KPATKA XAPAKTEPHCTHKA HA IPOAVKTA



1. HME HA JEKAPCTBEHHA NPOAYKT : s

Y Hﬁf > 25

Bonrapen Petapz 100 mg TabneTku ¢ yIbIDKeHo 0CBODOKIABAHE : 5
Voltaren Retard 100 mg prolonged-release tablets : - D1-h- 2021

&,

2, KAYECTBEH H KOJIMYECTBEH ChCTAB

AKTHBHOTO BeWeCTBO e HaTpues-[0-{(2,6-mxnopdennn)-amuno|-penmn|-anerar (=diclofenac
sodium/muknofeHax HaTpHii),

Bcaxa Tabnetka ¢ ynemkeHo ocBoboxnaBaHe Bomrapen Petapn cpappika 100 mg anknodeHax
HaTpuii.

3a mbAHUA CHHCHK HA OMOLHHTE BEIecTBa BUXKTE ToYKa 6.1.

3. JEKAPCTBEHA ®0OPMA
dunmupana TabneTka ¢ YEBKEHO 0cBOOOKAaBaHE

Po30BH, KpBIIH, AROHHO-H3ITEKHATH TabNeTKH chC cKOCeHH pEOOBe U rpaBupan Haamac “CGC” ot
eanara ctpana m "CG" or npyrara.

4. K/IHHAYHH JAHHW
4.1 TepaneBTHYHH NOKAIAHNA

Jledenne Ha:

s BBINANUTE/IHH M JereHepaTHBHH (GopMH Ha CTARHY 3a00NABAHNA: PEBMATOUACH APTPHT,
aHKUNO3HpAI CIOHIUITHT, OCTEOAPTPHT U CHOHIMIAPTPO3a, BoNe3HeHH CHHAPOMH Ha
rpeOHaYHHA CTHI0, M3BLHCTABHH MEKOThKAHHH 3a00IABAHN,

* TNOCTTPaBMATHYHA M ToCcTONEpaTHEHA (ONKa, Bh3naNeHHUE UIH TTOYyBaHe, HANP. ¢le]
CTOMATONOTHYHA HITH OPTONEAHYNA ONepald;

o Gole3HEeHH H/HNH BE3NATATEIHH ChCTOAHNA B THHEKOIOTHATA, HATP. THPBHYHA AUCMEHOPEA
HIIB aTHEeKCHT.

4.2 JOIHpPOBKA H HAYHH HA NIPMIOKEHHE

EOBHEOBRG

HexenanuTe nexapcTREHH PEaKiiny MOraT Ja GbAaT CBeeHH 10 MUHUMYM Ype3 U3ToN3BaHe Ha Haii-
HHCKaTa e(heKTHBHA 11032 38 Hali-KpaTKHA EPUON OT BpeMe, He0OXO0MM 3a KOHTpONHMpase Ha
CHMOTOMHUTE (BXK. T. 4.4 CHenManHy Npe ynpexIeHUs H NPEATa3HH MEPKH MpH yroTpeba).

BripacTau

[Ipenophusanara HavamHa 103a € 100 1o 150 mg auerno - equa rabnerka Bonrapen Petapa Tabnerxku
¢ yasmkeHo oceoboknasare 100 mg. ITpu mo-neky cIydad, KAKTO U IIpH IPOIBIKUTENHA yIoTpeda,
00UKHOBEHO ca NOCTaTh4HH 75 mo 100 mg AHeBHO.

Korato cuMIToMHTE Ca IO-H3pa3eHH) Npe3 HOLITA MM CYTPHHTA NPENOPBYMTENHO ¢ IHEBHATA A03a
Bonrapen Perapn Tabnerkn ¢ yab/bkeHO ocBOGOXKAaBaHE 1A C& NpHEMA Begep.

CnennajHy rpynn NaHEHTH

TleauaTpudna NOMYAaNHA
Iopanu sucoxaTa Ao3a Bonrapex Perapa tabneTky ¢ yabkeHo oceobokaasase 10
HMOAXOMANT 33 Della H HOAPACTBALIH.



llaunen'm B CTapMeCKa BhIPACT !Ha 65 B nopeye rogmm!

Ob6uKHOREHO He € HeoGXOIUMO KOPHIHpaHe Ha ITHPBOHAYANRATA 1034 TIPH MAIMEHTH B HallpeHANa
Bb3pacT. B'I:HPCKH TOBRA € Heoﬁxonnmo MOBHIICHO BHUMAHNE NOPAJAH 0CHOBHH MCITHIIHHCKH
C'bOﬁpa)KeHHK, ocobeno HpH HEMOIHH NauHEeHTH B CTAPYECKa BH3PACcT MM NPH TE3H C HUCKO TENECHO
Terno (BX. T. 4.4 CrielMatni NpeayNpexaAcHEs M NPEAIatHi MePKU npn yrnorpeta).

HamieRTH ¢ yCTAHOBEHO CHPACTHO-CHA0BO 3af0JsIBaHe HIH ChC 3HAYUTENHH PHCKOBH (aKTopH
32 CLpAeYHO-CHA0B0 3a6019BaHe

OGHKHOREHO JIedeHHETO ¢ BONTApeH NpH NamMeHTH ¢ YCTAHOBEHO ChPASHHO-CHAOBO 3a00/IBaHE MK
HEKCHTPOJHPaHa XUIIEPTOHHA He ce Ipenopraba. TIpr HeoGXOAMMOCT, HALMEHTH ¢ YCTAHOBEHO
CHPACYHO-CHI0BO 3a00NABaHe, HEKORTPOMUpaHa XMIePTOHUA UITH 3HAYATETHE PUCKOBH dakTopu 3a
ChpAeMHO-CBA0BO 3abonasane TpabBa Aa 6L.4aT TeKysaHu ¢ Bomrapen caMo cliel BHHMaTE HA
npeneHka ¥ camo ¢ o3y < 100 mg AHEeBHO, KOTATO JIeUEHUETO IPOAEIIKARA 33 IOREYE OT 4 ceIMHLKU
(px. T. 4.4 Cnelmanyy npegynpeaeHus U Ipeana3uy MepKH mpu ynorpeda).

Bs6peyno yspexaane
BonTapen e poTUROTIOKa3aH UpH naukeHTH ¢ Gu0peuna vepocrarbaroct (GFR <15 ml/min/1.73m?)
(pxk. 7. 4.3 [poTHBOTIOKA3AHHNA).

Twii kaTo He ca NpoBeXTAHA cielM{HIYHY IPOYUBAHMSA IPH NalHeHTH ¢ 6bOpeuHo yBpexkaaHe, He e
HeoOX0IHMO H3BBPIIBAHETO Ha CTIEHUHIHH KOpeKIuH Ha Jo3ara. HeofxogHMo e BHHMaHHE NpH
npuaraeTo Ha BonrapeH Ha maueHTH ¢ O0peuHo yBpexgaHe (Bx. Touka 4.4 CnerManau
NpeayTpeKkAcHHA U NpeANa3Hi MEPKH TIpH ynotpeba).

Yepuoapolmo yepexnane
BonrtapeH e MpOTHBONICKA3AH OIpH AIUEHTH ¢ YepHOAPoOHA HEAOCTATRYHOCT (BK. TouKa 4.3
[poTUBROnIIOKA3AHHA ).

Toil kaTo He ca NPOBSKIAHH CreluUIHH TPOYYBAHNA NPU MALKEHTH ¢ YePHOAPOSHO YBpeXKaaHe, HE
€ HeoOXOIMMO H3RBPINBAHETC Ha CIEUUPHIHH KOPEKIIMH Ha A03aTa. Heo6X0auMO ¢ BHUMaHME IpH
NpUIaraHeTo Ha BonrapeH Ha MallHEHTH ¢ Jieko IO YMEpeHO YepHoapobHo yBpexaHe (BX. Touka 4.4
CriensalHy npeAynpexIeHUA 1 peAnasHi MepKH pH ynortpe6a).

Haynsa ya npuigkenHe
Tabnerkurte TpAGBa Aa ce MOCTHILAT LENH ¢ TEYHOCT, 38 NPeANOYHTAHE ¢ XPAHaTa i He TpabBa aa
6BaaT pa3apoOsBaH HIH THBKAHH.

43 IIpoTHBOMOKAZAHIS

s [3BecTHa CBPEXYYBCTBHTE/IHOCT KBM AKTHBHOTO BEIECTBO WK KEM HAKOE OT TOMOIHATE
BEIlECTEA.

*  AKTHBHA CTOMALHA WIH YpeBHA 7384, KbPBEeHE HIH nepdopain (Bx. 1.4.4 Crenyainu
MpeAyTIPEsKIeHUS Y Npelna3Hn MepKH npu ynorpeba i 1. 4.8 Hexkenanu nekapcTeeHu
peakummn).

e AHawmHe3a 3a KbpBeHe OT CTOMALTHO-IPeBHHA TPAKT WIH NepQopalii, CRLP3aHH ¢ IPSIXOIHO
nedenue ¢ HCTIBC. AxTiBHa HITH IOBTOPHA [IOABA Ha NENTHYHA A3Ba/KbpBEHE (ABA HIH
ToBeYe OTACTHHE I0KazaHH €NH304a Ha 4384 W KBpBeHE).

o [locneanus TpUMECTED OT OpeMEHHOCTTA (BK. ToUKa 4.6. DepTHRHTET, OpeMeHHOCT H
KbpPMeEHeE),

¢  YepronpolGHa HEAOCTATEYHOLT.

e Bu6peuna HegoctaThunocT (GFR <15 mi/min/1.73m?).

» Texka cppledHa HENOCTATBYHOCT (BK. TOUKa 4.4, CrieuyanHy mpeaynpexIeHns u
NIpEANAa3HE MEPKH NP ynoTpeba),

s YcraHoseHa 3acToiiHa chpAeyHa HefocTarpyHOCT (NYHA II-IV), Hexem
cepueTo, nepadepso aprepuando saborasaHe WHIH MO3BYHO-ChA0BA 60

¢ TlonoGHo Ha APYTHTE HeCTEPONIHE TPOTHBORBIMAINTEIHM cpeAcTea {H
PeTap/ € NPOTHRONOKA3aH H UPH TALMeHTH, IPH KOKUTO ynorpebata Ha




xhcennna nmu apyrd HCIIBC Moxe 1a NpOBOKKpA acTMa, AHTHOEEM, YPTHKAPHA WIH OCTHD
purdT (Hanp. HCITBC- MHAYUMpAHH peaKiay HA KPECTOCAHA PeakTHRHOCT) {(Bik. T.4.4
Crneunanuy npegytpeskAeHHA 1 NpeNTazHd Mepku npu ynorpeba u 1. 4.8 Hexenann
NeKapCTREHH PeakLaM).

4.4 CnenuanHHi npeynpekaeHHs H TPeInaii MepKka npy ynorpeba

O6mmn

Hexenanute NekapcTBEHH peaKlyd Morat Ja ObaaT HaMalleHd KaTo 3a KOHTpONMpaHe Ha
CHMIOTOMETE ¢¢ YHoTpe0OaBa BE3IMONMO Haji-HHCKaTa eeKTHRAA 034 32 BB3MOXKHO Hali-KpaThk ¢pok
0T Bpeme (BK. Touka 4.2 ¥ 110-AOIy NOCOYEHUTE TACTPO-MHTECTHHAIHN M ChPACIHO-CBI0OBH PHCKOBE).

Tabnetkure ¢ yasinkeHo ocBoboxgabane Bonrapen Petapn CHABPKAT 3aXap03a H BLB BPb3Ka ¢ TOBA
HE ce MPeNopLYBaT NPH NalMEeHTH C PedKH HACNeJCTBEHH 3aG0MaBaHHA KaTo FANaKTo3HA
HETOHOCHMOCT, TEXBK J1akTazeH AedHIIHT WM rFOKo30~-ranakTo3Ha Manabcopluus WK 3axapaso-
H30MAITa3Ha HeOCTATHUHOCT.

Cromamuo-4peBun edextn

ITpu Beruxy HCIIBC, BonounTenso U npu aukiacdeHax, ca cno0lLIaBaHy cilyial Ha KbpPBEHE OT
CTOMALTHO-IPeRHHA TPAKT, A3BH HAH Nepdopants, KoUTo Morart Ja Ovjar QaTanuu 1 MoTaT 1a
HACTBILAT HA BCEKM €TAll OT JIEYEHHETO, Che HIM Oe3 npeaynpeAnTeH) CHMITOME MM JaHHH 33
aHAMHE3a 33 CEPHOIHH CTOMAIHO-YPEBHH MHIMAEHTH. [TocaecTRUATA CA NO-TEXKKH [TPH ITALHEHTH B
HafpeIHATA BB3pacT. AKO IpH MaUUEHTY, JeKyBaHH ¢ BonTapen HacTHNK KbPBEHE OT CTOMAUIHO-
YpEeRHUA TPAKT WK ce oOpa3yBa A3Ba, IpHeMa Ha J1IeKapCTBOTO TPAOBa fla ce peyCTAHOBH.

Kaxro mpu Bewakn HCIIBC, sxnioauTenHo quknodeHak, ce Hanara cTpor MeIMITHHCKY KOHTpON, I e
HeoGxX0IMMO CTIeLMaNTHO BHHMAHAE, KoTaTo BoNrTapeH ce NpealncRa Ha MALHEHTH Che CHMITOMEH
YKaiBailli cCTOMAIIHO-YpPeBHH HapyIeHHI HIH ¢ AaHAMHSCTHYIHH JaHHK, NPeANonaraly 138a Ha
CTOMaXa WM YepBaTa, KbpBeHe MM nepdopailis (BX. Touka 4.8 HexxenaHu NTeKapeTBEHH peakifny).
PHcka 3a KppBeHe 0T CTOMATHO-4PEBHUA TPakT ¢ 10-BHCOK HpM nokayeaHe Ha no3ata Ha HCIIBC u
NpH NAlHEHTH ¢ aHaAMHes3a 3a A3Ba, 0co0eHo aKo € YCIoXKHeHa ¢ KbpBeHe i nepdopauys. [Tpu
MAalMEHTH B HallpeIHana Bb3pacT ¥Ma IO-roAAM PHCK OT HO-YecTa IOSBa Ha HesKeMaHH PeaKiHy pH
neuyente ¢ HCTIBC, ocofeno Ha KbpREHE OT CTOMALIHO-YPERHUSA TPAKT UITH MepdopaliiL, KOUTO
Morat ga Owlat datanHu.

HCIIBC, sxmodnTe HO qHKIO(PeHAK, MO3KE [ ¢A CEBP3aHH ¢ YBEAHYSH PHCK OT WATHYAHE OT
CTOMAIIHO-IPeBHA aHACTOMO3a. ITIpenopbuea ce BHUMATEHO MEAHIMHCKO HAG/IIONEHUE 1 TIOBHILEHO
BHUMaHHE 1IPH yNoTpebaTa Ha AMKIO(EHAK CMe/i CTOMALIHO-YPeBHA XHPYPritiHa MHTEPBEHLIHSL.

3a HaMa/sBRaHe HA PHCKa OT TOKCHIHOCT 38 CTOMAUTHO-YPEBHHA TPAKT NPH IAUHEHTH ¢ aHAMHAE3A 32
A3Ba, 0COOEHO aKO € YCIOXKHEHA ¢ KbpReHe WM nepdopanys H NpH MAKMEHTH B HAIIpe/JHANA BB3PACT,
AeYeHNETo TpAGBA a Ce 3amovBa U NOAILPKA ¢ Hali-Mankata eekTHRHA J03a.

TMpu Teau mayAeHTH, a CBIIO 4 NPH NaUMERTH MMALIY ¢ THOBPEMEHHA HYXKJa OT NeKapCTBa
CBABDIKALIM HUCKY JO3H aUeTHICATHUHIOBA KHCENHRA (ASA) HIH APYTH HPORYKTH, 33 KOHTO €
BE3MOXHO Jla yBETMYAT PUCKA 3a CTOMAINHO-9peBAMA TpakT, TpA0Ba na e ¥iMa B NPeaBuI
KOMOHHMpaHa Tepanus ¢ NPOTEKTUBHA NPOAYKTH (HAND. MH30MPOCTON MM HHXUGHTOPH HA
NPOTOHHATA YTOMTIA).

TMauyents ¢ aHAMHE3a 34 TOKCHIHH TPOABH OT CTPaHa Ha CTOMaUTHO-1peBHHA TPAKT, 0CobeHo
NAMEHTH B HalpeaHana BL3pact, TpabBa Ja ¢ro0IaBaT 32 BCHIKH HeoOHYaiiHu, CHMIITOMH OT
cTpaHa Ha kopema (ocobeHo KbpReHe). [IpefoppiBa C& BHUMATENHO NPUIIOKEHHE NIPH TATIMEHTH

HHXUOWTOPH HA 0GPATHOTO 3aXBalllAHE Ha CePOTOHHHA (BXK. To4WKa 4.5, Biaumogeiicts
JIeKapCTBEHH NMPOAYKTH H ApyTH (PpopMM Ha B3auMoefcTRIE).




HeobxonuM e cTpor MEAHIIMHCKA KOHTPOJI H BHUMAaHHAE TIpY MALMEHTH ¢ YIILEpO3eH KOJMMT HIH
Gomnect Ha Crohn, Thif kKaTo CBCTOAHHETO MM MOXKE A4 ¢e BIOMmH (BK. Touka 4.8 Hexenamn
JIEKAPCTBEHH PEaKIMH).

Xenatobnnnapau epextn
HeofxoauM e cTpor MeIHLHHCKH KOHTPOJ, KOTaTo ce IpeanucBa BonrapeH Ha mauuesTH ¢ yBpeaeHa
aepHOApOOHA (hyHKUMA, THH KATO CHCTOAHUETO MM MOXE Aa ce BIIOLIH.

Kakro u npu apyrure HCTIBC, sxiirountenHo quknodenak, MOTaT ia ce MOBHLIAT CTOHHOCTHTE Ha
€/IMH MITH TIOBeYe depHoApoOHM eH3uMu. KaTo npesnasHa MAPKA IpM OPOSB/DKHTENHO JeYeHHE ¢
Bosrapen (nanp. non dopmarta Ha TabNeTKH HIH CYTIO3HTOpHE) € HeoOX0AHMO MEepPHOAMYHO Aa ce
cnead depHoApobHaTa ¢yHKIHA. AKO CTOHHOCTHTE Ha UepHoApObHUTe OKa32TeNny NPOFLKABAT 12
OBAaT H3BEH HOPMATa HIIH € TIOKaYBaT B 10-TOIAMA CTENEH, AKO CE NOABAT PU3HALH WK CHMIITOME
Ha YepHORpo6HO 3a60NARaHE KM aKO HACTHNAT JPYTH NPOABH (Hamp. eo3nHODUANA, OOpHER),
npuiocxkeHueTo Ha Bolrapen Tpabpa ja ce npeycranoBH. XelmaTHT MOXe a HACTBIIH NpH yrorpebara
Ha uiodeHak 1 6e3 TIpoapOMaTHY CHMIITOMH.

Iosrnieno BHEMAaHHE e HeoOX0NUMO NpH ynortpeba Ha Bonrapen ot naumeRTH ¢ YepHoapobha
niopdbHpuA, NOpajK BEIMOKHOCTTA Tof A a OTKNIOUM PHCTEN Ha 3abojaBaHeTo.

BuOpeunu edextn

Teii kato ca NOKI4ABAHH CITyHay HA 3aTLpKAHE Ha TEYHOCTH M OTOLH O BPEME HA JIEUEHHE C
HCIIBC, BKIIOYHTENHO AAKIodeHAK, € HeoOX0mumMo 0c0beHO BHUMAHKE [TPH NALMEHTH C YBpeAeHa
cbpredHa Wi 6e6peuHa QyHKIUA, ¢ aHAMHE3a 33 XUTIEPTOHNS, MALKEHTH B HATIPEIHANA Bh3PACT,
[alHEHTH ¢MHOBPEMEHHO TPHEMAINY AHYPETHIH HITH IPOIYKTH, KOHTO MOTAT CEPHO3HO 1A NOBTHIAT
ObOpeunara ¢ryHKUMS, KAKTO M OPH DAUHEHTHTE ChC CHINCCTBEHO HAMAMABAHE Ha eKCTpaLleNTyTapHis
o0eM, HE3ABHCHMO OT HPHIMHATA, HAMD. HPeJH H clel roJieMi XHPYPTHYHYE HHTePBeHIMH (BX. TOUKa
4.3. IIpotuBonokasanud). B Tesu cayyan, kaTo pennasHa Mapka IIpd ynorpeba Ha BonrapeH ce
IpenophYBa Npocnenssane Ha 6n0peyHara gynxuus. ClIHpaHeTO HA TEPANMATA OGNKHOBEHO Ce
NIOCNIeABA OT BBb3CTAHOBABAHE HA M3XOJHOTO CHCTOSHHE.

Koxuu efpextn

Texku KOKHH PEakiyH, HAKOH OT KOMTO (aTaTHu, BKIIOYBAIIH eKCHONHATHREH AEPMATHT, CHHAPOM
Ha CTHBBHC-J[KOHCBH, TOKCHYHA CTHAEPMAIHA HEKPOIH3a ca Ch0bMaBaHH MHOFO PALKO BB BPE3K2
¢ npsma Ha HCIIBC, B ToBa uHcie u Bontapes, (Bx. 4.8. Hexenauu nexapcTBeHH peakilym).
Harnexna, ye Haii-BHCOKMAT PHCK 32 IAUAEHTHTE JIa MMAT Te3H PeAKIMH € PaHo B X0Ja HA NCUYEHHETO,
B [IOBEYETO CIIy4al HAYaIOTO Ha peaklliiTa HacTeNBa B ILpeua Mecen. [TIpnemsT Ha Bonrtapeu
TpaAlBa Aa ce npeyCTaHOBH NPH ILPBUTE MPOABH Ha KOXEeH 0OPUB, JITABNYHHE JIE3HH KK KAKBUTO H
na 6MMo ApYTH NPOABH Ha CBPBXYYBCTRHTETHOCT.

Kakro npu apyrure HCIIBC, B peaxu ciydau npu qeveHne ¢ IMKI0QEHAK MOTAT Ja HACTHIIAT
aMeprUsSHH PEaKIMH, BKIIOYHTETHO aHaDUIaKTHYHH/aHApHNaKTOMIHN peakipn, Ge3 npeaxonaua
€KCTO3HIHS Ha JIeKapCTBOTO. PeakllMHTe Ha CBPhXMYBCTBHTEIHOCT MOXE CHINO TAKA Aa [IPOTPecHPaT
10 CHHApPOM Ha Kounis - cepHO3Ha aleprHyHa Peakiii, KOATO MOXKe Jia JoBee 10 HHGAPKT Ha
Muokapad. CHMIOTOMHTE Ha THAKMBA PEAKLMM MOJKe A3 BKT0YBAT GONKa B rEPAUTE, KOATO BE3HHKBA
BbB BPB3Ka C aNepruuHa peakuia kKbM JUKIodeHak

Copaeuno-cbI0BH eexTH

Jlesennero ¢ HCTIBC, rnounTenHo Juknodenax, ocodeHO RER BHCOKH JO3H W TPH MPOXBIKUTENHO
neYeHHe, MOXe Ja Gb/le CBBP3aHo ¢ JIKO MOBUIIEH PUCK OT CEPHO3HH CHPASYHO-CHAOBH
TPOMOOTHYHH CEOUTHA (BKIFOUMTENHO HH(APKT Ha MUOKApIAa H HHCYIT).

OOHKHOBEHO Jie4eHHETO ¢ BonTapeH [IPH MALHEHTH C YCTAHOBEHO ¢hpPACYHO-CBA0BO 3300348
(xOHrecTHBHA CHPAEYHA HEOCTATHYHOCT, YCTAHOBEHA HCXeMHYHA GONECT Ha ChPLETO /-‘ -
nepudepHUTE apTEePUH) MM HEKOHTPOIMPAHa XHIIEPTOHKA He ¢e Tipenopbusa. [Ipu 1
NAMEHTH ¢ YCTAHOBEHO ChPACYHO-CHAORO 326015BaHe, HEKOHTPOJIHPAHA XHIOEPTO
3HAYMTENHH PUCKOBH (PakTOPH 3a CHPIEYHO-CBAORO 3ab0naBaHe Tpabea da OBaar i




BonTapen camo ciel BHUMATE/THA NPEleHKa H caMo ¢ 4034 < 100 mg AHEBHO, XOraTo JIeYeHHETO
POABIIAKE 33 NoBeYe OT 4 ceAMHUNH (BK. ToUKa 4.4 Crenuanyn npeJynpeAneHns W NpeaTasHd MEPKH
Ipu ynorpeba).

HeobxonumocrTa Ha MalMEHTa OT CHMITTOMATHYHO 00NIEKUeHue M OTrOBOPa KBM TEpaImusiTa, TpadBa
HOEPHOAKYHO A C€ MPEOLEHABAT, 0c00EHO KOTaTO NeueHHeTo NPOABIKABA 3a OBEYe OT 4 CeAMHALHA.
IMauuenture TpsOBa Aa GbNAT OAUTENHN 3 MPHIHAKA H CHMITOMH Ha CEPUO3HH aTepOTPOMOOTHIHY
chOMTIE (Hanp. rpbIHA Gonka, HEJOCTHT Ha BL3OyX, c1afocT, HeAceH MoBop), KOMTO MOraT Aa
BB3HHKHAT BHe3anHO. B ciydaii Ha monobHo chOHTHe, MalenTHTe TPAOBa 1a 6bOAT HHCTPYKTHPAHH
Jla MOTHPCAT feKap He3abaBHO.

HeodxonuMo € 1a ce oCUTYpAT MOAX0AANIC HAOMOACHHE i CHBET 32 NAlMEHTH ¢ aHaMHe3a 34
XUMEPTOHHA HW/HIH 1€Ka IO yMepeHa KOHTeCTHBHA CHPAEeYHA HeJOCTATHYHOCT, Thil KATD UMA
chOOIIEHHA 32 OTOLH H 38JPBXKKa HA TEYHOCTH, CBBp3any ¢ nevennero ¢ HCIIBC.

KierYEE Npoy|BaHNS ¥ €THIEMHONOIMYHN JaHHK ITOKA3BAT, 9e ynotpebara Ha AuknodeHak,
ocobeHo BB BHCOKa A03a (150 mg NHEBHO) ¥ NPU IPOXLIDKATENHO MIPUIOKEHKE MOXKe 12 OB1e
CEBLP3aHA C JIEKO [MOBHIIEH PHUCK OT apTepHATHH TPOMOOTHYHY cLONTHA (HapIMep MHOKApIEH
HHQAPKT WM HACYNT) (BHXTE T. 4.4 CNeuManHn npeIynpeskaeHns i NpefnasHl MePKH IpH
ynorpeba).

HeoGxomuMo € BHUMaTeTHO OOMUCIAHE TIPH IEUeHHETO ¢ AUKTOdeHaK Ha NAHSHTH ¢
HeKOHTPOTHPaHA XHIEPTOHMUA, KOHTECTHBHA ChPASYHA HEFOCTATEIHOCT, YCTAaHOBEHA HCXeMIIHA
Gonect Ha cBpHETO, 3a00MABaHE HA NePH(PEPHUTE APTEPHUH WIIH MO3BYHO-CBI0Ba GoMecT.

IanpedTHTE ¢BC 3HAYWTENHH PHCKOBH (DAKTOPH 33 CHPEUHO-CBAOBH CHOWTHSA (HATIP. XMIIEPTOHUA,
XUTIEpAMNNIEMHS, 3aXapeH Auaber, TIOTIOHOMYIIeHe) TpA6Ba 1a ce JIEKYBAT ¢ AHKIodeHAK CaMo chell
BHHMaTEHA TipeledKa. Thil Karo ¢hpAYHO-CLROBHAT PHCK NPH JMKNOGeHAK MOKE a HapacHe ¢
A03a1a M IPOALIDKATENIHOCTTA HA EKCIIO3HIIMATA, TPAGBA 1a ce IIpWiara Haii-HuckaTa e(eKTHEHA
AHEBHA 1034 33 Bb3MOXKHO Hali-KpaTKis nepnof ot Bpeme. [lepuoawuno TpaGea Ja ce H3BLpIIRa
fpPEoLeHKa Ha HeoOX0MMOCTTA Ha NTAIMEHTA 0T 00NieKYaBaHe Ha CHMNTOMMTE K Ha OTTOBOPA KbM
TePAnUATa.

Xematonormyau edexTH
lp npoakmxmTeHa ynotpeba Ha Bonrapen kaxto npu ocrananure HCIIBC e npenophuuTeso,
PeAOBHO [ia c& MPOCHeRABa KYbBHATA KAPTHHA,

Kaxro octananure HCITBC, Boatapen Moske BpeMeHHO Aa IOXTHCHE ArperaluuaTa Ha TpoMGonuTHTE,
TampenTaTe ¢ HAPYIISHHA B KPHEOCHCHPBaHeTO TpAGRA Aa 6b1aT HabNI0MARaHY BHUMATEIHO,

CLIOLTCTBALIA ACTMA

Tlpu nanueHTHTE ¢ ACT™Ma, B CPaBHEHME C JAPYTUTE MANHeHTH, ¢A TO-YeCTH CE30HHATE ANepruIHy
PHHMTH, OTOKBT HA HOCHATA NMIABULA (T.HAp. HOCHH NOJUIIH), XPOHHYHH OOCTPYKTHBHYE (enoapobau
3a00NABaHUA MIH XPOHKYHH HHQEKLHY Ha (UXATENHKTE MBTHINA (0COBEHO, aK0 Ca CBBPIAHH CbC
CHMITTOMH TIOA00HH Ha aleprudeH puHAT), peakuuy crpaMo HCIIBC kato exsauepbaims Ha acT™ara
(T. HAp. HEMOHOCHMOCT KbM AHANTETHIH/ aHATETHYHA aCTMa), efeM Ha KBHHKe MM ypTHKapHsL.
INopaau Topa npu Te3H NaHMEHTH Ca HeoOXONHMH CTIEUHATHY TIPEANAa3HA MEPKY (TOTOBHOCT 3a
cretHa nomMouy). Topa ce OTHACH CHINE Taka W 33 NaUKEHTH ANePriHYHN KbM JPYrH CyOCTaHIMY,
Harlp. KOXHM peakiium, chpbesk Win ypTHKApUA.

IlauMenTH B cTap4yecka Bh3pacT (HA 65 U noBee roJHHH)
Ocobeno BHAManue € HeOOX0AMMO NPH MAUMEHTH B HATIPETHATIA BB3PAcT OPAIH OCHOBHH __._
MeITULHHCKH CROOpaKe s, 0cO6eHO ITPH HEMOIHM TTALUMEHTH U NPY TAKHBA ¢ HHCKO

Baaumopeiicteue ¢ HCIIBC
Tpatea na ce U3GATBa eIHOBPEMEHHOTO NPHAMKEHUE HA BoTapeH ¢he CHOTEMH,
BKJTEOYHTENHO CEICKTHBHH HHXHOHTODH Ha UWKIOOKCUFEHa32-2 NOPATH BE3MO:



ethexTn (8. T. 4.5 B3anMogelicTRiE ¢ GPYTH AeKAPCTBEHH MPOAYKTH H APpYTH HopMM Ha
B3aUMOACHCTRHE).

MackupaHe npu3HalMTe HA WA eXUMH
Iopo6uo Ha octanamute HCITBC, mopamn gapMakoIHHAMUMHHTE cd CROCTBA BoaTapeHn Moxe Ja
MACKHpA MPH3HALUTE i CUMITTOMHTE Ha UHPCKLHH.

4.5 BiauMonelcTBHe ¢ JpYrY 1eKAPCTBEHH NPOXYKTH B ApYrH GopMH HA BIAMMOaeficTRYE

HizbpoeHuTe no-KoMy B3auMOIeHCTBHA BIIOURAT HAGmoJapakuTe Mpy Borraper Perapy ¢TOMAmAO-
yCTOHYMBH TableTKH H/HIM APYTH NeKAPCTREHH (GOPMH HA TUKIOGHEHAK.

Ha6awaaBaHn s3auMozcicTBUS, KOHTO TPAORa 123 Ce B3eMAT 0] BHMMaHHe

CYP2C9 unxubumopu: Ilpenoppuea ce IOBHINIEHO BEUMAHKE NPH €IHOBPEMEHHATA YNOTpeda Ha
aurtodenak 1 CYP2C9 waxubutopu (kato cyIbHMHIMPA3OH H BOPUKOHA30I), KOETO MOsKe Aa IoBene
710 3HAYUTENHO YBENIMUEHUE HA TMKOBHTE MJA3MEHY KOHUSHTPALMY M eKCTIO3UIHATA Ha IMKNO(EHAK.

Jumuii. Npy eIHOBPEMEHHO PHIOKECHHE ¢ THTHIH, TUKAO(PEHAK MOXKe Ja MOBHINH NIA3MeHHTe
KOHLEHTpalUHH Ha AHTHA. [IpenopbaBa ce NpocieAaBaHe Ha CEPYMHHTE HEBA Ha JIMTHS.

Huzoxcun: npu eHOBPEMEHHO NPHIOXkKEHUE AUKIO(EHAK MOXKE 13 IOBHIUH IUIA3MEHHTE
KOHLIeHTpaliul Ha qurokcuna. [Ipenopbusa ce MpociesaBaHe Ha CepyMHHTE HHBA HA JUTOKCHHA.

Huypemuuu u anmuxunepmensuenu aexapemea; Kakro npn octanamite HCIIBC,
€HOBRPEMERHOTO NPHACKEHHS Ha RUKIOpeHaK ¢ ZHYPETHIH HITH aHTHXHDEPTeH3URHY JIeKapcTea
(nanp. 6era Gnoxepn, HHXHOUTOPY HA AHTHOTEHINH-KOHBEpTHpaLEiA ensuM (ACE-unxuGuropn)
MOxKe 1a HaMAIH AHTHXMIEPTEH3HBHUAT UM edexT. [Topagw Topa, Task KOMOHHALINA TpAORA J1a ¢
mpunara ¢ ocofeHo BHUMaHHe W MALMEHTHTE, Haji-Beve Te3U B HAPEIHANA Bh3PAacT, IepHOANYHO
TpAOBA [a NpocHeIABAT CTOIHOCTHTE Ha APTEPHATHOTO ¢H Hanarane, [Topany noBuileHns pucK ot
HePOTOKCHYHOCT (Bx. TouKka 4.4, CielManay npeynpekaeHEd u NPEANa3HH MepKH 3a yiloTpeba)
nauneHTuTe TpA6Ra Aa 6baar no6pe XuApaTUpaHH, o a HM Obje npocinenspana 6s6peunara QyHKuua
ApH 3ailo4RaHe HA KoOMOHHHpaHo nevenne ¢ quypeTuli H ACE HHXMOUTOPH, KaKTO H NEPHOIHIHO
cJIen TOBA.

Ifuxnocnopun u maxpoaumyc: Kaxto ocranamare HCIIBC, aurnodeHak Mojke 1a OBHLLIK
HePOTOKCHIHOCTTA Ha [IMKIIOCHOPHH H TAKPOTHMYC NOPaay MoBnuAsade Ha OnOpedynnte
npocrarnanauan. [Topagu Tosa Tol TpaBa ga Ce MIPUITAra B I0-HHCKH JO3H OTKOJIKGTO IIPH
NAUHEHTH, KOHTO HE MPHEMAT KUMKIOCHOPHH HIIH TAaKPOIHMYC. '

Jexapcmsa, npuyunssaiqu xunepxanuemun: ETHOBpeMeHHOTO NPUIMKEHHE ¢ KaTuA-ChXpaHABAINH
JUYPETULH, LIMKIOCTIOPHH, TAKPOJIHMYC HITH TPHMETONIPHM MOXKe Ja OBJe CBBP32HO ¢ MOBHIICHH
CepyMHU HMBA HA KAJIHH, KOUTO CNieiBa Aa C€ NPOCIEIABAT YecTo (BUK T. 4.4 CrenHa Hy
NpeIynpexIeHAs M TIpSalIa3Hi MEPKY 34 pu yotpeGa).

Xurnononosu anmubaxmepuainn nexapemsa; CroBIIEHN ca WROIMPAHY CIYYaN HA EPUOBE, KOUTO
MOvke Ja ca 03I npeansBHKaHd OT eJHOBPEMEHHOTO NpunoxeHue Ha xunoaouu # HCTIBC.

OuaxBanH BiapMoJelicTEHSA, KouTo TpulBa Ja ¢e RIeMAT N0/ BHAMAHME

Apyzu HCITBC u xopmuxocmepoudu: EJHOBPeMeHHOTO PUIOKEHHE Ha THKIO(GEHAK ¢ ApYTH
cucteMus HCTIBC wii kOPTHROCTEpORIAM MOXKES 13 TIORHIIH 4eCTOTATa HA HOKeNAHMTE CTOM




Coenuvanay npefyNMpeskAeHHA U npeana3Hi MepkH NpH ynotpeba). Brnpeku de KITHHHYHHTE
H3CNIEIBAHNA HE NOKA3RAT, 9& AHiuodeHaK NOBIKRABA AeficCTRHETO HA aHTHKOArYJIAHTHTE, HMa
ChOOMIEHHA 3a NOBHIEEH PHCK OT KPbBOU3JIHE [IPH NAUEHTH, KOKTO TOIYIaBaT e HOBPEMEHHO
muknodeHak B aHTHkoarynanTy. [To Tasw NpHYHHA ce npenopbuea BHEMATETHO HabmoneHHe Ha
TAKHBA TIAAEHTH.

Cenekmuenu UHXHOUMOPU HA 0BpamHomo 3axeauiare na cepomoruna (SSRIs). EnnoBpeMensoTo
npuroxeHde Ha cucTeMad HCIIBC, pxmrountento auknodenak, H SSRIs Moxe J1a yBeaHdH pHCKA 0T
KBPBEHE OT CTOMAIIHO-YPEBHMA TPaKT (BX. To4Ka 4.4, CrienWanHy MpeAyNpekAcHU H Npelna3sHi
MepKH 3a ynotpeba).

Anmuouatemnu nexapcmeeru npodyxkmu; KIMHUYHATE NpOYYBaHHA IOKA3BAT, Y& AUKIOdEeHaK
MO3Ke Jla C¢ mpUIara eJHOBPEMEHHO C TIEpOpaNHE aHTHANabeTHY eKapcTea, 6e3 Ja TOBIHIBA
TEXHHAT KIHHAYeH edekT. B xoaa Ha neveHse ¢ muxnodenak, ofade, ce cHo0IIaBa 34 H30IHPaHH
CIIy4ad Ha XMIIOrNMHMKEMHA M XUNepriIvKeMHs, Halaraild NpOMEHH B J03aTa HA AHTHAMAGETHHTE
npoayKTH. BBB BpB3Ka ¢ TOBA, KaTo Npeana3Ha MApKa ce NpenopbYka HabmoAeHHe HA HHBATA HA
KPbBHATA 3aXap N0 BpeMe Ha eHOBpeMERHO TIPANOKEHHE HA JBaTa NIpenapara.

Hma n3omupanu cpobmenns 3a MeTaoNHMTHA aliuA03a, KOTaTo JHKNodeHaK ce npuiara
€HOBPEMEHHO ¢ MeTHOPMHH, 0c0GeHO MPH MAIHEHTH ¢ NPEAMIECTBAII0 GEOPETHO yBpexKAaHe.

Memompexcam: mMknodenax Moxe 1a HHXuOUpa TyOynapHus 6pOpedeH KIHPBHC Ha METOTPEKCaT,
KaTO Taka NOBHIIABA HHBATA HA MeTOTpeKcaT. IToBumeHo BHHMaHHE € HeoOXOMMMO TPH TIPHIIOKEHHE
Ha HCTIBC, BruroauTenHo AHKNO¢EHAK, B CPOK MO-MATEK OT 24 yaca npeay WK Clej NeveHHe ¢
METOTPEKCAT, Iopa/id BBIMOXKHOCTTA 3a [IOBHINABAHE HA IT23MEHATA KOHIICHTPAlHA Ha METOTPEKCAT
H YBENHYaBaHE HA TOKCHYHOCTTA MY.

Denumoun: TpenopbyBa ¢¢ MOHHTOPHpAHE NIIA3MEHATA KOHUSHTPALHA HA HEHUTOHH NpH
eIHOBpeMeHHATa My YIoTpeba ¢ nuknodeHak, Fopaqy OYaKBaHO YBENHYEHHE HA eKTIO3HIHATA HA
deHHTOHH.

Konecmunon u xonecmupamun: Te3u BelnecTBa MOXKeE J1a Npe IH3BUKAT 3a0aBAHE HIM HaMaNsABaHe
Ha YCBOARaHeTO Ha AMKNodenak. [Topaxn ToBA ce NpenopbUBa NPHIOKEHHE HA AUKITOodenaK Haif-
MaJIKO eIMH Yac NMpeJy HiIH 4-6 9aca cief HpHITaraHe Ha KOJECTHION/ X0NeCTHPAMEH.

CYP2C9 unoykmopu: Tlpenopbusa ce TOBHIISHO BHEMaHHe NIPH ¢HOBpeMeHHara ynoTpeba Ha
Auxnopenak B CYP2CY unmyxTopu (Kato pH$aMIMIH), KOSTO MOXE Ja JoBeAe A0 3HAYNTEIHO
HaMaJIABAHE HA MNa3MEHNUTE KOHUEHTPAUHH H eKCIO3HIHATA Ha JUKIodEeHaK

4.6 DepTHAHTET, OPEMEHHOCT H KbpPMEHE

FKeHM ¢ JeTepoJeH MOTEHITHAT
Hsama gocTaTh4HO AAHHH, 32 A2 C& HANPARAT KOHKPETHH MPEIOPHKH 32 TCUEHHE HA XKEHH C JIETEPOJIEH
TOTEHHHAT.

BpeMennoct

HuxubupaneTo Ha APOCTATTAHTHHOBHA CHHTES MOKe Aa OKake HeGNAronpuATHO BIMAHHE BLPXY
OpEeMEHHOCTTa W/HIH Pa3sBHTUETO Ha eMOPHOHA HIH 1I0Aa. JlaHHM OT eNHAEMHOJIOIMYHM [IPOYYBAHHA
[I0KA3BaT NMOBHIIEH PHCK OT CIIOHTaHeH aGopT, ChPACYHH MaT(QOpMalHi U TACTPOCKXH3HC CIIEH
ynorpebarta Ha HHXHOMTOPH HA NIPOCTArNAHAHHORHA CHHTE3 B HAYAIOTO HAa GpeMEHHOCTTA.
AGCOMIOTHHAT PHCK OT CHPAEYHO-CBHIOBU MandopMalii ce TOBUIIABA 0T >1%, Ko mpunu3uTenHo
1,5%.

CwumsTa ce, 4e PHCKBT ¢€ YBEIMaBa ¢ YBeMHYABaHe Ha [03aTa U MPOTBIKUTENIHOCTTA HA TEYEHHETO.
[Ipu uBOTHH, NPHIOKEHHETO HA HHXHOHUTOPH Ha POCTArIAHANHOBHA CHHTE3 MOXE Aa
yBelHieHa MPe-A NOCT HMIUIAHTAUHOHHA 3aTy0a H eMOpHO-(eTanHa CMBEPTHOCT.




B nompnaenne ce cpobmaga 3a yeemuueH Opoif paimuvan MandopMarmm, BKIOYUTENHO ChPASYHO-
CBIORH, TIPH XKABOTHH, TPETHPAHH ¢ HHXHOHTOD HA NPOCTATIAHTWHOBMS CHHTES M0 BpeMe Ha
6peMeHHOCTTA.

Or 20-ara cegMuila ot GpEMEHHOCTTa HATAThK ynorpebara na HCTIBC (Biot. muknodeHak) Moxke na
NPHYAHHA OJTHMOXHAPAMHHOH, Ib/DKALL C¢ Ha HapylleH#e Ha ObOpeunaTa dyHKuug Ha geryca. Tosa
MOMKE Ja ce MOABH CKOpPO CHeA 3aMovBade HA TeUeHEETo W COHKHORSHO ¢ ofpaTuMo npu
npekparapadeto My. ChINO Taka HMa ¢bOOINEHHA 3a CTeCHARBAHE HA AYKTYC apTePHO3YC Cle/l NeYeHHe
IIpe3 BTOPHS TPHMECTRP, NOBEYETO OT KOHMTO OT3BYJABAT CleA IpekpaTiBane Ha JdedeHuero. [opanu
TOBa AUKNOQeHak He TpAHBA 1a Ce MPUEMA pe3 TLPBUA 1 BTOPHS TPUMECTEHP OT SpeMeHHOCTTA,
OCBeH aKo He € KpaiiHo Heobxoaumo. B ciyuqaii, ye muxnrodenak ce npreMa OT jKeHA, KOSTO ¢ OMHTRA
Ja 3afpeMeHee MK 110 BpEMe Ha IIPBHEA M BTOPHA TPHMECThD oT 6peMeHHOCTTa, TpA0Ba 1a ce
IpKJara BE3MOXHO Haf-HUCKATA 034 3a Hal-KpaThK nepuo. Cnen excro3uums Ha AVKIogeHaK B
IPOABIDKEHKE HA HAKOAKO OHH 0T 20-aTa rectalOHHA ce/IMHLIA HATATEK TPA0Ba 1a ce 0OMHCIH
AHTEHATAIIHO POCTIEABaHE 33 ONMUTOXUIPAMHHOH H CTecHABAHE HA AYKTYC apTepHo3yc. YoTpebara
Ha AuKIo¢eHak TPAGRA 14 C& IPEYCTAHOBY, AKO (€ YCTAHOBH ONUIOXMAPAMHMOH WM CTECHABAHE Ha

IYKTYC apTepHO3YC.

[To speMe Ha TPETHR TPEMECTED Ha OPEMEHHOCTTA, BCHIKHM MHXHOWTODH He IPOCTArNaHgWHOBHS
CHHTe3 MOTaT J]A M3JIMKAT TII0oIa Ha:
- CBpASYHO-YNIMOHAIHA TOKCHIHOCT (Ipe;KICBpeMEHHAO CTECHABaHE/3aTBapaHe Ha JYKTYC
apTepuo3yc U fenoapofHa XUepTOHRNA);
- HapyineHa OnGpedHa PyHKIHA (BXK. MO-rope).
Morar Aa uznokar MafikaTa H 3apo/JHIIa B Kpad Ha OpeMeHHOCTTa Ha:
- BB3MOXHO YABIDKABAHE Ha BPEMETO Ha KbPBEeHEe ¥ ChbCHPBaHE, KOWTO MOJKE A Ce TIPOABAT
JOPH H HPH MHOTO HUCKH J03H;
- HHxubupaHe Ha MATOYHHUTE KOHTPAKLHMH, KOETO BOAH 70 3a0aBeHO MITH NPOALIDKUTENHO
paxaHe.
CrenoBareiHo ynotpe6aTa Ha THKIO(EHAK 110 BpEME Ha TPETHA TPHMECTBP OT GpeMEHHOCTTA €
MPOTHBOIIOKAZAHA.

Kbspmene

Kaxro u apyrun HCIBC, auknodenak npemMnnasa B KbpMaTa B Majiki kommdecTsa. [opanu Tosa
Bonrtapen He Tpa6Ba a ce NpHeMa [0 BpeMe Ha KbPMeHe, 3a Ja ce M30erHaT HexelaHuTe
IeKapcTBeHH e(PEKTH 3a KbpMAveTo,

DepTuaurer

Kaxro 1 apyrure HCIIBC, npunoxerueTo Ha BoatapeH, Moxe 1a YBpeau JKeHCKUA GepTHIHTET H He
€€ IPENOPTUBA NPY KEeHH, KOWTO NPaBAT ONHTH A2 3abpeMenedT. T1pH skend, KOUTO HMAT TPYIHOCTH
TIpH 3a6peMEHABAHETO HIH Ce M3caeaBar 3a Oesnnoaue, TpAbBa Aa ce 00CHIM IpeKpaTABaHe Ha
ynorpedara na Bonraped.

4.7 EdexTn BEPXY cioco6H0CTTa 32 Wodupane 4 paboTa ¢ MamMHN

TlanuenTy, KOUTO MMAT 3PUTENTHA HAPYMEHHA, YyBCTBAT 3AMATHOCT, CBETOBBPTEX, CHHIHBOCT WIH
ApYTH HapYOIEHHA HA NEHTPANHATA HEPBHA CHCTEMa, NOKATO puemat Boarapen, Tpa6ea na ce
BB3IBPKAT OT IWodHpane WiK paboTa ¢ MalIHHH.

4.8 HexenaHn JekapecTBEHH peakiiHl

Jlamm're OT KNMHWYHHATE [IPOYYBAHNA H COMACMHOJOTHYHHTE JaHHHA €JHAKBO COYAT KEM OBHIICH

¢ ynotpe6aTa Ha AMKII0(eHaK, oco0eHOo npH BHcokKa Jo03a (150 mg aHeBHO) H Rpu NpOX
nesenue (BX. T. 4.3 Tlporusonokasanus ¥ 4.4 CnellManuu NpexynpexaeHnd ¥ Ipean

yrnotpeba).



HesxemanuTe NeKapcTBeHy peakiiy (Tadmana 1) ca JoknagBaHi IIPH KAMHUYHE H3OUTBAHAS W/HITH OT
CTIOHTEHHH CHOGIICHHA HITH TUTEPATYPHH HITOUTHHIIE U ¢a wibpoenu chriacuo MedDRA — no
CHCTEMO-OpraHHA Kilacose. BBB BCEKH CHCTeMO-0praHeH KIac He)XENaHHTe JAeKapcTBEHH peaKLiuy ca
nofipefieHH crioped dectoTara. [Ipu Beake rpynupaHe B 3aBHCHMOCT OT 9eCTOTATa, HEXeTaHHTe
PEAKIEN ¢4 HIOPOSHN B HUIXOAAI pef o OTHOMSHWe Ha TAXHATA CePrO3n0CT. YecToTHTe €A
oInpeneneHH KaTo € M3M0JI3BaHa ciexnata konseHuna (CIOMS I1I; muoro gectn (>>1/10), uectn
(>1/100, < 1/10), Heuectu (>1/1 000 <1/100), penxu (>1/10 000, <1/1 000), MHOTO peaxu (<1/10 000).
HaBpoennTe NO-J0MTy HeKeNlaHW ACKapCTBeHN eeKTH, BRIIOIRAT Te3H chobmasanu Iipu ynotpebara
Ha Bontaped PeTapz croMamHo-yoToiuMBY TaGNeTKH W/uiH ApYTH NeKapcTBEHH (OPMH HA
JUKIo(eHAR KaKTO IpH KpaTKOCPOYHA Taka H IPH NPOIL/DKATENHA YHoTpeba.

Tab6auua 1: HexeJaHn JeKapcTBEHH PEAKIHH

HapymeHHA HA KPLBOHOCHATA H JHM(DHA CHCTEMH

Mpmuoro penxu:

TpoMGonuTonenus, IEBKONEHH, aHEMHA
(BRINOUHTENHO XeMOIHTHYHA H AILTACTHYHA
aReMHA), aTPaHyJIOLHTOo3a

HapymeHHA H HEMYHHATA CHCTEMA

Penxu: CBPBXUYBCTBHTENHOCT, AHAQUIAKTHYHHE U
aHadUIAKTOHAHN PEAKIMH {BK/IL XHIIOTOHHA H
[OK)
MHoro peaku: AnrroeneM (BKJT, IHLEB eIeM
p

IlcnxaaHH HapyoeHRA

MHoro peaxu:

JesopHeHTAINA, Aenpechd, OescraMe, HOMAN
KOLIM2pH, PasfipasHHTENHOCT, TICHXOTHIHH
HapYIIEHHA

Hapymenns B2 HEPBHATA CHCTEMA

Yeci: I'magobonue, 3aMasHOCT
Penxn: CLHIMBOCT
MHuoro peaxu: IlapecTezun, HapyIIEHHSA HA TAMETTA, FBEPYORE,

TPEBOKHOCT, TPEMOP, aCCITHYCH MCHUHIHT,
OpOMAHA BbB BKYCA, , MO3BYHO-CBAOB HHITHISHT

HapymeHnsa Ha 04HTe

Mtuoro peaxu:

HapyLieHue Ha 3peHHMETO, 3aMBIJICHO BILKIAHE,
THTIIOTIHA

Hapywenns Ha yxo1o d Aa6HpHHTA

YecTH: CRETOBBPTEXK

Mhnuoro peaku: BaoLieH ciryx, THHATYC

Cupaeyny HapyieHns

Heuecrn: * Hudapxr Ha MHOKapZa, ChpAeYHA HEAOCTATHYHOCT,

[TAIHTAKY, IpbaHA 00NKa

C HeH3BeCTHa 4ECTOTa:

Cunyipom Ha Kounis

CnJoBH HapyHIeHHR:

Mnoro peaxu:

XHNepTonds, BaCKYJIHT

PecnHpATOPHH, IPLAHA H METHACTHHAJIHHE HAPYIIIEHHA:

Penxw: AcTma (BRI, 380yX)

MHOTO peKu: TTHEBMOHMT .
CTOMAIIHO-4YPEBHH HAPYIICHHA il A
Yecn: T'ajieHe, NOBPHITAHE, THAPHS, CHAROPEHHA".

Oonka, GpraTyeHHL, HAMAT




Penxn:

I"aCTpHT, KEpPBEHE OT CTOMAMIHO-YPEBHHA TPAKT,
xeMaTeMesa, MesleHa, KbpPBaBa qHAPHS, CTOMAIIHA
HJIH 9peBHa 5383 ¢ HiH 0e3 KbLpBeHe WK
nepdopalna

Maoro peaxu:

Kot (BKJI. XeMOpParHyeH KONUT H ek3allepbaiun
Ha ynueposed KomuT v Gonect Ha Crohn), 3amek,
CTOMATHT (BKJL. YJIUEpPOo3€H CTOMATHT), [NIOCHT,
HapyLIeHHd Ha XpaHOnpoBoda, Tuadparma-
NoJo0HN CTeCHEHHA Ha YepBaTa, IaHKpeaTHT

C HeM3BeCTHa 4ecToTa;

HcxeMiueH KOIAT

XenaTo-OnanapHH HApYUICHAS

Yectn: YBeH4eHNe CTOHHOCTHTE HAa TPAHCAMIHA3UTE
Penxu; XeMnaruT, bpATEHHNA, YePHOIPOOHH HapyLeHus
MHore peaxn: DyIMHHAHTEH XENATHT, YepHoIpoGHA Hekposa,

4epHOAPOGHA HEAOCTATETHOCT

HapyureHnst Ha KOJKATA H MOAKOKHATA THKAH

Yectu: Obpus
Penxu: Yprukapus
MpHoro peaxu: BynozeH nepMaTHT, €K3eMa, eputeM, erythema

multiforme, cuuapom Ha Stevens-Johnson,
TOKCHYHA eMUACPMATHA HEKPOIIH3a (CHHAPOM Ha
Lyell), exconuarneed JepMaTHT, KOCOMAL,
peaklHH Ha POTOMYBCTBHTEIHOCT, My pNypa,
mypraypa Ha Henoch-Schonlein, cupbesk

Hapymenus na 6s06pennre H NHKOYHHTE NBTHINA

Mpuoro peaxu:

QOctpo 610peuno yepexaane (octpa Gubpeuna
HEeNOCTATEYHOCT), XeMaTypHd, IPOTCHHY PHS,
He(dpo3eH CHAAPOM, TyOyOHHTEPCTHLHATEH
HedpuTt, 656peuHa nanunapHa HEKPO3a

O6mu HapymieHns ¥ edeKTH HA MACTOTO HA HPH/IOKEHIE

Penxu:

| Orox

* YecroTaTa 0Tpa3ABa JAHHH OT MPONBILKUTENHO NeveHHe ¢ BHCOKH 71031 (150 mg aueBHO).

OnucanHe Ha H3GPaHE HeXENAHN JeKAPCTECHH PEeaKIHH

ATeporpoMOOTHINM ¢LONTHS

DapMaxoenHIeMMOIIOTHYHUTE JaHHH H Te3U OT METAa-aHANK3a COUAT 3a JIEKO [TOBHIUARAHE HA PHCKA
OT aTepoTpoMOOTHIHH CHONTHA (HANpHMEpP HHGAPKT HA MHOKapa) CBEP3aHu ¢ ynotpehara Ha
IUKToheHak, ocobeHo py BHCOKH o3 (150 mg AHEEHO) H O BpeMe Ha NPOXB/DKUTENHG IeYeHHE
(B Touxa 4.4 Crienuanyy npelynpexAcHia i NPeanasHi MEPKHU mIpy ynoTpeda).

Busyanuu edextn

BizyanHuTe cMyIMEHHA KaTo 3PHTENHO YBpexaaHe, 3aMbIIeHO 3peHne HIIH JUIIIONHAS H3rIenaT
edexTn Ha knaca Ha HCIIBC 1 o6ukHOReHO ca 00paTHMM NIPH NPEyCTAHORABAHE HA EYEHHETO,
BGPOSITHHHT MEXaHH3IEBM 34 3PpHTE/IHN CMYIICHHA © HHXHSHP&HCTO Ha CHHTE3a Ha OPpOCTarmaHJIuHHe Y
JPYrH CEBP3aHH CheIHHEHHA, KOHTO IIPOMEHAT PETYIMPAHETO Ha KPBBHHA TOK HA PETUHATA, KOETO
BOJIM /10 IOTEHIMAIHY [IPOMEHH B 3PEHUETO. AKQ TAKHBA CHMIITOMM ¢ TIPOABAT MO BPEME Ha
NieyeHrero ¢ quknoteHak e goope Aa ce 0OMHCTH OPTATMOIOTHYHOTO H3CIEBAHE, 34 Ja Ce

H3KITIOYAT APYTH MPHIHHH.

CpobimaBaHe Ha HOAOHPAHH HEXECAAHH PEAKIHE
CrobmapaHeTo Ha IOZIO3UPAHY HEXKENAHE PeakUnH Clie pa3pellaBane 3a ynorpeba u
NpoayKT € BaxkHo. ToBa m02BONAB2 Ja MPOSEIIkH HAOMOAEHHETO Ha CHOTHOILIEHHETO
NeKapcTBeHHA TPoAYKT. OT MEIHLMHCKHTE CIEMATHCTH ¢¢ HIHCKRA JIa Chofmarar
MO03UpaHa HexeaHa PeakiHd Ype3 HAMOHATHZ CHCTEMa 32 choliiaBaHe:




HamsnHuTENHA areHIMA 0 TeKapcTBaTa
yi. ., Jlamau Ipyes” Ne 8

1303 Codmn

Ten.: +359 2 8503417

yebcaiiT: www.bda.bg

4.9 IIpepoznpane

Cumnromu

Hsama THTIHYHA KTHHUYHA KAPTHHE, ACOLHHPaHa C IIpeAo3upaHe Ha AukiodeHak. [peJo3upaneTo
MOKE A NpeAH3BHKA CHMITOMH KATO: NOBPEIIAHE, CTOMAUIHO-YPEBHO KbpBeHE, AHAPHA, 3aMaTHOCT,
THHHTYC MJIH I'bpPY0B¢. B clTydaii Ha 3HAYMMO OTpaBsHE € BB3MOKHO Ja HACTHIAT ocTpa GblpedHa
HEAOCTATEYHOCT i 9ePHOAPOOHO yBpeKIaHe.

TepaneBTHIHH MEPKH

Jleuenuero na octpoTo o1pasase ¢ HCIIBC, prmounTento AxknodeHaK, BKITIOYBA TTABHO
NOATbPKALH MEPKH M CHMITOMATHYHO TCIeHHE. 3 yCIIOXKHEHNS KaTo XUIoToHuA, GB6peyna
HEZOCTATBYHOCT, IbPYORE, CTOMAHTHO-4PEBHH HapyLIEeHHA W TTOATHCKAHE HA JWIUAHETO Ce MPUIarar
TOATLPAKAINY MEPKH H CHMITTOMATHYHO JeucHMUe.

Manko BepoATHO € CHCIUATHN MepKH KaTo hopcupana Typesa, AHaATH3a WA xemonepdysus ja
MoMorHar 2a emiMuHdpane Ha HCTIBC, prmoanTentno ARKiodeHak, Thil KATO cTEMEHTa HA TAXHOTO
CBEP3BaHe ¢ MPOTEHHHTE ¢ BUCOKA ¥ METAOOIHIMET HM € EKCTeHIHBESH,

Moske Za ce 06ehxIa NPANOKSCHHETO Ha AKTHECH BBIIIEH TIPHA NMOFABINAHE HA NOTSHIHATHO TOKCHYHA
CBPBX03a, W CTOMAITHO O4UCTRAHE (Hanp. NpEAU3IBHKBAHS Ha NOBPLINANE, CTOMAIIHA l'I'pOMHBKa) pH
NOTHBIIAHE HA MOTCHIHAIHO XKHBOTO3ACTPAIIABAINA 1034,

5. PAPMAKOJIOTHYHHA CBOHCTBA
5.1 PapMaKkoIHHAMHYHH CBOICTEA

PapMaKoTepancETHYHA IPyNa
TIpoTHBOBL3NATHTEIHH M IPOTHBOPEBMATHYHHM NMPOAYKTH, HECTEPOHAHH, TPOH3BOAHH Ha OLETHATA
KHCeNMHHA B cpojan BeiecTBa (ATC koa: MO1A B0S).

MexanH3sM Ha JelcTRHE

Bonrapen ¢pIbpixa AdkiiodeHak HaTPHH, HECTEPOUAHO BEIIECTBO € U3Pa3eHH aHTHPSEMATHUHH,
TPOTUBOBB3IIANUTENHY, aHANTETHIHH H aHTH-TTHPETHYIHH cBolicTBa. 3a OCHOBEH MeXaHHIbM Ha
JeHCTBHE ce CYHTA HHXHOUPAHeTo HA IPOCTArTaHAMHOBATA CHHTE3a, KOETO € JIEMOHCTPHPAHO
EKCMEepPUMEHTATHO. TTpocTarnaHARHNTE MIPAAT OCHOBHA POJIX B IIPOLECHTE HA BR3NANeHHe, Gonka 1
MOBHIIABAHE HA TEMIIEpaTypara.

In vifro nuxnodeHaK HaTpHiT He MOATHCKA GHOCHHTE3ATA Ha MPOTEOrTHKAHH B XPYLIANA B
KOHUEHTpALMH, SKBUBATEHTHU Ha T3, AOCTATHATH TIPH XOpa.

DapMaKoTHHAMHYHH ePeKTH

Ilpu peBMaTHYHH 3200N9BaHHA NPOTHBOBBINANHTEIHHTE H aHANTETHYHU cROlicTBa Ha Bonrapen
NpeAH3BHKBAT SHAUHTEIHO 06NeKkYeHHe HA CUMITOMMTE M NPH3HAIUTE, KaTO 60MKA [IPH MOKOH,
Gosika ripy JBHNXKEHUE, CYTPEIIHA CKOBRHOCT | OTOKA B CTARMYTE, ¥ BOMAT 10 PYHKUMOHATHO
nopobpeHue.

Ipu nocT-TpaBMaTHYHY M MOCTONEPATHBHY BhH3IAIMTENHH CBCTOSHEA Bonrapen 65pio
crioHTaHHara Gonka 1 GonkaTa npy ABHXEHHE H HAMANABA NOZYRAHETO MPH BhanaleH
paHara.



Bonrapen TafneTkH ¢ YOBDKeHO 0cBOOOKIaBaHE e 0cobeHo MOXOAAN 33 TAUNEHTH, IPH KOHTO
HeofxoIHuMaTa JHEBHA A03HpoBKa ¢ 100 mg. EfHOKpaTHHAT NHEBEH NPHEM 3HATHTEIHO YIeCHARA
MPOIBIKHTENIHOTO JEIEHHE H CIIOMAra 3a H3GArBaHeTO Ha BH3MOKHE I'DEIIKH IIPH JO3HPAHETO.

5.2 dapMaKOKHHETHYIHH CROMHCTRA

Afcopbunn

KomgectsoTto oceofoaeH u pezopbupan muxnodenak ot Bonrapen TabneTky ¢ YIbDKEHO
ocBofoKIapaHe ¢ CHIIOTO, KaKTO [IPU CTOMAITHO-YCTOHYNBHTE TabneTky, ko ¢¢ CBhOu Mo
KOJIMUECTBOTO Ha HEMMPOMEHEHOTO BeleCTBO M HETOBHTE XMIPOKCHIIMPAaHH MeTabOIMTI B ypUHATA.
CucremHaTa OronanuIHOCT Ha Auknodenak npu BonTapen croMairso-yeroliaueH, ofiade e okono
82% oT Ta3H, MOCTHIHATA NPH CHUIATA JO3HPOBKE HA CTOMALIHO-YCTOHYHBH Ta0NeTKH {BEPOATHO TOBA
ce JbIDKM Ha 3aBHCHMOCT Ha “first-pass”- ediexra OT cKOpoCTTA Ha OCBOGOXKAABAHE HA aKTHBHOTO
BellecTBO). B pe3ynTaTr Ha mo-DagHOTO ocBOOOKAABAHE HA akTHBHATA cy0cTaHuua ot Bontapen
Pertapa Tabnetkn ¢ yIbIKeHO 0¢BOOOKIARAHE, MHKOBHTE [LIA3MEHH KOHIEHTPAIHK A O-HUCKH OT
Te3n, HAOMOIaBaHH CNEA IPUI0KEHAETO Ha CTOMAIIHO-YCTOHYHBHTE TabIeTK .

Cpepnara THKOBA 11a3Mena KoHHEHRTpanus ot 0,5 micrograms/ml um 0,4 micrograms/mi (1,6 wia
1,25 micromol/l) ce focTHra cpexHo 4 Yaca cnel IpHEMaHeTO HA elHA TableTKa C YIBIKEHO
oceoboxpaeane ot 100 mg.

XpaHeHeTo He oKa3Ba KIHHHYHO 3HAYMMO BB3AeHCTBHE BBpXY abcopOLUHITA H CHCTEMHATa
GHOHANHYHOCT Ha Bontaper Perapa Tabnetku ¢ YIBDKeHO 0CBOOOKaBAHE.

Ot apyra cTpaHa, cpelHa ILTa3MeHa koHUeHTpauua oT 13 ng/ml (40 nmol/1) Moxe fa 6BJe oT9eTeHA
Ha 24 yac cnen npunoXeHueTo Ha Bontapen Perapa TabneTku ¢ yrbikeHo ocBoboxnarare 100 mg.
ChillecTBYBa NUHEHHA 3ABHCMMOCT MY pe30plUpaHOTO KOMUUECTBO W FONIEMIHATA Ha JO2ATA.

Oxono 0IOBHHATA OT IIEPOPANTHO HITH PEKTAIHO MPHETHA JUKIO(GEHAK ¢e MeTaboIM3upa o BpeMe Ha
ABbpPBOTO NPEMAKEABaHe Mpe3 depHAS Jpod (“first pass™ effect) u 3aToBa nnomTa nox,
KOHIeHTpanuoHHATa XpHBa (AUC) € oKoNo /Ba METH No-Manka, B CpaBHEHUE C Ta3H Clel
TIAPEHTEPATHO IPHIIOXKEHHE Ha eKBHBATIEHTHA 1034,

DapMakOKMHETHYHOTO HOBEICHHE HE ¢e POMeHA clle]l TIOBTOpHO npunoxenne. He ce Habnmoasa
KyMyJHpaHe TIPH ¢ra3baHe Ha [IPeMopbhYBaHUTE NO30BH HHTepBald. MUAHMATHHUTE KOHLICHTPAIH
MpH NPOSBILKATENHO IPHIIOKeHHe ca okolo 22 ng/ml (70 nmol/l) npu nevenne cre 100 mg Bontapen
Petapn ¢ yaBDKeHO 0CBOGOKIABAHE THERHO.

Paznpeaenenue
99,7% ot aurITodeHaK ce CBBP3BA ChC CEPYMHHTE IIPOTEHHH, TABHO ¢ anbyMuHa (99,4%).
YceranoseHnat obeM Ha pasnpeneneHue ce wayucnasa Ha 0,12-0,17 Vg,

Juknodenak npeMUHARA B CHHOBHAIHATA TEMHOCT, KbASTO MAKCHMAITHH KOHLUEHTPAIIHH Ce
YCTaHOBABAT 2-4 yaca clell JOCTHI'AHE HAa THKOBHTE IU1a3MeHH HHBA. EMMMHHALIHOHHUAT NOIYKUBOT
OT CHHOBHAITHATA TeYHOCT e 3-6 yaca. J[Ba gaca cliell JocTHraHe Ha ITHKOBH IUIa3MeHH HHBA,
KOHIEHTPallATA Ha AKTHRHOTO BEIIECTRO € BEYE ITO-RHCOKA B CHHOBHATHATA TEUHOCT B CPABHEHHE C
MIasMara M OCTasa Takaea no 12 gaca.

JurnodieHak e 6un oTKPHT B HUCKA KoHUeHTpaHA (100 ng/ml) B kbpMaTa Ha eqHa Maiika.
(O4aKBaHOTO KOIHYECTBO, IPHEMAHO OT AETETO TIPH KOHCYMAIHA Ha MIIAKO € eKBHBAIIEHTHO HA 1032
or 0.03 mg/kg/nresHo.

Buorpancopmamug/ MeTafoamibM
BuoTtpanchopmMauATa Ha AHKITO(EHAK ce H3RBPIIBA YAaCTUYHO Upe3 MKy POHHPaHE
MOJIEKY A, HO [aBHO 4pe3 eIHHHYHO HIY MHOTOKPATHO XUAPOKCUAKpaHe My MeTo
pe3ynTaT Ha KOeTO ce IOMy9aBaT HAKOMko deHoNoBH Metabomuta (3 -hydroxy-, 4'-
hydroxy-, 4°,5-hydroxy-, u 3 ~hydroxy-4'-methoxy-diclofenac), noseuero 0T KouTO



JI0 TIIOKY pOHOBH xoHIoTaTH. JIBa 0T Te3n deHoNosu MeraGonuta ca GHONMOrHIHO AKTUBHH, HO B
MHOTO MO-MAJIKA CTeNeH OT AUKIo(eHaK.

EanvMunupane

ToTanHuA CHCTEMEH KIHPBHC Ha AUKIodeEHaK OT ITasMaTa € 263 £ 56 ml/min (cpenuna cToliHocT
SD). KpalinuaT noy:kHeoT B miasMarta € 1-2 daca. UetHpH oT MeraboTHTHTE, BKIIOYMTEIHO ABATA
aKTHBHH, CHII0 HMAT KPaThK MIa3MeH HOMYHKHEOT oT 1 qo 3 waca, Egun oT MetaGomitute, 3°-
hydroxy-4"-methoxy-diclofenac, mMa MHOTO MO-ABIBL TLIA3MEH HonyxHBOT. Tosu Metabonut, obave,
€ [IPakTH4eCKH HeaKTUBEH.

Oxono 60% 0T MpHeTaTa A03a ce H3TLYBA ¢ YPHHATA KATO IVIFOKYPOHOBU KOHIOTATH HA HHTAKTHATA
MOJIEKyTIa M KaTo METaloAMTH, NOBEYETO OT KOMTO CBIIO Ce MPEBPBIIAT B ITIIOKY POHOBH KOHIOTATH.
Io-manxo ot 1% ce H3TEYBA KaTe HENPOMEHEHO BellecTro, OCTAHAIATA YACT OT A03aTa CE
eMHMUHIPa Mo/ dopMaTa HA MeTAGONHTH Hpe3 XITBHHHA COK B HIIpaKHEHAATA.

JIHHeitnocT/HeINAEHADCT
Pe30opOHpaHoTo KOJMYECTBO € B MHHEHHA 3aBHCHMOCT OT MOISMHHATA Ha HPUIIOAEHATA J034a.

Crnierjua Hi rpyiy nanmeHTH
He ca naGmromaeany 3HaYHMH pa3HYns B pe3opOuuaTa, MeTaboMa3Ma TN HITLYBAHETO HA
MEMKaMeHTAa B 3aBHCHMOCT OT BB3pacTTa.

IIpu naryedTy, CTpagalliy oT HapylmeHne Ha OpGpednaTa yHKLMA, OT KHHETHKATA HA eOMHHYHA 1033
HE MOTAT 3 C€ HAIIPABAT H3BOJM 3a KyMY/IHpaHe HA HEMPOMEHEHO aKTHBHO BEINECTRO, IPH
H3I0N3BaHe Ha oOMHaliHNTe TepaneBTHYHU cxemy. [IpH KpeaTHHHHOB KIHPBHC [I0-MATEK 0T 10
ml/min ¥3YHCIEHOTO PABHOBECHO CHCTOAHHE HA MIA3MEHHUTE HHBA HA XMAPOKCH-MeTaboNuTHTE &
OKOJIO 4 ITETH [10-BHCOK OTKOJIKOTO TIPH HOPMAJTHATE MauneHTH. B 1e31 cyyaii obage, Merabomithre
ce ENMUMIUHNPAT 9pe3 KNEUKATA.

IpH namieHTH ¢ XpOHHYEH XeNATHT WM KOMIIEHCUPAHa YepHOApoOHa NMP03a KHHETHKATA U
MeralonnsMa Ha AHKTO(EeHaK ca ChilUTe, KAKTC NPH NAlWeHTH 6e3 yepHoapoOHo 3a6ongapaHe.

53 IpeAKTHHHTIHHA JaHHH 32 (e30MacHOCT

HpeJIIUIHHHqHHTe AaHHH OT MpOYYBRAHWA 34 TOKCHYHOCT C €AHHHYHA H NOBTAPAIIH C€ 03U, KAKTC U
OT IPOY4BAHHATA 334 TEHOTOKCHYHOCT, MYTAr€HHOCT H KapPUHHOIEHHOCT ¢ ANKIO(pEHAK He [IOKAIBAT
PHCK 32 XOPATa NIpY ONpeAcIeHaTa TepaleBTHYHA 103a. JINMCHAT OKA3aTENICTRA OT CTAHAAPTHH
NpeJKANEHTHE HAMUTRAHH BBLPXY KHBOTHH, Y€ THKIT0o(QeHaK WMA TepaToTeHeH IOTEHIMAN [IPH
MHLUKH, [UTHXOBE HIH 3aMIH,

Juknodenak He NOBAMABA HePTHIHTETA IPH NTBX0Be. C H3KIIOUeHHe HA MHHUMAITHH eeKTH BBPXY
IUI0JA B IO3M, TOKCHYHH 3a MalikaTa, npe-, IepH- H MOCTHATANTHOTO PAa3BHTHE Ha MOKONEHHETO HE ¢4
3acerHaTH.

Ipunoxennete Ha HCIIBC (Brn. quknodeHak) NOTHCKA OBYIAIMATA IPK 3aiIM H HMILTAHTAUATA |
ILT2UEHTALMATA TPH TUTBXOBE, KOSTO MOXKeE Ja IOBe/e A0 MpeKaeBpeMEHHO 3aTRapAHe Ha JYKTYC
apTepuo3yc npH OpeMeHHHM ITbXoBe. [IpH NITBX0Be TOKCHYHKTE 3a MalikaTa A03H JHKIOPEHAK ca
CBBP3aHH ¢ AUCTOKI, YBETTHYCHA APOIL/DKATEIIHOCT HA Gpemeﬂﬂocrra, HaMall€Ha NPEXKHBACMOCT Ha
MI0AA K BBTPEMAToYHO 3a0aBAHe Ha pacTexka. JlekuTe eekTH Ha AMKNO(EHAK BEPXY
PEeNpORYKUHOHHHTE MTOKA3ATENHN H PKIAHETO, KaKTO M BBTPEy TPOGHATA KOHCTPHKLMA HA YKTYC
apTepHo3yC, €a GapMakoIOrHYHH MOCHe MM OT TO3H K/ac Ha HHXUGHTOPH Ha NPOCTAIIAHJHHOBHS
cunres (Bx. T. 4.3 [IpornBonokasanus u T. 4.6 Oeprunurer, 6peMEHHOCT H KBPMEHE),

6. ®APMAIEBTHYHH JAHHHA




6.1 CnHCbLK HA DOMOIHUTE BelNecTRa

3axaposa

letunop ankoxon

IMoBHAOH

MarHesunes cTeapat

be3BozeH KOMOHIEH CHIHI{HER AUOKCHI
Xunpomenosa (E464)

Tank

TMomacopbar 80

Turauver guoxcun (E171)
“Yepren xeneseH okena (E172)
INonuetnnenrnukon 8000

6.2 HechBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rojsHocT

3 roguHn

6.4 CnennaHau YCJI0BHA Ha ChXpAHEHHE

Ja He ce cexpansaBa nan 30°C,

Ha ce cpxpaHdBa B OpHFHHATTHATA OTIAKOBKA.

Bonrapen Petapn TabneTku ¢ yIniDxeHo ocsobokaabake TpabBa Na ce ChxpaHABa Ha MECTa,
HemOCTBIHY 32 Jela.

6.5 Bua H ¢hObpXKaHHE HA ONAKOBKATA

Onakoeka, chabpikallia 10 TabaeTkd ¢ yabKeHO 0CBODOKIABAHE.

6.6 CoennaaHs OpeAna3HH MePKH TIPH H3XBbPJIAHE

Hsama cienuanHe H3HCKBAHHA,

7. IMPHTEXATEJL HA PABPEINEHHUETO 3A YIIOTPEBA

Novartis Pharma GmbH

Roonstrasse 25

90429 Nuernberg,

I'epmanns

s. HOMEP(A) HA PAIPEIIEHHETO 3A YHOTPEEA

20020740

9. JATA HA ITBPBO PAIPEINIABAHETIOOHOBABAHE HA PASPEIIEH
YIOTPEBA

Jara Ha mspeo pazpemapane: 06 anpun 1983 r.
Jlarta Ha nocnenuo mojHosaraHe: 27 centemepu 2007 1.




10. JATA HA AKTYAJNIH3IHPAHE HA TEKCTA

29 romm 2022 1,




