KPATKA XAPAKTEPUCTHKA HA NPOAYKTA

I.

FARINGOSEPT 8,75 mg compressed lozenges

2. KAYECTBEH U KOJIUMECTBEH Cb(CTAB
Beska Tabnerka 3a cMyuere cbabpxa dpaypbunpodgen (flurbiprofen) 8,75 mg.

3a NBLIHWSA CHHUCHK HA NOMOLLHUTE BELLECTBa BHXTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

TadneTka 3a cmyueHe, nMpecoBaHa.
beaun 10 noutn 6eny. Kpurian, NNOCKN TADNETKH 3a CMYUEHE ¢ apOMaT Ha MeJ U TUMOH.

4. KIHHHUHYHHU JAHHH
4.1 TepaneBTHYHH MOKAZAHHUA

GOAPHHI'OCEIIT:

- cbabpxa gaypbunpoder. Toli cnaja KbM rpynaTa Ha HeCTEPONIHHTE NPOTHBOBL3NANUTENHH
cpeacrtaa (HCTIBC), kouTo HaMmansear sui3naleHHeTo U odsiek4asaT DoKara;

- ocHrypsea o0seK4yaBaHe Ha CUMIITOMHTE. XapakTeépHH NpH 3a4YepBEHO H  0ONE3HEHO
Bb3NANEHO I'bPIO;

- OCUTYPABA HUIMEPHM YCIIOKOABALL U NOKpUBALL edeKkT Ha BTOpaTa MUHYTA. [1070BHH Yac cnen
npueMade Ha TabneTkara ce Habnwaasa obneKkueHue Ha 0osKaTa U HaMaNABaHe APa3HEHETO B
rbproto. JecTeueTo npoabakasa 10 4 4aca cj1el NMpUeMaHeTo Ha TabIeTKaTa 3a CMyYeHe.

GAPUHIOCEIT e noka3aH npy Bb3pacTHM U J€Ua HA Bb3pacT Hal 12 roauduu.

4.2 /Jo3upoBKa H HAYHUH HA [IPUHJIOKEHHE

Ho3upoBKa
Bu3pacTHu ¥ aetia Haa 12 roanHu: eaHa tabneTka 3a cmyueHe npes 3-6 vaca.
Jla He ce npueMar noseve oT 3 TadaeTky 3a 24 vaca.

anﬂDp'h‘lBﬂ CE JICKAPCTBCHUAT NPOAYKT da €€ NPUEMa MAKCHMYM 3 JIHH.

Heduampuuna nonyiayus
GAPHUHI'OCEIIT ¢ npoTeonoka3aH Npy aeua Ha Bb3pacT 1o 12 roanHu.

Hayuenmu & cmapyecka 8v3pacn

He moxke aa ce Hanpasd oduia npernopbka 3a A03UPAHE. Thi KATO MOHACTOALLUEM KIMHUUYHHAT OIMT €
orpaHuueH. [lauuerTUTEe B CTapuecka BBLIPACT ca C MOBHLIEH PUCK OT CEPHO3HU_[IDCIENCTBUS OT
HexXe1aHMTe peakuuu (Bx. Touka 4.3). X
Heproopoouna nedocmamvunocm

[Ipy nauMeHTH ¢ NEKO 10 YMEpPEeHO HapylueHWe Ha 4YepHoIpoOHaTa ¢y
noHMxaBaHe Ha no3ara. [Ipv mauMeHTH ¢ TEXKa YEPHOIpoOHa HE.HOCTB.’I'I’:
NpoTUBONOKAa3aH (BX. TOYKa 4.3).




bvopeuna nedocmamuvaHocny
[Ipr nauueHTH C JleKo 10 YMepeHO HapyuleHue Ha ObOpeuHaTa QyHKUMS HE € HEODXOQHMO
noHWXkaBaHe Ha gozarta. [lpu nauumeHTH ¢ Texka ObOpeqHa HEAOCTATHUYHOCT QuypOUNpOdeHsT e

MpOTUBONOKa3aH (BXK. To4Yka 4.3).

HauyuH Ha npuioKeHHe
3a OpOMYKO3IHO NpraokeHHe. Ja ¢ce cmyuye/pa3teaps 0aBHO, KaTo ¢e JBHKH B yCTaTa.

KakTo BCHMUYKH APYTH TaONeTKU 3a cMyudeHe, 3a aa ce u3berne nokanHo apasnede, PAPHHIOCEINT
TaONeTKH 3a cMyueHe TpaAGBa 1a ce JBMXKAT B yCTaTa JA0KATO Ce cMy4ar. AKO ce MOABU Jpa3HEHHE B

ycTara, eueHneTo Tpabea 1a ce npexkpati.

4.3 {lpoTHBONOKA3IAHHUA

e (CBPBXUYBCTBUTE/THOCT KbM AKTMBHOTO BELUECTBO WM KbM HAKOE OT MOMOLUHHTE BElLLECTBa.
H30poeHH B TouKa 6.1,

e OnypounpodieH € MPoTUBONOKa3aH Npv MaUMEHTH C HANMYME WM JaHHH B 2HaMHe3ata 3a
nenTH4YHa S3Ba HA CTOMAXA/XEMOparua W f3Ba Ha ABAHA1E€CETONPbLCTHHKA (JBa WIH MOBEYe
OTYET/IMBH €NK30/1a Ha J10Ka3aHa y/lepaLHsa WiIH KbpBeEHe).

e [landeHTH ¢ JaHHM 73a pPEAKUUHM Ha CBPBXYYBCTBHTEIHOCT (HAMp. acTMa, aHruoenaem),
OpOHXOCMA3bM, PHHUT WAM YPTUKAPHUA, CBbP3aHU ¢ TEpPAMuUd ¢ aueTHICANHUUIOBA KHCETHHA
WIH ApYyTH HECTEPOUAHN NTPOTUBOBL3NATUTEHM JEKAPCTBEHU MPOIYKTH.

e TexKa CbpIe4YHA HEIOCTATbYHOCT, TEKKA YEPHOJAPOOHA HEXOCTATHHHOCT MM TeXKa OBOpevHa
HEeAOCTATBHYHOCT (BXK. TOUYKA 4.4).

¢ [JauveHTH ¢ aHaMHe3a 3a CToMallHO-4YpeBHA MephopauHs WM KPbBOUIAUB. TEADBLK KOJMT,
XEMOPAriA UK XEMOMNOSTUYHH HApYIWLEHHA, CBbp3aHu ¢ yroTpedara Ha HCTIBC.

e [IlpoTuBONOKA3aH € nNpes MOoCNeAHKAT TPUMECTBP Ha OpeMeHHOCTTA (BX. TOYKa 4.6).
4.4 CneuHajHH NpelynpexAcHHH H NPeana3HH MepPKH NpH ynorpeda

Hexkenannre JNEKApCTBEHH peakKUHK MoraTr dad ObaaT HaMaJICHH, KATO 3d KOHTPOJIUPAHC Ha
CUMIITOMHUTE C€ H3N0I3Ba Hall-HHMCKaTa ECI)EKTHBH& 1033 BbB Bb3MOMAHO HHFI-KPHT]:H [ICPHOI OT BpcMC,

[leauaTpuyHa nonyaauus
[Tpu nauMeHTH B CTapyecka Bb3pacT MMa MOBUUIEHA HECTOTA Ha Hexenawu peaxuuyn xkbm HCTIBC,

0CcoOeHO CTOMALLHO-YPEBHO KbPBEHE U nepdopauus, KOWTO MOXeE 1a ca (aTanHm.

PeciupaTopHy eQexTy

Moxe naa ce HalIHOAaBa OpPOHXOCNAILM NMpU NAUMEHTH ¢ OpOHXUANHA acTMa WK alepruyHH
3a0onsABanMg, MKW aHaMHe3sa 3a TakuBa. [lpu Te3u naudeHTu daypdunpoden TadneTkn 3a cMyueHe
TpadBa Ja ce U3M0N3BAT ¢ [OBHLIEHO BHUMAHHE.

Hpvru HCTIBC
Tpsabsa na ce u30Aresa eaHoBpeMeHHaTa ynotrpeda Ha GprypOunpopeH TadbneTku 3a CMyUeHe ¢ apyru
HCTIBC, BKIIOYHTETHO CeTEKTUBHU HHXHOUTOPH Ha LMKNOOKCHIeHa3a-2 (Bx. To4ka 4.5).

CucreMeH aynyc epuTeMaTo3yc H CMECEHO CheTHHUTENHO-ThKAHHO 3a00aBaHe
[TauMeHTH CbC CHCTEMEH JIYTYC EPHTEMATO3YC B CMECEHO ChEAUHHUTEIHO-THbKAHHO 3a001aBaHe MOraT
Ja UMaT yBEHYeH PUCK OT aceMTUYEH MEHUHIUT (BXK. TOuKa 4.8), HO TO3K eeKT 0OMKHOBEHO He ce
HaOaKJaBa MpYM KpaTKOCpoYHa M orpaHvudeHa ynorpeda. KakTo npu paypOMnpoPeH TadNeTKH 3a
CMYyYeHe.

bbOpeyuHU ¥ 4EPHOAPOOHHN HAPY LLICHUS

Mma aaunu, ye HCIIBC npeausBukBaT pazauyHd QOpMU HA HEPPOTOKC
MHTEPCTULMANEH HEePPUT. HePPOTUUHEH CUHIPOM HA OBOpedHa He10CTATbUH
HCIIBC ™Moxe 1a MpuddHM  1030-3aBUCHMO MOHWKEHHE HAa npocTarnadi Hms i
npeuunuTHpa noseara Ha ObOpeuHa HepocTatbuHocT. Ilpu nauweHTH ¢ OBO -%0 |

|




YyepHOAPOOHO YBpex JaHe, NpHeMallld AUYPETHLH, W B CTapyeCKa Bb3pacT Ce Hajgara BHMMaHue, Thi
kato ynotpedara Ha HCTIBC moxe 1a nosene 10 BioiiaBaHe Ha OnOpeuHata QyHKUMA.

Cbpae4HO-CbA0BH H MO3IBUHO-CBAOBH PEAKLINH

KIMHHYHY MPOYYBAHWA W €NHISMUONOMHYHM JaHHM noka3par, 4ye ynorpedara Ha (aypOunpodeH
0c00eHO BbB BUCOKM 103H (2 400 mg AHEBHO) U MPH OPOABIKHTENHO NPUIOKEHUE MOXKE Ja C¢
CBBPKE C 16KO MOBHLUEH PUCK OT aprepuaiHy TPOMOOTHYHM CHOMTHA (HAnNp. MUOKapaeH WHQAPKT
WK MHCyAT). ENMAEeMHONOrHYHHTE NPOYUYBAHHA He [TOKAa3BaT. Ye HUCKA 103a PaypOunpodeH (Hanp. <
= 1200 mg NHEeBHO) € CBbP3aHa C YBEHUYEH PUCK OT MHOKAPAEH HH(APKT.

HeoOX01MMO € NOBHUIEHO BHMMaHWe MpU MNAUMEHTH ¢ xuneptodHus. [loaxoaswo HabnoaeHue
(00CBHKIaHEe C JIeKap) ce NpenopnyBa Npu MAaUMEHTH ¢ daHamHela 3a XHMEepTOHMA W/HIH CbpleyHa
HEeNOCTATLYHOCT. Thil KATO UMA CHOOLLUEHHA 3a 33/IPBXKKA HA TEYHOCTH U OTOK, CBbP3AHH C NE€UYEHUETO
¢ HCTIBC.

Hapyuiennd Ha HepBHATa cUcTEMA

AHaJIreTUUMTE Npead3BuxBaT rriasotonue. [lpu npoabikuTeNHa ynorpeda HA aHANCETHLUW WM
ynorpeda Hal J034POBKaTa Ha MPOIYKTA. MOXE Ja Ce MM0ABH r1aBodoIKe, KOeTo He TpsbBa na ce
fIeKyBa C MOBHIICHU 103U OT JI€KAPCTBEHUS NTPOIYKT.

CTOMAIIHO-4PEeBHU ePeKTH

HCTIBC TpsbBa f1a ce npuiaarat BHUMATENHO MMPH NaUMEHTH C aHaMHe3a 32 CTOMAWIHO-YPEBHH
sabonaBanus (ynueposeH KoiuT, 6onect Ha Kpod), Thit KaTo Te3n 3abo/isBaHUs MOXE Aa ce 000CTpAT
(B#. TOUKa 4.8)}.

CoobitaBa ce 3a CTOMAUIHO-4YPEBHU KPbBOU3AHBH, A3BA UK nNepPopauHsi, KOMTO MOXKe Aa 3aBbpuiar
patanuo npu ynorpedara Ha Bcuukun HCIIBC. no Bcsko BpeMe Ha NMEYEHHETO CBC WM O€3
ApeAYNpPeAHTENIHH CUMIITOMM, WM MPeIHILHA aHAMHE3A 3a CTOMALLHO-UPEBHH NMPOOIEMH.

PUCKBT OT CTOMAWHO-YPEBHH KPLBOMIIMBH, A3Ba HAM NepPoOpaliHA € NMo-BUCOK IPH YnoTpeda Ha no-
Bucoku o3 HCIIBC. npu nauveHT ¢ aHaMHesa 3a f3Ba. 0CO0EHO ¢ YCAOKHEHHA OT KPbBOH3IHBH
unn nepdopauus (8X. Touka 4.3), KAKTO U NPH MaLMEHTU B CTAPUSCKa BB3PAcT, 00aue Teln eekTy
OOMKHOBEHO He ca OOHYaliHM NpM KpaTKOBpeMeHHa OrpaHH4YeHa ynorpeoa Ha NpPOAYKTH Karto npH
prypOunpodeH TadeTKH 3a CMYHEHE.

[TauneHTHTE ¢ aHaMHe3a 3a CTOMALLUHO-YPEBHA TOKCHYHOCT, OCODEHO Te3M B CTApYECKa BBIPACT
Tpa0Ba Aa cbOOWABAT HA MEIMUMHCKUTE CHEUHANIUCTH 3a BCHUYKK HEOOUYaHHH CTOMAILHH CUMITOMU
(N0 CNeUHANHO CTOMALIHO-YPEBHU KPHBOUIIHBH).

OnypOunpoden MoXKe Ja yIbL/DKY BpPEMETO Ha KbpPBEHE M C€ H3MCKBA BHHMaHUE MPU NALMUEHTH C
abHopMmHO kbpeeHe. [NayveHTuTe TpAOBa aa ObLAAT MOCHBETBAHU Ja ynoTpedABAT BHUMATETHO TO3H
NPOAYKT C APYFH N€KapCTBEHW MNPOIYKTH, KOMTO MOXKe 1a YBENIMYaT PUCKA OT Yillepalua WM
KbpBEHE, KATO NEPOPATHH KOPTHUKOCTEPOWAH, AHTUKOATyNaHTH (Hanp. BapgapHH), CeNeKTHBHU
WuxuouTopH Ha O0OpaTHOTO 3axBallaHe HA CEePOTOHWHA WM NPOTHROTPOMOOTHYHU CpellCTBa
(HanmpuMep aUeTHICATMUUIIOBA KHCeNWHA) (BXK. TO4Ka 4.5).

Korato ce noNy4d CTOMAWIHO-YPEBEH KPBLBOWUZIMB HIIM Ce MOABU A3Ba MPH MALHEHTH, NpUeMallld
GnypounpodieH, neueHUeTo TpAOBA Aa Ce NMpeKpaTH.

JepMaTonoruuEu eeKTH

Muoro psaako ce ¢bobulaBa 3a CEPUOIHM KOXKHY PEAKLMH, HAKOU OT TAX (PATATHHU, BKAIOUHUTETHO
ekC(OJIMATHBEH AePMATHT, CHHAPOM Ha CTHBBHC-/IKOHCHH H TOKCHYHA eNHAEepMaTHA HEKPOJIN3a BLB
Bpb3ka ¢ ynotpedara na HCTIBC (Bxk. Touka 4.8). IpuenmsT Ha diypdonpoden Tpadsa na 6bae crpas
Npy TbpBa 10ABa HA KOXEH O0PHB, IMraBUYHH JIE3UH WIH IPYTH [IPH3HALK HA CBPBX4YYBCTBHTENHOCT.

Mudexunu
TBit KaTO ¢a AOKIAABAHH M3IOAMPAHKW Clly4ad HA ODOCTPAHE HA Bb3MajIEHHE, CB'b
(Haflp. pa3BUTHE HA HEKpOTU3MpaLl PacLUMMT), CBBNALALLC MO BpeMe ¢ ynoTpefai
CUCTEMHO MPWIOKEHHE KATO Kjiac, NpernopbyBa Ce€ Ha NALMEHTUTE 1A Ce Kf
He3a0aBHO, aKo 10 BpeMe Ha ynotrpedara Ha ¢iaypOounpodeH ce NofBiAT MK BII
OakTepuanHa UHPEKLMUA.

ey




Hpvru npeaynpeaeHus
AKO CHMMTOMMTE C€ BJIOLIAT WM C€ NOABAT HOBH CUMITOMH. JIeH4EHHETO TPAOBA 1a Ce NpeoueHH OT

MEAHMUMHCKH CIICUHANTHUCT.

AKO ce MOABU J1pazHeHe B yCTaTa, 1e4eHHETO TpAdBa Ja Ce peyCTaHOBH.

[IpeaynpexaeHHsA. CBLP3aHU ¢ NOMOLLUHUTE BEUIECTRA
OAPHUHI'OCEIIT cbabpxka:

— HaTpuit. Toma JeKapcTBO CbIBPKA NO-Manko or | mmol Hatpuit (23 mg) Ha TabneTka 3a
CMYYEHE, T.€. MOXE [a CE KAXKE, Y€ NMpakTHYECKH HE ChIbPKA HATPUHA.

4.5 BiaumoaeiicTBue ¢ APYTH JERAPCTBEHH APOAYKTH H ApYru GpopMi HA BlaUMOAeHCTBHE

Jlo cera HAMa MPOYUYBAHHMA, KOUTO Ca MOKa3ald HAKAKBH B3aUMOIEHCTBHA Mexay ¢uypdunpoder u
AWTFOKCHUH, NEepOpaTHW XHUITOTJTUKEMHUYHHU CPEICTBA MK AHTHALIWIH.

Oaypbunpoden He TpadBa 1a ce H3N0.13BA B KOMOHHAUKSA C:

- Anennicatunurosa xuceunda: OCBeH ako HUCKAE 103a aueTuiacanudnoba Kucenuda (noa 100
mg AHEBHO WAM JOKajlHa MNpodMAaKTHYHA H03a 3a CBbPACYHO-ChAOBA 3allMTa) ¢ Ouna
npeanucaHa oOT JexKap. Tbil KATO MOXe 1a NMOBUIMU PUCKZ OT HEXKEeNAaHU peakUuuH (BK. TOUKA

4.4).

- Apyeu HCHBC, axnouumeno uOyapoden i CeIekmueni WixtuOumop Ha UK I00KCU eHU3A-
2. Jla ce v3darsa eaHospeMenHata ynotpeda Ha ase vian nosewe HCTIBC. Twii xaTo TOBa
MOJKe /1a J0Be1e 0 [TOBUILABAHE HA PUCKA OT HEXe/laHH peakuuu (BXK. TouKa 4.4).

Oaypbunpoden Tpabdea 4a ce H3INO0.138a ¢ BHUMAHHE B KOMOHHaUHS C:

- Anmuroaevianmu: HCINBC nekapcTBeHWTe NPOAYKTH 3aCHABAT €peKTa HA aHTHKOAry JaHTH
Kato Bapgapul (Bx. Touka 4.4).

- Anmudepecanmy u CeICKMUSHY UHXUOUMOPU HA 0OPAINKHOMO 30X8ANIAHY HA CePpOmOonind
(SSRI}: [loBMLIEH DHCK OT CTOMALUHO-4PEBHH KPBBOW3IUBU {Bik. TOUKa 4.4).

- Anmuxunepmenzusuu dexapemsd (ACE unxudbumopu, anmaconucmu na anevomersun-Il) u
ouvpemunu. HCITBC Moxe na nounuxar edekra Ha auyperduuTe. MicneaBaHHA MOKa3earT, 4e
HCTIBC Morat na noHuxat edexta Ha anypetuka ¢yposemuia. HCIIBC morat aa nouuxar
eheKTa HA AHTHXUMEPTEH3UBHW JIEKAPCTBEHHW MNPOAYKTH. JinypetHuuTte W apyru
AHTUXHIIEPTEH3UBHY TEKAPCTBA MO¥e 1a NOBHILAT PUCKa OT HEPPOTOKCHYHOCT, MPUYHHEHA
OT HMHXWOMpaHe Ha UMKIIOOKCHreHasara, OCO0eHO nNpU MaUMEeHTH C KOMIIPOMETHpPaHa
ObOpeuHa PyHxiMA (MauydeHTUTE TpAOBa Aa OBbAAT aAEKBATHO XUApaTHPaAHU ).

- Aawoxor: Moxke 1a 10oBede J0 MOBULIABAHE HA PHCKA OT HEXEIAHH peaKtutH, OCOOeHO
CTOMALUHO-YPEBHO KhPBEHE,

- Copoeunu caukosuouy. HCIIBC morar aa 0GOCTPAT ChpAeyHATa HEIOCTATBYHOCT, 1A HAMAJIAT
rnoMepy;iHaTa QUATPaUMA ¥ da MOBHLIAT MN1A3MEHUTE HUBA HA MTUKO3IUHTE.

- Lluxtocnopun: TIOBHLLIEH PHCK OT He(IPOTOKCHYHOCT.

- Kopmuxocmepouou: [loBUIWIEH PUCK OT CTOMAWHO-4PEBHH A3IBH HIIH KPbBOH3IUBU (BIK.
Touxa 4.4).

- JTumuii: MiMa 10Ka3aTe1¢TBa 3a Bb3IMOXKHO [TOBHLIABAHE HA MIAIMEHUTE HWBA HA NHUTUH, Thit
KaTo GaypOunpodeH MoXe Ja HaMaH EKCKPELMATA Ha J1IHTHH.

- Memomperxcam: UMa Bb3MOKHOCT 33 YBE/TMY@BAHE HA N1a3MEHUTE HUBA HA METOTPEKCaT.

- Mucbenpucmorn: HCIBC ne Tpadsa ga ce npuemar no 8-12 axu cnex npuioxeHue Ha
mupenpuctoH, Thil kato HCIIBC aekapcTBeHM 0pOayKTH MOrat aa HaManatr egexra Ha
MUPENPUCTOH.

- Xunoronosu aumuouomuyu: JJaHHU OT NpoyUYBAHUA BBPXY KUBOTHU [10Ka3
J€KApCTBEHHUTE  [MPOAYKTH MoOraT Jda NoBHWAT pPUCKA OT KOHBY
XUHOOHOBUTE aHTUOWOTHUK. [TauveHTH, npuemawn HCIIBC 1 xuHo:
MOBHILECH PUCK OT NOABA HA KOHBYJICHH.




- Tuxpoausmyce: Bb3MOAKEH € MOBHILEH PUCK 0T  HedpoTOKCHYHOCT, Korato HCTIBC
IeKapCTBEHUTE MPOAYKTH Ce npuiarat ¢ Takponumyc.
- Judoeydun: T1oBHIIEH PHUCK OT XEMATOOMMYHA TOKCHYHOCT NMPH €AHOBPEMEHHO NEUEHHE C

HCIIBC # 3suaoByaun.
4.6 Deprnanter, OpemMeHHOCT H KbPMEHE

bpemeHHOCT
DOnypounpoden He TpadBa 1a ce M3MOI3BA Npe3 MbPBUA H BTOPHA TPHUMECTBP Ha OPEMEHHOCTTA,

OCBEH aKO HE € KATEropuyHO HE0OX0IUM.

He ce npenopbusa ynotpedara Ha duypOunpodeH npe3 Moc.IeAHUTE TPU Meceua Ha OPeMeHHOCTTa.
Perosnoro npunoxenne Ha HCIIBC no BpeMe Ha TPeTOTO TPUMECEYUE HAa OPEMEHHOCTTA MOXE a
a0BeNe 10 MNpesaeBpeMeHHO 3arBapAHe Ha ¢eratHus ductus arteriosus W Jjga ce MNoBHLIH
6enonpofHOTO HaNsraHe Npy HOBOPOAEHOTO.

KupMeHe
Oaypbunpoden ce nogsaBa B KbpMaTa B MHOMO HHCKH KOHUEHTPAUKMH M € MAIKO BEPOATHO Te 1a
BAMAAT HEDJAronpuATHO Ha KbpMayeTo.

Oeprunurer

MiMa M3BeCTHH JaHHM, 4e JIeKapcTBaTa, KOMTO MHXUOMPAT UMKIO-OKCHIEHa3HaTa/MpocTariaHIMHoBa
CHHTE3a, MOXE J1a NpPeAM3BUMKAT YBpEeWAaHE Ha KEHCKUA (epTHIUTET, 4Ype3 Bb3ACHCTBHE BbLpXY
oByauuaTa. To3u edekT ¢ o0paTUM Clea NPEKPATABAHE HA ICUEHUETO.

4.7 EdexTn Bupxy cnocobHocTTa 32 modupaHe u padoTa ¢ MalIHHYU

[Tpu npuemase wa HCTIBC. kato Hexenanu peakuMH ca BBIMOXKHU MNOABATA HA CBETOBLPTEX U
3aMbrIeHOo BHXKAaHe. B Te3n ciyyaun naumesTLT He TpAOBa aAa wodHpa UK Ja padoTH ¢ MALLIHHH.

4.8 HexeaaHu NeKapcTBeHH PeaKUHH

CbhoOLlaBaT €& peakuud Ha CBPbX4YYBCTBUTENHOCT, BeiaeacTere jeyenue ¢ HCTIBC nexapcreenure
NpoayKTH. Te MOXKe Aa € CbCTOAT OT:

(a) HecneuuduyuHu aneprudHy peakuuy 1 aHapuiakcus.

(0) [loBuiueHa peakTUBHOCT HA IMXATEIHAaTa CUCTEMA KaTO acTMa, BIOWIABAHE HA acTMa,
OpoHXOCa3bM U AUCITHEA.

(B) Pa3iv4HH KOKHU HAPYUIEHHWA, BKIYUTEIHO OOPUMBH OT pa3ivieH THM Karo [pYypUTYyC,
ypTUKApKHa, Oyprypa, aHrdoeaem MU no-paako Oy/l03HW JepMaTo3d (BKIKOYHUTEIHO HEKpOIu3a Ha
enKIepMKca 1 eputemMa myntudopme).

Haji-yecTo HAbMIOAABAHUTE HEKETAHY PEAKLUMK Ca € XaPaKTEeP Ha CTOMALLHO-YPEBHH HAPY LUEHHA.
CnUCHLKLT HA HEXETAHW I€KApCTBEHW peakudi N0-10.1y Ce OTHacd 3a KpaTKOCpouHa ynorpeda Ha
baypbunpodeH B 203K KaTO JJEKAPCTRO, OTMYCKAHO O€3 JIeKapCcKo npeAitucaHue.

Muoro dectd (= 1/10), yectu (> 1100 10 < 1:10), reuectu (= 1/1 000 no < 1/100), peakn (= 1/10 000
ao < 1/1 000}, muoro peaku (<1/10 000), ¢ HEH3BECTHA 4€CTOTA (OT HAHYHKUTE JaHHH He MOXKe 1A
Ob/1e HAMPABEHA OLIEHKA).

HapyueHus Ha KpbBTa ¥ A1MMQHATA CUCTEMa
C Hewsgeemua wecnioma. AaHeMUA, TPOMOOUHTONEHHA.,

HapylueHnus Ha HMYHHATa CHCTEMA
Peodxu: aHapUIAKTHYHA peaKLHA.

[ICHXHUUYHHU HApPYUIEHHS
Hevecmu: 0€3ChHUE.




HapyliieHHd Ha HEPBHATA CUCTEMA
Hecmu: raasodosie, 3aMafsHOCT, NApeCcTe3HA.
Heuecmu: CbHIMBOCT.

ChbpIeyHU HapyueHus
C neuzgecmua vecemoma: OTOK, XHNEPTOHHA U ChplevHa HEJ0CTAaTbYHOCT.

PQCI’IHPHTD_QHH., FPBAHH H MEAHACTHHANMHH HAPYVHICHUA

Yecmu. Apa3HeHe B rbploTo.
Heueemu: oboctpsase Ha acTMa M OpoHXOCHAIbLM, AHMCOHEd, XPUIIOBE, OpOdapUHIeanHH MEXYPH.

(hapuHIreanHa Xxunoecrasus.

CToMalHQ-4peBHN HAPYLUEHUA

Yecmu: OuapHa. A3BM B yCTaTa, rajleHe. OONKM B yCTarTa, napecTte3ds B ycrara, opogapuHreanHa
bonka, AnckomopT B yCTHaTa KyXiiHa (4YBCTBO HA TOMJIMHA UH NapeHe, WK U3TPLIIBaHE B yCTara).
Hevyeomu: NMOAYBAHE HA KOpeMa, KOpeMmHa 00.1Ka. 3anek, CyxoTa B ycrata, Ancnencus. :aratvieHuus.
FMOCOAMHUA, AUCTEYIUA, OPATHA AM3eCTe3NA, NOBPbILAHE.

YepHoapoOHK HapyLIEHS
(" Hewsgecmua Yecmoma. XenaTHr.

HapyLIeHUA Ha KOXKATA U NOJAKOKHUTE ThKaHU

Hevwecmu: pasniHU KOXHU OOpUBH. ChPOEK.

C newssecmua yecmomd, TEXKH DOPMHU Ha OyN03HU KOXHHU peakuH, BKIHOYHUTETHO CHHIPOM Ha
CTuBBHC-/IKOHCBH ¥ TOKCHYHA enUAepMaliHa HEKPOIIH3a.

OO0ui HapyuieHus U eeKTH Ha MACTOTO Ha [MPUJIOXKEHUE
Hevecmu: Tpecka. 00aKa.

Cpodulapase Ha N0103UPAHU HEXENaHH peakuni

Cbo011aBaHeTO Ha NMOA03MPAHM HEeXeNaHd peakUUy ciiel paspelaBaHe 3a ynotpeda Ha NeKapCTBEHHA
NpOAYKT € BaxHO. ToBa Mo3B018Ba 1@ NPOIBIXKH HAONHOACHUETO HA CHOTHOWEHHETO NOJ3a/PUCK 32
neKapcTBeHHss npoaykT. OT MEeAUMUMHCKUTE CNEeLHaldcT Cc€ W3MCKBA A& CboDOLIABAT BCiKa
No103MpaHa HexenaHa peakuus upes MinkwaHuTeanara areHuus no jgexapcersara. ¥.1. JdamsaH [ pyes Ne
8, 1303 Codusa, ten.: +359 28903417, yedcaiiT: www.bda.bg.

4.9 [lpeaosnpaHe

CUMNOTOMH Ha Npeao3dpaHe
[Tpy moBeveTOo NauMeHTH, KOUMTO €4 MOrbLIHANH 3HAYWTEITHO OT KIIMHHYHA rineiHa Touka KOJHYeCTBO

HCIIBC, npeaoinpaHeTo HiMa 1a ce NpoABH C ApYre OCBEH rajeHe, NOBpbLUAHE. eNUracTpasiHa
donka uanm no-paake amapus. vy B yiudTe, raaBoOosMe, CTOMAWHO-YPEBHO KbpPBEHE CbIUO Ca
BL3MOXKHH. [IpHU MO-ceprO3HN OTpaBAHUA, TOKCHYHOCTTA 3aCAra UEHTPAJTHATA HEPBHA CUCTEMA U CE
NpOSBABA C BEPTHrO., CHHAWBOCT, MOHAKOra mpeBb3dyla W Jes3opHeHTauus nan koma. llouskora
MauHeHTUTe paisuBaT KouBviacuu. [lpw cepuosHo orpasdHe ¢ HCIIBC wmoxe 1a ce nossu
XUmepKaIeMus, MeTadoIMTHA aunio3a ¥ aa ce YIbAXd nporpoMbrHoBoTo speme/INR, sepodaTHo
ABIKAWO C€ HA CMYLUEHUA HA ACHCTBHETO HA LUMPKYJIUPALIMTE ChCHpBALLM (akTopd. Moxke ga ce
MOA8H oCTpa OBOpEUHA HeAOCTATBHYHOCT. [IpH acTMaTHUM € BB3MOXKHO BIOLIABAHE HA acTMaTa.

TepaneBTHYHU MEPKU MPH NPEI03HPAHE
Jleyennerto TpadBa 1a Obe CHMITOMATHYHO K NOAIOMArallo, Aa BKAYBA NOLIbpKaHe Ha ﬂHH
ANXATETHY BTULA U MOHUTOPHHT HA CBPICHHUTE W KH3HEHUTE MOKA3ATENN 10 CTISHTHMOANS o
HM. Moe na ce BieMe NpeaBUA MNepopaiHOTO NPHAAraHe HA AaKTHBEH BLIIIEH U CTOYMAR [Ipe

aKo MaLUHeHTLT Obae NeKyBaH 20 | 4ac OT MOrABLIUAHETO HA MOTEHLMAIHO TOK
Koupviacuure TpsdBa 1a ObJAT JleKyBaHUY ¢ MHTPAaBEHO3EH Aud3enaMm diad nopasf &t Ty
WIH npoabxutenHu. [lpu actma ce npuaarat OpoHxoaunararopu. Hama cneu b
Qaypounnpoded. Haima cneunPuu{o jseueHHe ¢ aHTUIOT.




5. GWAPMAKOJIOIMNMYHU CBOUCTBA
5.1 @PapMaKoIHHAMHYHH CBOHCTBA

dapmakonoruyna rpyna: [lpenaparu 3a ne4eHne Ha [bpRo, APYrU NpenapaTu 3a rbpro.
ATC xox: ROZAXO]

MexaHu3bsM Ha JeHCTRUE
OaypounpodeH € HecTepouieH [POTUBOBBIMAIMTENEH ICKAPCTBEH [MPOIYKT W NPHUTEXaBa

AHAIeTHYHO M MPOTUBOBB3MANUTEIHO JAeiicTBUe. TepaneBTUUHUAT ePeKT HA 1eKAPCTBEHUs NPOIYKT
€ pe3ynTar Ha MOTUCKAHE aKTUBHOCTTA HA NPOCTAr1aHaIHHOBATA CHHTE3A.

Cnopea npoy4BaHWATa, W3M0A3BallM aHAIW3 HA nepupepHa KpbBe, GaypOunpoped ¢ cmecen COX-
[/COX-2 uHXHOUTOP € U3BECTHA CeIeKTUBHOCT KbM COX-1.

DapmMakoIMHAMUYHH ederTU

[peakAHHH4HHTE NPOy4BaHHA Nokaspar, ye R (-) eHaHTHOMepa Ha daopdunpypeH W CBbp3aHWTE
HCIBC neiicTaat BbpXy UeHTpaHATA HEPBHA CUCTEMa (C BEPOATEH MEXAHWIBM Upe3 MHXHOHpPAHE Ha
COX-2 Ha HUBO rpbOHAYEH MO3JBK).

Kny¥Hu4yHa edUKACHOCT M 0€300aCHOCT

[Ipy npunaraHe Ha eaMHMUHa no3a ¢nypdbunpoder 8.75 mg nokanHO B rbpjoTo 4pe3 TabneTka 3a
cMyyeHe e HadmoaaBaHo 00/1eK4aBaHE HA BBLINANEHOTO Ibpilo, BKIOHHUTETHO NMOAYTO H 3aUEPBEHO
MbpJIO. CHOped 3HAYUTEIHOTO HaMaNeHKe (CpeaHa pa3ivKka no MEeToAa Ha Hal-MAanKUTe KBAJPAaTH) HA
cuilaTta Ha 0OJIKaTa [MpUY Bb3NaJEeHO BP0 HA 22-Ta MUHVTA (- 3,5 mm), KOETO IOCTHIa MAKCUMYMA Ha
70-ta muuyTa (-13,7 mm) v octaea 3HavuMo 10 240 MuHyTH (- 3,5 mm), B T.4. MPH NAUKHEHTH CbC
CTPENTOKOKOBH WAW Npyrd HHPEKUHMH: HAMATEHHE Ha 3aTpyIHEHUETO MpH nperabuiade Ha 20-ta
MHUHYTa (- 6,7 mm), KoeTo gocTura Makcumyma Ha 110-ta muuyTa (- 13.9 mm) u ce 3anaisa qo 240
MHUHYTH (-3,5 mm), KAKTO ¥ HaManeHUe Ha yCellaHe 3a NodyBaHe B [bPloTo Ha 60-Ta MUHYTa (- 9,9
mm ). KoeTo A0CTHra Makcumyma Ha 120-ta munyTa (- 11,4 mm) H ce 3ana3sa 10 240 MUHYTH (- 5,1
mm).

H3mepBaHeTO Ha €PUKACHOCTTA NPH MHOMOKPATHO 103MpaHe 1Upe3 CymaTa Ha pa3liukHTe B CulaTa Ha
donkara (SPID) 3a 24-4acoB nepuon noxaszsa 3HAYUTEIHO HaMalleHHEe Ha cujlara Ha Dojkara oT
BB3NANEHOTO Ibpito (- 437, 7 mm*h no - 529,1 mm*h). 3atpyaHenuneTo Ha nperabulane (- 458,4 mm*h
no — 575,0 mm*h) 4 noayeane nHa rspaoto (- 482,4 mm*h no — 549,9 mm™h), kato cymara Ha
HAMAIE€HHETO Ha OONKATA € CTATHCTHYECKH 3HAYHUMO NMO-roj1AMa Ha BCEKH 4acOB HHTEpBal B paMKUTe
Ha 23 4aca npv BCUMKMTE TpH [lapaMeTbpa. KAKTO W OOIEKYEHHE Ha Bb3INAIEHOTO BP0 €
CTATUCTUUECKH 3HAYKMMO MO-rOJASMO HA BCEKHM 4ac B paMKHUTE Ha 6-4aCOBHA NEPUOA HA OUCHABAHE,
Jloka3zaHa e ¢blo ehUKACHOCTTA OpY MHOIOKPaTHO J03Wpade B pamkute Ha 24 vaca U Ha 3 JHU.

[Tpy napveHTHTE. NOpMEMALIM AHTHOMOTHUHM Cpeuly CTPENTOKOKOBA HH(pEKUHd, € YCTAHOBCHO
CTATHMCTHYECKH 3HAYUMO MNO-roisiMo o0NexdaBaHe NO OTHOWEHWE UHTEH3UTeTa Ha OoJKaTa oOT
Bb3Nas1IeHOTO I'bps10 NIpK darypounpoden 8.75 mg tadieTku 3a cMyueHe cier 7 vaca i noseye cien
npueMa Ha aHTUOHOTHUM. AHAIreTHUHUAT edekT Ha ¢uypdunpoden 8.75 mg TtabaeTku 3a cMmyueHe
He C& HaMaifiBa OT TpyeMa Ha aHTHOMOTHLM 32 JIeHeHHE Ha CTPENTOKOKOBA HHMEKUMS NPU 3a4EPBEHO
I'BPJTO.

JlBa uaca chea apunaraHe Ha nbpeaTta do3a ¢Quvpbunpoden 8,75 mg TabieTkH 3a CMy4eHe ce
OCUrypsaBa B 3HAYMTE/THA CTEMNEH HaMA/IABAHE Ha HAKOW OT CBbP3aHWTE CUMITOMH C Bb3MANCHO IbP.o,
HaNHYHH HA H3XOQHOTO HHUBO, B T.4. Kawnuua (50 % cnpsamo 4 %), nunca Ha anetuT (84 % cnpamo 57
%) n pedpuautet (68 % cnpamo 29 %o).

Tabiierkara 3a CMYYeHe OCHTypsiBa o0iekyaBall U nokpusall edext cied 2-t1a MHHYTa,

30 MuHYTH crea TIpMeMaHe Ha TadneTkarta ce Habmozasa odiekyeHHe Ha 0onKarTa, HaMaldBaHe Ha
APa3KEHETO H BBINAICHHETO, XApaKTEePHH 3 3aUEPBEHOTO I'bpno. JdeficTBHETO NPOILAHARA i s}.’ o
cliea MPUEMaHeTO Ha TaDMeTKUTE 3a CMYUeHe. ¥




[legMaTpuiHa NOIYNALUSA

He ca npoeexaaHy cneuManHy NpoyyBaHus npu Aeua. [Ipoyysanusara 3a epuxkacHocT i 0e30MacHOCT
Ha ¢aypounpoden 8.75 mg TabaeTKH 3a CMyHEHE Ca BKAIOYBAIM Jjeua Ha Bb3pacT 12-17 roauHu,
BLIPEKH € MANKHAT pa3Mep Ha rpyrata He 1103B0/11Ba 1A Ce HanpaBAT CTATHCTHYECKH W3BOIM.

5.2 dapMakOKUHETHYHH CBOIICTBA

Adcopbdbuus

Onypbunpode ce pesopOupa Obp30. MAKCUMATHH CEPYMHH KOHUEHTpanHu ce Hadmwoaaear 30-40
MUHYTU Cel npueMaHeTo My, MakcHManHuTe Mia3MeHd KOHUEHTpauHKu ce JOCTHraT no-0bp3o OT
Te3lW chel [10rAbllaHe Ha €KBUBAJIEHTHA [03a B TabnetrHa ¢opMa 3a NEpopaiHO NPHIOKEHHE.
Onypbunpoden Moxke aa ce abcopOupa OoT yCcTHAaTa KyxuHa 4ype3 nacupHa JuQy3us. CTeneHra Ha
abcopOLuMs 3aBUCH OT JeKapcTBeHata popMa, KaTo HAHW-BUCOKMTE KOHUEHTPAUKW Ce MOCTHrar [o-
OBLP30. MaKap U B CXOAHA CTENEeH, CrpAMO Te3H, KOUTO Ce NOCTHraT ¢jie]l ¢KBUBAJIEHTHA MOrbJjHaTa

A034.

Pa3npeieieHue
OaypounpodeH ObpP30 NpeMuHABA MNpe3 THAIOTO M C€ CBbP3Ba BbB BHCOKA CTEMEH C [UIAZMEHMTE

IMPpOTCHHH.

buorpaHcdopManns / EnumMmnHupane

OaypounpodeH oCHOBHO ce MeTadoM3IMpa UPe3 XUAPOKCU IUPAHE U Ce eKCKpeTHpa Ype3 0bvOpeumTe.
Bpemeto Ha momyxuBoT € oT 3 A0 6 yaca. OuypbunpogeH ce eKckpeTHpa B KbpMATd B MHOI0 MasiKu
KoJIMuecTBa npu xopa (no-manko ot 0,05 pg/ml). [Ipubanizurenno 20-25 % oT nepopanHo npyeTarta
Ao03a paypounpoder ce ekcKpeTHpa HeNpoOMeHeHa.

[TaugieHTH B CTapyecka Bb3pacT U NeaMaTpUuHa 0onynarms

He ca Jox1aaBaHM pa3iMKH BbB (rapMaKOKMHETHUYHUTE napaMeTpy Hpd J00poBONUM B CTApyecKa
BB3pACT M MNAAeKH <Cllel NepopaiHo  npvaoKeHue Ha ¢aypdunpogen Ttabdbaetku. Hsawma
GapMakOKHMHETHYHH JAHHHK 33 Acla noa 12 roauHH caeld npHackKeHue Ha gpaypounpoden 8,75 mg.
BLIIPEKH TOBA MNPHIOKEHHETO Ha (GaypOunpopeH B CHPON H CYTOBMTOPHM HE [0Ka3Ba 3HAYUMHU
Pa3NHKH BbB (PAPMAKOKHMHETHUYHHUTE NTapaMeTpH B CpaBHEHUE C TE3H NIPU Bb3PACTHH.

3.3 [lpeaKIUMHHUYHHU JaHHH 32 D€30MACHOCT

Hsima apyrM NpeakivMHUYHKM JaHHU OT 3HaueHue, OCBEH HH{pOpMAUHATA BKIOYEHA B ChOTBETHUTE
APy TOHKH.

0. OPAPMALUEBTHYHH JAHHH
6.1 ChHcebK HA MOMOLIHHUTE BELIECTRA

MauuTOon

MarHesuen creapat

K0oUAEH 0E3BOJAEH CHITHLIMEB THOKCU,

Harpues UHRIaMaT

 [OBHAOH

Apomar Ha Mej (apoMaTH3KHpalUN BEILECTBA, KAPTO(hEH MaNTOJEKCTPHUH)
ApomaT Ha JTHMOH (apoMaTH3WpallH BELLECTBA, LAPEBHYEH MAATOACKCTPHH, apadCcKa ryma, 3axap,
Oy THT XHAPOKCHAHH3O )

ApoMaT Ha JIHOTHBA MEHTA (apoMaTH3MpallH npenapary, UapeBHYEH MATTOICKCTPHH

6.2 HecnbBMeCTHMOCTH

HenpunoxuMmo.



6.3 Cpox HaroaHocT

3 roauHu

6.4 ChneunaJHy YCr0oBHA HA ChXpPAHEHHE

He ce n3nckBaT crieuHantHy yClOBUSA HA CBXPAHEHHUE.
6.5 Buau chabpKaHde HA OMAKOBKATA

biucTtep ot 6410, HenpozpauHo PVC/PVDC/Alu gonuo ¢ 10 tabnetku 3a cMyUeHe, NpecoBaHH.
Beaka kytus cbabpka 20 TabAeTKH 3a cMyueHe, npecoBaHu (2 Onucrepa) v JIMCTOBKA 32 NALIMEHTA.

6.6 CneuuaaHU Npeana3Hu MEPKH NPH H3XBLPJIAHE

Hen3no3BaHUAT NEKapCTBEH MPOAYKT HJH OTNAABYHUTE MATCPUATH OT HETO TpHGBa Add CC HU3XBBPJIAT
B CHLOTBCTCTBHMC C MCCTHUTC U3HCKBAHHA.

7. MPUTEXATEJI HA PASPELIEHHETO 3A YITIOTPEDBA

®optekce Hyrpacrotuxkanc OO/]
ya. [poxnageH kb1 10
1362 Cotus, bbnrapus

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. No: 2020001 1

9. JAATA HA I'BPBO PA3PEWMABAHE/INIOAHOBABAHE HA PA3SPELIEHHUETO 3A
YIMTOTPEDBA

JlaTa Ha nbpBO pa3pelnarade: 27 aHyapu 2020 r.
IaTa Ha Noc;1eaHO NOIHOBABAHE:

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

09/2024
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