KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA

1. HWME HA JIEKAPCTBEHUMS ITPOAYKT

OJTYPBUME MHUHT 8.75 mg npecoBaHu Tabnetku 3a ¢
FLURBIMED MINT 8.75 mg compressed lozenges

2. KAYECTBEH ¥ KOJIMMECTBEH CbCTAB

Bcaka npecoBana tadacTka 3a cMyyeHe cbabpka 8.75 mg

[ToMouHH BelecTBa ¢ u3BecTHO aekicrBue: Cbhabpxa copburtoa (377,25 mg B eqna Tabaerka).
3a mbJAHUA CIUCBK HA MOMOLIHUTE BELIECTBA, BHXKTC TOUKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

[Ipecosana TabaeTKA 32 CMYUCHE.
Kpbraum, Oeau 10 noutu O¢.1H. MPECOBAHH TaOJICTKU 32 CMVUCHE ¢ aMaMeTsp |3 mm.

4. K/IMHHUYHH JAHHU

4.1. TepaneBTHYHH NMOKAIAHHA

3a KpPATKOCPOUMHO CHMIMTOMATHYHO JICUCHHE Ha Bb3MajCHO M'bp;10 NPH Bb3PACTHH K Jcua Haa 12-
rOJIHLIHA Bb3PacT.

4.2. Ho3upoBKa H HAMHH HA NPHJIOKEHHE

HosupoBka

3a BB3pacTHHU U Acua HAA |2-rOoauLIHA BB3pacT.

Eana TabmeTka ce cMyuc/pasteaps OaBHO B ycTata Ha Bceku 3-6 yaca. Morar ga ¢e npuemar 1o 3
TabacTky 2a 24 yaca.

MpenopbyBa c€ NEKAPCTBEHHUAT MPOAVKT Ja C¢ VIIOTpedsiBa B NPOIBLIXKEHHE HA MAKCUMYM 3 JIHU.

cua
JleKapCTBCHHSAT NPOIYVKT HC CC MPENOpbYBa MpH acua rnoJa 12- roaumHa Be3pacT.

[lauHeHTH B CTAPYECKA Bb3PacT

Hc moxe Ja Opaar aaacHu obiy npenopbky 3a J03MPAHETO MOPATH OrPAHHUYCHHS KIMHHYCH OIHT.
HO TPs0Ba Ja ¢& UMa MPEABUA, UC NIPU TE3H NALMEHTH PHCKA OT NOABATA HA3 CCPHUO3HHM HEIKETAHU
PCAKLHH € MO~BUCOK.

[MaunenTH ¢ OLOpPCUHA HEAQCTATHEYHOCT

Hc ¢ HeoOxoanma KOPCKUHMS Ha 103aTa IPH MALIMEHTH C JIEKO 10 CPEIHO TEKKO HAPYLUCHHE Ha
6pOpeunaTa bvaxums. [Tpu nanueHT! ¢ TeKKO 6BOPCHHO VBpexKIane, pavpbunpodieH ¢
IPOTHBOMOKA3aH (BAK. TOUKa 4.3).

MauueHTH ¢ 4epHOIpoOHA HCAOCTATHMHOCT
He ¢ HCoBX0aMMa KOPCKLIMA HA A03aTa MPH NAUMCHTH C JICKO 0 CPEAHO TEHKKO @3 '
vBpexkaaHe. [1pu mauncHTH ¢ TEKKO YEPHOIAPOOHO HapyLICHHE, (urypOHIPOdO SYHOTMIONRKA:
(Bx#. TOUKa 4.3). , '*='~'i-:;i- BE L \ = 1




HauuH Ha npuaoKeHHe

3a KpaTKOCPOUHO OPOMYKO3HO NPHIOKEHHE.

KakTo npu BCHuku TabAETKH 3a CMYUCHE, 32 Ja ce u3berHe J10KanHo apasseHe. TabacTkara Tp:adbea aa
CC ABHXH B VCTATa JOKATO €€ pa3TBOPH HAIlbIHO.

Tpabsa Ja ce npueMa Hal-HUCKATa Bb3MOXKHA 1033, KOATO € HeoOx0auMa 3a 00.1CKYaBaHE Ha
CUMAOTOMHMTC. 3a Hal-KparbK NEpHO] OT BpeMe (BXK. ToUKa 4.4).

4.3. [lpoTuBONOKa3AHHA

’ CBPBXUYVBCTBUTCIHOCT KbM PvpOHNpOdEH UM KbM HAKOC OT MOMOLIHHTC BELUCCTBA,
H30pOCHH B Touka 6.1
. AHAMHCCTHUYHHM JAHHH 34 PEAKLMH HA CBPBXYYBCTBHTCIHOCT (Hamp. acTMa, OPOHXOCNA3bM,

PUHMT, AHTHOCICM, VPTUKAPHA) NIPH MPUEM HA AUCTHACATULIMIOBA KHCCITHHA WK ADYTH
HECTCPOUAHU npoTHBoBb3nanmurenud cpeactea (HCTIBC):

. AKTHBHA WM aHAMHCCTHYHH JAHHH 32 PEUMIMBBPALIA TICIITHYHA 513Ba/KPbBOU3IHB (ABa HIIH
NOBCYUC CMK304a HA A0KA3aHa YALCpallk) HIH YpPEBHA yiuepauus.
. AHAMHCCTHYHH JAHHH 34 TaCTPO-HHTSCTHHANHO KBPBCHE WM NCPQOpaLHs, TEXbK KOJIHT.,

KPBHBOM3IMB UJIH HAPYLICHUS XEMATOIIQE3ATa, CBBP3AHHM C NPUEM HA HCCTCPOUIHN
NPOTHBOBbIMATUTEIHU CPCACTBA.

. NocAeACH TPUMECTBD Ha OpeMeHHOCTTA (BXK. TOUKA 4.6).

. TEHKA CbPACHHA HCAOCTATHYHOCT, TEXKKO OBOpCHHO HIIH HCPHOAPOOHO YBPEKAAKE.

4.4. CneusaJHu npeaynpexaeHns H NpeANa3HHd MepKH NpH ynotpeba

IMosiBaTa Ha HEXCIAHH JICKAPCTBEHH PEAKLMM MOXE Ja ¢ CBEAC A0 MHHHMYM NPH H3MNOI3BaHE HA
Hal-HHCKaTa Bb3MOXKHA 1034 3Q HaH-KPATKUA Bb3MOXEH MEPHOA OT BPEME, 33 MOCTHIaHC Ha
aICKBATCH KOHTPO.,1 HA CHMIITOMHTE.

Il aluenmu 6 cmapyecka gnipacm

[Mpy Tc3M NAUMCHTH YECTOTAaTa HA MOSBA HA HEXKEIAHM PEAKLHH CIIPAMO HECTCPOHAHHTC
NPOTHBOBBIMNATATCIHH CPEICTBA € NO-TO/IIMA, 0CODCHO raCTpPO-HHTECTHHAIHO KbPBEHE H
ncpdopauus, KOUTO MOrat aa opaar v ¢ GataiacH H3Xoa.

,ﬂuxame.-’: HU HAPYIHERUA

IMpu nauncHTH, KOMTO CTPaJaT OT OPOHXHAIHA aCTMA UM ANEPrUuHO 3a00/19BaHE MM UMAT N8HHU 34
TakWBa 3a00/1MBaH1s B aHAMHC3aTa, € Bb3MOXKHO Ja ce mosiBH Oponxocnassm. [lpu Tesn naumenTtn
TaOACTKUTE 34 CMVUCHE. ChABPXKALIM havpounpodeH, TpadBa Aa €6 U3nOA3BaT € MOBHUICHO
BHHMAaHHC.

Apyeu HCIIBC

HeobxoauMo ¢ Jaa cc u30area ¢ JHoBpeMeHHara ynorpeda Ha TabneTky 3a CMYUCHC. ChAbPKALIH
davpounpoden ¢ apyvru HCTIBC. Bk, MKI00KCHreHAa3a-2-CENEKTHBHE HHXHOKWTOPH (BXK. TOUKa 4.3).

Cucmesen JLynyc epumeMamaosyc U CMeceHo CbeOUHUMETHO-MHKARRO 3a00.1R6aHE

[pu nauneHTUTE. CTpajJalid OT CHCTEMEH IVIIVC EPHTEMATO3VC U CMECEHO ChCAHHHTETHO-ThbKaHHO
3a00;19BAHC ¢ Bb3MOXKEH NOBHLIEH PUCK OT aCENTHYMCH MEHHHTHT (BX. Touka 4.8), obaue, Tean edpexru
OOHKHOBEHO HE CC Hab:I110,1aBaT MPH KPaTKOTparHa OrpaHHuCHA yIoTpeda Ha 1eKAPCTBEHH NPOIYKTH
kaTo TabICTKH 32 CMVUCHE. ChAbpxaLd (pavpOHTIpodeH.

CupaeuHo-cba0B0, 6b0peuno u wepHoapoOHO yBpexkaaHe

[Mpu ynorpebara Ha HCTIBC ca aoknansanu pazudHH MPOABH HA HEQPOTOKC
WUHTCPCTHLMAICH HCPHUT, HEPPOTHYIEH CHHAPOM H ObOPEUHA HEAOCTATHYHOCT




HCITBC moxe aa NpUYMHA A0303aBHCHMO MOHMKABAHE HA 00pa3yBaHETO HA APOCTArIaHAWH U
nocaeApana OsOpeyHa HEIOCTATEYHOCT. B Hal-roasaM pUCK OT TAKMBA PEAKLIMH €A NALUMCHTUTE C
vBpeacHa ObOpeuna QYHKLHA, CHPACUHO VBPEXKIAHe, 4epHOApOOHA AUCHyYHKUMS, IPHCMALIH
JAMYPETHLIM M MALIMEHTH B CTAPUSCKa BbapacT. To3u edext, odaue, 0bukHOBEHO HE ce HAb0 aBa MPH
KPaTKOCPOUHOTO, OTPAHHHEHO ITPUIOKEHUE HA JICKAPCTBEHH MPOJYKTH, KAKBATO Ca HAIIPHUMED
TabAETKUTE 38 CMYUCHE, ChabpKally GavpOunpodes.

CbpAeUHO-CbAOBH H MO3bYHO-CHA0BH €(PeKTH

[ToBuiicHO BHUMaHHE € HEOOX0AUMO MPEAH 3anO4BaHEe Ha JCYCHUEC NPH NALUHCHTH ¢ AHAMHCCTHYHHN
TAHHM 32 XHIEPTOHKS W/UIM ChPACUHA HEAOCTATHYHOCT, Thi Karo npu ynotpebara na HCTIBC e
HaOJII0AaBaHa 04183 HA 33APBXKKA HA VPUHA, OBHUINABAHE HA KPHBHOTO HATATAHE U CACM.

JlaHHHK OT KJIMHUAYHH M3MATBAHHA H CITHASMHOIOTHYHM JAHHH JABAT OCHOBAHUE Ja € NMPCAIOI0XKH,
ye ynorpebara va HCTIBC (no-cnieusanHo npy BUCOKH A03H U MPOALIKUTEHO MPUI0KEHHE) €
BB3MOJKHO Ja € acOLMKPA ¢ TEKO NOBULICH PHCK OT apTepyaiIly TpoMOOTHHHY CBOMTHS (HAIPUMED
MHOKapACH HHPapKT uau HHCYNT). YiMa orpasuyeHn JaHHM, KOUTO A3 M3KTIOYAT Hab/JIHO TAKBB PUCK
MpH npneu Ha TAONETKH 34 CMYUEHE, ChAbpKaM HOyMpodeH, Npu NPUEM B JHEBHA /1034 OT HE
oBeYe 0T S TabneTKy.

YUepHoapoOHu edrexkTH
Jleka a0 cpeaHo TexKKa YepHOApobHa auchyHkums (Bx. Touka 4.3 1 4.8).
LlenTpaaHa HepBHA cHcTEeMA

AHANreTHYHO rIaBOOOIHE - MPH NPOIB/LKHATEIHA yoTpeba Ha aHAITETHIH MK ITPU MPHEM Ha J03H
H3BBH NPENOPBLUYBAHUTE € BB3MOXKHO Ja ce HaOnoaaBa Takosa riasobonue, KOETo He Tpadsa aa ce
NEKYBA ¢ IOBUIUABAHE HA A03aTa HA JEKAPCTBCHHUA MPOAYKT.

[MacTpo-HHTECTHHAJHH e(eKTH

Heo6xoauMo € noBHimeHo BHMManue npy ynortpebara Ha HCIIBC npu nausienTd ¢ aHaMHECTHYHK
JAHHH 34 racTPO-HHTECTUHATHH 3abosaBanus (yLepaTUuBeH KOMHT, 0osaecT Ha Kpon), Thi kaTo ¢
B'b3MOKHO BJIOLIABAHE Ha Te3M 3a00asBaHud (BxK. To4Ka 4.8).

[acTpO-MHTCCTHHAIHO KBPBCHE, ViLCpauns uim nepdopanus, kouTo Ouxa MOTIH Aa 6baar u
daraihH, ca goxnaasany mpu ynotpedara va Bcnaku HCIIBC no Beako speMe Ha JI€YCHHETO, CbC
uiH Oe3 peaAyIPCAUTSIHA CHMIITTOMHE WM QHAMHE3a 34 MPEIULIHH CEPHO3HH racTPO-UHTCCTHHAIHH
3a00IIBAHMA.

PHCKDT OT racTpO-HHTCCTHHAIHO KBPBEHE, YILEPALIHA HITH NepgopaliHs, ¢€ YBE.IM4Yasa ¢ MOBHIIABAHC
Ha gosara Ha HCIIBC. npyn naumedTHTe ¢ QHAMHECTHYHM AAHHHM 32 A3Ba, OCOOEHO ChC CHITBTCTBALL
KPBBOM3INB WK nepdopauns (BK. To4uka 4.3), KAKTO U NP NMALHEHTH B CTapUYeCKa Bb3pacT. Tosu
epexT, o6aue, OOMKHOBEHO HE ¢C HAOMIOAaBa MPH KPaTKOCPOUHA, OrpaHH4YeHa yrnoTpeda Ha
NEKAPCTBCHH NPOAYKTH. KAKBHTO ca TabJIETKUTE 3a CMYYEHE, ChAbPXKAILH (HaypOUmpodeH.

FanMecHTHTE, IPH KOMTO MMa aHAMHECTHYHM AAHHHU 3a FaCTPO-HHTECTHHAIHA TOKCHYHOCT, OCOOEHO
TE3H B CTApUYECKa BB3pacT, TpsOBa ha ¢hoOLIaBaT Ha JCKYBalHA CH JEKap BCCKH HEOOHYAcH
CTOMALIEH CHMITTOM, OCOOEHO racTpO-HHTECTHHANHO KbpBeHE. [IoBHIICHO BHMMaHUE € HEOOXOAHMO
[MpPH l'laU,PICHTH KOHUTO IIpHEMAaT CAHOBPCMCHHO JCKAPCTBCHH IMPOAVKTH, KOHTO MOTrdT Ja IO

KaTo Hanpnuep BapGapHH. CEACKTHBHH HHXUOHTOPH HA OOPAaTHOTO 3aXBalllaHE Ha
AHTUTPOMOOTHHYHH CPEACTBA KATO ALECTUIICATHIMIOBE KHCEIUHA (BXK. TOUKA 4.3).

JeuenneTo ¢ GaypOunpoden TabneTky 3a CMydeHe TpA0Ba Ja €€ NPEKPATH PH 11
WITH VIILEPALIHA HA TacTPO-UHTCCTHHATHMA TPaKT.
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JdepmaronoruuHH ePexKTH

TeKH KOKHH PCAKLHH, HAKOH OT KOUTO (aTaHH, BKIHOYHUTEIHO EKCHOIUATHBEH JIEPMATHT,
c¢HHapoM Ha CTHBBHC-I[PKOHCBHH ¥ TOKCHYHA CIMIEPMATHA HEKPOIH3a, €a JOKIaABaHH MHOTO PsLAKO
BbB Bpbika ¢ npruem Ha HCTIBC (Bx. Touka 4.8). Ipu nbpBaTa nmosBa Ha KOXKEH OOPHB. MYKO3HH
J1€3MH WM APYTH NPOSBH HA CBPBXYVBCTBHTEIHOCT, ynioTpebara Ha daypbunpoden TabaeTku 3a
CMVUCHC TP40Ba Ja ¢ MPCKpaTH.

Hudexunu

Twii KaTO Ca J0K:1aIBaHH M30.IMPAHU C.IVYAH HA €K3auepOalia Ha BB3MAICHHE, CBbP3aHO ¢ HHPCKLMA
(HanpuMep pa3sBUTHE HA HCKPOTU3Mpall (PACLHMHT). IO BPEME HA yIOTpeda Ha 1eKapCcTBa OT Irpynara
Ha HCIIBC 3a cHCTCMHO NPUIOKCHHC, MALKCHTHTE TPAOBa Ja 06,1aT ChBETBAHH Ja ¢ oOpbLIaT
He3a0aBHO KBM JICKVBALMS CH JICKAP, aKO CC MOSBAT CHMIITOMH Ha DaxTepranHa HHOEKUHA HIH NPH
BIOLIABAHE Ha ChIUCCTBYBALIA CMMNTOMATHKA NpH viiotpeba Ha GaypOunpodeH TadIeTKH 3a
cmyueHe. Tpabea Ja cc OOMHCIH W CBCHTYQIHO HA3HAYABAHE HA AHTHOMOTHYHO JICUCHHE.

OJYPBEUME/ MHUHT cbavpxa 577,25 mg copOuron B eaHa npecoBaHa Tadyerka 3a CMyueHe.
TpaGsa 1a ce MMa NPCIBKA AIUTHUBHHUAT CPCKT HA CHI'BTCTBALIO MPUWIATAHH NMPOAYKTH, ChAbpPXKALIH
copbuTon (KA GPyKTO3a), KAKTO H XPAHUTCAHHMAT NMPHEM HA COPOHTON (MAH PpPYyKTO3a).
CbabprxkaHUCTO Ha COPOUTON B ICKAPCTBCHH MPOAVKTH 33 NEPOPATHO MPHUIOKEHUE MOXKE J1a NOBIHLC
OMOHATMUYHOCTTA HA APVIH NCPOPATHH ICKAPCTBCHH NPOJYKTH, KOUTO CE NMPUIIAraT CBIIbTCTBALLO.

4.5 BiaumoaeiicTBHe ¢ APYrH JIEKAPCTBEHH MPOAYKTH H APYrH GOpPMH HA BIAHMOJEHCTBHE

daypounpodeH He ce NpenopbLYBA A4 € MPHEMA B KOMOHHALHS ChC:

Hpveu HCIIBC, exi. yukiookcusenasa-2 Heobxoanmo ¢ aa ce u3barea ynorpedara Ha 2
ceaexmueH uHxubumopu. W14 noseue aekaperea or rpynara Ha HCIIBC,
TBH KaTO TOBA MOXE Ja VBEJIHWYH PHCKA OT
HEXETAHU PEAKUHH (0COOEHO OT CTpaHa Ha
racTpo-MHTCCTHHATHUSA TPAKT, KATO HaNnpUMeEp
13Ba WJIH KbPBCHE) (BK. TOUKA 4.4).

Ayemuacainuyiioea suceauna (nucka 0osa) OcBcH ako HE € IPEANHCAaHa HHCKa 1033
ALCTUICATHLMIOBA KKCEMTHHA (HE MOBCYUE OT

73 mg AHEBHO), ThH KATO MOXKE Ja VBE.IHYH PHCKA
OT HEXEIAHU peakiHH {BX. To4ka 4.4).

daypbunpoden Tpabsa aa ce H3NOA3BA ¢ NOBHILEHO BHHMAHHE B KOMOHHALIHA ChC!

Anmuroacyianmu HCTIBC moxe Ja 3aciisT ACHCTBHETO Ha
AHTUKOAry.,JAaHTHTE, KATO HATIpUMEp BaphapHH
(Bx. Touka 4.4).

Huxubumopu na mpoxboyumnama acpecayus [loBuUIIEH PUCK OT raCTPO-HHTECTHHATHH
VIILICPALIHH H.TH KbpBEHE (BX. TOUKA 4.4).

Anmuxunepmenzuena mepaniisi HCTIBC moxe aa HaManaT AeHCTBUETO Ha
(Ouvpemuyu, ACE unxubumopu, areuomensun - | AMYPETHLHUTE H APYTH AHTHXHNCPTCHHU3HH
H-anvmaconucmu) CPEACTBA H 1A 3aCHIAT HEPPOTOKCHYHOCTTA.

NMPUYUHCHA OT HHXHOUPAHETO Ha
LIMK/IOOKCHTE€HA3aTa, OCOOCHO MPH NALUCHTH C
KOMIpoMeTHpaHa OnOpeuHa pyHKuUA

Aarkoxo. B13MOXHO € MOBHIIABAHE HA PHCKA Q
epeKTH, OCOOCHO KBPBEHE B rac
MHTCCTUHATHHS TPAKT

Copoeynn 2auko3uon HCTIBC morke aa Baouwiar cb
ChpPAECUHA HEAOCTATBYHOCT, [
Ha rIOMEPYNHA (pHATpaALIkg U




M1A3MEHHTE HHBA HA INTMKO3U.JA — HEOOXOUM €
aJCKBATEH KOHTPO1, & MPH HEOOXOANMOCT U
aJanTHPaHEe Ha J03aTa

[urkrocnopui [TosuimeH pHCK OT HEPPOTOKCHUHOCT

RKopmurocmepouou Mooke 1a 3acuIaT PHCKA OT HEXKEIaHH pCaKiluH,
0co0EeHO racTpPO-HHTECTHHANHM (BXK. TO4kKa 4.3).

umutt BB3MOXKHO € Ja c€ MOBHLIAT CEPYMHMTE HHBA HA

JTUTHHA, HEODX0 UM € aICKBAaTCH KOHTPON, a NPH
HEOOXOIMMOCT W aJanTHPAHC Ha 103aTa

Memompexcam [MpuemsT Ha HCTIBC 10 24 uaca npeau umu ciaen
vnoTpcOa Ha METOTPEKCAT MOXKE 12 MOBHILIH
KOHLEHTPALHHKTE Ha MCTOTPEKCAT M J1a 3aCHIH
TOKCHUHHKTE €DECKTH

Muchenpucmon HCTIBC He Tpadsa 3a cc ynoTpeOsBar B
npoab.pkeHue Ha 8-12 aHu caea ynoTtpedara Ha
MH(ETIPUCTOH, TBH KaTO MOraT 1a HaMajar
HErOBOTO JECHCTBHE

lepopaint anmuduademusnu iexapemeda Cb0o0OI1IaBaHM €A CIVYAH HA NPOMCHEHH KPBhBHU
HHMBa Ha ITI0KO3aTa, NPenopbuBa C¢ AO-U4ECTO
H3CCBAHE

Denumonun BBb3MOXKHO € MOBUILIABAHC HA CEPYMHHUTC HHBA HA

heHUTOUH - HODOXOAHM € aJEKBATCH KOHTPOI, a
NpH HEOOXOAMMOCT M aJANITUPAHE HA X032TA

Kaxuni-coxpauseauju ouypemuyi EanospemenHa vnoTpeba MOxke Ja J0BEIEC A0
XUICPKATHEMHSA
[Ipobteneyuod, cyahunnupason [Ipoberenna u cvIPUHIHPAZOH-CHABPKAILM

JeKapCTBEHH NMPOAYKTH Morar ja 3adassaT
eKCkpeuuaTa Ha QavpdunpodeH

Anmubarmepuainu cpeocmea om Jpynama na JaHHH OT MPOVYBAHHA NPH KHBOTHH JaBaT
XUHOIOHUME OCHOBAHHE Ja CE NMPEANO/A0KH NOBULICH PHCK OT
KOHBV.ICHH, CBBP3aHH C NPHIATaHETO Ha
XHHOJJOHOBH aHTHOAKTCPHATHH CPEACTBA.

(erexmugnu uHXuUGUMOPU HA 0OpaMHOMO [ToBuIIEH PHUCK OT FaCTPO-UHTCCTHHATTHH
3axequiane Ha cepomoHuH VALCPaLHH HIH KbpBeHe (BX. Touka 4.4).
faxpomunye B13MOXHO ¢ NOBHLUABAHE HA PHCKA OT

He(PPOTOKCUUHOCT NPH SAHOBPEMEHEH IPHEM HA
HCTIBC ¢ Takpoaumyc

31008y OUH [loBumeH pHCK OT XEMATONOTHYHA TOKCHYHOCT
npu ¢aHospemeneH npuem Ha HCTIBC cie
3HI0BVIHH

Hsya npovuBaHHs 10 MOMEHTA BBPXY JICKAPCTBEHHTE B3AHMOICHCTBHA Mexay ¢y pOunpodeH u
TOI0VTAMM MM AHTHAUMAM.

4.6 DeprTHaHTET, OPEMEHHOCT H KBpMEHE
bpemeHHOCT

Bb3MOKHO € HHXUOHMPAHETO Ha MPOCTArIAHIMHOBATA CHHTE3a 1A MOBAMAE HCOIaronpusITHO
OpcMCHHOCTTA W/un eMOpro/PeraaHoTo passuTHe. JaHHHTE OT CNHASMHONOTHYHH NPOY UBAHMSA
MOKa3BAT VBEIMYCH PUCK OT MOMSATAHC WM ChPACUHH MaT(OpMaLUH U FaCTPOCXHUIHUC CIIE;
viiotpefaTa Ha HHXHONUTOP HA NPOCTArIaHIMHOBATA CUHTE3a B PAHHA OPEMCHHOCT.
NOBHLIABA MPH VBECIMUABAHC HA J03aTa U NPOIbL.DKUTEIIHOCTTA HA JICHCHHE.
davpounpodeH He TpaOBa 1a ¢¢ M3MO:13Ba NPE3 IIbPBHA H BTOPUS TPUMECTDBP O
OCBCH QKO HC € KaTCropHYHO HEOoOX0aruMO. B ¢TyuaH, ye ce H3Moa3Ba OT KCHH.
3a0pEMCHEAT, KAKTO M Mpe3 TLPBH U BTOPH TPHMECTBP OT OpEeMEHHOCTTA, Tpad
J103ata Ja Obae B3MOKHO HAH-HHCKA W NPOIb.KATEIHOCTTA HA JICHCHHE Hal-
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[To BpeMe Ha TPCTH TPUMECTBP HA OpeMeHHOCTTA, vrioTpebara Ha ¢aypOunpodeH ¢
MPOTHBOMOKA3aHA. Tbil KATO BCHYKH HHXHOHTOPH HA MPOCTArIaHAHHOBATA CHHTE3a MOrar Ja U3/10Xkart
Ha PUCK:
® 1110]3a OT Kap.IHO-NYV.IMOHATHA TOKCHMHOCT (C MPEeXICBPCMEHHO 3aTBapsaHe Ha ductus
arteriosus M my,IMOHATHA XUnCpTOHHA). &pOpeuHa AUCHVHKLHA, KOSTO MOKE Ja NMporpecHpa
10 OBOPEYHA HEIOCTATBYHOCT ¢ O.TMIOXHAPAMHHOH.
e MaMKaTa ¥ HOBOPOACHOTO. B Kpas Ha OPEMEHHOCTTA, OT BB3MOXKHO V.IB/DKABAHE HA BPEMETO
Ha KbPBCHC WM NOTHCKAHE HA MAaTOUHHTE KOHTPAKLIMY, KOETO Ja A0BEAC A0 3adaBsaHe WU
v, Ib.IKaBaHC HA PaXXJAHCTO.

Knpmene

dnypOunpodeH cc SKCKPEeTHPA B KbPMaTa B MHOTO HUCKH KOHLEHTPALIUKM, KOMTO € MAlTKO BEPOATHO
13 OKKAT HAKAKBO HEOnaronpuATHO Bb3ACHCTBHE BrPXY KbpMaueTo. (J0aue, ¢ ornel Bh3MOXKHHATE
Hexeaanu cexrr Ha HCTIBC Bbpxy xppmadeTara, MpUIOKESHHETO HA JEKAPCTBCHUS MPOAYKT HE CC
NpCnopBbUBA NPU MAHKH, KOHTO KbPMAT.

PepTHanTeT

Mma 3aHHU, u¢ ICKAPCTBEHU NMPOIVKTH, KOUTO NOTHCKAT LMKIOOKCHICHA3HATa / MPOCTarjaaHAHHOBA
CHHTE3a. MOTaT J1a NOBIHAAT He01aronpraTHO QCPTUIKTETA MOCPECACTBOM Bb3ACHCTBHE BBPXY
oBvi1auusaTa. Tosu edext ¢ oOpaTiM NpH MPEVCTAHOBABAHE HA JICUEHHETO.

4.7 EdexTH BbpXy cnocofHocTra 32 wogupane H padbora ¢ MAILHHH
Hec ca npoBcxkaaHu npoyuBaHus 3a ekt BbpXY cnocoOHOCTTa 3a modHpaHe U paboTa ¢ MaLHHM.
4.8. Hexenann JeKapCTBEHH PEAKIIHH

Crofuasanu ca peakunt Ha cBpbXxuyBcTBHTCIHOCT kbM HCTIBC. kouTo Morar aa ce chCToaT OT:

(a) HecncuudUUHH ATCPTHYHE PEAKLWH H AHAPUIAKCHS !

(0) nOBMUICHA PCAKTHMBHOCT Ha AWXATCIHATA CUCTEMA, KATO ACTMA, BJACIIABAHC HA aCTMA,
BPOHXOCMAZBbM, JHCTIHES,

(B) pa3nWMHM KOXHHU peakidy, Halp. MPYPUTVC, VPTHKapHs, aHTHOCACM H NMO-PAIKO
ckc(ONHATUBHH U OVIO3HH ACPMATO3H (BITIOUHTCTHO NHACPMATHA HEKPOJIH3A H
MVITH(HOPMCHA CpUTEMA).

HUsnonssaxa e caeaHaTa KOHBCHLHA 34 KNacHPHUMpPaHE HA HEXCTAHUTE NEKapPCTBCHH PCAKLIMH B
3aBUCHMOCT OT HCCTOTATA:

. Yeeru: >1/100 20 <1/10:

. Heuectu: >1/1 000 a0 <1/100:

. Pcaku: >1/10 000 a0 <1/1 000:;

. MHuoro peaku: <1/10 000:

. C HeHM3BeCTHA 4CCTOTA: OT HATUYHHTE JAHHH HE MOXC Ja ObJ¢ HanpaseHa OLICHKA.

CruCBKDBT C Bb3MOXKHH HEXKEIAHH JISKAPCTBECHU PCAKLIHH 10-30/1V CE OTHACA 3a vroTpeba Ha
daypOunpodeH. B NpenopbY4aHUTE JO3H U MPOIB/DKHTCIIHOCT HA JICUCHHE 34 MPOAYKT O€3 1eKapeKo
MpEANHCAHNC:

Hapyuienns Ha KpbBTA H JHMQHATA CHCTEMA
C HCH3BCCTHA HECTOTR AHeMus, TPOMOOLIUTONCHHUSA

Hapywienusa Ha HMYHHATA CHCTEMA
Peaku AHapuIaKTHYHH PCAKLIMH

{IcHXHYHH HApYLUEHHSA
Heuectn bescbHue
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Cbpaeutio-CbAOBH H MO3b4YHO-ChAOBH HAPYLICHHS
C HeusBecTHa 4eCToTa EaeM, XHIIEPTOHHA, ChPACYHA HEIOCTATHUHOCT

Hapyienus Ha HepBHATA CHCTEMA
YecTn CBeTOBBPTEK, INIABOOOAHE U NAPECTEIUL
Heuectu CBHIUBOCT

PecnupaTOpHH, TPBbAHH H MEAHACTHHAIHH HAPYLIEHHHA

Yectr HpazHeHe B rppaoTo

Heuectu BrowasaHe Ha acTMa H OPOHXOCHA3bM, JHCITHES, CBUPKALIO
JMUIaHe, OpodapHHTCATHH MeXypH, QAPUHICanHa XHIOCCTCIHA

CroMauiHO-MpeBHH HAPYILEHHA

Yeetu Iuapusi, 1384 B yCTaTa, rajcHe, 00JKa WK JUCKOM(OPT (4yBCTBO
Ha 3aTOIUIAHE WM MU3TPBIBAHE) B YCTATA, MAPECTE3HA,
opodapuHreanHa Oonka

Heuectu IMonysane unu 6ONKa B KOPEMa, 3aneK, CyX0Ta B yCTara,
JUCTIETICUSA, METEOPH3BM, TNIOCOIHHHMS, AUCTEY3U, OpATHA
JUcecTe3nd, NOBPBIIAHE

XenaroOUAHAPHH HAPYLUEHHS
 HEU3BECTHA YCCTOTA Xenarur

HapyueHusi HA KOKATA W NOAKO0KHATA ThKAH

Peaku Texkn obpuBH, CHPOSK

C HEH3BECTHA YECTOTA Texxu QOPMH HA KOXKHH PCAKLIMH KATO OyO3HM PEAKLHH, BKII.
cuHapoM Ha CtuebHC-JPKOHCHH M TOKCHYHA ENHAEPMATHA
HCKPOJINU3a

O6wn sapyLeHHs U eheKTH HA MACTOTO HA MPHJIOIKEHHE
Heuectu ITupekcus, bonka

CpobijaBane Ha HOJO3HPAHY HEXCJIAHH PEAKLIMU

CbOOLIABAHETO Ha MOJO3HPAHN HEKEIAHHM PEAKLIHHU Clel pa3pellaBate 3a ynoTpeda Ha JeKapCTBeHUA
NpoAyKT € BakHO. Tosa Mo3B0oMABa Ja MPOALIKH HAGTIOJEHHETO HA ChOTHOLICHHUETO MO38/PHCK 32
neKapeTBeHUA OpoaykT. OT MEAHLMHCKATE CIIELIMAIHCTH CE M3MCKBA A3 ¢hoO1IaBar BCAKA
MOOO3HpPaHa HEXKEIAaHA PEAKIINA YPEes:

MzmpaHuTEe 1THA ar¢HLus o JeKapcTsara
vi. . Jdaman Tpyes™ Ne®
1303 Codus

Ten.: 435928903417
vedcanT: www.bda.bg

4.9. Ilpenosupane
CuMnroMu

OOHKHOBEHO, NMPHK NOBCUETO MALMEHTH, TPHEIH 3HAYUTEIHU OT KITHHUYHA IJIEAHA TOUKA KOJHYECTBA
HCTIBC, HexenaHHuTe peaklii, KOUTO CE& NPOABABAT Ca IJIABHO MOSBA HA raacHe, HOBp‘blﬂﬂHB

maBo60Jme M TacTPO-UHTCCTHHAIHO K'preHe l'lpn MO-CEPHO3HO OTPABAHE C
nadmoaasa LIHC TokCHYHOCT, MposBABama C€ ChHIUBOCT, IIOHAKOTA NPEBB30
BIDKJAHE U Ae30pueHTalisa uid koMa. [ToHskora Morar aa ce pa3BHAT H KOHB
[Tpu texxu orpassrus ¢ HCIIBC moxe 1a ce HabmrozaBa MeTabOIMTHA auuid
npoTpomOuHOBOTO Bpeme/INR, BepoaTHO nopaau MOBIHABAHE HA (PAKTOPUTE



Bb:3MOXHa ¢ MOABaTa Ha ocTpa ObOpeUHa HEAOCTATBYHOCT H YEPHOIPOOHO YBPCHKIAHE, KAKTO H
BJIOLIABAHC HA aCTMA IPH ACTMATHLIH.

TepaneBTHYHH MCPKH
JIcucHueTo TpaOBa aa Obac CHMMTOMATHYHO H CIIOMArarTe;1HO. M 1A BK.IIOYBA NOAIbPKAHE HA

CBOOOJCH BB3IVIUICH MBT U MPOCICIABAHE HA ChP,ICYHHTE H XKU3HCHHTE MOKA3ATCIH 10
cTabHIH3KHpaHeTO UM, TpaOBa Ja ce HMa NPEABHI €BEHTYAICH NCPOPATICH NMPHUCM HA AKTHBCH BBITICH
M.IM CTOMALIHA MPOMHMBKA. H aKO € He00X0AMMO KOPEKLHS HA CEPYMHHTES CICKTPOIHTH, aKO
MaLUHUCHTHT OBIC JICKVEAH 10 | yac OT NOrabliaHeTo Ha MOTCHUHATHO TOKCHYHHM KOJIHYECTBA.
KOHBVACHHUTC, KOTATO €A YCCTH WM MPOIb.DKUTEIHH, TPAOBa Ja CC JIEKYBaT ¢ HHTPaBCHO3CH
auazenaM uaw Jopasenam. [pu actva ce npuiarar Gponxoaunararopd. Hama cneumduyeH aHTMAOT
Ha paypbunpodeH.

5. ®APMAKOJOIH4HHU CBONCTBA

5.1 @®apmMakoaMHAMMYHH CBOHCTBA

dapyMakoTCpaneBTHUHA TPYIA: JCKAPCTBA 32 I'bPJIO, APYTH JIEKapCTBA 33 MbplIo.
ATC koa: RO2AXO01

McxaHHu3bM HA JCHCTBHE

davpounpoden ¢ HCIBC, npou3eoiHO KA MPONHOHOBATA KHCENHMHA, KOECTO ICHCTBA NOCPCACTBOM
MHXHOHpaHe Ha npocTariasidHoBarta cuHTesa. [Ipu xopa. ¢ayvpbunpoden nposaBaBa MOLHH
AHAITCTHYHH, AHTHNIUPETHYHH W ITPOTHBOBB3NATHTEIHH CBOMCTBA.

Cnopea aasHu ot npovysanud, Gavpdunpoden ¢ cmecen COX-1/COX-2 uuxubuTOp C H3BCCTHA
cesrekTuBHOCT KbM COX-2.

[NpcakIMHUYHKUTC NpoyuBaHus nokassar, ue R (-) eHanTHoMepa Ha GaypOunpodeH 1 CBBp3aHUTE
HCIBC aciictear sepxy LIHC: npeanonaracMusaT MexaHH3bM ¢ 4pe3 HHXHOMPAHE HA HHIYLHPaHa
COX-2 Ha HHBO rpHLOHAUCH MOJBK.

MdapmMakoIHiHAMHYHH cEeKTH

JlexapcTeeHuaT npody kT nox Gopmara Ha TabreTka 3a CMyHEHE, €€ pasTBaps B ycrara 3a 3-12
MHHYTH H OCHUTYPSBA U3MEPUM YCTIOKOSBAII U MOKpUBAIL €hEeKT HA 2-paTa MHUHYTA.

EanokparHa a03a or 8,75 mg daypOunpoden, npueta opoMyko3HO noa dopmara Ha TableTKa 33
CMVUCHE. NOKA3Ba 00EKYaBaHE HAa CUMITTOMHUTE HA BB3NAJICHO T'bPJIO0, YPE3 3HAYHTCITHO NMOHHKABAHE
(LS mcan diffcrence) Ha MHTEH3HMTETA HA Bh3NANCHUECTO HA 22-paTa MHHYTA (-3.5 mm), JOCTHraimo
MakcHMyM Ha 70-tata MunyvTa (-13.7 mm) # npoabokasaio 10 240 muayTH (-3.5 mm).
BKIIOUMTCTHO MALMCHTH CbC CTPENTOKOKOBH M HE-CTPENTOKOKOBH UHPEKLHH, 00/1€KUaBaHE HA
TPV.IHO MPCr.ThIIAHC c¢ HabIoaaBa ot 20-Tata MuHyTa (6.7 mm), JocTura MakcMMyM Ha | 10-rata
vnHvTa (-13.9 mm) u npoasxasa 10 240 MuHyvTH (3,5 mm): 061¢KUaBAHC HA CHMITOMHTE Ha

1oV BaHC Ha MbP.I0TO c¢ Hab1103aBa Ha 60-tata MHHYTA (-9.9 mm), JocTHra MakcumyM Ha 120-rara
MHHVTA {-1 1.4 mm) 1 npoar.xaea 10 210 munyTH (-3.1 mm).

E¢uKacHOCTTa HA MPUEMA HA MHOTOKPATHH J03H Cied 24 4aca ¥ B NPOABL.DKCHUC HA 3 JHU ChINO ©
noTBBPICHA MNMPH K THHHYHH HU3NHTBAHHA.

[Mpy nauMCcHTH, NPUEMAILH AHTHOMOTHLIM 32 ICYCHUE HA CTPENITOKOKOBA HHEKUUS, ¢ H
CTATHCTUMECKH 3HAUHMO MO-TOIAMO ODJICKYABAHE HA MHTEH3HUTETA Ha DONIKaTa npH
npu npucM Ha 8,75 mg daypbunpoden oT 7-MHs yac caea NpUeMa Ha aHTHOUOTH
aciicteme Ha 8,75 mg pavpOunpodeH He ce MOHHXKABA OT NPHEMA HA AHTUOUOTH
MAIMCHTH C Bb3NAJCHO ThPJI0 B PE3VJITAT Ha CTPENTOKOKOBA HH(CKLMAL.




5.2 ®dapmMaKOKHHETHYHH CBOHCTBA

Abcopbunst

daypbunpoden 8,75 mg tabnetka 3a cMydeHe ¢ pe3opbupa 65p30, OTKPHBA €€ B KPBBTA HA 3-TaTa
MHMHYTA, MAKCHMAJTHH IJIA3MEHH KOHUEHTpalMH ¢ Habmoaasat 30-40 MHH Cied NPHAOKCHHC,
JOCTHTAT €C NO-ObP30 OT TE3HM C.ICA NMPUCM Ha CKBUBAJICHTHA 1032 B TabneTHa popMa 33 NEpOpaIHO
IPHIOWCHHC,

PasnpeacIcHuUC
G avpbunpodeH ce paznpeaens 6pp3o B TAIOTO M €€ CBbP3Ba B 3HAYMTEIHA CTCICH € MIA3MCHHUTS

NPOTCHHH.

buoTpancopmauus/ EnrnmuHupaHe

®1vpbunpodes ce MeTaboIH3Hpa IV1aBHO Upe3 XHAPOKCHIMPAHE H €& EKCKpeTHpa ype3 OnOpeunte.
BpeMeTo My Ha NOTYKUBOT € OT 3 10 6 yaca. B kbpMaTa € €KCKpPETHPA B MHOTO MAaIKH KOJTHYECTBA
(noa 0,03 pg/ml). MpubGnusurenno 20-25% ot nepopaino nmpueTaTta A03a Gaypbunpoden ce
EKCKPETHPA HCMPOMCHEHA.

CneuranHy rpynu

He ca JokaaaBanH pasiduksi BbB PAPMAKOKHMHETHYHHTC NAPaMETPH MEXKAY JOOPOBOILH B CTapyecka
BB3PAcT U M0-MIJH Bb3PACTHU HHAHBHIM CI1¢ NEPOPATHO NMPHIOKEHUE Ha (avpdunpoden
TabaeTky. Hava Hanunu dapMakoKMHETHYHH JAHHH OT NPHIOKeHHE Ha ¢uiyvpOunpoden 8.75 mg
npu Acua noa k2 roanHun, obaue, NPUIOKCHHETO Ha GurypOunpodeH CHPON H CYTTO3MTOPHHHE
MOKA3BaT 3HAYHUMM PA3THYUS BbB (apMaKOKHHCTUHHUTE MapaMeTpH, B CPABHCHHE C BH3PACTHU
MALUHCHTH.

5.3 IlpeakauHHYHH AaHHH 3a Oe3onacHOCT
Hama penacBaHTHYM NpeIKIHHUYHKA JAHHH, KOHTO Ja JOMbABAT MHGOPMALIMATA, NPEICTABCHA B APYTH

pasaenu.

6. ©APMALUEBTHYHU JAHHH

6.1 Cnucbk HA NOMOLIHHTE BeLLEeCTBA
CopOuroa

XHUAPOKCHTIPOTIH.ILICIVIO3A

ApoMar Ha MCHTa

Tax

KoouaeH O¢3B0OaEH CHIIHLIMEB AHOKCH

Marsesues cTeapar
Cyvkpaio3a

6.2 HecnBMecTHMOCTH
He ca u3BccTHH,

6.3 Cpok Ha roaHocT
2 TOJHHH.

6.4 CneuuHanHy yCJ1OBHS HA CbXPAHEHHE

To3u nekapCTBEH NMPOAYKT HE U3HCKBA CIIEUMAIHK TEMIICPATYPHHU Y CIIOBH
Jla ce chbxpaHsABa B OpUrHHANHATA OMNAKOBKa, 3a Aa ce Mpeanast oT CBETIH

Y



6.5 BHAOH CbabpKaHHE HA OMMAKOBKATA

baucrep ot PVC/PVDC/Al-doano.
Mo 10 npecoBanu TabaeTKH 3a CMYUCHE B OaMcTep, no 2 OucTepa B KYTHS.
6.6 CneuHajqHH Npeanalny MepKH NPH HIXBbPJIAHE H paboTa

Hc ca »3eecTHM.

7. NPUTEXATEJI HA PASPELHEHUETO 3A YIIOTPEDBA

XUMAKC ®APMA EOO/

v, Topuua Ne 8A, 1618 Codus, brarapus

Tca.: 02 856 31 43

umeiia: officer:checmaxpharma.com

8. HOMEP HA PA3BPELUIEHHUETO 3A YIIOTPEBA

Per. Ne 20200128

9, JIATA HA ITBPBO PA3PEILIABAHE/INIOJHOBSABAHE HA PAZPELLIEHHUETO 3A
YIIOTPEBA

Jlata sHa nmbpBo paspewasane: 29.07.2020
JlaTta Ha NOC.ICIHO NTOIHOBABAHC:

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

Oxromepu 2024 r.
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