KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

U3NHAHWRTENHA ATEHLAR MO NEKAPCTBATA

1. MME HA JEKAPCTBEHUS ITPOYKT r‘
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2. KAYECTBEH U KONTHYECTBEH CHhCTAB

Bcesaxa po3a (3 BnpuckBanus) cbabpxka 8,75 mg daypdunpogen (flurbiprotfen).
Bcsako BIpbCKBaHe Chabpka 2,92 mg pnypdunpoden (flurbiprofen).
I ml cnpeit 3a ycTHa nuMraBHia, pa3TBop ceaspka 16,2 mg daypbunpoden (flurbiproten).

THoMOIIHO BEMIECTBO ¢ H3BECTEH edeKT

Eranon: 0,26 mg/ml, xoero chorBercTBa Ha 0,14 mg/no3a
ApoMarH Ha MeHTa U yepella (cbabpkaT d-numoHeH, uuTpan, esreqon): 0,324 mg/nosa

32 DBJIHHA CIIHCHK Ha NOMONIHHMTE BellecTsa BuxTe T. 6.1.

3. JEKAPCTBEHA ©0OPMA

Crnipeit 3a yCTHA IMraBrla, pa3sTBOp
bucTsp pa3TBOp ¢ apoMaT Ha MeHTa H Jepella.

4. KJIHHHYHU JAHHH

4.1 TepaneBTHHH NOKA3aHHASA

Opo@ap HUHTeHc e NperRHA3Ha'vYeH 3a KPaTKOCPOIHO CHMIITOMAaTHYHO NCUEHHE Ha OCTPO BB3MMAJICHHE Ha
bPIOTO ITIPH BE3PACTHH TIALTHCHTH.

4.2 103HpOBKa H HAIHH HA NPHJIOKEHHE

Ho3uposka

Bwspacmuu wa u nao 18 zeo0unu.

Enna no3a or 8,75 mg (3 BnpbCcKBaHHA) CC IPHIIAra B 33/HaTa YacT Ha MbPJIOTO HA BCEKH 3-6 yaca, KakTo
¢ HeoOXOOKMMO, 10 MAKCHMYM 5 103M 3a nepuof oT 24 yaca.

Ja ne ce BANILIBa [0 BpeMe Ha BIPHCKBAHETO,
[IpenopbyBa ce IeKapCTBEHMs MPOAYKT Ja He ¢e MprueMa noseye OT 3 JHH.

Haii-uMckaTa eekTHBHA A03a TpsabBa 4a ¢e npu/iara 3a Hal-kpaTKKs EPHOA OT BpeMe, HEoDXOIHM 32
KOHTPOJIMPaHe Ha CUMIITOMHTE (B3, TOUKa 4.4).




Ileduampuyna nonyrayus
besonacHoctra U edrxacHocTTa Ha Opodap UHTEHC IIpH AcLia MK KOHOLIK NojJ 18 rofHHH HE €
yCTaHOBEHA.

Hayuenmu 6 cmapyuecka ev3pacm
He Moxe aa ce aane ob1a npenopbka 3a A03HPAHE, Thil KATO JOCETAIIHUAT KIIMHHYEH OMHT € OrpaHUuvEeH.
BB3pacTRUTE XOpa ca H3M10KEHHM Ha NMOBUIIEH PUCK OT CEPHO3HK HOCAEACTBHA OT HEXelaHH PeaKIIHH.

Bvbpeuno u uepnoopobro yepeacoane
He e HeoOxonuMo KOpUrupane Ha 103aTa NpH NaueHTH ¢ JIexo A0 YMepeHo Ob0pedHo HilH YepRoApaOHO
yBpexAane. B TeXKH CTAAMH JICKAPCTBOTO € POTHBOIIOKA3aHO.

HauuH Ha npHIoXeHUue

CaMo 3a OpoMyKO3HO npuaokerne. CamMo 3a KpaTKoCpouHa yrnoTpeda.

[TIpeny MepBOTO NPHIMKEHHE PA3KIIATETE YCTPOMCTBOTO M aKTHBHPAHTE NOMIIATA, KATO HACOUUTE
HaKpalHUKa B CTPAHH OT BAC M IPHCHETE MUHHMYM YETUPH TBTH, A0OKATO CE NMOJAYYH PUHA, TIOCTOAHHA
Mbraa. Cnes TOBa noMnara e roToBa 3a yrnotpeoa.

Ilpeny BeAKO NpUOKEHHE HacOUBakTe HakpaliHHKa B CTPaHH oT Bac ¥ IpbcHeTe MUHHMYM BCAHBX, 33
71a cE YBEpHTe, e ce obpasyBa (HHa, NOCTOSHHA Mbria. Bularn TpabBa na cTe curyphs, e ce obpasysa
dHHa, MoCTOSHHA MBIIIA, IPEAH BCAKO JO3HPaHE HA IPOAYKTA.

4.3 IIporuBonoKka3auud

- CBpBbX4YYBCTBHTEIHOCT KbM aKTUBHOTO BELISCTBO HIIM KbM HAKOE OT MOMOIIHHTE BEIIECTRA,
H30poeHH B TO4YKa 6.1,

- TlanuenTy, ¢ 1aHHH 3a CBPbXYYBCTBHTENHOCT (Hanp. acTMa, OpOHXOCTIa3bM, PUHHT, AHTHOE/IEM
UMK YPTHKApHA), CBEP3aHHU C JICYEHHE C aleTHICATHIHIoBa kucennHa un apyru HCIIBC.

- AKTHBHA WIH aHAMHe3a 34 pellHAHBHpallla IENTHYHA 13Ba/KPbBOHIIHRB (1Ba KK [I0BCYE
pPazIHYHY €IIH30]d HA JOKA3aHA %3Ba) H YpEeBHA A3Ba.

- AHaMHe3a 33 CTOMAIIHO-YPEBHO KhpBEHE WK Nephopanys, TEXBK KOMHT, XCMOPAardiHH HiH
XEMOIOCTHYHH HapylleHud, CBbp3aHu ¢ npeaumHa tepanus ¢ HCIIBC.

- llocnenuusa TpuMecThp Ha OpeMeHHOCTTA (BHXKTE TOYKA 4.6)

- TexKa cbpAe4Ha HEAOCTATHYHOCT, TeXKa OBOpeyYHa HeJOCTATEYHOCT WIIH TeXKa 4epHOApoDHa
HEAOCTATBYHOCT (B, TO4YKa 4.4).

4.4 Cnenna/IHH OpeaynpexaeHHs H Npeana3sHid MEPKH NPH ynoTpeda

Hexenanute nekapcTBeHH peaKlHk MOraT a ObAaT HaMaJICHH vpe3 ynorpedara Ha Bb3MOKHO Haii-
HUCKaTa ¢QeKTHBHE J03a 33 BE3MOKHO Hall-KpaThK IIEPHOT OT BPEME.

HUndexuun

JlokanpaHu ca U30IHMPaHH CAy4Yad HA 000CTpAHE HA Bb3NaJEHHe, CEBP3aHO ¢ HH(pEKIH (HaNp. pa3sBHTHE
Ha HEKPOTH3Hpall (PaclMHT) ChBMAzaIo 1o speMe cbe cucteMuo npuaoxkerd HCIIBC. o tazu
IIPUYMHHA, aKO 10 BpeMe Ha ynotpebara Ha pnypOunpodeH noa ¢opMarta Ha CIIpel ¢ NOABAT UNH BAOUIAT
CHMIITOMHTE Ha DaKTepHaiHa HHPEKUNS ce npenopbyBa NAaLUMEeHTHTE 1A ce 00BPHAT KbM JIeKap
He3abaeHo. TpabBa na ce mpeLieHH AaJIH € OKa3aHo 3afMo4BaHe HA AHTHMH(PEKIIHO3HA AaHTHOMOTHYHA
TEpanH.

B cinyvante Ha rHoeH GakrepraneH GapHHINT/TOHZWIAT, NAIMEHTHTE TPAOBA/3,8%
ThH KaTo ce Hajara npeolieHKAa Ha JEYSHUETO. §




AKO CHMIITOMUTE C€ BJIOWIAT HIIH CE NOABAT HOBH CHMIITOMH, Je4eHHeTo TpaOBa Na ce IpeoUeHH.
AKO ce [10ABH [iPa3HEHE B YCTHATa KyXHHa, MpHIoKeEHHETO Ha hmypOounpodeH TpadBa aa ce
[IPEYCTAHOBH.

Mackupane Ha CHMITOMUTE Ha NOAASKANNTE HHpEKIIHH

EnuaeMHonorHyHuTe NpoyyBaHua NOKa3BaT, e CHCTEMHHTE HECTEPOUAHU NMPOTHROBB3MAIUTEIHH
cpeacrtea (HCIIBC) Morar 1a Mackupar CHMIITOMHTE Ha HHPEKHA, KOETO MOXE N2 JoBele A0 3abaBiane
Ha 3a1104BaHe Ha MOAXOAAUI0 NeyeHKHe U MO TO3M HA4MH A3 BAOILIM H3X0Ja oT uHdexunata. Tosa ce
HabmonaBa npu GakTepHaliHa MHEBMOHUS, ipUao6uTa B 001IECTBOTO, KAKTO H IpH BaKTepHAHHTE
ycnoxHenus Ha sapuuena. Koraro Opodap UHTeHe ce nmpuara 3a Je4eHHe Ha TOBULIEHA TeMIIepaTypa
W 32 obnekuaBaHe Ha 0oakaTa BBB BPb3Ka ¢ HHOEKIINS, ce MpenopbyBa HADMOAEHHE Ha HHQEKIIHATA.

[JanMeHTH B cTap4ecka Bb3pacT
[IpHn manueHTH B CTapuecka BB3pacT MMa YBenHYeHa yecToTa Ha Hexenani peaxuui ot HCIIBC, ocobero
CTOMAaIIHO-YPEBEH KPBEBOUIIHB K Nepdopaiys, KOUTO Morar aa ObaaT paTaiHu.

PecnupartopHau

Moxe na ce Habmoaasa OpoHXOCIa3bM IIPH [1aIHEHTH, CTPAJallH OT HIIM C aHaMHe3a 32 OpOHXHanHa
acTMa UJM anepruuHo 3abonseane. Oaypbunpoden noa popmara Ha cnpeil TpaOBa Ja ce H3NOM3BA C
NOBHUICHO BHHMAaHHE TIPH Te3U NallHEHTH.

Ilpyru HCIIBC
TpadBa aa ce n364rea enHoppeMennara ynorpeta xHa aypounpoden noa ¢popmara Ha cnpei ¢ Jpyru
HCIIBC, BxnounTenHO ceNeKTHBHH HEXHOHTOPH Ha HHKJIOOKCHIeHa3a-2 (BXK. Touka 4.5).

Cucremen JAYINYC EPHTEMATO3YC H CMECCHA ChEAHHHTCNIHO-THKAHHA Gonect

[TalHEHTHTE ChC CHCTEMEH NYIYC EPUTEMATOIYC H CMECEHA CheIHHUTENHO-ThKaHHA OOJIECT MOT'aT Ja ca ¢
MMOBHINEH PHCK OT aceNTHYEH MEHHHTHT (Bik. Touka 4.8), HO To3u edekT 0OHKHOBEHO He ce nabmoaapa
IIPH KPATKOCPOYHO JICYEHME C JIEKAPCTBEHH TIPOAYKTH 3a orpaHuueHa ynorpeda kato ¢aypOunpoden noa
dbopMara Ha cnpeii.

ChpaeyHo-ChI0BO, OLOPEUHO 1 YEPHOAPOOHO YEPEKIAHE

Hma nannn, ye HCIIBC npennseukeaT pasnuuii ¢GopMH Ha HeppOTOKCHIHOCT, BKIIFOYHTEIHO
HHTEPCTHLHATCH HEPPHT, HeGpOoTHYEH CHHAPOM H OB6peuHa HegocTaThbuHoCT. Ynorpedara Ha HCTIBC
MOXKe Jia NpHYHHH A030-3aBUCUMO PSAYIHpaHE HA IPOCTANIAHANHOBATA CHHTe3a U ia NPEAU3BHKA
noseata Ha 6pOpeyHa HefocTaThbUHOCT. IlaupenTuTe ¢ 6B0peUnO, CHpASYHO WK HEPHOAPOOHO
YBpeXIaHe, KAKTO M TE3H, NpHEeMAllH JUYPETHIH H NALUMEHTH B CTAPYECKA BB3pacT €a ¢ NOBHILEH PHCK
OT TaKaBa PEaKuus, BBIPEKH Y€ TO3H ehekT oOMKHOBEHO He ce Habmoiaea npy yrioTpeba Ha TEKapCTBEHH
NPOAYKTH 34 KPAaTKOCPOYHO, OTPAHHYCHO MpUJIokeHH|e KaTo (rypbunpoden noa ¢popmara Ha cipek.

Yepuoapobua 1 Op0peyna
Heo0Xx0auMo € IOBHIIEHO BHUMAHHE NiPH JieKa 10 yMepeHa YepHoapoOHa unH 6b0pedHa AucdyHkuHs

(Bx. ToukH 4.2, 4.3 1 4.8).

ChpAevYHOo-CHA0BH H MO3BYHO-CHLAOBH eekTH
Heobxoxumo e noBHIneHO BuHMaHne (0OChxaHe ¢ neKap WiH (apMaueBT) Ipe/ii 3aN104BaHe Ha JeUeHHe
IIPH IALWEHTH ¢ AHAMHE3a 332 XHIePTOHUA W/HITH ChpAEYHA HEAOCTATHYHOCT, Thi KATO U
33/IbpXKaHe Ha TSHHOCTH, XHIIEPTOHHA H OTOK BbB Bpb3Ka ¢ eyeHneTo ¢ HCIIBC.

Knnnu4nuTe npoyuBasus U eNHACMHOJIOTHYHKTE JaHHH NOKa3BaT, de ynorpedar
(0CcOOEHO BBB BHCOKH JI03H U NPH MPOALKHTENHO JICUEHHE) MOXe Ja ObJe CRL



PHCK OT apTepHAIHH TPOMOOTHYHH CHOMTHA (Hanp. MHOKap/cH HHGApKT Wan HHCYNT). Hanu4yHHTe 1aHHM
HE Ca JIOCTaThuHH, 33 J1a Ce M3KIIFOYH TaKbB PHCK MpHU NpHIaraHeTo Ha Gurypbunpoded B THEBHA 1032
noBeye OT 5 203H OT 8,75 mg (3 BIpPLCKBaHHS HA J033).

IlaupeHTH ¢ HEKOHTPONIWPAKA XHIIEPTOHHKS, 3aCTOHHA ChPIEUHA HEI0CTATEYHOCT, YCTAHOBEHA HCXEMHYHA
Gonect Ha chpLeTO, 3a00/BaHe Ha NEpH(EPHUTE APTEPHH H/WIIH MO3BUHO-CHI0BA DonecT TpAdBa Aa
ObAaT JIEKyBaHH ¢ QuypOMIIpOgICH CaMo ciied BHUMATENIHA MPELieHKa Ha PHCKOBETE H NOJI3UTE OT
JeYeHHeTo. YnoTpedara Ha ¢aypOunpoden nog gopmara Ha cpeil IpH NOCOYEHHTE YCIOBHS C€ CYHTA 3a
MOAXOAALIA MPH HUCKA 103a M KPaTKOCPOUHa yroTpeda.

EdexT BpXY HEDBHATA CHCTEMA

WupyuMparno oT ananreTuuy rnaBobonue — [Ipu ABATOCPOMHO MIPHIOKEHHE HA aHANMeTHLH (>3 Mecella) ¢
PU/IaTaHe HA BCCKH JBa JHH MIIH [I0-9ECTO, MOXKeE Ja ce pa3BHe HIIH Jia Ce BIIOLIM IiaBoboIHe.
["naBoGonne, npean3BHKaHo OT NMpekoMepHa ynoTpeba Ha aHanareTHuu (medication-overuse headache
MOH), He Tps0Ba na 6bae TpeTHpaHO ¢ YBEIHUABAHE HA 103aTa OT JICKAPCTBEHUs NPOAYKT. B Takupa
Clly4yau ynorpedarta Ha aHaAreTHUH TpaOBa Ja ce NpeyCTaHOBH Cel KOHCYNTALHS C JIeKap.

CroManiHo-4peBHH

HCIIBC Tpsabsa aa ce npumnarat BHHMaTENHO [IPH MALHEHTH C aHAMHE3a 3@ CTOMALIHO-YPEBHO
3abosnaBane (ynueposeH KoauT, Oonect Ha KpoH), Thil KaTo Te3H ChbCTOSHHA MOTaT Ja ce 000CTPAT (BXK.
TO4YKa 4.8).

CToMauHO-4peBHO KbPBEHE, A3Ba HIIH nepdopaliksa, KOUTO Morar Aa Onaat (atansy, ca JOKJIaABaHH Npy
BcHykH HCIIBC no Bcako BpeMe Ha Jie4eHHeTo, CbC WM 0€3 NPEeAYIPEAUTESTHH CUMIITOMHI HIIH
IpeAMIIHA aHAMHE3a 33 CEPHO3HHE CTOMALIHO-YPEBHH CHOUTHA.

PHekBT OT CTOMAITHO-UPEBHH KPBBOM3IHBH, 1384 WIH Nepdopaliug e no-BHCOK TIpH ynorpeba Ha no-
BUCOKH A034 Ha HCTIBC, npy nauuesT ¢ aHaMHe3a 3a A3B3, 0CODEHO aKo € YCIONHEHA C KPhBOHM3JIHB
UK nepdopainus (Bx. To49Ka 4.3 ), KakTo U IMPH MalHEHTH B CTApUYECKa Bh3pacT. To3U €(PpekT 0OHKHOBEHO
He ce HadoaBa NPH JIEKapCTBEHH MTPOAYKTH, TIPEAHA3HAUCHH 3a KPATKOCPOUYHA OTPaHHY€Ha ynoTpeda
xaro guypbunpoden noa popmara Ha crpeit. IlaupeHTH ¢ aHaMHe3a 33 CTOMAUIHO-YPEBHA TOKCHYHOCT,
0CODEHO KOraro €a B CTapuyecka Bb3pacT, TpaOBa Ja choOImaBaT Ha JIeKYRaINA IEKap BCAKAKBH
HeoOHYalHH a0OMHHAITHH CHMIITOMH (0CO0€HO CTOMAITHO-YPEBHO KbpBEHE).

Heobxonumo € noBHINEHO BHHMAHNE NPH NAIHEHTH, TIPHEMALIU eIHOBPEMEHHO JISKapCTBa, KOHTO MOTAT
/la TOBMIIAT PHCKA OT A3B& WM KBPBEHE, KaTO NEPOPATHA KOPTHKOCTEPOHAH, aHTHKOATYIaHTH KaTo
Bap(apHH, CENEKTHBHA HHXHOHTOPH Ha 00PATHOTO 3aXBAUIAHE HA CEPOTOHMHA HIH aHTHTPOMOOLIMTHH
areHTH KaTo aleTHWICATHIUIOBA KHCeNuHa (Bx. Touka 4.5).

I1pu nosBa Ha KPBHBOM3AMB OT CTCMALIHO-YPEBHKA TPAKT MIIH A3Ba NPH NALHEHTH, IpHEMallH
¢uiypounpoden, neuenneTo TpadBa 1a ce NPeKpaTH.

XeMaTonorniHu edekTH

Dnypbunpoden, nonobro Ha apyry HCIIBC, Moxe Aa MHXHOWpa TpoMOOIMTHATA arperauis 1 Ja
YABJKH BPEMETO HA KbpBeHe. Oiiypbunpoden nox popmara Ha cnipeli TpadBa 12 ce H3M0JI3Ba ¢
MOBULIEHO BHHMAHHE MPH NalUEHTH ¢ PUCK OT HeoOHUaiiHO KEpBEHE.

,H.e PMATOJIOI'HYHH EQEKTH

CepHO3HH KOXHH PeaKUHH, HAKOU OT TAX (paTaIHH, BKIIOYHTENHO eKc(OoIHATH
Ha CTUBBHC-/DKOHCBH H TOKCHYHA eMUACPMaNTHA HEKPONIK3a, ca ¢hoOImaBanu
ynotpebara Ha HCIIBC (Bx. Touka 4.8). Ynorpebata na ¢paypbunpoden no




Jia ¢ NpeyCTaHOBH MPH NbpBaTa M0SBA HA KOKEH OOpUB, NE3UU HA IMIaBHLIATA HJIH BCEKH APYT CHMIITOM

Ha CBPBXYYBCTBHUTEJIHOCT.

[IalieHTH C ACPMATOMHO3IHT MOTAT Aa U3II0JI3BAT TO3H NPOAYKT CJIEC/ KOHCYJITAlHA C JICKap.

[ToMoOILIHY BelllecTBA:

ToBa stekapcTBO ChaBpXkKa Mo-manko oT 1 mmol Hatpuii (23 mg) BBB BeAKa 1033, T.€. MOXKE Ja ce KaxKe, ue
IPAKTHYECKH HE ChAbpPIKA HATPHH,

Tosa nekapcteo cpabpxa 0,14 mg ankoxon (€TaHON) BBB BCAKA J03a. MankoTo KOJHYECTBO QJIKOXOI B
TOBA JE€KapCTBO HAMA Ja uMa 3abenexuMn epexTy.

Opodap UuTenc ceabpka apoMaTH ¢ d-TMMOHEH, LIXTPAT M €BreHOI, KOUTO MOTar Ja IPHYHHAT

AJICPTHYHH PEeaKIHH.

4.5 BszanmoaeiicTBHe ¢ IpPYrd JeKaPCTBEHH NPOAYKTH H APYrH (JOPMH HA B3aHMOJEHCTBHE

OyrypOoanpoden Tpadsa 5a ce H36Arsa B kKoMOEHANHS C:

Hpyeu HCIIBC,
BITHOYUMETIHO
CeReKMUBHU unxubumopu
HA YUKROOKCUZeHA3Q-2:

Ha ce u3bsarea exHoBpeMeHHaTa ynotpeba Ha ape unu noseue HCIIBC,
THH KaTo TOBAa MOXKE 4 MOBHIIM PHCKA OT HEXKENIaHH peakLuu (ocodeHo
CTOMAITHO-YPEBHH HEXENIaHH PeaKIlMH KaTo A3BH H KbPBEHE) (BXK. TOUKA

4.4),

Ayemuncaruyunosa
Kucenuna (Hucka 0o3a)

OcBeH ako HHCKA 1034 alleTH/ICATMIIMIOBA KMCelMHa (He IToBeYe oT 75 mg
JIHEBHO) € MpenopbyaHa OT JieKap, Thil KATO TOBA MOKE Aa YBEIHYY PHCKa
OT HEXEJIaHH peakUMH (BX. ToUka 4.4).

O ryponnpoden TpadBa Xa ce H3N0A3BA ¢ MOBHINEHEO BHUMAaHHE B KOMOHBALMA C:

Aunmuxoazyranmu HCIIBC morat s1a 3acHnAT eheKTHTE Ha aHTHKOAry1aHTH, KaTto BapdapHH
{BkK. TOUKa 4.4).

Aumumpombomuynu [ToBHUIeH pHCK OT CTOMALIHO-YPEBHA 9384 UM KPHBOXUIIKB { BX. TOUKA

cpedcmea 4.4).

Aumuxunepmensueniu HCTIBC mMorar Ja HaManat epekra Ha ANYPETHLHTE, a APYTH

aexapcmea AHTHUXHUIEPTEH3UBHM JIEKAPCTBA MOTAT JIa 3aCHNAT HE@POTOKCHYHOCTTA,

(Ouypemuyu, ACE NpAYHHEHA OT HHXHOHpaHeTO Ha IMKJIOOKCHTeHa3aTa, 0cobeHo mpH

uHXUOUMOpU, MalHeHTH ¢ koMIpoMeTHpaHa 6b0pedna PpyHkuua (nauneHTuTe TpsOBa Aa

anzuomensun-II- ObAaT anekBaTHO XHAPATHPAHH ).

anmazonucmu)

Anxoxon Moske 1a yBEITHYH PHCKA OT HEXEJIaHH peakuyu, ocobeHOo OT KXbpBeHE B

CTOMALITHO-YPEBHUS TPAKT,

Covpoeunu anurxo3udu

HCIIBC Morat aa Bnouiat ¢hpAcvHATa HEAOCTATHYHOCT, A4 NTOHIKAT
CTENEHTa Ha rMOMepYJiHA QUITPALKd U 12 IOBHIIAT MJIA3MEHHUTE HUBA Ha
ChPACYHHTE INIUKO3HAH - IIPENOPBYBA CC aIEKBATEH KOHTPON W NPH
HEODXOMMOCT, KOPUTHPAaHe HA A03aTa.

'

Hurxnocnopun [loBuEH pUCK OT HePPOTOKCHUHOCT.

Kopmuxocmepouodu [ToBMINEH PHCK OT CTOMALIHO-YPEBHA A3Ba HIH KphElidk
4.4).

Jlumui Moke /12 NOBHIUIM CEPYMHUTE HUBA HA JINTUSA —

KOHTPOII H NPH HEOOXOAMMOCT, KOpUTUpaHe Ha




Memompexcam

[Ipunoxxennero na HCIIBC npeiu wiin cnex npuioKEHHETO Ha
METOTPEKCAT MOXE Aa JOBE/IC N0 NOBHIIEHH KOHLEHTPAMH Ha
METOTPEKCAT H 3aCH/IBaHE Ha HETOBUA TOKCHYEH €(PEKT.

Mugenpucmon HCIIBC ne tpadsa aa ce wanon3ear 8-12 11U crel IPHIOKEHHETO HA
mudenpucron, Teii kato HCITIBC Morar ma nonnxart edekra Ha
MH(ENPHCTOH.

IIepopannu Crobliasa ce 3a mMpoMgHa B HHBaTa Ha KpbBHaTa 3axap (Ipenopb4Ba ce no-

aumuouabemnu 4eCTO H3C/CABaHE).

NEeKApCmeeHu cpedcmea

Denumiion

Moxe fa noBHLIKM CEpPYMHUTE HHBA HA (DEHHUTOMH - MIPEMOPBHUBA CE
ANCKBATEH KOHTPOJA H IIPH HEOOXOAHMOCT, KOPHIHpPAHE Ha 1034aTa.

Kanui coxparssauju

EnnoBpeMennara ynotpedba MoXe Aa JOBEAe OO0 XHICPKATHEMHUA

ouypemuyu (npenopbyBa ce H3C/eABaHe HA HUBOTO Ha CEpYMHUA Kaauii).
Iipobeneyuo u JlexapcTBeHM MPOAYKTH, ChIBbPKALIH IpoOeHEeH HIIH CYI(PHHITHPA3OH,
CYAPUHNUPAZON Morar fia 3a0aBAT ekckpelnaTta Ha Gaypbunpoden.
Xunononoeu JlaHAATE OT NpoyuBAHMA [IPH XXHBOTHH 1 Xopa nokaseat, ue HCIIBC morar
anmubuomuyu Jia YBEIMYAT PHCKA OT IbPYOBE, CBBP3AHH ¢ XHHOJIOHOBHTE aHTHOHOTHLIH.
Iauwentd, npuemainy HCIIBC u
XWHOJIOHH MOTAT /18 HMAT NO-BHCOK PUCK OT pa3BUTHE Ha KOHBYJICHH.
Anmubuomuyu CBbp3aH ¢ XHHONOHOBH aHTHOMOTHLM. [TanmenthTe, mpueMaiy HCIIBC u
XHHOJIOHH, MOK€E J]a HMAT INOBHIINEH PHCK OT PA3BHTHE HA MBPYOBE.
Cerexmusgnu [ToBHiEH pHCK OT CTOMALIHO-YPEBHA A3Ba MJIH KPbBOU3JIMB (BXK. TOUKA

unxubumopu na
0OpPAMHOMO 3AXBAUAHE

4.4).

Ha cepomonuna (SSRI)

Taxponumyc Bb3MoxkeH noBHIIEH PHCK OT HedpoTokcuuHoct, korato HCIIBC ce
IPHIIATAT ¢ TAKPOJIHMYC.

3udosyoun [NoBrieH pHCK OT XeMaTONOrHYHa TOKCHYHOCT, koraro HCIIBC ce
NPHIArar ¢bC 34J0BYAHH.

Dayxorazon Moxe fa noBMIIH CepyMHHTE HBBa Ha (irypOunpode.

Anmuayuou Moxe na yBenuul CKOpocTTa Ha abcopbiiua Ha pnypOunpodeH -
KJIHHUYHOTO 3HaYECHHE HE € H3BECTHO.

Xpana EZHOBpeMEHHOTO NMPHUIIOKEHHE € XpaHa MOXe Ja 3a0aBd HA4aJI0TO Ha
edekTa.

Ayemazonamuod dOnypbunpoden Moxke ha JOBeAE 10 JIEKO YBEJIHUCHUE B IPUBHAHHSA 06eM

Ha paslnpe/e/iCHUS Ha aleTasoIaMHU B CTAHOHAPHO CHCTOAHHE.
KJIIHHAYHOTO 3HA4YEHHE HEe & H3BECTHO.

Hlo cera HaMa npoyyBaBHs, KOUTO Ja NOKA3BAT HAIHYHME HA B3ANMOAEHCTBIE MeX Ty GaypOunpodeH u
TOAOYTaMH .

[leauaTpuuHa nonynamnus
Hama nanuuxa AomreiaHUTENHA HHGOPMALHS.

4.6 OeprunuTeT, OpeMeHHOCT H KLPMEHE

WA 1
bpemenHocT 0 o
Hsma knnan4HE nanak 3a ynotpebara Ha Opodap UaTenc no BpeMe Ha OpeMeghiQe SRS\
CHCTEMHATA €KCIIO3MLIHA € TI0-HHCKA B CPABHEHHE C [IEPOPATHOTO NIPHIIOKEHH il 1 %
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CHCTEMHATa €KCMO3ULHSA, TIOCTUTHATA Cle] IOKANHO npuioxenue Ha Opodap MuTeHe, MOXe na Obae
BpejHa 3a eMOpuona/deryca. [1o Bpeme Ha mbpBHA 1 BTOpHUA TpUMeCThp Ha OpemennocTta Opodap

M HTeHC He TpaOBa [a ce H3N0A3Ba, OCBEH aKO HE € abCoMoTHO HeobXxomumo. AKO ce H3MO0MN3Ba, 103aTa
TpaOBa na ObIe BB3MOKHO Hali-HUCKA U MPOILKUTENHOCTTA HA JICYEHHETO Bb3IMOKHO Hal-KpaTKa.

[To BpemMe Ha TPETOTO TPHMECEUNE Ha OpEMEHHOCTTa CHCTEMHaTa ynotpeba Ha HHXHOHUTOPH Ha
ApoCTArIaRAMHOBaTa CHHTETas3aTa, BnouutenHo Opodap MHTeHe, MOXe Ja peAn3BHKa
KapAMOTYJIMOHAIHA M OBOpeyHa TOKCHYHOCT npu maoaa. B kpad Ha OpeMeHHOCTTa MOXKE J1a HACThITH
IPOAB/DKHTENHO BPEME Ha KbPBEHE KAKTO MpH MalKaTa, Taka H NpH JSTeTO H PAXAAHETO MOXKE Aa Ce
3a0aBH. Cneaoarenno Opodap MHTeHe e TpoTHBONOKA3aH Npe3 NocheHHS TPUMECThp Ha
OpemeHHOCTTa (BX. TOouka 4.3).

KBpMeHe

I1pn orpanuyens npoyusanus guypOunpodes ce OTKpHBa B KbpMaTa B MHOT'O HHCKA KOHLICHTPaLHA H €
MaJIKO BEPOATHO 1A NOBIHAEC HEOIAronpUATHO BBPXY KbpMaueTo. BBIIpekH TOBa, NOpaaH Bb3MOXKHH
HeOnaronpuaTHH edekTH Ha HCIIBC pppxy kppMauera, paypobunpoder non popmara Ha Cpeil He ce
npenopsuBa 3a ynotpeda npu KbpMellH KeHH.

DepTUIHTET

HmMa nanuy, 4e nexapeTsa, KOUTO HHXHOMPAT LUKJIOOKCHI€HA3HATA/IPOCTArJIaHAMHOBATA CHHTE3a, MOTat
11a YBPEAAT XKEHCKUA PePTUITHTET KATO NMOBJIHABAT Ha OByJauusaTa. To3H edekr ¢ 00paTHM MpH CIHPAHE
HA JIEYEHHETO.

4.7 E¢dexTH BHpPXy cnocoGHOCTTA 32 m1opapane H paboTa ¢ MAINHHH

He ca npoBexaHu npoy4BaHus 33 e)eKTHTE BhPXY COCOOHOCTTA 33 modupaHe K padoTa ¢ MALIHHH.
CBETORBPTENK, CHHIMBOCT H 3PHTEIHM HAPYLICHUA €A Bh3MOXHH HEXeNIaHH ehEeKTH clIel IPUeEM Ha
HCIIBC. Axo e 3acersar, naliesTeT He TpSOBa aa modupa Wiy 1a padoTi ¢ MalIHHH.

4.8 HexenaHd JeKapCeTBEHH peaKmuH

Hma cbobuiennn 3a peakiuy Ha cBpbxyyBcreutensocT kbM HCIIBC, xouTo Morar a BKOYBAT:

(a) HecneuM$pHUuHH aJlepridHH peakiiny ¥ aHadHIIaKCHs,

(6) Peaxuuu OT cTpaHa Ha PeCIMPATOPHHA TPAKT, HANP. acTMa, BIOLIEHa acTMa, DpOHXOCIIa3bM, JHCITHES.
(B) Pazjin4Hy KOXHH peakiiH, Hamp. NpyPHTYC, YPTHKAPHA, aHTHOEEM H NO-PAAKO eKCHONHATHBHH H
Oy/I03HH JEPMATO3H (BKITIOYUTEIHO EMHIepMAalTHa HEKPOIIH3a U EpUTEMa MyJITUHOPME).

CpobmaBa ce 3a OTOK, XHIEPTOHHS H CHPASYHA HEJOCTATBYHOCT BbE Bpb3ka ¢ nedeHue ¢ HCIIBC.
HanuuHuTe 1aHHU ca HEAOCTATBYHH, 34 a €& H3KJIKUY TAKBB PHCK 33 paypOHnpodeH crpeh 3a YCTHa
JIHraBH1IA, PA3TBOP.

CneaHHAT CNHCBK C HEXENaHH PeaklK ce MpoABABAT NPH NMpUEM Ha ¢uiypOunpoden 8,75 mg B 103H,
XapaKTepHH 3a oTIycKaHuTe 6e3 nekapcko npeanucanue (OTC) nexapcTBeHH NPOAYKTH 3a KPATKOCPOYHA
ynotpeda.

MHoro dectu (> 1/10)

Yectu (= 1/100 no <1/10)

Heuectu (= 1/1,000 mo <1/100)

Penxu (= 1/10,000 no <1/1,000)

MHoro peaku (<1/10,000)

C HeW3BeCTHA 4eCTOTA: OT HAIMMHHTE JAHHH HEe MOXe /1a ObJie HanpaBeHa OLEH

Hapywenun na xpvema u aumprnama cucmema.



C HeW3BeCTHa YeCToTa: aHeMus, TPOMOOIIUTONEHHS.

Cvpoeuno-cb008U U MOZBYHO-CHOOBU HADVIEHUA.
C HEU3BECTHA YECTOTA: OTOK, XHMEPTOHUA, ChPACYHA HEAOCTATHYHOCT

Hapywenua na nepsnama cucmema:
Yectn: samaaHocT, rnaBoboiue, napacTe3ns
Hedecru: counuBoct

Pecnupamopuu, 2ppe0Onu u MEQUACMUHATHY RADYUEH U

Yectu: apasHene 8 rspioro

HedectH: ex3zanepdanva Ha actMa B OpOHXoCIa3bM, AUCTIHES, XpHIIOBe, 0pod)apHHIeaIHH MEXY PH,
(papuHreanHa XUnoecTesus.

Cmomauino-ipesnu HapyueHus.:

MHuoro 4yecTn: croMarut

YUecTu: nuapus, 13BH B ycTaTa, rajicHe, O0JIKa B ycTaTa, napecTe3ns B ycTaTa, opodapunreaita 0oika,
OHCKOM(OPT B YCTHATA KyxHHa (yCeHIaHe 3a 3aTOIIAHE, IapeHe WIH H3TPbIIBAHE HA YCTATa).
HeuecTu: nogypase Ha kopeMa, KopeMHa 60Jika, 3anex, CyxoTa B ycraTa, JMCTEncus, (pnaTyJeHIHA,
rnocoanHus (00NKa B €3uKa), AMcre3us (HapylleHus Ha BKyca), OpajlHa JH3eCTeMs, IOBPBIaHE
MHoro peakun: CTOMAIIHO-YPEBHO KbPBEHE

Hapywenua na xosicama u nooxoxcnama mekan:

Heuectu: pasnuyHu kKokHH OOpHBH, NPypPMTYC.

MHoOro peaku: aHrHOeAEM.

C HeH3BECTHA YECTOTA: TexkkH GOPMH HA KOKHA peaKLHA KaTo OYI03HH peakluly, BKIKYUTEIHO CHHAPOM
Ha CtuBbHC-JIKOHCBHH H TOKCHYHA eNHAEPMAIHA HEKPOIH3a.

Obwu Hapywenua u ehexmu Ha MACMOMO Hda RPURONCECHUE.
HedecTu: napekchs, Oonka

Hapywienun na umynnama cucmema:
Penxu: anagunakTHYHa peakuys

Hcuxuunu napyuwenus.
Hedectn: 6e3ctHMe

Xenamo-6uruapnu Hapyumenus:
Penxn: nxrep
C HeH3BeCTHA YECTOTA: XeHaTHT

CrobuiaBane Ha NOAO3UPAHN HEKETAHN PeakLIUH

Cro0inapaHeTo Ha NOAO3HPAHH HEXKENAHH peaklHH Ce]l pa3pelasane 3a ynoTpeda Ha 1eKapcTBeHHs
MPOAYKT € BaXHO. TOBa MO3BOAABA 1a MPOABIDKH HAOIIOJEHHETO HA ChOTHOIIEHHETO TIOJ13a/PUCK 3a
JIEKApCTBEHMA NPOJyKT. OT MEIULMHCKHUTE CTICHMATUCTH CE€ M3HCKBA Ja ChoOIIaBaT BCAKA N10K03HPpaHa
HeKelaHa peakius Ha.

H3nbiHATENHA areHu¥s 110 IeKapCTBATA:
ya. ,,Jlamsan ['pyes” 8,

1303 Codus

Tel. +359 2 8903417

yebcaliT: www.bda.bg




4.9 Ilpeaosupane

CHMOTOMH Ha npeao3Hpane

[loBe4eTo NALHEHTH, KOUTO A MOFBIAHATN KIMHHYHO 3Ha4uMH konuuectsa HCIIBC, me pa3suat caMo
rafgeHe, MOBPbIIAHE, EMUracTpania 6oska WK Mo-pgAKO Auapus. Br3MoKHY ca CBUIO LIYM B YIIUTE
(THHHTYC), r1aBObOIME H CTOMALIHO-YPEeBHO KbpBeHe. [Ipu no-ceprosto orpasane ¢ HCIIBC ce
Ha0M0JaBa TOKCHYHOCT B IIEHTPAIHATA HEPRHA CHCTEMA, TIPOABIBALIA C& KATO ChHIHBOCT, [IOHAKOra
Bb30Yy /12, 3aMBIIICHO 3peHHEe H Ae30pHEHTAlMA HIH KoMa. B HAKOW ¢yuyaH MALHEHTUTE Pa3BHBAT
koHBYNICHH. IIpn Texkko otpasane ¢ HCIIBC Moske 1a HACTHIIM MeTaGOMHTHA alKa03a U
npoTpoMOHHOBOTO Bpeme/INR Moxke fa ObJe yABIKEHO, BEPOATHO NOpAfH HaMeca B ACHCTBUETO Ha
LHPKYTHpaLIMTe GakTOPH HA KPHBOCHCUPBAHETO. Bb3MOXKHO € Bh3HHKBaHe Ha ocTpa Ob6peuna
HEAOCTATBHYHOCT H YBPEKAAHE HA YEPHHA Apob. IIpy acTMATHUNTE € BE3MOXKHO 000CTpAHE Ha acTMATa.

TepanepTHUnE MEpPKH NPH NpeAo3HpaHe

JleuenueTo Tpa6Ba fa ObJe CHMITOMATHYHO ¥ HOAABPIKAILO, KaTO BKIIOYBA NOJAbP3KAHE Ha CBOOOIHH
JIUXaTe/HH NbTHLIA U POCISAABaHE HA CHPACYHHTE M JKH3HEHHTE MoKa3aTeau A0 CTaduiu3yupaHe Ha
naguenTa. Moxe na ce 0OMHCIH NepopaTHo NPUIOKeHHe Ha aKTHBEH BBITIEH WM CTOMALUHA IIPOMHBKA,
a Npx HeOOXOAHMOCT KOPEKLIHA Ha CePYMHHTE €NEKTPOJIMTH B PAMKHTE HA €IMH Yac CJIe MOTIbIAHE Ha
MOTEHUHAIHO TOKCHYHO KOJMUYECTBO. AKO KOHBYJ/ICHHTE Ca YECTH WY NPOABIDKMTCIHH TpsibBa na ce
NIeKYBaT MHTPABeHO3HO C [HAa3enaM M jopasenam. [Ipu actMa ce npunarar OpoHxoaunararopy. Hama
CelH(PHYCH aHTHAOT Ha Iy pGHNpoden.

5. ®APMAKOJIOTHYHU CBOUCTBA

5.1 ®apmaxonHEAMHAYHH CBOHCTBA

(dapMakoTepanesTHuHa rpyna: [Ipenapartu 3a repio, Ipyru npenapaTk 3a rbpio.
ATC xoa: RO2ZAXO01

@Oaypounpogpen e HCTIBC npoH3BOAHO Ha MPOMHOHOBATAa KHCENMHA, KOETO AeHCTBA Ypes HHXubHpaHe Ha
npocrarjaniHHoBaTa cuHTe3a. I1pn xopa guypbunpoder uMa MOIIHH AaHANTETHYHH, AHTHNIUPETHYHH H
MPOTHBOBB3NANHTEIHH CBOACTBA U J03ara oT 8,75 mg, pa3TBOPEHA B M3KYCTBECHA CIIIOHKA € 0BENA A
pexyuHpaHe Ha MPOCTariaHAMHOBATa CHHTE3a B KyNITHBHPAHU YOBELIKH PECITUPAaTOPHH KieTKH. Cropea
NPOYUYBAHHATA, HIMOI3BAIH aHaau3 Ha nepudepHa KpbB, Gaypdunpoden e cmeceH COX-1/COX-2
MHXUOHTOP ¢ HW3BECTHA CEeJIEKTHBHOCT kbM COX-1.

IlpeAKTHHUYHHTE TPOYYBARKSA TOKA3BAT, Ye R (-) eHanTHoMepa Ha GurypbunpodeH n CBBp3aHnTE
HCIIBC peficTBat BpXY LiEHTpATHATA HEPBHA CHCTEMA; MPENOIAracMyST MEXAHH3bM € upe3
HHXHOHpaHe Ha nHAyLupanata COX-2 ga HHBO rprOHAYEH MO3EK.

HoxazaHo e, 4e eauHu4Ha no3a GaypOunpoden 8,75 mg, npuiokeHa TOKaNHO B TbPIOTO KaTO TPH
BNPbCKBaHuA, 001eKkyaBa HOJKHTE B I'bPJIOTO, BKIIOYHTEIHO NMOAYTO H BB3MAJIEHO 3a4EPBEHO I'bPIO, YPE3
3HAYMTEIHA TPOMAHA B 00NacTTa IO KpHBaTa 3a TeXecTTa Ha OonesneHocT Ha repnoto (AUC) cnpsamo
H3XOJHHUTE HHBa (Cpe/iHa paliiKa (CTAHAapTHO OTKIIOHEHHE)) 33 aKTHBHO NigueHHE cnpiaMo naanedo ot O
no 2 vaca (-1,82 (1,35) vs. -1,13 (1,14)), 0 no 3 uaca (-2,01 (1,405) vs. -1,31 (1,233)) u O g0 6 vaca (-2,14
(1,551) vs. -1,50 (1,385).

JHaunTeNHH pa3nuky B u3xoaHara AUC or 0 fo 6 yaca B cpaBHeHHe ¢ mnaiedo ca g "'i'i"""?\

APYTH XapaKTEPUCTHKH HA BBINAICHOTO b0, BKIIOUHTENHO HHTCH3UTET Ha OQauets.) % AN
vs. -15,64 (16,413)), sarpyaneno nperasiiane (-22,50 (18,260) vs. -16,01 (15,42 1, A0 dmna, £oply
20,97 (18,897) vs. -13,80 (15,565)) n obnexk4yaBae Ha 6oJKkara B repnoto (3, , 4 ,;E;::&* _. 1324

npUMSHHTe CIIPpAMO U3XOAHHUTE CTOHMHOCTH B OTJCITHHTE BPEMERH TOYKH IO OTHORICH f P
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XapaKTEPHCTHKX HA BB3NANCHOTO PO Ca NOKA3aIM 3HaYHMOCT, 3aM04Baiiky oT 5-1a1a MHHYTa H
IPOAbIDKABAWKH A0 6 4aca.

Ilpn naunenTHTe, NpHeMarii aHTHOHOTHIIH 3a CTPENTOKOKOBA HH(EKLIHS, € YCTAaHOBEHO CTATHCTHYECKH
3HAYAMO NO-ronaMo obneK4aBaHe Mo OTHOLIEHHE HHTEH3HTETA Ha OOJIKaTa OT Bh3MAJIEHO IbPJIo 3a
puypbunpoden 8,75 mg Tabnetku 3a cMydeHe cnef 7 yaca M nopeue cie] NnpydeMa Ha aHTHOMOTHIM.,
AnanreTHuyruaT edext Ha GaypounpodeH 8,75 mg TabneTku 3a cMydeHe He ce HaMaJIsiBa OT MpHeMa Ha
aHTHOMOTHIIM 32 JIeYEHHE HA CTPENTOKOKOBA HHPEKLHS [IPH Bb3NAIEHO I'bpIIO.

JlokazaHa € epMKACHOCT PH MHOTOKPATHO MPH/IOKEHHE B TIPOAB/IKEHHE HA 3 JIHH,

[leanarpyvHa nonynamnus

He ca npoeeaenn cnenuduynn npoyusaHus ¢ Gaypbunpoden mpy aena.

[IpoyuBannsaTa 3a edukacHocT H 6e3omacHocT Ha PrypOunpoden 8,75 mg TabneTku 3a cMyyeHe
BKJIIOUBAT JieUa Ha Bb3pact 12 — 17 roauHy, BHIPEKH Ye MAJIKMAT pasMep Ha rpynara He [103BOJIgBa 1a ce
HANPAaBAT CTATHCTHYECKH U3BOJH.

5.2 GapMaKOKHHETHYHHA CBOHCTBA

AbcopOius

Ennnnynara no3a ot 8,75 mg paypbunpodeH ce npunara JOKaIHO B IbPIOTO KATO TPH BIPBCKBAHHS U
¢nypOHunpodeHtT ce pezopbupa OBp30, KATO C& YCTAHOBABA B KPBBTA MEXAY 2 ¥ 5 MUHYTH M IUIa3MEHHTE
KOHLUECHTPAaLHH JOCTHraT MakKCHMyM Ha 3(0-Ta MHHYTa OT NPHJIOXKEHHETO, HO OCTaBa HA HUICKHM HUBA OT
cpeaHo 1,6 ug/mL, xoeto e npuONKH3UTENHO 4 MHTH MO-HHCKO OT A03a 50 mg B TabneTHa ¢opma. Opodap
HMuTeHC crpeii 3a ycTHa IMraBia nokaspa OMoeKBHBaneHTHOCT Ha Guypbunpoden 8,75 mg TabneTiu 3a
cMydeHe. @aypOunpoden ce abcopbupa ot OykanHaTa KyxHHa upe3 nacupHa Augysns. CtenenTta Ha
abcopOIMs 3aBUCH OT NeKapcTBeHATa OpMa, KaTO MAKCHMAITHY MIa3MEHH KOHLIEHTPALMH JOCTHTAHH T10-

ObP30, HO CPaBHHMM TIO CTENEH C IIOCTHTHATHTE CJIEM [IOTJTHLIAHE Ha EKBHBAIEHTHA 1034 B Ta0lIeTHa
thopMa 3a NEPOPANTHO NPHIIOKEHHE,

Pasnpenenenue
Onypbunpoden 6'bp30 IpEMHHABA NpPE3 TANOTO U C€ CBbP3BA BB BHCOK MPOIEHT C IUIA3MEHHTE

NPOTEHHH.

buotpancdopmalins
®aypdunpoder ce MeTaboMu3upa rIaBHO YPe3 XUAPOKCHIHPAHE.

Enumunupane
DbaypbunpodeH ce ekckpeTpa npes 6p6penuTe. BpemeTo Ha NOIyXKUBOT € OT 3 710 6 uaca.

DypbunpodeH ce ekckpeTHpa B MHOIO MaJIKH KOJIMYECTBA B KbPMATa IpH xopa (no-majixo ot 0,05
pg/ml). IIpubnusuTento 20-25% or nepopando npuerara go3a GpaypdunpodeH ce eKcKpeTHpa
HEIIpOMEHEHa.,

CrieunanHu nonyjaandu
He ce ycrarOBeHH pa3ikiki BbB apMaKOKHHETHUHHTE napaMeTpy py 100pOBOJILIH B CTAPYECKA BL3PaACT

U MAAZEKH Clie]] NEPOPAIHO NMPUNOXKEHMe Ha QuypOunpodeH TabneTki. HaMa papMakokMHETHYHH JaHHU




3.3 IlpenknuHAYAN ZAHHH 32 G€30IACHOCT
HsamMa apyry npeaxnMHAYHN JAHHH OT 3HAUYCHHE, OCBEH Beue BxoueHuTe 3 T4.4, 4.6 1 4.8.

HanuyHATe JaHHK N0Ka3BaT, He Gnypounpoden Moxe a NpeACcTaBIgBa PHCK 32 BOAHATa Cpenia, 0cobeno
33 puoOHTe.

6. ®APMAIIEBTHYHHU JAHHHU
6.1 CnHCHLK HA TOMOIIHH BCIHECTRA

beraaekc (E459)

XUTPOKCHMPONHAGETANEKC

HuHatpreB docdar foaekaxuapar

Jlamonena kucenuna (E330)

Harpues xunpokcua

3axapus Harpuit (E954)

IIpeuncreHa Boga

ApOMaT Ha uepella (CbAbpXa HAaTYPATHH apOMATHYHH BelllecTRa: d-NHMOHER, HHTPAJ, €BreHON; ETHIIOB
ankoxon, rmunepun tpuanerar (E1518), rona, mponunenriukon (E1520), ackopbunosa kucenuna (E300),
anga-tokodepon (E307), numonena kucenuna (E330)).

ApOMAaT Ha MEHTA (ChIbpPKa HATYPATHH apOMAaTHYHH BeinecTra: d-mTiMoHeH; npomunedninkol {E1520),
rnuiepun Tpyaauerar (E1518), anda-rokodepon (E307), eTHI0B anKOXO0I, MyEroH, MeHToQypaH)

6.2 HecnrBMecTEMOCTH
Henpunoxumo.

6.3 Cpox Ha roaHoeTt

24 mecena

Cnen nupBo oTBapsHe: 1 mecery
6.4 CnenHanuu yCJIOBHA 32 ChLXpPaneHHE

To3n nexapcTBeH NPOAYKT HE H3HCKBA CTICITHAITHK YCIOBHA Ha ChXpaHEeHHe.
6.5 laHHHE 32 OMAaKOBKATA

Opogap Hatenc 8,75 mg/no3a copeif 3a yCTHA THraBHLa, pa3Teop ce npeanara B HDPE 6ytunxa ¢
NO3UpaINa OMIIA.

Beska 6ytinka ceaspaka 15 ml pasreop, kofito ocurypsasa 84 BropsckBaHus.
6.6 CrienuaaHn npeana3Hy MEPKH OPH H3XBLPJAAHE.

HeusnonzeaHusar JICKGPCTBCH IIPOAYKT KIH OTHAABYHUTE MaATCPHAIH OT HEro TpﬂﬁBa hd €€ H3XBbPIAT B
CBOTBCTCTBHC C MECTHHTE H3IHCKBaHH,

To3u JCKapCTBCH NPOAYKT MOXKE Ja [IPpEACTaB/IABa PHCK 34 OKONHATA Cpeha (BH}I{T

7. NPUTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG
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8. HOMEP HA PA3ZPEIIIEHUETO 3A YIIOTPEBA:
Per. No:

9. JATA HA ITBPBO PA3SPEIIABAHE / MOJHOBSABAHE HA PABPEINIEHHETO 3A
YIIOTPEBA

Jlara va bPRO paspellaBaHe;
10. JATA HA AKTYAJIX3AIIUMA HA TEKCTA
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