KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA

AL OLLO 42/
L9 13-

1. UME HA JIEKAPCTBEHUS ITPOAYKT

Eduzon Uurens 8,75 mg TabiieTku 3a cMyyeHe
Efisol Intense 8,75 mg lozenges

2. KAYECTBEH U KOJIMMECTBEH CbhbCTAB
Besika Tabnerka 3a cMyueHe chabpxka 8,75 mg ¢uypbunpoden (flurbiprofen).

[ToMOLIIHHU BELIECTBA C H3BECTHO JIEHCTBHUE:!

Hzomant (E-953): 2051,63 mg/Tabnerka 3a CMy4eHe
Manturon (E-965): 427,67 mg/Tabneérka 3a CMy4eHe
ApoMaTtH, ChAbPIKALIK aJIepreHd B apoMaT Ha JIMMOH U MEHTOBO MacJio.

34 MbJIHKWA CITHCHLK HAa NMOMOILIHUTE BellleCcTBa BUXKTE Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cmyueHe

[TpospauHa /10 XkbITeHHKaBa, Kpbrila TabneTka 3a cMmyyeHe, ¢ aamersp 19 £1 mm.

4. KJAHWYHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHA

Edwuszon UuTens e nokasaH 3a KpaTKOCPOYHO CUMNTOMATHYHO 0O0JIEKYaBaHe Ha CUMITTOMHTE Ha
Bb3I1AJIEHO I'bPJIO MPH Bb3PACTHH M JIella Ha Bb3pacT Ha/l |2 roauHH,

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
TpsabBa ja ce u3no3Ba Hail-HMCKaTa epeKTHBHA /103a 3a HaH-KPaTKHUA ME€PUO/L OT BpeMe, HeOOXOoaMM

3a oOJiekuaBaHe Ha CUMNTOMHTE (BX. ToOuka 4.4).

Bvspacmnu u oeya na év3pacm nao 12 2oounu:
Enna Tabnerka na ce cmyue/pastBaps 6aBHO B ycTara Ha BCekH 3 110 6 yaca, ako e Heodxoaumo. Jla ce
MpUeMaT MakCHMyM 5 TabJIeTKH 3a CMy4Y€eHe Ha BCEKH 24-4acOB NEPHO/L.

To3u nekapcTBeH NpoAyKT TpsOBa /1a ce U3MoJI13Ba HE MOBEYE OT TPH JIHH.

lleouampuuna nonyaayus
He e noka3an 3a neua noa 12 roauHu.

Cmapuecka nonyaayus
[Topaau HegocTaThUEH KIIMHUYEH OMUT HE MOraT /1a Ce HanpaBaT OOIM NPernopbKy 3a J103UpOBKaTa.
[TaumeHTHTE B cTapyecKa Bb3pacT ¢a W3JI0XKEHHU Ha NMO-BHCOK PUCK OT CEPHO3HH HEKEIaHH PeaKLHK

(BK. TOUKa 4.4).
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Vepeoena 6vbpeuna gynxyua
[IpM NaLKEHTH ¢ JIEKO A0 YMEPEHO YBpeAcHa 6u06pevHa QyHKIIMS He Ce H3UCKBA HAMANABAHE Ha
nozata (Bxk. Touka 4.4). [Tpu naumenTH ¢ Texka 6b0pedHa HeROCTaTEYHOCT GuypbunpogeH e

NMPOTHBONOKAa3aH (BX. To4Yka 4.3).

Vepeodena uepnodpobra gyrxyus
[Tpy NaLKHEHTH € JIEKO A0 YMEPEHO yBpeAeHa yepHoApoOHa QYHKUMS HE ce H3HCKBA HAMaJIiBaHe Ha
Ao3ata. [Ipy naLMeHTH ¢ Texxka uyepHoaApoOHa HEJOCTATHYHOCT (BXK. TOYKa 5.2) pypbOunpodet e

MPOTHBONOKAa3aH (BX. To4Yka 4.3).

HauynH Ha npuwioxeHue

CaMmo 3a OpOMYKO3HO NMPHJIOXKEHHE B KPaTKOCpOU4Ha yrnorpeba.

KakTo npHn BCHuKH Tabnetku 3a cMy4eHe, Eduson Uurens Tpadsa na ce ABMKAT B yCTara, 3a 1ia ce
u3berte JTOKAJIHO Jpa3sHEHE.

4.3 IIporaBonoka’aHus

Ednzon HaTeH3 ¢ NPOTHBONOKA3AH B CJOCAHATE CJIYUYAH:

- CBPbXUYYBCTBUTENHOCT KbM aKTHBHOTO BELLECTBO HJIM KBM HAKOE OT MOMOLIHHTE BELIECTRA,
u3GpoeHn B Touka 6.1

- NAaLMEHTH C 8HAMHE3a 33 PEaKLUHK Ha CBPBXYYBCTBHTEIIHOCT (Harfp. acTMa, OpPOHXOCTIa3zhbM,
PHHHT, @aHTHOeleM WK YPTHKapHA) BCICACTBHE Ha JIEUEHHE ¢ aleTWICAIIHLIWIOBA KMCE/IHHA
WIH JpYTd HECTEPOUAHM MPOTUBOBL3NANHTENHH CPEACTBA.

- aKTUBHA WIH aHAMHE3a 33 PEUMAUB Ha NENTHYHA A3Ba/KPBROU3NMNE (ABa WIH NOBEYE OTHETIIHBH
€nu30/a Ha JOoKa3aHa fA3Ba) M YpEeBHA A3Ba.

- aHAMHE3a 33 CTOMALIHO-YPEBHO KbPBEHE WIH nepdopaLius, TeXbX KOIHT, KPbBOWIHE WIH
XeMONOETHUYHH HapyllleHHs, CBbp3aHu ¢ npeauiuHo neuende ¢ HCTIBC.

- nocleacH TpUMeCThP Ha OpeMeHHOCTTa (BXK. TOUKa 4.6).

- TEXKA ChpAeYHA HEJOCTATHYHOCT, TeXKKa ObOpeYHa HEAOCTATHYHOCT WIIH TEXKKa YepHOApobHa
HEAOCTATHYHOCT (BX, TOouka 4.4) |

4.4 CrhennanHs npeaynpekaeHH H NpPeANA3HE MeDKH NPH ynotTpeda

Hexenanure peakuuu MoraT aa 6LAaT CBeAEHH A0 MHHUMYM 4pPe3 H3MOI3BaHe Ha HaH-HUCKaTa
edeKTHBHA 1034 33 BL3MOXKHO Hali-kpaTkus NepHoa OT BpeMe, HeoOXxo0/1HMa 3a KOHTPOIHpaHe Ha
CHMIITOMHUTE {BHXKTE CTOMALIHO-YPEBHHUA H CHPACYHO-CBAOBHA PHCK NO-A0JY).

[Tonynayun 6 cmapuecka ev3pacm
[Tpu nalHeHTHTE B CTApUECKa Bh3PAcT HecToTaTa Ha Hexenanu peakuuu kbM HCIIBC e nosuineRa,

ocofeno CTOMaIIHO-YPEBHO KbpBEHE H nepdopauys, KOHTO Morar aa Obaar ¢ paraneH U3Xos.

Huxameanu napyuenus
[Tpn mauMeHTH, cTpaaamy oT OpoOHXHATHA acTMa MITKH AIEPrUYHM 3a00NIIBaHMA HITH C aHAMHE3a 34

Te3H 3a00ABaHMs € Bb3MOXHO 12 Bb3HHKHE OpPOHXOCATHM. tbnypﬁnnpocbeﬂ TpsAOBa 1a ce H3IMOJI3Ba
C MOBHLIEHO BHUMAHUE MIPU TE3H MALMUEHTH.

Hpyeu HCIIBC
EnHospemeHHata yriorpeda Ha paypbunpoden u apyru HCIIBC, BxkniounTenHo cejleKTHBHH

HHXHOUTOPH Ha LIMKJIOOKCUIeHasa-2 TpadBa na ce u3dsarea (Bx. Touka 4.5).

= "E"%
CJE (cucmemen 1ynyc epumemamo3syc) U CMECEHO CbeOUHUMENHO-MbKAKKO 3a00
[Tpu nauuentute cbe CJIE M cMeceHo ChEAWHUTENHO-ThKAHHO 3a00/IABaHE € Bb3

Fr s,
PUCK OT acenTuHdeH MEHHHIUT (BX. Touka 4.8). To3u edekt obaye 0OMKHOBEHO H¢ 3 E;:?: " ’:
NPOAYKTH ¢ OrpaHHYeHa KpaTkoTpatiHa yrorpeba kaTo TableTkH 3a CMyUueHe, ChAbKyIRR _

¢baypbunpoen. 2\
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Copoeunocvoosu, bbbpeutu u 4eproOpobHU YEpeNcoanus

-Crobuwana ce, ye HCTIBC npH4uHABAT HEPPOTOKCHYHOCT B pa3iHUHK (POPMH, BKIIOYHTEIHO
MHTEpPCTHLIHANIEH HePHT, HePPOTHYEH CHHAPOM H 610peyuHa HeaocTaThUHOCT. [IpHnokeHuneTo Ha
HCIIBC moe Na npeax3BHKa A0303aBUCHMO HaMaJiiBaHe Ha oOpa3yBaHEeTO Ha NMPOCTANIAHAKHH H
nociiegsauia 6x0peuHa HepocraTbuHOCT. I1alHEHTHTE C HA-rONAM PHCK OT Ta3H peakLHA ¢a TE3H C
HapyLueHa ObOpeuna GyHKLMA, ChPASYHO YBpEXKAaHe, YepHOAPoOHa AMCHYHKLIHA, T€3H, KOHTO
NpUEMAT AHYPETHLIM K B cTapyecka Bb3pacT. To3k edexr obaye 0OMKHOBEHO He ce Habnogasa MnpH
MPOAYKTH ¢ OrpaHH4YeHa KpaTKOTpaiiHa ynotpeba KaTo TabneTky 3a CMyUeHe, ChABPKALLK

$iypOHnpogeH.

U3nckea ce NOBHIIEHO BHHMAHKE TIPH MALKMEHTH C JIeKa 10 yMepeHa YepHOAPoOHa nuchyHKLUA (BK.
ToukH 4.3 1 4.8),

CrpOeuHoCb008U U MOTLHYHOCHO08U ehexmu

Heofxoaumo € nosuilieHo BHUMaHKe (00CHKAaHe ¢ iekap Wi ¢apMaleBT) NpH 3aMoyBaHe Ha
NeYeHUue NpH NAUKHEHTH ¢ aHaMHe3a 33 XHINIEPTOHHA H/HNH ChpACYHA HEAOCTATBYHOCT, TEH KaTo ¢liell
neyenue ¢ HCTIBC ce chobiiiara 3a 3aXbppaaHe HA TEYHOCTH, XHNEPTOHHS H OTOK.

JIaHHHTE OT KIHHWYHHUTE MPOYYBAHHA H EMTHAEMHONOTHYHHTE JIaHHH AaBaT OCHOBAHHE Jia Ce
NpeAnoJoKH, Y€ npunoxenreto Ha Hakon HCIIBC (ocof6eHo BbB BHCOKH AO3H K NPH
NPOABJDKMTENHO JIeUeH’E) € Bb3MOXKHO a Ob/e CBBP3aHO ¢ JICKO MOBMILIEH PHCK OT apTePHAIHH
TpoMGOTHUHH CBOMTHA (HanpuMep HH(apKT HA MHOKapJa WiH HHCYNT). HaMa A0CTaTBYHO AAHHH, 38
Na ce H3KJIIOUH TO3H pHCK 3a GaypOunpodes, xoraTo ce npuiara B MaKCMManHa HEBHA 1032 OT

5 TabyeTKH 3a CMYUCHE.

Eghexmu evpxy nepsnama cucmema

MHaynupaHo OT aHanreTHUHM raBobosue: MpH NPoAb/DKUTEHA yNoTpeda Ha aHAITeTHLIM WIIH TIPH
MPUEM Ha NO3H H3BBH NpPENnopbYaHUTE, MOXKE Ja CE NOABU rnasobonue, KoeTo He TpadBa na ce NeKkyBa
¢ MOBULIABAHE HA N03aTa HA JieKapcTBeHUs NpoaykT. B Takyea cnyuau neuennero ¢ HCTIBC tpsabea
a c€ MpeKpaTyd H NaUMEeHTHT Aa MOThPCH MEAULIMHCKA NOMOIL.

Cmomauino-4pesHu
HCIIBC Tpsabsa aa ce npriarar ¢ MOBULIEHO BHUMaHHE NPH NAILMEHTH C aHAMHE34a 3a CTOMAIHO-
YypeBHH 3a601aBaHuA (YNILEPO3EH KOMHT, 6onect Ha Crohn), Thii kaTo Te3n 3abonaBaHHA MOraT aa ce

graowar (BX. Touka 4.8).

[Tpu scukn HCIIBC no Besiko BpeMe OT NieyeHKeTo ¢e Chobluana 3a CTOMatIHO-YpEBHO KbPBEHE,
A3Ba WIHK nepdopauus, KOUTO Morat Aa 6baat ¢ daraneH U3xon cve Wi 6e3 NpeynpeuTe/HH
CMMITTOMM WIM NpeHIIHA aHAMHE3a 38 CEPHO3HHM CTOMALIHO-UYPEBHU CHOMTHAL.

PHCKBT OT CTOMALIHO-YPEBHO KbpBEHE, yiuepauus Wil nepgopauus € no-eHCoK NMpH yBeaHYapaHe Ha
po3ute Ha HCIIBC, npu nauyMeHTH ¢ aHaMHE34 3a 53Ba, 0CODEHO aKo c€a YC/I0KHEHH C KPbBOH3IIHB
win niepdopatina (BxK. Touka 4.3) H IpH NALKUEHTH B CTapYecKa Bb3pacT, HO TO3H ePeKT OOHKHOBEHO
He ce HaOnoJaBa Npy kpaTkoTpaiiHa orpaHu4eHa yrorpeda Ha JleKapcTBEHH NMPOAYKTH KaTto Eduzon
HUnrens 8,75 mg Tabnerku 3a cmyueHe. [lanueHTH ¢ aHaMHe3a 3a CTOMAIITHO-YPEBHA TOKCHYHOCT,
ocobeHO B cTapyecka Bh3pacT, TpsabBa aAa cbobmaBat 3a BCHYKH HEOOHYAHHA KOPEMHHN CHMIITOMH
(ocobeHo cTOMALIHO-4YPEBHO KbPBEHE) Ha CBOA JIEKYBAll] JieKap,

l'lpenoph-qna C€ MOBHUICHO BHUMAaHHUEC NMPH NAIHEHTH, KOUTO NPHCMAT €AHOBPEMEHHO JIEKApPCTBA,

AHTUKOAryJIaHTH KaTo BapdapHH, CEJICKTHBHH HHXHOHTOPH Ha o6paTHOTO 3aXBallle
WIH aHTUTPOMOOTHYHM CPEACTBA KaTO ALETHICATHLIMIOBA KHCEMHHA {BXK. TOYKA

[Ipu nauMeHTH, npHeMaluy Quypbunpoden, neyeHueTo TpaOBa fja Ce MPEKpPaTH, §
CTOMAIUHO-YPEBHO KbPBEHE HNM A3BA.
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Lepmamonozuuru

3a noABa Ha CEPHO3HH KOXKHH PEaKiHM, HAKOW OT KOHTO (paTalHH, BKIIOYHTENHO €KCHOIHaTHBEH
AEpPMAaTHT, CHHAPOM Ha Stevens-Johnson ¥ TOKCHYHA €NUAEPMATHE HEKPOIH3a Ce CLOOLIABA MHOIO
pagko cnen ynorpebara va HCIIBC (Bx. Touka 4.8). ®nypbunpoden TpabBa aa ce npeycTaHOBH NMpH
TbPBATA NMOABA HA KOJKEH OOPHB, NIe3UH HA JINTABMLIATA WIH APYTH NPH3HALK Ha
CBPbXYYBCTBHTE/THOCT. |

Huexyuu

T KaTO B H30JIHPaHH CITyYaH € ONUCcaHO 000CTpIHE HA HHPEKLIMOZHH BB3NAICHHS (Hanp. pa3sBHTHE
Ha HeKpOTH3Hpalil JacLMHT) BLB BpeMmeBa Bpb3ka ¢ ynorpebara Ha cuctemun HCTIBC karo kiac,
MalMEHTBT CE ChBETBA HE3a6aBHO J]a ce KOHCY/THPA C JieKap, ako NpH3HaLKW Ha GakTepHanHa
HH(PEKLHA ce MOABAT MIIH Ce BIOLLAT N0 BpeMe Ha TepanHgTa ¢ Gaypbunpogen TabnaeTku 3a cMyueHe.
Tpabpa a ce OOMHCIH Ja/M € MOKA3aHO 3aNloYBaHe Ha AHTHMH(EKUMO3HA AaHTHGHOTHYHA TepanyA.
AKO CUMITTOMMTE C€ BOLIAT WIH aKO Ce MOABAT HOBH CHMITTOMH, JICUCHHETO TpsAOBa Aa Obae
NPECLECHEHO.

B cnyyau Ha rioeH OakrepuaneH GapHHIHT/TOH3WINT NMALHEHTET CE CHBETBA /12 Ce KOHCYATHPA C
nexap, Thii KaTo JeyeHHero TpabBa Aa 6bac NPEOLIEHEHO.

Macxupane na cumMnmomume Ha nooaedCauyu uRpexyuu

EnuaoeMHONIOrHYHHTE NPOYYBaHUA MOKA3BAT, Y€ CHCTEMHUTE HECTEPOUIHH MPOTHBOBB3NAINTENTHH
cpeactsa (HCIIBC) MoraT aa MackupaT CHMITTOMHTE Ha HH(EKUIMA, KOSTO MOXKE Ja JOBENE A0
3a0aBsSHE Ha 3aMOYBAHETO Ha MOOXOAALILO NEUEHHE W B PE3YJITAT HA TOBA — AO BIIOLIABAHE Ha H3XO0Aa
ot uHpekuuara. Topa e Habmonasano npyu HakTepranHa NHEBMOHHA, IPUAOOHTA B ODIECTBOTO, H
GakTepHaNTHH YCNI0XHEHN oT Bapuiena. Korato ce npunara Eduzon UHTeH3 H nauMeHTLT HMa
MOBHILEHA TeMITEpaTypa WK 60Nka, CBbp3aHa ¢ HHPEKLHS, Ce NpernopbYBa MpOoC/CaAIBaHE HA

UHDEKLUATA.

Xemamonozuunu epexmu

daypbunpodeH Moxke fa HHXuOHpa arperauMaTa Ha TPOMOOLIMTUTE M 12 YAL/DKH BPEMETO Ha
kbpBene. Ouypbunpoden Tabnerku 3a cMydeHe TpAOBa [a c¢ U3NOA3BAT ¢ NOBULICHO BHHMaHHE MpH
NAaIMEHTH C PUCK OT ADHOPMHO KBLPBEHE. |

Jleuenunero Tpa6Ba Aa ce MPEKPaTH NPH MOABA HA APa3HEHE B YCTHATA KyXHHA.

Iomownu sewyecmeaa

To3u nexapcreed npoaykr cbabpxka niomanT (E-953) u manturon (E-965). [TauunenTu ¢ peaku
HacjieACTBeHH nMpobiaeMH HA HEMOHOCHMOCT KbM (PYKTO3a He TpAOBa a MpHEMAT TOBa NEKapCTBO.
Moxke na uMa cnabo HapaseHo cnaburenso aelicreue. EHepruiina croliHocT 2,3 kcal/g mantiTon M

H3IOMANT.

Tora nekapcTBO ChABPHkA apoMaT ¢ d-IMMOHEH M repaHHol.
D-nmuMOHEH K repaHHoJ1 MOTaT A1a NPUUMHAT ANEPrUYHH peaKiitH.

4.5 Bsaumoge#icTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH B APYrR JOPMHA HA B3aHMOAEHCTBHE

Oayponnpoden Tpubna ga ce nifaresa B xoMmOEnaNHa ¢!

HOpyrn HCIIBC, Ila ce u3barepa enHOBpeMeHHATa ynorpefa Ha ABe WM NOBeYe
pmodHTeNHO cenekTUBHH | HCEIBC, b kaTo TOBa MOXe 1a YBEJIHYM PHCKA OT HEXEJIaHHU
MHXHOHTOPH Ha peakuut, 0co0eHO CTOMAIIHO-YPEBHH HEXENaHU cbOUTHA (KaTo
LHKJIOOKCHIreHas3a-2 3BH H KbpBeHE) (BXK. TOuka 4.4)

AleTHICANHLIMIOBA OcBeH aKo HHCKa J03a alueTHICATHIMIOBA KUCEN /: :
KHceJaHHa (HUCKa 103a) 75 mg/nen) e npeanucaHa oT J€Kap, Tbi KaTo TOfE
YBEJIUUM PUCKA OT HEXKENaHHU peakLUH (BXK. TOY ! -
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O aypéanpoden Tpabsa 1a ce NpHeMa ¢ NOBHIIEHO BHAMANYE B KOMOBHALHY C:

AHTHKOarynaHTy HCTIBC morar ga noBuinar e)eKTUTE HA AaHTUKOATY/IaHTH, KaTo
HanpuMep BapdapuH (Bx. Touka 4.4).

AHTHarperaHTH [ToBKLIEH PHCK OT CTOMAUIHO-YPEBHH A3BH HIH KbPBEHE (BXK.
TO4YKa 4.4).

AHTHXUNEPTEH3IUBHH HCIIBC morar na HaManaT epekTHTe Ha AMYPETHLUHUTE U APYTH

cpeacTna (IMYPETHLIH,
ACE nwuxuburopu,
aHTArOHHCTH Ha
aHrHoTeH3uH 11 )

AHTUXUMEPTEH3UBHU JICKAPCTBA; NPH HAKOHM NMalNEHTU ¢ HapylleHA
O0b6peuna QyHKLMA (Hanp. AeXUIPAaTUPAHH NMAUHEHTH HIIH
NaL{eHTH B CTAPYeCKa Bb3pacT ¢ HapylueHa 0nOpeuHa QyHKIHA)
eHOBpeMEHHOTO npunoxeHue Ha ACE HHXHOUTOp UK
AHTArOHUCT HAa aHrUOTeH3uH I1 K cpeacTea, kouTo HHXKOUpaT
LHKIOOKCHI€HAa3aTa, MOXKE fia A0BeAe A0 MO-HATATBILHO
BjOIIaBaHEe Ha ObOpevHaTa yHKUMA, BKIIOYMHTEIIHO Bh3MOXHA
ocTpa 6BbOpeuHa HENOCTATBYHOCT, KOETO OOMKHOBEHO € 00paTHMO.
Tesn B3anMoaelicTBHA TpaOpa aa ce UMAT NpeaBUA NPU NALUMEHTH,
npuemainn paypbunpogen eaHospemeHHo ¢ ACE uHxuburopu
HJIH AHTAaroHKUCTH Ha aurvoreHsuH ll. CnenoBarenHo,
koMOMHauHATa TpAOBAa aa ce npuwiara ¢ NOBHILIEHO BHHMAHMHe,
ocobeHo B cTapuecka Bb3pacT. Ilaunenture Tpa6Ba na Ovaar
aJleKBATHO XUJpaTUPaHH U cleJBa Aa ce OOMHUCIH NpOClieasBaHe.

AJIKOXONn

Moxe 1a yBeJIH4YH PUCKa OT HEXKEJIaHU peaKLUHH, 0COOEHO KBPBEHE
OT CTOMALIHO-YPEBHUA TPAKT.

CobpacdHH rIMUKO3HAH

HCIIBC morar aa Bioiart cbpAaevyHaTa HeAOCTATbYHOCT, Ja
HaManaAT CKOPOCTTa Ha rJIoOMEpyJHa PHUATPALHA K 1a YBEIHyaT
HHBATA Ha MJIA3MEHUTE I'MHUKO3HAH - IPENOPDbYBA C& MOAXOIALLO
HabmoaeHue 1, aKko € HeoOX0AMMO, KOpPHTHpaHe Ha J03aT4.

LluknocnopHH TToBuEeH pHCK OT HEQPOTOKCHYHOCT.

KopTHKOCTEpOHIH IToBHIIEH PHCK OT CTOMALIHO-YpPEBHA YJlLepalua HIH KbpBeHe (BXK.
TO4KA 4.4).

JinTnit MoxXe na ce NoBHIIK CEPYMHATA KOHLEHTPALUA Ha NHTHIA-
npenopb4uBa ce NOAXOAALLO NMPOCAEAABAHE H, aKO € HEOOX0AuMO,
KOpPUTrHpaHe Ha Ro3aTa.

MeToTpexcar [IpuemstT Ha HCIIBC 24 yaca npeau M cnea npUuioXeHHETO Ha
METOTPEKCAT MOXE 14 YBEJIMUH KOHUEHTPALHUATA HA METOTPEKCaT H
Ja 3aCUJIH TOKCHYHHUTE MY €(EKTH.

MugenpucToH HCIIBC e TpsabBa na ce nanon3ear 8-12 aHH clieq NPUIOKEHHETO

Ha MupenpucToH, Thil kato HCIIBC morar aa orcnabar edexra Ha
MH(EMPHCTOH.

[TepopanHu aHTHAWA0ETHH
CpeacTBa

F

CrofiuaBa ce 3a NpoMAHAa B HHBATa Ha KPbBHATAa 3axap
(npenopbiBa ce NO-41ecTo U3CNEIBaHE).

MOeHHTOHH

Moxe na noBHLIH CEPYMHHTE HUBa Ha PEeHHTOUH - DPCE
HOAXOAALIO NPOCeaaBaHe H, aKo € HeoOX0aAHMO, u/
[o3ara.

Kanunii-cexpaHaBaiiu
AMYpeTULIH

ExHospeMeHHaTa ynotpeba Moxe Aa npeJu3BHKaA
(npenopnysa ce H3CNEeABaHE HA HHBATa HA CEPYMH

\ ER

Y
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[TpoGeneunn, JlekapcTBaTa, ChABPXKALIH NpobeHeLn I HIH CyN1PHHIHPA3OH,

cynpHHNUPA3OH MoraT Aa 3a6aBaT eKckpelHaTa Ha GuypSunpodeH.
XHHONOHOBH Ot naHHHUTE BBLPXY XXKMBOTHH ce npeanonara, ye HCIIBC morar na
aHTHOHOTHIH yBEJIM4AT PUCKA OT MbPYOBE, CBHP3aHH C XMHOJIOHH. TlalueHTHTe,

npueMaiiy HCIIBC u xuHONOHH, MOTAT Aa UMAT NO-BHCOK PHCK

OT Pa3BHTHE Ha KOHBYJICHH.
CenextTuBHR UHXuOuTOpH | IlOBMIIEH PUCK OT CTOMALIHO-4YPEBHH SA3BH HIH KbPBEHE (BIK.

Ha oOpaTHOTO 3axBallaHe | TOouka 4.4).
Ha cepoToHHHa (SSRIs)

TakpoauMyc B13MOxHO yBelHYaBaHe Ha pucka oT HePpPOTOKCHYHOCT, KOTraTo
HCIIBC ce npuaarat ¢ TakponuMyc.

3 a0BYAHH [MoBuiEH PHUCK OT XemaTonoriyHa TokcuuHoct, koraro HCIIBC
ce NpHAaraT ¢bC 3KAOBYAHH.

A\

Ilo cera NpoOyuBaHHATA HE Ca YCTaHOBWIH B3aumogeHcTere Mexay durypbunpoden v TonbyramMun
WJiH AHTHALWOM. |

4.6 bpeMenBOCT, KbpMene H PepTHIARTET

bpeMeHHOCT

MuxuGupaHeTo Ha NpoCTarnaHAHHOBKA CHHTE3 MOXKE [a HMa HeONaronpHATHO BIHAHHE BLPXY
6peMeHHOCTTa WWIH eMOproderanHoTo passuTde. JJaHHH OT eNHIEMBONOTHYHH H3NTHTBAHUA
MOKA3BAT MOBHILEH PUCK OT CIOHTaHEH abopT M Pa3BUTHE Ha CHPACYHH MaN(OPMALIMK H racTPOCXH3a
cnen ynorpeda Ha HHXHOUTOPH Ha NPOCTATNIAHAMHOBUA CHHTE3 B PAHHHTE MecelH Ha OpeMeHHOCTTA.
ABCOMIOTHHAT PHCK 32 Pa3BHTHE Ha CHPACYHOCHAOBH ManopMaLMK HAPACTBA ¢ NMO-Manko oT 1% no
okoso 1,5%. Cuura ce, e pPUCKBT C€ YBEJIMYABA C MOBHUILABAHE Ha 103aTa H NPOAB/DKMTENHOCTTA HA
neuenue. IIpy HUBOTHM, € 10Ka3aHO Y€ NPWIAraHeTo Ha HHXHOMTOPH Ha NPOCTariaHHHOBHA CHHTE3
BOAK A0 Npe- ¥ NOCTHMIVIAHTALMOHHH 3ary6H H Ao emOpHoOdeTaANCH IETATHTET. B TOITbJIHEHKHE NpH
)KMBOTHH, NOTYYWIH HHXHOHTOPH HA MPOCTArIaBAKHOBATa CHHTE3a B NIEPHOAA HA OpraHoreHesa, ce
HaOmoaasaT No-4ecTo CIIydad Ha pas/ivuH{ MaipOpPMaLIMH, BKJTIOYHUTEITHO ChpACYHOCHAOBH.

Hsma KIMHHYHKH AaHHM OT ynorpebara Ha Eduion UHrens no BpeMe Ha OpeMeHHOCT. JlOpH ako
CUCTEMHATA €KCMNO3HLIMA NPH JIOKANHO MPHUIOKEHHE € MO-HHCKa B CPaBHEHHE C MEPOPANIHOTO
NPWIOKEHHE, HEe € H3BECTHO AAIH CHCTEMHATA eKCo3HLMA Ha Eduson MHTeH3, nocTrryara cnen
JOKQJTHO MPHJIOKEHUE, MOXKE /1a € BpeHa 3a eMOpHOHa/deTyca.

dnypbunpoder He Tpabea Aa ce npuiara nNo BpeMe Ha MbPBUA U BTOPUsi TPHMECTBP Ha
6peMEHHOCTTA, OCBEH B ClTy4aii Ha KaTeropHuHa HeobxoaumocT. Axo dnypbunpogeH ce npunara
TPH KEHHU, KOUTO CE ONMUTBAT Aa 3abpeMeHesT, HH NO BpeMe HA ITbPBHA H BTOPHUSA TPHMECTLP OT
OpeMeHHOCTTa, A03HTE TPA6Ba Aa ca BB3MOXHO Hali-HHCKH H NPOOLDKHTENHOCTTA Ha ynoTpedba
BB3MOXKHO HaH-KpaTKa.

[To BpeMe Ha TPETUS TPUMECTHP Ha OpEMEHHOCTTa, BCHYKH HHXHOMTOPH Ha NIPOCTarlakIMHOBHA
CHMHTE3 34 CUCTEMHO NpHIMKeHKE, BKIounTenHo E¢uson UureHs, Morat Aa uinoxar deryca Ha:
- KapA{OIMyJIMOHAIHA TOKCHYHOCT (C MpeXAEBpeMEHHO 3aTBapate Ha ductus arteriosus H
pa3BuTHE Ha OeloapoOHa XHUTIEPTEH3UA ); '
-  ©6pOpeuHa qUCHYHKIINA, KOSTO MOXKe 18 nporpecHpa a0 6p0peuHa HeROCTaTHUNI
OJIMTOXHAPaMHHO3a; /
MaiikaTa H HOBOPONEHOTO, B Kpas Ha HpEMEHHOCTTA Ha: g "
- BB3MOXKHO YAL/DKABAHE HA BPEMETO HA KbPBEHE, AHTHArperanTeH edekT, koRTEMDNE
NpOsIBH AOPH MPU MHOTO HUCKH JO3H;
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- TIOTMCKaHe Ha MaTOYHHTE KOHTPaKilHH, KOETO MOXKE J1a 3a0aBH WM YAB/DKH pOaOBHA
MpoLIeC.

CnenopaTtesiHO ynorpebara Ha (paypOunpodeH € MpOTHBONOKAa3aHa 110 BpEME Ha TPETHA TPHMECTBP
Ha OpeMeHHOCTTa (BXK. TOUKA 4.3).

KnpMeHe
B orpanuvenu npoyusaHua ¢uypbunpodeH ce OTKpHBa B KbpMaTa B MHOI'O HHCKH KOHLICHTPALMH H €

MaJIKO BEPOATHO Aa OKaXke HeONaronpuaTHO BIMAHHE BEPXY KbpMaueTo. Bonpexu Tosa, nopaau
pPB3MOKHHTE Hexkenanu edextd Ha HCTIBC BBpXy KbpMayeTaTa, QirypOUnpogeH He ce npenopbyBa

3a ynotpeba npu KbpMavkH.

PepTUITUTET
M Ma HakoM n0Ka3aTesCTBa, Y€ 1IEKapCTBaTa, KOHTO HHXHOKHpAT CHHTE3a Ha LIMKJIOOKCUTeHa3a/

MPOCTArJIaHAWHH, MOTAT Ja MPEH3BHKAT YBPEXKIaHe Ha KEHCKHA GEPTIWIHTET Ype3 Bh3AcHCTBHE
BBPXY OBYNauLuaTa. Toea e o6paTHMO NpH NPEKpATABAHE Ha JICYEHHETO.

4.7 EdexTH BbpXY cnocofBoCTTA 32 modnpane A pabora ¢ MAMBHH

He ca npoBexxsaHH NMpoyuBaHHus 3a epeKTHTE BEPXY cnocobHOoCTTa 3a wodupane H paborara ¢
MALLIMHH. | |

BonrpekH TOBa, CBETOBBPTEHKbT H 3PHTEJIHHTE HAPYHICHHS Ca Bh3IMOXKHH HEXKEJIaHH PeaKLMH Cliex
npuem Ha HCIIBC. Ako e 3acerHar, naiuHeHTsT He TpabBa jia wodupa win aa pabotH ¢ MallIuHHK.

4.8 Hexenanu JJeKapcTBeHH PeaKIHH
CpobiuaBaHu ca peakuus Ha cBpbx4yBCTBHTENHOCT KbM HCIIBC, konTO MOrar na ce CheTodT OT:

- HecnelH(PHUHH aneprivHH peaKUMH ¥ aHadr1aKkcHs
- pPEeakTHBHOCT Ha AMXATeIHUTE MbTHIHA KaTO ACTMA, BJIOLLIABAHE HA 8CTMAaTa, OPOHXOCTIAa3bM

M AHCTIHEA.
- PaIMYHA KOXHH PEaKLMH, KaTo CbpOex, YPTHKAPHSA, aHTHOSIEM H NO-PASKO
exchonvaTHBHHA M OY03HN IepMATO3H (BIITIOUUTENHO eMTUASPMANTHA HEKPOIU3a H epUTEMA

MyJaTHpOpME).
- Crob111aBa c€ 3a OTOK, XHNEPTOHUA U ChpAEYHA HEAOCTaThYHOCT BbB Bph3ka ¢ neyeHrero ¢ HCIIBC.

KnuHuuHKHTE NPOYyYBAHHS M EMKASMHONIOTHYHUTE JAHHH NOKA38aT, 4e ynoTtpedara Ha Hakou HCIIBC,
(0coBeHO BBB BUCOKH J0O3H M IPH NPOABDKHTENHO JIeYEHUE) MOXe Ja Obe CBBp3aHa ¢ JIEKO
MOBUUIEH PUCK OT APTEPHATTHH TPOMOOTHUYHM CHOMTHA (HanpyuMep MUOKapACH HHPAPKT WAH MHCYNT)
(Bx. TOuka 4.4). Hama noctaTb4HO JaHHH, 33 a CE U3KJIIOYH TAKbB PHCK 34 TabneTKUTe 3a CMYyU€eHe,

coanpxkamu 8,75 mg ¢pmypbunpoden.

CleaHHAT CAHHCHK Ha HEXXENlaHH peaklMH Ce€ OTHACA 3a Te3H, ChOoOLIEHHU NPH JO3H, NPENOPBUAHH 32
NMPOAYKTH O3 Jiekapcko npeanuMcaHie, Chabpkalily GurypOHnpodeH, npeaHa3Ha4YeHH 3a

KpaTkoTpaiHa ynorpeba.

(Muoro uects (>1/10), gectu (=1/100 no <1/10), neuectu (=1/1 000 no <1/100), peaxn (=1/10 000 no
<1/1 000), mroro peaku (<1/10 000), c Heu3BecTHa YecTOTa (OT HAJIMUHUTE JaHHH HE MOXe Aa Obae
HamnpapeHa OLCHKA)).

Hapywenun na xpvema u aumeprama cucmema
C HeM3BeCTHA YeCTOTa: aHEMMA, TPOMOOLIUTONEHHUA

. Hapywenua na umynnama cucmema
Penku: anadpuiakTHYHA peakiing
C HeM3BECTHA YeCTOTa: CBPbXYYBCTBHTEHOCT

ES/H/0403/001/11/025/G



[llcuxuunu napywernuwt
Heuectu: 6eacnhHHE

Hapywenua na nepgnama cucmema
YecTH: 3aMasHOCT, r1aBobonue, mapecre3ns
HeuecTH: CHBHAHUBOCT

Coypoeynu Hapyuenus
C HeH3BECTHA YECTOTa: ChpACYHA HEAOCTATHYHOCT, OTOK

Cvooeu napywenus
C HeHn3BeCcTHA YECTOTA: XHIEPTOHHA

Pecnupamopnu, 2pvOnu u MEOUACTMUHAIHY HApYUEHUR

YecTH: Apa3HEHE B IBPAOTO

HeyecTtH: o6ocTpaHe Ha acTMa H OpOHXOCNa3bM, JUCITHEA, XPHIIOBE, OPOPAPHHICATHH MEXYPH,
¢dapuHreanya xunoecre3us

CmomamwHo-4ype6HU HaAPpYueH Wl

YecTu: AMapui, yauepalns B ycTaTa, rajeHe, opainHa 60/Ka, opaiHa napectesns, opodapHHreanHa
6onka, nuckoMdopT B ycTara (ycelnaHe 3a TOIUIMHA WIH NAPEHE WK MPaByUYKaHe B yCTaTa)
HeuecTH: abnoMHHATHA JHCTEH3HA, KOpeMHa 00JiKa, 3amnek, CyxoTa B ycTaTa, JMCIeNncCHs,
(dbnaTyneHuMs, rioCOIHHHNA, IUCTEY3Hs, OPATHA AH3ECTE3HA, NOBpPBIIAHe

Xenamobunuapnu napywienus
C HeH3BeCTHA 4YeCTOoTa: Xenarur

Hapywenua na xoscama u nooxoxcHama mvKau

HeuecTH: pa3nMuHd KOXKHH 0OpHBH, ChpOex

C HeH3BECTHA YECTOTa: TEXKKH (POPMH Ha KOKHH PeaKLMH KaTo 0yJIO3HH PeaKiHH, BKIIOYHTEIHO
CHHIPOM Ha Stevens-Johnson U TOKCHYHa ENMHAEPMaATHA HEKPOJIH3a |
Obwu napywenua u epexmu Ha MACMIOMO HA NPUNONCERUE

HeuecTu: nupekcus, 6onka

CroblaBane Ha NOAO3NPAHH HEXETAHN PEAKLIHK
Cnob1aBaHeTo Ha MOJKO3HPAHHM HEXKENaHH PeakiLiMH cliefl paspelnaBane 3a ynorpeba Ha NexapCTBEHHA

NPOAYKT € BaxKHO. TOBa MO3BOJIABA Aa NMPOABIDKH Ha0A0AEHHETO HA ChOTHOLIEHKRETO MOJ34/PHCK 38
JIEKapCTBEHHUS MPOAYKT. OT MEAWIMHCKUTE CIIELMATHCTH C€ H3HCKBA Ja ChoOliaBaT Beaka

MOAO3MpaHa HeXellaHa peakius upe3 ManmbinHuTeNnHa areHMs no nekaperaara yii. ,,Jlamas I'pyes”
Ne 8, 1303 Codmn, ten.: +359 2 8903417, yebeaitr: www.bda.bg.

49 Tpexosmpane

Cumnmomu
OGHKHOBEHO MOBEYETO NALMEHTH, KOHTO ¢a NMPHENH KIMHHYHO 3Ha4YHMH konnyecTsa HCTIBC He
MOJYYaBaT MOBEYE OT raicHe, NOBPhLLAKE, enuracTpatHa 60JKa U No-pAsKo AHapHa. BL3MOXHH ca
CBHLIO LIYM B YIIHTE, IMaBo0OIHE H CTOMAIIHO-YPEBHO KbpBeHe, [IpH no-cepHo3HO OTpaBsHE ¢
HCIIBC ce Habmonapa TOKCHYHOCT OT CTPaHa HA LICHTPATHATA HEPBHA CHCTEMA, NPOABABAILa C€ KaTo
CHHIHBOCT, NOHAKOra NpeBb30yaa, 3aMbI/ICHO 3PEHHE H Ae30pHeHTalHn Wi koMa. JToHsxora
NalMUEHTHTE pa3BUBaT repuose. [Ipu ceprosHo orpassHe ¢ HCTIBC Moxe na Bb3HHKHE Meraﬁcm
aunao3a U nporpomGunosoro Bpeme/INR (International Normalized Ratio) moxe na ce ya: ” 1o
BEPOSTHO NOPaJX BIIHAHUE BHPXY ACHCTBHATA Ha LHPKYIHpalvTe PakTOpH Ha ChCHPE / 2 } L¥
Aa BB3HMKHE ocTpa ObOpeuHa HeAOCTATHYHOCT M YBpEXKAaHe Ha yepHHA Apob. I1py nagy
e BB3MOXKHO 000OCTpAHE HA acTMATa.
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Osnaoseane
OsnangasaHero TpabBa aa 6bae CHMOTOMARTHYHO M NOAXBPIKALLO, H 1a BKIIOYBA NOAABPXKAHE HA
YHCTH UXATENHHK TbTHLIA K MOHHTOPWHI HA ChPACYHHTE U XXU3HCHUTE NMOKAa3aTeld A0

cTaOUNU3UPAHETO HM.

Moxe Aa ce OOMMCIHM H3MON3BAHETO Ha AKTHBEH BLIJIEH WIH CTOMALIIHA MPOMHBKA H 8KO €
‘HeoOX0IMMO KOPEKLIMA Ha CEPYMHUTE €JIEKTPOJIMTH, KO € H3MHHAJ N10-MaJKO OT €IHH Yac OT
NONTBAIAHETO WK € OMNI0 MOrbJIHATO NMOTEHIKATHO TOKCHYHO KOJIHYECTBO. YecTuTe Mnu
MPOAB/DKHTE/IHH IbpUuoBe TpAOBa Na ce JeKyBaT C HHTPABCHO3EH JHa3enaM WiH sopasenaM. [1pu

acTMa ce npunarat 6ponxoaunaratopy. HaMa cneumduyen aHTHAOT 3a Grypbumnpodes.

5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 @apmamnnnaunqnn CBOHCTBA

dapmakoTepaneBTHYHA rpyna: fipenapartH 3a repjio, Apyry npenapari 3a repno, ATC koa: RO2ZAX01
MexaHW3bM Ha NEHCTBHE

Onypbunpoden e HCIIBC, npowseoaHo Ha MPONMHOHOBATA KHCEJIHHA, KOETO JACHCTRA Upe3
HHXHOHpaHE Ha NMPOCTArIAHAMHOBHUSA CHHTES.

dapMakorHHAMUYHH eHEKTH
[Ipu xopa, Gnypbunpoder nma MOLUHH aHANT€THYHH, AHTHITHPETHYHH M NPOTHBOBB3MAIHTEIHH

CBOMCTBA H € IOKa3aHOo, Y€ 103aTa OoT 8,75 mg, pa3TBOpEHA B H3KYCTBCHA C/MIOHKA, HAMAaNABA CHHTE32
HA NPOCTArNaHIMHH B KyNTTHEHPaHH HOBELLKH KIETKR OT AMXaTe/HHTE NbTHINA. Criopen MpoydYBaHHs,
M3MON3BALM AHAIH3 Ha LA KpbB, daypbunpoden e cmecen nuxuburop Ha COX-1/COX-2 ¢
M3BECTHA CENEKTHBHOCT cnpaMo COX-1.

[MpeAKTHHUYHHUTE NPOyYBaHKUA NMOKa3BaT, 4e R (-) eHaHTHOMEPET Ha QurypOHNpodeH K CBBP3aHHTE C
Hero HCITIBC BB3MOXHO ACHCTBAT BbPXY LEHTPaJIHATa HEPBHA CUCTEMA; MPEATIONIAraeMHAT
MEXaHH3BM € upe3 nHxnbupare Ha nHayuupanus COX-2- Ha HUBOTO Ha rPBLOHAYHUA MO3DK.

Knuxnuna ebuxacHoOCT B 6€30nacHOCT

JTokazaHo e, 4e eXHOKpaTHa ao3a guypbunpoden 8,75 mg, NpWIOKEHa JJOKAIHO B I'bPAOTO MOA
dopmarta Ha TabneTka 3a cMydeHe obnexkuaBa CHMITTOMHTE Ha BB3NATEHOTO IbPJIO, BKIIIOUHTEIHO
OTOKA W BB3MAJICHHETO KaTO 3HauMTeHO HaMansaBa (LS cpenaHa pasjinka 8 mm) UHTEH3MBHOCTTA Ha
Gonkara B I'bpJIOTO OT 22-Ta MHHYTA (- 5,5 mm), ¢ MAKCHMANHO AeficTBue Ha 70-ta MuHyTa (-13,7
mm), KOeTO 0cTaBa 3Ha4uMo 10 240 MUHYTH (-3,5 mm), BKIIOYHTEIHO NPH MALHEHTH CBC
CTPENTOKOKOBH H HE-CTPENTOKOKOBH HH(eKLK; obnekyasa 3atpyAHeHOTO npermbinase ot 20-Ta
muHyTa (-6,7 mm), ¢ MakcumanHo ae#ictere Ha 110-Ta MunyTa (-13,9 mm) u npoas/pkapaino ao 240
MUHYTH (-3,5 mm) 1 oblek4aBa CHMITTOMHTE NPH OTOK Ha I'bpioTo Ha 60-Ta MUHyTa (-9,9 MM),
AOCTHUraliky MakcHMyM Ha 120-ta MuHyTa (-11,4 mm) u mpoaw/okara A0 210 muHyTH (-5,1 mm)-
OLIEHEHO B paMKHTE Ha 6 4aca.

JlBe M3nMTBAHHA 38 €(HKACHOCT MIPH MHOTOKPATHO AO3UPAHE U3IMEPBAT CyMa OT PAIHKHUTE B
WHTeH3HuBHOCTTa Ha Gonkata (Sum of Pain Intensity Differences, SPID mm™*h) 3a noseue ot 24
yaca, JEMOHCTPHPAT 3HAYHTETHO HAMAJIIBaHE HA HHTEH3UBHOCTTA Ha DonKara B repaoTo

(-473,7 mm*h go -529,1 mm*h), sarpyaneHoro npermbuane (-458,4 mm*h go -575,0 mm™*h) u oroka
Ha repaoTo (-482.4mm*h no -549.9mm™*h) cnc CTATUCTHYECKH 3HAYHMO MO-TOJAMO CYMapHO
Hamangpase Ha 00/IKaTa Ha BCEKH €THOMACOB MHTEPBA B MPOABL/DKEHHE Ha IMOBeYe OT 23 yaca 3a
BCHUYKHTE TPH NOKA3aTeNs capaMo nnauebo. JloxasaHa € epHKACHOCTTa OT MPHIOKEHHETO M .q ()
MHOTIOKPaTHH J03H ciel 24 yaca M B MPOABDKEHHE Ha MOBEYE OT 3 AHU. éo.’s‘\“@
3a nauneHTUTE, IPHEMALILH AHTHOHOTHLH 34 CTPENTOKOKOBA HHGEKLMA, CTATUCTHYECHIIHA'YE
ronsMo obnex4yaBaHe Ha MHTEH3HBHOCTTA Ha Oonkata B rppnoto 3a pmypdunpodes \k i
HaOmogaea oT 7-Ua Yac M clie]l pHeMa Ha aHTHOMOTHULIM. AHaNreTHIHHAT edekT Ha QY
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8,75 mg He ce peaAyurpa NpH NPHNCKEHHETO Ha AHTHOMOTHLIH 32 JICUCHHE HA NALMEHTH CBC
CTPENTOKOKOBa &HI'MHaA.

Ha 2-ua yac ciieq mbpBara Ao3a, Goypbunpoden 8,75 mg tabnerku 3a cMyyeHe OCHIypaBaT
3HAUMTETHO 00NeKyaBaHe Ha HAKOM CUMIITOMH, CBBP3aHH C BBINANEHOTO I'bpio, MPHCHCTBALIH HA
M3XOHO HHBO, BKIIOYHTENHO Kauutiua (50% cnpamo 4%), 3ary6a Ha anetut (84% cripamo 57%) H
Tpecka (68% cnpamo 29%).

Ta6nerxara 3a cMy4eHe ce pa3TBaps B ycTara 3a 5 - 12 MHHYTH M OCHIypsiBa H3MEpHM YCNOKOABALLl H
NMOKPHUBEH €(EKT Ha 2-Ta MHHYTA.

[lequaTpuina nomynauus
He ca npoBexIaHH crneuMGHYHH npoy4BaHus npH acua. IIpoydypaHuaTa 3a €QUKACHOCT H

6ezonachocT Ha Qypbunpoden 8,75 mg Tabnerku 3a cMy4eHe BKIIOYBAT [€1la Ha Bb3pacT oT 12 po
17 roayHK, BENPEKH Y€ MATIKUAT pa3Mep Ha U3BAJIKATA O3HaYaRBa, ye He MOTaT /la Ce HalnpaBsAT
CTATHCTUUYECKH 3aKTIOUCHHA,

5.2 PapMAKOKHHETHYHH CBOHCTBA

AGcopbuns
TabneTkHTe 338 CMyUEHE C€ pasTBapAT 3a OKoA0 5 - 12 MuHYTH M $nypbunpodeH ce abcopbupa Onp3o,
OTKpHBA CE B KPhBTa Ha 5-TATA MHHYTA, 3 MAKCHMAJTHH TUTa3MEHH KOHLEHTPaUHH ¢e A0CTUraT 40 —
45 MHHYTH CJIE] MPHIOKEHHETO, HO OCTABAT HA CpeHO HHUCKO HHBO OT 1,4 png/ml, xoero e
npU6AH3HTENHO 4,4 ITHTH NM0-HHCKO, OTKOJIKOTO CJIEA NpHEM Ha ao3a oT 50 mg noa gopmata Ha
Tabnerka. AGcopbuma Ha Gmypbunpoden moxe Aa ce HabJlOAABa B YCTHATA KyXHHA Ype3 NacHBHA
nndysua. CkopocTra Ha aGcopOums 3aBHCH OT (hapmalieBTHYHATa GOpPMa, KaTO MAKCHMAITHH
[1a3MEeHH KOHLIEHTPALMH CE MOCTUTaT NMO-GbpP30 OT Te3H, KOUTO C€ NMOCTHIAT Clie]] TIOTIBLIAHE Ha
EKBHMBAJICHTHA /1034, HO HMAT NOAOOHK CTOHHOCTH.

PaznpeaeieHHE
OnypbunpodeH ce paznpenens 6Bp30 B OpraHU3Ma ¢ € CBBbP3Ba B Mo/ISMa CTENEH C MUIa3MCHHTE

TIPOTEHHH.

bu chopM eIHMHBHDAHE

Oiypbunpoden ce meTabon3upa r1aBHO Ype3 XHAPOKCHIHPAHE H C€ EKCKpeTHpa upes Oubpeunre.
ENMMHHALMOHHHAT MY NOJTY>KHBOT € OT 3 10 6 yaca. DaypbunpodeH ce eKCKpeTHpa B MHOTO MANTKH
KoJM4ecTBa B Kkbpmara (no-manko ot 0,05 pg/ml). [Tpubnusurenno 20-25% ot nepopanto npueTata

no3a ¢aypOHnpodeH ce eKCKpeTHpa HENPOMEHEHa.

CneuuanHy rpynu
He ce naGmionapa pa3nuka 8bB papMakOKHHETUMHHTE MapaMeTpy MEx Ay A0OpOBOIILIH B CTapHecKa

BB3PACT M MJIAH Bb3PaCTHH CNejl IEPOpanHo NpHIoxkeHHe Ha TabneTky ¢bnypbunpoden. Hama
(hapMaKOKMHETHYHH JAHHH NPH Jiella Ha Bb3pacT NoA 12-roAHHH CNeA NPUIoKEeHHe Ha
durypbunpoden 8,75 mg Tabnerxy 3a cMyueHe, HO NPHIOKEHHETO KAKTO HA (iTypOunpodeH cupon,
TaKa H Ha CYNO3HTOPHM HE NOKA3BA 3HAYHTENHH Pa3lIHKH BbB (PapMAKOKMHETHUHHTE MapaMeTPH B
CPaBHEHHE C TE3H NPH BL3PACTHH. |

53 NpeakaHHEAYHE aHAH 33 6e300acHOCT

Hama peneBaHTHH NpeAKIMHHYHH JAHHHW, KOMTO a JOMBIBAaT HHPOPMALMATA, KOSTO BEYe €
BK/IIOUEHA B CBOTBETHHUTE MIPEAMLIHHA TOYKH, |
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6. ®APMAIEBTHYHH JAHHM

6.1 Corchbk HA NOMOIMBHATE BeNleCTBA

H3omanrt (E-953)

Mamruron (E-965)

MeHTOBO Macsio {CHABPXKa aApOMAaTH, ChIbPXKALIH anepreHu: d-TIMMOHEH)
ApoMaT Ha THMOH (ChIbPXKa aPOMATH, ChIbPAAUIM ANEPreHy: d-THMOHEH H repaHHoN)
ApoMar Ha MeQ |

6.2 HecLBMECTHMOCTH

Henpunoxumo

6.3 Cpoxk na rognocr

24 mecela

6.4 ChnenHajHRA YCJIOBHA HA ChLXpAHCHHE

Ha ce cpxpanasa nox 30°C.

6.5 Bna s cBALPXARAE HR ONAKOBKATA

PVC-PVDC/anyMnimneBn O1HCTEPH B KAPTOHCHA KYTHA.

Bupose onakosku: 8, 12, 16, 20, 24 TabneTky 3a CMYUEHe.

He scuukH BA0OBE OMNaKOBKH Morar Aa Obzar mycHaTH Ha fasapa.

6.6 Cnennajnn npeana3HE MepkH HPH B3XBbLp.JigHe H paboTa

Hama cnenyaiHd H3HCKBaAHHA.

Heu3non3paHUAT NeXapCTBEH MPOAYKT WM OTNIAABYHHTE MATEPHAIH OT Hero Tpabea na ce U3XBBLPIAT
B CLOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. TNPUATEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

TevaB.V. '
Swensweg 5, 2031 GA Haarlem

Huaepaasana

8. HOMEPHA PAZPEIIEHHETO 3A YIIOTPEDBA

Per. Ne 20220121

9. JATA HA ITBPBO PASPEIIABAHE/TIOJHOBABAHE HA PASPEHIEHHET
- YIIOTPEBA

JlaTa Ha MbpBO paspewiapaHe: 12 anpun 2022 r.
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10. JATA HA AKTYAJIMBHPAHE HA TEKCTA
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