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Crpencuac HaTrensne 8,75 mg TabneTku 3a CMyUueHe Eaum Pea Ne "/ 0O 5’ 3,221
Strepsils Intensive 8,75 mg lozenges
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2. KAUECTBEH H KOJIMYECTBEH CBHCT Aﬁ:f’ MAAMIF - L e 4

----------------------------

Onypounpoden 8,75 mg (Flurbiprofen 8,75 mg) T " A

[TomMoOI[HH BEIIECTBA C H3BECTHO ACHCTBHE 3a eHa TabNneTKa 3a CMy4eHe:

IMueHuyHO HAWeECTE (ChabPX)aAmo rayTeH): Enna tabnetka 3a cMyueHe chabpka He noseve ot 21,38 pg
IJIYTEH.

["moko3a: 1069 mg

3axaposa: 1407 mg

HueeprHa 3axap (men): 50,3 mg

Cyndmta - cepen auokcrg (E 220): 0,137 ppm

byrunxuapoxcuannzon (E 320)

ApoMar, cbabpxal anepreni (JIuMonoso macio cbabpxka Llurpan, Liutpouenod, d-JInMoneH,
dapHecorn, | epannon, 1 JInHan00M)

3a ITbJIHUA CIIHCHK HA MOMOLIIHHTE BEILeCTBa, BHXTE Touka 6.1.
3. JEKAPCTBEHA ®OPMA

bana no cuBoOene3nMkaBa, Kpbijia TadleTKa 3a CMYUCHE.

4, KIJHHHYHH JAHHH

4.1 TepaneBTHYHH NOKAZAHHA

3a CHMIITOMATHYHO JICYSHHE P 3a4CPBEHO H 00JIE3HEHO BB3NANEHO IBbPIIO.

4.2 JIO3HPOBKA H HAYHH HA IPHI0KEHHE
Jo3npoBKa

[Ipenopnusa ce IEKapCTBEHHAT HPOAYKT Aa ce NPHEMa MAKCHMYM 34 3 HH.

B13pacTHH:
Enna Tabnerka 3a cMyueHe npes 3-6 uaca.
Jla He ce npreMar noseue oT 5 TabneTku 23a 24 yaca.

[leqnaTpu4Ha Nonyanus
Heua Hag 12 roanHu: Kakto npyd B3pacTHH MO-rope.

Hewna nox 12 roxHHu:
He e noka3sax 3a Jeua nox 12 roguHu (Bux T. 4.3).

Hayuenmu 6 cmapuecka eb3pacm:

He Moxe na Obae najaeHa npenopbka 3a oflliata no3a, Nopaad OrpaHH4YCH
HacToumus MoMeHT. [laliHeHTHTe B cCTapYecka Bb3pacT €a C MIOBHLUECH PHCK OT @
HEeXeJaHHTE PeakuHH (BHXK T.4.4).




Yeprodpobra nedocmamuvynocm: [IpH NauMeHTH ¢ 1ek0 10 YMEPEHO HapyLCHHE Ha YepPHOAPOOHATa
dYHKUHA HE € HeoOX0AKMO NIOHHXKAaBaHE Ha fo3aTa. [lpn nmanyenTH ¢ TeXKa yepHoApoOHa
HEAOCTATHHHOCT urypOunpoden e npoTHBOMOKa3aH (BUXK T. 4.3).

Bvbpeuna nedocmameurocm: TIpy NalUMEHTH ¢ JIEKO 10 YMEpPEHO HapylueHHe Ha GbOpeuHara QyHKINS
HE € HeOOX0AMMO NOHWXKAaBaHe Ha Ao3ata. [Ipn nauueHTH ¢ Texka GpOpeutia HEAOCTaTbYHOCT

dbaypbunpodeH € NpOTHROMOKAa3aH (BHX T. 4.3).

HavysH HA npHJIOKEHHe
3a opoMyko3HO npunoxeHue. Jla ce cmyde/pasrsaps OaBHO B yCTara.

Crpencuic HuTenaus, Kakro BCHYKH Apyrd TabneTkH 3a cMy4eHe TpsaOBa Aa ce ABHXKAT B yCTaTa, 33 Aa €C

n36erHe JIOKATHO Apa3HEHe Ha JMraBHIATa. AKO Ce MOABH APasHEHe B yCTara, JEYEHHETO TpAOBa Ja ce
NpeKpaTH.

Crpencuic UMTEH3UB ce oTiycka €3 nekapcko npeAnHcaHue.
4.3 IIpoTRHBONOKA3AHASN

CBpBbXUYBCTBHTEIHOCT KbM (IypOHIpodeH WM HAKOH OT ChCTABKUTE HA MPOAYKTA (IIOCOYEHH B TOYKa
6.1), aleTHICAJHLIMIOBA KHCEJHHA MWJIH APYTM HECTEPOHIHH NPOTHBOBB3NAINTCIHH JICKAPCTBCHH

NPOAYKTH.

[TpoTHBOMOKa3aH € NPH MAUMEHTH ¢ HANHYHEe WM JaHHH B aHaMHEe3aTa 3a MNeNTHYHA #A3Ba Ha
CTOMaxa/xeMoparusa 1 A38a Ha BaHAJeCeTONMPbCTHHKA (JB& UJIH NOBEUE OTYCTIHBH €1IH30/1a Ha JI0Ka3aHa
yAUEPALIUA HWIH KbPBEHE).

[MauHeHTH ¢ JAHHH 33 DEAKLMH Ha CBPbXYYBCTBHTENHOCT (HAamp. acTMa, aHrHoeaAeM), ODPOHXOCNAZLM,
PWHHT WIH YPTHKApHA, CBbP3aHH C TEpanug C ALECTHACANHIMIOBA KHCEITMHA WM JPYTrH HECTCPOMAHH

MIPOTHBOBBINAJHUTCIHA NCKAPDCTBCHH NNPOAYKTH.

Texka CbpAedHa HEAOCTATHYHOCT, TEXKA YepHOAPOOHA HEIOCTATBYHOCT WIH TeXKa Op0pedHa
HEAOCTATHUYHOCT (BHX T. 4.4).

[TauuHeHTH ¢ aHAMHE3a 33 CTOMALIHO-YpeBHa NepPopaLHs HIIH KPbBOH3IHB, TEXBK KOJIHT, XEMOpari:
HITH XEMOIOETHYHH HapyLICHHMS, cBbp3anu ¢ ynorpebara na HCIIBC.

[Tocaennus TpEMECTLP Ha OpeMeHHOCTTA.

Ynotpeba npu jgeua Ha Bb3pacT noa 12 roausH.
4.4 CrenMaaHH npeaynpexaeHHs H NMpeaAna3HlE MepKH NpH ynorpeda

[lauMeHTH B CTAPYECKA Bb3PacT
[Tpy nayueHTHTE B CTap4ECKa Bh3PacT 4ECTOTAaTa Ha Ha0MOAaBAHHTE HOKEIAHH PEAKLINH OT HCTIBC ¢
O-BHCOKA, 0COGEHO CTOMALIHO-YPEBHH KPbBOU3IMBH H Nepdopalii, KOUTO MOraT Aa Obat darainH.

PecniMpaTopHH HapylleHHsI /‘\
Moxe na ce HabmozaBa GpoHX0CnazbM NpH GONHM CTpajaliM WIM C JaHHH B aHaMaeanad BpojRReiHa
A

act™a. [Ipu Te3u naunentn Crpencuic Harensus TpadBa /ja ce M3MOA3BA C BHH




CHCTEMEH JIYNYC EPHTEMATO3Y3 H CMECEHO ChEIHHUTENHO-THKAHHO 3a00/I9BaHe

ITauHEeHTH ChC CHCTEMEH JIyNYC EPUTEMATO3Y3 H CMECEHO CheMHUTEIHO-ThKaHHO 3a00aBaHe Morar Aa
HMAaT yBECIMYEH PHUCK OT acenTHYECH MEHHHTHT (Bux T.4.8), obaue To3u edpekT OOMKHOBEHO HE Ce

HaboAaBa NpH KPaTKOCPOYHA H OrpaHHueHa ynorpefa, kakTo npu ¢y pounpodeH.

brOpeyHy H YEPHOAPOOHH HAPYIICHHS

HMa naHnu, Y€ HECTEPOHAHHTE POTUBOBLITIANUTENHH JekapcTeenn npoaykth (HCIIBC)
NPEOH3BUKBAT pa3iH4Hy GopMHi Ha HEPPOTOKCHUHOCT, BKIIIOUMTENHO HHTEPCTHLIHANEH HEPHT,
He(DPOTHYEH CHHAPOM W GLOpeYHa HEAOCTATHYHOCT.

[punaranero Ha HCIIBC moxe na noBesie A0 1030-3aBHCHMO HAMANIABAHE HA 06pa3yBaHETO HA
NPOCTarjJanHH H NPeLMNUTHpaHa OnbpeyHa HeaocTaTb4HOCT. [1pu nauuenTH ¢ 656peyuHo, CHPAESUYHO UITH
4epHOAPOOHO YBpPeXIaHe, IPHEMAIlH AHYPETHIH M B CTApYECKa Bh3PACT CE Hajlara BHUMaHHe, Thil KaTo
ynorpebara Ha HCIIBC moxe 1a noBeae a0 BiowaBaHe Ha Ou6pednara GyHKUMS.

ru HCIIBC

Tpabsa na ce u3barsa epHoBpeMeHHaTa ynotpeba Ha Crpencunc HMartensus ¢ apyru HCIIBC (Bux T.
4.5).

Tabaerkure 3a cMyuene TpabBa aa ce ABHXAT B YCTaTa, JOKATO CE CMYydar.

AKO cTe n1HabeTHK UM HE MOXeTe 1a NpHEMAaTe 3axap HMaliTe npeaABU, Ye BCsiKa Tabnerka Coabpxa 2,5g
KOMOHHAIHA OT 3aXapo3a, IMI0K03a U CBbP3aHH 3aXapH.

[TauneHTn ¢ HacneACTBEHA HEMOHOCHMOCT KbM (PPYKTO3a, CHHADOM Ha IIIOKO30-TalakTo3HA
ManabcopOUHa HIH 3aXapo30-H30MaNTO3eH ACDHUHT He TPAGBa Ja NPUEMAT TO3H [IPOAYKT.

HexxenaHWTe 1eKapCTBEHH PEAKLMH MOTaT Aia ObAAT HAMAJICHH, KATO 33 KOHTPOJIMPAHE HA CHMIITOMHTE
ce ynotpebsBa Bb3MOXKHO Hali-HHCKaTa e(pEKTHBHA 1032 32 Bh3MOXKHO Hal-KpaTbK CPOK OT BpeMe.

ChpACYHO-CHAOBH H MOZBYHO-CEAOBH DEAKLIHH
KyMHHYHHM TPOYUBaHUs M EMHAEMHONOTMYHH JaHHH NOKa3BaT, ye ynorpebara Ha ¢paypbunpodeH

OCODEHO BBB BHCOKH /1034 (2 400 mg AHEBHO) M NPH NPOALIDKUTENHO HPHIOKEHHE MOXKE J1a CE CBhPXKE ¢
JIEKO MOBHLIEH PUCK OT apTepHallHd TPOMOOTHYHH CLOHTHSA (Hanp. MMOKAPJEH WH(APKT HJIH HHCYJIT).
EnnaeMHONOrHYHATE IPOYYBaHUs HE MOKA3BAT, Ue HUCKa J03a pnypbunpoden (vaop. < 1 200 mg
AHEBHO) € CBLP3aHAa C YBEJIHYEH PHCK OT MHOKAap/ICH HHQAapKT.

HeoOxoanuMo € noBHIIEHO BHUMAHKWE NPH NAIMEHTH ¢ XHnepToHus. [Toaxoasio HabmoneH e
(obcvraane ¢ iekap) ce npenopsYBa [PH MALMEHTH C AHAMHE3a 33 XHIIEPTOHHA W/HITH ChpAEYHA

HEAOCTATBYHOCT, ThH KATO MMa ChOOILEHHS 32 33JPbiKKA Ha TEMHOCTH M OTOK, CBBP3aHH C JISUEHHETO C
HCTIBC.

HapyimmeHus Ha HEpBHATA CHCTEMA

AHTETHIIMTE NIPEAN3BHKBAT raaBoGonne. B ciiyyan Ha npoasmKUTENHa yioTpe6a Ha aHAJITETHLIM WITH
ynorpeba Haa KO3HPOBKATA 33 MPOAYKTA, MOXE Ja Ce MOABU I'MaBobonne, KoeTo He TpabBa fa ce JeKyBa ¢
NOBHILICHH AO3H OT NEKAPCTBEHMA ITPOAYKT.

CTtoMamiHO-4YpeBHH €(eKTH

HCIIBC rps6Ba na ce npunarat BHEMAaTe/IHO NPH NALHEHTH C AHAMHE3a 33 CTOMAITHO-YPEBHH
3abonABaHus (Yauepo3eH KOMUT, GonecT Ha KpoH), Thit kaTo Te3u 3a6019BAHHA MOKC SERTIEReTPAT
(Brx T.4.8).
CpobLaBa ce 3a CTOMAIHO-YPEBHH KPBBOH3NVBH, A3Ba HIK nepopalius, Ko A\- Re
(paranto npu ynotpebara Ha scuukr HCIIBC, 1o BCAKO BpeMe HA JIEYEHHETO § .;,-,.-'f- 3 N
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NpCAYNPpEARTEIHH CUMIITOMH, HJIH NPCAHLIHG AaHAMHC34 34 CTOMALIIHO-YPCBHH 1§



PHCKBT OT CTOMALUHO-YPEBHH KPBBOU3/IHBH, 5382 MK Nepdopauns e no-Bucok py yrnorpeda Ha no-
sucoku aozu HCIIBC, npu naupeHTH ¢ aHaMHe3a 3a A3Ba, 0CO0EHO ¢ YCNOKHEHHA OT KPbBOH3JIHB HIIH
nepdopaiis (BHXK T. 4.3), KaKTO H MPH NAUUEHTH B CTAPUECKA BL3pacT, obate Te3H e(eKTH OOMKHOBEHHO
He ca oOH4aifHH NIPH KpPaTKOBpeMEHHA orpakH4eHa ynorpeba Ha NPoAYKTH Kato [IpH Gaypbunpodet
TAONETKH 32 CMYUYEHE.

[TaumeHTHTE C AHAMHE3A 32 CTOMAILIHO-YPEBHA TOKCHIHOCT, 0COOEHO Te3u B CTap4YecKa Bb3pacT TpsOBa Aa
ChOOIIABAT HA MEAHLIMHCKUTE CIIEIHANIMCTH 33 BCHYKH HeoOH4YaiiHH CTOMAIIIHH CHMITTOMM (110-
CTICMATHO 33 CTOMAUIHO-YPEBHHU KPbBOUIIHBH),

duypbunpoden MOXe Aa YABIDKM BPEMETO Ha KbPBEHE U ¢€ M3HCKBa BHHMAHHE NMPH MAalHCHTH €
abHopMHO KbpBeHe. [TaurenTHTe TPAOBA Aa OB1aT NOCHLBETBAHHU Aa YNOTpeOsBAT BHUMATEIHO TO3H
NPOAYKT C APYTH JEKAPCTBEHH MIPOAYKTH, KONTO MOXE J]a YBEJIHYAT PHCKa OT YJIICPallHd HIH KbPBCHE
KaTO NEPOPATHH KOPTHKOCTEPOHIH, HIH aHTHKOAryJJaHTH KaTo Hanp. BapapHH, CEJIEKTHBHH
HHXHOMTOPH Ha OOPATHOTO 3aXBalllaHe HA CEPOTOHHHA HIIM MPOTHBOTPOMOOTHUHM CPEICTBA KAaTO HAMNP.
ANCTHACAIMLINNOBA KHCennHA (BHX T.4.5).

Korarto ce nojiy4d CTOMalllHO-4PEBEH KPBBOK3J/IKB KN CE MOABH A3Ba NPH NMALHEHTH IPHEMAILH
bnypbunpoden, neyeHueTo TpaOBA Aa C€ MPEKPATH.

HepMaToiorHYHU eeKTH

MHoro psaaKo ce chobl1aBa 3a Cepuo3HH KOXHH Peakilii, HAKOH OT TAX GaTaHH, BKIIOYHTEHO
eKCHOIHAaTHBEH JEPMATHUT, CHHAPOM Ha CTUBBHC-/[DKOHCBH U TOKCHYHA enuepMalHa HEKPOIH3a BbB
Bpb3Ka ¢ ynotpebata na HCIIBC (Buxk 7.4.8). [lpHemsT Ha ¢urypbonpoden Tpadsa na Oba€e cnpsH npy
TBPBAa HOABA HAa KOXeH 0OpHB, IMTABHYHK AE3HH H/IH APYTH NPH3HALH HA CBPBbXIYBCTBHTCIHOCT.

MHbeKIHH

Toit KaTo ca ZOKJAABAHH H3ONHPAHHU CIy4ad Ha O0OCTPSHE HA Bb3NANEHHE, CEBP3AHO ¢ HHPEKLMs (Hanp.
pa3BUTHE HA HEKPOTH3upaul dacuuuT), chenajaumo no speme ¢ ynorpebara na HCIIBC nexapcTBeHw
MPOAYKTH 34 CHCTEMHO IPHNOXKEHHE KATO KJac, MpernopbhbyBa C€ HA NALHEHTHTE A4 C€ KOHCYJATHPAT C
nekap He3abaBHO ako no BpeMe Ha ynorpebara Ha GypbunpodeH ce NOABAT HAH BIOILIAT CHUMIITOMHTE Ha
OGaxrepHiiHa KHPEKIHA.

Mﬂ(‘,lﬂlpﬂlle Ha CHMIOTOMHTE Ha NOAJICKARLIHTC HH(I)BKIIIIH

EnuaeMHONOrHYHHTE NPOYYBAHKA MOKA3BAT, Y€ CUCTEMHHTE HECTEPOHAHK NPOTHBOBB3NAIHTEIHH
cpenctsa (HCIIBC) mMorat Aa MacKupaT CUMIITOMHTE Ha HHEKIHS, KOETO MOXe /3 ACBe/E 10 3abaBsHe
Ha 3aN0YBAHETO HA NMOAXOAALIO JICYCHUE U B PE3yIITAT Ha TOBA — 10 BJIOLIABAHE HA U3X0/a OT
papexuuara. Tosa e HaOmoaaBaHo npu GakTepHaiHa MHEBMOHHUA, TPAAOOHTA B OOLICCTBOTO, H
OakTepHaiHH YCIOXHERH] OoT BapHuena. Koraro ce npunara Crpencuiac HHT€H3MB W NALMEHTHT HMA
[MOBHIUCHA TEMNEpaTypa WiK 00MKa, CBbp3aHa ¢ HHPEKLUHSA, CE NPENnopbyBa NPOCICAABAHE HA
HHPEKIUATA.

AKO CHMIITOMHTE C€ BJOLIAT WK CE MOABIT HOBH CHMITTOMH, JIEYCHHUETO TpADBR Jia C€ MPEOUCHH OT
MEIHIIMHCKH CNEeLHAJIHCT,

AKO ce TOABH APa3HEHE B YCTATa, JICYEHHETO TPADBA Aa ce NpeyCTaHOBH.

Crnenndu4Hy 3a JEKAPCTBEHAA NPOAYKT NPEAYNPEeXICHUS




AKO MMaTe allepris KbM NIIEeHHIA (KOeTo € pa3IM4HO OT Libo/Muakus), Bue He TpsabBa na npueMare Topa
JIeKApCTRO.

ApoMar, CsIbPXKALL AJIEPreHH
Crpencunc HUurensus chabpxka apomar ¢ Lutpan, Lurponenon, d-Jiumonen, ®apuecon, I'epannon, H
JIHHaN00, KOHTO MOTAT A4 NPHYHHAT aNeprHuHH peakLyH.

Crpencuic HHTeH3uB chabpxa 1,069 g rmokosa u 1,407 g 3axapo3a Ha eAHa TabJETKa 33 CMy4eHe,
Tpsabsa Aa ce vMa npeABH] NPH MALMEHTH ChLC 3axapeH aAuaderT.

[Topaan ceABpPKAHMETO HA TIIOKO33, NALMEHTH C PAZIKA [VIOKO30-rajakTo3Ha ManabcopOuus He TpadBa
Aa NpHeMar TOBa JIEKapCTBo.

[lopaay CpABPPKAHUMETO HA 3axapo3a, MAUHEHTH ¢ PeKH HACIEACTBEHH MpodieMi Ha HENOHOCHMOCT KbM
$pyxTO3a, MIOKO30-ranakro3Ha ManabcopOuMs WM 3axapo3o-W3oManTtaseH AepUUMT He Tpsadea na
NpHEMAT TOBA NIEKapCTBO.

[lopagH cCbABpXKAHHETO HA Mel, MALKHEHTH C PEAKH HACNEACTBEHH MpOONEMH HA HEMOHOCHMOCT KbM
ppyKTO33, HEMOHOCHMOCT KBbM TANAKTO3a, MajIaKTO3EMMUs WM TIIOKO30-TalaKkTo3Ha Majabcopbums He
TpsOBa Aa NpHEMAT TOBA IEKAPCTBO.

CrpencHic HuTeH3uB coabpka cyndputH (CepeH THOKCHA): B peliku ciydan Moxe Jja NPHYHHH TeHKKH
peakilii Ha CBPLXYYBCTBHTEJHOCT B OPOHXOCNAZDbM.

4.5 B3anMoaeHCTBHE ¢ APYIH JIeKapCTREHH NPOAYKTH H ApYrH QOpMH HA B3aUMOACHCTBHE

Jo cera HAMa NpoyYBaHAS, KOMTO A3 Ca NOKa3aii HAKAKBH B3aUMOJIeHCTBHA Mexay ¢urypbunpoden ¢
JHWTOKCHH, NEPOPANHH XUMIOrTHKEMHYHH CPEICTBA HIIM aHTHALIH]H.

Onypbunpoden ne TpubBa A2 ce HINOA3BA B KOMORHAIIHA C:

- Ayemwicanuyunosa xucenuna: OCBEH ako HUCKA 032 alleTHACATHLIMIOBA kKucenuHa (oa 100 mg
JHEBHO HJIK NOKanHa npoduaakTHYHA 1033 33 ChbPASYHO-CHIOBA 3allHTa) ¢ OMia npeanucala oT nekap,
ThH KaTO MOXE /1a IOBHIIH PHCKA OT HEXEJIaHH PEAKLHH (BHXTE TOUYKa 4.4).

- Hpyeu HCIIBC nexapcmeernu npodyxmu, exkuiouumenio ubynpogen u Cenexmuenu usxubumopu
Ha yuxrookcuzenasza-2: Jla ce u3darsa eaAHoBpeMeHHaTa ynotpeba Ha ase unu nosede HCIIBC
JIEKAPCTBEHH NPOAYKTH, ThH KaTO TOBA MOXKE 14 JOBEAE A0 [IOBHIHIABAHE HA PHCKA OT HEXENaHH peaKUuH
(BUXKTE TOUKA 4.4).

POuaypbunpoden TpsioGBa Aa ce H3NO/I3BA ¢ BHHMAaNHe B KOMOHHAIHA C:

- Anmuxoazynanmu: HCIIBC nekapcTBeHHTE MPOAYKTH 3aCH/IBAT eeKTa Ha aHTHKOArynaHTH KaTo
sapgapuH (Bux 1.4.4).

- Anmuacpezanmu u cerexmuenu unxubumopu Ha obpamnomo 3axeéauane Ha cepomonuna (SSRI):
[TopHYE€H PpHCK OT CTOMALIHO-YPEBHH KPBBOH3NHEBH (BHX T.4.4).

- Anmuxunepmensusnu nexapcmea (ACE unxubumopu, anmazonucmu na anzuomensun-1ij u
Huypemuyu: HCIIBC nexapcTBeHHTE NPOAYKTH MOXE Ja MOHKWXAT e(PeKTa Ha AHYE
Hscaenpanus nokassart, 4ye HCIIBC Morar aa noHwxkar edekTa Ha JHYPETHKS 5
NEKapCTBEHUTE [IPOXYKTH MOraT Aa MOHMKAT epexTa Ha aHTUXHUIIEPTCH3UB // (8"
JluypeTuuuTe ¥ APYrH aHTHXHUIIEPTEHIHBHH JIEKAPCTBA MOXKE /1A OBHILAT PHek:

MPpHYHHEHA OT HHXHUOHpaHEe Ha HKJIOOKCHTEHA3aTa, 0COOEHO IIPH nalue

O6v0peuna ¢pyrkuus, (IlannerTHTe TpAOBa Aa 6BJAT aZIeKBATHO XHAPATHP?




- Anxoxon: Moxe na noeae 10 NOBHIIABAHE HA PHCKA OT HEXENAHH PeaklHH, 0COOCHO CTOMALLHO-
YPEBHO KbpPBEHE.

- Covpoeunu enuxozuou. HCTIBC nekapcTBeHHTE TPOAYKTH MOraT Aa 000CTpsT ChbpAECYHATA
HEAOCTATBYHOCT, 1a HAMAJIAT INIOMEPYAHATA PUATPaLMA M 1a NOBUIIAT MJ1a3MEHHWTE HHBA Ha
[THKO3HHTE.

- Huxnocnopun: IToBHLUIEH PHCK OT HEPPOTOKCHYHOCT.

- Kopmuxocmepouou: [10BHILIEH PUCK OT CTOMALLHO-YPEBHH S3BH HITH KPLBOHIHBH (BHX T. 4.4),

- JTumudi: UMa 10Ka3aTeNicTBa 33 Bb3MOXKHO MOBHILIABAHE Ha TUIA3MEHHTE HUBA Ha JIMTHH, ThH KaTo
b1y pOHnIpOdeH MOKE 1a HAMANIH EKCKPELIHATA Ha THTHH.

- Memomperxcam: Ma Bb3MOKHOCT 34 YBEAHYABAHE HA NJIa3MEHHTE HHBA Ha METOTpEKCaT.

- Mudpenpucmon: HCTIBC nexapcrseny npoaykTd He Tpsa6sa ja ce npuemar Ao 8-12 gxu cnen
npunoxenue Ha MUpEnpUcToH, Tt kato HCIIBC nekapcTBeHH NPOXYKTH MOTAT L@ HAMANAT edekTa Ha
MH(ETPHCTOH.

- Xunononoeu anmubuomuyu: JlJanHu oT NPoyUBaHHWA BbPXY KHBOTHH noka3part, ye HCIIBC
JIEKapCTBEHH MPOAYKTH MOTAT 4 NOBULAT PHCKA OT KOHBYJICHH, CBHP3aHH ¢ XHHOJMIOHOBHTE
anTHOHOTULH. [TauuenT npuemaiy HCIIBC ¥ XHHONOHH €a H3JNOKEHU HA MOBHILEH PHCK OT NosSBa Ha
KOHBYJICHH.

- Taxpoaumyc: BbaMoxed € MOBHIIEH pHCK OT HedpoTokcHuHocT, korato HCIIBC rekapcreeHu
NPOAYKTH CE MPUNAraT ¢ TAKPOJHMYC.

- 3udoeydun: [IoBHILIEH PUCK OT XEMATOJOrHYHA TOKCHYHOCT MPH €AHOBPEMEHHO JIEYEHHE C
HCIIBC nexkapcTBeHN MPOAYKTH H 3HAOBYIHH.

4.6 PepTrIHTeT, HpeMEeHHOCT H KbpMeHe

bpeMeHHOCT:

Hama xiHHHYHH JaHHM 3a ynotpebara Ha Crpencunc MHTeH3HB o BpeMe Ha OpeMeHHOCT. OpH ako
CHCTEMHATA yNoTpeda € MO-HHCKA OT OPAJIHOTO NMPHICKEHHEe, He € H3BECTHO AANIH CHCTEMHAaTa ynotpeda
Ha Ctpencunc MHTEH3MB NOCTHrHATA Ype3 MOBBPXHOCTHO NMPHJIOKEHHE MOXe Ja ObJe yBpexiallo 3a
nnoza. [To BpeMe HA NBPBUAT H BTOPUST TPHUMECTHP Ha OpemeHHoctTa, Ctpencunc MuTeH3uB He TpaOsa
na &bAe npuiaaraH, OCBEH ako He € aGcomoTHO HeoOXoaUMO. AKO ce Mpunara, 1o3ata na obje HaH-HHUCKa,
a NPOABJDKUTENHOCTTA BE3MOXHO Hak-KpaTKa.

CucremHara ynotpeda Ha MHXUOHTOPH Ha [IPOCTAarlaHAMHOBATA CHHTE3a, BKIIOYMTENHO (uypbunpodeH,
[0 BpEME Ha TPETHS TPHMECTDHP OT OpPeMEHHOCTTAa MOXKe J1a NPEAH3BHKA Kapauo-My/IMOHaIHA B ObOpeyHa
TOKCHYHOCT IpH MoAa. B kpas Ha OpeMEHHOCTTa MOXE /1a C€ MOABH YAbJDKaBaHE Ha BPEMETO HA KbPBCHE
H NPH MARKaTa U TIPH I1JI0/1a, KAKTO H 3a0aBsiHe Npoueca Ha paxIaHe.

CnenoparenHo, paypbunpodeH € nNpoTHBONOKA3AH Npe3 TPETHA TPUMECTbP Ha OpeMEHHOCTTa (BHXK T.
4.3).

KnpMeHe:
OaypdrnpodeH ce NosBsABa B KbpMaTa B MHOTO HUCKH KOHLICHTPALHH H €
HEQArONPUATHO HA KbPMAveTo,




DepTruInTeT:

MMa H3BECTHH JaHHH, Y€ IeKapcTBaTa, KOHTO HHXHOUPAT LIHKNO-OKCHI€Ha3HaTa/

NMPOCTarAaHAMHOBA CHHTE3a MOXE Ja NPEIN3BHKAT YBPEXJ4HE Ha JKCHCKHA (PEpPTHINTET 4pe3s
Bb3ACHCTBHE BbPXY OBYNAHUSTa. 1034 edeKT e oOpaTuM cliell peKpaTABAHE Ha JIEYCHHETO.

4.7 EdexTr BPBPXY cNOCO0HOCTTA 32 modupane H paioTa ¢ MALIMHHA

Ipy npuemane Ha HCIIBC nexapcTBeHr NPOAYKTH, KATO HEXeNaHH peaklHH ¢a Bb3MOXHH IosiBaTa Ha
CBETOBBPTEXK U 3aMBIIIEHO BIKAAHE. AKO CE NOABAT NALMEHTLT He TpAOBa Aa wodHpa UM aa paboru ¢
MALIHHH,

4.8 Hexe/lanH JJeKAPCTERCHH pPeaKIHH

Ceo0LaBsaT ce peakiud Ha CBPBLXUYBCTBHTENHOCT, BcieactBHe neveHwe ¢ HCIIBC nekapcteeHuTe
NpoAYKTH. Te MOXe Aa ce CbCTOST OT:

(a) He-cnenudpHiHH anepruvay peakuuH ¥ aHAQUIaKCHA.

(b) IloBHIIEHA PEaKTHBHOCT HA AMXATENIHATA CHCTEMA KaTO ACTMA, BJIOLIABaHE Ha acTMa, OpoHXOCMmazsM
H AUCTIHEA.

(c) Pa3nHuHH KOXXHHM HApYIICHMS, BKJIIOYMHTENHO OOPHBH OT paljIHY€H THN KATO NMPYPUTYC, YPTHKApPUA,
Mypiypa, aHrHoeAeM H no-pAaako Oyno3HH AepMaTto3zd (BKI/. HEKPOJIM3a HA eNHIEpPMHCA U EpHTEMA
MyJITH(POPME).

Haii-yecto HabmoaaBaHKTe HEXeENaHH peaKiiH Ca C XapaKTep Ha CTOMALIHO-YPEeBHH HAPYilUEHHUS.

COMCBKBT Ha HEXKENAHH [EeKapCTBEHH peaKlUMM MO-7IoNy C€ OTHACH 34 KPATKOCpO4YHa YMoTpedba Ha
HOYIIpOd)eH 33 CUMITTOMATHYHO JICYEHHE IIPH 3aUepBeHO B GONEe3HEHO Bb3NMAJISHO rbpio. JJONbIHHTENHN
HEXEJaHH peakIlHH Morar Aa ce Habmonasat npu ynorpeba B ApYrd IMOKA3aHHA HIH ABATOCPOYHO
NIEYECHHE.,

Bb3MOXHWTE HEXENaHH IeKapCTBEHH peakiHH, KOUTO ce TIposBABaT Npu ¢aypOunpodeH ca npeacTaBeHy
no-ACHy, TPYNHPAHHK MO CHCTEMA-Oprad Kiac KjJacH(puKkauuaTa 4 YecToTa.

HecToTara Ha U3OpOEHHUTE NO-A0JY HEXeNaHH JIEKAapCTBEHH PEeaKIHH € OTpele/icHa KaKTO CNelBa: MHOTO
yectH (= 1/10), gectn (> 1/100,<1/10), wevects (> 1/1 000,<1/100), penxu (> 1/10 000, < 1/1 Q00) ,
MHoro peakH (<1/10000) u ¢ Hex3BecTHa 4ecToTa (MecToTara HE MOXE Ja Oble H3YHCIIEHA cropen
HaNIMYHHTE JaHHH).

B oTAcTHHTE IpynH NO YeCTOTa HeXENIAHWTE PEAKLIHH ¢a NPEACTABEHH B HH3XOAI PEa CIIOPE/l CTENEHTA
Ha CePHO3HOCT:

Cucrema-oprad | Yecrora HexenaHn peakuuu

Kiaac | _ |

Hapyimenus Ha Penxn AHeMuA

KPbLbBTa H

AuMbHaTa MHoro peaku ArpaHynomMTO3a, AamjacTU4Ha aHEMHA, XEMOJIHTHYHA
CHCTEMA aHEMMH S, HEYTPONEHHA, TPOMOOLIUTONEHHS

Hapymenua wua | Hectn CeetoBbprexk, rnaBodbonne, napecTe3ns

HepBHATA

cCHCTEMA Heuectn be3cbHHE

Hapymeansa Ha | Peaxu AHapuUNAKTHYEH LLOK
HMYHHATA \
CHCTEMA MHoro penkH AHrHoenemM i§




Cupaeunn

C HeH3BeCTHA

CrpacyHa HEAOCTATBUYHOCT, OTOK

HAPYLUICHHS 4eCTOTa
Coaosu C HenzBeCcTHA XHUNEePTOHUA
HapylieHHsl YECTOTa
PecnHpaTopHH, YecTu Jpa3HeHe B rspioTo
rpLAHH H
MeAMacTHHAAHNY | HeyecTn ObocTpsHe Ha actMa M OpOHXOCMAa3bM, JHCITHES,
HapyllieHHs CBHpKaILO AHILAHE, opogapuHreanHy MEXY PH,
(apUHIreaIHa XUNoeCTe3ns
MHoro peaku Enucrakchc
Cromammno- MHoro yecTH HuckomdopT B yCTHATA KYXHHA', MPOMAHATA HA BKYCa
YpPEeBHA
HAPYLICHHS
YectH Iuapus, sA3BH B ycrata, CTOMallHH OONKH, CyxXoTa B
ycTaTta, rajede, ©Oonka B ycTaTa, [ApecTe3nd,
opogapuHreainta 6oka
Heuyectu [loayBaHe Ha KOpeMa, 3aMneK, AHCTIENCHA, MCTCOPH3DbM,
rIIOCOJAHHNS, OpajlHa AH3ECTE3H A, IOBPBIIAHE
Peaxu CroMalllHO-upeBHa #A3Ba M nNepdopalius, CTOMALIHO-
YpPEBHO KbpPBEHE
Hapymenus na HeuecTtn Koxnu 06puBn, cupbex
KOMATA H
NOAKOAHATA
TbKAH MHoOro penku Texku GopMH Ha KOXKHH peaKilMH KaTo OYJIO3HH PEaKlHH,
BKJIIOWHTEJIHO CHHAPOM Ha CTUBBHC-J/[XKOHCHEH H TOKCHYHA
CMHJICPMaJIHa HEKPOJIH3a
C Heu3BeCTHA Eputema myatugopme
4ecToTa
Hapymienns Ha Peaku HutepcTyiinanet HePpuT, HedppOTHYEH CHHAPOM,
OnOpenuTe B OBOpcUHa HEAOCTATHYHOCT
AHKOYHHTE
NbTHIIA
O6mu HeuecTn Tpecka, 601ka
HAPYILIEHHSA H
eheKTH HA
MACTOTO HA
NPHJIOKEHAE
XenaroOounuapaun | C HeM3BeCTHA XEMaTuT

HAPYIUEHHSA

HECTOTA




IIcuxauBH HeuecTH be3zcnHue
HAPYHICHHA

H3caenpanasg Peaxu Y bKEeHO BpeMeE Ha KbpBeHe

Onucanne Ha n36paHn HexelIany peaknun
! YyBCTBO 32 TOMIMHA MM MApEHE HIIH H3TPBIIBAHE HA YCTATA

Crofiasane HA IOAOINPAHH HEXKETaHU PEAKIIHN

CrobiuaBaneTo Ha NMOJO3IMPaHH HEXeNaHH peakilMH ¢ej paspellaBaHe 3a ynorpeba Ha NeKapcTBEHHS
NPOAYKT € BaXHO. ToBa nosBonsBa Aa NpoAb/KH HAOMMOAEHWETO HA CHLOTHOLUEHHETO NO/32/pPUCK 33
ICKapCTBEHHA NPOAYKT. OT MEJHLIHACKHTE CNEUHANMCTH C€ M3HCKBA Aa choOmasaT BCAKa NOA03Mpana
HeXeaHa peakins upes:

M3mearMTEIHA areHIHd 1o JIEKApCTBATa

yi. ,,JJamsaH I'pyen” Ne 8

1303 Codus

Ted.: +359 2 8903417

yebcadt: www.bda.bg

4.9 IIpeno3upane

CHMIITTOMH Ha MTPEAO3NpPaHE

[IpM MoBEYETO MALMEHTH, KOMTO €A IOrbJAHANM 3HAYMTENHO OT KJIMHMYHA [JE[HA TOYKA KOIHYECTBO
HCIIBC nekapcTBEHH NPOAYKTH MPeAO3HPAHETO HAMA Aa CE [IPOSBH C APYTO OCBEH FaacHe, MOBPBIIAHE,
enuractpanHa 0oaka WM no-paaxo auapui. LlyMm B ywwTe, riaBoGosHe, CTOMAIHO-YPEBHO KbpPBEHE
CbILUO Ca BB3MOXHHM. [IpH 110-cepro3nau OTpaBAHKA, TOKCHYHOCTTA 3aCAra LEHTPAIHATa HEPBHA CHCTEMA H
CC MposABABa C BEPTHIO, CHHIHBOCT, TIOHAKOra npesp30yna W ae3opHeHTalys uWiM koma. IToHskora
MalHEHTUTE pa3sBUBAT KOHBYICHH. IIpH ceprosHo ortpassHe ¢ HCIIBC nexkapcTBeHd NMpOayKTH MOXKE Ja
CC MOSMBH XUNECPKaJHEMHA, METa0OJMMTHA auMzao3a M Ja ce YOIKH nporpoMOMHOBOTO Bpeme/INR
BEPOATHO ABIDKALLO C€ HA CMYILIEHHSA Ha JSHCTBHETO HA IUPKYJHpALLATE ChCHpBalin ¢axtopd. Moxe za
Ce MOABAT ocTpa OBOpeyna HeaoCTaTHhYHOCT. BrioinaBaHe Ha acTMATa € Bh3MOXKHO IIPH ACTMATHLH.

TepaneBTHYHH MEPKH TIPH NPEJIO3HPAHE
Jleuennero TpabBa na Obae CUMNTOMATMYHO M MOANOMAram(o, ¥ BKJIIOYUBA MOALbPKAHE Ha CBODOAHU

AHXATEIHH ITHbTHILA ¥ MOHHUTODHHI HA CHPASYHHTE M XXH3IHCHWTE MOKA3ATEIH 0 CTAOHAM3HPAHETO HM.
Moxke na ce B3eMe MpeaBHI NEPOPaNHOTO NPHAAraHe HA AKTHBEH BBLINIEH H CTOMALIHA NPOMHBKA, KO
nayuenTa ObAe NeKyBaH 10 | 4Yac OT MOrTBIIAHETO HAa [IOTEHLHANHO TOKCHYHO KOJIMYECTBO.
Konsyacunte TpsaGBa Ja GbAaT JieKyBaHH ¢ HHTPABEHO3CH [Ma3eNaM HIIH JiopazeNaM, aKo ¢a H4ECTH WM
nponb/okuTenHd. [lpw acTtMa ce npunarat OpoHxoaunatatopH. Hama cnenudHueH aHTHAOT Ha

¢y pounIpode.

Hsama crietpuyHo neyeHne ¢ aHTHAOT.

§ ®APMAKOJIOT'MYHU CBOMCTBA
5.1 PapMaKoHRAMHYHE CBOHCTBA

QapmakoJIOrHYHa Ipyna: npenapartH 3a rbpio, APYrH Ipenapary 3a rbpio
ATC xon: RO2ZAXO01

DnypOHIIpOdEH € HECTEPOHACH NPOTHBOBL3NANMTENEH JIEKAPCTBEH NPOAYKT H
H HNPOTHBOBB3NANHUTENHO ACHCTBHE. TepaneBTHYHHAT eekT Ha JieKapCTBEH
MOATHCKaHE aKTHBHOCTTA HA IPOCTAarilaHAHHOBATA CHHTE34.



CnopeJ npoy4BaHMATa H3TI0/M3BAIIH aHANH3 Ha epudepHa KpbB, duypbunpoden e cmecen COX-1/COX-
2 HHXHOUTOP C H3BECTHA CeNekTHBHOCT KbM COX 1.

[IpenknMHH4HMTE POy4BaHHS Noka3par ye R (-) eHaHTHoMepa Ha ¢GuiopbunpydeH H CBBp3aHHTE
HCIIBC peficrBar BbPXY LUSHTpalHATA HEPBHA CHCTEMA.

[IpoaAyKTBT OCHrypsABa H3MEPHM YCIIOKOABALL| H TOKPUBALL €(PEKT HA 2-Ta MUHYTA.

30 MmuHyTH cnen npHeMaHe Ha Tabnerkata ce HaOmopasa obnekyeHHWe Ha OoOlkaTa, HaMasIBaHE Ha
ApPa3sHEHETO H BBL3MNANICHHETO, XapaKTepHH 3a 3a4epBeHOTO rbpno. JeHcrBueTo npoab/pkasa 1o 4 udaca
CJlien NpHEeMaHETO Ha Ta0/eTKaTa 3a CMYUEHE.

3.2 (PapMaKOKHHETHYHH CBOHCTBA

GOnypbunpoder ce pezopbupa OBp30, MaKCHMaNHH CEPYMHH XOHLEHTpauHH ce¢ Habmoaasar 30-40
MUTYHHU Clel NIPUEMAHETO My. MaKCHMANHHTE NJIa3MeHY KOHIEHTPALHMH Ce AOCTUraT 1no-0bp30 OT TE3H,
CHEA NOTTbINaHe HA €KBHBAIICHTHA 4034 B TabneTHA POpMa 3a NEPOPATHO NPHIIOKEHHE.

Onypobunpoden 6bp30 NpeMHUHABA NPe3 TAIOTO, KATO OCHOBHO c& MeTabOH3upa Upe3 XHAPOKCUIHPAHE ’
ce ekcKperHpa ypes 6b0peunTe.

CpBBp3Ba C€ BbB BUCOK NPOLEHT ¢ MJIa3MEHUTE NPOTEHHH H BPEMETO Ha NOJYKHBOT € OT 3 10 6 Jaca.
KonnuectBoto Ha Oaypbunpoden B kbpMmara e no- Manko ot 0,05 muxporpama/mi.

5.3 IlpeaxIHHHYHH JaHHH 3a Ge3onacHOCT

[Ipy onHUTH ¢ UTBXOBE MOANOXKEHH Ha n03a 0,4 mg/kg/nHeBHO U MO-TOJAEMH N0 BPpEME HA OPEMEHHOCT €
HabnroaaBaHa MOBHLICHA YeCTOTA HA MbPTBH PaXXIaHHA.
3HAYEHHUETO HA TO3H (AKT 3a YOBeKa 00aye € CEMHHMTENHO H HE ChBIaja ¢ JOCEralllHHA OMHT C

baypbunpodeH npu YoBeKa.
6. PAPMAHEBTHYHNR JTAHHH

6.1 CnHCLK HA NOMOUHH BENIECTRA
Makporon 300

Kannes XHAPOKCH

ApoMaT Ha TMMOH

JleBoMeHTON

Teuna rioKko3a

Teuna 3axaposa

Men

6.2 HecnBMecTHMOCTH
Henpuiaoxumo.

6.3 Cpok Ha roaHoct

36 Mecena

6.4 CnenHainH yo10BHA 33 ChXpaHEeHHE

Ha ce cbxpaHsaBa B OpUrMHAJIHATA ONAKOBKA.,




6.5 BHA H chALPKAHKE HA ONAKOBKATA
Jlenta, cherosima ce ot 250 mukpoHna Henpoapaded PVC/PVAC (nomBHHHIXIIOPHA/TIOMTUBAHU
AUXJIOpUA) OIMCTEP, TEPMUYHO 3aBapeH KbM 20 MHKpoHa anyMHHHEBO poano. baucrepute ca

MOCTAABCHH B KAPTOHEHA KYTHA ¢ OTIAKOBKH 0T 2, 4, 6, 8, 10, 12, 16 u 24 TabneTku 3a CMy4eHe.
He BCHYKH ONakoBKHU e ObAAT NyCHATH HA Masapa.

6.6 ChnennajnM npeaAnaHH MEPKH NPH H3XBhLP/IAHE

Hama cneuyanHi H3MCKBaHUA.

7. HPHTEXATEJI HA PA3SPEIIIEHHETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower

I1th Floor, District 1, Bucharest, PymbHus

8. HOMEP HA PA3PEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20040223

9. JATA HA ITIBPBO PA3SPEHIABAHEMIOAHOBSABAHE HA PA3PELHIEHHETO 3A
YIIOTPEBA

Jata Ha mepPBO paspeuraBane: 14.05.2004
JlaTa Ha nocaeaHo nojaHoBsaBane: (07.12.2009

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

siHyapH, 2024
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