KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. UME HA JJEKAPCTBEHHA TIPOJAYKT

Opodap Mnrenc 8,75 mg/nosa cnpeil 3a ycTHa JMraBiia, pasrsop
Orofar Intense 8,75 mg/dose oromucosal spray, solution

2. KAYECTBEH H KOJIMMECTBEH ChCTAB
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Beska nosza (3 Bupbeksanus) cuibpika 8,75 mg dnypdunpoden (flurbiprofen).

Besko BripbekBade chabpika 2,92 mg dnypOunpoden.

I ml cnped 3a yerna aurasuua, pastsop cbhabpika 16,2 mg duypGunpoden.

IToMolHK BELIIECTBA C H3BECTHO JIEHCTBHE
Etanon: 0,26 mg/ml, koeTto choTBeTcTRa Ha 0,14 mg/no3a

ApomaTti Ha MeHTa W 4epelna (cbhabpikat d-nuMoHeH, uutpan, esreson): 0,324 mg/ao3a

3a MbJHUS CIIHCBK Ha MOMOUIHUTE BEUIECTBA BHXKTE T. 6.1,

3. JEKAPCTBEHA ®OPMA

Cnpeif 3a ycTHa TUraBuua, pazTteop
buctbp pa3TBOp ¢ apOMaT Ha MEHTA W YepeLla.

4. KJIMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHUS

Opodap Murtenc e npeanasHadel 3a KpaTkocpo4yHO CHMIITOMATHYHO JIEHEHHE HA OCTPO Bh3MalleHne Ha

LPAOTO NPH Bh3PACTHH NALHMEHTH.

4.2 /To3upoBKa n HAYHH HA NPHITOKEHHE

2 !03”!2081{3

Buspacmunu na v nad 18 2odunu:

" Ejna noza ot 8,75 mg (3 BNpbCKBAHUA) Ce NPHIIAra B 3a1HATA YacT Ha MbPJOTO Ha BeekH 3-6 yaca, KakTo

e HeoDXOAUMO, 10 MAKCUMYM 5 1034 3a nepuoj ot 24 vaca.

JLEL HE CE€ BAMLIBA MO BPEME Ha BIIPLCKBAHETO.

[penopbusa ce NekapcTBEHMs NPOLYKT Ja HE Ce [PHEMa MoBeYe OT 3 JIHHU.

Haii-uuckara eekTHBHA 103a TpAOBa 1a ce NpHiara 3a HaH-KpaTKus IEPHOJ OT BpeMe, HeoOX0AuM 3a

KOHTPOJIMpaHe Ha CHMITOMHTE (BXK. ToUKa 4.4).




lHeouampuuna nonyaayua
besonacnoctra v edpukacHoctTa Ha Opodap MuTedc npyu aewa wid OHOWH noa 18 roaHHH He e
YCTaHOBEHA.

Hauueum_u g cmapieckda 8u3pacm
He moxe na ce mage obuia NpenopbKa 3a A03HpaHe, TBH KaTo AOCETalTHUAT KIHHHYEH OIMHT € OTrpaHHYEH.
BBBpaCTHHTC X0pa €a H3TOKEHH Ha MOBHLUIEH PHCK OT CEPHO3HHA MNOCACACTEHA OT HEKCNIAHH PCaKIIUU,

buopeuno u ueprodpobro yapexcoane
He e Heobxonnmo KopHrupate Ha 103aTa NPH NIALMEHTH ¢ JIEKO 10 yMepeHo 0sOpeuHo nan yepHoapo6GHO
yBpexaane. B TeKKH CTaIHK NEKApCTBOTO € NPOTHBOMOKA3aHO.

HauyuH Ha NpuIoxeHHe

Camo 3a opoMyKO3HO MpunokeHne. CaMo 3a KpaTKocpoyHa ynotpeda.

[Tpens MBPEOTO NPHIOKEHHE pa3KIaTeTe YCTPOUCTBOTO H AKTHBHPANTE MOMIIATA, KATO HACOUMTE
HAKPaHHMKA B CTPAHH OT BAC H NPBCHETE MUHUMYM HETHPH IBTH, JOKATO C€ N0JYud (PMHa, nOoCTOAHHA
mbriaa. Cren ToBa moMIaTa e roTOBa 3a ynotpeda.

[Tpeau BCAKO MpUIOKEHHUE HACOUBANTE HAKpaHHKKa B CTpaHH oT Bac M npbLCHETE MUHMMYM BEAHBK, 34
J1a ce YBepHTe, ue ce o0pazysa fuHa, NocToAHHA MBITIa. BiHaru Tpadea na cte cUrypHH, ue ce obpaszysa
. huHa, NOCTOAHHA MBI, MIPEIH BCAKO JO3HPAHE HA NPOAYKTA.

4.3 TlpoTHBOROKA3AHHA

- CBpbXUyBCTBMTENHOCT KBM AKTHBHOTO BEIIECTBO HAH KbM HAKOE OT NOMOLHHTE BELIECTBA,
u36poeHH B TouKa 6.1.

- TMauuenTH, ¢ JAHHHM 33 CBPBXUYBCTBHTENHOCT (Hanp. acTMa, GpoHXocnazbM, pHHUT, aHrMoeaeM
HJTH YPTHKAPHA), CBBP3aHH C JIeYeH e ¢ aueTHIcaTHUHNoBa kicennHa unu apyru HCIIBC.

- AKTHBHa WM AHAMHE3a 33 PEIHAMBHPAINA MENTHYHA 9384/KPBROHLINE (1BA WK NOBEYE
pa3HYHKH eNM30/ia Ha IOKA3aHA 43Ba) H UPEBHA A3Ba.

- Auamnesa 3a CTOMAIITHO-YPEBHO KbPREHE WK Nepiopauus, TeXbK KOIHT, XeMOParduyHH HilH
XEMOMOCTHYHH HapYLIeHHs, CBbp3aHK ¢ npeanwHa tepannd ¢ HCHBC.

- TlocneaHus TpUMECTBP Ha GpemMeHHOCTTa (BHKTE Touka 4.6)

- TeskKa CbhpAeYHA HEAOCTATLHHOCT, TEXKKA GhOpeuHa HeOCTATBUHOCT MK TeXKa YepHOApobHa
HEeJOCTATHUHOCT (BXK. Touka 4.4).

4.4 CneudaJHH NpeaynpeskaeHHT H MPeANa3HH MEPKH npH ynoTpeda

HeskemaHKTe NEKAPCTBEHH PeaKLMy MOraT Aa ObIaT HaManeHH upes ynorpedara Ha BE3MOKHO Hak-
HucKara edeKTHBHA 1033 33 BE3MOKHO Hali-KpaTek NepHOJ OT BPEME.

Huadexuu

JIOKNajiBaHH Ca W30JIMPaHH Cily4ad Ha 000CTPAHE HA BB3NATEHHE, CRBP3AHO ¢ HHGbEKUMA (HANP. Pa3sBHTHE
Ha HEKPOTH3HPAII (PACIMHT) CHEAANALLO 110 Bpeme cbe ccTeMHo npunoskenu HCIIBC. Tlo Tasu
MpHYHHE, KO 1O BpeMe Ha ynoTpebara Ha dnypbunpoden noa popmaTa Ha CIipei ce NOABAT UAH BIOWAT
CUMIITOMHTE Ha OakTepHaiHa MH(eKura ¢¢ TIPeNophUBa MallHeHTHTE 1a ce 0OBLPHAT KbM JIEKap
Hezabasuo. Tpabea Na ce MpeLeHH AaTH € MOKA3aHO 3anouBate Ha aHTHHH(EKIHO3HA aHTHOHOTHYHA
Tepanus.

TBH K4TO C& Hanara MPEOLEHKA HA NCHEHHETO,




AKO CHMIITOMHTE C€ BIIOLIAT WIH C& NOABAT HOBH CHMITTOMH, JIE4eHHETO TPROBA 1a C& MPEOLIEHH.
AKO ce NosiBY Apa3HeHe B YCTHATA KyXHHA, NpUnokenndeTo Ha Gnypbunpoden Tpsadea aa ce
NpeycTaHoBMy.

MackupaHe Ha CHMIITOMHTE Ha NOLIEKAIUTE HHPCKLIMH

EnuaeMronorHuHuTe NpoyuBaHk MoKas3paT, e CHCTEMHHTE HECTEPOH/IHH MPOTHBOBb3MANHTEIHH
cpeactsa (HCITIBC) morat 1a Mackupar cCHMITOMHKTE Ha HAQEKUHA, KOETO MOKE Aa 10Bee 10 3abarsiHe
Ha 3ano4YBaHe Ha NOAXOAALLO JeYEHHE H N0 TOZW HAYKH A3 BAOLIH U3X04a OT Huderumsata. Tosa ce
HabmoaaBa npu DakTepHaHA MTHEBMOHHS, TPHA0OHTA B 0OIIECTBOTO, KAKTO U NIPH OaKTEpHANTHHTE
ycIoxHeHUA Ha Bapuilena. Korato Opoidap HMHTeHc ce nmpitnara 3a nevyeHue HA NOBHLIEHA TEMMEpaTypa
unm 3a o6neKuaBane Ha GONKATa BB BPBIKA ¢ MH(EKIIMA, Ce NIPenopbuBa HABMIOICHHE Ha MEQCKINATA.

TlaupeHTH B cTapyecka Bb3pact
[1pu NauMECHTH B CTAPUYECKa BB3PACcT MMa YBEJTHUCHA YeCTOTa Ha Hexenanu peakuuu ot HCIIBC, ocobeno
CTOMAIITHO-UPEBEeH KPLBOUIIHB H Nepdopailiif, KOHTO MoraT Ja 6baatr daTtainHu.

PecnupaTopHu
Moske na ce nadbarogasa GpoOHXOCNAILM MPH NALKEHTH, CTPAJAMH OT WK ¢ aHAMHE3a 33 OPOHXHMATHA

acTMa UM anepruuHo 3abonaeane. @nypbunpoden noa popmara Ha cnpel TpadBa aa ce U3noN3Ba ©
MOBHIUEHO BHHUMAHHE NPH TE3W NAUHEHTH.

Apyru HCIIBC

Tpabea na ce H3GArea eqHOBpeMeHHaTa yrioTpeba Ha ¢nypbunpoden noa hopmara Ha cripeii ¢ apyru
HCIIBC, BKNIOUHTENHO CeICKTHBHH HHXUOMTOPH HA IIMKIOOKCHTeHa3a-2 (BX. TouKa 4.5).

CucTeMeH IYIYC epUTeMaTo3ye K cMeceHa CheIHHHTENHO-ThKaHHa Honect

HauﬂeHTHTC CbC CHCTEMEH JTYTTYC €PHTEMATO3YC H CMECCHA ChbEAUHHUTL/IIHO-ThKAHHA Qonect Morar Jacac
NOBHLIEH PHCK OT aCENTHYEH MEHHHTHT (BK. Touka 4.8), HO To3H edekT OOHKHOBEHO He ce HabmoaaBa
MpH KPaTKOCPOYHO NIEYEHHE C JIEKAPCTBEHM MPOAYKTH 3a orpaHuueHa ynotpeba kato ¢uiypbunpodet noa
topmara Ha cnipeil.

ChpaeyHo-cba0B0, ObOpeyHOo H 4epHOAPOOHO YBpEKAaHEe

Mma naunu, ye HCINBC npeau3eukBaT pasnuuHi GOpMH Ha HEQPOTOKCHUHOCT, BRIIOYHTEIHO
MHTEpCTHUMANEH HEQPHT, HEPPOTHUECH CHHAPOM H OBOpeyHa HepocTaTeyHOCT. Ynotpebara Ha HCIIBC
MOJKE 13 MPHUMHH J1030-3aBHCHMO pPelyLIMPaHE HA NPOCTArTIAHAHHOBATA CUHTE3a H [a [peAH3BHKa
rnoseara Ha 6GLOpeyHa HenocTaThuHOCT. [MalreHTHTE ¢ 6BOPEUHO, ChpAEYHO HITH YepHOAPOBHO
YBpeRAaHe, KAKTO M TE3H, NPHeMAalllH AMYPETHULH M NAUMEHTH B CTAPYECKA BL3PAcT ¢a ¢ NOBHLUIEH PHCK
OT TaKaBa peaKLHs, BLOPSKH Ye TO3H ¢eKT OOMKHOBCHO He ¢e HabMoAaBa NpH ynoTpeda Ha nekapcTBEHH
MPOAYKTH 33 KPaTKOCPOUHO, OFPaHHYEHO MpHIoKeHHe KaTo dutypiunpoden noa gopmara Ha cnpel.

Yeproapobua u 6nOpeyna
HeofX0AUMO € NOBHLLIEHO BHUMaHKE NPH JIeKa 10 YMepeHa uepHoApodHa i Ou0pevna Juc@yHKUHA
- (k. Toukn 4.2, 4.3 n 4.8).

CBpAeUHO-CBA0OBH M MOTBLYHO-CEAOBH eheKTH

Heo6X0IHMO ¢ NoBHIEHO BHHMaHHe (0OCcmiaaHe ¢ nekap uiH (apMalesT) npeay 3a[04BaHe HA JIeYeHHE
IPH NALMEHTH C aHAMHE3a 33 XHIEPTOHHS W/ WITH ChpEYHA HENOCTATBYHOCT, ThH KATO UMa ChOOILEHHS 3a
3a/ibpKaHe Ha TEUHOCTH, XHITEPTOHMS 1 OTOK BLB Bpb3Ka ¢ JieueHnero ¢ HCIIBC.

KJIHHHYHWTE NpOYH4BAHHA M eNUASMUOTOTHYHHTE IAHHH 1OKA3BaT, He ynorpebata Ha Hakow HCIIBC
(ocofeHo BLB BHCOKH JIO3M M TIPH NPOTBIKUTENHO Je4eHHe) MOsKe Ja Oble CBbp3aHa ¢ JICKO [10BK




HE Ca JOCTATHLYHH, 34 /14 C& H3KJIIOUH TAKbB PHCK MPH IPHAATAHETO Ha HnypbunpodeH B JHeBHA Ao3a
moeeye ot 5 no3u ot 8,75 mg (3 BOPBLCKRAHHMA Ha J03a).

[MauMeHTU ¢ HEKOHTPONHPAHA XHIEPTOHHS, 3aCTOMHA ChPIEYHA HETOCTATEYHOCT, YCTAHOBEHA MCXEMHYHA
BonecT Ha cupUeTo, 3a00/19BaHe Ha MepHbepHATE APTEPHH W/HITH MOYBUHO-CBIOBA DONECT TPAORA Na
OBIAT /ey BanH ¢ QIypOHIpOdeH camo clie BHUMATEAHA MPELCHKA HA PHCKOBETE H MOT3MTE OT
neueHHeTo. ¥Ynotpebara Ha daypSunpodieH noa ¢opMata Ha cripel NPH MOCOUEHWTE YCIOBUS Ce CHHTA 3a
MOAXOIALLA NPH HHCKA 11033 H KPaTKOCpoyHa ynoTpeba.

Edekty Bbpxy HepBHATA CHCTEMA .

Hunyuupano ot avanreTHOM raasodonue — Ipy ABITOCpOYHO NPUICKEHHE Ha aHATTETHUH (>3 Mecela) ¢
NPHAATAHS HA BCEKH JIBA JHH WITH TO-UECTO, MOXE JIa C€ PAa3BHE HIH M1a Ce BAOLIM rmasobonue.
[maecOonye, mpeH3BHKAHO OT MpekoMepHa ynoTpeda Ha ananreTHun (medication-overuse headache
MOH), ve TpaOsa na 6uAe TpeTHRaHO ¢ yBENHIABAHE HA J034Ta OT JEKApCTREHKA NPOAYKT. B Takuea
¢Iyual yrnoTpebaTa Ha aHAITETHIIH TPpROBa /g ce MPeyCTAHOBH CNel KOHCYITAUHA ¢ TeKap.

CToMalnHo-4YpeBHH

HCIIBC Tpabea aa ce NpUTaraT BHUMATEIHO NPH NAUAEHTH ¢ aHAMHE3a 33 CTOMALIHO-YPEBHO
zaboaseane (yaueposeH KOIHT, bonecT Ha KpoH), ThH KaTO TEIM CECTOAHUR MOTAT 4a ¢& 060CTRAT (B,
To4Ka 4.8).

CTOMAWHO-4PEBHO KbPREHE, 283 WK Nephopalnd, KOUTO MOTAT 1a ObAaT daraiing, ¢a AOKIaIBaHHM [TPH
ecHuki HCTIBC no Besiko BpeMe Ha JGUEHHETO, ChC WK O3 npeaynpelrTenHl CAMITTOMH HIW
NpeIxiHA AHAMHE3A 32 CEPHO3HK CTOMALIHO-UPEBHN CHOUTHS.

PUCK®T OT CTOMaIIHO-YPEBHH KPLBOMINUBH, A3BA HIH Nepdopalus € no-BHCOK NpH ynotpeda HA no-
pucokn no3m Ha HCIIBC, npy nanmedTH ¢ aHAMHESA 33 33B3, 0C00EHO AKO € YCITOKHEHA C KPLBOXIIHE
W nepdoparua (B, Touka 4.3), KAKTO ¥ MPH NAUMEHTH B CTAPMECKA Bb3PAcT. TO3H epeKT ODMKHOBEHO
He ce HabnioJaBa Npu /1€KAPCTEECHH IPOAYKTH, IPeHa3HAYSHH 33 KPAaTKOCPOUHA OTpaHHuYeHa yIioTpeda
kato ¢pnypéunpodeH noa $popmata va cnped. IalHeHTH ¢ aHAMHe3d 32 CTOMaLHO-YPEBHA TOKCHUHOCT,
0cODEHO KOraTo ca B CTAPUECKa Bh3PACT, TPAOBa 1a cho0LaBaT HA NEKY BALKA NTeKap BCAKAKBH
HeoDuuaiHKY abnOMHHANHY CHMITTOMH (0CODEHD CTOMAIHO-YPEBHO KbPBEHE).

HeofxoauMo e NOBALIEHC BHHMAHHE [IPH NALMEHTH, NPHEMALIH eJHOBPEMEHHO JICKapCTBA, KOWTO MOraT
z[a' MNOBUILAT pHCKa OT A3Ba UIH KBPBEHE, KaTo MEpIpaTHH KOPTHKOCTCPOHIK, aHTHKOAry TdHTH KaT0
BapdapHH, ceNeKTHBHM MHXHOUTOPH HA 0OPATHOTO 2aXBalUAHE HA CEPOTOHHHA HITH AHTHTPOMOOLMTHH
AreHTH KATO aleTRACANHLIANORA KHceNHHa (B, Touka 4.5).

[Ipu negBa HA KPLBOM3NKB OT CTOMAUIHO-YPEBHIA TPAKT HIIH 43BA TIPH TIAUMEHTH, IIpHEeMAaLly
PnypSunpodieH, neveHueTo Tpadea 1a ce NpekpaTy.

XeMaTonoruuHH edexTH

Onypbunpoden, nonebHo ra apyra HCIBC, moske na naxyubnpa TpombounTuara arperaund H ia
VITBIDKH BpeMeTo Ha kbpBete. Gduypbunpoder noa dopmara Ha criped Tpabea na ce M3noN384a ©
MOBHLIEHD BHHMAHHE TIPH NALMEHTH ¢ PHCK OT HEDOHUAHO KBpBeHe.

JepmaTonorasiiu edextu
CepuosHn KOKHH PEaKIpH, HAKOH OT Tax (DaTa HH, BKIKOYHTETHO eKChONHATHBSHE 1ePMATHT, CHHAPOM

Ha CTHBLHC-/MOHCHH M TOKCHYHE 2NHM1EPMATHA HEKPOIH3a, ca CHo0LIABAHN MHOTO PAIKO BBB BPb3Ka C
ynorpefiara Ha HCTIBC (e%. Touka 4.8). Ynorpedata Ha duypbunpoden noa dopMaTa na cnpef Tpadea
712 C€ MIPEYCTaHOBH NPH ITHPBATA NOABA HA KOXKEH OOPHB, IS3MH HA MIMFABHUATA WM BCEKH APYT CHMITTOM
Ha CBPBXUYYBCTBHTETHOCT.




HH.LEPICHTH C ACPMATOMHOIHT MOTAT 12 MIMON3BAT TO3H MPOAYKT Caen KOHCYNTAUHA ¢ IeKap.

Ilomownn Bemecrsa:
ToBa nekapcTBO ChABPRKA NO-MANKO oT 1 mmol Hatpuii (23 mg) BLB BCAKA 1032, T.€. MOKE J1d CE KDKE, Ye
MPAKTHYECKM HE CBOBPKA HATPHE.

Toga nexkapcteo ¢baAspaxa 0,14 mg ankoxon (€TeHON) BEB BeAKA 1032, MankoTo KOTHYECTBO ANKOXOMN B
TOEA MEKAPCTBO HAMA 03 UMA 3aDE/1CKUMH epexTH.

Opodap Hutenc coabpaxa apoMaty ¢ d-IHMOHEH, LUTPaN H eBreHOJ, KOUTO MOCAT 14 TIPHYHHAT
aNnepruyHy peakLid,

4.5 BzanmoaelcTBHE C APYFH JEKAPCTBEHH [POAYKTH H APYTH GOpPMH Ha B3aHMoOZelcTBHe

©aypbunpoden TpsaGBa xa ce HIGATBA B KOMOHHAUMS C:

Hpyveu HCIIBC,
GRAUGURIENC

CEACKMUGHY UHXHOUMODU

MO IeoKCUeeNaza-2!

Ja ce n3bsarea enHoBpemerHara yrnotpeba Ha ase HiH noseye HCIIBC,
ThH KATO TOBA MOKE [1a MOBHIINA PUTKA OT HEWENaHH peakLut (ocobeno
CTOMALIHO-YPEBHH HEXENAHH PEAKLMH KARTO S3BH H KbpB&HEe) {BK. TOYKa
4.4).

Ayemupacaninguacsa
KUCeAUHT (Hucka 003a)

OcBeH ak0 HUCKA 1032 AUCTHACATHLHI0BA KHCe/IMHA (HE NOReYe OT 75 mg
JIHERHO) & MPENOPBYAHA OT JSKAP, Thil KATO TOBA MOXE 1A YBEIHUH PHCKA
OT HEXENaHK peakumu (B, Touka 4.4).

@®aypbunpoden Tpadsa aa ce H3M0.13BA € HOBALICH) BHHMAHNE B KOMOUHANHEA C:

Aumuwoazyaonmu

HCIIBC morat ma 3acunsT epexTHTE HA aHTMKOATYJIAHTH, KaTo Bapbapuu
(B, TOYKA 4.4).

Aumsmposbomuny [Tceuuien pucK CT CTOMALUHO-YPEBHA A3BA HIIH KPBBOHIHE (BXK. TOUKA
cpedemea 4.4).

Aumxunepmenzugau HCIIBC morat za HaMa1sT edexia Ha TUy peTHIHTE, & JPYTH

ReKapemea AHTHXHITEPTEH3HBHH JIEKAPCTBA MOTAT A3 3aCHIAT HEPPOTOKCHUHOCTTE,
(Ouypemuyy, ACE MPHYKHHEHA OT MHXMOMPAHETO HA UMKI0OKCHIE€HA3aTa, 0cODEHO NpH
UHXHOUMOPH, MALMEHTH ¢ KOMOPOMETHpana Obopedna dryHkuMs (NauueHTUTe TpAdea aa -
anzuomensiH-1I- ObAAT AIEKBATHO XHAPATHPAHN ).

AHIRAZOMUCTITN '

Auroxou Moxke na yBenu4n PHCKZ OT HesKeNaHN peakupi, 0co0eHO OT KbPBEHE B

CTOMAWHO-YPERHHE TPAKT.

Copoeunu 2auro3uou

HCIBC morat aa Bnowar cLpaedHaTa HeloCTATEYHOCT, 18 NOHIDKAT
CTENEHTA Ha rMOMEPYNHA GUATPALMHA H 14 NOBUIIAT IUIA3MEHHTE HHBA HA
ChPACUYHHTE MIHKO3HAM - MEENOPBYBA C& AeKBATEH KOHTPOI M OpPH
HEODXONHMOCT, KOPUTHPAHE Ha A03aTA.

. Hurxaocropun

IToBHUIEH pHCK 0T HEDPOTOKCHYHOCT,

Kopmukocmepouou

r[OBI’]U.IeH pldCI( oT CTOMalUHD-T-IpeBHa A3Ba HIIH Kp'bBOPIBﬂHB (B)I{. TOYKA
4.4).

| Tumudi Moske 1a NOBHIIM CEPYMHMTE HUBA HA JTATHS — NIPETIOPLYBA CE a/IeKBATEH
KOHTDOJT M TIPH HEDOX0IHMOCT, KOPHI HPAHE HA 1034Td.
Memompercam [puioenuero va HCTIBC npeny vav enen npunosxeHueTo Ha

METOTPEKCAT MOXKE /12 A0BEE N0 MORHIIEHH KOHLUEHTPAUHH Ha
METOTPEKCAT H 3aCHITBAHE HA HEMDBHA TOKCHYEH eheKT.




Mudgbenprcmon HCTIBC we Tpadea aa ce usnonzear 8-12 auu cnes npuIckeHHeTo Ha
mubenpucTon, Thii kato HCIIBC morar ga nommxar edexra Ha

| MH(EIPUCTOH.
- Hepopannu CrobIuaea ce 32 NpOMAHA B HUBATA Ha KPBBHATA 3aXap (Iipernopbusa ce no-
| aHmuouabemny UECTO U3CIIEIBAHE). '
NEKAPCMBERY CPLOCBA
| Qenumuon Mose pa noBULLM CEPYMHHTE HUBA HA (IEHHTOMH - IPENOPBYUBA e
41EKRATEH KOHTPON M NIPH HEOBX0AMMOCT, KOPHIHpaHe Ha J03aTa.
Kamui cexpanasaiyu Eanoepemennata yiorpeda Mowke 1a noseae 1o XHMEepRATHEMHS
ouypemuyu {(Mpenophyka ce H3C1EABAHE HA HUBOTG HA CEPYMHHA KaJHii).
lipoGeneyuc u JlexapeTeiu npoayKTH, CoIbPAALIE MPOGEHELIHA UK CYNDHHNHpaIoH,
CYAGUHRUDO30H MOFaT 71a 3a0aBAT eKCKpenMaTa Ha (guypbunpoden.
Xunononosu MaHHHTE OT NPOYYBAHNA TIPH HHEOTHH K Xopa nokaseat, ve HCTIBC morar
QHMUGUO MUY 18 yBEJIMHAT PHCKA OT IBPUYORE, CBBP3aHH € XHHOMOHOBUTE AHTHOHOTHLIH.

[Maunenty, npueMaiin HCIIBC u
XHHONOHH MOCAT 14 UMAT [0-BHCOK PHCK OT pa3BHTHE HA KOHBYJICHH.

Anntuoniyu Crupzan ¢ xudononosH auTudHOTHIE, [TaunenTHTe, Mpiematcd HCIIBC u

XUHONOHH, MOKE /1a MMAT MOBUILEH PHCK OT PA3BHTUE HA MbPHORE.
Cerexmuany l1oBHIIEH PHCK OT CTOMAIMHO-YPEBHA 2352 HIIH KPHBOM3IMB (BXK. TOUKA
UHXUOUMOPU H 4.4).

OOPAMHOMO 3ax6aUyane
Ha cepomonng (SSRI)

Taxponumyc BhamoskeH nopuiien pHck ot HedipotoxcHdHoeT, korato HCIIBC ce
NPHIAraT ¢ TAKPOJIHMYC.

Judoayoun lloBHIIIEH pUCK OT XeMaTonoruyHa TokeMyHoet, korato HCIIBC ce
NPHIATAaT Che 3HAORYAMH.

Daykonaszon | Moxke na nosuuim cepyMHHTE HuBa Ha Gy pounpoden.

Aunmuayuon Monxe na ysenuun ckopoctta Ha abcopGIHA Ha GrypounpadeH -
KIIMHHYHOTO 3HAYCHUE HE € H3BECTHO.

Xpana EnHOBpPeMEHHOTO MPHIIOKEHHE © XpaHa Moske 1a 3a6aBH HAYANoTD HA
efexra.

Ayemazonavud Paypbunpoged Moxe 1a NOBEAE 10 NEKO YBENHYEHHE B TIPHBHIHHA 0beM

H& PaslpeieneHHe Ha aleTa30NaMul B CTALMOHAPHO CHCTOAHHE.
KJIHHHYHOTO 3HaYeHHE He € H3IBCCTHO., ‘

Ho cera HAMA NPOYYBAHHA, KOHTC 43 TIOKA3BAT HANHUKE HA BIAUMOIEHCTRIS MexRay haypoHnipoden u
TONOYTaMM/I. '

MeamatpuyHa nonynauus
Hsama vannina nonbanurenta vadopMalms.

4.6 @eprHanTeT, SPEMEHHOCT B KhpMEHE

BpemeHHoCT
Hama xnuinvev nanny 3a ynorpeSara Ha Opothap Hurence no EpeMe Ha DpeMeHtocT. Jopu ako

CHCTEMHATa eKCNO3HUNA € MTO-HHUCKA B CpaBHEHHKE C nepopanHoTO NPHIOKCHHE, He € H3RECTHO JanH
CHCTEMHATA CKCNO3HLIKA, TOCTHTHATA CI1e/T MOKATHO Mpuioxenue wa Opodap Uutenc, Mmoske na 6bae
Bpena 3a embproHa/deTyca. Flo BpeMe Ha TbPBUA M BTOPHE TPHMECTBP Ha bpemennocTTa Opodap
HrTenc e TpabBa Ja ce U3NOM3BA, OCBEH ake He e alcomoTHO HeoBXOIMMO. AKo e HINOM3BA, 103aTa
TpsibBa Aa ObJe BRIMOKHO HAli-HHCKA M NPOTBKMTENHOCTTA Ha IEYEHHETO Bh3MOMHO Hal-Kpatg-




[To BpeMe Ha TpeToTO TpUMeceHKe na OPeMEHHOCTTA CHCTEMHATA YIOTPeba Ha HHXUOMTOpPH Ha
npocTariaHAMHOBaTa CHHTETA3aTa, BKIIoUMTENHO Opodap MHTeHe, Moke a NpeiH3BHKa
KapAHONYJIMOHATHA H OBOpeUHa TOKCHUHOCT NpH mIoaa. B Kpas Ha OpeMEHHOCTT MOJKE /13 HACTBITH
NMpOALIDKHTENHO BPpEME HAa KBPBEHE KAKTO MPH Maﬁl(a’l"a, TaKa | INpH JETETO H pAXKIAHETO MOXKE na ce
zabaBu. Cnenosarenno Opodap HHTEHE € MpOoTHBONIOKAa3aH NMpe3 NOCIEAHNS TPUMECTEp Ha
OpeMeHHOCTTa (BK, ToYKa 4.3).

Ktpmene
IMpy orpanuuesu npoyuBaHuA GaypOoMnpodeH ce OTKPHBA B KbPMATa B MHOTO HUCKE KOHLEHTPaLMs U €

MAJTKO BEPOATHO A [oBnse HeGNaronpuaATHO BBPXY KhpMaueTo, BRIpekH TOBa, NOpaiH Bb3MOKHH
netnaronpuathu edextu na HCIIBC Bbpxy kbpMaueta, dnypbunpoden noa gopmara Ha cnipei He ce
NpenopbuBa 3a yNnoTpeda NpH KbpMeLIH XeHH.

DeprriuTeT
MMa fadHu, Ye AekapeTsa, KOMTO HHXMOMpaT UMKITOOKCHT€HAa3HATA/IPOCTarIaHHHOBATA CHHTE3a, MOTaT

A4 YBPEIAT HKEHCKHA PEePTHANTET KAaTO MOBRUABAT HA orynauuaTa. Tosn edexr e obpaTHM Nipu crnMpaHe
Ha JIEYEHHETO.

4.7 EdexTH BHpXY cnocobHoCTTa 32 WodHpane ¥ padoTa ¢ MAWIHHH

He ca mpoBeskaaHH NpoyyBaHua 3a edekTHTe BbpXY cnocobHoctTTa 3a WodHpaHe H paboTa ¢ MallHHH,
CBETOBBPTEXK, CHHIMBOCT W 3PHTENHH HAPYLIEHHA €A BLIMOKHH HEKENIaHH ePEeKTH CIIe/1l NPpHeM Ha
HCIBC. AKko ¢ 3acerHar, NalMeHTHT He TpAOBa Aa wodrpa WM Ja paboTH ¢ MaLUKHA,

4.8 Hexenadu JeKapCcTBEHH Peakiuuu

Hma cbobuieHns 3a peakiiiu Ha cBpbxuyBcTBHTENHOCT KbM HCIIBC, KOHTO MOTaT 11a BKITIOUBAT:

(a) HecneuuduyHH anepruyHy peakiiui W aHahHIaKCHA.

(6) Peakuuu OT CTpaHa Ha pecriupaTOpHHS TPaKT, HAIIP. ACTMA, BJCLUSHA ACTMA, OPOHXOCTIA3BM, HHCIIHES,
(B) PasTHUHK KOKHH PEaKiK, HAND. TIPYPHTYC, YPTHUKAPHS, AHTHOCSAEM U M0-PAIKO eKC(HOTHATHBHH H
By103HH aepMaTo3n (BKTHUHTETHO €MUepMalIHA HEKPOJiH3a W epHTemMa My ITHOOpME).

CboOuiara ce 3a OTOK, XHNEPTOHHA M ChbPAgHHA HEAOCTATHEUHOCT BhB Bpb3ka ¢ aeveHne ¢ HCTIBC.
HauuHUTE JaHHH €A HEIOCTATHYHH, 32 42 Ce U3KIIIOYH TAKBB PHCK 3a Gaypdunpoden crpeit 3a yeTHa
JIHTaBHLA, PA3TBOP.

CHeHMAT CIIMCLK C HEXKEMaHH Peakiliu Ce TPOABABAT NPU npuem ua dnypounpoden 8,75 mg B 1034,
XapakTepH 3a ornyckainTe Oe3 nekapcko npeanucanue (OTC) nekapeTBenu npoayKTH 3a KpaTkocpodHa
ynoTtpeba.

MHoro uectu (> 1/10)

Yeetu (= 1/100 ao <1/10)

Heuecru (= 1/1,000 no <1/100)

Peaxu (> 1/10,000 go <1/1,000)

Muoro peakn {(<1/10,000)

C Heu3BecTHA UeCTOTA: OT HATHUHHUTE JaHHH HE MOKE Td 6’b,lle HapaBeHa OLCHKA

Hapywienun na kpesma u umgnama cucmena.
C HeHzBECTHA YECTOTA: aHEMHS, TPOMOOLHTONEHHS.

CrpoeuHo-co006U U MOTBHHO-CDOOBU NAPVUICHUA.
C HeuzBeCTHA YECTOTA: OTOK, XHNEPTOHHSA, ChpeUHa HEAOCTATLYHOCT

Hapywernusa na vepenama cucmem.
YecTH: 3aMafHOCT, rnasobonue, napactesus
HeyecTu: chHAKBOCT




Pecnupamopuu, 2puOny 4 MEOUACMUHAAHY HAPVIEHUA.

YecTH: fpa3HeHe B MbPIIOTO

Heuectr: exzanepbauua Ha acTMa H OPOHXOCNAZBM, [JMCIIHESA, XPHIIOBE, OPO(APHHICAHH MEXYPH,
thapuUHTeanHa XHnoecTe3us.

Cmomauino-4pesny Hapyuenus:

MHuoro gecTH: CTOMaTHT

YecTu: anapus, 8381 B YCTaTa, rageHe, OoNka B yCTaTa, Nlapectesds B ycTaTa, opodapuHreanta 0oka,
AHMCKOMOPT B yCTHAaTa KyXMHa (ycellaue 3a 3aTonnsxe, MapeHe Wik H3TPBIBAHE HA YCTaTa).
HeuecTn: nonyBaHe Ha Kopema, kopemHa GoJika, 3aiiek, CyXoTa B YCTata, JHCIICIICHS, (pIaTyTeHUHUs,
rnoconuHus (DoMKa B e3HKa), Akcres3nd (HapyILEHHs Ha BKYCa), OpalHa AH3ECTE3HA, OBPLILAHE
MHOro peskH: cTOMAIIHO-YPEBHO KbpPBEHE

Hapywenua na xosicama u ROOKONCHAMA HILKAH.

HeuecTtu: paznuunmn koxHH OOPHBH, MPYPUTYC.

MHOro peaku: anruoeemM. '

C HeW3BECTHA YecToTa: TexdKH GOopMM HA KOXKHA PeakUHs KaTo OyNO3HU PEaKUMH, BKIKOUMTENHO CHHAPOM
Ha CTHB'bHC-ﬂ,)KOHC’bH H TOKCHYHA eITHIepMaliHa HEKPOJIM3a.

OBty HAPYIEHUS U ehermU HA MACMOMO HA RPUAOHCEHUE!
Heuectu: nupexcus, Gonka

Hapyuwenua na uMyHHama cucmema.
Penky: aHadunakTUYHA peakLnd

Hcuxuunu napyuenus,
Heuectu: GesctHHe

XNenamo-6unuapru Hapyuenus:
Penxn: uktep
C HEH3BECTHA YECTOTa: XENAaTHT

Crofinapane Ha OGA03UPAHU HEKETAHH Peakliig

CrobuiaeaneTo Ha N0A03UPAHE HEXKENAHU PEaKIIHH Clie]l pa3pelliaraHe 33 ynoTpeba Ha NeKapCTBEHHS
MPOAYKT € BakHO. TOBA NO3BONABA [1a TIPOAL/DKH HAOMIOAECHHETO HA CHOTHOWIEHHETO NMON3a/PHCK 32
ﬂeKapCTBeHHH 'HpO,[lyKT. OT MEAQHLMHCKHTE CNeLUHATHCTH ¢ H3HCKBA Aa C'bOﬁIIIaBaT BCAKA nonoaupaHa
HEXEJIaHa peakiMa Ha:

M3mbaHHTENHA areHIMA N0 NeKapcTeaTa:
yi. Jaman Upyes” §,

1303 Codus

Ten. +359 2 8903417

yebcaiit: www.bda.bg

4.9 Ilpenozupane

CHMOTOMH Ha Npeao3HpaHe
TMoBeyeTO MAUKHEHTH, KOUTO Ca MOTBIHAIN KIHHMYHO 3HauMMH konuvectsa HCTIBC, me passuar camo
razene, NOBphINaHe, enuracTpaiHa 50Ka WIH No-pAAKo Anapus. BE3MOKHH ¢a CBILO LIYM B YILKTE
{TuHUTYC), TaBobOIHE H CTOMAIIHO-4YpeBHO KbpBeHe. [Ipd no-cepHosno otpassane ¢ HCTIBC ce

HabnioiaBa TOKCHYHOCT B LIGHTPATHATA HEPBHA CHCTEMA, [IPOABABALLA CE KATO ChHIMBOCT, MOHAKOTA
pL30y a4, 3aMBINICHO 3PCHUE W IE30PHEHTALIHA HIH KoMa. B HAKOM cnyuan nalMeHTHTE pa3BHRaT
xousyJcuu, [TpH Texko otparsHe ¢ HCIHBC moxe na HacTeNH MeTaboNMTHA alu103a H




npotpombuioBoTo Bpeme/INR moke na Obie yaAbIKEHO, BEPCATHO MOPAIH HAMECA B ICHCTBHETO Ha
LIHPKYTHpAIETE haKTOPH Ha KPBEOCHCHPRAHETO. BRSMOXKHO € BB3HMKBaHE Ha ocTpa Ouhpedna
HEAOCTATHYHOCT M YBPEXAaHe Ha YepHHA Opod. [IpH acTMAaTHLUHTE € BE3MOMKHO 00OCTpAHE HA ACTMATA.

TepaneBTHYHH MePKH PH NTpeIo3upasHe

JleuenneTo TpadRa Aa Obie CHMITTOMATHYHO H TIOATEIKALIO, KATO BKITKOUBA [041bpHaHe HA cBOSOAHH
JHXATEIHH MBTHLIA HF NPOCIEAABAHE HA CHPASYHHTE M XKH3HEHHTE MOKA3ATENH JI0 CTabHAH3HPAHE Ha
nauyenTa. Moxe na ce OOMHCTTH IepopanHoO NMpHI0KEHHE HA aKTHBEH BBIJICH WIH CTOMAIIHA NMpOMHBXA,
a npH HBDGKO,B,HMOCT KOPCKLUHA HA CEPYMHHTE CICKTROIWTH B PAMKHWTE Ha €/1HH Hac CJICh Norbllade Ha
MOTEHUMATHO TOKCHYHO KOIHUECTBO. AKO KOHBY.ICHHTE Ca MECTH MIIH NPOALIDKHTEIHH TpAGBa 1a ce
JIEKYBAT HHTPABEHOZHO C NHa3eaM MITH Jopasenam. [Iph acT™a ce mpunarar Sponxoauaararopu. Hama
cuelydhHyen anTnaoT Ha paypSunpoden.

5, ®APMAKOJIOTHYHHU CBONCTBA

5.1 ®apMako;{HHAMHTHE CROHCTEA

dapmarorepancsTHuHa rpyna: [TpenapaTi 3a repno, Apyru NPerapaTH 3a rbpio.
ATC kog: ROZAXO0I

Onypdunpogen e HCIIBC npousoaHo Ha MpOMHOHORATA KHCENHHA, KOBTO ASHCTBA Ype3 HHXUOUpaHe
Ha npocTaranIHHOBaTA cHHTe3a. [lpu xopa daypounpoden HMa MOIIHH aHANTETHYHH, AHTHUITHDETUMHH
H MPOTHBOBB3MANUTENHU CBOHCTBA H 103aTa OT 8,75 mg, pa3TBOpeHa B U3KYCTBEHA CIIEOHKA ¢ IOBEAa 10
peayLMpane Ha MPOCTArIAHIHHOBATA CHHTE3A B KYITHBMPAHH HOBEWIKH PECOMPaTOpHH kneTku. Cmopen
NpOYUBAHHATA, H3TIOA3BAIUM AHATIH3 Ha nepudepHa kpbe, prypSunpodien € emecen COX-1/COX-2
MHXUOMTOP ¢ H3BECTHA cenekTHBHOCT KbM COX-1.

[MpeakanHuyHMTE NPOYUBAHKA nokazear, ue R (-) eHanTHoMepa Ha ¢uiypbunpodeH v cebpiaHnTe
HCTIBC neficTBar BhpXY LEHTPAAHATA HEPBHA CHCTEMA; NIPEMINONAraeMUAT MEXAHHIBM & upe3
UHXHOHpake H3a UHAyunpaHata COX-2 na HuBO TpbOHAYEH MO3LK.

Jokasase ¢, ye eAnHHYHA A03a duypbunpoden 8,75 mg, NpUoMena 1CKATHO B MbPROTO KATO TPH
BIPLCKBaHuA, 00NeKIapa OOMKHTE B MLPIOTO, BKIKUMTEIHO NOAVTO H BE3NANECHO 3a4EPBEHO THPTIO, Ypes
JHAYHTENHA MPOMAHA B ODNIACTTA 04 KPUBATA 33 TEXKECTTA HA DOoNe3HeHOCT Ha ruphote (AUC) enpamo

. H3XOMHHTE HWBA (CpeaHa Pa3nuKa {CTAHAAPTHO OTKIIOHEHHE)) 38 AKTUBHO JIBUSHAE CpAnMo maanedo ot D
Ao 2 qaca {(-1,82 (1,35) vs. -1,13 (1,14)), 0 no 3 waca (-2,01 {1,305) vs. -1,31 (1,233)} n 0 po 6 waca (-2,14
(1,551) vs. -1,50 (1,385).

3nauntenny paznuku B waxoaHata AUC ot 0 ao 6 yaca B cpaBHeHne ¢ niauedo ca HabrO1aBaHH H 3a
JPYTH XapaKTePHCTHKH Ha BB3MANEHOTO BP0, BRIKMUTENHO HHTEH3HTET Ha Gonkara (- 22,50 (17,894}
vs. -15,64 (16,413)), saTpyaneno npernbimane (-22,50 (18,260) vs. -16,01 (15,451)), moxyTo ripno (-
20,97 (18,897) vs. -13,80 (15,565)) 1 oGnexgaeaHe Ha Donkata B repaote (3,24 (1.456) vs. 2,47 (1,248)).
HpoMennTe cnipaMo H3XCAHHTE CTOHHOCTH B OTASTTHUTE BPEMEBH TOYKH M0 OTHOWEHHE HA PATHUHHTS
XAPZKTEPUCTHKH HA BHL3MANIEHOTO MPJIO €a NOKA3AIH 3HAYHMOCT, 3aMOMBaiiKH OT 5-TaTa MHHYTA U
NpoJbizkasaiiki Ao & vaca.

[Ipn naunetTHTE, IPUEMALLH aHTHDHOTHLUM 32 CTPEITOKOKOBA HR(GEKLHA, € YyCTAHOBEHO CTATMCTHYECKH
IHAYHMO MO-TOIAMO COJIEKYABAHE MO OTHOIIEHHE METEH3MTETA Ha DOJIKATA OT BbIMATEHO I'BPJIO 38
bnypbunpoden 8,75 mg Tabnerky 3a cMyueHe cre 7 yaca W NoBgUe cnel NpyMemMa Ha aHTHOHOTHLM,
AnanreTnunuat edexT Ha prypbunpoden 8,75 mg TabreTkH 3a CMyUeHE HE ce HamManaea OT NpHeMa Ha
AHTUOWOTHLH 32 NEYEHHUE HA CTPENTOKOKOBA HH(EKITHS NPH BB3IEUIEHO ILPAO.

HMokasana e e(pHMKACHOCT NMPH MHOTOKPATHO NIPUI0MEHHME B NIPOTB/KEHHE HA 3 THU.




MesuaTpuuda renyaams

He ca nposeaenu cieudduuHu npoyazanua ¢ gaypdunpoden npu aeua.

TIpoyuBan#aTa 3a eEKacHOCT W BesonacHoCT Ha daypdunpoden 8,75 mg Tab1eTku 3a cMy4eHe
BIJIKOYBAT Jeua Ha BB3pacT 12 — 17 rofuHM, BBIIPEKH ve MANKHAT pa3Mep Ha rpynara He Mo3BOJIARA 14 e
HANpaBAT CTATHCTHYECKHE H3BOAM.

5.2 MapmakokHHETHYHH CBOHCTEA

Abcopbuma

EanHuynara 1032 o1 8,75 mg dnypbunpoden ce npHiara neKagHo B rbPIOTO KATO TPH BNIPBCKBAHHA M
¢$nypbrnpodensT ce pesopbupa GBP30, KATO €& YCTAHORARA B KPBETA MEXAY 2 H 5 MHHYTH W NTa3MEHUTE
KOHLIEHTPALWM AOCTHIAT MAKCHMYM Ha 30-Ta MHHYTE T IPHICKEHHETO, HO OCTABA HA HHCKH HHBA OT
cpeaHo 1,6 pg/mL., xoete e npuGauzuTenHo 4 ObTH No-HUCKo oT 1032 30 mg B TabnetHa ¢opmza. Opodap
HHTeHe crpeii 22 yeTHA nHraeHLA noKa3sa GHOEKBHBANEHTHOCT Ha hypbunpoden 8,75 mg TadreTku 34
cMyuene. ©iypbunpodiet ce abcopbupa ot OyxanHara KyxXuHa 4pes acHBHa AMdy3na. CTeneHTa Ha
abeopBuns 3aBMCH OT NekapcTeenara GopMa, KaTO MAKCHMATHH MNa3MeHH KOHLEHTPalH| IOCTHTAHU T10-
Obp30, HO CPABHHMH N0 CTEASH C NIOCTMIHATUTE C.1€/ MOT-ThLUAHE HE CKRHBANEHTHA A03a B TabneTHa
{opma 3a nepopanHo NPHNCKEHUE.

PazmpesencHue
Onypdunpoden 6Ep30 NpeMHHAaBA NPes TANOTO H CE CBLP2BA BLB BUCOK APOLIEHT C MNa3MeHHTe

MPOTEHHH,

Buotpanchopmauus
Onypbunpoden ce MeTadOIHIAPA [IABHO 4pPe3 XHIPOKCHIHPaHE.

Enumuanpane
@®nypounpoten ce exckpeTupa npes GsOpeumTe. Bpemeto Ha monyxHBOT € oT 3 10 6 vaca.

Onypounpohen c€ KCKPETHPA B MHOTO MAJIKH KO.IHUYECTBA B KBPMATA NPH x0pa (no-Manko ¢t 0,05
pg/ml). [puonuzuTento 20-25% ot nepopanHo npyerara ao3a ¢aypdunpogeH cs eKckpeTHpa
HENPOMEHEHA.

CneUHaniy nonv.ianHu

He ce ycTaHoBEHH Pa31KKH BbE (PapMakOKHHETHYHUTE MAPAMETPH NPY 100POBRONLM B CTAPYECKA BL3PacT
M MITAOEHH Ciiefl IISPOPATHO npunokenue HA Qrypbuipoded Tabnetku. HaMa dapMakoKHHETHHHE
AaHHH 3a fleud noa 12-rofuiHa BeapacT cned npuioxeHHeTo Ha $oiypounpoden 8,75 mg, Bpnpexn Toea
NpPUNokKeHHeTo Ha GypOunpoden B CHPON M CYAO3UTOPHU HE TIOKAIBA 3HAYMMH PATHKH BbB
hapMaKOKHHETMHHUTE IADAMETPH B CPaBHEHHE C TE3W NPU BB3PACTHH.

5.3 MpefknMERYHH AAHAH 33 GezomacHoCT
HsamMa apyry npearidHHYHY JaHHK CT 3HaYeHne, OCBeH Bede BIUIOUeHHTE B T 4.4, 4.6 n 4.8,

Hannuuute nannu nekaseart, ue ¢uypOunpodeH MOKe Aa MPeIcTaRIgBa PUCK 34 BOAHATA cpela, 0cofeHo
3a pulure.

6. DAPMAINEBTHYHH JAHHH
6.1 CnuchK HA HOMOLINY BEIIECTRA

Beraaexc (E459}.
XMApOKCHNPOIIOETAAEKE




Huuartpues docdar JonekaxHapar

JlumoneHa kucenuna {E330)

HarpHes xHAPORCHN

3axapite HaTpui (E954)

[lpeuucTeHa BOAA

ApPOMAT Ha Uepellia (ChIbPHa HATYPATHH aPOMAaTHUHK BELIECTBA: d-THMOHEH, UHTPAJ, €BTEHON; ETHIOB
ankoxon, rkuepun Tpuauerat (E1518), sona, nponunenrnukoa (E1520), ackopbunoea kucenuna (E300),
anda-rokodepon (E307), aumonena xuceauxa (E330)).

ApoMaT Ha MEHTA (ChIbPKA HATYPATHU APOMATHYHY BetlecTa: d-numonen; nponuicHrankon (E1520),
ravuepin Tpuanetar (E1518), andia-tokepepon (E307), €THI0B ankoxon, MyNerod, MeHTohy paH)

6.2 Hecr,BMeeTHMOCTH
Henprnoxumo.

6.3 Cpox na rognocr
3 roEHHH.

Crielx mupBo oTRApAHE: | vecen

6.4 CnenHA. THH YCI0BHA 33 ChbXPAHEHHE

To3k NeKapcTBEH NPOIVKT HE HIHCKBA CNELKANHH YCIOBHA HA ChXPaHEeHHE.

6.5 Tanue 3a oNAKOBKATA

Opodap Wurenc 8,75 mg/nosa cnpeit 3a ycrHa mrapvua, pasteop ce npeanara 8 HPDE dyrunka ¢
A03upalla noMna.

Beaka Oyruaka coabpska 15 ml paztrop, koiTo ocrrypaea 84 BIbCKBaHKA,
6.6 Cnienua/IHH MpeINa3sHH MepKH MPH KIXBLJIAHE,

HeH3mon3BaHuaT NEKAPCTBEH TIPOAYKT HIH OTHATBYHHTE MATEPHAIH OT HEro TPAGea 1a ce HIXBBPNAT B
ChOTBETCTRHE C MECTHHUTE M3HCKBAHHSA.

To31 NEKAaPCTBEH NPOAYKT MOJKE [4a NPEACTABIIABA PHCK 3d OKOJHATA Cpena (BHKIE TOUKa 5.3).
7. TIPHTEXATEJ HA PAJPEHIEHHUHETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmaHHs

8. HOMEP HA PAIPEUIEHHUETO 3A YIIOTPEBA:
Per. Ne: 20230206




9. JATA HA II'bPBO PASPEIIABAHE / HO,I[[IOBHBAHE HA PA3PEIIEHHUETO 3A
¥YIMOTPEBA

Jlata Ha mbpRrO pazpewasane: 20.11.2023

I[aTa Hd NOCJICOHO [NTOJTHOBABAHE !

10. AATA HA AKTYAJIM3AIIS HA TEKCTA

Denpyapu, 2026




