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Bcska tabnetka, qucneprupaiia ce B ycrata cbabpxa Uoynpoden (Ibuprofen) 200 mg
[ToMoLIHHM BEWIECTBA C H3BECTHO JEUCTBHE:

Harpuii - 1 Tabnerka cbabpxka 3, 93 mg HaTpuii cboTBercTBao Ha 0,17 mmol
Acnapram - |1 Tabnerka cbabpxkal S mg acnapram

3a MbJHUA CIIUCHK HA MOMOLLHUTE BelleCTBa, BUXTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka, fucneprupaila ce B ycrara.

benu 10 6e3uBeTHH TabNETKH, AUCTIEPrUpallld CE B yCTaTa.

4. KJIUMHHUHYHHUA JTAHHH

4.1 TepaneBTHYHH NMOKA3aHUSA

3a obnek4yaBaHe Ha cnaba 10 ymepeHa 60Jika, KaTo rjaBobonue, MUrpeHa, 00JIKH B KpbCTa (JIOKaIM3MpaHH
B n1yMOocakpaiHaTa 006sacT), 360000/1, HEBpajrus, MEHCTPYaJHH 0OJIKH, pPEBMATHYHH U MYCKYJIHH OOJIKH,
KaKTO W MPH 'PUI U NPOCTYAHHU 3a00JIIBaHUS, CbITIPOBOJAECHHU C TEMIIEpaTypa.

4.2 J103HpOBKAa M HAYHH HA NPHJIOKEHHE

[Ipuema ce nepopaiiHo. 3a KpaTKOBpEMEHHa yrnorpeoa.

Hexxenanure peakuuu Morar jia ObaaTt cBeJIeHH 10 MUHUMYM upe3 ynoTtpeda Ha Hali-HMUCKaTa eeKTUBHA
71032 32 Bb3MOXHO Ha#i-KpaTKo BpeMe, HeoOX0IMMO 3a OBJIaJIIBAHE HA CUMITTOMUTE (BUX T.4.4).

TabOnerkara ce mocTaBsi Ha €3Mka, H34aKBa Ce Jla Ce pa3TBOPH M Clie/] TOBa Ce nmperibiia, oe3
HeoOX0AMMOCT OT BO/A.

[Ipu Bb3pacTHM M Aeua Haj 12 roaMHuU: mMbpBOHAYyaHa J103a — 2 TabJieTKH, aKo ciel ToBa € HE0OXOUMO -
| nnu 2 Tabnetku Ha Bceku 4 yaca. OcraBeTe HaW-manko 4 yaca Mexay npueMure. Jla He ce mpuemMart
noseye ot 6 TabaeTku (1200 mg) 3a 24 yaca.

He e nonxonasu 3a aeua noa 12 roauHM.

[Ipn nauMeHTH B CTapyecka Bb3pacT HE Ce U3MCKBa NPOMSHA HA JO3UPOBKATa, OCBEH NpH ObOpeyYHH M
4YEPHOJPOOHHU YBPEXAaHUSs, TOraBa J03MPOBKATa CE€ ONpeae/is HHAUBUYAJTHO.




Haii-Huckara epekTBHA 103a TpsOBa Aa ce U3M0J13Ba 32 Bb3MOXKHO Hai-KpaTKOTO Bpeme, He0OX0AMMO 3a
o0Jiek4aBaHe HA CUMNITOMUTE (BX. TOuKa 4.4).

npDﬂ,’I::J'DKHTEﬂ HOCT Ha JICHCHHE.

Ounomu or 12 10 18 roaunn
TpsabBa na ce KOHCY/ITHPATE C JIEKAp aKO TO3H JIEKAPCTBEH MPOAYKT € HEOOXOAMMO J1a ce NpUema 3a
noseye OT 3 AHHU UJIU CUMIITOMHUTE Ce BJIOLLAT.

Bon3pacTHH
[lauuenTuTe TpsOBa na ObAAT NOCHBETBAHH J1a CE KOHCYJITHPAT C JIEKap ako TO3H JIEKApCTBEH MPOAYKT €
HeOoOXOQUMO J1a CE NPUEMA 3a NOBEYE OT 3 JIHM.

4.3 IIporuBonoKa3aHus

e (CBpbXYYBCTBUTEIHOCT KbM HOYNpOGEeH UK HIAKOH OT CbCTABKUTE HA JIEKAPCTBEHHUS
MPOAYKT.

e [[auMeHTH C NpeaLIecTBAaLM peaKIlMH Ha CBPBbXUYYBCTBUTENHOCT (OpOHXOCMa3bM, acTMa,
aHrMoe/1IeM WM YpTHKapHs), CBbpP3aHH ¢ ynotpeba Ha ubynpodeH, aleTuacanidiuiona
KHCEJUHA WJIK APYTH HECTEPOUAHHU NPOTUBOBB3NAIUTENHH JIEKAPCTBEHH NMPOAYKTH

(HCIIBC).

e [laumMeHTH C HaJIMYKE UJIKM JaHHU B aHAMHe3aTa 3a PEKYPECHTHA IICIITHYHA HBB&J’KP’I:BOHSJ’IHB
(,H,BH HJIH MOBCYE OTUCTJIUBH €IIH30/1da HAa N10Kad3daHad YJILCpALlHA HJIIH l{*preHe). A3BA HJIH
KbpPBCHEC OT ropHata 4aCT Ha CTOMAlLIHO-YPCBHHUA TPAKT.

e AHaMHe3a 3a CTOMAIIHO-YPEBEH KPbBOMU3JIUB UK nepdopalus, CBbP3aHU C NMPEAHILHO
neuenue ¢ HCIIBC.

e [lauueHTH Cc Texka yepHOApOOHA HEAOCTATBLYHOCT, TEXKKA ObOpeYHa HEAOCTATHYHOCT HJIH
Texka cbpaeyHa HegocTtaTb4HOCT (NYHA Knac 1V) (Bux 1.4.4).

e [IpoTHBONOKa3aH € npe3 nocjACAHUsA TPUMECTbP Ha OpeMeHHOCTTa (BUXK T.4.6).
4.4 CneuuajHu npeaynpexaeHus H npeanasHd MepKH NpH ynorpeda

HexxenaHute NeKapCTBEHH peakL UK MOrar Jia ObJaT HaMaJieHHW, KaTo 3a KOHTPOJIMPAHE HA CUMIITOMHUTE C€
ynorpebsiBa Bb3MOXXHO Hail-HUCKaTa eeKTHBHA /1034 3a Bb3MOXKHO HalW-KpaTbK CPOK OT BpeMe (BHX MO-
J10JTy TIOCOYEHHUTE raCTPO-HHTECTHHAJIHU U CbPJAE€YHO-CbIOBH PUCKOBE).

Mma yBennueHa 4ecToTa Ha HeXEaHU peaKLMH (CTOMAILIHO-YPEBEH KPbBOU3IIUB U nepdopaius, KOUTO
Moxe aa ca parasnu) ot HCIIBC npu naumeHTH B cTapyecka Bb3pacT. (BUX T. 4.2).

PecnupaTtopHu HapyweHusi: Moxe na ce HabmoaaBa 6poHxocnas3bM NpH O0JHM CTpajally HIIH C JaHHH
B aHaMHe3arta 3a OpOHXHWaJIHa acTMa MJIM aJIepruyHH 3a00/siBaHUA.

Jpyru HCIIBC: EnnoBpeMenHata ynotpeba Ha ubynpodgen ¢ apyru HCIIBC, BkatouHuTenHo
CeJIEKTUBHU MHXHOMTOPH HA LIMKJIOOKCHIeHa3a-2, TpsibBa Aa ce u30srsa nopajayu NOBULIEH PUCK OT
HEXEJIaHU peakUuH (BUXK T. 4.5).




CJIE 4 cMeCceHH CheIHHUTE/HO-ThKAHHH 3a00BaHus: BHUMaHWe ce M3MCKBA NPH MALMEHTH ChC
CUCTEMEH JIYIyC €pUTEMATO3YC U MPH TE3U CbC CMECEHH CbEAUHHUTEIHO-TbKAHHHU 3a00JIsBaHU A NOpaaH
[MOBULIEH PHUCK OT aCENTHYEH MEHUHTHUT (BHXK T. 4.8).

CbpaedyHO-CHA0OBH H MO3bYHO-CHA0BH pHCKOBe: Heobxoaumo e noBuieHo BHUMaHUeE (00CHKAaHe ¢
JeKap UM (papMauLeBT) Mpeau 3arno4yBaHe HA JICYEHHE MPH NMAalMEHTH C aHaMHe3a 3a XUNEPTOHUS H/UITH
CbpA€YHa HEJIOCTAaTbYHOCT, Thil KATO UMA CHOOILIEHHS 3a 3a/IpbXKKA HAa TEYHOCTH, NOBHLIEHO apTEPHAIIHO
HaJIsraHe v OTOK, CBbp3aHu ¢ Jieyenuero ¢ HCIIBC.

JlaHHUTE OT KJIMHWYHUTE NMPOY4YBaHUA MOKa3Bar, ye ynorpebara Ha nbynpodeH, ocobeHo BbB BUCOKH
1034 (2400 mg/neH) Moxe na 6b1e CBbp3aHa ¢ JIEKO YBEJIHYEH PUCK OT apTepHaHi TPOMOOTHYHH
CbOUTHA (HANp. MUOKApAEH HHPAPKT WJIM MHCYAT). KaTo usino, enuaeMUoNOruyHUTe U3cieIBaHUs He
NOKa3BaT, 4€ HUCKHUTE 1034 HOynpodeH (Hanp. < 1200 mg/aeH) ca CBbP3aHH C YBEJIWYEH PUCK OT
apTEpHAJIHH TPOMOOTHYHH CHOUTHS.

[lalilueHTH C HEKOHTPOJIMpaHa XHITIEPTOHMS, 3aCTOHHA Chpe4YHa HegocTaTb4HOCT (NYHA II-111),
YCTAaHOBEHA HCXEMHUYHA DOJIECT HA CbPLETO, NepudepHa aprepuanHa 60JecT /MM MO3b4YHO-Ch/10BA
OosiecT Morar Ja ObAar jieKkyBaHU ¢ UOynpodeH caMo ciie[] BHUMATETHO OOMUCIISIHE U BUCOKUTE 103H
(2400 mg/nen) TpssbBa na ce u3bArear.

Cob110 Taka € He00X0AMMO BHUMATEIHO OOMHCIISIHE NPEAU 3aN04YBaHE Ha MPOAB/DKUTEHO JIEYEHHE Ha
NaLKEHTH C PUCKOBH (PAKTOPH 3a CbPACYHO-CHJAOBH CbOMTHSA (HaNp. XUNEPTOHHUSA, XHNEPIUITHAEMMUS,
3axapeH Auader, nyuieHe), 0co0eHOo ako ca HeoOXoAUMH BUCOKH 103U (2400 mg/aeH).

[Ipu mauueHTH, JiekyBaHu ¢ Hypoden AkTuB, ce chobluaBa 3a ciayyad Ha CMHpoM Ha Kounis.
CunapomsT Ha Kounis ce onpezaens KaTo BTOPUYHH CbPACYHOCHAOBU CUMIITOMM Ha aJiepruyHa peakius
HJIM PEaKLMs Ha CBPbX4YYBCTBUTEIIHOCT, CBbP3aHH C KOHCTPHUKLIMA HA KOPOHAPHHUTE apTEePHH,
MOTEHLMAJIHO BOJAELLA 10 MHOKApAEH HH(DAPKT.

bLOpeuHo yBpexaaHe, Thil kaTo ObOpeyHaTa QyHKLMUS MOXKE JONMbJIHUTEHO /1a ¢€ BJIOLIH (BHX T. 4.3
T.4.8).

CohluecTByBa pUCK OT ObOPEUYHO yBpeXK1aHE NMPU AeXUAPATHPAHH FOHOILIH.
YeproapoOun Hapymenusi: YepHoapobHa auchyHkuus (Bux T. 4.3 u 1.4.8).

Hapywen ¢epruanrer npu xkenn: Mma 1anHu, ye nekapcreara, KOUTO MOTUCKAT LIMKJIO-
OKCHI'€Ha3aTa/MpoCTarjaHMHOBa CHHTE3a MOXE 1a MPUUYUHAT CyOdepTHIMTETa NPH XKEHHU Ype3
[OBJIMsIBAHE HA OBYJlaLMATa. ToBa HapylLUeHHE € 0O0paTHMO C NpeyCTaHOBsIBAHE Ha JieueHHeTo. ToBa
TpsiOBa a ce MMa NpeABU/ MPHU KEHHU B IETEPO/IHA Bb3PACT.

Cromamuo-4pesnn Hapymenusi: HCIIBC TpsabBa aa ce npuiarat ¢ BHUMaH1e NpU MaLUUEHTH C
aHaMHe3a 3a CTOMAallIHO-4YpPEBHH 3a00J1ssBaHuA (YILEPO3€H KOJHUT, 00secT HAa KpOH), Thi KaTo Te3U
3a00J1sBaHHUs MOXKE J1a ce 000CTpAT (BUX T.4.8).

MUma cboblieHus 3a KpbBOU3IUB OT CTOMALLHO-YPEBHUSA TPAKT, A3Ba MM nepdopalus no BCAKO BpeMe Ha
neuenue ¢ HCIIBC, ¢ unu 6e3 npeaynpeAMTeIHi CUMIITOMHU, HIIM aHaAMHE3a 3a NMPEJAUIIHH CEPHO3HH
CTOMALIHO-YPEBHHU CHOUTHSI.

PHUCKBT OT CTOMALLHO-YPEBHU KPbBOU3JIMBH, A3Ba WM nepdopalius € No-BUCOK NpHU ynotpeda Ha no-
BucokH n03u HCIIBC, npu nauueHTH ¢ aHaMHe3a 3a 513Ba, C YCJIOXKHEHHS OT KPbBOU3JIUB HJIH

nepdopauus (BHX T. 4.3), KAKTO U MMPH MALUEHTH B CTapuecKka Bb3pacT. TakuBa nalMeHTH TpsdBa Ja
3aro4BaT JICYCHUETO C HAli-HUCKATa Bb3MOXKHA J103a.




[TaineHTHTE C aHAMHE3a 3a CTOMAIIIHO-YPEBHA TOKCHYHOCT, O CMELHaAIHO T€3H B CTap4YecKa Bb3pacT
TpsAOBa J1a CbOO1AaBaT BCEKH HEOOMUYaeH abloMUHaJIEH CUMITTOM (0COOEHO CTOMAIIIHO-YPEBHO-KbPBEHE)
B HAYaJIHUTE CTA/INK Ha JIEYEHHUE.

BHuMaHHe ce U3UCKBaA NMPH NALKUEHTH, €AHOBPEMEHHO NMPUEMAILIM M JIEKApCTBa, KOUTO MOraT Ja yBeJuuar
PUCKA OT SA3Ba U KPbBOM3JIUB, KATO NEPOPAIHU KOPTUKOCTEPOUIM, aHTHKOAryJJaHTH KaTo Bap(apuH,
CEJIEKTUBHUM HHXHOMTOPH Ha 0OpaTHOTO 3aXBalllaHE HAa CEPOTOHWHA WJIH aHTHArperupaly cpeacTBa KaTto
alleTHJICAJIMLIMIIOBATA KUCEIMHA (BHX T.4.5).

B cnyyau Ha cTOMalIHO-4YPEBHU KPBbBOU3JIMBU MIIHM A3BA NPU NMAUMEHTH npUuemaluu uoynpodeH,
JIe4eHHeTO TpAOBA J1a Ce NMPEKPaTH.

TexKH KOXKHH Hexes1aHH peakuun (SCAR)
Texku koxHH HexenaHd peakuuu (SCAR), BKIIOYHTENIHO eKC(HOJIMATUBEH IEPMATHUT, EpUTEMA

MYJATH(OpME, CHHAPOM Ha Stevens-Johnson, TOkCHYHA enuiepMaliHa HEKPOJIM3a, JIEKapCTBEHA peaKIlHs C
€03UHO(UIIUA U CUCTEeMHU cuMnTOMH (cuHapoM DRESS) u octpa renHepann3mupana ek3aHTeMaTo3Ha
nycrynosa (AGEP), konto Morar aa Obaar »xHBOTO3acTpalliaBallld WM Aa J0BEAAT 10 JIETAJEH U3X0/l, Ce
cboOL1aBaT BbB Bpb3Ka ¢ ynorpedara Ha ubynpodeH (Bx. pasnein 4.8). [ToBeyeTo oT T€3H peakiiuu
HACTbIIBAT Mpe3 MbPBUS MECEL.

[Ipn nosiea Ha NpU3HaLM U CUMIITOMH, NOKa3aTEJIHHU 3a T€3U peakunu, ubynpodeH TpsbBa na ce crpe
He3a0aBHO M Ja ce OOMMCIIHU ApyTro JieueHue (cnopea HeoOX0aUMOCTTa).

[Ipeau ynorpeda Ha nOynpodeH TpsadBa 1a ce KOHCYJITHPAT C JieKap NauHEeHTH, KOUTO NPUEMAT JpyrH
00NKOYyCNOKOsIBALLH, TPOBEXAAT JICYEHHE HA XPOHUYHO 3a001s1BaHE U OPEMEHHH XKEHH.

MackHpaHe Ha CHMIOTOMHMTE HA NOAJIeXKAUIHTe HHPEKUHH

HypodeHn AKTUB MOXE Ja MacKupa CHMIITOMHTE Ha HH(EKIUS, KOETO MOXKeE Aa 0Be/e 10 3abaBsHe Ha
3a04YBaHe Ha MOAXOAALLO JICYEHHUE W M0 TO3M HAYMH Jia BJIOLIM U3XoAa oT HHPekuusTa. Tosa ce
HabuitoaBa npu OaKTepraiHa MHEBMOHMUS, MPUA0OUTA B OOLLIECTBOTO, KAKTO U NpH OaKTepHaTHUTE
ycnoxHeHHus Ha Bapuuena. Korato Hypoden AKTHB ce npuara 3a Jje4yeHue Ha MOBUIIeHa TeMnepaTypa
WK 3a obsiekyaBaHe Ha DoJikaTta BbB Bpb3ka ¢ MH(EKIUA, ce npenopbyuBa HabojeHHe Ha HH(eKIHsATA.
[Ipy M3BBHOONHUYHM YCIOBUS MALUEHTHT TPAOBA Aa C€ KOHCYJITHPA C JIEKap, aKO CHMITOMUTE
MEPCUCTUPAT UJIH CE BJIOLLIABAT.

CneunduyHH 3a JieKAPCTBEHHS NPOAYKT NpeayNnpexIeHHs:

BHuMaHHE c€ U3MCKBA MPHU NALHUEHTH C QPEHUIIKETOHYPHUS MJIH NMALIMEHTH, YYBCTBUTEJIHH KbM
(peHunanaHuH. JIekapCTBEHUAT NPOAYKT ChAbpaKa acnapTaMm M3TOYHUK Ha (peHunanaHuH. BB BCsika
aMcrneprupaduia ce tabnerka ce Cbabp)ka eKkBuBajieHTa Ha 8,4 mg (eHunanaHuH.

4.5 B3aumojeiicTBHe C IPYIrH JIeKAPCTBEHH NMPOAYKT H APYrd (popMH HA B3aMMO/IeHCTBHE

Uoynpoden (kakTo u aApyrure HCIIBC) ne TpsiGBa aa ce u3no/i3Ba B KOMOHHAL KA C:
- ALETHJICANIMIMIIOBA KUCEJIMHA (HUCKH JI03H):
EnHoBpemMeHHara ynotpeda Ha HOynpogeH 1 aleTHIICAJIMIIMIIOBA KHCEIMHA HE CE Mpenopb4Ba
Mopaja Bb3MOXXHOCTTA 3a MOBUILIABAHE HA HEXEJIAHUTE PEaKLMH.

ExcrieppuMeHTaNHU IaHHH NOKa3BaT, 4e uoynpodeH Moke KOHKYPEHTHO Jia NOTUCHE edekTa Ha
HUCKHUTE 1034 aLIETUJICAIMIIM/IOBA KMCEJIMHA BbPXY TPOMOOLIMTHATA arperaius, Koraro ce
npUeMar eIHOBpeMEeHHO. Bbnpeku ye uMa HECUT'YPHOCT NMPH €KCTPanoJIMpaHeTo Ha Te3u




OT KJIMHHYHH CJIy4aH, HE MOXE /1a C€ U3KJIHOYH Bb3MOXKHOCTTA PEJIOBHHS, MPOABIDKHTENEH NPUEM
Ha ubyrnpodeH aa Hamalu KapAHONPOTEKTUBHUS ePeKT Ha HUCKH /1034 alleTHJICAJIMIIUIIOBA
KucesiMHa. He € Bb3MOXHO a ce HabJo1aBa KIMHMYHO 3HAa4YUM €()eKT NPH HepelOBHATA
ynorpebda Ha ubynpodeH (Bux 1.5.1).

- Hpyru HCIIBC, BKJIIOYMTEIHO CEIEKTHBHU HHXHOMTOPH HA LIMKJIOOKCHIeHa3a-2: Jla ce
u30srea eaAHoBpeMeHHaTa ynorpeba Ha ase i noseye HCIIBC, Tbii kaTo MOXe Aa ce NOBHUILLIH
pPUCKa OT HEXEJIaHW peaKkUHUH (BUXKTE TOUYKa 4.4).

[Ipn enHoBpeMeHHa ynoTpeba ekcnepuMeHTaIHM IaHHH NoKa3Bar, ye uoynpodeH Moxe na
HHXHOHUpa edeKTa Ha HUCKUTE 1034 alleTHJICAJIMLIMIIOBA KUCETMHA BbPXY TPOMOOILMTHATA
arperauus. Bonpeku ToBa orpaHMYeHHUATa HA T€3H JAHHH U HECUTYPHOCTTA MPH €KCTpanoJialus
Ha ex Vivo JaHHHW B KJIMHWYHATa NMpaKTHKa 03Ha4aBa, Y€ He MOrarT /1a Ce HarpaBsT KaTerOpHYHH
3aKJII04YEHHUS B CIy4YauTe Ha pelloBHa ynotpeda Ha ubynpodeH U He ce oyakBa BEpOSTEH
KJIMHUYHO 3Ha4uM edeKT Npu HepeaoBHa ynorpeda Ha nOynpodeHn (Bmx T. 5.1)

UoOynpodgen TpadBa aa ce H3N0J13Ba NpeAna3jiiBo B KOMOHHALIUA C:

- AnTukoarynanTi: HCIIBC 3acunBat eexkra Ha aHTHKOAryJaaHTH KaTto BapdapuH (BHXK
T.4.4).

- AHTHXHNEepTeH3UBHH JieKapcTBa (ACE nHXHOHTOpPH, AaHTATOHHCTH HA

anrnoTen3sun-II) u auypernuun: HCIIBC moxe na noHuwxar edekra Ha Te3Hu JIEKAPCTBEHU MPOAYKTH.

EnHoBpeMeHHOTO npuioxeHue Ha ACE WHXHOUTOPH HJIM aHTArOHUCTH HA @aHITHOTEH3UH-1I ¢
JIEKapCTBa, KOUTO MHXUOUPAT LUKJIOOKCUI€Ha3aTa MOXe J1a I0BeJle /10 JOITbJIHUTEIHO BJIOLLIABAHE Ha
ObOpeuHaTa QyHKUHSA, BKIIOYUTENHO OcTpa ObOpeyHa HeI0CTaTbUYHOCT, KOETO OOMKHOBEHO €
00OpaTUMO MMpPU HAKOHM NALMEHTH C KOMIIpoMETHpaHa ObOpeyHa QyHKUMS (AeXHApaTUPaHHU MU B
CTapyecka Bb3pacT ¢ yBpejeHa 0b0peuna ¢pyHkuus). CienoBarenHo koMOMHauuMsATa TpsbBa aa ce
npujara BHUMaTe/IHO, 0COOEHO NMpH MALMEHTH B CTapyecka Bb3pacT. B HayayioTo Ha KOMOMHHPAHOTO
JIEYEHHE, KAKTO U NEPHOAHYHO CJie]l TOBA NAaUMEHTHTE TPAOBA J1a Ca a/ICKBaTHO XUAPAaTUPAHHU H /1A ce
OOMHMCIJIH HEOOXOAHMOCTTA OT NpociieAsaBaHe Ha ObOpeunara ¢pyHkuus. Jluyperuuure Morar 1a
noBULLIAT pUcka oT HeppoTokcuuHocT Ha HCIIBC.

- Koprukocrepouau: [1oBUILIEH PUCK OT CTOMALLIHO-YPEBHH SI3BH U KPBBOU3JIMBH (BHX T.
4.4).

- AHTHATPEraHTH H CeJICKTHBHH HHXHOMTOPH Ha O0OpaTHOTO 3axBallaHe HA
ceporoHHHa (SSRI): EqHopemMenHara uMm ynorpeba Moxke a 3aCHjIM pUCKa OT CTOMAILIHO-
YpPEBHU KPbBOMU3JIUBH (BHXK T.4.4).

- Copaeunn raukosuan: HCIIBC Morar ga o0ocTpsAT chbpaeyHaTa HEAOCTaTbYHOCT, Aa
HaMaJIAT riioMepyJiHarta puiarpauus ¥ aa NOBULLIAT MJIA3MEHUTE HUBA HA TIMKO3UIUTE.

- JIuTHii: MMa 1aHHH 332 NOTEHLHAIHO YBEJIMYaBAHE Ha MJIa3MEHUTE HUBA HA JIMTHH.

- MeTtoTpekcaT: MiMa 1aHHH 3a NOTEHLIHAJIHO yBeJIMYaBaHe Ha MJa3MEeHUTEe HUBA Ha
METOTpEKCaT.

- HuxkiocnopuH: [1oBuLLEH pUCK OT HEPPOTOKCHYHOCT.

- Mudenpucron: HCIIBC He TpsbBa aa ce npuemar 10 8-12 nHu cien npuioKeHue Ha
mupenpucToH, Tl karo HCIIBC morat na HaMmanart epekra Ha MUQENPUCTOH.




- Takpoaumyc: Bb3MoxeH e nosuieH puck ot HepporokcuyHocT korato HCIIBC ce
[MPHITraT ¢ TAKPOJUMYC.

- 3upoByauH: [I0BUILIEH PUCK OT XEMATOJIOrHYHA TOKCUYHOCT MPH €IHOBPEMEHHO
neyenue ¢ HCIIBC u 3ua0ByauH. MMa n1aHHH 3a YBEJIHYEH PUCK OT XEeMapTpO3a U XEMaTOMH TPH
HIV(+) xeMopuauum npoBexaliy eIHOBPEMEHHO Jie4eHHe ¢ UOynpodeH ¥ 3U1I0BYIHH.

- XHHOJIOHOBH aHTHOMOTHIHM: JIaHHH OT NPOyYBaHHUS BbPXY XHUBOTHH MOKA3BAT, Y€
HCIIBC Morar aa noBWLLIAT pMCKa OT KOHBYJICHH, CBbP3aHU ¢ XHHOJIOHOBUTE aHTUHOUOTHLH.
[laumentu npuemay HCIIBC ¥ XMHOJIOHH c€a U37I0)KEHH HA MOBHUILIEH PUCK OT MOsBa Ha

KOHBYJICHH.
4.6 DepTHIHTET, OPEMEHHOCT H KbpPMEHe
bpemMeHHOCT:

MuxubupaHeTo Ha npocrarjaHaMHOBaTa CHHTE3a MOXE /1a NOBJIMse He0JaronpuaTHO OpeMEHHOCTTa
u/unu emObpHo-deTanHoTo pazBUTHE. JJaHHU OT ENUAEMHUONIOTHYHHU NPOYYBaHHUs MOKA3BaT MOBUILIEH PUCK
OT HEJJOM3HOCBAHE U CbPACYHH Ma(pOPMaLMK U raCTPOLUU3HUC clie]] ynoTpeba Ha HHXHOUTOPH Ha
MpocTarjaHJMHOBaTa CHHTE3a B paHHA OpEMEHHOCT. AOCOJIFOTHUAT PUCK OT CbpACYHH MalpOpMaLIHH €
OMJ1 NOBHUILEH OT NMO-MaJKO OT 1% 10 okos0 1.5%. CuuTa ce, ye pUCKBT C€ MOBUILIABA MPU BUCOKH J103H H
MPOABJDKMUTENIHO JieyeHUe. [Ipyu ONUTH C )KUBOTHH NPHUII0KEHHUETO HAa HHXHOUTOPHU HA
MpocTarjaHguHOBaTa CHHTE3a BOJAU /10 Npe- U NOCT-UMILIaHTALlHOHHA 3aryba u emOpuo-deraseH
neranuteT. OcBeH TOBa ce choOLaBa 3a MOBUIIEHA YECTOTa Ha BPOJAEHHTE MaJlpOpMaLIMH, BKIIOUHUTEIIHO
ChPACYHO-CBAOBH, IPH XUBOTHH MOJTYUYUJIM HHXHOUTOPH Ha MpocTarjiaHAMHOBaTa CHHTE3a [0 BpeMe Ha
OpraHoreHesara.

Ot 20-TaTa ceamuia ot OpeMeHHOCTTa HaTaThK ynotpebara Ha nbynpodeH Moxe 1a MPHYUHHU
OJIUFOXHAPAMHHUOH B pe3yraT Ha ObOpeyHa aAucyHKIUs Ha nioaa. ToBa MOXe J1a Ce CIIY4YH CKOpO clie]l
Ha4aJ0TO Ha JICYEHHUETO U OOMKHOBEHO € 0OpaTUMO MPH NMPEYCTAaHOBABAHETO MY. B onbiiHEHHE ce
CcbOOI11aBa 3a CJIy4al Ha KOHCTPUKLUS HA AYKTYC apTEPUO3YC CJie/l JIEYUEHUE BbB BTOPHS TPUMECTHD, KATO
MOBEYETO Ca pa3pelleHu clie] npeycraHoBsBaHeTo My. CnenoBaresiHo ubynpodeH He TpsabBa na ce
M3110J13Ba MPE3 NbPBUSA U BTOPHUA TPUMECTHP Ha OPEMEHHOCTTA, 0€3 U3pHYHA HEODX0AUMOCT. AKO
HOynpodeH ce U3IoJi3Ba OT KEHHU, KOUTO CE ONMMUTBAT J1a 3a0PEMEHENAT WJIH Npe3 MbPBUS U BTOPHUS
TPUMECTbP Ha OpEMEHHOCTTA, A03aTa TpAOBa Aa Obae MAKCUMAIHO HUCKA U MPOABb/DKUTEIHOCTTA Ha
JIe4eHHUE Bb3MOXKHO Hak-KkpaTka. HeoOxoaumo € na ce OOMHCIIM npeHaTaaHo HabJI0AeHHE 3a
OJIMFTOXUAPAMHUOH U KOHCTPUKILIUS HA IYKTYC apTepHO3YyC Clie]] u3jaraie Ha uoynpodgeH B NpoabIKEHHE
Ha HAKOJIKO JIHK oT 20-TaTta recTallioOHHa ceAMHLa HaTaTbK. JleueHneTo ¢ nbynpodeH TpsidbBa aa Obae
MPeyCTaHOBEHO NPHU HAJIMYME HA OJIMNOXMAPAMHHOH U KOHCTPUKLIHSA HA IYKTYC apTepUO3YC.

B MoCNECAHOTO TPUMECCYHE Ha GPEMEHHDCTTH BCHYKH HHXHBHTGPH Ha npocTtarjlaHuHOBATa CHHTC34d
MOraT Jaa H3J10XKAaT.

. [1nona Ha puck OT:

0 KapanoMuonatus (npexaeBpeMeHHa KOHCTPUKLIMs/3aTBapsiHe Ha deTanHua ductus
arteriosus 1 0esioapoOHa XUNepTeH3us);

0 bbrOpeuHa quchyHKUMSA, KOSTO MOXE J1a mporpecupa 10 0b0peyHa HEAOCTATBYHOCT C

OJIMFTOXHUJIPAMHHUOH( BHXKTE MO-rope).

. MaiikaTa ¥ HOBOPOJIEHOTO B Kpasi Ha OpEMEHHOCTTa Ha PUCK OT:

0 Bb3MOXHO yab/kaBaHEe Ha BpEMETO Ha KbPBEHE, aHTHArperaiTeH eekT, KOMTO MoXe Ja
ce HabJsioaBa JOPH B MHOTO HUCKH J103M;

0 [loTuckaHe Ha MATOYHUTE KOHTPAKLIMK W 3a0aBEHO WJIK YIB/DKEHO paXkaHe.

HOynpodeH € npoTHBONOKAa3aH Npe3 MocjeIHOTO TpUMEceYre Ha OpeMEHHOCTTA.




JIaKkTanHusa U KbpMeHe:
Crnopea AaHHHU OT OrpaHu4yeH Opoi npoyuyBaHusi UOynpodeH npeMHHaBa B MHOIO HUCKH
KOHLIEHTpalUuH B KkbpMmarta. He ca u3BecTHH HEONAronpuATHHU NMOCHEACTBUS 3a KbpMaveTara.

PepTHIIHTET:
MUMa U3BECTHU JAHHH, Y€ JIEKAPCTBATA, KOUTO HHXUOMPAT LIMKJIIO-
OKCHMI'€Ha3HaTa/MpoCcTarjaHJiMHOBa CHHTE3a MOXeE /1a NMPeAU3BHKAT YBpEXKJAaHe Ha HKEHCKHS
dbepTUIMTET Ype3 Bb3ACHCTBUE BLPXY OBYJlauuaTa. To3u edpekT e oOpaTuM ciie npekparsiBaHe Ha
nedyeHuero. 3a epexra Ha uOynpodeH BbpXy GepTHANTETA MPU KEHU BHXK T.4.4.

4.7 E¢exTH BbpXY c1ocO0HOCTTA 32 IopHpaHe H padoTa ¢ MALLIUHH

He ca ycraHoBeHH edekTH BbpPXY Te€3H CNOCOOHOCTH MpH ynorpeba B NMpenopbYBaHHUTE J103MPOBKA W
MPOABJDKUTETHOCT Ha JICYEHHE. .

4.8 HexeJi1aHH JieKAPCTBEHH peakiHH

CNHUCBHKBT HAa HEXEJIAaHH JIEKAPCTBEHU PEAaKLMH M0-40J1y C€ OTHACA 3a KPaTKOCpO4YHa ynortpeda Ha
uoynpogen B no3upoBka 3a OTC npoaykt (MakcumMym 1200 mg Ha aeH). JlonbIHUTENTHH HEXETaHH
peaKLUy Morar Ja ce HabJiroAaBarT Mpy AbJNOCPOYHO JICYEHUE HA XPOHUYHH ChCTOSHHSA.

Bb3MOXHUTE HEXEJIAaHHU JIEKAPCTBEHU PEAKLIMK, KOUTO C€ NposABsABAT NpH UOYIpodeH ca npeacTaBeHu no-
10J1y, PYNUPAHU 10 CACTEMA-OpPraH Kjac KjiacudukalusaTa U 4ecToTa.

Yecrorara ce onpenens kakto ciensa: MHoro yect (=1/10); Yectu (=1/100 no<1/10); HeuecTn
(>1/1,000 no <1/100); Peaxu (>1/10,000 no <1/1,000); MHuoro peaxu (<1/10,000); Hen3zpecTHa uectoTa
(OT HAJIMYHUTE JaHHU HE MOXe J1a Ob/ie HarpaBeHa oleHKa). B oTaenHuTe rpynu rno 4ecTora HeXejlaHUuTe
PEaKLMH Ca NPEeACTABEHHU B HU3XOMLL Pe/l CIIOPE/L CTENEHTA HA CEPHO3HOCT.

Haii-uecTuTe HEXelaHH JIEKapCTBEHU PEaKLIMM ca CTOMALLHO-4YPEeBHH HapylueHus. HexenaHuTe peakuuu
ca MpPeAUMHO 030-3aBUCHMH, M0 CMELUAIHO PUCKA OT CTOMAILIHO-YPEBHO KbPBEHE, KOWTO € 3aBUCHM OT
J1030BaTa rpaHMlia U MPOABLIKUTEIHOCTTA Ha JIEUEHHETO.

HexenaHuTe peakuMu ca no-peAKd nNpy MakCuMaliHa JHeBHa no3a a0 1200 mg.
KIMHUYHUTE U3C/ieABaHUS 10KA3BaT, Y€ ynorpedara Ha HOynpodeH BbB BUCOKH 103H (2400

mg/JIeH )MOXe [a C€ CBbPXKE C JIEKO YBEJIIMYEH PUCK OT apTEPHAIHO-TPOMOOTHYHH COUTUSA (Hanp.
MHUOKapJ€H HHPAPKT WJIKM UHHCYNT) (BHXK T.4.4).

Cucrema-oprat KJac YecToTa HexelaHH peakinHu
Hapymenus Ha kpbBTa U | MHOTIO HapyweHnus Ha xemonoe3ara (aHeMus,
nuMmpHaTa cuctema peaKH NIEBKOMNEHMS, TPOMOOLIUTONEHUS,

MaHUMTONEHUS, arpaHyJInuuTo3a).

[ITepBHUTE NpU3HALK ca TeMneparypa, O0JIKH B
IbPJIOTO, MOBBPXHOCTHH A3BH 10 YCTaTa,
rPUNONOA00OHH CUMIITOMH, CHJIHA OTIAJAHAJIOCT,
KPbBOH3JIMBH OT HOCA M 110 KOXKAaTa.

HapylueHus Ha umyHHara | Heuectu Peak1i1 Ha CBPbXYYBCTBHTENHOCT BKJIFOYBALIH '
CUCTEMA YPTHKApHS H NPYPHUTYC
MHoro TexKH peakiuy Ha CBPbX4YyBCTBHTEIHOCT.
penKH CuMniToOMHUTE BKJIFOYBAT OTOK Ha JIMLIETO, €3MKa
U JTApUHKCA, 331X, TAXHKAPJHUS, XONMOTEH3HA,
(aHa(HUNAKCHS, aHTHOEAEM HJIM TEXKBK LLIOK).




HeussectHa | IloBullieHa peakTUBHOCT Ha PECIUPATOPHHUS
TPAKT, OTHACHLL CE€ 10 aCTMA, BJIOLLIABaHE Ha
acTMa, OpOHXOCNAa3bM H 3a1yX.
Hapyuienuss Ha HepBHara | Heuectu ['naBobonue
cUcTeMa HeussecTHa | 3amMasHOCT
MHoro AcenTHYeH MEHHHTUT?
peAKH
HapyuieHus Ha | Heu3BecTtHa | YBpeneH ciyx
BbHILIHOTO yXO0 W
JJabMpHHTA
CbpaeyHHu HapyILIEHHUS HeussectHa | CbpaeyHa HEAOCTATBYHOCT U OTOLH
C CunapoM Ha Kounis
HEU3BECTHA
4yeCToTa
Cb10BH HapyLIEHHS HeussectHa | AprepHaiHa XHNIEPTOHHS
CromaliHo- ypeBHU | Heuectu KopemHa bosika, 1MCnencus U rajieHe
HapylUeHUs Penku Juapus, pnaryneHuus, KOHCTHNALUA U
MOBpbIIAHE
MHoro [lenTuuyHa A3Ba, nepdopanus Hin
peAKH raCTPOMHTECTHHAJIEH KPbBOU3JIUB, MEJICHA,
XeMareMesa, NoHsAKora (arajiHa, rno-CrneurajiHo
[pH MAaLMEHTH B HanpeaHalla Bb3pacT.
Yuepo3eH CTOMaTHUT, raCTpUT, 00OCTPsiHE Ha
KOJUT U Oonect Ha KpoH (Bux T.4.4).
Xenaro-OuauapHu MHoro YepHoapoOHO yBpexaaHe
Hapy LLIEHUS | pe/iku
HeusBectHa | Hapymena yepHoapoOHa QyHKIHs
Hapywienus Ha koxara ¥ | Heyectu Pa3u4yHH KOXHH OOpHBH
MOJAKOXHAaTa TbKaH MHoro Texku koxxHU Hexenanu peakuun (SCAR)
peaKH (BKJIOYHUTEJIHO epuTeMa MyaTudopme,
eKC(hOoJIMaTHBEH IEPMATHT, CHHJIPOM Ha
Stevens-Johnson U TOkCHYHa enuaepmaHa
HEKPOJIK3a)
i JlekapcTBeHa peakius ¢ €O3UMHOMUIIHUSA U
HEeu3BeCTHa | cUcTeMHH cUMNTOMH (DRESS cunapom)
4yecToTa OcTpa reHepajnu3upaHa eK3aHTEMaTo3Ha
nycryJio3a (AGEP)
Peakuuu Ha GOTOUYBCTBHTEIHOCT
Hapyienus Ha | MHoro OcTtpa 6b0peyHa HeAOCTaTbYHOCT, NManujiapHa
ObOpELUTE U MUKOYHHUTE | PEAKH HEKpOo3a, 0COOEHO NMPHU AbJroCpOYHa ynorpeoa,
TbTHILA CBbp3aHa C MOBHULIEHA CEPYMHA KOHLIEHTpaLU
Ha ypes U OTOLH.
HU3cnenBaHus MHuoro [loHMKeHHu HUBA Ha XeMOrJ100MHa.
peAKH

Onucanue HA H30paHH HeXeJIAHH pPeaKIHu
! JloknaiBaHUTE peakiMH Ha CBPbXYYBCTBHTEIHOCT NPH JieueHHe ¢ uoynpodeH ca clieIHUTE:
(a) HecneUMGUYHHU ANIEPrUYHH peaKliMK, CAMHHUYHHU Clly4Yau Ha aHaUIaKCHS;

(0) noBHllIEHA PEAKTHBHOCT HA PECNUPATOPHHUS TPAKT, KATO aCTMa M BJIOLIIABAHETO i,
OpOHXOCNa3bM, HIIHK 3ayX;




(B) pa3sHOBHM/IHH KOXXHH MPOSABH, BKIIOYHTENHO OOPUBH OT pa3/IMueH THUI, IPYPHUTYC, YPTHKAPHS,
Nyprypa, aHruoeJ1eMa U MHOro psaKko ekcosiHaTHBHU U OYJIO3HH JIEpMATO3H (BKJIIOYHTEIHO
TOKCHYHA enuepMaliHa HEKpOau3a, CHHAPOM Ha CTUBBbHC-J[DKOHCHH UM epuTeMa MyaTudopme).

2 [laTOreHeTHYHUAT MEXAHHW3bM Ha JIEKAPCTBO-UHAYLIMPAHUS ACENTHYEH MEHUHTUT HE € HAITbJIHO
H3sCHEH. Bbnpeku ToBa HaJIMYHUTE NaHHHU 3a cBbp3aHusa ¢ HCIIBC acenTtuyeH MEHUHIUT
HAaCOYBaT KbM peaKiUs Ha CBPbXUYYBCTBUTEHOCT (MOpaJAx CbBIa€HHUE M0 BpeMe C yrorpedara
Ha JIEKapCTBOTO M U34Y€3BaHE HA CUMIITOMUTE CJIe/l MPEKpaTaBaHe Ha JieueHueTo). TpsadBa na ce
oTOEe/IeXKH, Y€ ca Ha0/II04aBaHU €AMHUYHHU CUMIITOMH HA aCENTHYEH MEHUHIUT (KaTO BpaTHA
PUTHAHOCT, r1aBodoine, raJIeHe, NOBpPbIIAHE, TPECKA MJIM I€30PHEHTALIUs) 110 BpeMe Ha JIeYEHHUE
¢ uOynpodeH npu NauueHTH ¢ aBTOMMYHHH HApYLUEHHS (KaTO CHCTEMEH JIYIyC €EPUTEMATO3YC,
CMeceHa CheIMHUTEIHO-ThKaHHa O6onecr).

CooO111aBaHe Ha MOJI03UPAHA HEXKEJIAHHU JIEKAPCTBEHU PEAKIIUH

Cpo011aBaHeTO HA NOAO3UPAHUTE HEXEJIAHH JIEKAPCTBEHH PEAKIMH Clie/l pa3peluaBaHeTo 3a ynorpeda Ha
NIeKapCTBEHMS MPOAYKT € BaXXHO. ToBa N03B0J1sBa MPOABIDKUTEIHOTO HA0IOAEHUE HA CbOTHOLLIEHUETO
M0J13a/PUCK OT JIEKAPCTBEHHUS NMPOAYKT.

MeaMIMHCKUTE CeUMauCTH TpsibBa Aa cboOLIaBaT 3a MOJAO3UPAHUTE HEXKENIAHU JIEKAPCTBEHHU PeaKLIMu
no: U3nbJHHTEIHA areHIHS 110 JIeKaApCTBaTa

yi. ,,JlamsaH I pyeB* Ne 8

1303 Codus

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

4.9 IIpeno3upane

[Tornbuianero Ha noBeye oT 400 mg/kg oT aeua Moxe aa ce NpOosBH Ype3 pa3InyHU CUMITOMM. [Ipu
Bb3PAaCTHH pPEaKLUMTE MPH NPEeJO03HPAHE HE Ca TAKA U3PA3ECHH.

[lepuona Ha noJy-XMBOT NpH npeao3upane e 1.5 - 3 yaca.

CumnToMu Ha npeao3upane: [Ipy noBeyeTo NaUMEHTH, KOUTO €A NMOrbJHAIU 3HAYUTETHO OT KJIMHUYHA
rieaHa Touka koaryectso HCIIBC, npeno3upanero Moxe 11a ce NposiBH €IMHCTBEHO C rajieHe,
MOBPbILAHE, CbHIUWBOCT, eNuracrpajHa 00Jka Uiy No-paAKO JUapHus, HUCTArbM, HApYLUEHO 3PEHUE UJIH
3aryba Ha cb3HaHue. lllym B yuuute, rnmaBo0osive, CTOMaIHO-YPEBHO KbPBEHE ChLLO €a Bb3MOXHHU. [1pH
MO-CEPUO3HU OTPABSAHMUS, TOKCUYHOCTTA 3acCsira LeHTpajiHaTa HEPBHA CUCTEMA U Ce MPOsBSBa C BEPTHIO,
CBHJIMBOCT, B HAKOM CJTy4ad npeBb30y/1a U Ae30pUeHTalus Wik koMa. [loHsikora nauMeHTuTe pa3BuBaT
KOHBYJICUM. [Ipy cepro3HO OTpaBsHE MOXKE Ja HACTbNU MeTaboJMTHA allu03a. Bb3MOXHO € J1a ce NOsABH
XHNepKaJMeMHs U 1a Ce YIbJDKU NpoTpoMOKHOBOTO BpeMe/INR, BeposiTHO IbJDKALIO CE HA CMYILLIEHHUS Ha
NENCTBUETO HA LUPKYIMpaLIUTE ChCUpBaLlu ¢akTopu. Moxe 1a ce nosBaT octpa ObOpeyHa
HEAOCTATbYHOCT, XMMIOTOHHUS, MOTUCKAHE HA AULLAHETO W LIHAHO3a, YBPEXKJAHE HA YEPHUS AP00, KAKTO H
BJIOLLIABAHE HA acTMaTa MpyU aCTMaTHULIM.

TepaneBTHYHH MEPKH NPH npeao3upane: Jieuenuero TpsdBa aa 6bae CAMNTOMATHYHO U NMOAABPXKALLLO,
M BKJIFOYBA NMOJUIbp)KaHe Ha CBODO/IEH Bb3AyLIEH MbT H MOHUTOPHHT HA CbPJAEYHHUTE W HKHU3ZHEHHUTE
noKasaTeJii J10 cTabunusupaneTo uM. J1o e1MH 4ac cien npueM Ha NOTEHLUHATHO TOKCUYHO KOJIMYECTBO
TpsAOBa Na ce MMa B NPEABU] NEPOPAIHO MPHJIaraHe Ha aKTHBEH BbIJIEH. M CTOMAlllHA MIPOMHMBKA. AKO
nbynpodeH e Beue abcopbupan, ce npujaraT ajikajiHd BELIECTBA, 3a Ja NoA0OPAT EKCKpeLuusTa Ha
uOynpogeH KucelMHa B ypuHaTta. AKO € MHOIOKpaTHa MM NpOAb/DKMTENHA, KOHBYJICUSTA TpsAOBa Ja ce
TPETHpPa HHTPABEHO3HO C Ma3enaM WM jiopesanam. Jla ce npunarat O6pOHXOAMIATATOPH MPH acTMa.

> ®APMAKOJIOTHYHH CBOMCTBA




‘DﬂpMﬂKﬂTﬁpﬂﬂEBTH‘IHa rpyna: npoTuBOBB3MNAJIHTEIIHH U AHTUPEBMATHYHHU TPOAYKTH, HCCTCPOUAHH
MPOHU3BOJAHH HA IMPOIHOHOBATA KHCCJIHHA.

ATC Koa: MO1AE 01

5.1 ®apMaKkoJHHAMHYHH CBOHCTBA

HUoynpodeH € npon3BoHO HA NPONMOHOBAaHA KUCENUHA. [IpUTexaBa aHalreTH4eH,
NPOTHBOBB3MAJIMTENIEH U AHTUNTUPETHYEH eekT. TepaneBTHYHUAT epeKT Ha HOynpogeH Karo
HECTEPOMU/IEH NMPOTUBOBB3MNAIIUTEIIEH JIEKAPCTBEH NMPOAYKT € pe3yaTaT Ha MOTHCKAHE aKTHBHOCTTA Ha
npocTarjaHauHoBaTa cuHte3a. UoynpodeH obpatuMo HHXHOKMpa TPOMOOLIMTHATA arperawums.

ExcrniepyMeHTalHH J1aHHHU NOKa3BaT, 4e HOynpodeH MoKe KOHKYPEHTHO Ja MOTHCHE e(eKTa Ha HUCKUTE
JI03H alleTHJICAJIMLIKMJIOBA KMCEJIMHA BbPXY TPOMOOLIMTHATA arperalms, Korato ce npuJjarar
elHOBpeMeHHO. Hsakou dapMakoMHAMHYHH NPOYYBAaHMs MOKa3BaT, 4e, korato eiMHu4Ha 103a ot 400 mg
ubynpodeH, npuera 8 yaca npeau uiam 10 30 MUHYTH cael 81 mg aleTUICAIMLMIIOBA KUCEJIMHA C
He3abaBHO OCBOOOXK/1aBaHe € Ha0I0AaBaH NOHHXKEH €(PEKT Ha aLIETHIICAJIMLIHIIOBA KHCEIMHA BbPXY
oOpa3zyBaHETO HAa TPOMOOKCAH MJIM arperauusaTa Ha TPOMOOLMTUTE. BbhIpekH Y€ nMa HECUT'YPHOCT IPH
EKCTPanoJHPaHETO HAa T€3M JAHHU OT KJIMHHYHH CJlyyaH, HEe MOXe J1a Ob/1e U3KJIHOUE€HA Bb3MOXKHOCTTA, Y€
[pU peJOBHATA, NPOAb/DKUTENHA yroTpeba Ha uOynpodeH Moxe a HaMalld KapAHONPOTEKTUBHUSA €EKT
Ha HUCKH JI034 alleTHJICAJIMIIMIIOBA KUCe/MHA. He € Bb3MOXKHO Jja ce Habuo1aBa KJIMHUYHO 3HaYUM
edeKT npu HepeaoBHA ynotpeba Ha ubynpodeH (Bux T.4.5).

5.2 ®apMaKOKHHETHYHH CBOHCTBA
HypodeHn AKTHB CbhabpKa BKYCOBO MacKupaH uOynpogeH rpaHyJii, KOMIpecupaHy B TabJieTKa.
[TocTaBeHa Ha e3uka TabneTkara ce pa3rBaps 0bp30 U ce 0cBOOOXKAaBaT UOYNpodeH rpaHyure.
OcBoOOAEHUTE I'PaHYJIK MOraT Jia ce nperjibiuar 6e3 Boaa.
Hoynpoden ce pezopbupa 6bp30 OT racTpoUHTECTHHANIHUSA TpakT. UOynpodeHbT ce CBbp3Ba BbB BHCOK
MPOLEHT C Mia3sMeHuTe nporenHu. Hoynpoden ce qudysupa B CHHOBHAJIHATA TEYHOCT.
MakcuMaHH CepyMHH KOHLIEHTpalLuu ce Habmoaasar | yac v S0 MUHYTH cliell IPHUIIOKEHHETO MY.
Koraro ce npueMe ¢ XpaHa MaKCUMAJIHUTE CEPYMHH KOHLIEHTPALIMK MOraT [ia ce yabJDKar.
EnuMHHAIIMOHHMS NOJIYXKHBOT € OK0J10 2 yaca. Merabosi3upa ce B UepHus ApoO 10 1Ba HEAKTHBHH
MeTaboJIuTa U Te, 3aeIHO ¢ HENMpoMeHeHUss HOynpodeH, ce eKCKpeThpar npe3 ObOpeLrTe KaTo KOHIOraTH.
Exckpeuusita e Obp3a 4 mbJiHa.
He ca ycraHOBEHHM 3HAYHUTENIHU pa3jiiyuus BbB (PapMaKOKHHETHYHHSA NPOdHI NPH Bb3PaCTHH.
[Ipu orpaHuyeHu npoyysaHus HOynpogeH ce oTaenss B KbpMara B MHOrO HUCKH KOHLIEHTPALIHH.
5.3 [IpeAKNHHHYHH JaHHH 32 6€30MaCHOCT

Hsama npuioxeHH
6. OAPMALEBTHYHHA JAHHH

6.1 CnHcbK Ha IOMOIIHHTE BellecTBAa

Etunuenynosa, CWIMUMEB AMOKCHI, XHIIPOMENIO3a, MAHUTOJI, acrnapraMm, KapMelso3a HaTpHH,
CHJIMLIMEB JUOKCHJI, apomaT Ha JUMOH E9947900, marnesues creapar.




6.2 HecbBMECTHMOCTH

Henpunoxumo
6.3 Cpok Ha roaHoCT
3 roguHHU
6.4 CnenHa/iHH YCJIOBHAl HA CbXPaHEeHHe

Jla ce cbXxpaHsBa npu remneparypa noja 25°C.
6.5 Bua u chabpKaHHe HA ONAKOBKATA

[IepopasiHO aucneprupalliy ce TabjJeTK1 OrakoBaHH B CTy1€HO 00paboreHa OJiMcTepHa OMnakoBKa.
bnucrepun onakoBku, opmupanu ot 60 Fu PVC/45 pum anymuuui /25 pm nonuamup ca
TOMJIMHHO 3ane4araHu 10 20 Fm anyMuHHeBO PoHo.

Bceku 6nucTep coabpxka 6, 12 uinu 24 tablieTku, AUCIIEprupaliiy ce B ycra.

baucrepure ca onakoBaHW B KAPTOHEHA KYTHA.

He BCMukH onakoBKH 11€ ObAAT MpO/aBaHK Ha nasapa.

6.6 CnenHa/IHH Npeana3Hi MepPKH NPH H3XBbPJIsiHe

Hsma crneuManHu U3MCKBaHUA
T INMPUTEXATEJI HA PASPELHLIEHUETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.
48 lancu de Hunedoara Boulevard, Building Crystal Tower

1 1th Floor, District 1, Bucharest, PymbHus

8. HOMEP HA PABPELIEHHUETO 3A YIIOTPEBA
Per. Ne 20030694

9. JATA HA IIBPBO PA3PELIABAHE/MIOAHOBABAHE HA PA3SPELHIEHHUETO 3A
YIIOTPEBA
14.11.2003

10. JATA HA AKTYAJIM3ALIUS HA TEKCTA
HOoeMBpH, 2023




