IECTBOTO, KAKTO M
npH GaKTepHATHUTE YCIOXKHEHHA HA BapHlea.

Koraro Hypoden Exkcnpec Popre kOMNAKT ce fipwiara 3a JICYUEHHE HAa BHCOKA TEMIIEparypa HJH 3a
obnexuaBaHe Ha OOJIKATA BB BPBH3Ka ¢ HH(PEKUMA, ce npenopbyBa HabmoaeHHe Ha uH(pekuuaTa. [Ipu
H3BbHOONHMYHH YCIOBHA MAIMEHTHT TPAOBA 18 CE KOHCYJITHpA C JieKap, aKO CHMITTOMHTE NEPCUCTHPAT
HWIH C€ BIOLIABAT.

CromaluHo-upeBHa 6e30nacHoCT
EnnospemerHara ymotpeba ¢ apyru HCIIBC, BKIOYHTENHO LHKIO-OKCHI€Ha3a-2-CrietHPHIHH
MHXHOWTOPH, YBENIHYABA PHCKA OT HexkelnaHH peakumH (Bx. Touxa 4.5) ¥ Tpabsa na ce u3bsrsa.

Crapuecka Bb3pacT
[Tpy nanMeHTH B CTAPYECKA BH3PACT vecToTaTa Ha HabmozaBanute HexenaHu peakiu oT HCITIBC e

TO-BHCOKA, OCODEHO Ha CTOMAIIIHO-YPEBHUTE KPBBOMIIMBU M nepdopalii, KOMTo Morat aa Owaar
daTanHu (BxK. Touka 4.2).

CToMallIHO-YPEBHO KbPBEHE, 13Ba WM nepdopauns

CpoflliaBa c€ 3a CTOMAIIHO-YPEBHO KBbPBCHE, f3Ba WM Nepdopalusd, KOHTO MOrar Aa 3aBbplIar
darandHo, npu ynorpeba ua scumukd HCIIBC, no Bcaxo BpemMe Ha JiedeHHeTo ¢ MM 6c3
npeAynpeAHTENHH CHMITTOMH, WK NMPeUILHA AHAMHE3A 33 CTOMALHO-YPEBHH MpodneMH.

ubynpodeH, redeHHeTo TpAOBA 1a ce NMPEeKpaTH.

PUCKBT OT CTOMAILHO-4YPEBHO KbpPBEHE, A3Ba WK nepdopaums € Mo-BUCOK MPH yII
nosd HCIIBC, npH nauMeHTH ¢ aHaAMHE3a 3a A3Ba, OCOOEHO C YCHOXHEHMUA
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nepdopaums (BkK. TOUka 4.3), KAKTO ¥ OPH MAUHEHTH B CTAPYECKA Bb3pacT. TakuBa nauueHTH TpsOBa
Ja 3aroYpar JIeYeHHETO C Hall-HWCKaTa Bh3IMOXHA A03a. [IpH TakMBa nalMeHTH ¢ HeoOXoAMMO
KOMOGMHHMPAHO fiedeHHe ¢ NPOTEKTHBHU areHTH (Hamp. MH30MPOCTON WIH HHXHOMTOPH Ha NPOTOHHATA
MOMIA), KAKTO WM NpH MNAUMEHTH, H3UCKBAIUM €IHOBPEMEHHO MPHJIOXKEHWEe Ha HHCKM J[103H
ALETWICANUMIUIOBA KMCE/IHHA WK APYTH JIEKAPCTBECHU IMPOAYKTH, NOBHIIABAINH PHCKA OT CTOMAIIIHO-
YpEBHH HEXKEJIAHH peakLMH (BXK. O-A0ay Touka 4.3).

[TaieHTHTE C aHAMHE3a 33 CTOMALLIHO-YPEBHA TOKCHYHOCT, 0COBEHO TE3H B cTapyecka Bh3pacT, Tpabsa
1a crOOLABAT 33 BCHUKH HeoOHuaiHH CTOMALNHH CUMMITTOMH (NO-CMELMATHO 32 CTOMALIHO-YPEBHO
KhpBeHe), 0CO0eHO B HaYaTHUTE a3y Ha JICYEHHUETO.

Heo6x0a1MMO € MOBHILEHO BHUMAHHE, KOraTo MALMEHTHTE NPHEMAT eHOBPEMEHHO JIPYTH JICKapCTBa,
KOMTO MOXE 4 yBelHYaT PHUCKA OT fA3BA WIH KbPBEHE KATO MEPOPANTHH KOPTHKOCTEPOWAH HIH
aHTHKOAry/IaHTH, KaTo BapgapHH, CEeIeKTHBHH HHXHOUTOPH Ha 00paTHOTO 3aXBallaHe Ha CEPOTOHHHA
(SSRI’s) vy npoTHBOTPOMOOTHYHHK CPEACTBA KATO HANPHMEP AUCTHICANMIIMIOBA KHCENHHA (BX.
Touka 4.3).

HCIIBC Tpabpa na ce mpwiaraT BHHMATEHO IIpU NAUHEHTH ¢ aHaMHe3a 3a CTOMALIHO-YPEBHO
saGonsBaHe (yaueposeH KonuT, Sonect Ha KpoH), Thil kato TesH 3abonsapanusi Moxe Aa c€ 000CTPAT
(Bx. Touka 4.8).

Texku koxkHH HexxenaHu peakuuH (SCAR)

Texku koXkHY Hexenanu peakiiyd (SCAR), BIIOYHTENTHO €KCPOIHATHBEH AEPMATHT, CpUTEMa
MyaTHGOpMe, CHHApPOM Ha Stevens-Johnson, TOKCHYHA eMMAepMANTHA HEKPOTH3a, JICKAPCTBCHA
peakiHs ¢ 03HHODHIMA U CHCTEMHH cUMITTOMH (cunapoM DRESS) u octpa renepanusupana
ex3aHTeMaTo3Ha nmyctynosa (AGEP), kouto Morar aa ObaT )XMBOTO3aCTpalliaBalliH WK Aa AoBeAaT
N0 NeTaneH U3Xol, ¢e ChoOLlaBaT BbB Bpb3Ka ¢ ynorpebara Ha uGynpodeH (Bx. pasaen 4.8).
[Toseuero OT TE3W peaKlMK HACTBMBAT MNPE3 ITbPBUA MECEI.

I1pu nosBa Ha NPH3HAIIA H CHMITOMH, TOKa3aTe/IHHM 38 TE3H peakuuH, kOynpodeH TpaOea aa ce cnpe
Hez2a6aBHO U Aa ce o6MUCIH ApYro neuenye (cnopea HeoOXOOAUMOCTTa).

B H3KMIONATENHO PEAKM CTyyad ca HabnoJaBaHH CEpHO3HUY MHPEKUMH HA KOXATA M MEKHTE ThKaHU
npu Bapuuena. [penopeunresnHo e aa ce w3barsa ynorpebara Ha Hypoden Excnpec dopte komnakT
npH BapHLENa.

CbpaeyHO-ChAOBH U MO3BEYHO-CHLAOBH eEKTH

Heo6x0auMO € MOBHINEHO BHHMaHHe (00chikaHe ¢ nexkap Wid ¢apMalesT) MpeaH 3ano4yBaHe Ha
JIeIeHHE NPH MALMEHTH C aHAMHE3a 3a XHINEPTOHUA W/HIH ChpACYHa HEAOCTATBYHOCT, ThbH KaTo HMa
cHOOUIEHHA 38 33APHKKA HA TEYHOCTH, NMOBHUILEHO APTEPHAITHO HAISTaHE H OTOK, CBBP3aHH C JICYCHHETO

¢ HCIIBC.

JlaHHMTE OT KIMHMYHH TPOYUYBAHHA MOKA3BaT, ue ynorpebata Ha ubynpodeH, 0cobeHO BbB BHCOKH
no3u (2400 mg nHeBHO) MOXe a Obie CBbP3aHA ¢ NEKO YBEITHYEH PHCK OT apTEPUATHH TPOMOOTHUHH
chLOMTHA (Hamp. MHOKapAeR UH(apKT WK MHCYAT). KaTo uano, eNHAeMHOTIOTHYHUTE HICICABAHNA HE
nokazear, 4ye HUCKUTE Ao3H Hbynpoden (Hanp. <1200mg nueBHO) Ca CBBP3aHH ¢ YBENHYEH PUCK OT
apTepHaiHi TPOMOOTHYHH CHOMTHS.

[ManyeHTH ¢ HEKOHTPOJIMpaHAa XHNEPTOHHA, 3acCTOiHa chbpaeuHa HepoctaThuHocT (NYHA 1-1ID),
yCTaHOBEHa HCXeMHUHA Gonect Ha cbpuiero, neprdepHa aprepyanta GonecT WHAM MO3BHHO-CHAOBA
GosecT Morar Aa 6bAaT JIeKyBaHH ¢ HOynpodeH camMo ciiel BHUMATENHO OOMHCIIAHE H BUCOKHTE KO3M
(2400 mg/nen) TpsabBa na ce u3baArear.

ChIo Taka € HeobXoaAMMO BHUMATEIHO OOMHC/ISHE NpeH 3arno4YyBaHe Ha NMPOABDKHTENTHO JICYCHHE Ha
NALMEHTH ¢ PHCKOBH (aKTOPH 38 CHPAECYHO-CHAOBH CHOUTHA (HANp. XHUIICPTOHMA, XMIIEPTHITHACMHA,
3axapeH auabeT, TIOTIOHOMyLIEHE), 0cobeHO ako ca HeoOXoaMMM BUCOKM [03M uOynpodeH (2400
mg/eH). X

ITpu nauneHTy, nexysanu ¢ Hypoden Excripec dopre KOMINAKT, ¢€ ChoOL1LaBa 3a
na Kounis. CuaapomsT Ha Kounis ce onpenens Karo BTOPHYHH ChPACYHOCHI0BH



aJlepruyHa peakiuys WM peakiis Ha CBPbXYYBCTBHTEIHOCT, CBBLP3aHM ¢ KOHCTPHUKIIUA Ha
KOpPOHAapPHUTE apTepPHH, MOTEHLMAIHO BOACIIA A0 MUOKAPAEH HH(APKT.

E[_]!I‘H JAaHHH

Texxxkn OCTPH peakUMH Ha CBPBXYYBCTBUTEJIHOCT (HANPHMED aHA(QUIAKTHYEH 1OK) ca HabmonaBaHH
MHOro psako. Ilpy nosBara Ha NbPBHUTE NPUIHALM HA PEaKUMi HA CBPBXYYBCTBHTEIHOCT Clea
npuem/npunokeHne Ha Hypoden Excnpec ®opre KOMNakT, JieueHHeTo TpsaOBa Aa CE IPEKpaTH.
HeobxoaumuTe 3a CbOTBETHUTE CUMITTOMHM MEAMLIMHCKH MEPKH Jia C€ NMPEANPHEMAT OT CIICLIHATHCTY.

HUbynpodeH, axtuBHoTO BewnecTBo Ha Hypoden Excripec ®Mopre komnakr, Moxke BpEMEHHO Ja

WHXHOMpa PyHKIMATA Ha TpoMOouuTHuTE (TpoMOOLMTHATA arperauus). Ilopagu TOBa ce npenopbysa
BHUMATE/THO MOHHTOPHPaHE Ha NMALMEHTUTE ¢ HapyUIeHO KPbBOCHCHPBAHE.

[Tpn npoawkuTenHO npwioxkerue Ha Hypoden Ekcnpec @opre KOMNakT € HeobXoaAMMO peaoBHO
npocieadBaHe Ha uepHOApPoOHHTE nokasarens, Ou0peuHa QyHKIUA, KAKTO H Ha KPbBHATa KapTHHA.

ITpoas/okuTenHaTa ynorpeba Ha paziiHyHU OONKOYCNOKO4BAlM NPH rnaBoboiHe MOXe 1a IO BJIOUIM.
B TaxkuBa cityuad TpsdOBa Ja ce NMOTbPCH MEIWLIMHCKA KOHCYJNTAUMS M JIEUEHHETO Ja Ce MpeKpaTy.
Juarsosa nexapcreeHo 00ycaoBeHo rasobonue TpadBa aa ce 00ChAH IPH NMALMEHTH, KOHTO Ca ¢ YECTH
WIH eXEAHEBHH OIIAaKBaHHA OT raaBobonMe, BHNpeKH (WIH CBLP3aHHM C) peAoBHaTa ynorpeba Ha
NEKapCeTBa NMPOTUB rN1aBoboNHE.

O6uuaiinata ynoTtpeba Ha OONKOYCMOKOSABAILM, MO-CNELHAJHO KOMOHHAUMHMTE OT pa3IH4YHH
DONKOYCNOKOSABAILIM, MOXKE Ja HAoBeae a0 TpaiHo OubOpevHo yBpexaaHe ¢ pHCK oT OvOpeuHa
HeJoCTaThYHOCT (aHaNreTHuHa HedponaTuia). PUCKBET MOXe Ja ce MOBHIIM NpH 3aryba Ha coOlH H
AEXHAPATALHA.

[Ipu enHoBpeMeHHa yrnorpeda Ha ankoxon 4 HCIIBC, nexxenaHuTe peakuMH, CBbP3aHHU ¢ AKTHBHOTO
BELLIECTBO, OCOOEHO TE3HW OT CTpaHa HA CTOMALIHO-UPEBHUS TPAKT WIH LIEHTPATHATA HEPBHA CUCTEMA,
MOXe J1a CE 3aCHJIAT.

Mma wu3BecTHM  naHHHM, Y€  JIEKAPCTBEHHTE MPOAYKTH, KOMTO  HHXWOMpar  umkno-
OKCHIN€Ha3HATA/MPOCTArMaHAMHOBA CHHTE3a MOXKE JAa MPEeAU3BUKAT YBpEXKJaHE Ha HKEHCKHA
bepTHIHTET Upe3 Bb3AEHCTBHE BEPXY OBYNaHsaTa. ToBa € 00paTHMO e/l NpeKkpaTABaHe Ha JIEUGHHETO
(BK. TOUKA 4.6).

[leanarpHyHa nomynalus

CoblecTByBa PHCK OT OBL0OpeHHO YBpeXKIAHE ITPH ZAEXHAPATUPAHH FOHOLIM,

To3n nekapcTBeH NpoAYKT cbabpxka 27,77 mg copOHTON BHB BCAKA Kancyna.

To3u nexkapcTBeH NpoAYKT chabpka NOHCO 4R (E124). Toi Mmoxe fa NpUUMHHK anepryyHy peakLUHH.

To3H1 nexapcTBeH NPOAYKT ChIbPKA COEB JICLUTHH, []aliMeHTH, KOUTO ¢a anepruyHM KbM QBCThLIN WK
cosi, He TpAOBa Aa npueMar TO34 JIeKapCTBEH MPOXYKT.

4.5 BzaumojaeiiCTBHE ¢ APYIrH JEKAPCTBEHH NPOAYKTH B ApYrH ¢opMRE HA B3aHMOAeicTBHE

ALIeTUICATHIIIOBA KUCEIUHA (HUCKA 1034a):

EnnoBpemenHara ynorpeba Ha uOynpoeH U aleTWICATMLWIOBA KHCEIMHA OOMKHOBEHO HE Ce
MPeHopbYBa MOPaJH Bb3MOXKHOCTTA 34 [TIOBHIIABAHE HA HEXE/IAHUTE PEAKIIHH.

ExcnepdMeHTalHX NaHHH TNOKa3eaT, uye UOynpodeH MOoXe KOHKYPEHTHO Ja Moy
HMCKHMTE J03U alIETWICATMUMIOBA KMCENIMHA BbPXY TpoMOolLMTHAaTa arperaiu4,
eXHOBpEMEHHO. BBbNpeKH 4e MMa HECUIYPHOCT NPH €KCTPAIOIHPAHETO Ha TE3M Af
CITy4an, He MOXKe /1a Ce M3KITIOUH Bb3MOXKHOCTTA, Y€ PSAOBHUSAT, MPOAB/DKUTENCH
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MOJKE 18 HaMAaIH KapAHOMPOTEKTHBHHA e(eKT Ha HUCKH JI03H aLUCTHICAIHLMIOBA KHCennHa. He ce
OYaKBa KIMHUYHO 3HaYMM edeKT Mmpy HepeaosHa ynotpedara Ha nbynpoder (Bx. Touka 5.1).

Jpyru HCIIBC, BKIIOYHTENHO LMKIIOOKCHI€HA3a-2-ClIeLIMPHYHA HHXHOUTOPH:

EnnospemenHara ynorpeba na Haxonko HCIIBC moxe aa yrenuud pucka oT CTOMaLIHO-YPCBHH 3B
M KbpBEHe nopaau curepruueH edext. ExHoBpemenHara ynotpe6a va ubynpogen ¢ apyrn HCIIBC
CJICNOBATENIHO TPAOBa Aa ce n3d4area (Bx. Touka 4.4).

JIMTrOKCHKH, gbeﬂmomi, JIUTHH:

EnnospemenHata yrniorpe6a Ha Hypoden Excnipec Qopre KOMITAKT ¢ AMTOKCHH, QEHUTOMH WIH JIATHA
MOJE 3 NOBHILK CEPYMHHUTE HHBA HA TE€2H JIEKAPCTBEHH NpoAyKTH. [IpocnensBaHeTo Ha JIMTHEBUTE,
JAMIOKCHHOBHTE H ()EHHTOMHOBHTE HHBA B CEPYMa HE MOXKE 13 €€ MPENnophYa KaTo NPaBWio B CITyYauTe

Ha MpaBWIHA yrnioTpeba (MakCUMyM 4 THH).

KOpTUKOCTEPOUIH:
KoptukocTeponaute MOXKe Ja YBEJIMUAT PUCKA OT HEKEaHH peaklH, 0coDeHO B CTOMALIHO-YPeBHHA
TpakT (CTOMALLIHO-YpeBHA A38a WIM KbpBeHe). (Biokre Touka 4.4)

AHTHATPErAHTH M CEIEKTHBHH WHXHOHTOPH Ha 06paTHOTO 3axpaiiiaHe Ha cepoToHKHa (SSRI):
TToBHIIIEH PHCK OT CTOMALIHO-4YPEBHO KbpBeHe. (Brkre TouKa 4.4).

AHTHKOQAIyJaHTH:
HCIIBC morart aa 3acwiaT eexTa Ha aHTHKOAryJ/IaHTH KaTo BapdapuH (Bx. Touka 4.4).

[Ipobenenna ¥ cyIQUHIHPAIOH:
JlekapcTBEHWTE NpPOAYKTH, ChABPKALIA NpoOeHelMJ WiH CyA(QHHIHPa3OH, MOraT ja 3abassaT

eKCKpeuusTa Ha ubytmpodeH.

Huypernin, ACE nuxuGutopH, GeTa-610Kepy ¥ aHTATOHACTH HA AHTHOTEH3UH-11:

HCIIBC moxe [a NMOHMXKAT e(eKTa Ha AMYPETHUWTE M JApYrH AHTHXHIEPTCH3WBHH JIEKApCTBCHH
npoayKTH. [Ipu HAKOH NaLMEHTH ¢ KoMNpoMeTdpaHa 6b0peyHa QyHkUMA (Hanp. AEXHMAPATHPAHH WITH
B CTapyecKa BB3PACT ¢ yBpeaeHa OnOpeuHa ¢QyHKuMsA) eIHOBPEMEHHOTO mpuiokenue Ha ACE
HHXHOHTODH, GeTa-6/0KepH WIM AHTAFOHHMCTH HAa aHrHoTeHsHH-ll ¢ nexapcTea, KOWUTO MHXUOMpAT
IIMKJIOOKCHIeHA3aTa MOXKE 13 AOBEAE AC JOMBAHHTENHO BhnoulaBaHe Ha OnOpedyHaTa QyHKUMA,
BK/IIOUMTENHO ocTpa OpOpeuHa HemoCTaThYHOCT, KoeTo obukHoBeHO € obpatumo. CnenoBatenHo
koOMOMHAUMATA TpAOBa Ja ce Npuiara BEHMMATENHO, OCOOEHO NPH NallHEeHTH B CTapuecka BB3pacT.
[MauuentuTe TpaGBa N8 ca AAEKBATHO XHApAaTHpaHH M Ja ce obmucnu Heobxomumocrra OT
npocneAspade Ha 6b0pevHaTa GYHKIMA B HAYAIOTO HA KOMOHHHKPAHOTO feHeHHe H TIEPHOANYHO ClieA
TOBA.

Kanuii-cLXpaHaBauy AWYPeTHLIM:
EnnoepemenHaTa ynorpeba Ha Hypoden Excripec ®opTe KOMNAKT W KANUH-CBXPaHABALIH AHYPETHLIM

MOKE Aa A0BEAC 10 XHIICPKAJIHCMHA.

Merorpexcar:
[Npunoxennero Ha Hypoden Excripec dopre KOMNakT B paMKHTE Ha 24 uaca Mpean WIH chel
NpHIOKEHHE Ha METOTPEKCAT MOXKE /1a IOBEAE N0 YBENMUYCHHE HA NJIa3MEHUTE HHBA Ha METOTpEKCaT H

3aCHJIBAHE HA TOKCHYHHA My edexT.

LMKJIOCTIOpHH:
PuckbsT oT OBOpeuHO yBpekAaHEe MPHUYHHEHO OT UMKIOCNOPHH € TMOBHIICH IIPH E€RHOBPEMEHHO

NPUJIOKEHHME HA HAKOM HECTEPOHAHH MPOTHBOBBINANHKTEIIHH JEKAPCTBEHH MpoaykTy. He Moxe ga ce
M3KTIOYH TAKBB ¢ekT npH KOMOMHKPEHETO Ha LMKIOCTIOpHH ¢ HOynpoden.

Takponumye:
PHCKBT OT HE(PPOTOKCHUHOCT € TMOBHIUEH TpH €AHOBPEMEHHA ynorpeba Ha

MPOIYKTA.




3UAOBYAHH:
Mma [aHHM 3a YBEJIHYEH PHCK OT XeMaprtpo3u U xematoMm npu HIV (+) xemModunuum, nekyBaH#n

€ JHOBPEMEHHO ChC 3HAOBYAHH H nOynpodeH. PUCKET OT XeMaTOIOrM4HA TOKCHYHOCT € IMOBHIIEH NIpH
eanoBpemeHrHa ynorpeba Ha HCIHBC # 3suaoByanH.

CyndoHunypeHH CPEACTRA.

KnuHMYHKM NpOy4YBaHMSA €A MOKA3AIM B3aHMOACHCTBHA MEXTY HECTEPOHAHH MPOTHBOBB3NANHTEIHH
JIeKapcTBEHH MPOAYKTH M NpoTHBoaHabeTuuny nekapersa (CypoHUTYpeliHM cpeacTBa). Benpeky ue
10 MOMEHTA HAMA OMKMCAHHW B3AMMOAEHCTBHS Mexay HOynpodeH U cynpoHWIYpEeHHH TEKApCTBEHU
NPOYKTH, KaTo MpeanasHa MApKa NpH eTHOBpeMEHHaTa MM ynoTpeda ce npenopbiBa npocneadpaHe
Ha KPbBHO-3aXapHHTE HHUBA.

XHHONHHOBH aHTHOMOTHLIN:
JlaHHM OT NpoyuBaHUA BBPXY KHBOTHH couat, ye HCTIBC morar aa ysennuar pHcka OT KOHBYJICHH,

CBBP3aHM ¢ XMHOAMHOBM aHTHOHOTHUM. ITauuentu, npuemamu HCIIBC u xWHONOHH, MOXe na ca
U3JTOXKEHHW Ha MOBHIIIECH PUCK OT N0SBa Ha KOHBYJICHH.

MudenmpHCTOH:

HCIIBC ne tpabpa aa ce mpunarar o 8-12 gHM cien NMpHIOKEHHE HA MHUQENpPUCTOH, ThbH KaTo
MOHWKABAT edeKTa Ha MH(PEITPHUCTOH.

Huxnburopu Ha CYP2C9:

EnnospemenHoTo npuinoxkenne Ha ubynmpoden ¢ CYP2C9 wunxubutopH Moxke aa NOBHILH
excnosuumaTa Ha ubynpoden (cybcrpar Ha CYP2C9). Ilpu eaHo npoyuyBaHe C BOPHKOHA301 H
¢mykonason (MuxuGuropu Ha CYP2C9) e nokasano nmpubnmsurendo 80 go 100% yeeamuenue Ha
ekcnosMuusTa Ha S(+H)-ubynpoden. Heobxonumo € HaManssane Ha jo3aTa Ha uOynpodeH mnpu
EAHOBPEMEHHOTO MY NpHIOKeHHe ¢ MouHH HHxHOuTOpH Ha CYP2C9, ocobeno korato ce npwiarat
BHCOKH 1034 HOynpodeH ¢ BOPUKOHA30M H (PIyKOHa30.

4.6 PeprannrteT, 6peMeHHOCT H KbPMEHE

bpeMeHHOCT:
[ToTHCKaHETO Ha MPOCTArjIAHAKHOBATA CHHTE3a MOXeE Ja MMOoBIMAe HeOJaronpusTHO OpeMeHHOCTTa

u/um eM6puo/derantoro pazpurHe. JlaHHH OT €NMHMAEMHONOTHYHH FIPOY4YBAHHS MOKa3BaT MNOBHLICH
PHCK OT HEIOH3HOCBAHE H CHPAEYHH MaipOPMALIMK, H FACTPOLLIH3HC Cliell ynoTpeba Ha MHXHOHTOPH Ha
MPOCTAr/IAHAMHOBATA CHHTE3a B paHHA GpeMEHHOCT. AGCONIOTHHAT PUCK OT ChpASYHH MandopMaLlHH
e 6w nosulled ot no-Manko ot 1% ao okono 1,5%. Cuura ce, Ye pHCKBT c€ NMOBHILABA NMPH BHCOKH
JO3H H MPOABLIKHUTENHO JICUCHHE.

[TpH MKHMBOTHH, MPHIOKEHUETO HA HHXUOUTOPH HA NPOCTArNAHAMHOBATA CHHTE3a BOAH 0 NpE- U NOCT-
UMIUIaHTaLMOHHA 3aryba ¥ emOpuo-geraneH neranuter. OcBeH ToBa ¢e ¢poOiNaBa 3a MOBHiUECHA
YyecToTa Ha BPOJCHHTE MapopMalMH, BKJIIOYMTENHO CHLPACYHO-CHAOBH, MPU XKUBOTHH MOTYYHIIH
HHXHOKUTOPH Ha NPOCTAr/IAHAWHOBATa CHHTE3a MO BPeMe Ha OpraHoreHe3ara

Or 20-ta ceaAMHLa Ha OpeMeHHOCTTa HaTaThK, yrnorpebara Ha HOynpodeH MoXe Ha MPUYUHH
ONTMrOXMIPAMHHOH B PE3YJITAT HA HapylueHue Ha GrOpeyHaTa QyHkuMA Ha ¢eTyca. ToBa moxe na ce
CITY49H CKOPO CNEAl 3AN0YBaHE HA JICYEHHETO U OOMKHOBEHO € 06paTHMO MpH NpexkpariBaHeTo My. B
JOIbJIHEHHE, UMa CHOOLICHHMS 3a 3aTBapiaHe Ha ductus arteriosus cnen JieYeHHE Npe3 BTOPHA
TPUMECTHP, KOETO [O-TOJIAMA CTEMNEH OT3BYHAaBa Cliel MPeKpaTaBaHe Ha neyeHHeto. ClieJoBaTeNHo, Mo
BpeMe Ha ITBPBHA ¥ BTOPHA TPHMeCTHP Ha GpemeHHoCTTa, HOynpodeH He Tpabsa fa ce npunara, OCBeH
ako He e afconoTHOo HeoOxonMMo. AKo HOyNpodeH ce W3MmOI3Ba OT KE€Ha, KOATO C€ ONMMUTBA [Ja
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recTallHOHHA ceAMHILIA K cnel Tosa. [IpMeMbT Ha UOynpodeH TpabBa aa ce MPEeKpaTH, ako ¢ YCTaHOBH
ONIMTOXHAPAMHUOH WIH CTECHABAHE Ha ductus arteriosus.

[To Bpeme Ha TperHs TpHMMecTbp Ha OpPEMEHHOCTTa BCHYKH MHXMOMTOpH Ha MpOCTarlaHAHMHOBaTa
CHHTE33 MOTAT JIa UITOKAT Ha PHCK
® [IOAA OT:
- KapIHOMY/JIMOHAJHA TOKCHYHOCT (C MPEXKACBPEMEHHO 3aTBApAHE Ha ductus arteriosus u
TyJIMOHAITHA XHIIEPTOHHA );
- OvOpeuna auchYHKUMA (BXK. [TO-TOPE);
¢ wmalikaTa ¥ HOBOPOAEHOTO B Kpas Ha OpeMeHHOCTTa OT:
- BEpPOATHO YXL/DKABAHE HAa BPEMETO Ha KbPBCHE, aHTHATPErHpall eeKT, KOHTO MOXKe /1a C€
NOJMy4H AOPH MPH MHOIO HUCKM N03H;
- MHXUOMpaHe Ha MATOYHHTE KOHTPAKLHH, BOACIIO A0 3abaBgHe WNIH YIB/DKaBaHE Ha
PAXKAAHETO.

CnenosatenHo, HOynpodeH € npoTHBOIOKA3aH [0 BPEME Ha TPETHS TPUMECTBD Ha OPpeMEHHOCTTA (BiXK.
ToukH 4.3 u 5.3).

KbpMmeHe:
H6ynpodeH U Heropure MeTabOoNMHTH NMPEMHUHABAT B HUCKM KOJIHYECTBA B KbpMmaTta. o MOMEHTa He ca

H3BECTHH BpeaHM €(QEeKTH BBPXY KbpMaueTO, TMOpaAHn Koero ODMKHOBEHO HE ce Hajara
pEYCTAHOBABAHE HA KbPMEHETO MpPH KPaTKOCPOYHO JiedeHHE Ha Oonka H TemilepaTypa B
npenopbHBaHKUTE JO3H.

EE!E!HTBTZ
Hma u3BecTHH AaHHH, Y€ JIEKaApCTBaTa, KOHTO HHXHﬁH]JaT LHUKITOOKCHICHA3AaTa / npocrtariianjuHoBaTa
CHHTE3a MOXC Aa NPCAU3IBHKAT YBPEXKIAHE Ha KCHCKHA cl)eprunme"r Hpe3 BL3JACHCTBHE BbpPXY

oBynauuAaTa. To3u edekT e 0OpaTHM ciiell IpeEKpaTABAHE Ha JICYCHHETO (BXK. TOUKa 4.4).
4.7 EdexrTH BLpXy cnocobaocTTa 33 modHpaHe H paboTa ¢ MAIHAR

Tosa nexapcTBO He MOBJMABA WJIH TIOB/IMABA B HE3HAYMTENHA CTENEH CMocoDHOCTTA 3a OodHpaHe U
pabora ¢ MaulMHHU. [TallMeHTH, KOUTO M3IUTBAT 3aMastHOCT, ChbHJIMBOCT, CBETORBPTEK HIIM 3PHTEIHH
HapyLIEHHS, JOKATO ripueMat HOynpodgeH, Tps6Ba aa w3darear woduparHero HAU paborara ¢ MalUUHY.
EQHOKpaTHOTO TIpHIOXKEHHE WM KpaTkocpouHa ynotpeba Ha mOynpoden obukHOBEHO HE Hajgara
npeAnpHeMale Ha CNEUHalHM MNpeana3Hd Mepkd. ToBa ce OTHacA B MNO-rojiiMa CTefeH Ao
KOMOHHHPAHETO Ha NPOAYKTa ¢ AJTKOXOJI.

4.8 HexelanH JeKApPCTBEHH PEAKIHH

CnuchbK Ha CNEJHHTE HEXETaHH peakiHM BKIIIOUBA BCHYKH HeXeJlaHH peakumH HalmoaaBaHH B Xoaa
Ha JieueHHe ¢ HOynpodeH, BKIIOUHMTENHO H C BHCOKH AO03H MPH ABJITOCPOUYHO €UeHHE MPH NALHEHTH C
pesMaTH3BM. [locoueHaTa YecTOoTa Ha HEXKEIAHMTE PEaKLMM, B TOBA YHC/IO H Ta3H, KOATO HAAXBbp/s
MHOTO peAKHTe ChOoDIIeHUd, ce OTHACA 3a KPaTKOCPOYHO JE€YCHHE B THEBHH J103H 0 MakCHMYM 1200
mg ubynpodgeH 3a nepopanHuTe popmu M MakcuMyM 1800 mg 3a cynosuropuure.

Mons, ofbpHeTe BHMMAaHHWE, Y€ BLB BCAKO IpyMHpaHe IO 4HECTOTa, HEXKCIAHMTE peakluH ca
NpPeACTaBeHH B HU3XOAALL Pel MO OTHOLUCHNWE Ha CEPHO3HOCTTA.

MHoro uectn (>1/10)

Yectu (>1/100 no <1/10)
Heuectu (21/1 000 po <1/100)
Penxu (=>1/10 000 oo <1/1 000)
Muoro peaxs (<1/10 000)




C Heu3BeCTHA 4ecToTa (OT HAIHYHHTE AAHHH HE MOXe Aa Obae
HAIIpaBEHA OLICHKA)

Hudexnun 1 undecTannn

MHoro peaku

JoxnaaBaHo € ODOCTpSHE Ha BB3NAICHHA,
CBBP3aHH ¢ HHpeKuMa (Hamp. pa3BHTHE Ha
HEKPOTH3upalll ¢$acuMuT), CHBHAAAIU IO
BpeMe ¢ ynorpefaTa Ha HECTCPOMAHHU
MPOTUBOBBINATHTEHH NIEKapCTBEHH
npoAykTd. ToBa BepOATHO € CBBLP3aHO C
MCEXAHW3Ma Ha ACHCTBHE HA HECTECPOUIHHUTE
[MPOTHBOBB3NAIATETHHICKAPCTBCHH

IPOXYKTH.

Axo no BpeMe Ha ynorpebara Ha Hypoden
Excnpec @opre KOMIAKT ce MNOABAT WU
BJIOIIAT CHMNOTOMHTE Ha HHQpEKUMA, ce
npenopbyUBa NallHeHTHTEe He3abaBHO Aa ce
obbpHaT KBM Jckap. TpabBa na ce NpeueHM
HeoOXoaMMoCTTa oT aAHTHU-
HHPEKUHO3HO/aHTHOMOTHYHO JICYEHHE.

HabniogaBaHu ca CHMMNTOMH Ha acenTH4YeH
MEHMHIMT K&TO CKOBAaHOCT Ha BparTa,
rnaobonue, rajieHe, NOBPbIIAHE, MOBHILIEHA
TEMIEPATYPA, HAPYLLICHO Cb3HAHHE MO BPEME
Ha ynorpe6a Ha HOynpodeH. [lanueHTH CBe
CBHIUECTBYBAIIH ABTOMMYHHM 3a00aBaHuA
(cucremen naymyc epureMarozyc (CJIE),
CMECECHA CBHCAHHMTEIHO-TbKaHHA Honecr)
M3rNISKAA Ca MMPEAPA3NOI0KEHH.

Hapymenns Ha KpbLBTA H
JAM(pHATA CHCTEMA

MHoro peaku

HapymieHns Ha xeMonoesata (aHeMHd,
JIEBKOIeHNA, TpOMOOLIMTONEHMA,
NAHUXTOMNEHHKA, arpaHyaouurosa). [Inpeure
NpU3HALKM MOXE Ja <¢a  MOBHIIEHA
TEMIIEPATYPA, BBb3MNAJICHO rspio,
MOBLPXHOCTHH A3BH B ycTara, noAoOHM Ha
rpMN  CUMIITOMH, CHIHO YYyBCTBO Ha
M3TOIlIEHHE, KbPBEHE OT HOCA U KOXara, B
TAKWBa C/Ty4aH, nalpeHTuTe TpsOBa Aa 6baar
NOCHBETBAHH He3a0aBHO [a MPEyCTAHOBAT
ynorpebara, Oa He C€ CaMONEKYBaT C
aHaAJINCTHLUM WJIH AHTHIHPETULM H ha ce
KOHCYJTTHPAT C JICKap.

[Tpu npoavmxuTenHo neyeHue Tpsadea na ce
IIPOBEPABA PEIOBHO KPbBHATA KapTHHA.

Hapymenus Ha HMYHHATA
CHCTEMS
(CBpPBX9YBCTBHTEIHOCT)

Heudectn

Peakuyd Ha  CBPBLXUYYBCTBHTEIHOCT C
YPTHKapHA ¥ CBPOEK, KAKTO H BIIOLIABAHE HA
acTMa (ITOHAKOra ¢ MOHWXKABAHE HA KPBBHOTO
HAJIATAHE).

MHoOTro peaku

Texxku 001U peaKiHH 1
CBPBbXUYYBCTBHTENHOCT. CHUMIITOM
na OLAAT: OTOK Ha JIHLIETO, €3MKA
AUCITHES, TaXHKApAUA,
(aHabHIAKCHS, AHTHOSAEM WIH T
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0O6ocTpaHe Ha acTMa H OPOHXOCMA3BM.

IIcHXHYHR HAPYIICHHA MHoro peaky [ICHXOTHYHH peaKlHH, JENPECHS.

Hapymesnna una Hepsmara | HevecTH HapyilieHMa Ha LeHTpaliHaTa HEpBHA CHCTEMA

CHCTEMA kato rnaBobonue, 3aMasHOCT, Oe3chHHHE,
BB30Y/18, pa3ipasHUTEIHOCT HIH YMOPA.

Hapymenss Aa ounTe HeuectH 3pUTENHH HADYILECHHA.

Hapymenrs na yxoT0 H | Peaku Hlywm B yuiure, yBpexKaaHe Ha ciyxa

Jabapanra

Chbpe1HR HAPDYIICHAR MHoro peaku INannurauun, CBpACYHA HEAOCTATBYHOCT,

Cb108H HApYHICHRSA

MH(}AapKT KA MHOKap/a.

C Heu3BecTHA
yecToTa

CunapoM Ha Kounis

MHoro peaku

ApTepHanHa XHIIEPTOHHA, BACKYJIHT.

CroMamHO-4PEeBHH
HapymieHHs

YecTH

CToMallHO-YpECBHHU OIUTaKBaHHA KaTo
AMCTIeNICHA, FNHpO3HC, KopeMHa Oonxa,
rajieHe, NOBpbLUAHE, METEOPH3bM, AMapHH,
3anexk H cnabo cTOMallHO-YPEBHO KbPBEHE,
KOSTO MO U3K/HOUECHHE MOXE Ja A0BeAe J0
aHEMHS.

Hevectn

CTOMAIIHO-YPEBHU f3BH, [IOHAKOra CBbC
CTOMALIHO-4YPEBHO KbpPBEHE M Mnepdopanus.
Ynuepo3eH cTOMaTHT, 000CTPAHE Ha KOJMT H
bonect Ha KpoH (BK. Touka 4.4), racTpur.

MHoro peaxu

E3zodarutr, mnaHkpeatHT, oO0pa3yBaHe Ha
MHTECTHHAJIKM  CTPMKTYpPH, NOJOOHH Ha
nHadparma.

[TauueHTLT TPAOB2 Na Obae MHCTPYKTHPAH 1a
CIIpe MPHEMA HA JICKAPCTBEHHS TIPOAYKT H Aa
ce oObpHe KbM JIekap He3abaBHO IPH NosiBaTa
Ha CWiHa OOJKka B ropHaTa 4acT Ha KopeMa,
KAKO KW QNpH [04BaTa Ha MeJieHa HIH
XEMATEME3A.

XenaroORAnapHA
HAPYIICHHSA

MHoro peaku

Hapymenne Ha uepHOOpoOHaTa (QyHKIMSA,
yepHOOpoOHO yBpexkuaHe, ocobeHo npu
MPOAB/DKUTENHO TIPHIIOIKEHUE, YepHOApoOHa
HEIOCTATHYHOCT, OCTHP XCTATHT.

Hapymenus Ha KOXarta H
NOAKOKHATA ThKaH

HeuecTH

PaznHuyHKu KOKHH OOpUBH.

MHoro peaku

Texkn kowHH HexenaHH peakuuH (SCAR)
(BKJIIOYMTENHO  epHTEMa  MYNTH(OpPME,
eKC(ONKATUBEH OEpMATHT, CHHAPOM Ha
Stevens-Johnson ¥ TOkKcHYMa enuaepManHa
HEKPOJIU3a), anofietma. B oTaeaHM ciydam rno
BpEME Ha BapHLe/Jla MOrarT jJa c¢€ MNOSBAT
TEXKM MHPEKUMM Ha KOXKATa U MOAKOXKHHU
ycnoxHeHus (Bx. cbmo ,Hudexuuu wH
uHbpeCcTaluU™).

C HEHW3BeCTHa
YyecToTa

JlekapcTBeHa peakiMA ¢ €O3MHOQUIHA M
cucteMHn cumrimroMH (DRESS cuuagpom),
OCTpa rEHepanu3HpaHa eK3aHTeMaro3Ha

Hapymenna na 6n0penure n
NHKOYMHHTE IbTHINA

Peaku

ChILO MOTAT A2 ce NOABAT PP YBpéiasne
Ha OnOpeunaTa ThKaH (nammia apa3aN:

MycTyno3a, peaKiHy
CBPBXUYYBCTBUTEHOCT 4 pEHis Jh\

YBCJIMYCHA  KOHIICHTpAIIHA
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KHCEJIHHA B KpBBTA. [ToBuuieHa
KOHLEHTpALMA Ha ypes B KPbBTA.

MHuoro peaku [TosBa Ha oTouH, 0coOEHO NMPH NALMEHTH C
aprepdaiHa XHIepTOHHA MU OnOpeuHa
HEOCTATBYHOCT, He(QpPOTHUYEH CHHIPOM,
HHTCPCTHLIHANEH HeppUT, KOHTO MOXKE Aa
Obae npuapyXeH or ocrpa OnOpeuHa
HEJOCTATLYHOCT. bwOpeuHaTra  QyHKuMs
TpOBa Na ce U3C/EABa PEAOBHO.
HicneaBanusg Penku [IoHMXeHH HHBA Ha XeMOornobOuHa.

CnenHWTE HEXENAHU JICKAPCTBEHH peakU{y ca NPEeIUMHO J0303aBUCHMHM ¢ WHTEPHHAMBUIYATHA
BapHaOWIHOCT.

Haii-yecTHTe He)xeNnaHW peakUMH ca C XapakTep Ha CTOMAIIHO-4YpeBHH HapylueHHa. Moxe aa ce nogeu
NenTHYHA A3Ba, NepGopaLivsa WIH CTOMALIHO-YpeBHO KbpPBeHe NMOHAKora (ataiHK, ocobeHo B cTapuecka
Bb3pacT (®X. Touka 4.4). Cnen npwioxkeHue ce cboOlmaBa 3a raaeHe, NOBpPbUIAHE, AHApHSA,
¢naTyneHuMs, 3aneK, AHCIENCHA, KopemHa OoNKka, MeneHa, xeMaremesa, YJLIEpPO3€H CTOMATHMT,
0 AHe Ha KOAUT K bonect Ha Kpon (Bk. Touka 4.4). [To-panko ¢ HabmoaaBaH ractput. PUCKET OT
NOsBa HA CTOMAILIHO-YPEBHO KHPBEHE € B 3aBUCHMOCT OT JO30BHTE IPaHHLIM H NPOXBIDKHUTETHOCTTA HA
ynotpeba.

Coob11iaBa ce 3a efieM, XHIICPTOHUA W ChpPAEYHA HEAOCTATHYHOCT BBE Bpb3Ka ¢ nedeHue ¢ HCTIBC.

Knuuu4nyTe npoyysaHus nokaspart, ye ynorpebara Ha vOynmpodeH, ocobeHo BHB BHCOKH 034 (2400
mg/AeH) MOXKE Ja € CBBPKE C JICKO YBEJIUUEH PHCK OT apTEPHATHH-TPOMOOTIUHHM cHOUTHA (HANpHMED
MUOKapaeH HHPAPKT WM HHCYIIT) (BK. TOUKa 4.4).

C1o61aBaT ce peaxkilii Ha CBPEXUYBCTBHTENHOCT H T€ C€ CHCTOAT OT:

(a) He-cneuMdMYHM aTICPrHYHH PEaKLMK U 8HADHIIAKCHA

(6) TDOBHIIEHA PEAKTHBHOCT Ha AHXATEJHATA CHCTEMA, HAMp. acTMa, BJIOIIABAHE HA AacTMa,
OpOHXOCNA3BM, JUCITHES

(B) pa3dnMYHHA KOXHHM pPCAKLMH, Halp. [MPYPHTYC, YPTHKAPHA, A4HTHOEAEM H MNO-PLAKO
ekchonaTMBHA M Oyno3HM JAepMaTo3d (BIJIIOYMTENHO CHMAEPMATIHA HEKpOAM3a H epuTeMa

MyITH(QOpME)

[laumeHTsT g2 Obae MHCTPYKTHUPAH He3abaBHO Aa MHPOPMHpa JeKap U [a NpeyCcTaHOBH TpHeMa Ha
Hypoden Excnipec DopTre KOMMNAKT, aKO NOTYYH HAKOE OT U3DpOEHHUTE MO-rope.

CoobuiaBaHe Ha NOAO3IUPAHH HEXKEJIAHH PEaKIHH

CrobimaBaHeTo Ha AONO3HPAHH HEXKENaHH peaklMH clieRk paspeliaBaHe 3a yrnorpeba Ha JeKapCTBEHUS
NPOAYKT ¢ BaxkHO. TOBa NO3BONARA j1a MPOABIKK HabmoAeHHETO Ha CHOTHOLLIEHHETO MOJ3a/PUCK 34
NEKApCTBEHHA NPOAYKT. OT MEAULMHCKHTE CNELIMANIMCTH Ce H3UCKBA /12 ChoOILIABaT BCAKA NMORO3HpaHa
HEXENAHa PEaKlMs ypes:

H3nmbLiHATENHA ar¢HuMa No ICKapCTBaTa

yn. ,,Jlaman I'pyes” No 8

1303 Copusa

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

4.9 Ilpeno3apane
[1pu 1oHOIIM K BBE3PACTHH €DEKTHT OT A03aTa He € AceH. [lomyxHBOTHLT NpH Npeao3HpaH

CuMnroMu
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[Tfoseuero naifeHTH, npvenk sHauuMu konuuecTBa HCIIBC, paspuBar camMo rajeHe, nospbulaHe,
enuracrpanHa 6onka wiM no-paako auapua. Be3MoXHH ca wiyM B YIIHTE, rnaBofonue ¥ KnpBeHe or
CTOMAlIIHO-YpeBHHA TpakT. [IpH mo-cepHo3HM OTpaBAHHMA MOXeE Aa c¢ HabmopaBaT HapywieHHs OT
CTpPaHa Ha LIEHTPA/IHATA HEPBHA CHCTEMA, U3pa3qBallid ¢¢ B 3aMasHOCT, CHHIIMBOCT, ITOHAKOra Bb30yaa
M Ae30pHeHTaIIUA WK Koma. [ToHsikora ce Habmonasart repyoBe. IIpu cepHO3HH OTpassAHHA MOXKE J1a Ce
Habmonasa MeTaOoNMTHA alUMao3a M yALDKaBaHe Ha npoTpoMOuHOBOTO BpeMe/INR, cBBp3aHO
BEPOATHO ¢ HAMECA BbB QYHKLIMHTE Ha UMPKYJIMpaluMTe (GaKTOpH Ha KpbBOChCHpBaHeTo. Moxe na ce
Habmogasa ocTpa OLOpedHa HeZOCTATHYHOCT M YBpeXJIaHe Ha yepHus apod. BramoxHo e obocTpane
Ha acCTMarTa [pH aCTMATHLIH.

Jleuenue

JleweHuero TpaOBa aa ObAEe CHMIOTOMATHYHO W MNOAABPXKAUIO KATO BKMOYBA MNOJAXbLPXKAHE
NPOXOAMMOCTTA HA AUXATENHHTE ITHTHIIA H MOHHTOPUPAHE HA CHPJACHHUTE M XKU3HECHH NMOKA3ATENH 1O
crabunusznpane. Moxke aa ce oOMHCIM NepopanHO NMPUIOXKEHHE HA aKTHBEH BBLIVIEH, AKO [AUHCHTBT
AoHne B paMKHTe Ha | 4ac cnej NpHeMa Ha MOTEHLUHMATHO TOKCHYHO KOJHYeCTBO. YecTHTE M
NPOABDKHTENIHM KOHBYJICHH TPAOBa Aa e TPETHPAT ¢ MHTPABEHO3EH AHa3enaM WM nopasenaM. Ilpu
acTMa ce npunarat OpOHXOAMIATATOPH.

HsaMa cneupduyeH aHTHIOT.

5. ©®APMAKOJIOrHYHM CBOMCTBA
5.1 PapmaxoarHaMBYHH CBOHCTBA

QapmakoTepaneBTHYHa rpymna: [IpoTHBOBB3NANKTENIHK U AHTHPEBMATHYHH NMPOXYKTH, HECTEPOUHH,
ACPUBATH Ha NPONTMOHOBATA KHCEITHHA
ATC xon: MO1A EO1

HUbynpodeH e HecTepoMaeH nNpoTHBOBB3NanuTeNeH nekapcereedH npoaykt (HCIIBC), nokxazan
e()eKTHBHOCTTa CH NpPH OOMYaHHUTE EKCIICPHMEHTATHH MOIENH Ha BB3NIAJIECHHE TIPH JKUBOTHYU Upe3
HHXUOMpaHe Ha NpocTarlaHAMHOBaTa cuHre3a. [Ipw xopa ubynpodeH HaMmaisgBa BB3NAJHTENHATa
Oonka, oToKa M BUCOKATa TeMnepaTtypa. OcBeH Toea, uOynpodeH cbparnmo nuxubupa ATO — konares-
HHAYLUMpaHATA arperalisa Ha TpoMOOLMTH.

ExcnepumenTannu naHHM NOKa3BaT, Ye MOynpodeH MoOkKe KOHKYPEHTHO Ja NOTHCHE edeKkTa Ha
HHCKHTE JO3M ALECTHICANHUMNOBA KUCE/IHHA BBPXY TPOMOOLMTHATA arperaums, KOrato ¢e npuemMar
eqHoBpeMeHHO. Hakom ¢apMakoaWHAMHWYHWU MNPOYYBAHMA NOKA3BaT, Y€ KOraTo €JHHH4YHA [03a
uOynpoden 400 mg e npuera B pamkuTe Ha 8 yaca npenu wiu 30 MUHYTH cel 1038 aLETHICATHLIHAOBA
KMcenrHa ¢ HesabapHo ocBoboxnarane (81 mg), ce HabnonaBa MOHKKEH €DEKT Ha allETWICATHLIILIOBA
KHCeNnHHa BBPXy oOpasyBaHeTro Ha TpoMOokcaH 3a TpoMOouMTHara arperauus. Bhhpeku ye uma
HECHIYPHOCT TIPH EKCTPANOIHPAHETO HA Te3W AAHHHW OT KJIMHHYHH CIIy4aH, He MOxe ga Obae
M3K/TIOYEHA BB3MOXKHOCTTE, 4€ IPH PSAOBHATA, MPOTKDKHTENHA yrioTpeda Ha HOynpogeH Moxe Ja ce
HAMaJTH KapAHONPOTEKTUBHUA €(eKT Ha HMCKH AO03H aueTWwicatiuuioBa kucenvHa. He ce ovaksa
KIHHHYHO 3HaYHM e(eKT NMpH HepeaoBHa ynorpeba Ha ubynpoden (Bxk. Touka 4.5).

52 DapMAKOKHHCTHYHH CBOHCTBA

Abcopbrims

Cnen nepopalHo nNpwioKeHHe, HOynpodieH ce pe3opOupa YaCTMUHO B CTOMAaXa M HAITBJIHO B TEHKHTE
yepBa.

[Ipu eano hapMakKOKMHETHYHO MTPOYYBAHE BPEMETO 3a IOCTHIAHE Ha THKOBH IUTa3MEHH KOHUSHTPAIIHH
(cpenna Tmax) 3a Tabnerku ubynpogder ¢ HopmanrHo ocBoboxaasaHe € 90 mu ‘
Ekcnpec @opre komnakT 400 mg Meku Kancyinn BpeMeTo € 6uno 40 munyTi. CpenHa / RIHOCT,(
Ce MOCTHra 3a MOJIOBHHATa OT BpeMeTo, Heobxomumo 3a HypodeH Excnpec GOprey’ wonesilts :m,

39 "ﬂ SR
CpaBHEHHME C JIeKapCTBEHA (POpMA C HOPMAJTHO ocBOBOK1aBaHe (TabneTkH). e AR
S50 _'1-;-.-‘".";#‘3"’-- i
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Pasnpenenenue

MakcHMaHH TUIa3MEHH KOHLIGHTPALUMHM Clie] NEPOpaiHO NPUICKSHHE Ha JieKapcTBeHa (opMma ¢
HOpMAaNHO ocBoOoKIaBaHe (Tabnerka) ce nocturar cien | - 2 yaca. Cnea nepopaiied mpuem HOynpogeH
ce pezopOupa OBp30 Npe3 cromMaliHO-YpeBHUA TpakT. HOynpodeH ce oTkpuBa B 1u1a3mMaTa noseye ot 8
yaca ciea npunoxexue Ha Hypoden Excnpec ®opre koMnakT. CBBLP3BAHETO C ILTA3MEHHTE TTPOTEHHH
e okoJIo 99%.

EJMMHHUpAHE
Cnen wMerabonusupade B 4YepHHs Jpob (xuapokcwinpaHe, KapOOKCWIMpaHe, KOHIOralus),

($apMaKkoONOrHyHO HEaKTHBHHTE MeTaboNMTH ce eNHMMHWHHpAT HAMWIHO, OCHOBHO 4pe3 6nOpeuwre
(90 %), HO CBILO U Mpe3 }IbUKATA. ENUMHHAHHMOHHMAT NOMYKHBOT [PH 3APaBH HHIWBHAM NpPH TaKHBa
¢ ObOpeunn 1 yepHoapodHH 3a6onssanus ¢ 1,8 — 3,5 uaca.

5.3 IIpeaxnuHEYBER JAaHRH 32 6€30NACHOCT

[Ipy excnepMMeEHTR C XXHBOTHH CyOXpOHHWYHATA U XPOHHYHA TOKCHYHOCT Ha HOynpoden ¢ Ouna
HabnoJaBaHa KaTo Ne3MM W A3BM HA CTOMAIHO-4pEeBHUA TpaxkT. HAMa KIMHHYHO 3HAYHUMH
AOKa3aTeJICTBA 3a MyTareHeH MoTeHuMan Ha ubynpodeH npu in vitro W in vivo npoyuysanus. He ce
Habio/laBa KapLHHOIEHEH NoTeHUMan Ha HOynmpodgeH npH Npoy4YBaHHA BLPXY IUTBXOBE H MHILKH.
U6ynpoden e noeen 10 NOTHCKAHE Ha OBY/NALMATA MpH 3aHLIH, KAKTO H A0 HapylleHa HMILIaHTaluA
NpU Pa3IUEHH KHBOTHHCKM BUAOBE (3a€eK, [UTbX, MMILIKa). EKCcnepMMeHTaH NpoyYBaHHA ca MOKa3aliH,
ye uOynpodeH npeMyHHaBa Mpe3 I1aleHTaTa, B TOKCHYHHM 32 MalikaTa /1034 4 ce HabiioAaBa NMOBHLICHA
YecToTa Ha BpoJeHHTe Mandopmauuy (Harp. acdexkTH Ha MeKIyKaMepHara nperpaaa). [lpu onuru ¢
XHABOTHH e HabmoaasaHo, ye ynorpebara Ha HCIIBC, kouTo noTHCKaT NpocTariaHAXHOBaTa CHHTE3A,
MOXK€e 1a MOBHIIM YeCTOTaTa Ha MOTUCHATH MAaTOYHH KOHTPAaKIMH K 330aBEHO paKIaHe.

6. ©®APMAIEBTHYHH JAHHMH

6.1 Cnscebk HA NOMOIIHHATE BENIeCTRA

CobplieBHHA:
Maxporon (E1521)

Kannes xuapokcua (MHHUMYM 85 % ukctoTa) (E525)
[lpeuncrena Boaa

Meka kancyjHa oOBUBKa:

XKenaruu (E441)

Teuen copbuton (E420), yacTH4HO AexuUapaTHpaH
TMouco 4R (E124)

OupeTABalLLIO MACTHIIO:
Onakog WB 06an1 NSP-78=180002 (cwcrosu; ce or traHoB aunokcup (E171), IlponuneHrnukon

(E1520), SDA 35A Ankoxon (Eranon u Etun Auerar), U3zonponunos ankoxorn, Flonueuann auerar
¢ranar, [Ipeuncrena sona, Makporon/ PEG MW400 (E1521) n AMosunes xuapokenn 28% (E527)

[Tpou3BoAcTBEHH 100ABKH:
Coes netuTHH (E322

6.2 HechLBMECTAMOCTH
Henpunoxumo.
6.3 Cpox na roanoct

3 TOAHHH

14




6.4 ChonenHa/iHH yC/IOBHS HA CbXPaHEeHHeE

Jla He ce cbxpansaBa Haja 25°C. Jla ce cbxpaHsBa B OpMIrMHa/IHaTa OMaKoOBKa, 3a /ia ce npe/arasH oT BJiara.

6.5 Buau cbhAbpKaHHE HA ONAKOBKATA

He BcuukK BHM/1I0B€ OMAKOBKM MOrat na ObjaT mycHaTH Ha nasapa.

6.6 CoenunaJHH NpeANa3sHH MEPKH NPH H3XBbLPJIAHE

Heusnon3BaHUAT JIEKAPCTBEH MPOAYKT HJIH OTNIAABYHHUTE MATEPHAJIH OT HEr'oO TpﬂﬁBa Jda CC U3XBbLPJIAT
B CbOTBETCTBHEC C MCCTHHUTC U3UCKBAHHAL.

L MNPUTEXATEJ HA PASBPEHIEHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower

1 1th Floor, District 1, Bucharest, PymbHus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20230078

9. JATA HA ITBPBO PA3PEIIABAHE/MIOAHOBABAHE HA PAP3EHIEHHUETO 3A
YIIOTPEBA

anpui, 2023
10. JATA HA AKTYAJIMUBUPAHE HA TEKCTA

maprt, 2025

15




