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1. UME HA JIEKAPCTBEHUS ITPOJAYKT W 53 18 -12- 2025

Crpencunc UaTeH3uB noprokan 6e3 3axap 8,75 mg TabneTku 3a cMyuyeHe
Strepsils Intensive Orange Sugar Free 8,75 mg Lozenges

2. KAYECTBEH U KOJIMMECTBEH CbCTAB
Bcesika Tabnerka 3a cmyueHe cbhabpka puypounpoden (flurbiprofen) 8,75 mg

[ToMolHM BeLlEeCTBa ¢ U3BECTHO ACHCTBHE 3a €/1Ha TabJIeTKa 32 CMy4eHe:

H3omantuion: 2033 mg

Mantuton: 509 mg

Apomar, ceabpxkalll anepresu (Ioprokanosa ecenuust cbabpxka Llurpan, Liutponenon, d-JIumoHnes,
['epanuos u Jlunanoon)

3a N'bJIHUS CIIMCHK HA MOMOILLHUTE BEllleCTBa, BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMy4eHe
bsina no Oneno xbiTa, Kpbriia Tabjerka 3a CMy4yeHe ¢ rpaBUPaHo JIOro OT ABETE CTPaHH.

4. KJIUHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3aAHHS

Ounypounpoden 8,75 mg tabneTku 3a CMy4yeHe € 10Ka3aH 3a KpaTKOCPOYHO CHMNTOMATHYHO JIEYEHHUE TpH
3a4epPBEHO H D0JIE3HEHO BB3NAJICHO I'bPJIO MPH BB3PACTHH M JI€lla Ha U HaJ 12 roquHH.

4.2 J103HpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Hexxenanurte peakuuu Morat aa Obaart CBEACHH 10 MUHUMYM 4ype3 ynoTtpeba Ha Hal-HUCKaTa eeKTHBHA
1034 32 Bb3MOXXHO Hal-KpaTKO BpeMe, He0OX0MMO 3a OBJIaJisiBAHE HA CUMIITOMHUTE (BXK. TOUKa 4.4).
[TpoAB/DKHTENIHOCTTA Ha IeYEHHETO He TPsAOBa /1a NMpeBULLIaBa 3 JHH.

Bvw3pacmnu:

[IpenopbuuTenHara no3a € 8,75 mg daypbunpoden (eana tadbserka 3a cmydeHe Crpencuic MHTEH3HB
[Toprokan 6e3 3axap 8,75 mg) npe3 3-6 yaca cnopej TEXECTTa Ha CHMITOMHTE; MaKCUMaJstHara j103a € 43,75
mg ¢paypbunpoden (5 Tabnerku 3a cmyyene Crpencunc Marensus [Toprokan 6e3 3axap 8,75 mg) 3a 24 yaca.

IHeouampuuna nonyarauyun
Jeya nao 12 200unu: Kakto npu Bb3pacTHH MO-rope.

Jleya noo 12 coounu:
Crpencunc MurensuB [loprokan 0e3 3axap 8,75 mg He € nokasaH 3a jieua noAa 12 roauHH (Bx.
Hayuenmu ¢ cmapuecka ev3pacm:




He Moxe faa 6bae naneHa nmpenopbka 3a obliara 1034, nopagd OrpaHHyYCHUA KIMHHYECH ONHT KbM HaCTOALILUS
MOMEHT. [[aliMeHTUTe B CTapyecka Bb3pacT €a ¢ MOBUILUECH PHCK OT CEPHO3HH MOCHSACTBUA OT HEXEIAHUTE

peaKiMH (BX. Touka 4.4).

Heprodpobna HedocmamsuHocm,

[Tpu nalMeHTH ¢ JeKO A0 YMEPERO HapyLICHHE HAa YepHOAPOOHaTa PYHKIHA HE € HEOOX0AUMO NOHWKABAHE
Ha go3arta. [IpH nauueHTH ¢ TeXKa YEpHOAPODHA HEAOCTATHYHOCT QUIypOHIIpOgEH € NpOTHBOMOKAa3aH (BK.
TO4Ka 4.3).

Bvbpeuna neoocmamvunocm:
[Tpy nauMeHTH ¢ N1eKo J0 YMEPEHO HapyluleHne Ha ObOpeduHaTa pyHKUHA HE € He0DXOJUMO NOHHKABAHE HA

nosata. Ilpu naumenTH ¢ Texka ObfpedHa HepocTaTbuHOCT GaypbunpodeH e NpoTUBONMOKa3aH (BX. TOUKa
4.3).

HauykH Ha NpUIoKeHHe
3a OpOMYKO3HO NpHIoxkeHue. Jla ce cMyue/pa3TBaps 0aBHO B yCTaTa.

Kakto Bcuuku Apyrd tabneTku 3a cMyuene, pnypbunpoden TabneTky 3a cMydeHe TpaOBa Ja ce ABHXKAT B
ycTarTa, 3a A3 ¢¢ u30erse 0KaNnHO Apa3sHEHE Ha NMraBuLaTa. AKO C€ NOSBH APAa3HEHE B YCTAaTa, JEeYEHHETO

TpsAbBa Ja ce NpeKparH.

4.3 IIpoTHRONOKAZAHHS

¢ (CBpLX4YBCTBHTENHOCT KbM (pIIypOHnpodeH HIIM HAKOH OT NTOMOIIHHTE BelllecTBa H30pOEHH B TOYKA
6.1.

e [JlanMenTH C JaHHM 3a MNPEALIECTBALIM PEAKUHH Ha CBPBXYYBCTBUTENHOCT (HAIp. AacTMa,
OpOHXOCTIa3bM, PHHHMT, aHTHOCAEM HJIH YPTHKADHSA), CBBP3aHH C JIEYEHHE C AHETH/JACAIHUHIOBA
KHCEJIMHA HJIH IPYTH HECTEPOHIHH NMPOTHBOBL3NTAJIMTEAHH JEKAPCTBEHH NPOAYKTH.

o [laguedTH ¢ HaMM4YMe UMM AAHHH B aHAMHE3aTa 3a MenTUYHA A3Ba Ha croMaxa/xeMmoparus (ABa HIIH
MoBeYe OTYET/IMBH €NK30/1a HA JOKA3aHa A3Ba) ¥ 43Ba Ha yepsara.

e [lanueHTH ¢ aHaMHE3a 3a CTOMAILHO-YPEBHA NepdopaLKa HIH KPHBOUIIIHB, TEXBK KOJIHT,
XEMOparus WM XeMOMOCTUYHH HapYILUECHHA, CBbp3aHu ¢ ynoTpedara Ha HCIIBC nexapcrsenn
MPOXYKTH.

o Jlocneauus TpuMecTbp HAa OPEMEHHOCTTA.

e TexkKa CbpACYHA HEROCTATBYHOCT, TEXKA YEPHOAPOOHA HEAOCTATHYHOCT UNH TeXKa OpOpeuHa
HEAOCTATBLYHOCT (BX. TOMKA 4.4).

e Vnorpeba npu Aeua Ha BB3pacT nox 12 roguHH.
4.4. CienraaHy OpeayOpE:KACHARA H NPEANAIAH MEpKH npn ynoTpeba

Hexenannrte peakunn Morat aa 6opaaT CBeieHH 40 MHHUMYM 4Ype3 ynoTpeba Ha Hali-HucKkaTa eheKTHBHA 11032
34 Bb3MOXCHO HaH-KpaTKoO Bpeme, HeoOX0aAHMO 3a OBIAASBaHE HA CHMITTOMUTE

[lallHEHTH B cTApP4ECKA Bb3PACT
[1pH naLMeHTHTE B CTAPUECKA Bh3PACT Y4ECTOTaTa Ha HabmonapasnTe HexenaHu peakuun ot HCINBC e no-
BHCOKA, 0CO0EHO CTOMALLHO-4YPEBHY KPBBOHIIMBY W ltepopalii, KOUTO Morart Aa Obaar daranum.

PecnnupaTOpHH HAPYILIEHUS
Moxe ga ce Habnroaasa OpOHXOCA3EM NPH CTPAAALLH UIH ¢ IaHHK B AHAMHE3aTa 33 OpOHXHaIHA acTMAa K
aneprus. [Ipu te3u nauventu paypbunpogeH Tpabsa Ja ce U3NON3Ba ¢ BHUMaHHE.

Hpyrn HCTIBC




Tpsabsa na ce u3bsarea eaHoBpeMeHHaTa ynorpeba Ha duypbunpoden ¢ apyru HCIIBC nekapcrBeHn
[IPOAYKTH, BKTHOYHTENTHO CEJEKTHBHA HHXHOUTOPH Ha LKKJIOOKCHTIeHa3a-2 (BXK. To4ka 4.5).

CHcTeMEH JIYITYC €PUTEMATO3YC B CMECEHO CheIHHHTENHO-ThKaHHO 3a0onsBaHe
[TatMEeHTH CBhC CUCTEMEH TYNYC EPUTEMATO3YC U CMECECHO CheIMHHTENRO-ThKAHHO 3a00onaBaHe Morar Ja

MMAaT YBEJIMYEH PHCK OT aCeNTHYEH MCHUHIMT (BX. To4Ka 4.8), obaye To3H edekT 0OMKHOBEHO HE CE
HabmI0AaBa NPy KpaTKocpO4YHa H OrpaHdyeHa ynorpeda, kakto npu ¢paypbumnpodeH.

bbOpeuHH ¥ 4epHOAPOOHHU HADYILIEHUS
Mma pannu, ye HCIIBC nexkapCTBeHHTE NPOAYKTH NPEAU3BUKBAT pasnuyHK GOpMH Ha HEPPOTOKCHYHOCT,

BKJHOYHTENHO HHTEPCTULHANICH HEDPHT, HeQPOTHYEH CHHAPOM H 6B0peyHa HeqoCTaATLYHOCT.
[Tpunaranero Ha HCITBC nekapcTBeHH MPOAYKTH MOXKeE A2 JOBEAe A0 J030-3aBUCHMO HaMallsiBaHEe Ha
o0Opa3syBaHeTo Ha NPOCTarNaguHy Y Ja npean3suka 00peyna HepocraTbuHOCT. Hali-BUCOK € PHCKBT NpH
nauMeHTH ¢ OBOpeUHo, CHPACYHO HIM YEPHOAPOOHO YBpEKaaHe, NAlHEHTH IIPHEMALLH JHYPETHLH H B
CTapuecKka Bb3pacT, obaye To3H edeKT 0OOMKHOBEHO He ce HabnoaaBa NMpH KPaTKOCPOUHA H OrpaHUYeHa

ynorpebana npoaykTuTe ¢ GuypbunpodeH.

ChpaeytHo-CbA0BH ¥ MO3bUYHO-CBJIOBK eheKTH

KIuHHYHM NpoyYBaHUA H STHACMHONOTHYHM JaHHH 10Ka3BaT, ye ynorpedara na Haxkon HCIIBC
JICKapCTBEHH MPOAYKTH, (0COOEHO BLB BHCOKH J03H H MPH NMPOALIKUTENHO JCYCHHE) MOXKeE 11a CE CBBPXKE C
IEKO MOBHILEH PHCK OT apTepHaNHi TpOMOOTHUHH CHLOHTHA (Hanp. MHOKapAEH HHpApKT Uik HHCYT). Hama
BOCTAaThbYHO JAHHH, 32 Ja C€ U3KJIHOYM TAKbB PHCK NIPH NpHIOKeHKEe Ha GaypObunpodeH B 103a 10 5
TabneTkH 3a CMyueHe NHEeBHO.

Heobxoaumo e nosuieHo BHUMaHHe (00chkaaHe ¢ ekap uian GapMalueBT) Npeay 3aloyuBaHe HA JICYEHHETO
IpK NALMEHTH C aHAMHE3a 3a XHITePTOHUS U/UIM ChpAieHuHA HEIOCTATRYHOCT, Thi KaTO HMa CLOOLIEeHHS 3a
3aipbiKKa Ha TEYHOCTH, XUIIEPTOHHA K OTOK, CBRp3aHH ¢ leyeHHeTo ¢ HCTIBC nekapcTBeHH MPOAYKTH.

HapylieHus Ha HEpBHATA CHCTEMA
AHANTeTHIIUTE IPEAU3BUKBAT raBobonune - B cnyuan Ha npoabmkurenna ynorpeba Ha aHANreTHLH Wi

ynorpeba Haj N03MPOBKATa 3a NPOAYKTa, MOXKE Aa CE NOSABH riaBobonue, KOETo He TpAOBA Ja ¢e JeKyBa C
[IOBHMILICHH 03U OT JIEKAPCTBEHUA MPOAYKT.

Cromauino-upesny edekTn

HCIIBC nekapcTBedHd NpoayKTH TpAOBa Aa ce NpuiaraT BHHMATEIHO NIPH NALKWEHTH ¢ aHAMHEe3a 3a
CTOMALLIHO-YpeBHH 3abonasaHus (ynueposeH Koaut, bonect Ha KpoH), T KaTo Te3H 3a00nsBaHHA MOXe Aa
ce obocTpAT (BXK. TOuka 4.8).

Cpo0111aBa ce 38 CTOMAIHO-YPEBHH KPbBOKH3IIUBH, A3Ba HiIH nephopalus, KOUTO MOXKE Aa 3aBbpllaT
daranno npy ynorpebara Ha Bcuuky HCIIBC nekapcTBeHM NpoAyKTH, 10 BCAKO BPEME Ha JIEUEHHETO C HIIH
6e3 npeaynpeaHTEeNHH CHMITTOMH, HIIH MPEAHLIHA AaHAMHE3a 32 CTOMALLUHO-YPEBHH ITpoOneMH.

PHCKBT OT CTOMALIHO-YPEBHH KPbBOH3IIHBH, SI3Ba HIIH Tlepdopalus € No-BHCOK NpH ynorpeba Ha ro-BHCOKH
ao3u HCTIBC, npH nauMeHTH ¢ aHaMHe3a 3a A3Ba, OCOOEHO ¢ YCIOKHEHHUS OT KPbBOH3NUB HIIHM nepdopaiius
(Bx¥. To4yka 4.3), KAKTO M NIPH NMAUKUCHTH B CTAPUYECCKA Bb3PACT, 00aue re3u edpexty OOHKHOBEHHO He ca
obuualiHy npy KpaTkoBpeMeHHa orpaHuyeHa ynotpeba Ha npoAyKTH KaTo npu ¢uypbunpoden Tabnetku 3a
cMyudeHe. [TaluueHTuTe ¢ aHamHeza 3a CTOMAILHO-4YPeBHA TOKCHYHOCT, OCOOEHO Te3H B cTapuecka Bb3pacT,
TpaOBa na choOlaBaT HA MEAKLMHCKUTE CELHANIMCTH 32 BCUYKH HeoOWyaliHM CTOMALIHK CUMNTOMH (10-
CrelHanHo 3a CTOMALHO-YPEBHKY KPbBOU3NUBH),

[TauuentuTe TPAOBA A2 OBLAAT NOCHBETBAHH Ja YNOTPEOABAT BHUMATENHO TO3M NMPOAYKT C APYTH
JICKAPCTBEHH MPOAYKTH, KOUTO MOXKE Jla YBEJIHYAT PUCKA OT yJLepauus WJIH KbPBEHE KATO NENONANTHH
KOPTHKOCTEPOHH, aHTHKOArYJIAHTY KaTO Hanpumep BapdapuH, CCICKTHBHH KHXHOHTRPY NG

KHCEHHA (BX. TOUKa 4.5).




Koraro ce nossu CTOMaIIHO-YPEBEH KPBBOUIINB WIIK A3B4a IIPH NALHEHTH pHeMalid ¢ury pounpoded,
neueHueTo TpadBa a ce npeKparH.

lepMaTonoru4Hy edexTu

MHoro paako ce cbo0iilaBa 3a CEpHO3HH KOXKHH PEAKIUH, HAKOH OT TAX QaTaiHH, BKIIKOYHTETHO
exchONMaTUBEH ACPMATHT, CHHAPOM Ha CTHBBHC-/XKOHCBH H TOKCHUYHA EMUAEPMANIHA HEKPONIH3a BHB
Bpb3ka ¢ ynorpebara Ha HCIIBC nekapcTBeHH npoaykTH (8. Touka 4.8). [lpnembT Ha dniypbonpodeH
TpabBa Aa Objae CrpsH Npy MLPBA NOABA HA KOXEH OOpUB, JIMraBHYHH JIE3UH WIK APYrH NpU3HALU Ha
CBPBXYYBCTBHTEIHOCT.

Hudexuuy

Tbi KaTO ca JOKNaABaHH H30NMpaHd CIyyaH Ha ODOCTpsAHE Ha Bb3NAJICHHE, CBbP3aHO ¢ HH(eKuMs (Hanp.
pa3BMTHE Ha HEXPOTH3Hpall (acuuuT), chBnaaalld no speme ¢ ynorpebara nHa HCIIBC nekapcreenu
APOAYKTH 332 CHCTEMHO NPUNOXKEHHE KATO Kilac, IPEnopbpYBa CE HA MALHEHTHTE Ja ¢ KOHCYNTHDAT ¢ neKap
He3abaBHO, ako NMo BpeMe Ha ynotpebara Ha ¢aypbunpodeH ce MNOABAT HWAW BJIOIIAT CUMITOMHTE Ha
OaktepuanHa uH(pexkuud. Tpabpa na ce obCbAH HEOOXOAHMOCTTA OT IMPHJAaraHe Ha aHTH-HHQEKLHO3IHO
aHTHOHTHOTHYHO NIEYEHHUE.

MackHpaHe HA CAMIITOMHATE HA NOANEKALUATE HHPeKIHH

EnuaeMHOJIOrHYHHTE NPOYUBAHKE NOKAIBAT, Y€ CHCTEMHHTE HECTEPOHAHH NPOTHBOBLINANHTEIHH
cpeacrsa (HCHBC) Morat a MACKHPAT CHMAOTOMETE HA HH)EKIHN, KOETO MOXKE AR A0BEAE A0
3afaBaHe HA JANOYBAHETO HA NOAIOANINOG JeUYCHHE H B PIYJITAT HA TOBA — 10 BAOLIABAHE HA H3X0AA OT
unpexunsTa. Tosa ¢ HalmoAaBaHo NpE 6aKkTepHAIHA NHeBMOHNS, NpRaolnTa B 00MecTBOTO, H
SaKkTepHANNA YCIA0RKHEHAN OT Bapunena. Korato ce npaaara Crpencanc Harensns Hoproka Ge3
3RXAP H NANHCHTLT HMA MOBHIIICHA TEMNEPATYPa HAR fonka, CBLP3aHA ¢ HHEeKUHA, Ce NPenopbhUuBAa
npociaeadBane HA HEPEKIHATA,

CrielH(HYHH 33 JIEKAPCTBEHHUA NPOAYKT IPEAYPEKACHHS

[Topaay ChbABPKAHUETO HA TEUEH MANITUTON U H3OMAITHION MOXE Aa UMa ¢tabo uspaszeHo cnaburenso
aelicrBue. [TaMEHTH C PEAKH HACAEACTBEHH MPOOJEMH Ha HEMOHOCHMOCT KbM (PYKTO3a He TpabBa fa
MpUEMAaT TOBA JIEKAPCTRO.

ApOMarT, CbABPXAall aJIeprex
Tosa nexapctso Chabpxa apoMar ¢ Liutpan, Liutponenon, d-Jiumonex, I'epanuon u Jlnnanoosn.
L{urpan, Llurpouenon, d-JInmouen, I'epannon H JINHAN00, MOraT Aa IPHYHHAT aJEPruyHi peaKLMH,

AKO CHMIITOMHTE CE€ BJIOLUAT HNH CE MOABAT HOBH CHMIITOMH, JIEUEHHETO '['[JHﬁBa Aa CC€ MMpCoLCHK OT
MCAHIHHCKH CIICLITHAJIMCT.

AKXO ce rosBu APAa3HCHC B yCTaTa, JICHCHHCTO Tpﬂﬁﬂa Aad CC NPEYCTAHOBH.

4.5 BianmoaecHcTBHE C APYIH JeKAPCTBEHH HPOAYKTH H APYrd GOpMH Ha B3auMoacHcTBHE

Qaypbunpoden He TpsibBa A3 ce H3NOA3BA B KOMOHHALHS C:

- Ayemuncaruyurosa kuceaurna: OCBEH aK0 HHCKa [103a aleTHIcCATHLWI0BA kKuceauHa (noa 100 mg
JHEBHO WJIH JJOKAHA NPpO(QUNaKTHYHA 033 332 ChbPASYHOCHA0BA 3alIMTa) ¢ OHNa [peAnucaHa oT iekap, Thil
KaTo MOXKE Ja MOBHILIN PHCKA OT HEXEIaHU peakUuu (BxX. TouKka 4.4).




- Hpyeu HCIIBC nexapcmseru npodyxmu( exuouumenno ubynpogen u cenexmusnu unxubumopu na
yurrooxcucenaza-2): Jla ce n3dsrea enHospeMeHHara ynorpeba Ha ase waH nosede HCIIBC nekapcrBenu
NMPOAYKTH, Thil KaTO TOBAa MOXE Jia JOBEJE 4O MOBUILABAHE HA PHCKA OT HEXKEJIAHM peakunH (BX. Touka 4.4).

®aypbunpopen Tpabea Ja ce HINOA3BA C BHHMAKHHAE B KOMOHHALIAS C:

- Anmuxoazyranmu. HCIIBC nexapCTBEHH NPOAYKTH 3aCHIBAT ¢PEKTa HA AaHTHKOATYJIAHTH KaTo
BapdapuH (BXK. ToOuka 4.4).

- Axmuazpezanumu u cerexmusnu unxubumopu na obpamnomo 3axeéawarie Ha cepomonuna (SSRI).
[TosuilleH PHMCK OT CTOMAILHO-YPEBHHM KPBHBOU3IHBH (BXK. ToUKa 4.4).

- Aumuxunepmernsusnu nexapcmea (ACE urnxubumopu, anmazonucmu na anzuomen3un-Il) u
JTuypemuyu: HCIIBC nexapcTBeHUTE NPOAYKTH MOXE Ad MOHUKAT €(PeKTa Ha AHYPETHIINTE U APYrH
AaHTHXHUNIEPTEH3UBHHU JICKAPCTBEHH NPOAYKTH MOXE Ja MOBHILAT PUCKA OT HEPPOTOKCHYHOCT NPHYHHEH OT
HHXHOHpaHe Ha UHKIOOKCHIeHa3aTa, 0cobeHo NpH nauMeHTH ¢ koMnpomeTipaHa 6n6peuna pyHKkuuUA.
(ITaunenTuTe TpAOBA ga OBLAAT 4ACKBATHO XUAPATHPaHH).

- Anxoxon: Moxe ja joBejie A0 MOBHIIABaHE HA PUCKA OT HEXEIAHW PeaKLuH, ocobeHo cToMaluHo-
YpEBHO KbpPBEHE,

. Cevpoeunu anuxosuou: HCIIBC nekapCTBeHHTE NPOAYKTH MOraT aAa 00OCTPAT ChpACYHATA
HEZOCTAThYHOCT, 1a HAMANAT rIoMepyaHaTa QUIITpalyd ¥ Aa MOBUILAT N1a3MEHHTE HABA Ha NIKKO3HAHTE.
- Luxnocnopun: I1oBuILIEH PUCK OT HEPPOTOKCHYHOCT.

- Kopmuxocmepouou: 110BULLEH PUCK OT CTOMAILIHO-YPEBHH A3BH HJIH KPBHBOH3JIHBH (BX. TOUKa 4.4).
- Jumuii: IMa 10Ka3aTeNCTBa 38 Bb3MOXHO MOBUILABAHE HA NNA3MEHUTE HHBA HA JIHTHH.

- Memompexcam: IMa Fb3MOXHOCT 33 YBEJIMYABAHE HA NJIA3MEHMTE HUBA Ha METOTpEKCaT.

- Mudghenpucmon: HCIIBC nekapcreeHMTe IPORYKTH HE TpAdBa Ja ce npHeMar xo 8-12 nHu cnen
NPHIOKeHHE Ha MUdenpucToH, Thi kato HCIIBC nexapcTBEHUTE NPOAYKTH MOraT Aa HaManaTt edekTa Ha
MHQETIPHCTOH.

- Xunononosu anmubuomuyu. JJaHHH OT NPOYUYBaHHA BLPXY )XUBOTHH nokassar, ue HCTIBC
NEKAPCTBEHHUTE NIPOAYKTH MOIaT Aa MOBUILIAT PUCKA OT KOHBYJICHH, CEBEP3aHH C XHHOJIOHOBUTE
aHTHOHOTHU M. [TlaunenTn npruemamm HCIIBC u XMHOJMOHH ca U3JI0XKEHH HA NMOBHILEH PHCK OT NOSABA HA
KOHBYJICUH.

- Taxporumyc.: BbamoxeH € NOBUILEH PUCK OT HegpoTokcHUHOCT, korato HCIIBC nexapcTBenuTe
MPOAYKTH C€ MPHATaT ¢ TAKPOJIHMYC.

- 3udosyoun. [OBHIIEH PHCK OT XEMATONOTHYHA TOKCHYHOCT I1pH eAHOBpeMeHHO NeueHue ¢ HCIBC
JIEKAPCTBEHM NPOAYKTH U 3HAOBYUH.

4.6 QepTHIANTET, OPEMEHHOCT H KbpMeHe

bpeMEeHHOCT:
Hsama xwmHuuHe paHuy 3a ynorpebara Ha Ctpencunc Muren3us no BpeMe Ha OpeMennocT. opw ako

CHCTEMHATa ynoTpeda e Mo-HHCKA OT OpPalIHOTO NPUIOXKEHKE, HE € U3BECTHO Ja/ld CHCTEMHATa ynoTpeba Ha
Crpencuic MHTEH34B MOCTHrHATA YPE3 MOBLPXHOCTHO NPHIOKEHHE MOXKE Na ObAe yBpexaamwo 3a mioaa. [1o
BpEME Ha ITHPBHAT M BTOPHAT TpUMECTLP HA OpeMeHHOCTTa, Crpencuic HMuTeH3us He tpabBa na Ovae
[IDHJIaraH, OCBEH ako He € abcomoTHO HeoOx0AMMO. AKO ce npunara, posara Aa Obpjie Hali-HUCKA, a
MPOABJDKUTENHOCTTA Bb3MOXKHO Hal-KpaTKa.

CucteMHata ynorpeda Ha HHXHOWTOPH HA npocTariaHANHOBATa CHHTE3a, BIKJHOUUTENHO Paypbunpoden, no
BpeMEe HAa TPETHA TPHMECTbP OT OpEeMEHHOCTTa MOXE Aa NPCAM3BHKA KapauonyJMoHaaHa H ObnOpeuHa
TOKCHYHOCT IpH nnoja. B xpas Ha OpeMeHHOCTTa MOXE Aa C€ NOABH YAb/DKABAHE HA BPEMETO Ha KbpPBEHE H
NpH MakkaTa U NpH Maoja, KaKro H 3adaBaHe NMpoueca Ha paxaaHe.

Cnenosarento, (uypounpodeH e NpOTHBONOKA3aH Mpe3 TPETHS TPHMECTbP Ha OpeMEeHHOCTTa (BXK. TOYKA
4.3).

KbpMeHe:




Cnopea orpauuyeH Opoli npoyusaHus, GaypbunpodeH ce nossssa B KbPpMATa B MHOTO HUCKH KOHLIEHTPaLHH
U € MaJIKO BEPOATHO Te J1a BAMAAT HeOnaronpHAaTHO Ha KbpPMaUeTo.

depTUIHTET:

HMa u3BECTHH AaHHHU, Y€ JEKAPCTBATA, KOMTO HHXHOUDAT LIHKJIO-OKCHICHA3HATA/TIPOCTArNAHAMHOBA CHHTE34
MOXE Ja NMPeAM3BUKAT YBPEKIAHE HA HEHCKHUA (PEPTHIMTET 4Ype3 Bb3ACHCTBHE BbpXY OByJaLHATA. TO3M
edekT e oOpaTuM ciiell NPEKPaTABAHE HA JICUYCHHETO.

4.7 EdexkTn BBpXY cnocobHocTTa 32 modhupane H paboTa ¢ MAIHHA

To3n nekapCTBEH NMPOAYKT HE BIIHSAEC WK HMa nperedpexxumMo cnab edekt Brpxy cnocodHocTTa 3a odupaHe
1 paboTa ¢ MAILHHH.

4.8 Hexenann NeKAPCTBEHH PEAKIHE

CboluiaBaTt ce peakLiHM Ha CBPLXYYBCTBATERHOCT, BeneacTBHe eucHHe ¢ HCTIBC nekapcTreHyn npoaykTH.
Te MoOXe Aa ce ChCTOST OT:

(a) He-cneuuduyny anepruyiy peaxiiuy ¥ aHaQHIakCH.

(b) IloBHIIEHA pEAKTHBHOCT HA JUXATE/HATA CHCTEMA KATO aCTMAa, BJIOLIABAHE HA 4CTMa, OPOHXOCNA3ZHhM H
RHCIHEA.

(¢) PasnuuHH KOXHH HApYLUCHHUS, BIIIOUHUTETHO OOPHBH OT pasfIHYCH THN KATO NPYPHTYC, YPTHKapHS,
aHTHOEAEM U MO-PAAXO eKCHOTHATHBHH U OYJI03HH AepMaTO3H (BKIIOYUTENHO HEKPOJIH3a Ha eNUAEPMHCA H
epuTeMa MyJITUOpME).

CIUCBKBT Ha HEXENaHU JIeKApCTBEHH pEaKLUMH MO-A0Jy ¢€ OTHAacs 3a KpaTKocpouHa ynorpeba Ha
¢nypbunpogern B gozupopka karo 3a OTC mpoaykr. J(OMbAHHTENHH HEXENAHH peaklHM MOrar Ja ce
HalJiroaaBar npu ynorpeba B ApYry NOKa3saHUd HAH ABArOCPOYHO JIEUEHHE.

BB3MOXKHHATE HEXKEIAHH JIEKAPCTBEHH PEakilHH, KOMTO ce nposssaBar npu puaypbunpodeH ca npeacraBeHu
Mo-A0Jy, TPYHXPAHH NO CHCTEMAa-0PraH Knac KnacMukaluaTa H 4eCTOTa.

UecToTata Ha H3OPOCHHTE MNO-4OJY HEXKEIAHH JICKAPCTBEHH PEaKLMM € ONpelesieHa KaKTo CleliBa. MHOIO
yecTH (= 1/10), yectu (= 1/100,< 1/10), Hewectu (& 1/1 000< 1/100), penxu (= 1/10 000 < 1/1 000) u mMHOrO
penku (< 1/10000), ¢ ren3BecTHA yecToTa (decToTara He MoOXe Oa Obje W3YMCNeHa Copea HaNHYHHUTE
AAHHMU).

B oTtaenuuTe FPYIIH HO YeCTOTA HEXKCNTAHHUTE PEAKIHHA Ca NTPEACTABCHH B HN3X0 441l pe€ll Crnopen CTCIICHTA Ha
CCPHO3HOCT.

F Cucrema-opran YecToTa | HexkelanH peakiHH
| Kjac ] e —
Hapyumienns Ha MHoro AnnacTuyHa aHeMus', arpaHyiouuTo3a', TpoMboUMTONEHUS
KPLBTA H peilKH
JAHMPHATA
CHCTEMA C AHeMHs
HEeH3BECTHA
4ecToTa
Hapymienns Ha | Yectu Ceeropbprex, rnaBobonue, napecre3us
HePBHATA
CHCTYEMA Heuectn CBHIMBOCT




Hapywienusn Ha | Peaku AHaQUNaKTHYHA peaKlHA
HMYHHATA
CHCTEMA C YpTHKapH, aHFHOEEM
HEU3BECTHA
4YeCcTOTa
Hapymenns Ha C 3aAPbKKA Ha TEYHOCTH
MeTa00/1H3MA K HEH3BECTHA
XpPAHEHETO YeCcTOTa
Hapymenus Ha C HapyuieHo 3peHue
OUHTE HEU3BECTHA
4eCToTa
Cobpaeunu C ChbpleuHa HeAOCTaThYHOCT?, OTOK?
HapYylLIeHHS HEH3BECTHA
4yecToTa
Cuaosn C XuneproHus’
HapylIeHus HEM3BECTHA
4yecToTa
PecRHpATOPHH, YectH JIpasHeHe B MbpioTo
rPpbAHH H
MeaIHACTHHAMHA | HedecTy OboctpsHe Ha act™a H OpoHXOCHaszsM,  AMUCIIHEA,
HApYLIeHNS opodapHHreantHt MeXypH, papHHIealiHa XHIIOeCTe3ns
Cromaiiso- YectH Jnapus, 93BH B ycTaTa, rajcHe, O0NKa U mapecTe3us B yCTara,
ypeBHH opodapuHreanta 6onka, TMCKOMOPT B YCTHATa KyXHHa’
HAPYIIEHAA:
HeuecTu [lonyBaHe Ha KOpeMa, CTOMALIHY DOKH, 3aMeK, CyX0Ta B
yCTaTa, AUCNENCHSA, METEOPU3bM, TOCOAHMHUSA, TPOMAHATA HA
BKYCa OpaiHa AH3eCTe3us, NOBPBIIAHE
C CroMalllHO-YpEeBHO KbpBEHE, %3B4d HA4 CTOMaxa, fA3Ba Ha
HEUIBECTHA | JABaHaAeceTONpPLCTHHKA®, nepdopauus’
4YecToTa
Hapywenus Ha Heuecru Pa3nnuHH KOXHH 00pHBK>, ChpOek
KOXKATR H
NOAKOAHATA C Texxn GOPMH Ha KOXHH peakunH Karo OYJO3HH peakLuH,
ThKaH! HEeH3BECTHA | BKNIOMMTEIHO CHHApPOM Ha CTHBBHC-/DKOHCBH KM TOKCHYHA
YECTOTA enuiepMaliHa HEKpOJH3a
O6mn Heuect [Tupekcus, bonka
HAPYUICHHSA H
eeKTH HA
MSCTOTO HA
NpHJIKEHHE
XenaroOunuapun | MHoro XXbrTenuua
HAPYIICHHSA peaxu




C Xenaturt
HeH3BEeCTHa
4ecToTa

ITcuxu9HH Heuectn beicuhhue
HAPYIIEHAA

Ounucanue Ha H36paHy HeXeIAHH PeAKIHHN

' MHOro paaKko ca AoOKNaJBaHH CIMy4aH Ha arJJaCTHYHA AHEMHA W arpaHyJIOIHTO3a Mo BpeMe Ha ynoTpebara
Ha ¢paypbunpodeH, HO 6e3 yCTaAHOBEHA TPHYHMHHO-CIICACTBEHA BPb3KA.

2 CrobuiaBsa ce 3a €4eM, XHMEPTOHHA W ChpJevHa HeJoCTaThYHOCT BbB Bpb3ka ¢ jedeHHe ¢ HCIIBC
J1EKapCTBEHH ITPOMYKTH.

KAMHWYHK H3NATBAHKSA H erUAEeMHONOrHYHK AaHHW NoKassaT, ye ynorpedara Ha Hakod HCIIBC (ocobeno
BLB BHCOKH 1031 2400 mg RHEBHO U NPH NPOLBIDKHUTEIHO JICUCHHE) MOXKE 11a C€ CBBPXE C JICKO YBEITHYEH
PHMCK OT apTEPHANHO-TPOMOOTHYHM CHOUTHS (HANp. MHOKapAeH HHMAPKT HIIH HHCYJIT) (BXK. TOUKA 4.4).

> YyBCTBO 3a TOIIMHA HJIH NTapEHe, H3TPhIIBAHE HA YCTAaTa HIIH NPEXOAHO Jpa3HEHe N0 YCTHATA JIMraBHIIA.

4 O60CcTpAHE HAa CHMNTOMHUTE.

3 TlonAKora NPexoHu.

CohobimaBane Ha MOJO3HPAHH HEXKEIAHH PeAKIHH

C100111aBaHET0 Ha NOAO3MPARH HEXKEIAHHW DPEAKUMU CAeh paspeulasadHe 3a ynorpeda Ha JNeKapCTBeHUA
NPOAYKT € BakHO. ToBa no3BoifABa [a NPOABLIDKH HAOMIOAECHHETO HAa CHLOTHOLICHHETO MOM3A/pHCK 34
NEeKapCTBEHHA NPOAYKT. OT MEAHLUHHCKHMTE CHCUHANMCTH C€ M3UCKBA Ja ChOOLIABAT BCSKa I1003MpPaHa
HeKeNnaHa peaKius 1pes:

UanbnHMTENHA areHiKs 1Mo IeKapcTaara

yi. ,,Jdaman I'pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilperosupane

CHMIOTOMH HA NPEelO3NDAHE

[Tpy noBe4yeTo NAaUMEeHTH, KOUTO Ca MOrb/IHAMH 3HAUYHTENHO OT KIMHH4YHA rJiegHa Touka koanyecTBo HCIIBC
NeKapCTBEHH TMPOAYKTH, IpeJO3UpPaHETO HAMA Ja C€ NPOSBK C JAPYro OCBEH raJeHe, NOBpbILUaHE,
enuracTpaitia bonka unu no-paako auapus. llyMm B ywure, rnaBodonue, CTOMAlIHO-YPEBHO KbpBEHE CbLUO
ca BB3MOXKHH. [Ipn nmo-ceprosHn orpasaHus ¢ HCIIBC nexkapCTBeHM MNPOAYKTH, TOKCHYHOCTTA 3acsra
lleHTpanHaTa HEpBHA CHCTEMA K Ce NPOABABRA ¢ BEPTHIO, CbHIUBOCT, FIOHAKOra NpeBn30yaa U AC30PUCHTALIUA
HiIK xoMa. [loHskora naimueHTUTe pa3BuBaT KOHBYJICHH. [IpH ceprosno otpassHe ¢ HCIIBC nexapcreeHH
POAYKTH MOXE Ja ce NOABUH MeTafoHTHA AaUHAO3a H [a C€ Y AB/DKH NpoTpoMOUHOBOTO BpeMe/INR, BeposATHO
ABIDKALIIO CE HA CMYIIICHHA Ha AefCTBHETO Ha HHPKYJIHpAaluMTe CheupBam ¢axropu. Moxe na ce mosssr
ocrpa 66peyHa HepOCTaTBYHOCT. BnowaeaHe Ha aCTMAaTa € Bb3MOXKHO NPH ACTMATHLIH.

TepaneBTHYHH MEPKH NPY NPEAO3HPAHE
Jleuennero TpAbOBa Aa ObAe CHMITOMAaTHYHO W IOANIOMArailo, ¥ BKMOYBA NOAALPXKaHE HA CBODOAHM
OUXATENHU [ITHLIA H MOHUTOPHHT Ha ChPACYHHTE H )KH3HCHHTE NOKa3aTeN 10 CTabHNIM3NPaHETO UM, Moxe
7a ce B3eMe NpeaBnA NepopaIHOTO NpUiaraie Ha akTUBEH BBIJIEH, ako nauueHTa Obe neKyeaH a0 1 yac ot
MOrTBLIAHETO HA MNOTEHIHAJIHO TOKCHYHO KoandecTBO. KoHByjcHuTe Tpsabea ga Obaa
HHTPABEHO3CH AWA3CNaM HAH J0pa3ernaM ako ¢a YECTH MM NpOIb/DKHTENHH. IIpH 3
Oponxoaunararopd. Hama cneunduueH aHTHAOT Ha GuiypbunpogeH.




5 ©®APMAKOJIOTMYHH CBOUCTBA
3.1 dapMaKoAHHAMBYHH CBOHCTBA

OapMaKkoJOrHYHA rpyna: ZHXATEIHA CHCTEMA, NIPENAPATH 34 I'BPJIO, APYTH NPENAPATH 32 M'bPJI0

ATC xoa: R02ZAX01

Onypbunpoden € HecTepouJieH NPOTHBOBB3NANHTENEH NEKAPCTBEH NPOAYKT H NMPHUTENKABA RHAINCTHHHO,
AHTHIIUPETHYHO M (IPOTHBOBB3NANMUTEIIHO JCHCTBHE, KOCTO € PEe3y/TaT Ha MOATHCKAHe AKTHBHOCTTA Ha
NPOCTArnaHAUHOBATA CHHTE3a Ype3 HHXHOUPAHE HA LHKITOOKCHI€HA3aTa.

Criopea npoy4YBaHUATA M3NOJA3BalUM aHaNU3 Ha nepudepHa KpuB, pnypbunpoden e cmecen COX-1/COX-2
MHXHOUTOP C U3BECTHA CENCKTHBHOCT KbM COX-1.

IMpeaKnMHHUYHHTE NPOYUBAHHA MOKA3BaT, ue R (-) eHaHTHOMepa Ha daopbunpyden u cebp3anure HCIIBC
obsieryasar HonkaTa KkaTo 4efcTBAT BbPXY LEHTpanHaTa HEPBHA CHCTEMA.

[TpoaykTshT OCUIypsBa H3MEPHM YCIIOKOSBALL H NMOKpHBAlL, ePeKT HA 2-Ta MUHYTA.

Hamanenue Ha 6onkara B repioto ce Habnoaansa caen 15 MUHYTH.

JIOKanHUAT aHanreTHyeH eeKT NpuapyKeH OT HaMallsBaHe Ha (PapHHIealHOTO Bh3naneHue ce Habmoaasa
30 MUHYTH CleR npuemane Ha TabieTkara ¥ NpoALDKAaBa 10 4 yaca.

52 PapMaKOKHHEETHYHH CBOHCTBA

Mdnypbunpopen ce pezopbupa Gup3o cnen npunoxenue Ha Crpencunc Murtensus IMoprokan Oe3 zaxap,
MaKCHMAIHH MJIa3MEHH KOHLEHTpauuH ce Habmoaasar 30-40 MUHYTH cliet npHeMaHeTo My. MakcHManHHTe
[J1a3MEHU KOHIICHTPALHH Ce JOCTUraT no-0bp30 OT TE3H, Ce NOrnblilaHe Ha €eKBHBAJIEHTHA 1032 B TabueTHa
¢dopMa 3a NEPOPaATHO NPUIROKEHUE, HO HMAT NMOAOOHH CTOHHOCTH.

OnypbunpogeH ObP30 NpeMrHaBa Npe3 TANOTO KaTO OCHOBHO ce MeTaboIMu3upa Yype3 XHAPOKCHIHPaHe U ce
eKkckpeTHpa upes Onbpeunre.

CBBbp3Ba Ce C BbB BHCOK IMPOLIEHT ¢ NIA3MEHUTE MPOTEHHH H BPEMETO Ha MOy KHUBOT € OT 3 4o 6 yaca.

KonuuectsoTo Ha urypbunpoden B knpmata € no- Manko or 4,05 pg/ml

5.3 [IpeakIMHAYHH JaHEE 33 fezonacHoCT

Ilpu onutv ¢ murbxose NofnoXeHHd Ha Ao3a 0,4 mg/kg/AHEBHO H MO-rOJEMH TIO BpeMe Ha OpEeMEHHOCT €
HabnoaaBaHa MOBULISHA YECTOTA HA MbPTBO POJACHH. 3HAYEHHUETO HA TO3H (haKT 33 HOBEKa HE € YCTaHOBEHO.

6. PAPMAINEBTHYHHU JAHHH
6.1 CIHCBK HA NOMOIIHH BellecTRA

Makporoa 300

Kames XuaApOKCUHT

Apomar Ha noproxan PHL-010300
JlesoMeHTON

Anecyndam K

TeueHn mManturToOn

Hzomant




6.2 HeChbBMECTHMOCTH

Henpuiaoxnmo.

6.3 Cpok Ba roasocT

2 roAMHHU

6.4 Coennannn YCIOBHSA 38 ChXPAHEHHE

Ha ce ¢pxpansBa noj 25°C. Jla ce cbxpaHasa B OpHIHHA/IHATa ONaKOBKa.
6.5 Bua v chaALpKAHHE HA ONAKOBKATS

TabnerkuTe 3a cMyueHe ca onakosaHd B PVC/PVAC/Al-6nuctep, nocTaBeH B KapTOHEHA KYTHA €
x 8, x12, x 16, x 24 Tabnerkn.

He BcHUKY rOIEMUHH Ha ONIAaKOBKHKTE WE ObAAT MyCHATH Ha Masapa.
6.6 ChnennaaHA NpeaANa3HH MEPKH NPA H3XBLPJISTHE.

HsiMa crmeiiiallHi U3HCKBAHHUA.

7. IPUTEXATEJI HA PAZPEIIIEHHETO 3A YINIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower

1 1th Floor, District 1, Bucharest, PymMuHHs

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

9. JATA HA II'BPBO PA3PEHIABAHE / IMOAHOBABAHE HA PA3ZPEHIEHHUETO 3A
YIIOTPEBA

Harta na nbpBo paszpeuiaBaue: 21.06.2018

JlaTa Ha nocneaHo NOAHOBABAHE:!

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA
HOHM, 2025




