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KPATKA XAPAKTEPHCTHKA HA MPOAYKTA In /o SH2Y

1. HME HA JJEKAPCTBEHHAT NPOAYKT g Aé//’/ M }7%'—-4’?@ 56

HYPO®EH EKCITPEC 200 mg MeKH Karncyiu 01 02 2m2
NUROFEN EXPRESS 200 mg soft capsules

2. KAYECTBEH U KOJTHYECTBEH CHhCTAB
Beska kancyna ceabpika 200 mg Hoynpoden (Ibuprofen)
[ToMoLIHM BemiecTBa ¢ H3BECTHO JCHCTBHE:

Copb6uton (E 420) 22,26 mg/kancyna

I[Tonco 4R (E 124) 0,485 mg/kancyna

3a MbIHHUA CTHCHK HA OMOILHUTE BEIECTBA BHKTE TOYKA 6.1

3. JIEKAPCTBEHA ®OPMA

Meka karncyna
Yepaena, oBanHa, Npo3payHa MeKa Kancyna, ¢ HAEHTH(ULMpan] neyar.

4. KJIUHHYHHU JAHHHA
4.1 TepaneBTHYHH NOKa3aHHS

3a KpaTKOCPO4HO CHMITTOMATHYHO JIEYeHHE Ha JieKka 10 yMepeHa Oosika kato rinaBobonue,
MEeHCTpyanHu 6onku, 3500001 U BHCOKA TeMnepaTypa, i 6O0JIKH CBbP3aHH C IIPOCTYIHH. ChCTOSHHS.

4.2 Jl03HPOBKA M HAYHH HA NMPHJIOXKEHHE
Jo3upoBka
Camo 3a u KpaTKoTpaiiHa ynorpeba.

Haii-nuckara edpexTiBHa n03a TpAdBa qa ce M3MOJI3BA 32 BE3MOXKHO Hal-KpaTKOTO BpeMe,
HeoOX0IMMO 3a 00JIeKYaBaHe Ha CUMITTOMHTE (B. Touka 4.4).

Hypo¢en Excnpec e nokasaH 3a ynorpe6a np Bb3pacTHH, FOHOLIH H aena ¢ Terno ot 20 kg (okono 6
rOJIMIIHA Bb3pacT).

Bun3pacTuu 1 ioHowmH ¢ Terao > 40 kg:

Hauvanna no3a 200 mg win 400 mg ubynpoden. Cnen ToBa, ako € He0OX0IMMO, MOTAT J1a Ce MpHeMar
JONMBIHHUTENHO €Ha HNH ABe KancynH (200 mg unu 400 mg). ChOTBETHUAT MHTEPBAN MEKIY NO3HTE
Ce OMpe/IeNs B 3aBHCMMOCT OT HaO/M0laBaHHTe CUMITTOMH M NPENopbYBaHaTa MakCHMallHa IHEBHA
no3a. MurepsansT He TpabBa aa e no-mansk oT 6 yaca npu mosza ot 400 mg 1 4 gaca npu n03a ot 200
mg. Jla He ce Hanpumapa o6wwa 103a ot 1200 mg ubynpoden 3a 24 yaca.

TeaecHo Terao EnnoxpatHa no3a B | MakcHMaJjHa AHeBHA
Opoii kancyan /1032 B Opoii KancyaH
>40 kg 1 unu 2 Kancynu 6 Kancynau
HOHomy, Bb3pacTHH M cTapuecka | (exBuBanenThu Ha 200 | (exBuBaneHTHH Ha 1200
Bb3pacT mg unu 400 mg
ubynpoden)




Jena ¢ Terso moa 39 kg:

Hypoden Excnpec ce npunara npu aeua ¢ terno muaumyMm 20 kg, MakcuManHaTa IHEBHa J103a
ubynpoden e 20-30 mg Ha KHIOrpam TENECHO TErI0, pa3je/ieHa Ha 3-4 034 pe3 HHTepBal oT 6-8
yaca. MakcumanHara npenopb4BaHa JHEBHa 103a He TpsAOBa na ce npeBuuasa. J[a He ce HalBHILaBa
oba no3a ubynpoden or 30 mg/kg 3a 24 yaca. [la ce mpunarar ciieJHHTE HHCTPYKLIHH 32 J03HpaHe
Ha Hypoden Excnipec npu nena:

TenecHo Tero Ennoxpatna n03a B Gpoii | Makchamaaua AHeBHa
KAncyJu ~ J103a B Opoii Kancyau
Jena 20 — 29 kg 1 kancyna (exBUBaJ€HTHA 3 kamncynu
Ha 200 mg ubynpoden) (eKBHBAJIEHTHH Ha J10
600 mg ubynpoden)
Hena 30 - 39 kg 1 xarncya (eKBHBaEHTHA 4 xancynn
Ha 200 mg ubynpoden) (eKBUBAJIEHTHH Ha J10
800 mg ubynpoden)

Ilpu neua u roHOIWM TPAOBa KOHCY/ITALMS C NleKap 3a ynoTpebara Ha IeKapcTBEHHA TPOAYKT Haj 3
JIHW WJTH TIPH BIIOIIABAHE HA ChCTOYHHETO.

AKo npy Bb3pacTHH € HeoOX0QMMO Jia C& M3M10/13Ba TO3H JIEKapCTBEH MPOAYKT [0BeYe OT 3 AHU MpPH
TeMIiepaTypa Wi NoBede oT 4 qTHH 3a JedeHHe Ha 60nka, WM ako CHMITOMMTE C€ BIIOLLAT,
MAlHEHTHT TPAOBA 1a ce KOHCYNITHpA C JIeKap.

ITpenopruBa ce NAaLUHEHTUTE C YyBCTBUTENEH cToMax na npuemat Hypoden Excrnpec no Bpeme Ha
XpaHeHe.

Havanoro Ha aeiicteue na Hypoden Excripec Moxe na Gbae 3a6aBeHo, ako ce pHeMa 1o Bpeme Ha
xpaHeHe. B TakuBa cny4au He Tpsa0Ba aa ce npHeMa ro-BHCOKa OT NpenopbsuBaHaTa B T.4.2 103a 3a
CbOTBETHHA HHTEPBAJL.

CnennajiHa nonyaauHs

[lenuarpuyna nonynauus:
3a NpUIOKEHUETO NPH Aena BIXK ChIIO T. 4.3

[lonmynaums B crapyecka Bb3pacT:
He ca HeoOxoauMH cneuuanii Moau(HKaMHy Ha 103upoBKara. [lopanu npoduina Ha HEXenaHu
peakuuu (BXK T.4.4) ce npenopbysa BHUMATENHO HAOMIOAEHHE HA MALMEHTHTE B CTApYecka Bb3pacT.

BrOpeynn HapymieHus:
He e HeoGXoanuMo MOHMKABAHE HA A03aTa NPH JIEKO 10 yMEPeHo HapylueHue Ha O0peuHara ¢pyHkuus

(3a naiMeHTH ¢ TexkKa 6p0peuHa HelOCTaTBUHOCT BHXK T. 4.3).

Yepho HU HapylieHus (BUK T.5.2):

He e HeoOXonuMo noHMKaBaHe Ha 103aTa MPH JIEKO 10 YMEpPEeHO HapylieHHe Ha YepHoapoOHaTa
GbyHK1HA (32 MALMEHTH C TEXKA YepHOAPOOHA HEIOCTATHYHOCT BUK T. 4.3).

HauwnH Ha npunoxenne
3a nepopanHo npunoxenue. Kancynure He Tpabsa aa ce abByar.

4.3 IIpoTHBONOKa3aHNA

e  CBpbXYyBCTBHUTENHOCT aKTHBHOTO BEILECTBO WK KbM HAKOE OT MOMO)
n3bpoeHH B Touka 6.1
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TNaimeHTH ¢ aHAMHE3A 32 PeaKL¥H Ha CBPLXIYBCTBUTENHOCT (Hanp. OpOHXOCIA3EM, acTMA,
PHMHHT, aHTHOEEM HIH YPTHKAPHS), CEEP3aHM C IPHEM HA ALETHICATHINIOBA KHCETHHA
(ACK) s ApyTH HECTEPOMAHH MPOTHBOBG3NANHTENHH cpeactra (HCIIBC)

INaiueHTH ¢ AKTHBHA WX aHaMHE34 33 pEMABBAPAIIA ENTHYHA $3Ba/KPBBOMIIIHNR (ABA KIH
TOBEYE OTYETIMBH €NH30/3 Ha [I0KAa3aHa YNIepauHs HiTH KEPBeHe)

IMarpeHTH ¢ aHAMHE33 33 CroMallHO-9PEBHA Nephopalus W KPEBOH3IHBE, BKIHOYHTENIHO
Te3H cabp3ann ¢ HCIIBC

TanpeHTH ¢ TeXkka YeprOApOGHA HEROCTATEYHOCT, TEXKKA OLOpeYHa HeIOCTATEYHOCT, TEXKA
cbpaeuHa HenoctaTeuHoeT (NYHA Knac IV) (suk T.4.4)

Jena ¢ TenecHo Terno nox 20 kg
ITaumenty ¢ nepebpoBacKynapHH WIH OPYTH aKTHBHH KPBBOM3IHUBH
TMaienTH ¢ HEH3ACHEHH XEMOMOETHYHH HAPYILEHHUA

TTaumenTH ¢ Tekka Aexunparanud (IpHYMHEHA OT NOBPLINaHE, AUapud WIH HEAOCTAThUEH
npHeM Ha TeTHOCTH)

IporHBomOKa3aH € npes NocneaHHA TPHMECTEP Ha GpeMeHHOCTTa (BIDK T.4.6)

CnenHanns npeaynpexIeHHA H CNEOHANHH MEDKH OpH ynoTpe6a

HexenaunTe peakimi MoraT fa Gbaar ceepenn A0 MEHMMYM 9pes ynoTpeba Ha Hali-HUCKATa
e()eKTHBHA [1032 33 BE3MOXHO Hall-kpaTKo BpeMe, He0GX0AHMO 33 OBNATABAHE HA CHMTOMHTE (BIDK
NO-A0TY CTOMAIIHO-YPEBHN H CHPISYHO-ChA0BH PHCKOBE).

IanpenTr B cTapuecka BLIpacT

Ipu naineHTH B CTapuYecka BL3PacT HMA YBEIHUEHA YeCTOTa Ha Hexenany peaxuun ot HCIIBC,
0CO0EHO CTOMANIHO-YPEBECH KPBBOHMHE H Nepdopais, KOUTo MoxKe Aa ca ¢aranuu (BHx 1. 4.2).
ITaumnesTiTe B cTApYecKa RB3PACT ca ¢ MOBHIIEH PHCK OT NOC/EAMIATE OT HEXEIAHATE PEAKIHH.

Hsnckea ce OPeANA3IHBOCT NPH MAHEHTH ¢ HAKOH CHCTOAHHA, KONTO MOXKE A3 C€ BIOMIAT;

CHCTEMEH JIYMYC EPHTEMATO3YC H CMECEHO ChHENHHHTENHO-THKAHHO 3a00NABAHE - YBeIHYEH
PHCK OT acenTHYeH MEHHHruT (Bik T.4.8 Hexenann peakuun)

BPOIEHC HapylleHWe Ha NopdhUpHUHOBaTa 0O6MsHA (Hanp. oCTpa MHTEPMUTEHTHA NOpHHpHS)
CTOMAIINO-IPEBHH HapYHICHHA H XPOHHYHO BH3MAMMTENIHO YpeBHO 3a00aBaHe (yniepo3eH
konwT, Gonect Ha Kpod ) (Brx 1.4.8).

[PH NAHEHTH ¢ aHAMHE3A 33 XMIICPTOHHA H/AMH ChpIedHA KeAOCTAaThIHOCT, T KaTo HMa
CBOOIMEHHA 33 3aJPEKKA HA TEYHOCTH H 0TOK, CBBP3anH ¢ nedeauero ¢ HCTIBC(Bux 7.4.3 u
T.4.8)

6p0peuno yBpexaane, Thif kato Gnbpeanara Gynkuma Mmoke Aa ce mromu (Bik T.4.3 n1.4.8)
9epHO/po0Ho dyHKIMOHANHO HapymenHe (Bibk T.4.3 1 T.4.8)

HETIOCPENCTBEHC CEN MOisiMa XMpYPradHa HHTepBERIUHS

TIPH MAUHEHTH, KOHUTO ¢4 HMAJIH aJICPrHYHE PEaKiMH KbM APYTH BENICCTBA, OPANH NOBUIICH
PHCK OT peakliii Ha CBPBXYYBCTBUTENHOCT CBILO H cien ynorpebara Ha Hypoden Excnpec
NPH NalMEHTH CTPANAUIA OT CEHHA XPeMa, HA3aTHH [TONHITH WIH XpOHUIHA ¢OCTPYKTHBHA
BenonpobHa GonecT, MoOpagyn CHUECTBYBAM TOBHILEH PHCK 34 TAX OT MOABZLE-MAINE
peakimy. Te MOTAT 13 ce W3pa3sT XaTO aCTMATHYHH IMPHCTHIH (T.H.
oTOK Ha KBHHKE HIR YPTHKApUA




Jpyru HCIIBC:
Ennospemennara ynorpeba ¢ apyrn HCIIBC, BKmo9dTeNnHO HHKIO-0KCHTEHA3a-2-criemudarmu
HHXHOHTODH, YBENHYIABA PHCKA OT HeXeNaHH peaknun (Bik 1.4.5) 0 TpsORa fa ce 1304aTRA.

MackupaHe Ha CEHMIOTOMHTE Ha NOAJCKANINTE HEDEKIMH

Hypoden Excripec Moke g Mackupa CUMITOMHTE Ha MH(beKIs, KOeTo Moxe 1a AcBeje 10 3abapade
HA 3aII0YBaHe HA TIOAXOAANIO JeYeHHE ¥ IO TO3H HAYKH A3 BJIOINH H3xona oT HHbeknuaTa. Topa ce
HabmoaBa npA GakTepHAIHA NHEBMOKRHA, NpHAo0HTa B 061NECTBOTO, KAKTO M NpH OakTepranHuTe
ycnoxHeHHa Ha Bapuniena. Koraro Hypoden Excnpec ce npinara 3a ieyeHne Ha MOBUINECHA
TEMITEpATYpa KM 3a obnexdasaHe Ha GonkaTa BHB Bph3Ka ¢ HHEKIMHA, ce Mpenoprusa HabmoneHue
Ha uHdeximaTa. [Ipy HIPLHOONHMYHHE YCI0BHS NAUMEHTET TpAOBa Ja ¢e KOHCYNITHpA C JIEKap, ako
CHMITTOMMTE NEPCHCTHPAT WIH Ce BAOIUABAT.

CroMamuo-apesHH edeKTH;

Cro0iuaBa ce 3a CTOMAIHO-YPEBHH KPbBOM3NHBH, A3Ba HITH Nepdopaliys, KOUTo MOXKe N2 3aBbpLIaT
daranso, npu ynorpebara Ha eouku HCTIBC, o BCIKO BpeMe Ha JISYEHHETO ¢ Wiu Oe3
NpenynpeauTeNHH CHMITTOMY, HIH [IPEAHIIHA AHAMHE33 32 CTOMANTHO-IPEBHY NpobneMH.

Koraro ce moydas cToManiHo-9peBeH KPhBOH3IIME HTH CE TIOSBH A38a IIPH MAI[HEHTH NpHEMaNiH
nbynpoden, neveHuero TpAGBa Na ce NPeKpaTH.

PHCKBT OT ¢TOMAINHO-YPERHH KPBHBOHINHEH, 13Ba HIH NephOPalHa & NO-BHCOK NPH ynoTpeba Ha no-
pucoxn no3d HCTIBC, npu nmaumenT ¢ aHaMuesa 3a 4384, 0C00CHO ¢ YCHIOKHEHHA OT KPHBOH3HB
HIH nepdopatimg (Brok T. 4.3), KAKTO H IIPH MAIMEHTH B CTpYecKka BE3pacT. Takusa nauMeHTH Tpa6pa
la 3amoyBarT IEYECHHETO ¢ Hall-HHcKaTa BE3MOKHA Jo3a. IIpH TAKHMBA MAITHERTH MOXE Ja €
HeoOX0IHMO KOMOHHHPAHO fe4eH e ¢ MPOTEKTHBHH AreHTH (HANP. MH30MPOCTON WIH HHXHOHTOPH Ha
NpPOTOHHATA [IOMIIA), KAKTO H MpPH NALMEHTH, H3HCKBAIUH ¢AHOBPEMEHHO IPHIIOKEHAE Fa HHCKH J03H
BUETHACATHLUIIOBA KHCETHHA WITH APYTH ACKAPCTBEHA BEILECTRA MOBHIIABAINH PACKA OT CTOMALLIHO-
YpEBHH HEKETaHA PeakKiMH {BIX N0-A0Ny H T. 4.5).

TanAeHTHTE ¢ aHAMBE3a 33 CTOMALTHO-IPEEHA TOKCHYHOCT, 0CODEHO TE€3H B CTAPIECKA Bb3PacT,
TpabBa na cLoOIARAT 33 BCHYKH HEOGMYARHN CTOMAILHH CHMITTOME {[10-CTIELMATHO 32 CTOMAIIHO-
YPEBHH KPBBOH3NHEH), ocofeno B HadarHuTe ¢asH Ha IEYCHHETO.

INMaimesTrTe TpAGBa Na 6BOAT NOCHEETBAHM A YNOTPEOABAT BHHMATE/IRO TO3H MPOLYKT C APYTH
NEKAPCTBEHH NMPOMYKTH, KOHTO MOXE /14 YB&TMYAT PHCKA OT TACTPOTOKCHYHOCT HWIHM KBPBEHE KaTo
KOPTHKOCTEPOH/IH, UM aHTHKOAT'YJIAHTH KaTo HAIIPHMED BaphapHH, CeNeKTHBHA HHXHOHTODH Ha
0o0paTHOTO 3aXBalllaHe HA CEPOTOHHHA HIIM IIPOTHAOTPOMOOTHSHH CPEICTRBA KATO HANPUMEP
AlICTHICATHIIMIOBA KHCENHHA (BIXK T.4.5).

HCTIBC tpabea na ce npuiarar BHHMATEAHO TIPH NAIMEHTH C AHAMHE32 33 CTOMAIHO-UPEBHN
sa0onapaHia (ynueposeH Komut, Hoect ua Kpon), Tri kaTo Tean 1aGonssanua MoXe Aa ce 060CTpAT
(Bxk 1.4.8).

TexKH KOXKHE DEaKI[HH;

CepHO3HH KOXKHH PEaKLIMH, HAKOH 0T KOHTO JIETANTHH, BKIIOUHTETHO eKCHONMATHBEH JEPMATHT,
CHHJIpoM Ha Stevens-Johnson ¥ ToxcHYHA eNHIEPMATHA HEKPONH3A ce CLOOMABAT MHOTO DAIKO BEB
BpB3Ka ¢ ynorpedara va HCIIBC (x. To4ka 4.8). IlaupenTiTe H3rnekaa ca HIIOKEHH Ha HAN-BHCOK
PHCK OT TE3M PeaKlHK Ha PAHEH Tal No BPEME Ha JICYCHHETO, KATO HACTHIIRAHETO HA PeaKiiTa ce
HaOmozZasa B IOBEYETO CTYYaH B PAMKHTE Ha ITHPBMA MECEL! OT JevcHHeTo. Crobmaea ce 3a ocTpa
reHepank3upaHa eK3aHTEMATO3HA NyCTyNo3a (acute generalised exanthematous pustulosis, AGEP) peB
BPB3Ka ¢ HPOAYKTH, ChabpKkamy ubynpoden. Hypode Excipec Tpabpa Aa ce mpekpaTH MPH ITbpBaTa
MoABa Ha MPH3HALH H CHMIOTOMH Ha TEXKH KOXKHH PCaKiMH KatTo Oﬁpl[B MO K0XXaTa, IE3HH Ha
JIHTABHLATA HIH APYT MPH3HAK Ha CBPBXYYBCTBRTEIHOCT.

B M3KIOYHTENIHO peAKH Clydau ca HadMoAaBaHH CepHO3HH HHOEKIHA Ha KoXara |

ChpaeaHo-CBI0BH ¥ MOSBUHO-CHACBH etexTa:



KnuniutATe Npoy4BaHns MOKa3earT, 9¢ ynorpedara Ha ubynpopeH, ocobeHo BBB BHCOKH 1034 (2400
mg AHEBHO) MOXe Ja Objie CBbP3aHO C JIEKO YBEJIHYEH PHCK OT apTEPHATHH TPOMOOTHIHH CHOMTHS
(Hanp. M#EOKapAeH HHGAPKT WK HHCYNT). KaTo usano, enmMaeMHONOrHIHHTE H3CNENBAHHA HE
[OKa3BaT, Y€ HUCKHTE A03H HOynpoder (Hanp. <1200 mg aHeBHO) ca CBBP3aHM ¢ YBETHIEH PHCK OT
apTEPHAIHH TPOMOOTHYHH CHOMTHS.

TaupeHTH ¢ HEKOHTPOJIMpaHa XHTIEPTOHHA, 3aCTOMHA ChpAedHa HegocTarsuaocT (NYHA 1I-1II),
YCTaHOBEHAa HCXeMH4YHa Gonect Ha chpLeTo, nepudepHa aprepHansa SoxecT WHiIH MO3EHHO-CBHI0BO
saBonsasane morar Aa 6baT NekyBanu ¢ nGynpodeH camo ciex BHUMATETHO OOMHCIIAHE H BHCOKHTE
J03H (2400 mg/nen) Tpabea pa ce u3GATBAT.

Como Taka € BEeoOX0NHMO BHHMATENHO OOMUCIIAHE [IPESAH 3aN04BaHe Ha NPONBIKHTENHO JeTeHHE Ha
NAOHMEHTH ¢ PUCKOBH (PaKTOPH 33 CHPAETHO-CHROBH ChOMTHA (HAIIP. XHINEPTOHHA, XMIEPIHITHACMHS,
3axapeH Anaber, TIOTICHOMYLIEHE), 0Co0EHO AKO ca HeoOXOAHMH BHCOKH 103K (2400 mg/neH).

Jpyru panxu:

TexkH 0cTpH peakiy Ha CBPEXIYBCTBHTETHOCT, HANpHMep aHahIaKTHYCH HIOK, Ca HabMoAaBHH
MHOTO pszxo. [Ipk nossata Ha NbPBHTE NPU3HALH HA PEAKLHA HA CBPBXIYBCTBHTEIHOCT CJIEM NIPHEM
ua Hypoden Excnpec, nevennero Tpabsa na ce npexparu. HeoOxoaumuTe 3a ChOTBETHHTE CHMITTOMH
MEJHIHHCKH MEPKH Ja Ce NPEATNPHEMAT OT CTICHHATHCTH.

Hb6ynpoden, akTuBHOTO Bemectso B Hypogen Excripec, Moke BpeMEHHO Aa HHXHGUpa
TpoMGoumTHaTa arperamus. [lopanu ToBa ce NpenopbyYsa BHUMATEHO MOHHTOPHDAHE Ha MAHMEHTHTE
€ HapyIIeHO KPLBOCECHPBAHE,

Ilpu npoxsmxHTENHO npriokenre Ha Hypoden Excripec e HeoGXoanM0 peoBHO MpocnensBaHe Ha
4€PHOAPOOHHTE MoKa3aTenH, Gp0peunaTa GyHKIHA KakTO i Ha KPbBHATA KapTHHA.

IMpoapmxHTENHATa YnoTpeba Ha PAXIMYHE AHAITETHIN TIPH ragoboame Moxe Aa ro Biown. B
TaKHBa CITy4ad TpAGBa Ja ce NOTHPCH MeTHLIMHCKA KOHCYNTALMA M JICICHAETO /A CE IIpeKpaTH.
Jnarnosa nekapcreeso obycnopeno rimazo6omme TpaGea Aa ce 06CHIH NPH NALHEHTH, KOHTO €a ¢
9ECTH WIH eKSAHEBHH OIUIRKBAHHSA OT I71B00ONHE, BBIPeKH (WIH CBbP3aHH C) peloBHaTa ynoTpeba Ha
AHATITETHIIM.

Ip# emaoBpeMenHa ynoTpe6a Ha ankoxon i HCTIBC, ¢Bhp3aHHTE ¢ JCKAPCTBEHOTO BEIIECTBO
HEXENIAHH PEaKiHK, 0COOEHO Te3H 0T CTPAaHA CTOMAWIHO-YPERHAS TPAKT H IIEHTPAITHA HEPBHA
CHCTEMAa, MOKE 12 CC 3ACHILAT.

EBsbpevno yBpexaane

Tlo npusuMn, obuualinaTa ynoTpe6a Ha AHANTETHLH, O-CIELHANHO KOMOMHALMHTE OT Pa3IHiHA
aHANTETHIHH NIEKAPCTBEHH BEIIECTBa, MOXKeE Ja JoBele A0 Tpaiiro OBOpeuHo YBpeKAaHe ¢ PHCK OT
616peuna HeNOCTATEYHOCT (aHANTETHYHA HedponaThs). PHCKET MOXE A4 C& NOBHINK IIPH
TIPEKOMEPHH (PH3HYECKH YCHIIHSA, CEbP3aHH Cbe 3aryba Ha CONH ¥ AeXHapartausd. CleAoBaTeNHO TOBA
TpaOBa Aa ce wibAraa.

Henparpuiea Homynauus:
CrinectByBa pHck OT Ou6peuHo YBpekaaHe NPy ASXHAPATHPAHHE Aelld ¥ FOHOIIH,

HapyineH *eHcKH HINTET
Brx 1.4.6
CrenHanty npexynpexkaeHHs 3a IpoIyKTa:

JlexapCTBEHHAT IPOAYKT ChABPXka copOuton. He Tpabea na ce npueMa OT MAILMEHTH C PeIKK
HACICACTBEHA NpoOneMH Ha PPYKTOIHA HEIOCTATEMHOCT.

To3m nexapcTBeH MPOLYKT CHOEPXKA TI0HCO 4R, KOITO MOXe Aa IPHYIMHA

4.5 BaanMofeficTBHS ¢ APYTH JieKapcTBeHH NPOAYKTH U GPYrH §



Hoynpoden ne Tpabea fa ce w3NoN3Ba B KOMGHHALNA C:

- Jpyry HCTIBC, BKIHOYHTEIHO CEIEKTHBHH HHX#UOHTOPH HA LMKTQOKCHTeHas3a-2: Jla
ce U3bArBa enHOBpeMeHHaTa ynotpeba Ha gse und nopede HCIIBC, Trif kaTo ToBa MOXeE 04 NOBEAE
A0 NOBHINABAHE HA PHCKA OT HEXENAHH peakuHH (BiKTe To49ka 4.4).

- AlleTHNCATHIHNOBA KHCEAHHA
Ennospemennara ynorpefa Ha v6ynpodeH B aUETHICATHITIOBa KHCEIHHA HE C€ TIPENOPHYIBa NOPAIH

BBE3IMOXHOCTTA 3& NOBHINABAHC HA HEXKECITAHHTES PeaKLHH.

ExcnepHMeRTANHH JaHHH NOKA3BaT, e HOynpoden Moxke KOHKYpeHTHO ia nHxuOHpa edekta HA
HHCKHTE J03H ALECTHICATHITANIOBA KHCETHHA BEPXY TPOMOOLIATHATA arperamus, KoraTo ¢ IpHIaraT
€IHOBPEMENHO. BLNpexs 9e HMa HECHIYPHOCT NP eKCTPANOAMPAHETC Ha TE3H JAHHH OT KIIHHHIHH
CIy4aH, He MOXE Ja Ce H3KIIOYH Bb3MOKHOCTTA PENOBHHAT, NTPOABIKHTENCH NpHeM Ha HOynpodeH
A8 HAMATH KapJAHOPOTEKTHBHHA edeKT Ha HHCKA J03H aNeTHICANHIIIOBa Knucemina.He ¢¢ ouaksa
BEPOATEH KNMHAYHO 3Ha4UM edexT npH eHHAYEH TIpHEM Ha uOympodeH (Bmk 1. 5.1).

Hoynpoden (kakro gpyrure
HCIIBC)

Tpua(Ba 1A ce H3M0A3BA ¢
BHHMAHHE B KOMOHHAUHN C:

Chpaedsn rIHKO3HAH HATID,
JHIOKCHH:

Koprukocrepongu:

AHTHarperaHTH H CeNIEKTHBHH
HHXEOHTOPH Ha o0parHOTO

Brnamoxnn epexTn:

HCIIBC morart ga 0GOCTpAT ChpAeTHATa HEZOCTATHIHOCT, Ja
HaMaJAT ToMepynHaTa GUATpauya U Ja NOBHIIAT IUTa3MEHHTE
HEBa Ha rMKosuaute. EnHoBpeMenHara ynorpeba Ha Hypoden
Ekcnpec u nexapeTea ¢ AMTOKCHH MO3Ke 13 TIOBMIIH [INa3MCHHTE
HHABa Ha nurokcHH. [IpocienspaHeTo HA AUTOKCHHOBHTE HHBA B
CEpyMa He MOXKE Ja CE MPENophYa KATO NPABKIO B CITY9alTe HA

npaeunHa ynorpeba Ha Hypoden (MakcuMyM A0 4 aHA).

KopTHKOCTEpOHANTE MOXE Ja YBEJTHIAT PHCKA OT HEXKENaHH
PeaKniH, 0Co0eHO B CTOMAITHO-IPEBHIA TPAKT (CTOMAIIHO-YPESBHH
A3BH ¥ KPLBOH3NHB) (BHK T.4.4).

[loBHINEH PHCK CTOMANIHO-YPEBHH KPBBOWIHBH (BIDK T.4.4).

3aXBallAHe Ha CEPOTOHHHA

(SSRI):
HCIIBC morat fa 3acHIAT eeKTa Ha aHTHKOATYAAHTH KaTo

AHTHKOAryNaHTH; BapdapuH (Bik T.4.4).

DenuTouH: Ennospemennara ynotpeGa Ha Hypoden Excripec u beHHTORH
MOXE fa NOBHLIH [Na3MeHATe HHBA HA GECHUTOHH.
Ilpocnenseanero Ha (EHHTOHMHOBHTE HHEA B CEPyMA HE MOXKE [ c&
Npenophbya KaTo MPaBHIo B CIyyaHTe Ha MpaBWIHA yIIoTpeba Ha
Hypoden (MaxcumyM Ao 4 nHM).
EnnoepemenHara ynerpe6a Ha Hypoden Excnpec u nuTieBH

Jiarrait; APOAYKTH MO3KE Ja TIOBHINY TLIA3MEHHTE HMBA HA JIMTHIA.
IlpocneagsanHeTo Ha TMTHERHTE HHMBA B CEpyMa He MOJKe J1a Ce
NpEnophYa KaTo NPaBHio B CIydadTe HA IPaBHIHA ynoTpeba Ha
HypodeH (MakcHMYM 10 4 IHH).

MpoGeHnnua » JlexapcTBeHHTE NPOAYKTH ChABPLAMLM

CynpHHIHAPA3OH: CyJ(HUHIIAPa30H MOTaT 1a 3a68EAT eKCKpS ;

AHTHXHOEPTEH3HEHH HCTIBC Moke ra moHIKAT edexra By \




nexapctsa ( ACE
uHxHabATOPH, Geta-bokepu |
AHTATOHUCTH HA AHTHOTEH3IWH-

) u auypeTunu:

Kanmii cexpanapaiim
JHYPETHIIH:

Merotpekcar:

Lpxnocnopun:

Takponumyc:

3UAOBYIHH:

Cyndonmrypeiinm:

XHHONOHOBH aHTHOHOTHLIN:

CYP2C9 unxubGuropu:

AHTHXHANCPTEHIHBHH JIEKAPCTBEHH IIPOAYKTH. [IpH HAKOH NAIMEHTH
¢ KoMIIpoMeTHpaHa Gp0peyHa (hyHKIMA (JeXxnApaTHPaHH HITH B
crapYecka Bb3pacT ¢ yspeacHa 6n0peuna GpyHKmA)
eRHoBpeMeHHOTO IpitoxkeHue Ha ACE uaxuburopu, bera-
6ToKepH WM AaHTANOHHCTH HA aHrkoTeH3HH-1I ¢ TeKapCTBa, KOUTO
HMHXHOHPAT HKIOOKCHTEHAIATa MOXKE Ja JOBEHE A0 JOITEIHHTCIHO
pnomasa#e Ha Gp0pednata QyHKiEs, BIOYMUTENHO 0CTpa
6n0pedHa HETOCTATEIHOCT, KOETo OGHKHOBEHO € o0paTHMO.
CrnenoparenHo koMOBHaIMATA TPAOBA A2 cE NpHIIara BHHMATETHO,
0cOoSEeHO NPH IAUHCHTH B CTApYECKa Bh3pacT. [lamuenTrTe Tpabea
Jia ca aneKBaTHO XMAPATHPAHH 1 Ja c¢ 0OMHACIH HeoOXO0IHMOCTTA
OT npocneasBane Ha 6x6peanaTa GyHKUHA B HAYAIOTO HA
KoMOHHHpPaHOTO NIEYEHHE ¥ IEPHOAHYHO Clel TOBA, JHypeTHLIHTE
MOTar Ja NOBHIIAT pHCKa oT HedporokcHarocT Ha HCTIBC.

EnnoBpemennara ynorpe6a Ha Hypoden Excnpec u kannii
ChXPAHABALIH ARYPETHLA MOKE Aa JOBEAC A0 XHTEPKATHEMHA
(MpenopruBa ce NPOCRESAABAHS HA KANHERHTE HABA B CEpyMa).

HmMa aasun 33 TOTEHIHANHO YBEIIHYABAHE HaA MNIA3MEHHTS HHB2 HAa
metoTpekcar. [Ipunoxenrero Ha Hypoden Excnpec no 24 yaca
TIpe/iH WITH IS TIPHIOKEHHE HA METOTPEKCAT MOXE Aa I0BeZe 110
yBe/IHYEHHE Ha TUIa3MEHHTE HHBA HA METOTPEKCAT H 3aCH/IBAHE HA
TOKCHUHHA MY edeKT.

INoBHmeH pHCK 0T He()POTOKCHYHOCT.

PlCKBT 0T HePOTOKCHYHOCT & IOBMINEH [IPH SAHOBPEMEHHA
ynorpe0a Ha ABATa NEKAPCTBEHH NPOAYKTA.

HmMa naHHH 3a YRETHYCH PHCK OT XEMapTPO3H H XEMATOMH IIPH
HIV(+) xemopununy, AeKyBaHH €THOBPEMEHHO CBC 3HA0BYTHH H
ubympoden.

KnnaAYHH BpoyYBaHHs ca NOKa3aH B3aHMONCHCTBHA MEXKITY
HCIIBC » cyndonnnypeiini TpoTHBoAMA0STHYHY NekapCcTBa.
Bonpeku de A0 MOMEHTa HAMA OMHCAHH B3AUMOEHCTBAA MEKAY
ubynpodeH n cyngornnypeiiau cpeacTea, KaTo IpernazHa MApKa
TIpH €THOBPEMEHHATa M yTIoTpeda ce IpenopsiBa NpocieiaBaHe
Ha KPBBHO-3aXapHHTE HHBA.

JaHHA 0T IpOyYBaHuA BLPXY kuBoTHH ¢ouat, ye HCTIBC morar
A3 YBETHYAT PHCKA OT KOHBYJICHH, CBRP3aHH ¢ XHHOJIOHOBHTE
anTHOnoTHIM. [TatmenT npueMainy HCIIBC 1 XHHONOHH MOXe
Ia ca H3NOXKEHH Ha MOBHIIEH PHCK OT MOABA Ha KOHBYJICHH.

Ennospemennarta ynotpeba Ha HOyTipodieH ¢ HEXHOHTODH Ha
CYP2C9 Moxe a NOBHOIH eKcTo3Hmmus Ha u6ynpoden (CYP2CI
cybcrpat). ITpoyuBaHHa ¢ BOPHKOHA30T H (ITyKOHA30
(uuxubmropn Ha CYP2C9) nokasea npubmusurenno 80-100%
noBHIeHa S({+)-eKcTo3n1kA Ha nGynpoden.

TpsaGBa ma ce UMa peR BUA HAMANABAHE Ha Jo3aTa Ha ubynpoden
HpH eAHOBPEMEHHO NIPHIOKEHHE HA MOITHH HHXHOHTOPH HA
CYP2C9, ocofeHo B cmyvaHTe Ha CHBMECTHA Y
Ao3n nbynpoder ¢ BopHKOHAa30M B QUIYKOH:




4.6 DepTHAHTET, OPpEMEHHOCT H KhpMeHe

bpemenHOCT
IloTHCKaKeTO HA MpOCTArNasIHHOBATA CHHTE3a MOXE Ja MOB/Hse HeONaronpHATHO OpeMERHOCTTa

H/HNH eMbpHodeTanHOTO pasBuTHe. JIAHHH OT eIMAEMHCIOTHIHH TIPOYYBaHNA TOKA3BAT [IOBHIEH
PHCK OT HEIOH3HOCBAHE H CHPACTHHN MAT(OPMAIMH U TACTPOMMH3KC CNEA YnoTpeda Ha KHXHOHTOPH
Ha npocTariaHIHAOBATA CUHTE3a B paHHA OpeMeHHOoCT. AGCOIIOTHHAT PHCK OT CBPASYHH
MaIopMaIH € GHIT OBHILEH OT MoO-MaNKo oT 1% no okono 1.5%. CuuTa ce, ye pUCKBT ce
MOBHIIABRA [IPH BHCOKH A03H H MPOIRIKUTEIHO ICUCHHE.

[Ip1 ONKTH © JKMBOTHY NPHIOKEHAETO HAa HHXMOHTOPH HA NPOCTATIAHAMHOBATA CHHTE3a BOAH JI0
pe- | NOCT-AMIIAHTAIHOHHA 3ary0a B emGpuo-dertanen netamarer. OCBEH TOBa ¢e Cho(iaBa 3a
MOBHIIEHA Y€CTOTa HAa BPOASHHTE MAAGOPMALMH, BKIKYHTENHO ChPACTHO-CBAOBH, NIPH XKHUBOTHA
TIONYYHIH Id]-]XHG!{TOpH Ha NpoCTarnaHaHHOBATa CHHTE3a IO BpEME HA OpraHor¢He3aTa.

H6ynpoden ne Tpabea fa ce H3NoN3Ba Npe3 TPBHA H BTOPHA TPHMECTEP Ha OPEMEHHOCTTA, OCBEH
4KO He € KaTeropu4aHo HeobxomuM, Ake nbynpoden ce H3non3sa oT KEHH, KOHTO CE OMHATBAT 712
3a6peMEHEAT HIH IPe3 TbPBUA M BTOPHA TPUMECTHp Ha OpeMeHHOCTTa, Ao3aTa TpabBa na Oboe
MaKCHMAlIHO HHCKA H TIPOABIDKMTENROCTTA Ha JIEUEHHEe BE3MOXCHO Hail-KpaTKa.

B nocaenHoTo TprMecedre H2 GpeMEHHOCTTA BCHMKH HHXMOHTODH Ha MPOCTArAAHARHOBATA CHHTE3A
MOTAT A3 H3IOXAT HA PHCK 33
o IInoaaor;
o Kapapomuonatua (¢ npexaeBpeMeHHo 3arpapsne Ha deTanuua ductus arteriosus 1
OenonpobHa XUMEpTeH3HA);
© bubpeuna miacdyHKimA, KOATO MOXeE Aa nporpechpa 1o 6b0peaRa HEAOCTATEUHOCT ¢
ONIMrOXOOpaMHHO3a;

e Maiikata u HOBOpPOJEHOTO B Kpas Ha OpeMeHHOCTTA, OT:
© DBB3M0OKHO yOBIKZBAHE HA BPEMETO Ha KbPBEHE, aHTHArperaHTeH edexr, koito
MOXe€ Jia ce Habmoaara JopH B MHCTO HHCKH J03H;
O TICTHCKaHE HA MATOMHHTE KOHTPaKLHH H 3a0aBeHO HIH YABIKEHO pOXAZHE.

Crenoparenso noynpodeH e NPOTHBONOKA3aK NPe3 MOCTEAHOTO TPHMECEUHE Ha OpEeMEHHOCTTA.

KipMmene
HbynpoteH 1 HeropuTe MeTabGOMNTH IPEMHHABAT B HECKH KONHYecTBa B KbpMara. He ca wiBecTHu

BpeIHH ePeKTH BEPXY KBPMaueTo 10 MOMEHTA, OPAaH KoeTo 0GHKHOBEHO HE ¢ Hanmara
OpeyCTAHOBABAHE HA KEPMEHETO [IPH KpaTKOCpOJHO JiedeHHe Ha Gollka H BHCOKA TEMIIEpaTypa B
[Ipenops9IBaHUTE JO3H,

Qeprunerer
Hua M3BECTHH AAHHH, Ye NEKAPCTBATA, KOWTO MHXHOHPAT IEKIO-0KCHIeHa3HaTa/

MPOCTATAHAMHOBA CHHTE3a MOKE g NPENH3BHKAT YBpPEAAaHe Ha XeHCKHS GeprimTeT upes
Bb3acHCTBHE BEPXY oBynauaTa. ToBa € 06paTHMO clieA MpekpaTABaHE Ha JICICHHETO.

4.7 E¢exrn BLpxy cniocofHOCTTA 32 modnpane H paboTa ¢ MAIIHHA

Hypoden niMa HITH HMa HezabeNeRuMO RIMAHME BBPXY cocOOHOCTTA 33 odupane H paboTa ¢
MalIHHH, Buipexs ToBa, MopaJH BE3IMOKHH HEXKENIaHH PEAKIIMH OT CTPaHa Ha [EHTPAIHATA HEPBHA
CHCTEMa KaTo YMODA ¥ CHHAMBOCT IPpW ynotpebara na Bucoxn A03u HypodeH, B H30JHpaHH CITydan
MOTaT Ja OBAAT HApYLIeHH BEIMOXKHOCTHUTE 38 PEAKIHA M AKTHRHO YYACTHE B ABMMEHHETO MO
IbTHIIATa ¥ paGoTa ¢ Mammue. TOBA ce OTHACA B MMO-TO/AMA CTeneH A0 KOMOHHHPAHETO
C &IKOXOI.

4.8 HexenaHu JeKapCcTBEHH PeaKIHH




CrnHchK Ha CIeIHNTE HEXKENAHH PEAKUMH BIJIFOYBA BCHYKH HEXEIaHH Peakuny HalNioaBaHe B X082
Ha Jle9enHe ¢ HOYNpodeH B 03, BRIFOMHTEIHO NPH TRITOCPOYHO JCUSHHE C BHCOKH A03H NPH
MAIKEHTH ¢ peBMaTH3bM. [locodeHaTta 9ecToTa Ha HEXEIAHHTE PEAKIHH, B TOBA YHCIIO H TA3H, KOATO
HAIXFBPIA MHOTO PEIKHTE CHODIIEHHS, Ce OTHACA 3a KPATKOCPOTHO JICUCHHE B JIHEBHHU 1034 JI0
MakcHMyM 1200 mg 3a nepopanaure Gopmu 1 MaxcumyM 1800 mg 3a cymozuropHuTe.

CnezHATe HEXKENaHH JIEKAPCTBEHH PEAKIHE CA IIPEAMMHO 1030-33BHCHMH ¢ HHTEPHHIMBHIY ATHA
BapHabIIHOCT,

Haii-yecTo HabmoapanyTe HeXeNaHy peakIiHy ¢a ¢ XapakTep Ha CTOMAINHO-YPEBHH HAPYIIECHHS.
Hexcenanwre peakime ca IpeHMHO J1030-33BHCHMH, 0COBEHO PHCKA OT NOABa HA CTOMAITHO-IPEBHO
KBPBEHE, KOHWTO € 3aBHCHM OT Q030BaT:a IPaHALA H MPOABLKHTENTHOCTTA Ha edeHHeTo. Moxke fa ce
NOABH NENTHYHA 4383, NEpdopaLys WIKH CTOMANTHO-YPEBHH KPEBOUIITHEH, IOHAKOTa haTaiHy,
ocobeHo B cTapyecka Bh3pacT (Bik T1.4.4). Crobimasa ce 3a raieHe MOBpBIIAHE, AUAPHS,
(bnaryneHINs, KOHCTHITAIA, IUCTIENICHA, KOPEMHA 60lIKa, MEJIEHa, XeMareMe3a, H30CTpAHe Ha
yIneposeH KOoNHT H Gonect ka Kpon (Bmx 1.4.4). [o-psaxo ¢ HabmoaagaH TracTpHT.

Crobmasa ce 3a OTOK, XHIEPTOHHA H ChpAIeYHA HETOCTATBYHOCT BhE Bpb3ka ¢ neqenne ¢ HCIIBC.

KJIAHMYHATE H3CneqBaHHA NIOKA3BAT, 9¢ yroTpebara Ha ubynpodieH ocobeHo BHB BHCOKH A03H (2400
Mg JHEBHO) MOXE Ja C& CBBPXKE C JIEKO YBENHYEH PHCK OT apTepHaNTHO-TPOMGOTHYHH CHOKTHA (Hanp.
MHOKAapAcH HHGAPKT WIH UHCYAT) (BIDK T.4.4),

Omcano e 0GOCTpAHE HAa BB3NANCHHETO (HAMp. PAsBHTHE HA HEKPOTH3HPAILL (GACLMHT) 10 BpEME HA
TICYEHHE ¢ HECTEPOHIHHE NPOTHRORBIMANIMTENHHN IeKapeTBa. Topa Hali-BEpOATHO € CBBP3aHO ©
MexasuiMa Ha gelicrere Ha HCIIBC.

AKo npH3HaUMTEe Ha HHGEKIMA ce MOSBAT WNH BIOWIAT IO BpeMe Ha npueMa Ha Hypoden Excnpec, B
TO3H CITy4aii ¢ PeNophyBa Ha MalHeHTa 1a oTHIE Hezabaeno Ha nexap. TpaGea aa ce obmucan namm
€ HaJIHLE Noxa3aHHe 33 aBETHMHKPOORO/aHTROHOTHYHO edeHne.

[nnnara kpeBHA KapTHHA TPAOBA [1a CE IPOBEPABA PEIOBHO B CTyYaii HA NPOIWDKUTETHO TEYEHHE.

IManpenTsT TpAGBa Aa 6bLAE HHCTPYKTHPaH HezafaBHO A2 HHGOPMEpPA CROA JIEKap H Aa NpeKpaTi
npHeMa Ha Hypoden npu nossata Ha HAKOMH OT CUMITOMMTE HA PEAKIHA HA CBPEXTYBCTBHTEIIHOCT,
KOETO MOXE N3 ¢e Cy4H JIOPH | ciiel bpBus npueM. [Ipenopsusa ce HezalapHa iekapeka HaMeca,

TNauseHTHT TpAGBa Aa 6Biie HHCTPYKTHPaAH He3a0aBHO A NPEKPATH MPUEMa HA ICKAPCTBEHUA
TPOLYKT H ia ¢ o0bPHE BeHATa KBM JIEKap, ako C¢ MOABH CUHa Goka B ropHATa YacT Ha KopeMma,
MeTieHa M XeMaTeMesa.

BB3MOXHHTE HEXETTAHY JIEKAPCTBEHH PEAKIME, KOHTO C¢ POABABAT NpH HOynpodeH ca npeacTaBeHH
[o-A0y, FPYIHPaHA MO CHCTeMa-OpraH Kiac KiacHpHKanHaTa H ecToTa.
YectoTara ce onpegend KakTo Cleapa:

MHoro gectu (21/10)

Yectn (=1/100 to <1/10)

Hegecrn (21/1,000 to <1/100)

Penku (>1/10,000 to <1/1,000)

Meuoro peaku (<1/10,000)

HerssecrHa (He moike Aa Oble onpejencHa oT HANWMHHTE JaHHH)

B otnennure I'PYTIH IO Y¢CTOTA HEXEIIAHHTE PEaKIIiH ca MpeAcCTaBeHH B HH3X0
CTENCHTA Ha CCPHO3HOCT!

Hudexunn n Mmuoro pepxrt JloknaneaHo € 000CTpAHE HA BE3IL



HHpecTauHH

Hapymenus na
KPBBTA H
JAMpnaTa
CHeTEMA

Hapymenns na
HMYHHATA
CHCTEMA

Icnxu9Hn
HAPYIIEeHHH

Hapymenns Ha
HepBHATA
CHCTEMa

Hapymenns Ha
O9IHTE

Hapymenns na
YXOTO H
nadnpunta

Copaeqnu
HApPYLWEHHS:

CraoBH
HAPYIEeHHA

CromMairng-
YpeBHH
HApPYIIEHHA

MHnoro pemka

Heuectn

MHoro peakn

C Hen3BecTHa
9ECTOTA

MHoro penku

Heuectn

M=uoro peakn

Hedectn

Penxn

MHoro peaxn

M=oro peaxn

Yectn

HHQeK¥s (Halp.pa3BATHE HA HEKPOTH3HpalL GacliiT), B
H3KIIOMHTETIHH CITyual MOTAT A Ce [TOSBAT TEKKH KOKHU
peakliH A TPH BapHlend, HH$CKIHMATa HA MEKHTE ThKaHH
MOKeE /13 Ce BIIOIIH,

Hapymenys Ha xemonoe3ata (aHeMHA, JIEBKONICHHA,
TpOMOOIHTONCHUA, TAHUMTONEHHA, ArpaHyIONHTO3a).
IIspBHTE NpH3HAA MOXE A2 ca MIOBHINEHA TEMIIEPATYpa,
BE3IIANICHO [P0, TOBLPXHOCTHH Z3BH B YCT&Ta, TPHIO-
NoAOOHH CHMITTOMH, CHITHO TYBCTBO HA H3TOLIEHHE, KbPBEHE
OT HOCA H KOXKATa ¥ KPbBOHACAIAHE.

B Takuea ciiyuan, NauMeHTsT Tpabsa Aa ORA¢ NOCHBETBaH a
NPEKECHE MPHEMa Ha TO3K IEKAPCTBEH NPOAYKT, Aa H3harea
caMoNteueHHETO ¢ aHANTETHIHN H SHTHIHPETALH H 1a ce
KOHCYNTHpA ¢ Hekap.IlaiMeHTnTe da ¢¢ HACTPYKTHpAT B
TaKHBa CITy9an He3aGaBHO fa mpeycTaHoBAT ynoTpeGara, na
HE Ce CAMOJIEKYBAT ¢ AHANNETALH WIH aHTHIMPETHLIH H Ja ce
KOHCYNTHpAT ¢ JIEKap.

PeakuuuTe Ha CBPEXYYBCTBHTENHOCT ca'

VYpTHEapus H IPYPHTYC.

Texks 00101 peaKuMH HA CBPBXTYBCTBHTETHOCT,
H3pAMBALIM CE ¢ OTOX Ha MHLETO, NOAYBAHE HA e3MKa H
JNAPUHKCA, 320yX, TAXHKApAUA XHIOTOHHA (aHadunaxchs,

aHTHOEAEM HAH TEKBK 1I0K).
Ob6ocTpAHE Ha acTMA.

[ToBHLIEHA pEAKTHBHOCT HA PECOMPATOPHMSA TPAKT, OTHACHL]
ce A0 acTMa, GPOHXOCTIA3EM M 3aAYX.

[McHXOTHYHHA peakLHH, AenpecHs

Hapymel-mﬁ Ha OCHTPAJIHATA HCPBHA CHCTEMA KaTo
raasoBonne, 3aMaftHOCT, Oeschhue, BEIOYAA,
Pa3ApasHUTETHOCT HAH YMOpPa

ACEITHYEH MCHHHTHT

Hapymeno 3peHne

{llymM B ynmre

ChpaeuHa HeIOCTATHHHOCT, NANTHTALIMH H 0TOK, HH(apKT Ha
MHOKapAa

Aprepuanna XHNEpPTOHNS, BACKYIIHT

CromainHo-4peBHH pa3cTpoiicTBa, KaTo KopeMHa Oonka,
rafeHe u gucrencas. Juapus, gnatyne
CTOMAIIHH KHCENHWHH, IOBPHILAHE H ¢
YpEeBHO KBPBEHE, KOETO 110 H3KTIOUE
AHEMMA.




Hegectu CroManHo-upeBHH A3BH, MOAAKOTA ¢ nepdopallid U
CTOMAIITHO-YPEBHO KbpBeHe. YIILEpO3eH CTOMATHT,
ofocTpane Ha koauT U, Gonect na Kpon (Bixk 1.4.4), racTpur

MHoro peakn  EsodarsTr, maHkpeaTHT, o0pa3yeaHe Ha UHTCCTHHAITHH
CTPHKTYPH, Nomo5HH Ha gradparMa.

Xenato- Muoro peaxn  Hapymensue Ha 9epHOApoGHara dhyHKINA, YepHOAPOOHO

6Ennapun yBpekaane, 0coGeH0 NPH NPOIBDKHTEIHO IPHIIOKEHHE,

HApynIeHusi YepHOAPeOHA HEAOCTATEMHOCT, OCTHP XEHATHT.

Hapymerna na  Heyecrn PaznmiuHy KOXHH 0OPHBH

KOXKATA H

HORKOKHATA Muoropeaxn Texxy §opMH Ha KOXHH peakliMH KaTo GYII03HH KOXKHH

ThKaR PeaKLHH, BKITIOUHTEIHO CHEAPOM Ha CTHEBHC-J[KOHCEH,
epuTeMa MyNTHGQOPME H TOKCHYHa eNMHACPMANHa HEKPONIK3a,
ANOTICIIHS.

CHemsBecTHa  JlexkapcTBeHA PEaKIMA ¢ €O3MHOGHIHA H CHCTEMHH
YyecToTa cammrromu {DRESS cunapom).

Ocrpa reHepani3Mpana exzaHTeMaro3Ha mycrynosa (AGEP).

Peakiupi Ha GOTOTYBCTBHTENHOCT,

Hapymennsi Ha  Penkn YBpexnaHe Ha Ob0pevHaTa ThKaH (NANHIapHa HEKPO3a) H
6L,0penHTe W YBEIIHYCHa KOHIEHTPAIHATA Ha ypea B KPBBTa MOraT Jia ¢¢
NHKOYTHHTE MIOABAT PAAKO; YBENMHEHA KOHICHTPAIHATA HA MHKOYHA
IHLTHIOA KHCEIHHA B KPDBBTA.

MHoro penku TosBa #a oTolH, 0coGeHO NPH NMALMEHTH ¢ APTEPHATHA
XHIIepTOHHA WK Gs6pedna HegoCTaTsYHOCT, HedpoTHHEH
CHHIAPOM, HHTEPCTHUHANIEH HEPHT, KOHTC MoXe A3 Osae
TIPAOpPYXEH 0T 0cTpa 6hOpeyuHa HeAOCTATEHOCT.
BrOpegnara GpyHkmus TpsuOBa 12 ¢ H3cneIBa PEAOBHO.

Hicaegpanun Peaku IMTorwkeHn HHBa HA XeMOIrMOOHHA

Onmucanre Ha HI0PAHH HEXKCTAHH PeAKITHA

! TloknaaeanuTe PEAKUHH HA CBPLXTYBCTBHTEIHOCT TIPH JICTEHNE ¢ HOYTIPOPEH ©& OTHACAT J0:
(a) HecnieLMGHIHY ANEPTHYHM PEAKITHK H aHa(HIaKCHs;

(6) moRHIIcHA PEAKTHBHOCT HA PECTMPATOPHHA TPAKT, OTHACKI CE A0 ACTMA H BIOMABAHETO ii,
OpoHXOCIasEM, HAH 3a0yX;

(B) pasHOBHAHH KO)KHH MIPOSABH, BKIIOYMTENHO OOPHBH OT pasfHdeH THIL, MPYPHTYC, YPTHKADHA,
IYpIypa, aHTHOCHEMA H MHOTO pAIKO eKconHATHBHH 1 6YI03HH JEpPMATOZH (BIIIOUHTEIHO
TOKCHYHA eNKAEpManHa HEKPOik3a, CHHIpoM Ha CTiBbHC-JKOHCEH H epuTeMa MynTHdopMe)

MlaroreHeTHIHHAT MEXaHHIBM Ha JIeKapCTBO-HHAYLIHPAaHHA ACSIITHYEH MEHHHTHT HE € HAITbHO
H3sCHeH. BBIpekH TOBa HUTHIRUTE AaHHHM 3a cBbp3anua ¢ HCTIBC acerrmiyed MEHHHTHT HACOYBAT

KbM HMYHHA peakups (Iopajfi ChENaAeHHE C BPEMETO Ha YIoTpefaTa Ha JIEKapcTBOTO U

rafieHe, NOBPRINAHE, TPECKA HAH Ne30PHEHTALHA) MO BpeMe Ha JIe9eHHE ¢ HOY 74
€ AFTOMMYHHH HapyIIEHAS (KATO CHCTEMEH JIYIYC €PHTEMATO3YC, CMeceHa giedy
Gomecr).



Crofmasane Ha NONOIHPAHHTE HEKENAHH JCKADCTBEHH PEAKIHE

CrolimasaseTo Ha NONO3HPAHHUTE HEKEAHH NEKAPCTBEHH PeaKIlNK Clell PAaspelllaBaHeTo 38 YNoTpeba
Ha JIEKAPCTREHHA TIPOAYKT € BakHo. ToBa no3BoNsBa NpOSBDKHTEHOTO HAOMIONEHIE HA
CHOTHOUIEHHETO N0/138/PHCK OT MEKapCTBEHHA TPOAYKT, OT MEAULHMHCKHTE CHEMHANMCTH CE HIHCKBA 14
cHOOIABAT BCAKA NOJOINPAHA HEXENAHa peakLd upes:

HsnbiaRuTenHA aTeHIMA [0 NEKapeTBaTa

v Jdamsaa Ipyes” Ne 8

1303 Codun

Tel.: +359 2 8903417, yeGceaiit: www.bda.bg

4.9 lIpegosapane

Ilpu nena nornbmaxeTo Ha nobete ot 400 mg/kg uGynpoden Moxe A2 NpeaU3BHKA NOABATA HA
CHMITTOMH. IIpH BBE3PACTHH NATH CHMITTOMHTE Ca JO30 33BHCHMH € TIO-MaJIKO ACHO,

CHMOTOMNH IPH Ipefo3Apane:
CHMITTOMHTE Ha Npelo3NpaHe MOTAT Ja BKIIOYBAT rajicHe, NOBpPLINAHe, KopeMHa Oolika i No-paaKo

Auapud. HUcTarsm, 3aMbriieno BIKAaHe, IOyM B YIIHTE, [1apobo/IHe, CTOMAIIHO-IPEBHO KBpPBREHE
CBIIO ¢2 Bb3MOXKHKH. [IpH 10~-CEpHO3HA OTPaBAHNA, TOKCHYHOCTTA 33CATA NEHTPAIHATA HEPBHA
CHCTEMA H C€ NPOABIBA C BEPTHTO, 3aMasHOCT, CHEVIHBOCT, NOHAKOTA BE30YAa H AE30pHEHTALMA,
3ary6a na cp3HaHHe WiH KoMa. [ToHAKOra NAUMEHTHTE PA3BHBAT KOHBYNICHH. IIpH CEpHO3HO OTpaBAHE
MOJKE Ja TIOABH MeTaGoNMMTHa atpacsa. Moxe ga ce HabnoaBa XHOOTEPMHA H XHTIEpKAN¥eMua
MOXe 3 ¢ YARDKH MPoTpoMOHHOECTO BpeMe/INR, BepOSTHO ALIKAIIO c& RA CMYIICHUA HA
ACHCTBHETC HA NMPKYNHpAIOHTE ChCHpBa dakTopu. Moxe Aa ce moasaT octpa OnOpeHa
HEIOCTATHIHOCT, YBPEXKIAHE Ha YEPHHA Zpo0, XHNOTOHKA, MOTHCKAHE Ha JHIIAHETO H [IHAHO3A.
Bromapane Ha acTMAaTa € BE3MOKHO NPH ACTMATHLM.

TepaneBTHMHH MEPKH NPH TIPENO3 (5]
Hsama criemmdugen anThaor.

Jlegenneto TpaGBa fa OLAe CHMITOMATHYHO H MOATIOMATANI0 M BKIYBA NOMNLPAKAHE HA cBOGOAEH
BB3AYINEH ITBT H MOHHTOPMHI HA CBPAEYHHTE H XH3HEHWTE MOKA3ATENH A0 CTaOHINIMPAHETO HM.
Moxe na ce B3eMe NpeaBH]| IIEPOPATHOTO NIPHIAraHe HA AKTHBEH BHITIEH HIH CTOMAllIHA IIPOMHBKA,
axo naymenTa OLje NeKypaH 1o | Yac OT MOTNBIIAHETO Ha MOTEHIHAIHO TOKCHIHO KONMHMECTRQ,

Axo ubynpodeH e Bede abcopOupan, Morar fa GbIAT NPUICKEHN AIKAIHY BEIIECTRA, 33 I NOA00PAT
eKCKpelMsTa Ha ubynpodien B ypunata. AKo € MHOTOKPATHA HITH TIPOAB/DKATEN A, KOHBYJICHATA
TpsbBa fia ce TPETHpa HHTPABEHO3HO C AWa3enaM IWIH ope3anam. Jla ce mpunaraT 6poHXoIHNaTaTopH
npH acT™a. Tpabsa na ce CBBpXKeETE 3a MEAMIMHCKH ChBET ¢ MECTHMS LICHTHD 34 JIEYSHHE NIPpH
OTpaBsHE.

5, G®APMAKOJIOTHYHH CBOMCTBA
5.1 PapMakoTHHAMHYHE CBOHCTBA

Dapmaxomepanesmuyna zpyna. NIpOTHBOBE3NATUTENIHH H AHTHPEBMATHYHH IPOAYKTH —
HECTEPOHIHH; NEPHBATH Ha IPONMOHOBATA KMCEIHHA

ATC kon: MO1A EO1

Hbynpodern e HCIIBC, nokazano ehpekTHBHOCTTA CH NPH 06HYaiiHUTE eKCEPHMEHTAITHI MOZJENH Ha
BE3NANEHAE NPH KHBOTHH Ype3 HHXHOMpate Ha MpOCTarnaHaHHeBaTa crHTesa. I1pn xopa uéynpodeH
HaMafaba PL3NaNHTeNHaTa GONKa, 0TOKa M TeMneparypara. OceeH Topa HOynpodeH obpaTimMo
uxuGupa ATO- 1 KonareH-HHAYLKPAHATA arPEramis Ha TPOMGOLHTH.

ExcnepHMeHTan N JaHHH NOKa3Bar, 4e HOynpodeH MoXe KOHKYPEHTHO 44
HECKHTE NO3H aleTHICATHLIIOBA KHCENMHA FBPXY TpoMOOuHTHATA arpel
enHoBpeMenHo. Hakon dapMakonHHaMiaHy NpoyYBaHAs NOKA3BAT, Y€ KO



w6ynpoden 400 mg e npueta B pamkuTe Ha § yaca pead WA 30 MEHYTH cnex 2o3a ot 81 mg
ANCTHICATHIIOBA KACENMAE © HENOCpeIcTBeHo ocpoDoXIapanHe, ce HabNoNaBpa NOHIKEH eekT Ha
ANETHICATHIMIOBA KHCEUAA BEPXY 00pazyBaHeTo Ha TpoMOOKCaH 3a TpOMOOIHTHATA arperaiy.
Buapexs, ue MMa HEACHOCTH NPH SKCTPANONMPAHETO HA TE3H NAHHH OT KIHHHTHH CITy4aH, He MOXeE
Ja 6ble MEKMoYeHa BE3MOKHOCTTA, Y€ IPH PeAoBHA, IPOTLIDKATENHA ynotpeda Ha uOynpodeH moxe
[ia HAMATTH KapaHOMPOTEKTHBHUA edekT Ha HUCKH JIO3H alleTHICcandumMnoba kucennHa. He ce ouaksa
KHHHHYHO 3HAYHM eeKT NpH cAMHAYEH npHeM Ha HOynpoder {Bix 1.4.5).

5.2 DapMaKoOKHHETHIHR cBolicTBA

Cnen nepopanso nprunoxerne n6ynpodeH ce pe3opOHpa JaCTHIHO B CTOMAXa M HAMBJIHO B THHKHTE
Yyepsa.

Cnen mMetabonnanpane B dephus apob (xuapokcunHpaHe 1 xapSoxcunupane) $apMakoIOTHIHO
aKTHBHUTE MeTabONMTH ce eMMMBRHAPAT HAITBJIHO, OCHOBHO 4Upe3 Oubpenmte (90%) H 0T 9acTy npes
ANBYKaTa. ENHMHBANMOHHHAT NOTYKHMBOT IIPH 3APaBH HHAHBKAAM NIPH TAKHBA ¢ GROpEYHH H
qepHOApoOHN 3abonasanud ¢ 1.8 — 3.5 gaca, cBBp3BaHETO ¢ IUIA3MEHUTE NPOTEHHH € OKOM0 99%.

MaxcHManHH masMeHH KOHIERTPALUHH Ha #Oynpoden ce gocTHrat THIHYHO 3a 1-2 aca cren
nepopaneH npueM Ha oSHKHOBeHHM TaGneTkn H6ynpoden. OGaye, cnen npuem Ha Hypoden Exenpec
MEKH Karcyd, HoynpodeHsT ce peopbupa mo-65p30. [Ipn e papMakoKHHETHIHR NPOYIBAHMA
BPEMETO 34 J0CTUTaHe Ha MIKOBH IUIAsMEHH KOHLEHTPANH (Toax ) 3a HOyTIpOdeH KHceTHHEa
TabneTku € GWio cboTBeTHO 60 B 90 MHHYTH B CpaBHEHHE ¢ 35 H 40 MUHYTH PECIEKTHEHO, 34
Hypoden Excripec Mexn xancynu. Cpeanara Cu,, €€ IOCTHrE 33 IRA ITETH NMO-KPATKO BpeMe [IPH
Hypotden Excripec B cpaBHeHHe ¢ TOBa HAGAI0ZAaBAHO NPH JieKapcTBEHHTE POPMH ¢ OGHKHOBEHO
oceoboxnasane (Tabnetkn Hypoden). U6ynpoden ce oTkpuea B riasMara nopede ot § 9aca cnen
npunoxehue Ha Hypotden Excripec.

53 Ipenxcanuuuny JaHHH 33 6e30NMACHOCT

TIpn exciepHMEHTH ¢ KHBOTHH CYOXPOHMYHATA M XPOHMYHA TOKCHIHOCT Ha MOympodeH ¢ Guna
HalnlonaBaHa KaTo Ne3HH H YIILEpalHi Ha racTPOMHTECTHHANKKA TpakT. U6ynpodeH He e mokasan
MYTareHeH NoTeHUHAI IPH in vitro | in vivo mpoyusanus. He e moxasaH kapueHOTe¢HeH NOTEHUMAA Ha
HOynmpoden npu npoyuBaHus BEPXY IIbX0Be M MHmKH. H6ynpoden e noBEN A0 NOTHCKAHE HA
OBYNALMATA TIPH 3alIA, K&KTO H A0 HAPYIIEHA UMIUIAHTALMA [PH PazfHYHH KHBOTHHCKH BHIOBE
(3aiiL4, WIEX0BE H MUIIKH). EXCIIepUMEHTANHM NpOYUBaHKS ca AOKA3ATH, ¢ HOYNMpodeH mpeMHHaBa
npe3 MUIALIEHTATA, B TOKCHYHH 3a MaifkaTa 11031, U ce Halrogaea MOBHIIEHA YECTOTA HA BPOACHHTE
Mandopmann (HanpuMep nedexTu Ha KaMepHaTa nperpana).

6. PAPMAILEBTHYHH JAHHU

6.1 CnHchk HR TIOMOINHATE BeIIECTRS

Crpuennna:
Makporon 600, kanues xuapokcua (MPHEMYM 85% wHCTOTA), IPeYHCTEHA BOIA

Kancyna:
Tewen copburomn, gactidHo Aexunparupas (E 420), xenarun, nounco 4R {E 124)

OuseTHTENN:
Onakoa WB 621 NS-78-18011 (cheTosm ce or npormwten riukon, Turanos AHokcHf (E 171),
XHAPOKCHTIPOIIHA MeTHINeNynosa (E 464))

6.2 HechBMeCTHMOCTH

He e npunoxumo




6.3 Cpox na roanoct
2 ronuHA
6.4 CreunHaN Ay yc/ioBHA 34 CLXpaHeHHE

Jla ce cexpanssa nmoa 25°C.
Ja ce ceXpaHiBa B OPHIHHANHATA OMAKOBKA.

6.5 JanHA 32 onaKOBKATA

Baucrep ot 6an Henpospagen 250 ym PVC/30 ym PE/90 gsm PVAC jamuHaT 3aneyaTar TOIHHHO C
20 pm anymuHneBo donno, Beekn 6muctep moske na ChIBpxKa 1o 2, 4, 6, 8, 10, 12, 16, 20, 24, 30, 40
WK 50 MeKH Kancyiu. '

BaucTepHTe ca nocTaBeny B KapTOHEHA KYTHS.

He BcHtxy ronemusy Ha onakOBKATE MOXKE [1a C& MPONABAT.

6.6 Creudannn npeana3HH MePKH 33 H3XBhPJISHe

Hsma cneupaniy #3HCKRaHUA.

7 MNPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.

48 Iancu de Hunedoara Boulevard, Building Crystal Tower

11th Fleor, District 1, Bucharest, Pymuums
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Per. Ne 20100224
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