LD 12 0557
KPATKA XAPAKTEPHCTHKA HA TIPOXYKTA

RE /S Jr K/ P24 - 6537
1. HME HA JJEKAPCTBEHHMAT IPOAYKT 16-07- W8

Hypodien Excopec ®opre 400 mg kancynu, Meku
Nurofen Express Forte 400 mg capsules, soft

2. KAYECTBEH H KOJIHYECTBEH ChCTAB
Besika kancyna ceappika HSynpodeH (fbuprofen) 400 mg

TToMoOLIHM BeliecTRa:
Copburon (E 420) 16,27 mg/kancyna
INouco 4R (E124) 0,79 mg/ kancyna

34 NBJHUA CMHCHK Ha MOMOLUHWTE BELIECTRA BHIKTE ToUKa 6.1,
3. JNEKAPCTBEHA ©®OPMA

Kancyna, mexa
YepaeHa, oBajiHa, NpO3payHa MeKa XKelaTHHOBA Kancyda, ¢ neyat “Nurofen” g 6ano.

4. KIMHHUYHH JAHHH
4.1. TepanesTHYHHA NOKAIAHUA

To3u NekapcTBeH NPOAYKT € MOKa3aH 33 KPaTKOCPOYHO CHMITOMATHYHO JIEYEHHE Ha NeKa 0
yMepeHa 6oJika NpH M1aBo6osnne, MeHCTpyanHH 6onkH, 3600011 TeMnepaTypa u Oonka ¢cBbp3aHu
¢ MPOCTYAHH CLCTOAHHA MPH BLIPACTHH, ACLA H IOHOWIM ¢ Tern0 Hag 40 kg (Ha w Hag 12 roguiuxa
BB3pacT).

4.2. Mo3upoBKA H HAMHH HA NPHIOKCHHE
Camo 3a nepopa/lHO NPUIOIKEHHE M KpaTKoTpaliHa ynotpeba. Kancynurte He TpaGBa Ja ce IbEHAT.

HexenaHuTe peakuMy Morar 1a 6baaT CBEACHH A0 MHHHMYM 4pes ynotpeda Ha Hali-HHCKaTa

etheKTHEHA 1032 38 BB3MOKHO Hali-KpaTko BpeMe, HeoGX0IHMO 32 OBNAAABAHE HA CHMIITOMHTE
(BHxk T.4.4).

Brapactay, Aetia 1 10HOIH ¢ Terao Hag 40 kg (Ha v vaa 12 roaniuna su3pact):

HauanHa m03a, €0Ha kancyna npHera ¢ Bola. Ciea ToBa ako & HeoDXOAMMO, O €HA Kancyaa
npe3 uATepRan ot 6 yaca. Jla He ce vanBunasa odmia fo3a o1 3 kancyau (1200 mg ubynpoden) 3a
24 vaca.

AKO NpH IOHOLUH TO3H JIEKAPCTBEH NMPOAYKT € He0OX0AHMO Ja ce M3M0JI3Ba 3a MOBEYe OT 3 AHH
WA CHMITTOMMTE Ce BJIOLUAT, TpA(Ba Ja ¢€ KOHCYATHpATE C NeKap.

AKO NIpH BBL3PACTHH TO3M NPOAYKT ¢ HeoOXOANMO Na Ce MINOIIRA 34 NOBeYe 0T 3 aHM3a_
TeMITepaTypa H TIoReye OT 4 HU 3a J1eyeHHe Ha 60NKa WK aKO CHMITOMHTE ceE
NaLMEHTHT TpAOBA Ia ce KOHCYNTHPa ¢ JIeKap.

M
IMpenopsuBa ce NALKUEHTHTE C YyBCTBHTENEH CTOMAX 1a NPHEMAT Hypod)en
BPEME Ha XPaHCHE. i



Hauvanoro Ha neiicTere Ha Hypoden Excnpec @opre moske Aa Obae 3abaBeHo, ako ce npHeMs
BeAHara ciell xpanese. B takuea cimyqau ve TpaOra 1a ce mpHeMa Mo-BHCOKa OT NPerophyBaHaTa
B T.4.2 11033 WIH JOKATO ce NOCTHIHE KOPEKTHHA HHTEPBAT HA AOZHpaHe.

Cnenuaany rpyns nanaeHTH

[NanmeHTy B CTapUecKa BbL3pacT:
He ca reoOxonnmu cneuvanau MoaudpHKalMY Ha go3uposkata. Iopaau npoduna Ha HeXeNnaHH

peaxkuun (BHXK T.4.4) ¢e npenopbuBa BHUMaTENHO HAOIIONEHHE Ha MALMEHTHTE B CTapUecka
BB3PACT.

b1ipeyHa HenoCTATHUHOCT:
He e Heo6x0auMo NOHKKaBaHE Ha 103aTa NMPH JIEKO 10 YMEPEHO HapylueHHe Ha OnOpeuHaTa

¢$yHKLMA (32 MaUHEHTH ¢ Texka OBOpedHa HEIOCTaTBYHOCT BIOK T. 4.3).

YepnoapoGHa HENOCTATEYHOCT (BHXK T.5.2):
He e HeobXx0QHMO nOHIDKABAHE Ha 03aTa NPH IEKO 10 YMEPEHO HApYLIEHHE HA yepHOApoOHAaTa
({yHKUMA (33 MALMEHTH C TeXKKA YepHOAPoOHA HEAOCTATBYHOCT BHXK T. 4.3).

ﬂega H IOHOLIN.

3a NPHIOKEHHETO MPH 1A H FOHOILMA BHXK CbIIO T. 4.3

4.3, ITpoTHBOMOKAZAHHA

¢  CBpBbXYYBCTBUTENHOCT KM HOYDpodeH, nonco 4R (E124), unn kM Hikoe oT
MOMOLIHHTE BELIECTBA ITOCOYEHH B TO4YKa 6.1.

¢ [lauvenTd ¢ aHaMHE3a 3a PEaKlHH HAa CBPBbXYYBCTBHTENHOCT (Hanp. 6poHxoCHazbMm,
acT™a, pHHHT, aHFHOSOEM HIH ypmrcapm), CBBLP3aHH C NPHEM HA AUETHNICATTHHHIOBA

KHCCJIHHA WK APYTH HECTCPOHIARH NIPOTHBOBEINANHMTETHA NCKAPCTBCHH NPOAYKTH
(HCTIBC).

¢ [lanuenTty ¢ aHAMHE3A 33 CTOMALIHO-YPERHA Nepdopang WA KPLBOW2IHB, CEBPIaHH C
ynotpeda Ha HCIIBC.

e [lauseHTH C aKTMBHA WIH aHAMHE3A 33 PEUMANHBHPALLA NENTHYHA A3Ba/KPbBOH3IMB (1B
HIH [10BEYE OTHYETIIMBH EMH304a Ha AOKa3aHa yNLepaiys HiIH KbpPBEHE).

¢ [lauuenTH ¢ Texkka yepHOAPOOHA HEAOCTATHUHOCT, TEXKKA OBOPEUHA HEAOCTATHYHOCT MIH
TEXKKA ChbPAEYHA HeNOCTaTLYHOCT, knac IV no NYHA (Bux 1.4.4).

¢ [laumenTH ¢ nepedpoBAcKyIAPHH HITH APYTH AKTHEHH KPBBOMITHEH.
¢ [lauveHTH ¢ HEM3ACHEHH XEMOTIOETHYHH HapyILEHUS.

¢ [lauMeHTH ¢ TeskKa aexuapaTaums (IPMYHHEHA OT TOBPBIIAHE, AHADHA WITH
HEJOCTATHYEH NIPHEM Ha TEYHOCTH).

e TIpOTHBONOKa3aH € npe2 NOCIEAHHA TPUMECTHP Ha OpeMeHHOCTTA (BIK

e  HOwowH ¢ TenecHo terno noa 40 kg win aeua Ha Bw3pact noa 12 ro

4.4, Coenua/inu Npefynpe:kIeHHs H CNeLHAIHH MEPKH PR YHoTpeba



Hexenanure peakuuu Morar aa 6514t CBeJeHH 0 MHHHMYM 4pes yrniotpeda Ha Hali-HHCKaTa
edeKTHRHA 1032 33 BL3MOXKHO Haii-KPATKO BpeMe, HeoGXOAHMO 34 OBJaABale Ha CHMTOMMTE
(BI3K NO-101Ty CTOMALIHO-YPEBHH H CbPASHHO-CBAOBH PHCKORE).

Harickra ce NPCANAINHBOCT MPH NAlIHCHTH ¢ HAKOH CBCTOAHMA, KOUTO MOXKE 14 €€ BIIOLIAT:

®  CHUCTEMEH JYIYC SpPHTEMATO3Y3 U CMECEHO ChEAMHHUTENHO-THKAHHO 3a00MABAHE -
YBEJHYEH PHCK OT aceNTHUEH MEHMHTHT (BIK T.4.8).

*  BPOICHO Hapyllenue Ha mopHpHHOBaTa 0OMAHA (HAMP. OCTPa HHTEPMUTEHTHa
nopupns).

®  CTOMALUHO-4PEBHM HApYILUEeHHA K XPOHHUHO BBINATHTETHO YpeBHo 3abonsBane
(vnneposen koauT, Sonect Ha Kpon ) (Buk 1.4.8).

®  XHIEPTOHMA W/IITH ChpACUHO yBpexkaane (Bk 1.4.3 U T.4.8).
6nOpevHoO yBpeknaHe, ThH kaTo OuOpeyHaTa ¢GyHKUMA MoXe a ce BNOWH (BIXK T.4.3 1
T.4.8).

¢ uepHOApOoOHO (PYHKUHOHANHO HapyLIeHHe (BWK T.4.3 H 1.4.8).
HEMOCPEACTBEHO CNEZ FONAMA XAPYPrUUHA HHTEPBEHIUA.

®  [pH NalHEHTH AlEPruvHM KbM APYTH BELUECTBA, TIOPAAK NOBHILUEH PUCK OT PEAKLHH Ha
CBPBXUYBCTBHTENHOCT CBLIO H cnea ynotpebara Ha Hypoden Excnipec @opre.

®  [pH NAUMEHTH CTPAJALLM OT CEHHA XPeMa, HA3aJTHH TFOJIMIH WiiH XPOHHYHA 00CTPYKTHBHA
Oenonpobna Gonect, WK ¢ aHaMHe3a 3a anepriuyuHo 3aboiABaHe, MOpPalH ChLUECTBYBALL
TIOBHILIEH PHCK 33 TAX OT NMOABATA Ha ANePruvHH peakUMu. Te Morar aa ce H3pasar KaTo
acTMATHYHH NPHCTHNH (T.H. ACTMA OT aHAJIFETHUM), OTOK Ha KBHHKe WIH YPTHKapuA.

CToMalHo-4peBHH edekru:
Ennospemennara ynorpeda ¢ apyru HCIIBC, BxnouMTenHO LHKNO-0KCHIeHA3A-2-CrIe LU HIHH
HHXMOHTOpH, YBENHYABA PHCKA OT HeXKeNaHH peakuiH (Bixk 1.4.5) 1 Tpsbea na ce H3bATEa.

[TauneHTH B cTAPYECKA BB3PACT:

TTpH nauuenTUTe B CTapUecKa Bb3pacT YECTOTATA HA HAONIONABAHHTE HEXKENAHH PEAKLHM OT
HCIIBC e no-BHcoka, ocobeHO Ha ¢cTOMAIHO-4PEBHUTE KPRBOHIHBH H NepdopaLvu, KOUTO
MoraT aa 6bgar datannu (Buxk 1.4.2).

CTomalllHO-YpeBHH KPBBOH3IHBH, YIILEPALIMH W nephopalHa:

CrobiaBa ce 33 CTOMAIIHO-YPEBHH KPHBOHIIHBY, 4382 Wik nepdopalius, KOHTO MOXKe aa
3aBbpLUAT daranHo, NpH ynorpedara Ha Beudku HCIIBC, no BeAko BpeMe Ha NeYEHHETO C HIH
6e3 npenynpeATENHH CHMITOMH, WIH MPEAHIIHA dHAMHE3a 3a CTOMALTHO-YpeBHH NPoSIeMH.

Korato ce nonyuH croMalilHO-YpeBeH KPbBOHIIHE HIIH C¢ MOABH A3Ba NPH MALMEHTH TIpHEMAllIH
ubynpoden, nedeHrero TpaORa Aa ce NPEKpaTH.

PHCKBT OT cTOMALHO-4YPEBHM KPBbBOW3NIHEH, S3BA WIH NepdopaLMs € mo-BHCOK NpH ynoTpeba Ha
no-sHcoky 103 HCTIBC, npy naupedTH ¢ aHamHesa 3a 9388, 0COOEHO ¢ YCIOKHEHHS OT
KPBBOH3IMB HNM nephopauma (Bik 1. 4.3), KAKTO W NP MALMEHTH B CTapuYecKa Bb3pact. Takuea
NaLHeHTH TpsAOBa Na 2amousar TeueHHETO ¢ Hafi-HHCKaTa Bb3MO2KHA 1034, [IpH TaKuEa natuyeHTH
MOXE /12 € HeOOXOAHMO KOMOMHHPAHO JTEUEHHE C NMPOTEKTHBHYU areHTH (Hanp. MM30NPOCTON WK
HWHXHUOUTOPH Ha IPOTOHHATA TIOMIIA), KAKTO K NPH NaLUMEHTH, H3HCKRALUH ¢AHOBPEMEHHO
NpHIOKEHHE HB HUCKH A03H ALETHICATHLIWIOBA KHCETHHA HIIH APYTH JIEKAPCTBEHH MPOAYKTH
MOBHILABALH PHCKA OT CTOMALUHO-YPERHH HEKENAHH peaklMH (BK no-nony H T. 4,

TpaAdRa Ja ChOOIIARAT 338 BCHUKH HeoOHYAHHN CTOMAIOHH CHMIOTOMH (no-crew

CTOMALIHO-4PEBHH KPHBOM3TMEH), 0COGEHO B HA4AIHUTE (ha3H HA JIEUEHHETO, / oy
[NaunenTnTe TpAGBa A2 HHAAT NOCHBEETEAHHU Aa YROTPeGABAT BHHMATEIIHO TO3 Wl [
NEKapCTBEHH NPOIYKTH, KOUTO MOXE 2 YBEITHUAT PHCKA OT A38A HIIH KbPBEHS\KET Q- RDOp AT
KOPTHKOCTEPOHAH WiIH AHTUKOATYNAHTH, KaTO BaphapHH, CENICKTHBHN HHXUGHTQPY Ha OB THO: O /:,."



3aXBalllaHe Ha CEPOTOHKHA WIH NMpoTHBOTPOMOOTHYHH cpeacTra (SSRI’S) karo HanpuMep
aueTHICATHLIMAORA KHceNnHHa (BIXK T.4.5).

HCIIBC Tpatea Aa ce npunarat BHUMATENHO NPH NAUWEHTH ¢ AHAMHE3A 33 CTOMAINHO-YPEBHE
3abongBanus (yaLeposeH konuT, 6oaecT Ha Kpow), Thit KaTo Tesn 3a6onseaHng Moxe aa ce
ofbocTpar (Bik T.4.8).

KosHu peakiinm:

MHoro pagko ce chof1uaBa 32 CEPHOZHH KOXKHH PeakuMH, HAKOM OT TAX (aTanHH, BKIKYUTETHO
excoMaTHBEH ISPMATHT, CHHIPOM Ha CTHRBHC-JKOHCHH M TOKCHYHA eNHAEpMATHA HEKPOTIH3a
(cunapoM Ha Lyell’s) BbB BpB3ka ¢ yniorpebara na HCIBC (Bixk 1.4.8). Harnexna, ye pucksT ot
Te3H PeaKUHH € Hali-BHCOK B HAYAJIOTO HA NEYCHHETO HA NALMEHTHTE, KATO B NOBEYETO CIIYUAH
OTK/IIOYBAHETO HAa PEAKLIHATA € NIPE3 MLPBHA Mecew, Ha nedeHneto. fipuemst Ha Hypoden
Excnpec @opre Tpabea na 6b1e cnpsH NpH MBPBa NMOABA HA KOXKeH OOPHB, TAFABHYHH JI€3HH HIH
APYrH MPH3HALH Ha CBPBX4YBCTBUTEITHOCT.

B M3KnI04MTENRHO PS/IKH CTyYaH ca HaOMIOAaBaHu CEPHO3HH HH(EKUMH HAa KOXKATa H MEKHMTE
ThKaHH NMpH BapHuena. Jlo momenTa pondra na HCIIBC 3a Bnoluasae Ha Te3H KOXHH HHEKLUK
He MOe Aa 6bae ukmoueHa. [penopsuHTeaHO € Aa ce H30area ynotpebara Ha Hypoden
Exkcnpec ©opre npn BapHUena.

C’ngG‘-IHO-C']:gOBPI H MO3BHYHO-CBAOERH CQCKTH:

Heobxomumo e nosuieHo BEMMaHKe (00cwinane ¢ nekap Wik dapMaueBT) npeaun 3anouBaHe Ha
JIeYeHHe NPH NalMEeHTH C aHAMHE3a 32 XHIEPTOHUA H/WIH CbpAeHHa HEJOCTATBYHOCT, Thif KATO
HMa ChOOILEHHS 32 3aJphKKa BA TEHUHOCTH, MOBHIIEHO APTePHATHO HAJIATAHe H OTOK, CBBP3aHHM C
neuenueTo ¢ HCTIBC,

JaHHHTE OT KIMHUYHH [TPOYUBAHHA NIOKA3BAT, 4e ynorpebara Ha ubynpogeH, ocobeHo BLB
BHCOKH 03 (2400 mg AHeBHO) Moske Ja OBb/ie CBBbp3ana € JIEKO YBE/IHUEH PUCK OT apTEpHaNlHUA
TPoMOOTHYHH cbOuTHa (Hanp. MHOKapaeH HHdapkT unH HHeynT). Kato wano,
€NH1eMHONOrHUHATE HACIENBAHMA HE MOKA3BAT, Ye¢ HUCKHTE N03H HOynpodeH (nanp. <1200 mg
ZIHERHO) ¢a CEBP3aHU ¢ YBENWUEH PHCK OT apTepHanHy TPOMOOTHYHH chOHTHA.

ITanmenTH ¢ HEKOHTPONHAPAHA XUNEPTOHHUS, 3aCToHHEa chpaeuHa HenocraTbuHocet (NYHA II-1IT),
YCTaHOBEHA HCXeMHUHa BOJecT Ha ChpUETO, NepudepHa apTepraina 60aeCT WHIM MOZBYHO-
cbaora fonect Morar aa 6BnaT nekysann ¢ uoynpodier caMo ¢iiea BHHMATETHO 0OMHMCIAHE H
BHCOKHTE 1034 (2400 mg/aeH) Tpabpa na ce n3dArear.

Chilo Taka € Heo6X0aMMO BHUMATENIHO OOMHCIIAHE NMPeaH 3aNOYBAHE HA MIPOIBIKHTETHO
NeycHHe Ha MAlMEHTH ¢ PHCKOBH (AKTOPH 33 ChPACUHO-CBAOBH CHOMTHA {HaNp. XMNEPTOHHA,

XHIEepIHTIHAEeMHS, 3axapeH quabeT, TIoTIoHONIeHe ), ocobeHO ako ca HeoGX0IHMH BHCOKH 103K
(2400 mg/neH).

gp!l"ﬂ OJaHHH!

Teskku oCTPH peakuny HA CBPbXUYBCTBMTETHOCT, HANPUMep anadiNakTHUEH LIOK, ¢a
HaOmionasHu MHoro paako. Ilpy nosBaTta Ha NLPBHTE NPA3HALIN HA PEAKLHS HA
CBPBXYYBCTBHTENHOCT ¢Jiel npHeM Ha Hypoden Excripec @opre, neueHuero Tpabpa na ce
npexpatH. Heo0xoanMuTe 3a CbOTBETHUTE CHMIITOMM MEOHLIMHCKH MEPKH A3 Ce NIPEANPHEMAT OT
CNIEUHATHCTH.

HoynpodeH, akrneroto BeinecTso B Hypoten Excripec @opre, Moke BpeMel
TpoMGoumTHaTa arperauua. [Topany Tosa ce npenopbuBa BHAMATETHO MOHE ¢
NALHEHTHTE ¢ HapYLLIEHO KPBBOCKCHPBAHE, '

Tpu NpoABIKUTERHO MPHIIOKCHHE HA Hypod)eH Excnpec ®opre e Heoﬁxo‘

KapTHHA.



[IpoawmxuTenHaTa ynorpeda Ha pasAMYHY AHANTETHLIA NPH 111asodoHe MoKe a ro BnoinH. B
TakHEea CJly4yad TpadBa 1a ce MOTHPCH MEAHLIMHCKA KOHCY/ITAUMA H TEYCHHETO Aa Ce NPeKPaTH.
Jluaruo3sa nekapcteeHo obycnorpeHo rnaBobonue Tpabea qa ce 00CHANM NPH MALMEHTH, KOWTO €A C
YeCTH HITH €KE/IHEBHH OIL1aKBaHHA OT INBoDONE, BBNPEKH (MM CBBP3aHH C) PEOBHATA
ynoTpeda Ha aHANreTHLIH.

OGnuaiinata ynorpefa Ha aHANreTHUH, NO-CMELHANTHO KOMOWHALMUTE OT PasJTHUHK AHAJITCTHYHH
TIeKApCTBEHH BEUIECTRA, MOXKE Jia I0BEE N0 TpaHHO 6p0peuHO yBpeKaaHe ¢ pHCK oT 6n0peuna
HEAOCTATHYHOCT (anaireTH4Ha HedponaTua). PUCKBT MOsKe 1a ce MOBMILIH TIPH 3ary0a Ha CONA K
JEXHIpaTaLms.

IlpH ennospemenna ynorpeba Ha ankoxon 1 HCTIBC, ceup3aHHTe ¢ IGKAPCTBEHOTO BEWIECTBO
HEXeENaHH PeaKiyM, 0COOSHO TE3H OT CTPaHa CTOMALTHO-4YPeBHHA TPAKT H LUEHTPAJIHA HEpRHA
CHCTEMA, MOXKE JIa C€ 3ACHIIAT.

HMa H3BECTHH IaHHH, Y€ JeKapCTBEHHTS NPOLYKTH, KOHTO HHXUOHPAT HMKIO-OKCHTEHA3HATA/
MpOCTArNaHIMHOBA CHHTE3a MOXKE 1 MPEAM3BHKAT YBPEXKIaHE HA JKEHCKHA GeprunureT upes
BL3ACHCTBHE BBPXY OByNalMATa. Toea e 06paTHMO cliel NpeKpaTABaHe Ha eYeHHETO (BHK
T.4.6.).

CrinecTBYBa pHcK 0T OBOpeUHO YBpekNaHe Npu ASXHAPATAPAHH IOHOLLM.

JlexapCcTREHHAT NPOAYKT ChAbLpKA copbuton. He TpalBa na ce mpHema OT MaUHEHTH ¢ PEAKH
HaclleACTBEHN NPOONeMI Ha PPYKTO3HA HENOCTATRYHOCT.

Toau nekapcTeeH NpoAyKT cbabpika noHco 4R (E124), kolito Moske na NPHYHHHE ANePrHYHA
peaKLidH.

HCIIBC Morat 1a MacKHpaT CHMIITOMUTE Ha MH(EKIHA H TeMNEpaTypa.
4.5. BaanMopelcTBHA ¢ JPYTH JIeKAPCTBEHH HPOAYKTH H ApYrH GopMu HA BIauMoIeiiCTBHE
ALETUICANHITATOBA KHCeTHHA (BHCKH JI03H):

EnnoBpeMennara ynorpefa Ha uGynpoden u aueTHACanMIpioBa KHCeluHa He ce TpenopbiBa
NOPAJH BE3MOKHOCTTA 33 NOBHIIABAHE HA HEXeEIaHHTE PEakiAH.

ExcnepHMeHTaIHH JaHHH NoKazeart, Ye HOynpodeH Moxke KOHKYPEHTHO J1a IOTHCHE e(deKTa Ha
HHCKHTE J03M aUETHICATHLANOBA KHCENMHA BBPXY TPOMGOLIMTHATA arperaums, KOraro ce
NPHEMAT €IHOBPEMEHHO. BLnpexH Ye HMa HECHIYPHOCT NPH SKCTPANONMPaHETO HE TE3Y JAHHM
OT KTHHHYHH CAYYaH, HE MOXKE JA C€ H3KIIOUH Bb3MOKHOCTTA,ME PEAORHHAT, MPOAL/DKHTEIEH
npHeM Ha HOYTIpodieH MOKe J1a HAMAJIH KADJHONPOTEKTHEHHA €DEKT HA HHCKH JIO3H
ALETHICATHIMIOBa KHcenuHa. He ce ce ovaksa WIMHHYHO 3Ha4HM eheKT NMPH HepeaOBHa
ynotpebara na uovnpoden (i 1.5.1).

Hpyru HCIIBC, BKmOUUTENHO HAKI0-OKCHIeHa3a-2 -coeuuGrYHE HHXHOUTOpU:
EnnobpeMeHrnaTta ynotpeba Ha Hakonke HCTIBC Moxke Ja ypenHYH pHCKa OT CTOMAIUHO-YPEBHA
A3BH H KPBBOW3NMB MOpaaH cHHepriudeH edext. Ennospemennara ynorpeda Ha nbynpoden ¢
apyra HCTIBC cnenoBateano tpabea na ce u3barea (svx 1.4.4)

JurokcuH, GeHHTOHH W IHTHIA:
A~
Eanospemennara ynorpe6a Ha Hypoden Excriec ®opte u nurokcus, deHuTom)
MOBHLIH NJIa3MEHHTE HHBA HA Te3H NIEKapCTBEHM NpOAyKTH. [Ipocaeaasaneto;
(eHHTOHHOBHTE W TATHEBHTE HUBA B CEPYMa HE MOMKE Jia C€ NIPENopbHa KaTol
Ha nMpaBHAHA ynotpeba Ha HypodeH (Makcumym 4 gHu). i

KoprHkocTepounu:



KopTHkocTepouanTe MOXe 1a YBETHYAT PUCKA OT HEXKENAHH PEaKIMH, 0CODeHO B CTOMALIHO-
YPEBHHA TPAKT (CTOMALIHO-UPEBHH A3BH H KPBBOM3NHB) (Bik T.4.3).

AHTHarperadTi ¥ CeneKTURHH HEXHOMTOPH Ha 00paTHOTO 3aXBalllaHe HA CEPOTOHNHA
[loBuieH pHCK CTOMALIIHO-UPEBHH KPBLBOHUIUBH (BIDK T.4.4),

AHTHKOATY/1AHTH:
HCIIBC morar na 3acHnsT edekra Ha aHTHKOAryJiaHTH KaTo sapdapuH (Brxk 1.4.4).

[IpoGeHHUMA 1 cyIPUHETHPAIOHN:
JlekapcTBEHHTE NPOAYKTH CHALPMALIA NIpodeHeLna U cyIdpHHAEpa20H MOraT Jia 3abaesar
excKpeuusTa Ha HOynpoden.

Nuypetunu, ACE unxubutopu, 6era-GrokepH ¥ aHTATOHHCTH Ha AHrHOTEH3MH-11:

HCIIBC moxe 1a noHwkat edeKTa Ha JHYPETHLIHTE H IPYFH aHTHXHOEPTEH3UEHH JIEKAPCTBEHH
npoaykTH. IIpy HAKOM MAaLEHTH ¢ KOMIpOMeTHpana 6s6peuna Gynkuua (1eXuapaTupann Wi B
CTapuecKa BB3PACT ¢ yBpeaeHa Ou0peuna pyHkuns) eAHOBpeMEHHOTO npuaoxkenue Ha ACE
uUHXHOHTOPH, OeTa-0I0KEpH HITH aHTaroHWcTy Ha aHruorensnd-II ¢ nekapcTea, KOUTO HHXHGMpAT
LMKJIOOKCMIeHa3aTa MOJKE Ja NOBEAE A0 AOMBJIHWTENHO BIoNIaBane Ha GuOpedHaTa (GyHKLHA,
BIJIIOYHTENHO OCcTpa Ob0peuHa HeZOCTATLHHOCT, KOSTO OOUKHOBEHO ¢ o0paTumo, CneaosarenHo
komMOHHauuaTa TpAGBA Ja ce Npuiiara BHHMaTelHO, 0COOEHO MPH NALMEHTH B CTapHeCcKa Bb3PACT.
[MauyerTuTe TpsGBa ja ca aASKBATHO XMAPATHPAHH U Ia ce 0OMHCIH HeoOX0aHMOCTTa OT
npocneaspade Ha OpOpeuHaTa QYHKLHA B HAYANOTO HA KOMOMHHPAHOTO JICHEHHE H [IEPHOAHHMHO
ClIeA TOBA.

Kanuii cexpaHgpaliuy AHYPETHIIA:
Epnorpemennarta ynorpeba Ha Hypoden Excrpec dopre n kanuit chxpanssaiy 1aypeTuug
MO3Ke 1a AOBEIE [0 XHIEPKaAIHEMHS.

MeToTpekcar:

Ipunoxennero na Hypopen Excnpec @opte 00 24 uaca npeaM UM clie]] DPUIOKEHHE Ha
METOTpPEKCaT MOKe fia A0Be/ie 10 YBeNnMYeHHe Ha NNa3MeHHTe HHBA Ha METOTPeKcaT M 3aCHIIBAHe
Ha TOKCHYIHHUA MY €(exT.

KJIOCNIOPHH:
PuckbT oT 6B0peuHo yBpexaHe MPHYHHEHO OT LIMKIOCTIOPHH € TIOBHLICH NIPH eHOBPEMEHHO
NPHIIOKEHHE HA HAKOH HeCTepOHIHH NPHBOBL3NAIMTETHH lekapeTBeHH NpoayKTH. He moxe na
€€ MIKITIONH TAKbB eheKT Npy KoMOMHAPAHETO HA UHKNOCTIOPHH ¢ HOYTIpOQeEH.

Takpoaumyc:
PHCKBT OT HEGPOTOKCHYHOCT € MOBMLIEH NIPH €AHOBpEMEHHa ynoTpeba Ha 1BaTa TeKapCTBEHH

MPOAYKTA.

3uAOBYHH;
Hma aauuHu 33 YBETUUSH PUCK OT XeMapTpo3u 1 xematomu npit HIV(+) xemodunnun, nekypanu

eJHOBPEMEHHO Che 3HAORYAMH U HOynpodeH. PHCKBT OT XeMaTO/IOTHYHA TOKCHMHOCT € NOBHLIEH
nipu eaHoBpeMeHHa ynotpeda aa HCIBC u 3unorynuH.

Cyndonnnypeitun: J—
KnHHH4HE IPOYYBaHHA ¢a Nokazany szaumoneicreust mexny HCTIBC cyncbonuqmm A o
npoTHEOMabeTH KU nekapcTea. Brupeku ue 1o MoMeNTa HAMA ONMCAHU B3aUMOZE gﬁ}&'xp‘
Mexmy uoynpoden u cyndodunypeiiuy cpeacTsa, KATO Apenata MAPKa NpH exl) M

UM yrnoTpeba ce Npenops4ea MPOCIEABaHE HA KPbBHO-3aXaPHHMTE HHBA. /

XMHONOHOBM AHTHOMOTHIIN:



JlasHH OT npoyuBaHug BLpXY XKHBOTHU couaT, ye HCTIBC morar na yeenuuar pucka ot
KOHBYJICHH, CBBP3aHH ¢ XHHONOHOBHTE aHTHOWOTHLM. [TaimenTu npuemamu HCTIBC u
XHHONIOHH MO3KE /13 €2 MAI0EHH HA MIOBHIIEH PHCK OT NOABA HA2 KOHBYJICHH.

Mudenpucton:
HCIIBC tpabea ne na ce npunarar no 8-12 auu cnen npunoxeHue Ha MUGENPHCTOH, Thil KATO
NOHKKABAT eheKTa Ha MH(ETIPHCTOH.

Huaxuburopu na CYP2C9:

EnnospemenHoTO npunoxenye Ha uGynpoden c CYP2C9 HHXMOHTOPH MOXe /1a NOBUIIH
eKkcno3uuaTa Ha uoynpoden (cyberpar Ha CYP2C9). [pu eqHo npoyusaHe ¢ BOPHKOHA301 H
¢ykonazon (CYP2C9 uaxubutopn) e nokasano 80-100% yeenuyeHHEe HA eKCro3HUUATa HA S(+)-
n6ynpogeH. HeobxonnMo e HaManssade Ha 103ata Ha HOyrnpodeH 1PH eTHOBPEMEHHOTO MY
npriaokeHHe ¢ MOLIHH CYP2CY unxuburopn, 0co6eHO KOTATO ce PHIANAT BUCOKH HO3H
HoynpodeH c BOPHKOHA30N HWIH UIyKOHA30T.

4.6. ©PepTuanTeT, (PeMEHHOCT H KLpPMEHE

BpemenHocT
IMoTHcKaHeTo HA MPOCTArNMAHAHHOBATA CHHTE3a MOsKE /14 TIOBHAe HeDIaronpUsaTHO

OpemeHHOCTTA HW/MNH eMOpuo/peTanHoTo passuTie. JJaHHH OT eNHASMHONOTHYHH NPOYYBAHHS
MOKA3BAT NOBHMLIEH PHCK OT HEAOHIHOCBAHE H CHPACYHH MaM(OPMALIMH, H racTPOLIH3HC e/l
ynotpeba Ha HHXHOHTOPH Ha POCTArIAHAMHOBATA CHHTE3a B paHHA GpeMeHHOCT, AGCOMIOTHHAT
PHCK OT CbpOevHH MandopMaluy € 61T NOBHINEH OT No-Manko oT 1% a0 okono 1.5%. Cuura ce,
ye PUCKBT C¢ MOBHILABA [IPH BHCOKH N03H H MPONB/DKHTETHO JICUeHHUE.

Ipu onuTH ¢ KWBOTHH NPHIOKEHAETO H3 HHXHOMTOPH Ha NPOCTArIaHAHHOBATA CHHTE3Aa BOAH A0
npe- H NOCT-HMIVIAHTALMOHHA 3aryba u eMObpuo-QeraneH netanuteT. OcBeH ToBa ce crOOILABA 33
NOBHUIEHA Y€CTOTA HA BPOJEHHTE MATPOPMALIMH, BIJIFOMHTENHO ChPJICHHO-CBAOBH, NIPH KUBOTHH
NOTYYHAH HHXHOHTOPH Ha NPOCTarNaHIHHOBATA CHHTE3A TI0 BpeME HA OpraHoreHesara.

HbynpogeH He TpAGBa na ce H3MON3RA NIPe3 MbPBHA W BTOPHA TPHMECTHP Ha OPEMEHHOCTTA,
OCBEH aKO He ¢ KaTeropHuHo Heobxoaum. Axo HOYNpodeH ce H3NoN3ea OT HKEHM, KOHTO Ce
ONHMTBAT 13 3a0peMEHEAT UK Npe3 MLPBHA H BTOPHA TPHMeCTEp Ha OpeMeHHoCTTa, Ao3aTta TpsOBa
Aa 6bae MAKCHMAJIHO HHCKA M TPOTBKHTENHOCTTa Ha JIEYeHHE Bb3MOXKHO Hali-KpaTKa.

B nocneaHoTO TPHMeceuHe Ha HPEMEHHOCTTa BCHMMKHM HHXMOHTOPY Ha NPOCTArIaHAHHOBATA
CHHTE3a MOTAT 14 W3JI0KAT Ha PUCK:
¢ [Inonaot:
O  KapANOMHONATHA (C NPeXIEBPEMENNO 3aTBapane Ha derannna ductus arteriosus
n benoapodbHa xunepreHsnd);
o 0OnOpeyHa qUChYHKIME, KOATO MOXE Ja Nporpecupa Ao SkGpesHa
HEAOCTATBYHOCT ¢ ONTMTO-XOAPaMHHO34;

® MaiikaTa H HOBOPOAEHOTO B Kpas Ha GpeMeHHOCTTa, OT:
©  BB3MOXKHO yAB/DKABAHE Ha BPEMETO HA KEPBEHE, AHTH-arperanTeH edekT, KoHTo
Moke fa ce Haburoaasa JOPH B MHOMO HUCKH AO3H;
O MOTHCKAHE H& MAaTOYHHUTE KOHTPAKLMA H 3a0aBEHO WK YIBRDKEHO paKIaHe.

KnpMmene:
HUGynpoden u nerosyre MeTalonnTy NPeMUHABAT B ANCKM KONH4NECTBA B KbPMATA;

HE ¢d M3BECTHH BPEAHH €()eKTH BLPXY KbPMAUETO, IOPaRH KOETO OOHKHOBEHO HE ¢
NpeyCTaHOBABAHE HAa KEPMEHETO MNPH KPaTKOCPOYHO NEYEHHE Ha 60JIKa 1 TeMnepan
NpeNopbYBAHHTE J03H,




deprinnrer:

HMa H3BeCTHH JaHHH, Y€ NeKapCTRaTa, KOMTO BHXHOMPAT LIMKIIO-
OKCHIeHa3HaTa/MpOCTarTaAAHHORA CHHTE3A MOe Aa TIPCAMIBUKAT YBPEXKAAHE Ha JKEHCKHMA
deprunuter upes pp3nelicTeue RLPXyY oByNaumaTa. To3n edekT e o6paTHM clien mpexpaTaBaHe HA
neyeHHeTo (BIK T.4.4).

4.7. Edextn Bbpxy cnocobnocTTa 32 modHpane n patoTa ¢ MAIIHHY

[Topagy BL3IMONKHH HEXENTAHH PEAKIHM KaTO YMOpPa H CHHIMBOCT NIpH ynotpebarta Ha uGynpoden
TpaGBa na ce uzdarea woduparero v pabortarta ¢ MaIHHH. EQHOKPATHOTO MPUIOKEHHE WK
KpaTkocpoyHa ymotpeba Ha Hoynpoder 06HKHOBSHO He Hanara NPeanpHeMaHe Ha CNELHAIHN
npeanasHu Mepky. ToBa ce 0THacA B NO-ronaMa creneH 10 KOMOHHMpaHeTO Ha MPOIYKTa C
AJIKOXOJ1.

4.8. HesxenanH JleKaApcTBeHH PeAKUHH

CnHehK Ha CISAHHTE HEXENaHK peakUWH BIUIIOUBA BCHYKH HEXKENaHH PeakLHH HabnwAaBaHH B
X0Aa Ha neverHHe ¢ HoynpodeH, BIIOYHTENHO H ¢ BUCOKH A03H 1IPH ABITOCPOYHO JIEYEHHE TIPH
NALHEHTH ¢ peBMaTH3BM. [locoueHaTa HecTOTa Ha HEXKETTAHHTE PEAKLINM, B TOBA YHCJIO M Ta3H
KOATO HAJXBBPJIA MHOTO PEAKHTE ChOOLIEHHA, C& OTHACS 34 KPATKOCPOYHO JieYeHne B AHEBHH
1031 1o MakcHMyM 1200 mg za nepopanante dopMu M MakcumyM 1800 mg 3a cymosHTOpHHTE.

CHGJIHHTC HEXKETAHH NEKAPCTBCHH PeakUHH ca NMpeaAHMHO A030-3aBHCHMH ¢ HHTCPHHAMBHAYATHA
BapHaOHJIHOCT.,

Haji-uecTHTe HEXENAHH PeaKuuy Ca ¢ XapakTep Ha CTOMAITHO-UPEeBHY HapylueHus. Moske na ce
NIOABH MENTHYHA A3B4, Nephopallii WK CTOMALIHO-YPEBHH KPBBOW3NIHBH MOHAKOTa (haTaTHu,
oco0eHO B cTapuecka BB3pacT (Biok T.4.4). Crofliasa ce 3a rageHe NOBpLIIAHE, IHAPHA,
daaTyneHurs, KOHCTHNALMA, JHCTIENICHA, KOpeMHa OoNKa, MeneHa, XeMaTeMesa, H30CTPAHE Ha
yNuepo3eH CTOoMaTHT H 0DocTpsaHe Ha kKonwT | GonecT Ha Kpon (Bmxk T.4.4). No-paako €
HabmonaBad racTpyT. PHCKBT OT NoABA HA CTOMALIHO-YPEBHH KPbBOH3JIHEH € B 3ABHCHMOCT OT
J030BHTE FPAHULIM ¥ TIPOIBDKATENHOCTTA Ha ynotpeba.

Cholluasa ce 3a eileM, XUNIEPTOHHA H CLPJSYHA HEAOCTATBUHOCT BEB BPB3KA € ICUEHHE C
HCTIBC.

KnunuunuTe npoyusaHus nokassar, ue ynotpebata Ha UOynpodeH, ocobeHo BbE BHCOKH H03H
(2400 mg/neH) MOXke Na ce CEBPIKE C JISKO YBEIHYEH PHCK OT ApTEPHATHU-TPOMGOTHUHH CHOHTHS
{Hamp. MHOKapaeH MHOAPKT HAH HHCYIT) (BIBK T.4.4),

Cro0LuaBar ce peakLHil Ha CBPBXYYBCTBMTENHOCT. Te MOYKE J1a C& CHCTOAT OT:
(a) He-cneUHGDHYHKM ANEPrHYHM PEAKLHH M aHaDIIAKCHA

(b) moBH1IEHA PeaKTHBHOCT Ha AMXATENHATA CHCTeMa, HAPHMED acTMa, BIOLIABAHE HA acTMa,
OponxocnaybM H AHCTIHe

(c) pa3nM4HKU KOXKHH PEaKLMH, HAMPHMep OOPHBH, TIPYPHTYC, YPTHKApPHA, aHTHOEIEM H NO-PAIKO
Gymo3HU nepMaTo3H (BKTIOYMTENTHO ENTHAEPMATHA HEKPOJIH3A H EpHTEMA MYTTH(OPME).
INaumenTrTe 1a ce MHCTPYKTHPAT B TAKHBA CTyYaH Ja HHGOPMKPAT Jiekaps CH He3abaBHO U Nia
npeycranoBaT yrnorpebara Ha Hypoden Excnpec ®opre.

B HM3XOAAL pea, cnope,c[ CTCMCHTAa Ha CEPHO3HOCT!

Mmnoro gecrn (=1/10)
Yectn (21/100 to <1/10)
Heuectu (21/1,000 to <1/100)




Peaxu (21/10,000 to <1/1,000)
Muoro penks (<1/10,000)
HemnseecTHa (He moske Aa §bJ1€ 0NpeaeiieHa oT HATUYHUTE JaHHH)

Huderunn u nadecrangnn:

Mhoro penku: Jloknasano € 060CTpsHe Ha Bb3MAIEeHHA, CBBP3aHHU C HHGEKUHS (HAND. pa3BHTHE
Ha HCKPOTH3Hpaw ¢acLHiT), ChbBNAAALIHM N0 BPEME ¢ YNoTpebaTa Ha HECTEPOHIHH
NPOTHBOBL3NANMTENHH IEKAPCTBERH NMPOAYKTH. ToBa BEPOATHO € CBBLP3AaHO ¢ MEXaHU3MA Ha
AeiiCTBHe HA HECTEPOMAHHMTE NPOTHBOBH3MATIMTEIHH JIEKAPCTBEHH NPOIYKTH.

Axo no epeme Ha ynorpeGarta Ha Hypoden Excnipec ®opre ce noseaT unu paowar CHMITOMHTE
Ha HHpeKUH, Ce NpenopLYBa NALMEHTHTE He3abarHo Aa ce 00bpHaT KbM nekap. TpaGea na ce
npeUeH: HeOOXOAHMOCTTA OT HTHRH(EKLIMO3HO/aHTHOHOTHYHO JledeHHE.

Habmopapanu ca cHMATOMM Ha aceNTHYEH MEHWHTHT, KaTO BpaTHa pHTHAHOCT, rnaBobonue,
rageHe, NospbiilaHe, MOBHLICHA TEMNEpATYPa, HAPYIIEHO CL3HAHHE M0 BpeMe Ha ynoTpeda Ha
HOynpoden. [auHeHTH cbe ChlleCTBYBALIH ABTO-MMYHHH 2a6onaBpaHus (CHCTEMEH NYITyC
EpUTEMATO3Y3, CMECEeHA CHEAMHHTEIHO-ThKaHHa GOMecT) H3rexaa ca NMpeapasnonokKeHu.

Hapymenns 5a KpsBTa B THM(pHATA CHCTEMA!

Muoro penxu: HapyineHua Ha xemonoesarta (aHemus, TeBKONIeHns, TPOMOOLMTONe U,
HAHIIATOIEHHA, arpadynounTosa). ITepBHTE NpH3HALIR MOXKeE 12 Ca NOBHILEHA TeMITepaTypa,
Bb3NAJICHO MBPIO, MOBBPXHOCTHH A3BM B YCTaTa, NOAGOHH HA FPHI CHMIOTOMH, CHAHO YYBCTRO HA
M3TOHIEHHE, KbPBEHE 0T HOCA ¥ KoxkaTa. [lalmenTuTe Ja ce MHCTPYKTHpPAT B TAKHBA ClIydau
He3abaBHO Ja NPEyCTaHOBAT ynorpebara, 1a He Ce CAMOJIEKYBAT ¢ aHANTETHIH HIH
AHTHITHPETHLIH K 1 Ce KOHCYITUPAT ¢ JIEKap.

TIpu nponbKHTENHO NieueHue TpabBa f1a ce nposepara penobHo TTKK.

Hapymenns Ba BMYHHATA CHCTeMA (CBPBLXYYBCTBHTEIHOCT):
Heuecti: Peakiiny Ha CBpBXUYBCTBHTENHOCT © YPTHKAPHA H cbpOex, KakTo H BIIOLIABAHE Ha
acTMa (IOHAKOra C NOHHKABAHE HA KPLBHOTO HAJIATaHE).

Muoro penxu: Texkn o61IH peakiMH HA CBPBXYYBCTBHTEIHOCT, H3PA3ABAIIH CE ¢ OTOK HA
JIMLIETO, €3MKA H JIapHHKCA, 381X, TAXHKAP/AHA, NOHHWKEHO KPBBHO HaliAraHe (aHadunakcus,
AHFHOEAEMA WIH TEXBK LIOK).

OGocTpane Ha acTMa W OpOHXOCNA3BM.

IIenxnykn HApYIIEeHURA:
Muoro penxu: TICHXOTHYHY peakiuy, AeTIPecH.

HapynieHusi Ha HEDBHATA CHCTEMA:
Heuectn: Hapyllenns Ha LeHTpanHaTa HepBHa cUCTeMa KaTo IMaroGoNue, 3aMasgHOCT, Ge3CHHHe,
Bb30Yyla, pa3fipa3HHTENHOCT HIH yMopa.

Hapymenna Ha o4HTE:
Heuectn: HapyiieHo spenue.

Hapywenna Ha yX0T0 W Ja0HpHATA:
Penxu: LlIyMm B yinHTe, HapyIIEHHS B clTyXa.

Copaeunn napymeHan: .
Muoro peaku: [Tannuranus, ChpAcuHa HEAOCTATEHHOCT, HHPAPKT HA MHOKAPT;

ChaoBH HApYIIEHHA:
MHoro peakn: ApTepHaiHa XUIIEPTOHES, BACKYJIHT .




CToMamHO-YpeBHH HADYIIEHHUS:

YecTn: CroMallHO-UPEBHH Pa3CTPOHCTBA, KATO THCTIENCHA, MHPO3NUC, kKopemHa Gonka, ragene,
OOBPBINAHE, METCOPH3BLM, AHapH4, 3aMek # ¢Nalo CToMAUIHO-YPEBHO KhpBeHe, KOSTO o
H3KJIIOYEHHE MOKE 4 10BENE 10 aHEMMS.

Heuectn: CToMalHO-YPEBHH A3BH, IIOHAKOTA ¢ Nepdopalia H CTOMALTHO-YPEBHO KbpBEHe.
VYiuepo3eH cToMaruT, obocTpaHe Ha KOIHT M Gonect na KpoH (Bmxk 1.4.4), ractpwr.

Mnoro penku: Esodarut, maHkpeaTtut, obpazyBaHe Ha HHTECTHHAIIHE CTPUKTYPH, TI0A00HH Ha
auagparma. [lauMeHTHTE fa Ce HHCTPYKTHPAT Ja ¢& 00BPHAT KbM NeKap He3abaBHO MpH nossara
Ha CHTHA G0/Ka B rOpHATA YacT HA KOPeMa, KaKTO M MPH T0SBATA HA MEJICHA WM XeMaTeMesa.

XenaTo-GHIHAPDHE HADYIIEHHS:
Mmoro peakn: Hapywenue Ha uepHoapobHaTa hyHKUHS, YEPHOAPOGHO yBpexaane, ocoGeHo npu
NIPOABIDKUTENHO NPHIMKEHHE, YepHOIPOOHA HENOCTATHLUHOCT, OCTBP XETIATHT.

Hapymenus Ha K0XaTa H NOTKOKAATA THKAH:

Heuecty: Pasnuuinm Kokun o0pvBK

Muoro penxu: ByTo3HH KOXHH peakUH, BKIFOYHTENHO CHHAPOM Ha CTHEBHC-IDKOHCHH 1
TOKCHYHa eMHACPMaIIHA Hekponu3a (CHHApoM Ha Lyell’s). B otaennu coryuan no Bpeme Ha
BAPHLEIA MOraT Ad CE NOSRAT TEeKKH HHOEKLMH HA KOKATA W HOIKOKHH YCIOKHEHHS (BHXK
"Hudexkumu v napaznTozn™)

C HenspecTHa yecToTa: JiekapcTBeHa peakida ¢ eo3nHOPWIHA B cucTeMHH cuMnToMH (DRESS
CHHAPOM).

Hapymenns na 6n0pennte H NHKOYHHTE NBTHIIA:

Penxn: Yepexknane Ha Ob0peuHaTa ThKaH {TanmunapHa HEKPO3a) M YEETHYEHA KOHIICHTPALMATA Ha
MUKOYHA KHCEAHHA B KPBERTA MOTaT ChUIC pALKo Aa ce mosBAT. [loBHIleHH HHBA HAa THKOUHA
KHCENNMHA B KPBETA.

MHoro peaku: TlosBa Ha oTouM, 0COOEHO MPH NALMEHTH C APTEPHATHA XMIEPTOHHUA WITH
O6B0peyHa HeROCTATEYHOCT, HeGPOTUHEH CHHAPOM, HHTEPCTHLMATEH HePHUT, KOHTO MOKE ha
61ne npuapyxet ot octpa 6L6pevna HegocTaThUHOCT. brOpeuHaTa GpyHkuua TpaGea na ce
H3CNeNBa PEAOBHO.

Hzcaeapanns
PE,EIKHZ HDHPD[(EHH HHEBA Ha XCMOI"J'IOﬁHHa.

Crofmapane HA TONO3HPAHN HEKEIAHH JEKADCTBEHH PeAKIIHN
CrofinapaneTo Ha NONO3MPaHH HEXENIAHH JIEKaPCTBEHU PEAKLIHM el paspeluaBaHe 3a ynotpeba

Ha eKapcTBeHHA NPOAYKT € BaxkHOo. TOBa nozeonaea fa npoabLuKH HaGMOACHUETO Ha
CbOTHOILEHHETO MOMN3a/PHCK HA JICKAPCTBEHHSA MPORYKT. OT MEAMUMHCKHTE CIMELIHATTHCTH Ce
HIHCKBA J1a ChOOLIABAT BCAKA MOA03HPAHA HEXKETAHA PeakUHA Ypes

Hanbasutenna areHws no gekapersara

Codus 1303, yn. Jaman ['pyes §

Tel: +359 2 890341 7yebcaiiT: www.bda.bg

4.9. Ilpenosupane

l'lpn BL3PACTHH H NNOAPACTBalHHA 3aBHCHMOCTTA H3 CHMOTOMHTE OT J1034Ta HE € ACHA.
ENHMHHAUMOHHHAT IONYKHBOTHT NPH Npeaosupane e 1.5-3 yaca.

CuMnTOMM NpY Npeng3upane: _
[loseqeTo nauueHTH NPHENH KIMHHYHO 3Ha4HMH koHuecTBa HCTTBC pa3suByT:

TajieHe, NOBPbLUAHE, EMMTacTpalHa GOMKa Win no-psAKo AHapus. Bbamoxnu ¢
rnasoboNUe U KBPBEHE OT CTOMAIIHO-YPERHHA TPaKT. [Ipn no-cepuozHm oTpae



IMpH cepro3HH OTpaBAHKS MOXe Aa ce HabmoaaBa MeTaboAMTHA ALIWA03a H YIB/DKaBaHe Ha
npotpoMOunoso Bpeme/INR ceup3ano BeposTHO ¢ HaMeca BbB GYHKIUHHTE HA OUPKYIHMPALIHTE
(haKTOpH Ha KPBBOCHCHPBAHETO.

Mosxke fa ce Habmonaea OLOPeUHa HENOCTATEYHOCT M YBPEXKAAHE HA YepHHs Apol. BbimoxkHo e
o0OCTPsAHE HA ACTMATA NP ACTMATHIIN.

TepanesTH4HH MEPKH NMPH NpeO3Hpane
Jleuennero TpaGea na 6bae CHMITOMATHYHO H NOUABPIKALIO KATO BKIOYBA NOAXBPKAHE

OPOXOIHMOCTTA HA JUXATe/THHTE MBTHLIA H MOHHTOPHPAHE HA CHPNCHHNTE H JKHIHEHN
nokasarenu qo crabunuiupanero. Mo ennH vac cied npyieM Ha MOTEHLUHAAHO TOKCHYHO
KONMHYECTBO MOXE /12 C& MPHIOKH AKTHBEH BbIIeH. YeCTHTE H NMPOIBIHKHTENHNW KOHRYIICHH
TpADBA Oa ce TPETHPAT ¢ HHTPABEHO3EH AMazenaM Wiu jgopa3enaM. [IpH acTMa ce mpunarat
GpOHXOQMIATATOPH.

Hsama cnennguues aHTHAOT.

5. ®APMAKOJIOTHYHU CBOHCTBA
5.1. ®apmakoaAHHAMHEYHH CBOHCTBA

Papmaxomepanesmuyna zpyna: IIPOTHBOBL3MATTUTENHA M AHTHPEBMATHYHM MPOIYKTH —
HECTEPOHIHH; N€PHBATH HA IPONHOHOBATA KHCEIUHA

ATC kon: MO1A EO]

Hbynpoden ¢ HCTIBC nekapcteen npoaykT, Aokazan eeKTHEHOCTTA CH MPH o0HYaiiHuTe
EKCNEPHMEHTAIHH MOJE/IH Ha Bb3NAJICHHE [IPH AHBOTHY 4pe3 HHXHOHpaHe Ha
npocTarnaHanHosarta cuHTesa. [Ipu xopa nbynpoden HamMansea pp3nanuTENHaTa GOJIKA, OTOKA H
Temneparypara. Ocsen ToBa HOynpoden oOpaTuMo HHXHOMpa ATd- H KOJAreH-HHAYIHPAHATA
arperanya Ha TPOMOOLITH.

EkcnepMMeHTanHH JaHHH NOKa2Bat, 4e ubynpodeH Moxe KOHKYPEHTHO Jia MOTHCHE eeKTa Ha
HHCKHTE [I03H aUETHICATHUNIIORA KHCEITHHA BhPXY TPOMOOUMTHATA arperaiiig, KoraTo ce
npueMar eaHospeMento. Hiakou dapmakogMHaMyuHM MPOYYBaHHA NOKA3BAT, Y€ KOTATO
eMHU4Ra Ao3a ubynpoden 400 mg e npueta B paMkuTe Ha 8 uaca npeau wiu 30 MHHYTH cnen
A03a oT 81 mg aueTHACATHIHIOBA KHCEITHHA ¢ HENOCPENCTBEeHO 0cBo00KIaBate, ce Habmonasa
NOHMKEH e(eKT Ha aLEeTWICATHLWIIOBA KHCETIWHA BBpXy obpasysaHeTo Ha TpomOGokcaHn 3a
TpomOOLUMTHaTa arperaia. Brnpeks, ue HMa HECHTYPHOCT NMPH eXCTPanoIMPaHeTo Ha Te3H
JaHHH OT KIHHUYHK Cly4aH, He Moxe 12 Oble H3KNI0YEHa Bb3MOXHOCTTA, Y€ NPU PeAOBHATA,
TIPOABIKHTENHA yNoTpeba Ha uOYNpodeH Moxke /1a e HAMANH KapIHONPOTEKTHEHNAS eeKT Ha
HHCKH J03H aUETHICATHINAOBA KucenrHa. He ce ouakBa KIMHMYHO 3HAYHAM €eKT NpH
HepeaoBHa ynorpebara Ha HOynpodeH (Bux T.4.5).

5.2. DapMaKOKHHETHYHN CBOiicTBA

Cnen nepopanno npunoxeHue HOynpodeH ce pe3opOHPa YaCTHYHO B CTOMAXa M HANLIHO B
THHKHTE uepBa.

Crien Metabonusupase B uepHus Apos (XHAPOKCWIHpaHe, kapOOKCHIMPAHE U KOHIOTAIHs),
($apMakoIOrHyHO aKTHBHHTE MeTabOITHTH Ce €TMMHHUAPAT HAITBJIHO, OCHOBHO upe3 610peunTe
(90%}) u oT yacTH npe3 ATbuKaTa. ENHMHHALHOHHHAT [1OAYKHBOT MPH 34PABY MHIH] S
TakuBa ¢ 6pOpeyHH W YepHOIPoOHH 3abonaeanus e 1.8 — 3.5 uaca, crbp3BaHETO c,ﬂﬁ/%ﬁﬁﬁiﬂ

NPOTEHHH € 0K0I0 99%. /; qlb/” o

nepopaneH NpueM Ha oGHKHOBeHH TaGneTkn nOynpoden. Cren nepopaneH npHeM vkﬁyuyﬁtpeg T
ce pesopGupa Gbp30 npes ractpouuTecTUHANIMA TPakT. [IpH eHO apMakokUBRTHUNG = 4
npoy4sane (R07-1009), BpemeTo 3a nocTHraHe Ha NWKOBH IUT&3MEHM KOHLIEHTPANK n"%cdinﬁi{ ;‘f.\‘s: e




Tomax ) Ha rnazHo 32 HOyNpodeH KucenHHa 0OHKHOBEHH TabneTkK ¢ 6uno 90 MUHYTH B
cpasrerue ¢ 40 munyTH 33 Hypoden mekn xkancynu. UdynpogeH ce oTKkpHBa B niiasMara noseve
oT 8 4aca cniea npuioxense Ha Hypoden Excnpec @opre.

5.3. IlpeqknHHHYHH AanHH 3a Ge3onacHOCT

[1pn excriepMMEHTH ¢ )KHBOTHH CYOXPOHHYHATA H XPOHHYHA TOKCHYHOCT Ha MOynpodeH e funa
HabII0NaBaHa KaTo Ne3MH H Y/IUEPaLMH Ha racTPOMHTECTHHATHHA TPakT. HoynpodeH ne ¢
NOK43aJl MyTareHeH NOTeHUHAN TIPH in vifro H in vivo Npoyusanua. He e JokasaH kapUWHOTSHEH
noTeHHan Ha WOynpoden NPH NpoyuBaHHs BBPXY NIbXoBe H MutikH. U6ynpodeH e noeen o
NOTHCKAHE Ha OEYJalMATA MPH 3aﬁuu, KAaKTO i 00 Hapyll¢Ha HMITaHTalUHA ITIpA pasniviHH
MHBOTHHCKH BHIOBE (3aiiLii, IIBXoBe W MHUIKK). EKcnepuMenTanuy npoyusannd ca oKa3anu,
ye uhynpoden npemHHaBa Npe3 [UIALEHTATA, B TOKCHYHHU 3a MaikaTa A03M K ce Habmoaasa
MOBMLIEHA 4ECTOTA HAa BpoAcHHTe MandopMaluy (Hanpuamep nethekTH Ha MEKAYKAMEpHaTa
nperpana). Ipn excriepMeHTH ¢ XUBOTHH € HalmogaBaHo, ve yrmorpebara va HCTIBC
NOATHCKALDH NPOCTarnaHaHHOBaTa CHHTE3a, MOXKE Ja MOBHIIH YecTOTATa Ha NOTHCHATH MATOYHH
KOHTPAKIUY U 3a0aBSHO UM YABMKEHO PRKAAHE,

6. PAPMAIEBTHYHHA JAHHH

6.1. CnHchLK HA NOMOIIHHTE BellecTRA

CupuepiHa:
Maxkporon 600

Kanwee xuapokcun
IIpeuricrena Bona

Kancyyina oGBHBKA:
Kenaruu

Copburon teuen (E 420)
ITonco 4R (E 124)

Mactuno:

IIponunen raskon
Turanos auokcua (E 171)
Xunpomenoza (E 464)

IIpouaponcTeeHH A00aBKH
Tpurnvuepuay (CpeAHOBEPHIKHH)
Jleuutnn (E322)

6.2. HecnBMecTHMOCTH

He e npunoxamo

6.3. Cpok na rognoct

2 roauHn

6.4. Crnennanun ycioBHS 32 CbXpAHEHHE

Ha ce chxpanasa noa 25°C. Jla ce cbxpaHaBa B OpHIrHHa/NHATA ONAKOBKA, 3
Bliara.

6.5. lanny 3a oNAKOBKATA




BaucTep ot 6an venpospayen PVC/PVAC anymunueBo donno. Beekn Sucrep Moxe 1a chabpia
no 2,4,6,8,10, 12, 16, 20, 24, 30, 40 unu 50 MekH kancymu.
BnucTepuTe ca NOCTABEHH B KAPTOHEHA KYTHA.

He Bcuugy roneMuHd Ha ONAKOBKWTE MOXE [a ce npofakgar.

6.6, CneunajJns NpeANa3sHH MEPKH 33 HIXBbPIAHE
Hsama cneuHanydd W3IHCKBaHMs.

7. TIPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEGA

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

8. HOMEP HA PARPEINIEHHUETO 3A YOIOTPEBA
Per. Ne 20120227

9. JATA HA ITBPBOTO PA3PEINABAHE / IOJHOBABAHE HA PAPEIIIEHHUETO
3A YHOTPEBA:
Mmaii, 2012

10. JTATA HA AKTYAJM3UPAHE HA TEKCTA
1oHu, 2019




