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KPATKA XAPAKTEPHCTHKA

MTA ..................................
1. IME HA JEKAPCTBEHUS IIPOAYKT / fﬂf/ /4/ - LT 4

T el
®aexcneran 400 mg puamapann TabIeTKu e T e e
Flexistad 400 mg film-coated tablets S

PDaexcncran 600 mg puamupans TableTKH
Flexistad 600 mg film-coated tablets

®naexcucraa 800 mg puamMupanu Tabnerku
Flexistad 800 mg film-coated tablets

2. KAYECTBEH U KOJJHYECTBEH H ChCTAB

®aekcuerag 400 mg:
Besika gpuiMupana Tabnerka csabpia: 400 mg UGynpoden (Thuprofen).
Beaxa ¢punmupana tabnerka cbabpxa 1,09 mg HaTpHid.

P aexcucrag 600 me:
Beaka punmupana Tabnetka chabpka: 600 mg Hoynpogen (Ibuprofen)
Beska gwnmupana Tabnetka cpappxa 1,64 mg HaTpui.

P aexcucran 800 mg:
Beaka ¢punMupana Tabnetka chabpka: 800 mg Hynpoden (Tbuprofen)
Bceaka ¢unMupana tabierka chIbpka 2,18 mg HaTpHH.

3a MBJAHHA CIIMChK HA TIOMOLIHKTE BElliECTBa BHAKTE TOUKA 6.1.

3. JEKAPCTBEHA ©®OFMA
Ounmupata TabneTka

Ddaekcncraa 400 mg puamEpanu TabNeTKH
Benn,kpbriu, ABOHHOU3MBKHANH GHAMHpaHH TabIeTKH.

®aexcuctag 600 mg/ ®nexcucran 800 mg pnamMupann TabNeTKH
Be/u, IpoasroBaty, ABOHHOMITLKHAIM Ta0NeTKH ¢ NENMTEHA HepTa OT ABETE CTPAHH.

4, KIHHHYHHA JAHHH
4,1. TepaneBTHIHH NOKAIAHHA

CHMITOMATHYHO Jieyerne Ha 0G0NKa H BE3NANIEHHETO NPH:

- 0cTBp apTpPUT (BKITIOYHTENHO OPHCTLIH HA MIOAArpa)

- XpOHHYEH apTpHT, 0cOGEHO PeBMATOUCH aPTPUT (XPOHHYEH NONHAPTPHT)

- aHkunosupaul crioHaunut (Gomect Ha BexTepes) M ApYrd BB3NAIMTCIHO-peBMATOHAHH
saonasaHua Ha rprOHaKa

- MPWTATHBHH CHCTOAHMA MpPH AEreHEPaTHBHH CTABHH H rpp6HauHA 3a00MABaHUA
(0CTE0apTPO2H H CMIOHANNAPTPO3H)

- BB3MANHTENHH PEBMATHHHH 3a001ABAHHS HA MEKHTE ThKAHH

- GoNe3sHeHH OTOLUM H BL3NANEHHS CJICI HapaHABAHHS

Joub HATETHN nokazandsd 3a DrexcHeran 400;
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3a CHMIITTOMATHYHO JIEYEHHE Ha:
- IEKH 0 CPEeHO CHITHH BOIKH
- (peOpHUITHH CHCTOAHHA

4,2, Jo3upoBKa H HAYHH HA YROTpeba

Jo3upoBka:

Ja nieveHye HA peBMATHYHH 3a0019BaHHA M TOCTTPAaBMATHYHH GONE3HEHH OTOUW W BE3NANICHHE:
dnekcucTal ce A03Mpa B 3aBHCHMOCT OT TEJIECHOTO TEro H Bb3pacTra.

penopweunTenHaTa 103a 3a Bb3PacTHH U Aelia Hajl 15 rofMHy € MEXKay 1200 mg 1 2400 mg
OnekcucTa AHeBHO, MakcManHaTa eaHOKpaTHa £o3a e 800 mg HGynpogeH.

®aexcucraa 400 mg

HOnowu nao 15 200unu u gvpacmun

Eannvuna fo3a;

1 -2 punmupanm Tabnetku Onexcrcran 400 mg (croTBETCTBALLA HA 400 mg -800 mg ubynpoden)

JHeeHa mos3a:
3-6 dnMupanu Tabnetku @nexcucran 400 (croTBETCTRAINA HA 1200 - 2400 mg uGynpodeH)

®aexcucran 600 mg

IOnowmu nao 15 200unu u gv3pacmity

EanunuuHa fo3a:

Y4-1 dmnmupana rabnetka dnekcucran 600 (choTBeTCTRANIA HA 300 - 600 mg ubynpoden)
MaxkcHMaina JHEBHA 1034:

2 -4 dunmupanud Tabnertku Pnexcuctan 600 (choTBETCTBAINA HA 1200 - 2400 mg wGynpodeH)

@ aexcucran 800 mg

Buvspacmuu nao 18 zoounu u ev3pacmuu

EnuxnuuHa go3a:

| gunmupana tabnerka @ackeuctan 800 (choTRETCTRAIA HA 800 mg uynpodeH)

MaxkcHManaHa JHCBHA a03a:
2-3 dunmupann Tabnerku Onekcucran 800 (choTRETCTBALUA HA 1600- 2400 mg ubynpodeH)

CoenHa/JHH TPYIH TanHeHTH

[aumeHTH B CTApHECKA BbL3PACT

He ce nanara kopurupane Ha aozata. [Topaau npoduna Ha HesonacrocT (BIDKTE Touka 4.4)
MaMEHTHTE B CTAPHECKA BB3pacT TpaGea a ObAAT RHUMATEITHO [IPOCHCABAHE.

IMaunenTh ¢ Gp6peHe YEpeKIaHe
TIpH MauMeHTH ¢ JIEKO 10 YMEPEHO TeXKO YBPEKIAHE Ha 616peunata GyHKUHA, HE ce Hanara
KOPHIMpaHe Ha 103374 (33 NAUMEHTH ¢ TeHKO yBpeeHa fropeuna QyHKLAA, BUKTE Touka 4.3).

TlanMenTH ¢ uepHogpodHe YBpeKIane (BHKTE TOUKA 5.2)
He ce Haara KOpHrupaHe Ha 03aTa (pH MAUMEHTH ¢ JIEKO 10 CPEAHO TeXKO YBPEeAIAHO HA
yepHOApoGHaTa HYHKIKA (32 IALUKEHTH ¢ TEXKO YBpe/ieHa uepHOAPOGHA (PYHKLHA, BHKTE TOUKA 4.3).

HauuH Ha NpHAOKEHHE
dunmMupaniTe Ta0neTKH ONEKCHCTa/ Ce MPHEMAT UellH ¢ NOCTATBYHO KONIHYECTBO TEHHOCT H HE HA
npazey croMax. [IpH HyBCTBHTE/IEH CTOMAX Ce NPENophLUBa TaGnetkure MnexcHeTaa Aa ce NpyUeMaTt
Mo BpeMe Ha XpaHeHe.
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[IpoOBIKHUTEAHOCT HA NEUEHHETO
TTpOIBMAKHATENHOCTTA Ha JICUEHHETO Ce ONIPEAIENi OT Jiekap. /7 ;
TTpH peeMaTHYHH 3a60NSBaHUA TEYSHHETO MOXKE 32 NPOIB/DKH NO-ABTBN TIEPHO,
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Haii-HuckaTa edekTHBHA no3a TpAOBa a ce H3MOI3BRA 3a BE3MOXKHO Hal-KpaTKOTO BpeMe,
HeoGXoauMO 32 06cK4aBaHe HA CHMNTOMHTE (B, To4Ka 4.4).

4.3, lIpoTusonokazaHHeA

- CBPBXUYYBCTEHTETHOCT KbM AKTHBHOTO BELLECTBO WIH KbM HAKOS OT NOMOLIHHTE BOILCCTER,
H30poeHH B TouKa 6.1,

- NIPH aHaMHe3a 3a IPUCTHIM Ha GPOHXOCNA3bM, aCTMA, PHHHET HIIH YPTUKAPU, Clle]l IPHEM HA
AUETUNCANMUMACRA KUCETHA UIIA APYTH HECTEPOHIHH (IPOTHBOBB3INANHTEHH CPEICTRA

- IPH HEH3ACHEHH CMYLIEHHA HA XEMOIoe3aTa

- MPH NALHEHTH ¢ CTOMALIHO-YPEBHH 23BH HJIH XeMOParui B MHHAI0TO MY peLHANBHpAIlH TaKHBA
(oHe 2 enM30Aa Ha AMACHOCTHLIMPaHA A382 KM XeMOparus)

- AHaMHe34 33 CTOMAUIHO-UPEBHH XeMOparHi UK nepgopaliii BhE Bpb3Ka C MpeALlecTRAIlA
TepaIHs ¢ HECTEPOHIHU MpoTHBOBL3NanHTeNHH cpeactsa (HCIIBC)

-MpH  MAlHeHTH ¢ MO3BYHOCHAOBH WM APYTH AKTHBHH XEMOparuu

- TexKO yBpeAcHa OrOpedaHa HIH YepHoapoOHa QYHKLMA

- TEXKKA ChpiledHa HefgocTareaHocT (kiac [V mo NYHA)

- B MOCHEAHHAT TPMMECTEP Ha GpemeHHOCTTA (BIDKTE Touka 4.6).

Jonbanntenno 3a Gaexcencran 400, @aexcncran 600
Dnekcrctaa He TpaORa 1a ce [IPHIara:
- npu geua noa 15 roauHHu

Jontamureano 3a Oaexcncran 800:
dnexcucran He TpaGea Aa ce pHJara:

- npH geua noa 18 ronuHu

Jleua v oHOLIH oA 15 roauHu e TpaGsa aa npHemar @nekcueran 400 mg/ Onekcucran 600 mg
¢wiMupary TabneTky u ronowu nox 18 rogwaw He Tpabea Aa npueMar PIEKCHCTAN, 800 mg
(punamupany TablIeTKH, MOPaZH BHCOKO ChABPKAHHE HA AKTHBHOTO BELIECTEO. 3a Tezu BBH3PACTOBH
TPYNH UM APYTH JIEKApPCTREHH NPOYKTH ¢ [O-HHCKA KOHLIEHTPAIMA Ha AKTHBHOTO BEUIECTRO.

4.4, Cnenna/lHy npeaynpexIeHHA H NpeANasHH MEPKH NpH ynorpeda.

CTroMamHO-[PeBHH HADYLIEHHS

IpuembT Ha uGynpoden enHorpemerso ¢ Apyry HCIIBC, BRIOUHTENHO H CENCKTHEEH COX-2
MHXHGHTOD (LMKIOOKCHreHa3a -2 HHXHOUTOPH), TpaGBa fa ce H30Area.

Hexenanure NeKapcTBEHH PEAKLHE MOjke ia 6baaT HaManeHH MPH H3MOI3BaHE Ha Haii-HHCKAaTa

eheKTHBHA 1032 32 HAl-KPATEK NIEPHOJL OT BpeMe, HEOGX0AMM 32 KOHTPONIUPAHE HA CHMITTOMHUTC
(BuicTe Touka 4.2 M ONMCAHHTE NO-AONY raCTPOHHTECTHHANCH H KapAHOBACKYJIApeH PHCK).

IManneHTH B CTAPYECKA BL3PACT

Hexenaly peakiiy, NIPeAHMHO racTPO-HHTECTHHATHH XeMOPAarai 1 nepdopaLuuy, NOHAKOra ©
neTaneH H3Xol, ce HabnoaaBat Mo-uecTo MPH MaHeHTH B CTapYecKa BB3pacT, KOWTO ¢ 6uaM Ha
neuexue ¢ HCTIBC (Bukre Touka 4.2).

TacTpOMHTECTHHAIHO KbpBeHe, yalepausy i nepgpopauns

Facrponmec'mﬂanﬂo KbpeeHe, YRuepauns H nepc[)opauuml , JOPH C NIeTancH H3XO0O ca JoKTaJBaHH
npu ynorpe6a na HCIIBC, TaxHata nosea Moxe na fbae ¢ MK §e3 CHMITOMM HITH aHaMHE3a 32
CepHO3HN CTOMALIHO-YPEBHH CHOUTHS M0 BPEME Ha JICHEHHETO.

PHMCKBT OT KbPBEHE, YLIEpAlMA WIH NephopaLlks € [o-BHCOK ¢ MOBULIABAHE HA 103aTA H_&;Ij
TIPH MALMEHTH C AHAMHE3a 34 A3Ba, 0COOEHO ¢ YCNOKHEHA C KPBBOHINHB 1 nepdopaup {#
Touka 4.3) W IIPH NO-EB3PACTHH NALHEHTH. Tlpy TAKMBA NAUHSHTH TEUEHHETO TPAGH
Hak-HMCKaTa BE3MOXKHA 1034. ’
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34 TE3IU NALMEHTH, KAKTO H 33 IAUMEHTH, HA KOWTO € TIPSAMHCaHO ICUSHHE C ALETHACATHIHTOBA
kucennua (ASA) B HHCKH NO3H WM APYTH JIEKAPCTBA, CEbP3aHH € FaCTPOMHTECTHHANCH PHCK
(Bu3KTTE TOUKa 4.5), TpabRa fa ce 0bcHLAM ICUeHHE ¢ MYKO30-NIPOTEKTHBHH NIEKapcTRa (nanpuamep
MHCOMPOJION HIH HHXHOHTOPH Ha MPOTOHHATA NoMTa) (BHIKTE ToUKa 4.5).

TManHeHTH ¢ aHaMHe3a 3a CTOMALIHO-4YPCBHH PEAKHHH, ocobeHO B HanpeadHana BB3pacT TpﬂsBa Aa
6LAaT NpeAynpesieHH 1a ce HaBMoIaBaT 3a BCAKAKBM HeoGHUalHM KOpeMHH CHMITOMU (0coGeHo
K’preHe), npejuMHO B HAYaJIOTO HA JISYEHHETO H aK0 ¢€ NoABAT CHMIITOMH, Aa NMOTHPCAT JEKapCKa
MoMOIIL.

Heo6X0aMMo € MOBUHIEHO BHHMAHUE MPH NAUMSHTH, TPHEMALIH €JHOBPEMCHHO NEKAPCTERA, KOHUTO
MOTAT a MOBHILAT PHCKA OT YIEPAIIHH WM KBbPBEHE, KaTO NePOPaIHH KOPTHKOCTEPOHAH,
AHTHKOATYNAHTH Karo BapdapHH, CeneKTHBHE HHXMOHTOPH HA [TOBTOPHOTO 3aXBAllaHE HA
CEpOTOHHHA HIH AHTHTPOMGOTHYHK NIEKAPCTBA KATO ALETHACATHLIIOBA KHCENHHA (BHATE Touka
4.5).

Jleuenneto ¢ ubynpodeH TpaGea fa ce NpeKbCHE aKO MAUMEHTHT CTPaja OT KbPBCHE HIH YIIepaLud.

HCIIBC Tpa6Ba fa ce NpWIArar ¢ NOBHIICHO BHUMAHKE MPH MALKMEHTH ¢ AHAMHE33 32 KbPECHE OT
racTPO-HHTECTHHANHUA TPAKT, HAPUMep Y/LEepo3eH KOlHT u GonecT Ha KpoH, ThH kaTo Tesn
CHCTOSHHMA MOFaT [ exk3auepbupar (Brxre Touka 4.8).

C'bplle‘IHO-C'BJIOBH HJH MO3BYHO-CBAOBH cnonTHA
BruMaTenHo npocnensBate € HeOGXOAHMO APH NAUKMEHTH ¢ aHAMHE3a 33 XHIEPTOHHA H / unu nexa
A0 YMEp<Ha 3aCTOHHA ChpacYHa HEAOCTATREYHOCT, THH KaTo € HMAJO C'BOGI.I.IGHHSI 3a 3a1bpKade Ha
TEYHOCTH H OTOK BEB BPb3ka ¢ ieuennero ¢ HCIIBC.

KnHHHYHMTE NpoydBaHMA NOKA3BAT, Ye yrnoTpebara Ha HEYnpodeH, ocobeHo BbB BHCOKH N03H (2400
mg/feH}), MOXe 113 & CBhP3aHa ¢ MOBMILABAHE HA PUCKA OT apTepHATHH TPOMOOTHYHH CHOHTHA
(HanpuMep undapKT HA MHOKap/a MiIH HHCYIT), KaTo 1ano enuaeMHOIOTHYHHTE IPOYHBAHNA HE
[0Ka3BaT BPB3Ka MEXIY NpHema Ha uBynpodeH B Hucku n03H (T.e. <1200 mg/neH)} H MOBHILABAHE Ha
pHCKa OT apTepHATHH TPOMOOTHUHH CHLOHTHS.

[ManMEHTHTE ¢ HEKOHTPONHpPaHA XUIIEPTOHHS, 3aCTOHHA CHPACHHA HEAOCTATEHHOCT (xnac II-11I no
NYHA), ycranoBeHa HcxeMuuHa GoMecT Ha ChpLeTo, ieprdepHa apTepuanta Gonect wwnu
MO3BUHO-CHA0BO 3a601sBane TpaGra aa 6bIaT NeKyBaHH ¢ HOYIpOQeH caMo ciell BHHMATENHA
NpeueHKa W 1a ce U36ATBaT BUCOKUTE f03d (2400 mg/aeH).

TpaGBa fa ce U3BLPLUIBA BHAMATEIHA MPELIeHKA NPEAM 3ano4Bate Ha ABATOCPOHHO JICUSHHE Ha
TIAUMEHTH C PUCKOBH (JAKTOPH 33 ChPAECHHOCHI0BH CHOMTHA (HANP. XUIEPTOHA, XHNEPIUIHACMAA,
saxapen AnabeT, TIOTIOHONYLIEHE), 0CO0EHO ako & HeOOXOAHM MPHEM Ha nGynpodeH BbB BUCOKH
no3u (2400 mg/nen).

TemkH KOMHH PeAKINH

Cepuo3HU KONHU PEAKLIHY, HAKOU OT KOHTO NETANHH, BKIIOUHTETHO ekcoMHaTHBEH AEPMATHT,
cHHApOM Ha Stevens-Johnson W TOKCHYHa enuaepMaliHa HEXPOJIH3A C& cBboOIIaBaT pAaKo BLB BPh3Ka
¢ ynorpebara na HCTTBC (Bx. Touka 4.8). [TaliHeHTHTE H3IIE%kAA Ca HINOKEHH HA HaH-BHCOK PHCK
OT Te3H PEaKIHH Ha paHeH eTall [0 BpeMe Ha JIEYEHHETO, KATO HACTEIBAHETO Ha PEAKLIMATA CC
HaBMOnAaBa B NIOBEYETO CNYYaK B PAMKHTE Ha [TLPBHA MeceLl OT NEYEHHCTO. Croflnasa ce 3a 0CTpa
reHepaIH3HpaHa eK3aHTeMaTO3Ha (TycTynosa {(acute generalised exanthematous pustulosis, AGEP)
BB BPB3KA C MPOKYKTH, ChIbPkKaLIH nGynpoden. Hoynpoden TpaOBa Aa ce MpeKpaTH np’f«"?ﬁﬁ%?no _
IOABA HA TPM3HALK ¥ CUMITOME HA TOKKM KOMKHM PEaKkiuy KaTo o0pUR MO KOKATA, ne'?ﬁ 1 S
JMTaBHLIATA WK APYT NPH3HAK HA CBPBXYYBCTBUTCIHOCT. 4 é@.;,/ o
M3KITFOMHTEITHO PEIKH Cllydau Ha CEPHO3HH KOXHH HH(EKIIMH H YCNOKHEHHA HA MOKHTE ggqﬂa,{lpﬂ
HAMMUKe HA MHGeEKIHA ¢ BAPHIIENA 30CTep (BIDKTE TOUKA 4.8). KuM HacTosmmA MOM 1%?# Moxe Jta

NASS

4 W ox -
= f‘ﬁ £ ) \9\ -
\\.\gi’.ﬁm“ﬁy:ﬂf//



ce MIKTIOUH Bpb3KaTa MexxAy GynpodeH M Blowasane Ha TesH HHEKUHH. 3aTOBa Ce NPENnopB4Ba
ubynpoder aa He ce H3OI3BA PH HATHYKE HA BAPHLENA 30CTEp HHPEKLHA.

Mackupase HA CHMOTOMUTE HA HOAIEKAMHTE HHPEKUHA

DeKCHCTall MOXE a MACKHPA CHMITOMMTE Ha HHGEKLNS, KOSTO MOXKe 1A oBee A0 3abassHe Ha
3aMO4BAHE HA MOAXOMALLO TEYEHHE H MO TO3H HAMKH [1a BIOWH H3Xoaa oT uH(ekuuara. Tora ce
HaG/mogaBa NpH GaKTepHaiHa MHEBMOHUA, NPHAOGHTA B 0GUIECTBOTO, KAKTO W NpH {aKTepHalnHATe
YCIOKHEHHA Ha Bapuuena. Korato dnexcucTaa ce npunara 3a ieY€HHe Ha NOBHIICHA TeMNEpaTypa
1K 3a obexyapate Ha 50NKaTa BBB BPB3Ka ¢ KHeKuNa, ce Npenopptba HabmoaeHHe Ha
urdpexumata. IpH HIREHBONHHYHH YCNOBHA NALMEHTHT TPA0Ba Aa c€ KOHCY/ITHpa C JleKap, ako
CHMITTOMMTE NEPCHCTHPAT HITH Ce BIOLIABAT.

JApyrua npeanasiH MepKH
MekcucTa TpsAGBa Ja ce U3NO3Ba CaMO CNie]l BHUMATENHA MPEUeHKa Ha ChOTHOLICHHETO
non3a/puck:
- TIPH NAIHEHTH ¢ BPOJEHH CMYILCHHA B MOPOUPHHOBHS MeTaGONMHIBM /HAaNpHMeED 0CTpa
HHTEPMHTEHTHa Mopdupus
- NpH NAUKCHTH Che CHCTEMEH JYITYc €PHTEMATOCC, KAKTO H b cMeceHa (opMma Ha
KONareHo3a

HeoGx0aHM € CTPHKTEH METHLMHCKH KOHTPOJ, 0CO0EHO NIPH NAUMEHTH !
- ChC CTOMAMIHO-upesHH 3a00NABaHMA, NPH CBMHEHNA 32 CTOMAIIHO-YPEBHN A3BH UNH [PH
XPOHHYHH BL3NAAEHNA HA YepBaTa {YJIUepo3eH KomuT H Sonect Ha KpoH)
- ¢ aprepUanHa XHNEPTOHHA WAH ChPAECYHA HEAOCTATLYHOCT
- ¢ OBbpeuHa HEOOCTATBUHOCT
- ¢ CMYUIeHHs HA YepHoapoOHaTa GyHKLMA
- HACKOpPO MOJJTONEHH HArQ/NEMH XHPYPrHIHH HHTEPBEHLIHN

- CTpajalllMt OT CEHHA XpeMa, MOHIH B HOCA WA XPOHH4HM 0GCTPYKTHEHH 3abonABaHus Ha
JMXATCHUTE [ThTHHIA, KAKTO H MALMEHTH ChC CBPBXIYBCTBHTENHOCT KbM APYIH
NEKAPCTBEHH NPOAYKTH OT PYNIATA Ha HECTEPOMIHHTE IPOTHRORBMAUTENHH CPEACTBA H
aHANTETHLH Morat Aa npuiarar dnekcueran camMo npy ofNpeacieHH NPeana3Hit MEPKH
/rOTOBHOGT MpH CIEIIHM CITy4au/ i HeMOCPEACTBEH NeKapCKH KOHTPO, ThH KaTo 32 TAX €
HAMHLE BUCOK PHCK 32 NOTyYaBaHe Ha aNeprHyuHH peakuuu. Te MoraT Jia ce H3pasaT KaTo
ACTMATHYHH MPUCTHNH /TAKA HAPEUEHATA AHATTETHYHA ACTMa/ AHTHOSAEM HIIH YPTHRApHA

- MOKAa3aNM ANEPryHYHM peakiii KbM APYTH JIEKapcTBa, Thil KaTO MPH TAX HMa MOBHLIEH PHCK
OT pasBHBAHE HA PEAKIIMH HA CBPBXYYBCTBHTEIHOCT NPH ynotpebata Ha MrekcucTan

- TexKo MPOTHYAIH OCTPH ANEPrHYHH PEAKLIMH (HANPHMEp aHADHAKTHYEH IIOK) ¢&
AoKIaABaHH MHOTO pAAKo. Ipn NBbPBH NPH3HALM HA peaKLHA HA CBPBXUYBCTBUTEMHOCT CNEA
ynotpela /mpunoxkenue Ha Hoynpoden, Tpabpa fa ce MPEKbCHE TEHEHHETO. B 3aBHCHMOCT OT
CHMITOMMTE, C€ MpeArnpueMar HeoOX0QHMH MEPKH OT CelHaNKCT.

UGynpother Moske BpEMEHHO 12 MHXHOHpa TpOMGOUHTHATA arperauys. 3aTOBa MALMEHTH C CbC
CMYIIICHHS B KPBBOCHCHPBaHeTo TPAGBa na 6baaT BHUMATENHO NPOCCARBAHH.

Tpu nponbmKMTENHO TIPHIOKEHHE Ha HOYTIpodeH € HeobGx0aUM KOHTPONT Ha yepHoapobHaTa v
616peunH QyHKUWH, KAKTO H CneieHe HA KPbBHATA KapPTHHA.

rnaecbosue, KOeTo He OTINYMABA MPH yBeAM4aBaHe Ha J103aTa Ha NPOAYKTa.
Hait 0610 peaopHaTa yriotpefa Ha aHANreTHLH, 0COOEHO 8 KOMOHHALMA, MOJKE Ja JIOf
yepexaaHe Ha GrOpenuTe ¢ puck OT Tpaiitn 61v0peyHa HeloCTaTEYHOCT (ananreTH4Ha



EnHoBpeMenHata ynotpeba ¢ ankoxoin no BpeMe Ha neverneto ¢ HCTIBC Moxe aa 3acHid cebp3anu
€ AKTHBHOTO BEHICCTBO HCHETAHH peaKkLUHH, ocobeHo TAKHEA, KOHTO NMOBNMABAT CTOMALLHO-YPEBHHUA
TPaKT HIH LEHTPANHATA HepBHA CHCTEMA.

3a BnuaHKe BPEPXY PEPTUIHTETA TIPH KEHH, BHIKTE Touka 4.6.

IloMomHsy BemecTra
Te3u NekapcTBEHH MPOYKTH ChABLPKAT NO-Manko oT | mmol HaTpuii (23 mg) Ha Tabnerka, T.e.
MO [1a Ce KabKe, Y€ NMPaKTHYECKU HE ChIEPXKAT HaTPHii.

4.5. BzanmoneiicTBHe ¢ APYIH JieKapCTBEHH DPOJYKTH H APYrH (JopMH HA BIAHMOREHCTBHE
HbynpodeH, kakro v apyriute HCIIBC Tpatea aa ce npeiara ¢ NOBHLWEHO BHUMAHUE B KOMOHHALIHA
ChC CNETHUTE IEKAPCTBEHH NPOAYKTH:

Jpyrn HCTIBC ¥ aneTHACATHIHI0BA KHCEIHHA
Mopaau ciHepruuHus edekT, EZHOBPEMEHHOTO NpUuackenue Ha HOynpodeH u npyru HCTIBC Moxe

Na YBETHUMY PHCKA OT CTOMAITHO-YPEBHH A3BH H KPBBOH3NHBH, 3aTOBA €IHOBPEMEHHOTO NPHIIOKEHHE
Ha ubynpoden c apyrn HCTIBC tpabsa na ce u3barea (Brxkre Touka 4.4).

JAnrokcu, feHATOHH, AUTHH

EnHoBpeMeHHHAT npueM Ha UOYNpodeH ¢ AHTOKCHH, PSHHTOHH WIH NHTHI MOXe Na AoBelE A0
NOBHIIABAHE HA CEPYMHATA KOHUSHTpaNH Ha TC3H JICKAPCTRA. HCOGXOII,I‘[MO € Npoc/ieIABaHe Ha
CTOMHOCTUTE Ha MTHTHIF B cepyMa. [Ipenoprusa ce mpocneadBaHe Ha CTOHHOCTHTE HA PEHUTOHH H
IUTOKCHH B CEpyMa.

Tuyperuun, ACE nuxnburopn, Gera petnentopuu 61okepn w anrnorensnn Il penenropuu
AMTATOHHCTH

HCTIBC Mozxe fa HaMansT AeHCTBHETO HA THYPETULH U aHTHXUIIEPTEH3UBHY NekapeTea. [1pu
naIMeHTH ¢ yepeaeHa 6b0peuHa GpyHKUHA (KAKTO U NALHEeHTH B CTAPYECKa Bh3pacT) eAHOBPEMEHHATA
ynotpeba ua ACE unxuburop, Geta 6nokepy wid anruorensuH 11 penienTopHH aHTaroHHCTH, ©
NeKapcTBEHH MTPOAYKTH, HHXHOWTOPH HA LMKIOOKCHIeHa3aTa, MO/Ke 1a JOBEAE A0 BJIOLIABAHE HA
Oubpeunata PYHKIHA, BKIIOYHTENHO ocTpa 0Bb0petHa HEAOCTATEIHOCT, KOATO B [I0BEUYETO CIyYal €
ofparuMa. 3aToBa TakaBa koMOHHaLMA TPAGBA /1a bae NpHIAraHa ¢ NOBUIIEHO BHHMaHHE, 0c0beHO
IpH MAUMEHTH B CTapuecka BL3pact. [TauneHTHTe TpabBa na ObAAT ChBETBAHH Ja IPHEMAT
JAOCTATHYHO KOITHYECTBO TEUHOCTH M PEIOBHO A2 HM C€ HA3HA4aBaT W3C/ICABAHUS HA MOKA3ATE/IUTE
Ha 6E0OpeyHaTa QyHKLUHA,

EaHOBpEMEHHMAT MPHEM Ha HOYTIpO(eH U KATHH-CHXpaHABAILH JHYPETHUH MOXE Aa A0BeAe 10
XUMEPKATHEMHA,

T IoKOKOPTHROKAH
EnHoepeMeHHOTO mpinarade Ha HOynpogeH H NIFOKOKOPTHKOMAM YBENUYaBa PHCKA OT CTOMALLIHO-
MpeBHH A3IBH M KPBROM3NHBH (BIKTE TOUKa 4.4)

HuxuGHTOpH HA TPOMOOIHTHATA ArPEraunna H CENCKTUBHH HEXHOHTOPH Ha 06paTHOTO

3aXBAIIAHE HA CEPOTOHHA
TToBKLIEH PHCK OT CTOMAINHO-UPEBHH KPHBOHIINEH (BH:KTE ToUKa 4.4).

ANETHACATHIH/IOBA KHCETHHA -
EnHospeMenuata ynotpeba na ubynpodier 1 aneTUACATHIMIORA KUCETHHA OONKHOBEHO He c 27, 4.\ mﬂ ﬁg e
OpenopbUUTEIHA NOPaJH NOBHINEHHS PHCK OT HEKEIAHH PEaKLHH. s » "“\ Gy

i
EkcriepuMeHTATHH IaHHH COYAT, YenpH ¢JHOBPEMEHEH NpHeM HOyNpodieH Moxe KOHKypg.‘n
NOTHCKA eeKTa Ha HHCKH N03H aUETHICATHUNIORA KBCEIHHA NO OTHOLICHHE Ha Tp0M60 it
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arperalua. Burpexu ue HMa HESICHOTH OTHOCHO EKCTPAIIONMPAHETO HA TE3H IafHH KbM KIHHUIHUA
cityyaii, He MOKe f1a ¢€ K3KIEOMH BB3MOMXHOCTTA PE/IOBHATA IB/ITOCPOYHA ynorpeba Ha HOynpodeH
[1a HAMA/ABA KAPAMOIIPOTCKTHBHUS edeKT HA AUETHIICATHIHIOBA KHCENYHA B HHCKH JI03H. CmsTa ce,
ye HAMA roAMa BepoATHOCT obuuaiiHaTta ynotpeda Ha uOynpodyet fa noBesie A0 KITHHUYHO 3HATHM
edext (BiK Touka 5.1).

MeroTpekeaT

[Tpunoxeruero Ha HGYNpodeH B paMKHTE Ha 24 yaca MPEAH WM CIE] MPUEM Ha METOTPOKCAT, MOXeE
[1a A0BEJIe A0 YBEIHYaBAHE HA KOHLEHTPAMATA Ha METOTPEKCAT H MO Ta3H MPHYHHA 10 YBETHUABAHE
Ha TOKCHYIHHSA MY e(eKT.

IukA0cNOpHH

CwMATa ce, ue enHospeMenno nipueMane Ha HCTIBC 1 uMKNOCIIOpHH € BBE3MOMKHO 1 TIOBHLIA pUCka
ot HepoTokcHuHOCT. To3K edekT He MoskKe a Ce M3KITHOUH NPH €IHOBPEMCHHA ynorpeba Ha
LMKIOCIOPHH H HOYTIpOQeH.

AHTHKOATYJTAHTH
HecTepouaHATe BH3MATHTENHE CPEACTBA MOTAT 12 3aCHIIAT e(peKTa Ha AHTHXOArYTaHTHTE, HAIPHMED
papdhapuH (BikTe TouKa 4.4).

Cyndonunypeiinn JeKapcTBeHH NPOIYKTH

KnuHH4HH npoyuBanHs [OKA3BaT JEKAPCTBEHH B3AHMOACHCTBHA MEXY HECTEPOHIHH
[POTHROBBAMANHTERHH JIEKAPCTBA M MEPOPATHH NPOTHBOAMAGETHH CPE/ICTRA (cynpoHunypeitu
nekapetea). Brripeky, ve HAMa n0ka3aHa BPB3Ka MEXITY ubynpodeH u cynpoHHnypeiiHH IPOAYKTH, &
OKA3aHO NPH TIAUMEHTH, MPHEMAINH SIHOBPEMEHHO TE3H JICKAPCTBA, J1a C€ KOHTPOIHPa
KOHLIEHTPALMATA Ha TIIIOKO3a B KPBBTA, 32 1 ¢¢ H30ErHaT MOTEHLMATHN YCTOKHCHHA.

Takpoaumyc
CbLUECTRYBA MO-BHCOK PHCK OT HEpPOTOKCHUHOCT, KOraTo HOYNPO(eH H TAKPONUMYC ¢ MpHIaraT
€1HOBPEMEHHO.

3ugoBYIHA
¥IMa [OBHILUCH PHCK OT XemapTpo3a i xemarom nipH HIV no3uTHBHH MALKCHTH ¢ xeMOUANL, KOHTO
eIHOBPEMEHHO MPUEMAT 3H0BYIHH U HEYNpodeH.

IMpoGenenna H cy pMHNHPA3OH
JlekapcTpa, ChbpIKALIH NPOGEHEIMA WK CYIPHHNNHPA3OH, MOraT 1a 320aBAT eNMMHHHPaHETO Ha
ubynpodeH.

4.6. BpemennocT,kbpmene 1 geprHIHTET
Bpemennoct

[ToTHCKAHETO Ha NPOCTATTAHAMHOBATA CHHTE3a MOXE J1a MOB/IHAE Ha GpeMEHHOCTTA W/ WIH
eMOPHOHAITHOTO/heTANHOTO pasBuTHe. JIaHHH OT eNMAEMHOIOTHYHH NPOYBAHUA NOKasBaT MOBULLEH
pHCK OT aGOPT U CHPAETHH MahOpPMALIMH H FACTPOCXH3a CieAl NPHIOKEHHUETO Ha HHXHGWTOp HA
OpOCTAPNAHAHHOBATA CHHTE3A B paKHaTa GpeMERHOCT. AGCONIOTHHAT PHCK OT CHPIOCYHO-CBIOBH
vandopmaimy e Gu1 NOBHILEH OT noa 1% A0 okoJo 1,5%. CMATa ce, 4e PHCKLT CC MOBHILABA C

103272 M MPOALMKHTENHOCTTA Ha IeYCHHETO. [TpH XKHMBOTHH AIPHEMAHCTO HA HHXHOUTOP HA
TPOCTArIAaHAMHOBATA CHHTE3a € TIOKA3all, Y€ BOAH 110 MOBULICHH 3aryGH Ha nioja MpeH H cnea
UMINAHTALMATA ¥ eMOpHO-deTaneH netanuTeT. Karo AoNMbIHEHYE, I0BUIIEHATA YeCTOTA A
pasnuuHK ManopMalliy, BISTIOHHTEIHO CHPACUHO-CBIOBH, C4 IOKTIaABaHH NPU ;KHBOTH}@‘@}S@%&;::

MpuUiaray HHXHﬁPlTOp Ha NpocTarian/iiHoBaTa CHHTE3A N0 BpEME Ha OPFaHOFCHGGaTaTKHQ:_E € Ha

BPBHA ¥ BTOPHs TPHMECTBP Ha GpemeHBoCTTa, HOyNpodeH He TpsidBa fa ce MpHara, &

aGeonioTHo Heobxomumo. Ako HGynpodeH ce nmpuiara MpH *eHH, KOHTO CC OTIUTBAT f;ué"fsfaﬁpem'eﬂenr'
e
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W [0 BpeMe Ha ITbPBHS H BTOPHS TPUMECTBP Ha OpemMeHHOCTTa, Jo3aTa Tpabea aa ce noaaspka
BB3MOMKHO HaM~HUCKA H OPOABIKUTENHOCTTA HA JICYEHHETO - HAR-KPaTKo.

Mo BpeMe Ha TpeTHS TPHMECTHP BCHUKH HHXHOHTOPH Ha IPOCTArnaHIWHOBATA CHHTE3a MOraT aa
MOAJIONKAT M0/A Ha:
- KapAMOMYIMOHANHA TOKCHUYHOCT ( © MpexaeBpeMEHHO 3aTBapsAHe Ha ductus arteriosus 1
OenoapolHa XMIEEPTOHHUR)
- 6u6peuna qucYHKLEA, KOATO MOXKE Aa mporpecHpa B OH0peUHa HEA0CTATBUHOCT ¢
NOCEABALL OTUTO-XUAPAMHUCH.
Maiikara u ruioaa B Kpas Ha OPeMeHHOCTTA ca NOJJI0KEHH Ha CIeAHHA PUCK:
- YABLMXKaBaHe HAa BPEMETO HA KbPBEHES
- NOTHCKAHE HA MATOUHHTE KOHTPAKLMH, KOETO MOXe 1A IOBEAE N0 3a0aBeHO WIH YABIDKEHO
pasiaHe
CnenobatentHo uGynpodeH e NPOTHBONOKA3aH 110 BpeMe Ha TPETHA TPHMECTED Ha GpeMeHHOCTTa.

Kbpmene

H6ynpogdeH ce ekckpeTHpa 8 MaiiunHOTO MISKO, HO IPH TePaneBTHMHH A03M NPH KPATKOTPaHHO
NIEYEHHE PUCKBT OT NMOBIHABAHE HA HOBOPOAEHOTO H3TMEXk A MANKO BEPOATEH. AKO, BBIIPEKH TOBA €
NPeANKHCAHO MO-MIPOIL/LKHTENHO NeveHHe, TPIOBa na ce o0cbAH paHHO OTOMBaHE HA KbPMAYeTo.

PeprHanTeT

Tpunoskenrero Ha uOynpoder Moxke fa yBpeau (PepTUIIHTETA H HE e NPENOPbYBA MPH JKEHH, KOHTO
ce onuTBaT Ja 3a6peMeest. [1pi sxeHu, KOHTO HMAT TPYAHOCTH A4 3a0peMEHEAT HITH KOHTO Ce
MOUTaraT Ha M3cIeABaHns 3a Gesmnonue, TpAORa Ja ce 0OMHCIIH NPEeKBCBAHE HA JIEYSHHETO ¢
ubynpoden.

4,7, Edextd BLPXY cnocofHOCTTa 32 modupane u padoTa ¢ MAUIHHH

Twit KaTo IpHITaraHeTo Ha HOynpodeH BEB BHCOKH 103H MOXE Aa JOBeAE 10 CMYILCHHA B
LIEHTPAIHATA HEPBHA CHCTEMA KaTO YMOpa M CBETOBBLPTEX, TG NPH HAKOH MALMEHTH TOBA MOXE A2
MoBnMse crocoGHOCTTa MM 3a modupare W/uau cnocoGHOCTTa UM 3a pabora ¢ MammHy. ToBa BaKH B
roisaMa CTEMeH MpH ¢THOBpeMEHHaTa yrnoTpefa Ha ankoxoil.

4.8. HexkenaHM JieKapcTBeHH Peakiian

B TO3H pazzen 4ecToTa Ha HEXeNaHHTE IEKAPCTBEHH PEAKUHH € onpesie/ieHa NO CIeAHI HaYHH:
MHoro uectu (>1/10); uectu(=1/100 go <1/10), newectn (=1/1 000 1o <1/100), peaxu(=1/10 000 no
<1/1 000), muoro peaxu (<1/10 000), ¢ HeusBecTHA UecTOTa (OT HANHYHHTE IaHHH HE MOXe fa 6bae
HanpaBeHa OLeHKa).

H36pocHHTE MO-A0/Ty HEXKEAAHH JSKAPCTBREHH PEaKUMH Ca ONPEACTeHO N0303aBHCHMA H 3aBUCAT OT
HHAHBHAYATHUTE peakLMH HA AUHEHTHTE.
- Haii-uecto HabNI0OJaBAHHTE HEKENAHH PEAKUMH ca CBBP3aHH ChC CTOMALIHO - YPEBHHA

TPAKT: CTOMALIHH A38H, nepPopaLiii UK KPbBOHINKBH, MOHAKOTA C CTATEH H3XO, ocobeHo
TIpY NAUKMEHTH B CTApYECKa Bb3PacT (BHATE Touka 4.4). CTOMAMINK KHCENWHY, a0noMHRanHa
Gonka, rageHe, MOBPBUIAHE, THAPHS, METEOPU3BbM, 3aMEK, AUCIIENCHA, aGAOMHHANHA fonka,
xemaTemeza, Y/ILEPO3eH CTOMATHT, 0G0CTpsHe Ha koMt M GostecT Ha Kpow (BioKTe TOUKa 4.4)
ca JoknaaeaHu cien ynorpeba.

['acTpHT e HabMmoaBaH NO-PAMIKO KATO HexkeNlaHa peakuus. PUCKET OT CTOMAUIHO-YPEBHO KbPBEHE

3aBHCH OT MPHIATAHATA 1032 W IPOIL/KUTENHOCTTA Ha NeueHneTo. Exema, xunepmﬂn%iw ”

HEJOCTATBYHOCT ca JokIaaBanu npu ynorpeda na HCIIBC. / QS‘/’;@.
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KnunuynuTe npoy4usanus mokasear, ue ynotpeGara Ha uGynpode, ocobeto BEB BUCOKH A03H (2400
mg/neH), MOXe JIa € CBbP3aHa ¢ IMOBHLIABAHE HA PUCKA OT ApTEPHATHH TPOMGOTHUHH CHOHTHA
(HanpuMep WHBAPKT HA MHOKAPAA WM HHCYNT) (BiokTe Touka 4.4).

Chpaeunu HApymeHusa
MHOro pefiky: NaanuTaLuM, efeMa, ChPASHHA HEJOCTATEHHOCT, HHAPKT

Hapyweans Ha KPLBTA H AHM(QHATA CHCTEMA

MHoro peaku: HapyLIeHHs B XeMonoe3saTa (aHeMUs, IeBKONEHHSA, TPOMOOLIMTONEHHS, TAHUKTONEHHS,
arpaHyaouuTosa). [TepeyTe NPU3HALH MOJKE Aa BKJIFOMBAT: TPECKa, BB3NAIECHO I'bPJIO, HOBBPXHOCTHH
JIE3UH B YCTaTa, FPHIONOA00HA CHMATOMH, CUJIHA YMOpPA, KBPBEHE OT HOCA H KOXHH KPBBOH3JIHBH.
Tpabea penoBHo Ja ce U3CNEABA KPBBHATA KAPTHHA MPH NPOABIKUTENIHA TEPATIHA.

Hapymenns Ha HepBHATA CHCTEMA
YecTu:; HAPYLIEHHS HA LEHTPATHATA HEPBHA CHCTEMA, KaTo rlapofonue, 3aMaiaHoCT, He3chHue,
BL30yAa, pa3apa3sHUTENHOCT U OTNARHAIOCT.

Hapywienus Ha ounTE
HeuecTn: yBpexkaaHe HA 3pEHHETO

Hapymenua Ha yxoTo H Ja0HpPHHTA
MHuoro peaxH: THHUTYC; WIyM B YIIHTE

CToManHO-4PEeBHH HAPYUIEHHS

MHOro 4eCTH: OILNAKBaHHA OT CTPAHA HA CTOMALIHQ-UPEBHUA TPAKT KATO KHUCEIHHK B CTOMAXA,
admoMuHanHa O0NKa, rafieHe, MOBPEILAHE, METEOPHIBM, AHApHS, KOHCTHIIALHA H MANKH CTOMALLIHO-
YpEeBHM KPBBO3aryGH, KOMTO B HIKMIOUHTETHO PeJKH Clyyald MOXe Aa ROBee 40 aHEMHAL.

Yeeru: CroMariHO-YpeBHH A3BH ¢ KbPBEHE H Nepdopania B HAKOH Cilydad, YILEPO3eH CTOMaTHT,
ofacTpane Ha konut U Gonectra Ha Kpou (BrxxkTe Touka 4.4)

Heuectu: NacTpHr

MHoro peaku: Esodarut, nankpeatut. OGpazyBaHe Ha WHTECTHHATHH qHadparmMonogobHu
crpukTypd. [launenTtHre TpsaGEa 1a GBAAT ChBETBAHH Aa CMIPAT JEYEeHHETo ¢ HOynpodeH H fa ce
KOHCYNTHPAT ¢ N¢Kap BeaHara oM yYceTar 1mo-CHIHA aﬁ,ZlOMP[HaﬂHa Oonka wnH TIOABA HA MelleHa M
XeMmaremesa,

HapymeHust na 6bGpennTe H NHKOYHETE MHTHING

Heuectu: Eaema, 0coGeHO NPH NAUMEHTH ¢ APTEPUANHA XUISPTOHHA WK OOpeUHa HEAOCTATEHHOCT,
He(POTHUEH CHHAPOM, HHTEPCTHLHANEH HEPPUT, KOHTO MoXke na Obae CHIPOBOJICH C OCTPa
OBOpevHa HEAOCTATLYHOCT.

MHoro pesku: Yepexaane Ha Gb0peuHaTa ThkaH (Hexposa Ha GBOPEUHHTE MaNKIH) H NOBHILICHH
CTOIHOCTH HA MHKOYHA KHUCEIMHA B KPBBTA.

TpaGea peroBHO Aa ce npocneaana 6uOpeuHaTa GyHKUHA.

Hapyumesns Ha KOKaTa H NOTKOKHATA ThKAH

Muoro penku: GynosHa koxkHa peakiius KakBaTo € cHHAPoM Ha CTUBBHC-/DKOHCEH H TOKCHYHA
enuaepMalHa Hekponusa (cHHapom Ha Jlaiin), anonenus

Mo u3knYEeHWe CEPHOZHH KOKHH YH(EKLHH H YBPEKAAHHA HA MEKUTE ThKaHH M0 BpEME Ha
HH(EKLIUS © BAPHLIENa, MOJKE J1a ¢& NOABAT (BWKTE Chilto ,, HHeKMK B MH}ecTauHH™).

C Hew3RecTHA MecTOTA: JleKapCTBEHA peakuus ¢ eo3uuodunA U cueTeMuyu cummromu (DRESS
cunapom); OcTpa reHepanusupasa eksanTeMatosHa nyctynosa (AGEP)

. <5 ---'E‘
Hudexnun v andecrannn / B
MHoro peaku: MHOro paako ca A0KIaABAHH ClTy4aH Ha Bb3NANEHHE, CBBP3aHO ¢ HHPERLAL. *. <

(HanpUMep NOABA HA HCKPOTH3UPAIL GacL|KT) MPH cucTemuo npunoxenue Ha HCTIBC/ Topa MoOXe:

14 € CBbP3aHO ¢ Mexanu3Ma Ha aeticreue va HCIIBC. | |
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Axo 1o BpeMe Ha npuema na GaeKcUCTan BH3HMKHE HOBA MB(EKIMA WK CTAPATA CC BIOIIY, C&
npenoprysa NAUKHEeHTHT Ja ce 0OBpHe He3a0aBRHO KhM Jlekap. Tpabra na ce IpeLeHN HY>KAATA OT
MPOTHBOMHKPOOHO/aHTHOHOTHYHO JIEUSHHE NIPH Te3H HHAMKALMH,

MMa eAMHUYHH ClTyuaH, MPH KOMTO N0 BpeMe Ha JledeHHe ¢ uBynpoden, ca Hablo1aBary CHMITTOMH
Ha ACENTHMEH MCHUHIMT ¢ BPATHA PHIHAHOCT, IaBoGonue, rajieHe, NoppbluaHe, peOpIHTeT WK
CMYLUCHAS B ChaHanueTo. TIPEAPasnonoKeny ¢a NALKMEHTH ¢ ABTONMYHHN 3a0onasanus (cucTeMet
NYIMyc epHTEMATOEC, CMEceHa OONECT HA CHEAHHUTEHATA THKAH).

ChI0BH HAPYIHEHNS
MHoro uecTi: ApTepHaiHa XHIEPTOHHS

Hapyuiesrua ua UMYHHATA CHCTEMA

HeuecTtn: PeakunH Ha cBPBXUYBCTBHTENHOCT ¢ 06pHB, ChpOEXK, KAKTO H NPHCTRIIH Ha acTMa (B
HAKOHM CNYYaH Ch¢ CHJIEH CMAj B KPBHBHOTO HaNArawue). B Tezw ciryyad Ha MauMeHTa € 0OACHEHO Na ce
CRBpME BEAHAra C IeKap M 1a He pHeMa ONeKcHeTas.

MHOro peKy: TEXKH oOLIM PEAKIMH HA CBPLXUYBCTBUTEIHOCT. Te MOTaT la & U3pa3aBar B: OTOK Ha
muueTo, HabbiBsaue Ha e3WKA U NapuHKCa, OTOK HA NAPHHKCA ¢bC CTECHARAHE HA IHXATE/HUTE
MBLTHILA, 331YX, TAXHKAPAHA, HAMAISBaHe HA KPBBHOTO HANATaHe A0 TOYKaTa Ha
AKHMBOTO3ACTPALLIABALL LIOK.

AKO HAKOH OT Te3W NPHU3HALIH CE TIOABAT, NOPH [IPH MPHEM Ha JICKAPCTBEHHA MPOAYKT 3a MBPBU NET, €
HeoOXoaHMa NeKapeka MoMOlIL.

MenxuuHy HApYIMEHU:
MHoro peaku: NCHXOTHYHH PeakliH, Jenpechd

CrobuaBale HA NOTO3HPAHHN HEKETANH PeAKUHH

C10BLI2BAHETO HA MOJO3APAHH HEeXEIaHW PeaklMH c/iell pa3pelliaBate 3a yNoTpe6a Ha 1exapCTBEHHA
NpoayKT & BaxkHo. ToBa NO3BONABA 1A IPOABIDKH HAGNIOLEHHETO HA CHOTHOILEHHETO non3a/puck 3a
NeKapcTBeHH NpoayKT. OT MEMIMHCKUTE CELMATHCTH C& H3UCKBA /1a choblIiaBaT BeAka
noJo3upaHa HeskellaHa peaklus upes:

H3nBIHUTENHA areHLMs 10 IEKapCTBaTa

yn. ,,JJaman Ipyes” Ne8

1303 Codusa

Ten.: +3592 8903417

yebOcaiit; www.bda.bg

4.9. Ilpenosupane

a) Cumnmomu na npedoiupane

CHMIITOMH Ha NPERO3UpPase MOraT Aa BKIIOYBAT CMYLIEHHA B LEHTPANHATa HEPBHA CHCTCMA, KATO
rnapoGotue, CBETORLPTEXK, 3aMasHOCT H 23ary6a Ha Ce3HaHKe (NTPH Jelia Chi0 H MHOKIOHHYHH
cnasMmu), Kakto 1 abnoMuHanHa 60IKa, rafieHe H NOBPBILIAHE. TMaceHTUTE MOFAT A2 MOJYYaT
CTOMALUHO-YPEBHO KEPBEHE M CMYLIEHUs BBB GYHKUMATA Ha YEPHHA 1pob H 6ubpenure. EgHo
MpeI03UPaHE MOXKE A 0BEE H N0 XHIOTOHNUS, MOTHCKAHE HA AULIAHETO H LIHAHO3A.

Tpu cepHO3HO OTPABAHE MOXE 14 HACTBNIM META0OIHTHE aUH/03a.

) Tepanesmunnu mepKku npH npedozupane
Juncea cneunduued ataaoT. JleyenueTo € NoANBPKAIO H CHMITTOMATHYHO.

5. DPAPMAKOJOIHYHHU CBOHCTBA
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5.1, ®apmMakoIHHAMHYHE CBOHCTEA

ExcrepuMeHTaNHUTe JAHHH NOKA3IBAT, Y€ TIPH eHOBPEMEHEH NMpHeM HOYMPOgeH MOKe KOHKYPEHTHO
74 NOTHCKA eeKTa HAa HUCKM J03H ALETHICATHIMIOBA KHCEHHA [10 OTHOIUCHHE Ha TpoMBOUMTHATA
arperauus. Hakou bapmakoTHHAMHYHH NPOYYBAHHS TI0KA3BAT, Ye KOrATO C& MPHEMAT ¢IHHHYHH
a03u uynpoden 400 mg ao 8 4. mpeau ik 30 MUHYTH clief IPHEM HA alETHICATHIMIOBA KUCETHHA
¢ HemocpeackeHo ocsoboxaaeare (81 mg), ce orcnabpa edexra N0 OTHOLICHHE Ha obpasyBaHeTO Ha
TpoMBokcaH MK TpoMBoLMTHATA arperaliid. Benpekd 4e HMa HeSCHOTH OTHOCHO SKCTPAMONMpaHeTo
Ha TE3M JAHHH KM KJIMHHYHUA Cy4ai, He MOXe Ja CE H3K/TIOYH BE3MOKHOCTTA PEAOBHATA
ABLIArocpodHa ynotpeba Ha HGynpodeH 1a HaManaBa KapAHONPOTCKTUBHHA etekT Ha
AUETHICATHIIOBA KHCEITUHA B HHUCKH 1031, CMATA CE, M€ HAMa roflAMa BepOATHOCT obuuaiinaTa
ynoTpeba Ha HOynpoden aa goseae A0 KIHHHYHO 3HAYHM edekT (BHXTE TOUKA 4.5).

H6ynpodeH npeacTasissa AepHBaT Ha GeHUINPONHOHOBATA KMCETHHA, HECTCPOHACH
TNIPOTHBOBB3MATHTENCH aHAITETHYEH NPOAYKT, KOHTO AeiicTBa upes HHXMGMpaHe Ha
NPOCTArNaHAMHOBATA CHHTE3a NPH EKCTIEPHMEHTANHH MOJCITHH Ha BESMANCHHE. Ipn xopa
U6ynpodex Hamansasa Gonkara, oToka u GeSPUIHTETT, ALIKALLH CE HA 8BINANCHUETO. Hewio
noeeue, H6ynpoden uuxutupa AJIQ 1 KonareH HEAYLHpAHATA TPOMOOLMTHA ArPEraums.

5.2, PapMAKOKHHETHYHH CBOICTRBA

Tpuet nepopanto, uGynpodeH ce pezopdupa OTHACTH OLIE B CTOMAXA, A [10CNE HILATIO ¢& pesopbupa
B THHKHTE uepsa. Cnea depHoapotHa GuoTpanchopMauts (XHAPOKCHIUPAHE, KapGOKCHITHpaHeE),
(hapMaKONOrHYHO HEAKTHBHITE METalONKTH C¢ eNMMHHHPAT H3IA/I0, TNAaBHO NMpe3 6n6peuure (90%),
KAKTO H MaKH KOJIMYECTRA Mpe3 AUTBUKATA,

Bpemeto Ha nonyxusot Ha MSynpodes ¢ 1.8-3.5 yaca mpyu 31pasy NALUHEHTH, KAKTO U IPH MaHMeHTH
¢ yepHoApobHYU 1 GbOpedHH 3a601ABaHKA, CEBPIBAHETO C MIAIMEHHTE NPOTCHHH € NpuOIRZHTENHO
99 %, BpemeTo 32 NOCTHraHe Ha MaKCHMAJIHATA MU1a3MEHa KOHLICHTPaLHA € 1 -2 vaca cnen
NepopaTHOTO MPUEMAHE Ha fekapcTBeHa Gopma ¢ He3aGaBHO 0CBOOOKAABAHE.

5.3. lpeakaHHAYHH TaHHW 33 Oe30MacHOCT

a) Ocmpa MOKCHYROC
UGynpodien (Ibuprofen). TIpy H3NMTBAHHS 33 0CTPA TOKCHIHOCT BEPXY XKHBOTHH HC € yCTAHOBCHA
HHKaKBa 0coBeHa UyBCTBHTENHOCT NpHt TAX. CAMNTOMHA Ha OTPaBAHE - BUK 1.4. 9. [lpenosupane.

o) Xponuuna moxcuunocm
Cy6XposHuHa i XpoHWYHa TokcruHocT Ha UGynpodeH npy exciepMeHTH ¢ XHBOTHH Ce W3pasasat
nos GopMa Ha TIOPasKEHHA H A3BH B CTOMALUHO-YPEBHHA TPAKT.

o) Mymazenen u mymopozenen ROMENKUAN

Wi BUTPO M HH BHBO MPOYYBAHHA 33 MyTAr€HHOCT HE NOKA3BAT HUKAKBH JaRHH 33 MyTareHeH eheKT
na UBynpodien. TIpoyusaHHs OTHOCHO TYMOPOT€HEH NOTEHLHAN Ha H6ynpodeH B ITbXOBE H MHIIKU
He 1ABAT HHKAKBH OCHOBaHHMA 3a Takhb eekt Ha UGynpoden.

2) PenpodykmusHa MOKCUYHOCH
ExcriepHMEHTAIHY IPOYHBaHWA BLPXY [Ba )XHBOTHHCKH BH/IA MOKa3axa, 4 H6ynpoden npeMuHasa
npe3 IUTALEHTATA, HO HE J4BAT HUKAKBO OCHOBAHHE 34 TCPATOrCHEH eexT.

6. PAPMALIEBTHYHH JAHHH J
6.1. CnHCLK HA IOMOUIHHTE BelnecTBa A eNR N0
MarHe3ues creapar, UapeBudHO HHIIECTE, KapOOKeHMETHIILENY 1034 HATPHI (THIT A x@}{qmmqga,-;...‘.;
makporoan 400, makporon 6000 i' N PR
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6.2. HeCLBMeCTHMOCTH
Jo MOMeHTa He ca NO3HATH.

6.3. Cpok Ha rogsocr
5 ro/IMHH,

6.4. CienHaHH YCJIOBHSA HA ChXpPaHenHe
HsaMa cneumaisy u3HcKBaHMA.

6.5, Tannmn 3a onakoBKAaTa.
Paexcucran 400
Opurnxanna omakoska ¢ 20,50 u 100 puamupanu Tabnerxu

dnexcucran 600
Opurunanza onaxkoska ¢ 20,50 u 100 dunmupanun tabnetku

D aexcucran 500

Opurunanna onaxoska ¢ 20,50 u 100 dunmupanu tabnerku

7. HIPHTEXATEJI HA PASPEINIEHHETO 3A YIIOTPEEBA
STADA Arzneimittel AG

Stadastrasse 2-18

D-61118 Bad Vilbel, I'epmanns

Tel.: 0049-6101-6030

Fax: 0049-6101-603259

8. HOMEP(A) HA PASPEIIEHHUETO 3A YTIOTPEBA

@aekcucran 400
Peructpaunonen Homep: 20020634

@nekcuctan 600
Peructpammonen Homep: 20020635

Onekcactan 800
Perucrpausonen Homep: 20020636

9. TATA HA IIbPBO PA3PEIIABAHE/TIOJHOBABAHE HA PA3SPEINEHHETO 3A
YIIOTPEBA

Jata Ha mepBO paspewaBane: 26.07.2002
JlaTa Ha nocnequo noaHosasaue: 20.12.2007

10. IATA HA AKTYAJIU3HUPAHE HA TEKCTA
06/2020
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