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Beska Tabnetka 3a cMyueHe chabpxa duypbunpoden (flurbiprofen) 8,75 mg = et

[ToMOLIHHK BELIECTBA C H3BECTHO ACHCTBHE 3a €AHA TalbneTKa 3a CMYdCHE:

Hiomanmiiion: 2033 mg

Mamruton: 509 mg

Apomar, ceabpikauy anepredd (Iloproxanosa ecennna cbaspika LHurpan, Lutporenon, d-JIrMoHeH,
["'epaumnon u Jluuanoon)

3a TEJIHHA CIIHCHK HA TIOMOLIHUTE BEIIECTRBA, BHXKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe
bana no 6nen0 xwirTa, Kpbria TabneTka 3a CMy4€He C rpaBHPAHO JIOro OT JBETE CTPAHHM.

4, KJIMHAYHHA TAHHHU
4.1 TepaneBTHYHH NOKAZAHHY

Onypdounpoden 8,75 mg Tabierku 3a cMydeHe € MMOKa3aH 3a KPaTKOCPOYHO CHMIITOMATHUHO JIeYEeHHE TIpH
334E€PBEHO U OOJIE3HEHO BBL3NaJIeHO rbPJo NPH Bb3PACTHH U Jiella Ha M HaAa 12 roaMHHu.

4.2 J03HpOBKA H HAYHH HA NIPHIIGKEHHE

J103BpOBKA

HexenaHnre peakipiy Morat aa ObIar ceefieHd 10 MHHMMYM 4pe3 yrorpeba Ha Hali-HMcKaTa e(peKTHBHA
1032 32 Bb3MOKHO Hal-KpaTko BpeMe, HeoOX0AMMO 33 OBNaAABaHE Ha CUMIITOMMTE (BK. TouKa 4.4).
[TpoALIKUTEAHOCTTA HA ICYEHUETO He TPAOBA 2 NpeBUINABa 3 JHH.

Buvspacmuu:

INpenopbuurennara mosa € 8,75 mg ¢nypbunpoden (enHa tabnerka 3a cmyuene Crpencuinc HHTEH3HB
Iloprokan 6e3 3axap 8,75 mg) npe3 3-6 yaca cnopea TEXKecTTa Ha CUMITTOMMTE; MAKCHMAJIHATa 1034 € 43,75
mg ¢aypbunpoden (5 Tabnerku 3a cmyuene Crpencunc Hurensus [loprokan 6e3 3axap 8,75 mg) 3a 24
Jaca.

Heouampuuna nonyarayus
Heya nao 12 2o0unu: Kaxro npH Bb3pacTHU HO-TOpeE.

Meya noo 12 2o0unu:
Crpencunc Murensus [loprokan 6e3 zaxap 8,75 mg He e noka3aH 3a aeua nox 12 rops
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IHayuenmu e cmapuecka gv3pacm:
He moke na Obae naneHa npenopbka 3a ofwarta no3a, NMOpagl OrPaHHYMEHHMS KJIMHMYEH OIMHT KbM

HaCTOALHA MOMEHT. [JaMEHTHTE B CTapuecka BBL3PACT €a ¢ NOBHIIEH PHCK OT CEPHO3HM MOCNEACTBHA OT
HEKEJIAHHTE peaklHM (BxK. Touka 4.4),

Heprnoopobna nedocmanrvunocm:
[1pH DALMEHTH ¢ JIEKO 10 YMEPEHO HApYIEHHE HA YepHOApobHaTa QyHKUMA He € HeoOX0HMO MOHMKaBaHe

Ha no3ara. [lpu nauuenTy ¢ Texxka yepHoapoOHa HeAOCTATHLYHOCT GaypOunpodeH e NMpOTHBONOKa3aH (BiK.
TOuYKa 4.3).

bvopeuna neoocmamvunocm:
[Ipy nanueHTH ¢ 1eKO A0 yMEPEeHO HapyileHHe Ha 6LOpeuHara GpyHKiMS He € HeoBXOIUMO MOHHKABaHe Ha

no3ara. Ilpu nanMenTu ¢ Texka 610peuHa HenOCTATHLYHOCT GITypOHIIpodEeH € NPOTHBOMOKAa3aH (BXK. TOUKa
4.3).

HaguH HA npRAIOKEHHE
3a OpOMYKO3HO Tipuiiokenue. Jla ce cMyue/pasTBaps HaBHO B ycTaTa.

KakTo BCHYKH JpYyrH TabyieTkd 3a cMydeHe, dnypOunpodeH TabneTkn 3a cMyueHe Tpabpa Ja ce JBHXKaT B
ycTaTa, 3a Ja ce U3DErHe JOKATHO APa3HEHe Ha JINraBMLATa. AKO e MOABH JPa3HEHE B YCTATA, JIEYEHUETO
TpsaOBa fa ce npekparTH.

4.3 IIpornBonokazanus

¢ (CBPBLXYYBCTBHTEITHOCT KbM (DIYPOHNPOMGEH HIH HAKOH OT MIOMOLIHKTE BELIECTBA H3OPOEHH B TOUKA
6.1.

o [lauvenTd ¢ JaHHM 3a npemtecTBallld PEAKUHMH HA CBPBLXYYBCTBHTEHOCT (Hanmp. acTMa,
OpOHXOCTIa3bM, PHHHUT, AHTMOEJEM HJIM YPTHKapHs), CBLP3dHH C JIEYEHHE C ALIETHICAIXLHIIOBA
KHUCEIHWHA WIH JAPYrH HECTEPOUIHHU MPOTHBOBBL3NAIMTE/NHH JIEKAPCTBEHH NPOIYKTH.

¢ [lanMeHTn ¢ HATMUME WIH JaHHH B aHAMHE3aTa 3a MENTHYHA A3Ba HA cTOMAaxa/xeMoparus (apa Wiu
MoBeYe OTYETIAHBH €MTH30a Ha 10Ka3aHa A3Ba) U A3Ba Ha YepBara.

o [IlaunenTH ¢ aHaMHe3a 3a cTOMalMHO-YpeBHA HepopaliiA WM KPbBOH3IIHB, TEXBK KOJIHT,
XCMOpPAarua HJIH XeMOIMOCTHYHH HapylIeHHs, cBbp3aHH ¢ ynorpebara na HCIIBC nexkapcrsenu

MPOAYKTH.
o [locneauuns TpumecTsp Ha OpeMeHHOCTTA.

 Texka chpieuHa HeAOCTATBYHOCT, TEXKKA YEPHOAPOOHA HEAOCTATHLYHOCT WIH TEXKa ObOpeyHa
HEAOCTATBLUYHOCT (BXK. TOYKa 4.4).

* Ynorpeba npu Aena Ha BB3pacT nox 12 roauHm.
4.4, CnenHANHE NpeaynpexicHus H NPpeAnasHH MepKH npl ynorpeba

HexxenaHute peaxuyu Morar aa 6bJar cBeleHU A0 MHHMMYM 4pes ynotpefa Ha Hali-HHMCKara edexTuBHa
7032 3a BE3MOXKHO HAH-KPaTKO BpeMeE, HEODXOAUMO 3a OB/TaZiIBaHE HA CHMITTOMUTE

[launeHTH B cTapyecka Bb3pacT

[Ipy naumeHTHTE B CTapyecka BBL3pacT YECTOTATA Ha HabmogaBaHuTe Hexxenanu peakuuk ot HCITBC e no-
BHCOKA, 0COOEHO CTOMAIIHO-YPEBHH KPbBOU3IIMBH H NEPQOpAIMH, KOUTO Morar Aa Obaar garaini.

PecnupatopHy HapylieHus
Moxe na ce nabmonaBa 6poHXocnassLM MPH CTPaNalliM WIH ¢ AaHHH B aHAMHE3aTa 3a GPOHXMajHA acTMa
WY aneprud. [1pu Te3n nauvenTH qurypbunpoden Tpadsa na ce M3NOI3Ba ¢ BHUMAHKE.




Hpvru HCIIBC
Tpabsa na ce u3barsa ennoppemetnara ynorpeba na ¢uypbunpoden ¢ apyrn HCIIBC nekapcrseHi
NPOXYKTH, BKIHOYHTEIHO Ce/ICKTUBHH HHXUOUTOPU Ha HUKJIOOKCHIeHa3a-2 (BX. Touka 4.5).

CHCTEMEH JIYITYC EPHUTEMATO3YC M CMECEHO ChEAMHHTENHO-ThKAHHO 3ab0onssaHe

[TauMEHTH CBC CHCTEMEH JTYITYC EPHTEMATO3YC H CMECEHO ChEeMHHUTEIHO-TEKAHHO 3abonsBaHe Morar Ja
HMAaT YBEJIHYCH PHCK OT aCClTHYECH MEHHHIMT (BXK. Touka 4.8), o0aue 1034 eeKkT 0OOHMKHOBEHO HE Ce
HabAKO/1aBa 1IPH KPaTKOCPOUHA U OrpaHHueHa ynoTpeba, KakTo NpH GypOHipodet.

brOpeyHH M YepHOAPOOHH HAPYILEHHUS

HMma nannu, ye HCIIBC nekapcTBeHHTE NPOIYKTH NPEAU3BHKBAT PasinuHH GOPMH HA HEPPOTOKCHUHOCT,
BIJTFOYHTEIHO HHTEPCTULIHANIEH HEPPHUT, HedpoTHUeH CHHAPOM H OBLOpeyHa HEAOCTATBYHOCT.,
INpunaranero va HCTIBC nekapcTBeHn nmpoayKTH MOXeE [1a JOBENE 10 A030-3aBHCHMO HAMAIABAHE HA
oDpa3yBaHeTO Ha NPOCTarNaMHH U Ja npean3sHka 6bOpedHa HepocTaTbyHOCT. Hali-BHCOK € PHCKBT NpH
NaLHEHTH ¢ OBOPEYHO, CHPASYHO WK YePHOAPOOHO YBpeXk/1aHe, TIALMEHTH PHEMAILH JIKYPETHLM H B
CTapueckKa BB3pacT, o0aue T03H edekT OOHKHOBEHO He ce HabiroaaBa Ipy KpaTKOCPOYHA H OrpaHHYeHa

ynotpebaHna nipoaykrure ¢ paypounpoden.

CbpAeHHO-CBH/I0BU U MO3BYHO-CBROBH edeKTH

KNHHUYHY Npoy4YBaHus H eNMAEMHOIOrHYHH JaHHH NOKa3BarT, ye ynorpebara Ha Hakou HCTIBC
JIEKaPCTBEHH NPOAYKTH, (OCOOEHO BbB BUCOKH JJO3H H NPH NPOABLDKHTENHO JICUEHHE) MOXKE J1a C& CBBHPIKE ¢
JIEKO NOBHLIEH PHCK OT apTepHanTHH TPOMOOTHYHH ChOUTHS (Hanp. MHOKapAeH HHGAPKT UK uHeynT). Hama

AOCTATBbYHO AAaHHH, 33 J1a C€ W3K/II0YHU TaKbB PUCK IIpH NpuioxkeHWe Ha (ypOounpodeH B 203a 10 5
Tab/IeTKY 32 CMyUYeHe JHEBHO.

Heobxoaumo e nosHieHo BHUIMaHHE (00CHKIaHe ¢ eKap WK (GapMaLEBT) TIPEH 3aN0UBaHE HA JIEYEHUETO
NMPH NAUHEHTH C AHAMHE3a 38 XHIIEPTOHUA W/HIIH ChpAcdHa HEAOCTATHYHOCT, ThH KaTo HMa ChOOILCHHA 32
3a0pBXKKaA Ha TEMHOCTH, XUTIEPTOHKMA M OTOK, CBbp3aHK ¢ edeHreTo ¢ HCITIBC nekapereeHy npoaykry.

HapylueHHA Ha HEpBHATa CHCTEMA
AHQITETHLINTE TIPE/IM3BHKBAT [MaBobosine - B ¢Iydan Ha Npoab/LKHTENHA YNoTpefa Ha aHANTeTHIH WK

ynoTpeba Haj 103MpOBKaTa 3a NMPOAYKTa, MOXKE 71a Ce NOSBH r1apofoue, KOETo He TpAbBa Ja ce JIeKyBa ¢
NOBHIICHH JO3H OT JIEKAPCTBEHHUS NMPOAYKT.

CroMaliHO-YpeBHH €(HEKTH

HCTIBC nexapcTsens npoaykTH Tpabsa Aa ce npuiiaraT BHHMATESTHO MPH TIALMEHTH C aHAMHE3A 3a
CTOMAlLUHO-YPEBHH 3abonsBanus (ynueposed koaut, 6osnect Ha KpoH), Thil kaTo Te3u 3abonasaHus MOXe 1a
ce obocTpat (BK. TouKa 4.8).

Coobiasa ce 3a CTOMALIHO-YPEBHH KPBBOU3IHBH, 5382 HITH Nepdopaliia, KOHTO MOXKE a 3aBLPIIAT
paranino npu ynorpebdara Ha Beuuku HCIIBC nexapcTBeHH NpoAyKTH, N0 BCAKO BPEME HA IEUEHHETO C WM
Oe3 npeaynpeAUTEIHH CHMNTOMH, WIH NPEAKLIHA aHAMHE3A 34 CTOMALLHO-YPEBHH NTPOGJIEMH.

PYCKBT OT CTOMAIIHO-YPEBHH KPbBOH3IIMBY, A3Ba WIH repdopaliis € II0-BHCOK NpH yroTpeba Ha Mo-BHCOKH
aosd HCIIBC, npu naumenTH ¢ anamHesa 3a 1383, 0CO6EHO ¢ YCI0XKHEHHS OT KPhBOHM3IIMB HiIH nepdopaums
(BX. TOUKA 4.3), KAKTO U NPH NMAaLMEHTH B CTApYEcKa Bb3pacT, o6aue Te3u edekTH OOMKHOBEHHO HE ca
OOHYaHHH MpH KPaTKOBPEMEHHa OrpaHHYeHa ynoTpeba ua npoayKTH Kato npH ¢uypbunpoden tabnerku 3a
cMyudeHe. [laneHTHTE ¢ aHaMHe3a 33 CTOMALIHO-YPEBHA TOKCHYHOCT, 0COOEHO TE3M B CTAPUECKa Bh3pacT,
TpsOBa 1a CHLOOWIABAT HA MEAHLIMHCKHTE CIIELIMAJIMCTH 38 BCHYKHA HEOOHYANHHH CTOMAIIHK CHMITTOMH (110-
CIICLHHATHO 33 CTOMAUIHO-UPEBHH KPbLBOU3IIHBH ),

[TaigenTuTe TpsabBa Na 6bAaT NOCHLBETBAHH Aa yNOTPeOABAT BHUMATEIHO TO3H NPOAYKT ¢ APYyrH
JIEKapCTBEHU NIPOAYKTH, KOHTO MOXE /14 YBEIMUAT PUCKA OT YJILIEPalMs HIH KbPBEHE KATe *‘HEE{'-?‘"
KOPTHKOCTECPOUH, AHTHMKOAry/JIaHTH KaTo HarpuMep Bap(apHH, CeICKTHBHH HHXHOHTAPH WY DOpatAgrC




3aXBaillaHe Ha CEPOTOHHHA WIH MPOTHBOTPOMOOTHYHH CPEJICTBA KATO HAMPUMED aLETHICATHITHIOBA
KHCeNnHa (BXK. Touka 4.5).

Koraro ce moasu cTOMaLIHO-4YPEBEeH KPBBOUITHB WH A3Ba [P NallMeHTH nipuematitd gurypOUmpode,
neyeHHeTo TpabBa Ja ce npekparH.

HepMaTonoruuuy edekru

MHoro paako ce cbo0L1aBa 3a CEPUO3HH KOXKHM PEAKLIMH, HAKOHW OT TAX (paTanHu, BIIKOYHTETHO
ekChHOIHATUBEH JepMaTHT, cHHAPOM Ha CtuBbHE-DKOHCHH H TOKCHYHA EMHAEPMATTHA HEKPOJIH3a BbB
Bpb3Ka ¢ ynorpebara Ha HCIIBC nekapctBenu nipoayxry (Bxk. Touka 4.8). [Ipuemst Ha dypbonpoden
TpsOBa a Ob/ie CMpAH NPU THPBA MOABA HA KOXKEH OOPHUB, IMMABHYHH JIE3WW WIH JAPYrd NPH3HALHM Ha
CBPBXYYBCTBHTEIHOCT.

Hudexumu

Thbi KaTo ca NOKIANABAHH H3OMHPAHM ClyHaH Ha 0DOCTpsAHE Ha BB3NMAJCHHE, CBBP3AHO ¢ UHQEKUHA (HAmp.
pa3sBHTHE Ha HeKpoTHMaupauwl dacuuuT), chBnazaum no Bpeme ¢ yrorpedbara va HCIIBC nexapcrsenn
NPOAYKTH 338 CHCTEMHO NPKIOKEHHE KaTO Kilac, NPeropbuBa ce Ha MaUHWEHTHTE [a C€ KOHCYITHPAT C JleKap
He3a0aBHO, aKO Mo Bpeme Ha ynoTpebara Ha ¢aypbunpodeH ce NMOABAT WIH BJIOHIAT CHMIITOMHTE Ha

bakrepuanHa umHekuma. TpabBa na ce oOCHAW HeOoOXOAMMOCTTA OT MPUJIAraHe Ha AHTH-HH(EKLHO3HO
AHTUOUTHOTUYHO JIeYEHHE.

Mackupane na CHMATOMHTE BA NOLIEKATHTE HAPEKINHA

EnuaeMHOI0rHYHHTE NPOYYBAHHA NOKA3BAT, Y€ CHCTEMHHTE HECTEPOUAHH NPOTHBOBL3NAIHTE/THH
cpeacrsa (HCIIBC) morar aa mackupaT CHMATOMUTE Ha HHPEKUHE, KOCTO MOXKe 13 A0BeaE 10
3a0apAne HA 3AN0YBAHETO HA NOJIXO0ANINO JeYeHHE H B PE3YJATAT Ha TOBA — 10 BJOIIABAHE HA H3X0Ja OT
uiexknuaTa. Tosa e nab/oaaBaso npH 6aKTepHaIHA THEBMOKHA, NPpRA0GETA B 00MeECTBOTO, H
bakTepRanHa ycaoxuerus ot sapuuena. Koraro ce npuaara Crpencrac Harensus IlopTokan 6e3
3aXap 4 NANHEHTHT KMa NOBHIERA TEMIEPATYPa WK 00/Ka, CBLP3aHAa ¢ HHPEKNHENA, C€ MPenopbLYBA
NpocjieARBaHe HE HHpEKNHITS.

CneundHyHH 3a JIEKADCTBEHUS NPOAYKT MPEAYIIPEHKICHHUA:

llopaau cbABPKAHMETO HA TEYEH MAJITHTON H H30MAJITHION MOXe Aa WMa ¢j1abo u3pazeHo cnabuTenHo
nercTere. [TanmenTy ¢ peaku HacneacTBeHW NpobaeMHd Ha HEMOHOCHMOCT KbM (ppyKTO3a He TpsaOBa na
IPUEMAT TOBA JIEKAPCTBO.

ApoMar, chaBpAALL alleprex
Tosa nekapcTBo crabpka apomar ¢ Llurpan, Hurpouenon, d-Jinmonren, ['epannon u Jiunanoon.
Lutpan, Lutposenon, d-Jlumonen, 'epannos v JIuHanoo, MOraT 1a NpUYHHAT aIEPrU4HH PEaAKLHH.

AKO CUMIITOMMTE C€ BJIOLLIAT UJTH CE NMOABAT HOBH CHMIITOMH, JICHCHHCTO Tp}lﬁﬂa Ad CC MpPCOLCHH OT
MCIAUIIHHCKY CIICLIHAJTHCT.

AKO c€ TIOIBH J[pa3HEHE B yCTaTa, JeUCHUETO TpAOBa /1a ¢€ NMPEeyCTaHOBH.

4.5 Biaumone#icreue ¢ IPYrH JeKapcTBEHH NPOAYKTH H APYrH GopMH HA B3auMoaeHCTBHE

Oaypounpogen ne TpadBa Ja ce HINMOA3BA B KOMOHHAIAS C:
- Ayemuncanuyunosa xuceauna: OCBeH aKO HUCKA /1033 aLIETWICATIHIIMIIOBA KHCEJIMHA
AHEBHO WIH JIOKasHa NMpoduaakTHYHA /1033 3a ChPASHHOCHAOBA 3alupTa) € Ouna npean
KaTOo MOXE 12 NOBHIIIH PUCKA OT HEXENIAHM peakiHH (BXK. Touka 4.4).

noa 100 mg




- Hpyeu HCIIBC nexapcmeenu npooykmu( 6KMOYUMENR0 ubynpogen U ceaekmuenu uHXubumopu na
yuxnookcucenasa-2); Jla ce n3bsaraa ennoppemMenHara ynorpeda Ha nse wiu noseve HCIIBC nexkapcreenn
[POAYKTH, ThH KaTO TOBa MOXE Aa JOBe/IE 10 NOBHLIABAHE HA PHCKA OT HEXKEJIaHW peakuMH (BxX. Touka 4.4).

Payponnpoden TpudBa 2a ce HINOJI3BA ¢ BHHMAHHE B KOMOHRAIINA C:

- Aumuroazynanmu: HCIIBC srekapcTBeHH NPOIYKTH 3aCUNBAT €QEKTa Ha aHTUKOArYNaHTH KaTo
BapgapuH (Bxk. Touka 4.4).

- Aumuazpeeanmu u ceaexmueHu uHxubumopu Ha oopamuomo 3axeawyare xva cepomornuna (SSRI):
[ToBHIWIEH PHCK OT CTOMALLHO-YPEBHH KPbBOMINHBH (BXK. TO4Ka 4.4).

- Anmuxunepmensugnu nexapcmea (ACE unxubumopu, anmazonucmu na arneuomensun-11) u
Huypemuyu: HCTIBC nexapcTBeHHTe NpoaYKTH MOXKE a MOHMKAT eeKTa Ha AMYPETHUMTE U APYTH
AHTHXMINEPTEH3UBHH JICKAPCTBEHH MPOAYKTH MOXKE J1a MOBHHIAT PUCKA OT HEPPOTOKCHUHOCT NPUYHHEHA OT
HHXMOUPAHE HA LIMKJIOOKCHI'€HA3aTa, 0COOEHO NPH NALHEHTH ¢ KOMIIpoMeTHpaHa Os0peyHa GyHKIu.
(TlaumenTuTe TpsadBa ga 6bAAT aeKBATHO XHAPATHPAHHU).

- Anxoxon. Moxe na qoBese 10 MOBULIABAHE HA PHCKA OT HEXEJIAHH peakUuHH, 0coOEeHO CTOMAallHO-
YPEBHO KbPBEHE.

- Copoeunu 2ruxozuou: HCTIBC nekapcrBeHnTe NpoAyKTH Morar a o60oCTpAT ChpaeuHaTa
HEROCTATHYHOCT, /1a HAMANIAT ITIOMEPYJIHATa (PHIITPALIMA M [a NOBHILAT MUIA3MEHATE HUBA Ha TJIMKO3U/INTE.
- L{urrocnopun: 1losuilieH pUCK OT HE()POTOKCHUHOCT.

- Kopmuxocmepouou: TlosulieH PUCK OT CTOMAIIIHO-YPEBHH A3BH HJIH KPBBOH3JIMBH (BA. TOouka 4.4).
- Jlumuu: Vima nokasatencrsa 3a Bb3MOXKHO MOBHILIABAHE HA TUIA3MEHHTE HUBA Ha JIMTHH.

- Memompexcam: IMa Bb3MOXKHOCT 33 YBEIMYABAHE HA TUIA3MEHHTE HMBA HA METOTPEKCAT.

- Mughenpucmon: HCIIBC nekapcreenwnre npoayKTH He TpaOea Aa ce npueMar Ao 8-12 anu cnea
npuioxeHue Ha MudernpuctoH, Toi kato HCIIBC nekapcrBeHHTE MPOAYKTH MOraT Ja HaMasAT e(pexra Ha
MH(ENPHCTOH.

- Xunoaonosu anmubuomuyu: JlaHHHU OT NIpOyYBaHUsA BEPXY XKHBOTHH nokasear, ye HCI1BC
NEKapCTBCHHTE NMPOAYKTH MOTaT J1a MOBHIUAT PHCKA OT KOHBYJICHH, CBBP3aHHA C XHHOJIOHOBHUTE
aHTHOHOTHUM. [TauHenTH npuemamd HCIIBC U XMHONOHK ca W3JIOKEHH Ha MOBUILIEH PUCK OT NOABA Ha
KOHBYJICHH.

- Takposrumye: Bp3MoxeH € noBMilieH puck oT HedpoTokcuuHocT, korato HCIIBC nexkapcteenuTe
NPOAYKTH CE NMPUIITaT ¢ TAKPOJIHMYC.

- 3ucogyoun. 110BHILEH PUCK OT XeMATOIOrHYHA TOKCHYHOCT MpH exHoBpeMeHHO siedenue ¢ HCIIBC
JICKAPCTBEHH NPOOYKTH ¥ 3MA0BY/IHH.

4.6 PepTHINTET, OPEMEHHOCT H KbpMEHE

bpeMeHHOCT:

Hsma xkivHHYHM naHHM 3a ynotpedbara Ha Crpencuiac MaTtensus mo Bpeme Ha OpemeHHocT. Jlopu ako
CHCTEMHATA ynoTpeda € no-HUCKa OT OPAJIHOTO NPU/IOKEHHE, HE € U3BECTHO JAJIH CUCTEMHaTa ynotpeda Ha
Crpencwic MHTeH3HB nocTurHata upes NoOBLPXHOCTHO NPUIOKEHWE MOXE 1a Obje yBpeXxIallo 3a nioja.
[fo BpeMe Ha ILPBHUAT W BTOPHAT TpUMeCcTep Ha Gpemennoctra, Ctpencwic MHreHsuB He Tpabea na Obae
nMpuUsiaraH, OCBEH aKo He € adCOoNIOTHO HeobXxoauMo. AKO ce npunara, no3ata ga Obiae Hal-HHMCKa, a
MPOABLIKUTENTHOCTTA Bb3IMOMKHO Hal-KpaTka.

CucremHaTa ynorpeda Ha MHXMOMTOPH Ha NpoCTarjiaHAMHOBATA CUHTE3a, BKTouMTenHo duiypbunpodeH, no
BpEME Ha TPETHH TPUMECTHP OT OpeMeHHOCTTa MOXKE [1a TIpE[H3BHMKA KapAHONyAMOHalHA U OLOpeyHa
TOKCHYHOCT NpH Iota. B kpast Ha OpeMeHHOCTTa MOXKe /14 e NOABH YAb/XKABAHE HA BPEMETO Ha KbPBEHE H
NpyH MAHKaTa H MpPH 1044, KakTo ¥ 3abaBgaHe npoueca Ha pa)k/iaHe.

KepMeHe:




Cnopen orpaHdueH Opoil npoyupanus, (uypbunpoden ce mnosBsBa B KbpMara B MHONO HHCKH
KOHLICHTPALIMH H € MAJIKO BEPOATHO T€ Aa BIUAAT HeONMaronpHATHO Ha KbpPMadyeTo.

DepTUNNTET:

Mma wu3BeCTHHM [aHHW, 4e JIEKApCTBATa, KOHMTO MHXMOMpAT LIMKIIO-OKCHIeHA3HATa/poCTarjiaHIuHOBa
CHUHTC3a MOXKE Aa NPEAN3IBHKAT YBPEKAAHE HA JXEHCKUA (PEPTUIHTET 4Ype3 Bb3ACHCTBHE BLPXY OBYJIALIHATA.
To3u edekT e 0OpaTHM clie NpeKpaTIBaHe Ha JICYEHHUETO.

4.7 EdexkTn Bbpxy cnocobnocTTa 32 modupane 1 padbora ¢ MAMHHEA

To3M nekapcTBeH MNPOAYKT HE BiIHAE€ WAM UMa npeHeOpexxHMo cnab edekt BBPXY CNOCOOHOCTTA 3a
wodupaHe u paboTta ¢ MallIMHH.

4.8 Hexenanu 1ekapcTBeHH PEAKIHA

CnobuiaBar ce peaxisi Ha CBPbX4YBCTBHTENHOCT, BcheacTsue seuenne ¢ HCIIBC nekapcTBeHH NPOIYKTH.
Te Mmoxe 1a ce CbCTOAT OT;

(a) He-cneundyyHn anepruvHy peakivu 1 aHaUIaKCHA.

(b) IloBHineHna peakTHBHOCT Ha AMXaTeHaTa CHCTEMA KATO acTMa, BJIOLIaBaHe Ha acTMa, OpoHxocnassm M
JHCTIHESA.

(¢) PaznuyHH KOXHH HApYIUEHHSA, BKMIOYHTEAHO OOpHMBM OT paviWyed THN KATO INPYPUTYC, YPTHKapH3,
AHCHOCAEM H NO-PANKO €KCHOIMATHBHH U OYNO3HU AepMaTO3H ( BKIIOUHTENHO HEKPOJIM3A Ha EMHAECPMHCA U
EPUTEMA MYITHPOPME).

CrHCBLKLT HA HEXKENaHW JIEKapPCTBEHH peakuMM Mo-A0dy ce OTHacA 3a KparkocpoyHa ynorpeda Ha
¢irypbunpogen B nozmpoBka karo 3a OTC npoaykr. JIONBAHUTENHM HEXeNAaHH PEAKIHH MOraT ga ce
HaOJt0JaBaT NpH yrnorpeda B APYry NOKa3aHWA HIIK ALJITOCPOYHO JIEYEHHE.

Bb3MOKHHATE HEXKENAHH JIEKAPCTBEHH pPeakliMM, KOUTO ce NpoaBaBat npH durypbunpodeH ca npeacTaBeHH
no-g40NY, MPYNKHPAHH IO CUCTEMA-OpraH Kiac KnacH(pHKauMATa 1 YeCTOTa.

YecroTata Ha M30pOCHHUTE NO-I0NY HEXKENAHM JISKAPCTBEHH PEakilHH € ONpeleieHa KAKTO Cle/IBa: MHOIO
yectH (= 1/10), yectn (= 1/100,< 1/10), nenwecrn (= 1/1 000< 1/100), peaxu > 1/10 000 < 1/1 000) » mHOrO

peaku (< 1/10 000), ¢ HeussecTHa uecToTa (YecTtoTara He MOXe fAa ObIe H3UHUCICHA CNOpeA HATUYHHTE
IIaHHH).

B oraochHuTe I'PYNH 1O HCCTOTA HEXKCIIAHUTC peaKUMH €a IPCACTABEHH B HH3XO0AAL pel Cropcd CTCHICHTA Ha
CCPHO3HOCT.

Crcrema-opran YecToTa2 Hexenanu peakuuu
KJ1a¢ _
Hapymenns sa Mmuoro AILIACTHYHA aHEMHA', arpaHyJIOLHMTO3a' , TPOMOOLIMTONEH S
KPbBTA H peaKH
JaMpHATA
CHCTEMA C AHeMuH
HEU3BECTHA
4EeCTOTa
Hapymenns #a | YectH CBeToBLPTEXK, rNaBoboive, napecre3ns
HepBHATA
CHCTEMA Heuectu CBHIUBOCT
Hapymwenns Ha | Peaku AHahWIaKTHYHA peaKlHs




HMYHHATA

CHCTEeMA C Y pTUKapHs, AHTHOEHEM
HCU3BECTHA
4ECTOTA
Hapymennd na C 3aapbiKKa Ha TEYHOCTH
MeTadoaH3Ma K HEU3BECTHA
XpaHeHeTo YE€CTOTa
Hapymennus aa C HapyuieHo 3peHue
OuHTE HEH3BECTHA
4yeCcToTa
Crpaeunm C Cbp/ie4Ha HEJIOCTATBYHOCT , OTOK®
HApYHICcHHSA HEH3BECTHA
4YeCcTOTa
Conosn C XuneproHus®
HapylHIecHHs HEH3BECTHa
HECTOTA
PecnupaTopHHu, YecTu Hpa3zHeHe B repsioTo
rpLAHH H
MeAHACTHHANIAM | HeuectH ObocTpsHe Ha acTMa 4 OpoHxocdasbM,  IHCNHEA,
HAPYIHCHHSA opodapHHrealHi MeXypH, apHHICaIHA XUI10ECTE3UA
CromManiHo- Yectu Jluapua, A3BH B yCcTaTa, rajieHe, 06071ka U mapecTe3ns B yCTara,
YpeBHH opothapuHreansa Gonka, JUCKOMGBOPT B YCTHATA KYXHHA’
HAPYIICHHS:
Heuectn [logyBane Ha kopema, CTOMAUIHK DOJTKH, 3anek, CyXoTa B
ycTaTa, AHCNEeNCHA, METEOPH3IbM, ITTOCOXHHUA, TPOMAHATA Ha
BKYyCa OpaJiHa JU3ECTE3MA, NOBPblaHe
C CTOMalHO-YpPEBHO KBPBEHE, A3Ba Ha CTOMAaxa, sA3Ba Ha
HEW3BECTHa | ABAHAJECETONPHCTHHKA', nepdopauns’
4ecToTa
Hapyienns na Heuectn PaznuuHy KOXHH 0OpHBI®, ChpOex
KOXKATA H
NOAK0XKHATA C Texkkn ¢GopMH Ha KOXHH PpeakUHHM Karo OYyJIO3HU peakilHH,
ThKAK: HEU3BECTHA | BKITOYHTENHO CcUHApoM Ha CTUBBHC-JKOHCBH # TOKCH4Ha
4EeCTOTa ENUAEPMATTHE HEKPOJIM3a
O6mn Heuectu [Tupekcus, 6oaka
HApYlUIeHHus H
edpexTH HA
MECTOTO Ha
NPHIOKEHHAE
_
Xenarobniamapan | Muoro XriareHuua
HAPYIICHHS peaku




C XErNaTHT
HEHU3BECTHA

HECTOTAa

IIcHXH4HR HeuyecTy beactwHUe
HAPYIICHHS

Onucanue Ha H3I0OpaHH HEXKEJAHH PeaAKNHH

' MHOTO ps/IKO ca IOKNAABAHH CilyHaH Ha alulacTHUHA AHEMHS ¥ arpaHyJOLMTO3a 0 BpeMe Ha yrnoTpebarta
Ha QaypounpodeH, Ho 6€3 YCTAHOBEHA NPHYMHHO-CIIEICTBEHA Bpb3Ka.

2 CpobliaBa ce 3a eaeM, XMINEPTOHHUA H ChpAeyHa HEJOCTATHYHOCT BbB Bpb3ka ¢ JjedeHHe ¢ HCIIBC
NEKaAPCTBEHH NMPOAYKTH.

KiHuyyHy U3NHTBAHHA K €NUAEMHOOTWYHH JaHHH Noka3sat, ye ynorpebara Ha wiakon HCIIBC (ocobeno
BbB BUCOKH 11034 2400 mg AHEBHO U NMPH NPOALDKHTETHO JIEYEHHE) MOXKE A Ce CBBPIKE C JIEKO YBE/IHUCH
PHCK OT apTEPHAIIHO-TPOMOOTHYHM CHOHTHA (HANp. MHOKapAeH HH(APKT WM HHCYJIT) (BXK. ToUKa 4.4).

> YyBCTBO 3a TOIUIMHA WIH [TapEHe, W3TPBIBAHE HA YCTATa MIH MPEXOAHO APa3HEHE M0 YCTHATA JIMTaBHLLA.

* OBOCTpAHE HA CHMITTOMMUTE.

> [ToHAKOra MPEXOIHM.

CroOmasane HA NOAO3HPAHA HEXE/IAHH PEAKIIHA

ChobuiaBaHeTo Ha NOAO3MpPaHH HEKENAHW PEAKLIMM ciejl paspelllaBaHe 3a ynoTpeba Ha NE€KapCTBEHMA
NMPOAYKT € BaxkHO. TOBa I03BOJIABA Ja NPOAWDKH Hab/IONEHHETO Ha CBLOTHOIMEHHETO [10J3a/pUCK 3a
JAEKAPCTBEHUA NPOAYKT. OT MEAMUHHCKATE CNEUHANCTH C€ HM3MCKBa Ja CcboOILaBaT BCAKa MOJO3MpaHa
HE)KeJlaHa peaklHs upes:

HM3nbnHWTENIHA areHUMA 110 JIeKapeTBaTa

yi. ,,Jlaman ['pyes” Ne 8

1303 Codus

Ten.: +3359 2 8903417
yebcaiT: www.bda.bg

4.9 Ilpepozmpane

CHMNTOMH Ha NPEeAO3UpAHE

[Ipu noBeueTo MALMEHTH, KOMTO ca MOCRIHAMM 3HAYMTENHO OT KIHHHAYHA THEeAHAa TOUYKAa KOJHUYSCTBO
HCIIBC nexkapcTBEHH NpOAYKTH, NPeA03HPAHETO HAMA Ja €€ MPOSBH C APYro OCBEH raicHe, NMOBPbLUAHE,
enUMracTpajHa 0Ooika wid no-paako auapud. LllyMm B ymure, rnapobosive, CTOMAUIHO-4PEBHO KbPBECHE ChLUO
ca Bb3MOXHH. [lpu no-cepuosuu orpassuusa ¢ HCIIBC nekapctBeHHM MPOAYKIH, TOKCHYHOCTTA 3acAra
LEHTpanHaTa HEPBHA CHCTEMAa W CE MPOABABA ¢ BEPTHro, CHHAMBOCT, MOHAKOra MNpeps3dyna M
AE30pUEHTalHA WK Koma. [ToHsakora naukeHTHTe passuBaT KoHBYACHHU. [Ipu ceprosHo orpasaHe ¢ HCHBC
NIEKAPCTBEHU NPOAYKTH MOXKE ja c¢e NOIBH MerabonuTHa auuIo3a M Aa ce YAWDKH NpoTpOMOHHOBOTO
BpeMe/INR, BepoATHO ABMKAIIO Ce HA CMYIUEHHA HA AeHCTBHETO Ha IIMPKYIMPAIUNTE CbCHPBALLKM (PaKTOpH.
Moske na ce noaBaT ocTpa 6BOpeUHa HepOCTaTHLYHOCT. BliowiaBaHe Ha acTMaTa € Bb3MOXKHO 1PU aCTMAaTHLH.

TepaneBTHYHH MEPKH NPY IPEAO3UPABE
JleueHnero TpsabBa na OBAE CHMITOMATHMHO M IOANOMArailo, ¥ BKJIIOUBA MOJ/bpIKAHE Ha CBODOAHH
AWXATENHH ITHTHLIA U MOHMTOPHHI Ha CBPJACYHHUTE M KHM3IHEHHUTE MMOKA3aTelu A0 CTaOHMIH3HPAHETO HM.
Moxxe na ce B3eMe NpenBua NEepopajHOTO MpPHNaraHe Ha AKTHBEH BBITIEH H CTOMAllHA MPOMHBKA, aKo
naimeHTa ObAC JIeKyBaH A0 1 4ac OT MOIBLIAHETO HA MOTEHLHATHO TOKCHYHO KonuuecTBO. KoHBylICHHTE
TpsAbBa Aa OBAAT NEKyBaHH C MHTPABEHO3E€H JHA3ENaM HIIM JiopasenaM ako ca YECTH MWW NPOIBIKHTEIHH.
ITpu acT™a ce npunarat 6ponxoaunaratopu. Hama cnermduyued aHTHAOT Ha QuypOHIIPO




5 @®APMAKOJOINNYHU CBOUCTRBA

5.1 PapMakoAHHAMHYHH CBOHCTBA

PapmMaKo0rHIHa rpyna: JHXATe/THA CHCTEMA, [IPenapaTh 33 rbpJIo, APYrH NPEHapaTH 33 CbpJio

ATC koa: RO2AX01

Oaypbunpoden € HeCTePOUAEH MNPOTHBOBBL3MAIHUTENEH JIEKaPCTBEH MPOAYKT M NPHTEkKABA aHAITETHUHO,
AHTUITHPETUYHO M TIPOTHBOBL3NAIUTENIHO [ACHCTBUE, KOETO € PE3YJTaT Ha NMOATUCKAHE AKTUBHOCTTA Ha
NpoCTarjaHIMHOBATa CUHTE3a Ype3 HHXHOUPAHE Ha LIHKIIOOKCHIeHasaTa.

Cnopen npoy4paHHATa W3MON3BaUIK aHaTH3 Ha nepudepHa Kpus, Qaypbunpoden e cmecen COX-1/COX-2
MHXHOUTOP ¢ U3BECTHA CeslekTHBHOCT KbM COX-1.

[TpeakmuHHYHHTE IpOyYBaHHA Noka3ssart, 4e R (-) eHanTHoMepa Ha ¢uopbunpyden u cebp3anure HCIIBC
obaeryapar 60/1KaTa KaTo JEHCTBAT BLPXY LIEHTPATHATa HEPBHA CHCTEMA.

[ IpoayKTBT OCHIYpABa U3MEPHM YCTIOKOSBALIl M ITOKpHBAIL eeKT Ha 2-Ta MHHYTA.

Hamanenue Ha 6onkata B repioto ce Habmonasa cien 15 MHHYTH.

JIOKanHHAT aHaIreTHYeH edeKT NPUAPYKEH OT HaManABaHe Ha GapHHIEANHOTO Bh3najeHHe ce Habnonara
30 MHHYTH ciien npueMare Ha TabjeTkara M nNpoabKaBa 1o 4 yaca.

5.2 PDapMaAKOKRHETHYHH CBOHCTBA

OaypbunpodeH ce pezopbupa Obp3o caea npunoxende Ha Ctpencuic HMarensus Iloprokan 6e3 3axap,
MaKCUMAaJTHH N1a3MEHH KOHLEHTpaLuu ce Habnoaaear 30-40 MUHYTH ciea npHeMaHeTo my. MakcumanHuTe
[L1a3MEHH KOHIIEHTpallWH ce AOCTHrar no-0Lp30 OT Te3W, ciel MOTJIbLAHE HA EKBHUBAJIGHTHA /032 B
Tabnerya dopmMa 3a nepopasHoO NPUIOKEHHE, HO KMAT NOAOOHH CTOMHOCTH.

Daypounpoder 6bP30 MpEMHUHABA Pe3 TAIOTO KATO OCHOBHO ce MeTalo/H3Mpa Ypes XMAPOKCUIIMPAHE H ce
eKcKperupa upes 6u0penure.

CBbp3Ba ce ¢ BbB BUCOK MPOLEHT ¢ [U1a3MEHHTE IPOTEHHH M BPEMETO HA MOMYXKHBOT € OT 3 10 6 yaca.
KonuyectBoTo Ha qurypOunpodeH B kbpmara € no- Manko ot 0,05 pg/mi
5.3 IlpeaxinnuYHH JAHHH 33 6e30MacHOCT

[Ipn onMTH ¢ IUILXOBE NOAIOKEHH Ha no3a 0,4 mg/kg/IHEBHO M MO-TONIEMH TIO Bpeme Ha OpeMEeHHOCT e
HabJ1rolaBaHa MOBHLIEHA YECTOTA HA MBPTBO POAEHH. 3HAYEHHETO HA TO3H (DAKT 3a HOBEKA HE € YCTAHOBEHO.

6. PAPMAILIEBTHYHH JAHHH
6.1 CIHCHK HA IOMODIHHE BeINECTBA

Makporon 300

KalueB XuapokcHa

Apomar Ha noprokan PHL-010300
JleBoMeHTON

Auecyindam K

Teden mantuTOn

H3oManT




6.2 HechBMeCcTHMOCTH
Henpuioxumo.

6.3 Cpox Ha rognocy

2 TOAMHH

6.4 CHoennajHu ycjoBus 3a cbXpaHeHHe

Ha ce cbxpansapa nog 25°C. la ce cuxpaHaBa B OpYrHHAIHATA OMAKOBKA.
6.5 Baa v cuoabpkaHHe HA ONAKOBKATA

Tabnerkure 3a cmyuene ca onakosanu B PVC/PVAC/Al-Gnucrep, nocraBeH B KAPTOHEHA KYTHA ¢
X8 x 12, x 16, x 24 tabneTkH.

He BCHUKKM roneMHHH Ha ONAKOBKHUTE e ObAAT NYCHATH Ha nasapa.
6.6 Chnennajny npeinasHE MePKK NPH HIXBLJIsHE,

HsamMa cnelMaiiH¥ U3HCKBaHM4A,

7. IIPUTEXKATEJI HA PASPEILIEHHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower
i 1th Floor, District 1, Bucharest, PymbHus

8. HOMEP HA PASPEIUEHHUETO 3A YIIOTPEBA:
Per. Ne 20180147

9. JIATA HA HIBbPBO PA3PEINIABAHE / NOJHOBABAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA

Jarta Ha repBO paspewiaBade: 21.06.2018
JlaTa Ha nocyieaHO MOJHOBsBaHE:

10. JATA HA AKTYAJIHZUPAHE HA TEKCTA
aHyapu, 2024




