Ao 70,223

G TE N
KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA

1. UME HA JIEKAPCTBEHUA IMMPOAYKT

Crpencunc Uurensus 8,75 mg tabneTku 3a cMyyeHe
Strepsils Intensive 8,75 mg lozenges

2. KAYECTBEH U KOJIMYECTBEH CHhCTAB
Ounypbunpogen 8,75 mg (Flurbiprofen 8,75 mg)

[loMolLLIHH BELIECTBA C U3BECTHO JIEHCTBHUE 3a eHa TabJieTKa 3a CMY4EHE:

[TluennyHO HUecTe (Chabpxkaulo rayTeH): Enna Tabnerka 3a cMydeHe cbabpxka He noseye ot 21,38 pg
[Ty TEH.

[ mroko3a: 1069 mg

3axapo3sa: 1407 mg

HUuBeprtHa 3axap (men): 50,3 mg

Cyngputu - cepen auokcun (E 220): 0,137 ppm

bytunxuapokcuanuszon (E 320)

Apomar, chabpxkail anepredu (Jlmmonoso maciio coabpxka Lutpan, Llutponenon, d-Jlumonen,
Gapuecon, ['epanuo, u Jlnnanoon)

3a NbJIHKS CIUCHK HA MOMOLLIHUTE BeLLeCTBa, BWXKTE TOUKa 6. 1.

3. JJEKAPCTBEHA ®OPMA

bsna no cuBobene3Hukasa, kpbria TabnerTka 3a CMy4yeHe.

4. KJNIMHUYHU JTAHHH

4.1 TepaneBTHYHH NMOKA3aAHHA

3a CUMINITOMATHYHO JICYEHHE MPH 3a4€PBEHO M 00JIE3HEHO Bb3MaJIEHO I'bpPIIO.

4.2 JlO3HpPOBKAa H HAYHH HA NMPHJIOKEHHE

gﬂiﬂl POBKa

[IpenopbuBa ce eKkapcTBEHUAT NPOAYKT Jla ce NpueMa MakCUMyM 3a 3 JIHH.

Bb3pacTHH:
Enna Tabnerka 3a cMydeHe npes 3-6 yaca.
Jla He ce npuemar noseue ot S TabneTku 3a 24 yaca.

[leguaTpuyHa nonyaalus
Jleua Han 12 roguHu: KakTo npu BL3pacTHH No-rope.

Jlena noa 12 roguHu:
He e noka3zan 3a aeua noa 12 roguuu (Bux T. 4.3).

llayuenmu 6 cmapuecka v3pacm:
He moxe na Obae aaaena npenopbka 3a oOuiara 103a, Nopajd OrpaHHYEH KIMHHUYHUS ORt DM
HacTo4YIIMsg MOMEHT. [lallueHTHTE B CTapyecka Bb3pacT ca C MOBULIEH PHUCK OT CEPHO3 -
HEXEeJIaHUTE peakuru (BUxX T1.4.4).




Heproopobra nedocmamvyrocm: [Ipy NaUKEHTH C NEKO IO yMEPEHO HapyLIeHHe Ha YepHoApobHaTa
GyHKuHs He € HeoOXOoAMMO NOHHXKaBaHe Ha Ro3ata. [Ipn naumeHTy ¢ Texka uepHoapobHa
HEROCTAThYHOCT Uiy pOUNIpodeH € MPOTHBOMOKA3aH (BHXK T. 4.3).

bvopeuna nedocmamvunocm: I1pH NALKEHTH ¢ ACKO 10 YMEPEHO HapyHieHHe Ha 6b6pednarta yHKUUS
HE € HeoOXOIMMO NOHHXKaBaHe Ha Ao3aTa. [1pH nmalHeHTH ¢ Texka 6bOpeuna HEAOCTATLYHOCT
baypbunpodeH e npoTMBONoOKa3aH (BHK T. 4.3).

HayuH H] IPHIOKEHHE

3a opoMyKO3HO npuinoxenue. Jla ce cmyye/pasrBaps 6aBHO B ycTaTa.

Ctpencuic MHTeH3UB, KAKTO BCHYKH APYrH TabneTky 3a cMyueHe TpaOBa Aa ce IBHXAT B YCTATA, 32 Jja Ce
H30€rHe NOKAMHO JpasHEHE Ha JIMraBMLATa. AKO CE NOABH APA3HEHE B YCTATa, JIEUEHHETO TpAOBa Ja ce
NPEKPATH.

Crpencunc MHTEH3UB ce oTiycka 6e3 nekapcko npeAnucaHue.
4.3 IIpoTHBONOKA3AHHSA

CBpBbXYYBCTBHTENHOCT KbM QaypOunpodeH UaH HAKOH OT ChCTABKHTE HA NMPOAYKTa (MOCOYEHH B TOYKA
6.1), AUETHICATHUHMIOBA KHCEJIHHA HJIH JpPYTH HECTEPOHAHH IPOTHBOBBL3NANIMUTETHH JIEKapPCTBEHH
MPOAYKTH.

[IpoTuBonokasaH € npM nNauMEeHTH C HAIMYHE WIH JaHHKM B aHAMHEe3ara 3a MeNTHYHA #3Ba Ha
CTOMAaxa/XeMOpAarns H fA3Ba HA ABAHANECETONPBCTHHKA (AIBa MM MOBEYE OTYECTIAMBH €NMU30Ja Ha JI0KA3aHa
yjLepalus UIH KbPBEHE).

[launenTH ¢ NaHHH 3a peaKL¥H Ha CBPbXUYBCTBHTEAHOCT (HAITP. aCTMa, aHrHoeAEM), EPOHXOCTATHM, PHHHT
UIH YPTHKAapUs, CBBpP3aHH C TeEpanHs € ALETHICAIHUMIOBA KMCCIWHA MIIM APYTH HECTEPOHIHU
[POTHBOBL3NANUTENHH JICKAPCTBEHH NMPOAYKTH.

Texxa chrpACYHA HEAOCTATHLYHOCT, TEXKA YepHOAPOOHA HEROCTATHYHOCT MK Texka GbbpedHa
HeJOCTAaTHYHOCT (BHX T. 4.4).

[launeHTH ¢ aHAMHE3a 3a CTOMALIHO-YPeBHA Nnepdopaliug HIK KPbBOH3INUB, TEXBK KOJUT, XEMOParus
HAH XeMOMOETHYHH HapyIUeHHs, CBbP3aHH ¢ ynoTpebata Ha HCITBC.

[Tocneanus TpuMecTbp Ha OpeMEHHOCTTA.

Ynotpeda npu aeua Ha Bb3pacT noJ 12 roauHy.

4.4 Cnennanuu npeaynpexienns H NpeANa3HH MePKH NpH ynorpeda
{laumMeHTH B cTapyecka Bb3pacT

[Ipn naukeHTHTE B CTapuecKa Bb3pacT YecToTaTa Ha HabmonaBanuTe Hexenany peakiun ot HCTIBC e
NO-BUCOKA, 0COOCHO CTOMALIHO-YPEBHH KPBBOHIIHBH H niepdopaliti, KOKTO MoraT Aa Objat aTanHy.

PecriupaTophH HApYLIEHHS
Moxe na ce Habmopasa 6poHxocnassM npy GONHM CTpajallly WM ¢ JaHHH B aHamHe3aTa 3a GpoHxHaiHa
actMa. IIpn Te3un naunenT Crpencunc UHTeH3MB TpsiOBa 1a ce H3noI3Ba ¢ BHUMAHKE,




CucreMeH JYNYC CPHTCMATO3Y3 H CMCCCHO CHEAMHNUTCTHO-TBKAHHO 3a00/1ABaHe

[lalMeHTH CbC CUCTEMEH NYNYC EPUTEMATO3Y3 U CMECEHO CheIHHUTENHO-TbKAHHO 3a0015BaHe MOTaT Na
AMAaT yBEJIUUEH PUCK OT aceNTHUYEH MEHHHTHT (BuX T.4.8), obaue To3u epekT OOMKHOBEHO HE ce

Hab/moaaBa NpH KPaTKOCPOYHa U orpaHuyeHa ynorpeba, kakro npy Gaypounpoden.

bxOpeuHu ¥ yepHOAPOOHM HApYLIEHHS

HFIMa 1aHHH, Y€ HECTEPOHAHHTE NIPOTHBOBL3NAIMTENHH NekapcTBeHn npoaykry (HCIIBC)
NPEeAU3BUKBAT PA3NHYHH POPMU Ha HEPPOTOKCHUHOCT, BKIHOYHTENHO HHTEPCTHLMANEH HedpHT,
He(ppOTHYEH CHHAPOM H OBOpevHa HeROCTATBYHOCT.

[ipunaranero Ha HCIIBC Moxke fa Aosene 10 1030-3aBUCMMO HaMalsBaHe HA 0Opa3yBaHETo Ha
POCTarnaAny ¥ npeuunuTHpana 6pbpeura HenocrarsyHocT. [pyu nauuenTs ¢ 6u6peuHo, cbpacyHO HIH
YEPHOAPOOHO yBpexJaHe, NPHEMALLKH AMYPETHLH H B CTApUecKa Bb3PacT CE Hajlara BHUMaHHe, Thil KaTo
ynotpebara Ha HCITBC Moixe na noseae go pnoiuasaxe Ha 6u6peuHata QyHKLHA.

Hpyru HCIIBC
Tpabsa na ce n3barpa ennospemennara ynorpeba Ha Crpencuac Hurensus ¢ apyrd HCIIBC (Bux 1. 4.5).

Tabnerkure 3a cMydeHe Tpa6Ba Ja ce ABHXAT B yCTaTa, AOKATO CE CMYUaT.

AKo cTe ZHa0EeTHK HIIM HE MOXETE [a pHEeMAaTe 3axap HMaiite npeaBH, Ye BCAka TableTka ChabpkKa 2,5g
KOMOHHANKHA OT 3axapo3a, K032 H CBHP3aHH 3aXapH.

[laygeHTy ¢ HaCIEACTBEHA HEMOHOCHMOCT KbM (PPYKTO3a, CHHAPOM Ha IIOKO30-TANIaKTO3HA
MasiabcopOuMsa UK 3aXapo30-U30ManTo3eH AePULMT He TpaOBa 1a MPHEMAT TO3M NPOAYKT.

Hexenanure nexapcTBeHn peakiiii MoraT Ja 6bAaT HaManeHH, KaTo 3a KOHTPOJIUPAHE HA CUMITTOMMTE
ce ynorpe0sisa Bb3MOXKHO Hal-HHCKaTa €(PEKTHBHA 1032 32 BL3MOXHO Hali-KpaThbK CPOK OT BpeMe.

ChbpaeuHo-ChAOBH U MO3BYHO-ChAOBH pPEAKIMH

KNMHWYHH NPOYYBaAHHS H ENUAEMHONONHYHH JaHHH NOKa3Bar, Ye ynotpebara Ha dnypbunpoden
oco0eHO BB BUCOKH 03H (2 400 mg AHEBHO) H NPH NPOABIDKMTENHO IPHAOKEHHE MOXKE 1A CE CBBbPIKE ¢
JIEKO MOBHILIEH PHCK OT apTepHaliHi TPOMOOTHYHH CHOHTHA (Hanp. MHOKap/ieH HHAPKT HIIH HHCYAT).
EnuaeMuonornuHuTe NpoyuBaHMs HE MOKA3BaT, Y€ HHCKa no3a Guypbunpoden (vanp. < 1 200 mg
JAHEBHO) € CBBP3aHa C YBENIMYEH PUCK OT MHOKAPAEH HH(apPKT.

HeobxoauMo € MOBHIIEHO BHHMaHKeE MpH NaUUEHTH ¢ Xuneprolud. [Toaxonaino nabiionenue
(o6chxaaHe ¢ nexap) ce NpenopsYsa NPH NANHEHTH ¢ AHAMHE3A 33 XUNIEPTOHUS H/HIH ChpACYHA
HEXOCTATHYHOCT, ThH K4TO HMa ChOOILIEHUS 33 33APBIKKA HA TEYHOCTH H OTOK, CBBP3aHH C JICUEHHETO C
HCIIBC.

Hapyli¢HHsa Ha HEpBHATA CUCTEMA

AHJTETHLNHTE NPEINH3BHKBAT rnaBobonne. B ciyuyan Ha nporbikuTeNHa ynoTpeba Ha aHaNreTHUM WK
ynortpeba Haj A03UPOBKATa 3a NPOJYKTa, MOXE Ja Ce NMOSABH rNiaBobonane, KoeTo He TpAOBa Ja ce NieKyBa ¢
NOBHLUEHH AO03H OT JEKAPCTBEHHS NPOIYKT.

CTOMAIHO-YPEBHH e(heKTH
HCIIBC TpsbBa Aa ce npujaraT BHHMATEHO NMPY NALMEHTH C AHAMHE3a 38 CTOMAIIIHO-YPEBHH

3abonaBaHus (yaueposeH konuT, bonect Ha KpoH), ThH kato Te3u 3abonsBaHus MOXe fa ce oSOCTpAT
(Buxk 1.4.8).

Crobli1aBa ce 3a CTOMaITHO-4PEBHN KPBBOU3INBH, S3Ba WM nepdopanys, KOHTO MOXe /1a 338
daranno npr ynorpedara va scuaku HCIIBC, no BcAko BpeMe Ha JIeYeHHETO ¢ Wi Be3
peaynpeAHTEIHA CAMIITOMH, HITY NPEIHILHA aHAMHE3A 32 CTOMALIHO-YpeBHU npobiieM




PUCKBT OT CTOMALIIHO-YPEBHH KPbBOHAIUBH, A3Ba wiM nepgopalus e no-BUCOK NMpH ynorpeda Ha no-
BucokH fo3n HCIIBC, npu nauueHnTH ¢ aHamMHe3a 3a s3Ba, 0cO6EHO ¢ YCII0KHEHHS OT KPhBOU3JIUB HIH
nepopatius (81X T. 4.3), KAKTO U NPH NALKEHTH B CTapYECKa Bb3PacT, obaue Te3n edekT oGMKHOBEHHO
HE Ca OOHUANHH NPH KPATKOBPEMEHHA OrpaHHucHa ynorpe6a Ha npoAyKTH Kato npH ¢uaypounpodeH
TabAETKH 3a CMy4eHe.

[NanueHTHTE C aHAMHE3a 32 CTOMALIHO-UPEBHA TOKCHYHOCT, 0COGEHO TE3H B cTapyecka Bb3pacT Tpa6sa Aa
ChoOIIABAT HA MEAHLIHHCKHTE CTICLHAINCTH 38 BCHUKH HEOOMYaliHU CTOMAILHM CHMITTOMM (110~
CNEHUATHO 33 CTOMALIHO-YPEBHH KPbBOH3/IHBH),

Onypbunpoden Moxe 1@ yABJDKH BPEMETO Ha KbPBEHE M C€ H3HCKBA BHHMAHME TIPH NALMEHTH C
abHopmHO kbpBeHe. IlauneHTHTe TpabBa na 6bAT MOCHBETBAHM A2 yNOTPeOABAT BHHMATENHO TO3M
DPOAYKT C APYTH NEKaPCTBEHH NPOAYKTH, KOHTO MOXE [Ia YBEJIHYAT PHCKA OT YJILEPALIUsA HITH KbPBEHE
KaTO NEepopanHi KOPTHKOCTEPOHAH, HITH aHTHKOAryIaHTH KATO HANp. BaphapHH, CEICKTHBHH
HHXHOUTOPH Ha 00PATHOTO 3aXBalllaHe Ha CEPOTOHHHA HJTH IPOTHBOTPOMOOTHYHH CPEJCTBA KaTO HAMP.
alCTHACAIMLIUNO0BA KUCenrHa (BUXK T.4.5).

Korato ce nosy4d CTOMAalllHO-YPEBEH KPHBOH3IIHB KIIH C€ NIOSBH %3Ba NPH NALIMEHTH NPUEMALLH
Gy pounpogeH, jeveHruero TpabBa Aa ce NpeKpaTH.

ePMATOAOTHYHH €PEKTH
MHoro psako ce Cbo0LIaBa 3a CEPHO3HH KOXHU PEakUMH, HAKOH OT TAX (PaTaJIHH, BKJIKYUTENHO
eKC(ONHATHBEH ACPMATHT, CHHAPOM Ha CTHBBHC-JDKOHCBHH H TOKCHYHA ENMHAEPMANIHA HEKPONH3a BbB
Bpb3ka ¢ ynotpebara Ha HCIIBC (Bux 1.4.8). IlpuembT Ha dnypbonpoden Tpa6sa aa 6bae cnpss npu
NbPBA MOABA HA KOXKEH OOPHB, IMraBUUHH JIE3UH UK APYTH NPH3HALIM HA CBPbXYYBCTBHTEIHOCT.

Hadekiiny

TBA KaTo ca JOKNIaNBAHK M3OMHPAHH ClyYaH Ha 00OCTPAHE Ha Bb3NAJNEHHE, CBLP3aHO ¢ HHEKUHs (Hanp.
Pa3sBUTHE Ha HEKPOTH3Mpall (acuuKuT), CbBNajaunlo no speMe ¢ ynorpebara Ha HCIIBC nekapcTsens
NPOAYKTH 34 CHCTEMHO NPHIOKEHHE KATO KJIac, IPENopbYBa C€ Ha MauMEHTHTE /18 C& KOHCYATHPAT C JIeKap
He3a0aBHO ako Mo Bpeme Ha ynorpedarta Ha GuypOunpodeH ce MOoABAT WM BJOLIAT CMMIOTOMHUTE Ha
DakTepHiIHA HHEKLHS,

MackHpaHe Ha CHMIITOMATE HAa [TOAJIEKAMMTE HHPEKIHH

EnHACMAOQIIOrHIHUTE NPOYYBAHKA [IOKA3BAT, Y€ CHCTEMHHTE HECTEPOHIHH NPOTHBOBB3INAJMTEIHY
cpeacrea (HCIIBC) morar aa MmackupaTt CHMNTOMHTE Ha HH(pEKIHA, KOETO MOXe Jja AoBeae 10 3abapsiHe
Ha 3an04YBaHETO HA MOAXOASALO JICYECHHE U B PE3YJITAT HA TOBA — [10 BIIOLIABAHE HA U3X0a OT
HH(pexuusTa. ToBa € HabmozaasaHo npu HakTepHanHa MTHEBMOHHKS, MpUA0OHTA B 0OILECTBOTO, U
GaxTepuanHu ycnoxHeHHA oT Bapuiena. Koraro ce npunara Ctpencunc HHTEH3MB U NALUMEHTHT UMa
MOBHLIEHA TEMIIEpATypa UK OOJNKE, CBbP3aHa ¢ HH(PEKLHA, Ce NpenopbyYBa MPOCIEAABAHE HA
WHpexuuaTa.

AKO CUMIITOMHTE C€ BIOIIAT UJTH CE MOABAT HOBH CHAMIITOMHA, JIEYEHUCTO Tpﬂﬁﬂa Aa CC NMPECOUCHH OT
MECIAHILIHHCKH CIICLHHAJUCT.

AKO ce nosBY Apa3HEHe B ycTara, JeYeHHETO TpAOBa J1a ce NpeyCcTaHOBH.

CneuHpHYHH 32 N1€KAPCTBEHHUSA NPOAYKT NPEAYNPEXACHHUS

ToBa ekapCcTBO ChABbPKA ChBCEM MAJIKH KONHYECTBa rnyTed (OT mueHHuHo Humecte. CuuTa ce, ye e ,.0e3
IyTEH™ M € MANKO BEPOATHO Ja NIPpeAW3BHKBA NMPOoONEMH aKko MMaTe LbONHAKHUS.
AKO UMaTe ajiepruf KbM NuIeHHUa (KoeTo € pa3iHyHO OT LbOJIHaKH), BHe He Tpsabea
JIEKAPCTRO.




ApoMar, ChbIAbpKall| AiepreHH
Crpencuic HMuTeHsuB chabpka apoMar ¢ Llurpan, Lutponenon, d-JIamosues, Dapuecon, I'epaHuon, u
JIuHANoON, KOKTO MOraT Ja DPHYHHAT ANEPrHIHU PEAKLIUH.

Crpencunc HuTensus chabpka 1,069 g rmoko3sa u 1,407 g 3axaposa Ha eHa TabneTka 3a cMy4eHe. Tpsbea
Aa €€ HMa NTpeJBUJI NPH MALIHEHTH CbC 3aXapeH gHaber.

[lopaay CbABPKAHHETO HA FIFOKO34, NALKEHTH C PAKA TIIOKO30-TANAaKTO3HA MATaGCopOLHs He TpabBa 1a
NpUEMAT TOBA JIEKapCTRBO.

[lopanyu ChABLPXKAHHETO HA 3aXapo3a, NALHEHTH C PEAKH HACJAEACTBEHH NPOGIEMM HA HETIOHOCHMOCT KbM
(bpyxTo3a, ri0K030-ranakTo3Ha ManabcopOUMs HIM 3aXapo30-H30MANTaseH aepuuur He TpsGea na
NpHeMaT TOBA JIeKapCTBO.

[lopaan cbAbpKaHUETO HA Me[, MALUMEHTH € PEIKM HACNEACTBEHH NPOGNEMH HA HENOHOCHMOCT KbM
(GpyKTO3a, HEMOHOCHMOCT KbM TalakTo3a, ralakTO3eMHS HJH TJIIOKO30-FJIaKTO3HA Manabcopbuus nHe
Tp#0Ba fia IPHEMAT TOBA NEKAPCTBO.

Crpencunc MHTeH3uB coanpxka cynurty (ceped mHOKCHA): B pelkH ciyuau moxe na IPHYHHH TEXKH
peaxuMH Ha CBPBXUYYBCTBHTENHOCT H GpoHXOCcnazbM.

4.5 B3aumoaedicTBHe ¢ APYrn J1eKaPCTBEeHH NPOIYKTH APYTru popMNA HA B3aHMOACHCTBHE

Ilo cera nama npoy4BaHHA, KOWTO A2 Ca NOKA3AIH HAKAKBH B3aMMOACHCTBHA Mexay ¢urypOunpodeH n
AHUTOKCHH, MEPOPANTHH XUTIOTJIHKEMHWYHH CPEACTBA HIH aHTHALIHAH.

@aypbunpoden He Tpa6BA Aa ce HINOA3BA B KOMOHHALHS C:

- Ayemuncaruyunosa xucenuqa: OCBEH aKO HHCKA 033 al€THIICAIMIMIIOBA KHCEMHA (nox 100 mg
AHCBHO MJIH JIOKAJIHA NPO(HUIAKTHYHA 032 33 CbPAEYHO-CBAOBA 3allMTA) € GHIA MPEeAnUcaHa oT nexap,
ThH KATO MOJXKE 112 MOBHUILK DHCKA OT HEXENaHH peakUMy (BIKTE Touka 4.4).

- Hpyau HCIIBC nexapcmeenu npodyxmu, 6KaoNumento ubynpogen u cenexmueny uHxubumopu
Ha yurnookcueenasza-2: [a ce n3barsa enHoBpeMeHHata yrnorpefa Ha aAge WK noseye HCIIBC
ekapCTBEHH NIPOAYKTH, ThH KaTO TOBA MOXeE A3 I0BEJE /10 TOBUIIIABAHE HA PUCKA OT HEXKEJAHH PeaKLHH
(BrKTE TOUKA 4.4).

Quaypbunpoden Tpabsa a2 ce H3N013Ba ¢ BEHMaHHE B KOMORHALNA C:
- Anmuxoazyaanmu: HCTIBC nexapcTBeHHTE NPOAYKTH 3aCHNBAT eEKTa HA AHTHKOATYJIAHTH KaTo
BappapuH (Bux T.4.4).

- Anmuazpezanmu u ceaexmugru unxubumopu na obpamromo 3axeauane Ha cepomonuna (SSRI):
[loBH4eH PHCK OT CTOMAIIHO-YPEBHH KPHBOU3NHBH (BUX T.4.4).

- Anmuxunepmen3sugnu aexapemea (ACE unxubumopu, anmazonucmu na anzuomensun-1I) u
Huypemuyu: HCIIBC nexapcTBeHHTE NPOLYKTH MOXE A IOHMKAT eexTa Ha UYpETHLHTE,
Hacnenpanus mokassar, ye HCIIBC Morar ga noHukar edexTa Ha AHYpPETHKA ¢dypozemun. HCITBC
JICKAPCTBCHATE NPOAYKTH MOraT /1 NOHHIKAT e(peKTa Ha AHTHXUNEPTEH3HBHH JIEKAPCTBEHH TIPOJYKTH.
JldypeTHIIHTE ¥ IPYTH aHTHXHIIEPTEH3NBHH JICKAPCTBA MOXE A4 MOBKLIAT PHCKA OT HEDPOTOKCHUHOCT
[PUYMHEHA OT HHXHOHPAHE Ha LHKIIOOKCHIEHa3aTa, 0COOEHO NPH NAMEHTH ¢ KOMIPOMETHpAHA
0nOpeuna dynkuus. (TlauueHTuTe TpA6Ba Aa GBAAT a1EKBATHO XHAPATHPAHH).




- Anxoxon: Moxe fia noBene 0 NOBMIIABAHE HA PUCKA OT HEXKEIAHH PEAKLHH, 0COBERO CTOMAILHO-
YpEBHO KbPBEHE.

- Cvpoeunu zauxosudu: HCTIBC nekapcTBeHHTE NPOZYKTH MOTaT Aa o0OCTPAT chpaeyHaTa
HEAOCTATBYHOCT, N HAMAJAT IJIOMEpYIHaTa GUNTPALIMS M Aa NOBHILAT [JIA3MEHUTE HUBA Ha
[JIUKO3UAMTE.

- L{uxnocnopun: TIoBHLIEH PHCK OT HEPPOTOKCHYHOCT.

- Kopmuxocmepouou: Tlosuiliex puck or CTOMALIHO-4YPEBHA A3BU HITH KPBBOUZIIMBH (BHX T. 4.4),

- Jdumui: Ma nokasaresncrsa 3a Bb3IMOXKHO NOBHILABAHE HA [L1a3MEHHTE HHBA HA NUTHH, ThH KaTO
¢aypbunpoden Moxe 1a HaMaNH EKCKPELIMATA Ha JIMTHI.

- Memompexcam: HMa Bb3MOXHOCT 32 YBENMYABAHE HA MJIA3MEHHTE HUBA HA METOTPEKCAT.
- Mugenpucmon: HCTIBC nekapcTBEHH NPOAYKTH He TpAbOBa Aa ce npremar a0 8-12 nHU cren

NpUIOKEHHE HA MUpenpHucTOoH, Thil kato HCTIBC nexapctpenn MPOAYKTH MOraT Aa Hamanat eexta Ha
MHQETIPHCTOH.

- Xurnononoeu armubuomuyu: JJaHHH OT [IPOYYBAHHS BbPXY XKHBOTHHU nokassar, ue HCIIBC
ICKAPCTBCHH TIPOAYKTH MOTaT Aa NMOBHILAT PUCKA OT KOHBYJICHH, CBbP3aHH C XUHOJIOHOBHTE
aHTHOuOTHUY. [Taunentr npueMatus HCTIBC U XHHOMOHK ca H3NOMNEHM HA NOBMILEH PHUCK OT MOsBa Ha
KOHBYJICHH.

- Taxporumyc: Bp3MOXEH € MOBHLIEH PUCK OT HEDPOTOKCHYHOCT, kKorato HCIIBC NEKaPCTBEHH
NPOAYKTH C€ MPHIAraT ¢ TaAKPONHMYC,

- 3udogydun: TIOBUILEH PHCK OT XEMaTONOTHYHA TOKCHYHOCT IpH €JHOBPEMEHHO JICYEHHRE C
HCIIBC nekapcTBeHH NPOAYKTH U 3UAOBYAUH.

4.6 DepTHANTET, GpeMERHOCT H KbPMeEHE

bpemMeHHOCT:
Hama knuHuuHM nanHyn 32 ynotpebata Ha Crpencunc MHTeHHB no BpeMe Ha Opemensocr. Jlopu axo

CHCTCMHATa yNoTpeba e Mmo-HHCKa OT OPATHOTO MPHIIOKEHHE, HE € H3BECTHO AANH CHCTEMHATA ynotpeba
Ha CTpencuiic MUHTEH3UB NMOCTHTHATA 4pe3 MOBBPXHOCTHO PUIIOKEHHE MOXE Ra Obie yBpexaano 3a
ninoja. [Io BpemMe Ha MbPBHUAT H BTOPHAT TPHMECTHP Ha OpemerHocTTa, CTpencunc UHTeH3us He TpAOBa Aa
ObAe Mpuiiarad, OCBEH ako He € abCOMOTHO HEOOXOAUMO. AKO Ce npunara, no3ara Ja 6njae Hali-HHCka, a
NPOABDKUTENHOCTTA Bb3MOXHO Hal-kpaTkKa.

CucTeMHara ynotpe6a Ha uHXHOHTOPH Ha NpoCTAriaHAMHOBATA CHHTE3a, BKIIOUUTEIHO (QiypOunpoden,
N0 BpEME Ha TPETUS TPUMECTBD OT OPEMEHHOCTTA MOMKE J1a TPEAU3BHKA KapAHO-IYIMOHAIHA U 6LOpeuna
TOKCHYHOCT MpH 110Ja. B kpas Ha GpeMeRHOCTTa MOXe Aa Ce MOABH YIbIDKABAHE HA BPEMETO Ha KbPBEHE
4 NpH MaHKaTta H IpH 10/, KakTo W 3a0aBsHe NpoLeca Ha paxaaHe.

Cnenosarento, GpiypobunpodeH € NpoTHBONOKa3aH Npes TPETHS TPUMECTBP HA OpEMEHHOCTTa (BHXK T. 4.3).
KbpmeHe:

Qypbunpoden ce nospasa B KbPpMaTa B MHOFO HHCKH KOHLICHTpAaLHK U € M&JIKO BEPOSTHO TE 1a BINAST
He0JaronpusTHO HA KBPMAYETO.

PDEepTUIHTET:




ViMa U3BECTHH aHHH, Ye AEKAPCTBATA, KOUTO HHXHOMDAT LIMKI0-OKCHIeHa3HaATa/
IPOCTarnaHAMHOBA CHHTE3a MOXE J1a NPEAU3BHKAT YBPEXKAAaHE Ha KeHCKHA PepTHANTET upe3 Bb3AeHCTBHE
BbpXYy OByjiauuATa. To3m edexT e 0OpaTHM cliel NpEeKpaTABAHE HA IEHEHHETO.

4.7 EdexTn BHLpXy cnocobroctTa 3a modupaHe u pabora ¢ MALIHHH

Ilpu npuemane Ha HCITBC nexapcTBeHH NPOLYKTH, KATO HEXENAHH PEAKLMH ca BHIMOXKHM [09BAaTA Ha
CBCTOBBPTEXK H 3aMBIICHO BHXKAAHE. AKO Ce MOABST NallMeHThT HE TPAOBa A2 wodupa uiH Ja paboTu ¢
MALLHHH.

4.8 Hexenann fexkapcTBeHH PLAKIHH

Cbo01l1aBaT C€ peakuWH Ha CBPBXYYBCTBHTENHOCT, BCIEACTBHE JleueHHe ¢ HCIIBC JIEKAPCTBEHHUTE
MPOAYKTH. Te MOXe J1a ce ChCTOAT OT:

(a) He-cneuuduunn aneprudHu peakuun ¥ aHahHIaKCHs.

(b) IloBHuIEH2 PEAKTHBHOCT Ha JUXATENHATA CHCTEMA KATO aCTMa, BIIOLLIABAHE HA ACTMA, OpoHxocnaznm H
JAHCITHCA.

(c) Pa3nu4HM KOXHH HapyLIECHHSA, BKIIOYHTENHO OOPHBY OT PANIHYEH THI KATO PYPUTYC, YPTHKAPHS,
Myprypa, aHrHOCAEM M TO-PAAKO Oynmo3Hu AepMatosn (BKJ. HEKPOJIH3Aa HA CMMACPMHCA M EpHTEMA

MYJITUGOPME).
Hali-yecTo Habmon2BAHKTE HEXENAHH PEAKLIMH CA C XApaKTEP HA CTOMALIHO-YPEBHH Hapy LWEHHS,

CnUCHLKBT Ha HEXENAaHH /JeKapCTBEHH PEaKlUHH Mo-IoMy ce OTHacd 3a KpatkocpouHa ynorpeba Ha
HOYNpOQEeH 32 CHMNTOMATHYHO JIEYEHHE NPH 334EPBEHO U GONE3HEHO Bb3NANEHO rbpno. JONbJIHUTENHA
HEXENaHH PEaKIHH MoraT Aa ce HaO/moaBar npu ynorpeda B ApyrH MoKa3aHUA WITH JbIFOCPOYHO JIEYEHHE.

Bb3MOXHHTE HeXeNlaHH JIEKAPCTBEHH PeaKLMH, KOHTO ce posBABar npu ¢aypbunpoden ca [peRCTaBeHH
[o-A0Jy, FPYNUPAHH O CHCTEMAa-OPraH Kiac KnacuuKaliuara v YecToTa.

Hecrorara Ha H30poeHHTE N0-110Ty HEXKENAHH JTEKAPCTBEHH PEAKIIMM € ONpe/IeNeHa KaKTO CEABA; MHOIO
qecTH (= 1/10), dectd (= 1/100,< 1/10), neuectu (> 1/1 000,< 1/100), peaxu & 1/10 000, < 1/1 000) ,
MHOro peiaku (<1/10000) n c HeusBecTHa uecTOTa (4ECTOTATA HE MOXE Na Obie W3YHCIEHA criopen
HANMUYHUTE JAHHHK).

B oraennuTe rpynu No 4eCTOTa HEXENAHHTE PEAKLHH Ca NPEACTABEHH B HU3XOALL PEAl COped CTeNeHTa

Ha CEPHO3HOCT:

- — — - - - —
CHcrema-oprax YecToTa Hexesranu peakiua
k mac —— o — ’ —
Hapyumienus Ha Penku AHeMus
KPbBTA H
JHAM{pHATA MHoro peaku ArpaHyJlOLIMTO3a, aMlacTHYHA aHEMHS, XEMONHMTHYHA
CHCTEMA AHCMUA, HEYTPOTIEHHS, TPOMOOLIUTONEHUA
Hapywenus na | YecrH CBeToBbpTeX, rnasobonue, napecresus
HEPBHATA ‘
cHCTeMA Heuectu be3cbHuUE
Hapymenns Ha | Peaku AHaQHIAKTHYEH LIOK
HMYHHATA
CHCTeMa MHoro peaku AHruoenem
Copaeunn C HeunsBecTHA
HAPYIIEHHS YeCTOTA




CoaoBu C Heu3BecTHa XUnepToHus
HApYIIEeHHSI 4ecToTa
PecnupaTopumu, YectH Hpaznese B repioto
rpbaHu H
meaHacTHHANHE | HeuecTn ObocTpaHe Ha acTMa U GPOHXOCNA3bM, TUCITHEA, CBUPKALLO
HAPYLICHHS aMliaHe, opodapuHreanHH  Mexypu, (papusreanHa
XHUIOEeCTE3UA
MHoro peaxu EnucTakcuc
CromamHo- MHoro yecTH HuckomdopT B ycTHaTa KyXHHa', npomsHaTa Ha Bkyca
YpeBHH
HApPYILIEeHHH
YectH JInapus, s38¢ B ycTaTa, CTOMalUH! OOMKH, CYXOTa B YCTATa,
raaeHe, Oonka B ycrara, napecrtesus, opodapHHreasHa
bonka
HeyecTH ITonysane na xopeMa, 3anek, AUCNEICUA, METEOPH3bM,
FTIOCOAMHHUS, OpaNiHa JH3ECTe3Ks, IOBPbIIaHe
Penku CromaiuHo-4ypesHa A3Ba U nepdopaiis, CTOMalIHO-YPEBHO
KbpBEHE
Hapyutenus na HeuecTy Koxuu obpusn, copbex
KOXaTa H
NOAKOXHATA
ThKaH MHoro peaxku Texku (QopMH Ha KOXKHH peakUMH Kato OyNo3HH peakiuH,

C HeusBecTHA

BIJTIOYHTEIHO CHHAPOM Ha CTUBBHC-/DKOHCHH H TOKCHYHA
eMUACPMATHA HEKPOJIN3a

Eputema Myntugopme

4yecToTa
Hapyumenns Ha Penxu HHTepcTHUHAaNECH HePPHT, HEPPOTHYEH CHHIPOM,
onLOpennTe Ob0peyHa HEIOCTATHYHOCT
NHKOYHHTE
NhTHINA
O6mu HeyectH Tpecka, 6onka
HAPYLICHHNA H
epexTH HA
MSCTOTO HA
NPHJIOKECHHE
XenaToOuanapuu | C Heu3BecTHa XenaTuT
HAPYLUIEHHA YECTOTa
HenxnuHu HeuecTu be3coHuHe

HAPYIIEeHHA




Hachensanusg Penku Y Ob/DKEHO BpeMe Ha KbpPBEHE

Onncanne na MOpaRA HeXEJIAHA PEAKIIHA
! YyBcTBO 3a TONNHHA MM NApEHE MM W3TPBIBAHE HA YCTATa

Cro0mapane Ha NOA03APAHH HEXKEIAHA DeAKLHH

CroOLIaBaHETO HA MOAO3NPAHH HEMENAHH PEaKLHHU clej| paspellaBaHe 3a ynotpefa Ha JIeKAPCTBEHHSA
NPORYKT € BaxHO. ToBa Mo3BO/IABA Ja NPOABIKU HabMOACHHETO HA CHLOTHOLIEHHETO MO3a/PUCK 3a
JNICKapCTBEHUA NPORYKT. OT MEAHUHHCKHUTE CIELHANMCTH Ce H3UCKBA Jia ChoOLIABAT BCSKA MOZO3UpaHa
HEXeNaHa peaKuus dpes:

H3nbIHUTENHA areHU U 10 eKapcTBara

ya. ,,Jamsn ['pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebGcalT: www.bda.bg

4.9 Ilpexo3mpane

CUMITOMH Ha Npefo3upaHe

[IpH MOBEYETO MALMEHTH, KOUTO €a MNOTBLJHANH 3HAYHTENHO OT KIMHHYHA TJIEAHA TOYKA KOJMYECTBO
HCIIBC nexapcTseHd npoayKTd MPpeAO3HPAHETO HAMA Ja CE MPOABH C APYro OCBEH rajicHe, NOBPBILAHE,
eTHracTpaia 0oka Uik no-psiaxo auapus. llyM B yurute, rnasotonue, CTOMALIHO-YPEBHO KEPBEHE CBINO
ca Bb3MOXHU. [Ipu Mmo-cepHo3HH OTpaBAHUA, TOKCHYHOCTTA 3aCAra LEHTPANHATA HEPBHA CHCTEMA H Ce
nposBsiBa ¢ BEPTUro, CbHIMBOCT, IMOHAKOra npepb30yaa H JAe30pHEHTalUUs Wad xoMa. [loHsKora
MaUEHTHTE pa3BuBaT KOHBY/ICHH. [1Ipu ceprosHo orpassre ¢ HCIIBC nekapcTeenm nponykru MOXe na ce
NOABH XHNEpKalTHEeMHs, METADOJIMTHA aLMI03a H A2 ¢€ YAbLIDKA npoTpoMOHHOBOTO Bpeme/INR BeposTHO
AbJ/DKAINO CC HA CMYLICHUS Ha ACHCTBHETO HA UMPKYJIHpAMIMTE CheHpBany Gakropu. Moxe fa ce noseaT
octpa 0b0peuHa HeloCTaTEYHOCT. BAowasaHe Ha acTMaTa € Bb3MOMXKHO NPH aCTMATHIIH.

TepaneBTHYHH MEPKH NIPH NPEAO3HPAHE

Jleuenuero TpAbBa xa Oblle CHMOTOMATHYHO H MOAMOMAraulo, W BKIIOYBA MNOLAbPIKAHE HA CBOGOIHM
AWXaTeNHHd MBTHLIA H MOHUTOPHHT Ha ChbpJAEYHHTE W HKH3HEHMTE NOKa3aTeNnH MO CTabHIM3MPAHETO UM.
Mooxe z1a ce B3eMe NpeABH IEPOPaNHOTO NPHIAraHe Ha aKTHBEH BBIJIEH, aKO NauueHTa Gbe nexyBaH 1o
] yac OT MOrTBILAHETO HA MOTEHIHANHO TOKCHYHO KOJIHYecTBO. KouByncuuTe Tpsabpa aa 6baar texkyBaHH
C HHTPaBCHO3€H AMasenaM MM opalenam, ako ¢a 4eCTH MM npoabpkutentuy. Ilpu acrma ce mpunarar
Oponxoaunararopu. Hama cnieuuuen aHTHAOT Ha $uypOUNpoden.

Hsma cnendduyHo TeyeHne ¢ aHTHAOT.

§ @®APMAKOJIOTMYHHU CBOUCTBA
5.1 PapMaKoAHHAMEAYHH CBOHCTBA

QapmMakoorniHa rpyna: npenapars 3a rspJjio, Apyry NpenapaTH 3a rbplio
ATC kon: RO2AXO01

DOnypbunpogeH e HeCTEPOUAEH MPOTHBOBBL3NANHTENICH IEKAPCTBEH MTPOAYKT U NPUTEXKaBa aHAITETHYHO H
IPOTHBOBL3NATHTENHO AeHCTBHE. TepaneBTHUHHST €(eKT Ha JICKapCTBEHUN MPOAYKT € pe3yNTar Ha
NOATHCKAHE aKTHBHOCTTA HA NPOCTArjlaHAMHOBATA CHHTE3A.

Cniopell IpoyyBaHHsTa H3MON3BAlK aHANN3 Ha nepHdepHa KpbB, Gaypbunpoden e cMecen COX-1/COX-
2 nHXHOUTOp C H3BECTHA ceslekTUBHOCT KbM COX 1. e 5,
[IpeaxnHHAYHKTE NPOYYBaHKA Noka3sar 4ye R (-) enaHTHOMepa Ha (paopGunpyden 1 cBbp# LrC HIC TS
AeHCTBAT BLPXY UEHTpaIHATA HEPBHA CHCTEMA.




[IpoayKTBT OCUTYDABA H3MEPHUM YCTIOKOSBALI H NOKPHBAaLL edekT Ha 2-Ta MHHYTA.

30 MHHYTH cnea npuemaHe Ha Tabnerkara ce Habmojasa o6NeKyeHUe Ha Oonkara, HamansBaHe Ha
APa3HCHETO U BB3NAICHUETO, XapaKTEPHHU 3a 3aU€PBEHOTO IbpJo. JleHcTBHETO NIpoABIkaBa 40 4 uaca clieq
TPHEMAHETO Ha TabneTKarTa 3a CMy4eHe.

5.2 PapMaKoOKHHETHYHH CBOHCTBA

OaypbunpodeH ce pesopbupa 6bp30, MAKCHMATHH CEPYMHH KOHUEHTPAUKH ce Habmoasat 30-40 MHUTYHH
CICA NpHEMaHETO My. MakcHManHuTe MIa3MEHH KOHLEHTpAUuM Ce ROCTHraT Mo-Ghp3o OT Tesu, clex
noribllaHe Ha €KBUBANCHTHA J103a B TabaeTHa GopMa 3a NepopanHo MPUIOKEHHE.

O:ypbunpoder 6bp30 NpeMUHABA MIPE3 TANOTO, KATO OCHOBHO CE METabOMH3HPa Ype3 XHAPOKCHIHPAHE H
Ce EKCKpeTHpa upe3 OuOpeLuTe.

CBBp3Ba Ce€ BbB BHCOK POLEHT C MIA3MEHUTE MPOTEMHU H BPEMETO Ha [MOJYKHBOT € OT 3 0 6 yaca.
Konnuectsoro Ha Quypbunpoden 8 kppmata € no- Manko ot 0,05 MHUKpoOrpamMa/mi.

53 IIpeaknuHUYHE JaHHH 33 Ge3onacnocT
[Ipn onHuTH C MIrbX0BE NOAIOXKEHH Ha 034 0,4 mg/kg/THEBHO M NO-rOJEMH NO BpeMe Ha OpeMeHHOCT e

Ha0MI0/laBaHa NOBHILECHA YECTOTA HA MbPTBH POKIAHHA.
3HaYEHHETO HA TO3H (akT 33 YoBeka 0bayue e CEMHUTENHO U He ChBMAJA ¢ JOCErAIHMUS OMUT ¢

¢aypOunpodeH nNpy yoseka.
6. DPAPMAIEBTHYHH JAHHU

6.1 CnHcbk HA MOMOLTHM BelllecTBA
Makporona 300

KanueB XuApOKCH

ApoMAT Ha JIUMOH

JleBOMEHTO

Teuna rmoko3a

Teuna 3axaposa

Men

6.2 HecnBMecTHMOCTH
HenpunoxuMo.

6.3 Cpok Ha rogHocr

36 Mecella

6.4 CoensanHn yeJI0BHA 32 ChbXPaHeHHE
Jla ce chxpaHsaBa B OpUrHHAIHATA ONAKOBKA.

6.5 BHa ¥ chbAbLpKaHHE H3 ONAKOBKATA




JlenTa, cbeTosina ce ot 250 Mukpona HenpospaueH PVC/PVAC (nonHBHHHIXJIOPHA/TONTHBHHMI
AUXJI0pua) 61MCTEp, TEPMUUHO 3aBapeH KeM 20 MHKpOHA alfyMHHHEBO (ONHO. BancTepuTe ca
[NOCTasABEHH B KAPTOHEHA KyTUS € ONAKOBKH 0T 2, 4, 6, 8, 10, 12, 16 u 24 tabneTkn 3a cMyueHe.

He BcHuk# onakoBk# e ObgaT NycHaT# Ha nasapa.

6.6 CrneuHajHn nDpeAna3Hd MEPKH NPH H3XBhPASHE

HaMa cnienanin U3HCKBaHHUA.

7. IIPHTEXATEJI HA PA3PELHIEHHUETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 Iancu de Hunedoara Boulevard, Building Crystal Tower

1 1th Floor, District 1, Bucharest, PyMbHHSA

8. HOMEP HA PAZPEIHIEHHETO 3A YITIOTPEBA

Per. Ne 20040223

9. JATA HA ITBPBO PA3PEINABAHE/MIOAHOBABAHE HA PA3PEIUEHHETO 3A
YIIOTPEBA

Hata Ha mbpBo paspewapaHe: 14.05.2004
Jata Ha nocneano nojgHosseade: 07.12.2009

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IOHH, 2025




