KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA

1. HME HA JEKAPCTBEHHS ITPOAYKT

Huiorak 150 ID 150 mg Tabnerxu ¢ uamMeHeHO ocsoboxaaBane
Diclac 150 ID 150 mg modified release tablets

2. KAYECTBEH H KOIHUECTBEH ChCTAB
I Tabnerka Jlnknak 150 ID ¢ nsMeneHo ocBoGoXkaaBaHe (ABYCIONHHA) ChABDPKA:
25 mg auknodenax Hatpuii (diclofenac sodium) 6Bp30 0cBOGOKIABAHE;

125 mg nuxnodenak vatpuit (diclofenac sodium), 6aBHo ocBooxIaBane.

3a MBJIHHA CIIMCHK HAa MOMOIIHHTE BELLECTBA BHXKTE TOYKa 6. 1.

W3INTLITHUTENHA ATEHULIAR N0 NEKAPCTBATA

KPamus xapasmepucriuke Ha npogysma - Mpuscxenue 1

3. JIEKAPCTBEHA ®OPMA

TabureTku ¢ H3MEHEHO OCBOGOXAaBaHE (JBYC/IONHM).
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4. KIHMHMYHH JAHHHR

4.1 TepaneBTHUHE NOKA3AHHW 4 T A
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3a neueHue Ha:

® PBINAIHTCIHH H NETCHepaTHBHH (OPMH Ha CTaBHH 3a6ONSBAHHA: PEBMATOH/IEH APTPHT, I0BEHHIICH
APOHWHCH apTPUT, aHKWIO3Hpall CNOHAHWIMT, OCTEOApPTPHT M CIIOHAHIOAPTPHT, GONe3HEeHH
CHHIPOMH Ha rPbOHAYHUSA CTHIO, H3BLHCTABEH PEBMATHI LM

® NOAarpo3Ha KpH3a

® TOCTTPaBMATHYHA M MOCTONepaTHBHA (0ska, Bb3najieHHe M MOAyBaHe, Hanp.cjejl CTOMaTOJIOTHYHA
WITH OPTONEAHYHA ONEpaLMs

* OoNle3HeHH WWIH BB3NATHTENHH CHCTOSHHA B FHHCKOIOTHATA, Halp. MbPBHYHA JMCMEHOPES WIH
aJJHEKCHT

® KaTo JONbIAHEHHC NIPH JIeHeHHE HA TeXKH GonesHeHH UHMEKIMH Ha YXOTO, HOCAa WM TBPJIOTO,
HaNP.TOH3WIO(hAapHHTUT, OTHT. Cnazpaliki OCHOBHHTE TEPANCBTHYHH NPHHLHIH, NOUICKALIOTO
3abonaBane TpAOBRa na ce ACKYBa CBC CBHOTBETHATA Tepanua. Debpuauvrer, caM 1o cebe CM, HE ¢

MOKa3aHUeE 3a NPHIOKEHHE.

4.2 [lo3mpoBka H HAYHH Ha NPANOKEHHE

HOBH@BK&

[Ipenopnuba ce nosara na 6bae HHIUBHAYAJTHO ChOOpa3eHa M Ja ce npunara Hai-HuckaTa epeKTHBHA 034
38 BB3MOXKHO HaH-KPaTbK CPOK.

Hexenanure nexapcrseHn peakuun morar na 6haar CBEACHH OO0 MHHHMYM 4pe€3 HM3MNO/3BaHE HA Haii-
HHCKATa epeKTHBHA 1038 32 Hal-KPaTKHSA MEPHOJ OT BpeME, HEOOXOAMM 332 KOHTPOIHPaHE HA CHMITTOMHTE
(BIDK TOuKa 4.4 CrieLmanHu npeaynpexIeH s K NpEAna3sHH MEPKH NpH ynotpe6a).

Br3pacTHm
[Ipenopbunrentara Havanna go3a e 100 g0 150 mg. [Ipu no-neku ciyvau, kakTo u IpH TPOLLIDKHTENHA
ynotpeba, 00OHKHOBERO ¢a AOCTATLYHM 75 a0 100 mg nueBHoO.

[Ipu mepBHYHA AHCMEHOpes AHEBHATa 1034 Tp40Ba 1a Ce a/lanTHpa HHAHBHAYANHO H 00Ul
mg. TpabBa fa ce npunoxu Hayanua nosa ot 50 ao 100 mg M, IpH HeoOXOAMMOCT, Aa ce / i
Ha HAKO/IKO MEHCTPYATHH IHKBAA A0 MakcHManHo 200 mg/aen. Jleyenuero TpsaGBa na {hés
Ha ITBPBHTC CHMITTOMH U B 3aBHCHMMOCT OT OIUIAKBAHMATA, /I3 MPOIBJDKH HAKOIKO JHH,



Ivxnak 75 ID

IIpu BB3pacTHH ce npunara 1 TabreTka ¢ H3MEHEHO ocBobOXaBaHe (eKBHBAIEHTHO Ha 75 mg IHKNO(eHaK
HATPHH) BeAHDbX NHEBHO. AKO € HeoOXOAUMO, NHEBHATA A03a MOXe Ja Oblie yBenrH4YeHa Ha 2 TableTku C
H3MEHEHO 0CBOOO1aBaHe (€KBUBAJICHTHO Ha 150 mg NMKITOQEeHaK HaTpHi) BEOHBX JHEBHO.

Huvitak 150 ID
[Ipu BB3pacTHH ce npuiara | Tabnerka ¢ H3IMEHeEHO OCBOOOMKaBaHe (EKBHBANEHTHO Ha 150 mg IUKI0MEHaK

HaTpHi) BefHBX IHEBHO. [IpenopbumrenHara no3a OTroBaps Ha MaKCHMAanHaTa JHCBHA 034 U He TPsOBa Aa
Ce MpeBUIUARA.

CroerMaiHu NOMYJaluH

Tleduampuuna nonyrayus
ITopaan xomuuvecTBOTO Ha auknoperak duinak TabneTku He ca noaxoadiy 3a ymorpeba npu aeua u

HOHOIIIH.

Ilayuenmu ¢ cmapuecxa ev3pacm (wao 65 200UHU)

He ce Hanmara kopexums Ha nosara PH TIALMEHTH B CTapuecka Bw3pacT. Heobxoaumo e nosumeno
BHHMAHHE NIPH XOpa B CTapuecka BB3PACT MO OCHOBHH MEIMLIMHCKH CbOOpaXKeHHs, B 4aCTHOCT npH
HEMOIIHHA BB3PACTHH NALMEHTH WK TIPH NALIHEHTH ¢ HUCKO TENIECHO TErIo (B. TOuKa 4.4).

Yemanoeeno cuvpoeuno-cvooso sabonssane wny SHAUUMETHU DUCKOSU Daxmopu 3a CvPOeYHO-cLOO8Y
UHYUOEeRmMuU

Jleuenuero ¢ auxnodeHak kato U0 He ce peNophYBa NPH NAUMEHTH ¢ YCTAHOBEHO CHPAEYHO- CHAOBO
3a0019BaHE HIH HEKOHTPONHpaHa XHIIEPTOHUA. IIpH HeOoOX0aUMOCT NMauMeHTHTE C YCTaHOBEHO ChPACYHO-
CBbAOBO 3a00NsBaHe, HEKOHTPOIMPaHa XUICPTOHUA WJIH 3HAYHTEIHH PUCKOBH (DAKTOPH 38 CHPACYHO-CH/IOB
WHLUMACHT TpabBa na ce nexysar c AMKNO(MEHaK caMo cliel BHHMATenHa pelieHka W B Jo3u < 100 mg
AHEBHO, 8KO JICYCHHETO NMPOABL/DKABA NIOBEYE OT 4 CeaMUIIK (BXK. TOo4Ka 4.4).

bvbpeuno yepescoane
[IpotuBonokasana € ynorpeGara Ha AUKIIOPEHAaK NpPH MAUMEHTH C 0Bbpeuna HegocTaTRYHOCT (GFR < 15
ml/min/1,73 m?)(Bx. Touka 4.3 - [POTHBOTIOKA3aHHS").

BHUMAHHC INpH MpWiaraHe Ha JHKIO(EHAK NMPH NALKHEHTH C JICKO A0 yMepeHo O6BOpedHo yBpexaaHe (Bxk.
TouKa 4.4 ,,Cnelnansy NpeaynpexieHus u npennasHu MepKH Mpu ynorpeba").

Heprodpobro yepexcdane
IIporusonokasana e ynorpeGara Ha AMKIIOGhEHAK MPH MALHEeHTH ¢ HE€PHOAPOOHA HENOCTATHYHOCT (BiK, TOYKA
4.3 ,IIporuBonokasanmus").

He ca npopexxaann npoyusamus cnenuanuo NPH NIALMCHTH € Y€PHOAPOOHO yBPEXJaHE, NOPaaH KOETO He
MOTaT a ce aajat crieuHGHYHU NMPEnopbKH OTHOCHO KOpHTHpaHeTO Ha nosara. Heobxoaumo e nosumeno
BHHM3HHME NpH NpHAaraHe Ha JHINIO(PEHAK TPH MAUMEHTH C JIEKO RO yMe€peHO depHOapobHO yBpexnaHe
(BK. Touka 4.4 ,,.Cnenuaiuu MPeaYNPEXACHUA ¥ NPEANIa3HH MEPKH NpH ynorpeba").

Makcumainnara nHeBHa 103a ot 150 mg He TpAOBa Ja ce npeBHIIABA.

HauuH Ha NPUITOKEHHE

Tabaetkure TpaGsa aa ce norrbwar Henu ¢ TCHHOCT, 3a NPEANOYMTAHE NPEH XpPaHEHE H He TpsAOBa Ja ce
ACAT HIIH CABBKRAT.

4.3 IIporuBomokxazamns




— JannM oT aHaMHe3aTa 3a KepBeHe WK nepdOpaLys OT CTPaHa Ha CTOMAIIHO-YPEBHUS TPAKT, CBLP3aHH
C MPEIHIIIHA Tepanis ¢ HECTEPOHAHH NPOTHBOBB3NANUTeNHH cpeacTtea (HCIIBC).
AKTHBHE WM MHHAa PEKyPEHTHA MENTHYHA A3Ba/KPHLBOU3IIMB (ZIBA MNHM N0BEYE OTACHHH €MH300a Ha
AOKa3aHa YLEpalMs WiH KEPBEHE);

— Iocneaen TpuMecTbp Ha GpeMEHHOCTTA (BX.TOYKA 4.6);

— YepHoapobHa HEAOCTATHYHOCT;

~ bnbpeuna HenocrarsunocT (GFR<15ml/min/1,73 m?);

~ Texxa cppaeuHa HenocTaTHYHOCT (BXK.TOUKA 4.4);

—  YCTaHOBeHa 3acToliHa CbpAeuHa HeAaoCTarb4HOCT (NYHA II-IV), ucxemuuna Gonect Ha CBPLIETO,
nepHpepHO apTepHaIHO 2ab0/1aBane W/HIH MO3BYHO-CHIOBA 6OIECT.

aneTwicatnuniosa krcennna win apyrn HCIIBC moxe na npenuseuka actma, aHrHOEJEM, YPTUKApUA
WIH OCThp pHHHT (T.Hap. HCTIBC uHayuMpanu peakiny Ha KPBCTOCAHa peakKTHBHOCT) (BXK. TOYKH 4.4 H
4.8);

4.4 CoenBajaHR NpeAynpeXIenny n OpeAna3HA MEPKH IpH ynorpeba

HexeslaHuTe neKapcTBEHH peaki¥ MOraT Aa ObIAT HAMAICHH KATO 33 OB/IAASBAHE HA CHMITTOMHTE Ce
ynoTpedsaBa BH3MOXKHO Hai-HHCKATA edexkTHBHA 1033 38 BB3IMOXHO HaH-KpaTeK CPOK OT BpeMe (BIDKTe
TO4KA 4.2. ¥ N0-A0JTy IOCOYEHHTE racTpO-HHTECTHHANHHM U CBPACYHO-CBIOBH PHCKOBE).

WM NIIOKO030-TralakTo3Ha ManabcopOumst.

CBIObTCTBAIIA aCTMA

Ilpy manueHTH C acTMa, cezoHeH alIeprutieH puHHT, HaObOBaHe Ha HazanHaTa NMrasuna (Hanp. HazanHM
nonuny), XOBb unu XpoHwuHu uHbekimu Ha PECTTMPaTOpHKs TPakT (0c06eHO CBbP3aHH CHC CHMOTOMM,
NMOJOOHH HAa aNepruveH pHHUT), peakunrre kpM HCIIBC xato eksauepbanms Ha acTmara (T.Hap.
HCTIOHOCHMOCT KBM AHANITCTHLUWAHAITCTHYHA aCTMA), OTOK Ha KBHMHKE WM YPTHKApHA Ca NO-YECTH B
CPaBHEHHE ¢ APYIH nauxeHTH. ETo 3amo npu Tesu nauments ce NpEnopLYBAT CHELHATHA MEPKH (FOTOBHOCT
3a cnemina nomoi). Tosa ce oTHacs W 3a naumenTH, AJICPTHYHA W pearvpallli Ha JpYry BEWIECTBA, ¢ Hanp.

KOXXHH pCaK1IMH, ChpOek HIH YPTHKapus.

ChpaeyHo-ChbI0BH H MO3BbYHO-CHAORH eheKTH

Heobxomumo e 1a ce ocurypaT noaxonsmo HaGogeHHe 4 ChBeT 38 MALKEHTH C AHAMHE3a 33 XMIEPTOHMS
W/HIH fieka N0 yMepeHa KOHTeCTHBHA CBPACHHA HCNOCTATHYHOCT, ThH KaTo MMa ¢HOOILEHMS 33 OTOLM H
3a[IpBXKKa HAa TEMHOCTH, CBBbP3aHH ¢ JeueHuero ¢ HCTIRC.

KnnHuiHK nMpoyuBaHHa 1 eMMAeMUONOrHYHY TAHHM OKA3BAT, 4¢ yNoTpedaTa Ha AUKI0(EHaK, 0COOEHO BBE
Brcoka no3a (150 mg AHEBHO) M MpH NPOXBIDKUTENHO NpHIIOXKEHHE Moxe aa Obpae csbp3aHa ¢ Jieko
MOBHILCH DHCK OT apTepHaNHH TPOMOOTHYIHH CLOMUTHUS (HanpHMep MHOKapAEH HHMAPKT WK HHCynT). KaTto
A0 NIEYCHHETO € MUKIOPEHAK HE Ce MpenopbyYsa MPHM NAUMEHTH C YCTAHOBCHO CBPHAEYHO-CHAOBO
3abonsBane (3acToliHa CHpACUHA HEAOCTATBYHOCT, YCTEHOBEHO HCXEMMYHO 3a00/NfBaHe Ha CBhpLIETO,
3adondpane Ha nepudepHuTe 8PTEPHH) WIH HEKOHTPOJIMpPaHa XHNepToHMd. IlalveHTH o YCTaHOBEHO
ChpACHHO-CBAOBO 3aD0NfBAHE, HEKOHTPOJIMpAHA XHIEPTOHHA HIIH CBC 3HAYMTEIIMH PHCKOBH (hakTopu 3a
CbPACHHO-CHAOBH CBOHTMA, HANp. XWHNEPTOHMA, XHNEPIHNHOCMUA, 3axapeH AuabeT, TIOTIOHOMyHIeHe |,
KOHTE€CTHBHa CBHpPACYHA HEOCTATHYHOCT, YCTAHOBCHA MCXEMMYHA GOJIECT Ha Cepuero, 3adonsaBaHe Ha
NepUEpHATE aPTEPHUH W/HIH MO3BYHO-CHIOBA bosect, TpaGBa xa ce nekysar ¢ AWKNo(EeHak caMo cren
BHHMATE/HA NpencHKa 4 B 103K < 100 mg qHeBHO, KOTaToO JIeUeHHETO NpoAB/DKaBa MOBEYE OT 4 CEAMMILIY.
Tl KaTo cBpACUHO-CHOOBUS PHCK NpH JUKIOEHAK MOXKE Na HApacHe ¢ N03aTa H NPOAB/DKUTENTHOCTTE Ha
CKCNO3KLMATE, TPAOBA Aa Ce mpunara Hail-HUCKaTa eeKTHBHA 1032 33 BHIMONHO HAH-KPATKUS, PEDTInA 1}
BpeMe. [lepuonuuso Tpabea na ce H3BBPLIBA NPEOLCHKA HA HeOOXONHMMOCTTA Ha MALMEHTa 04 iﬂ
HA CHMIITOMUTE W HAa OTTOBOpA KbM TEPANTHATA, 0CO0EHO, KOraTo jleuyeHueTo NpoIE !
CCAMHEM.




IMaupnenTure TpsabBa fa ClEAAT 32 NMPU3HALIA M CHMITTOMH HA CEPUO3IHM aTepoTpoMOOTHYHM CHOHTHA, KaTo
rpeaHa Gonka, 3aayX, cnabocr, HeslceH rOBOP, KOMTO MOTaT Aa BL3HHKHAT 0€3 NpeaAyIpeaUTeNHN CHIHAH.
[launenTure Tpabsa aa 6bLAaT HHCTPYKTHpPaHH B TAKMBA ClTy4aH He3abaBHO aa ce CBBPXKAT C JieKap.

CToMantHo-4peBHH edekTH

Ilpy Bcmukw HCIIBC, Bkmousrenno auknodeHax, e c¢nobIAaBaHO 3a CTOMAIIHO-9PEBHO KBPBEHE,
yJIuepanus wid nepopaLis, KOWTO MOrar Aa GbaaT ¥ QaTaNHM M 1a ce NOABABAT 110 BCAKO BpEME B X0/a Ha
ICICHHETO KAKTO CBC, Taka H 0e3 npeqynpeaHTe/IHH CHMITTOMH WIH NPEAX0X/Ialia aHaMHesa 3a CEPHO3HU
CTOMAIIHO-4peBHH 3abo/Banus. Haif-o6io mocneactsuaTa ca mo-cepuosHM NpH MAUMEHTH B Crapyecka
BB3PacT. AKO B X0/la Ha JIeueHHe ¢ AuknodeHak ce chobImu 3a KbpBEHE WIH YJILEpPaLi, NPHEMEBT TpIOBa Aa

CE MPEYCTAHOBH.

Kakro npu Bcuakr HCIIBC, skmounTe o BRHMKNO(EHAK, € 3ab/DKHTE/THO CTPOro HabmoxeHHe oT neKap u
CIICLIHATTHO BHHMAaHHE NPH NPEANHUCBaHE Ha MAUMEHTH ChC CHMIITOMH, YKAa3BaLIM CTOMALIHO-YPEBHH
HAPYIICHHA WIHM C aHaMHe3a, npearnonaralia CTOMAamiHa HIM YPeBHA S3BA, KbPBEHE WIH nepdopaius
(BX.TO4Ka 4.8). PHCKBT OT CTOMALIHO-9PEBHO KbPBEHE Ce yBENIUYaBa C MoBHILIaBaHe Ha Ao3ara Ha HCIIBC u
[IPH TIAIMCHTH C AHAMHE32 3a A3Ba, OCODEHO YCNOXHEHA ¢ KPBBOM3IMB WiIH nepdopawmsd. [lanneHTHTe B
CTapuecka BB3PacT ChOOILABAT MO-YECTO 32 HENENAHH JIEKAPCTBEHH peakuuu kbM HCIIBC, ocobeno 3a
CTOMALLIHO-YPEBHO KbPBEHE H nepdopaliud, KOHTO Morat Aa 6baat daTarHu.

3a HaMansBaHe Ha PHCKA OT rACTPOMHTECTHHATHA TOKCUYHOCT NpH NalMEHTH ¢ aHAMHE3a 3a %3Ba, 0COOEHO
YCTOXKHCHA ¢ KPBBOWIIMB WM NnephopaLys U NpH NALMEHTH B CTApYecKa Bb3pacT, JICYECHHETO TpAOBa 1a
3aM04He H J1a NPOAB/DKH C Bb3MOXKHO Haii-HHCKaTa e(peKTHBHA 03a.

Tpabea na ce uMa npexsHA BE3MOXKHATA KOMOHHAIMA ¢ NPOTEKTHBHH JCKapCTBa (HaNp. MH30MPOCTON HIIH
HHXMOHTODH Ha NPOTOHHATA [OMIIA) 33 TE3H NALHCHTH, K&KTO K 34 NALMEHTHTE, H3IUMCKBAIIH AOTBIHHTE/HA
Tepanui ¢ HHCKH 1034 alCTHIICATHUHIOBR KHCENHHA/ACIIHPHH HNH APYTH NIEKapPCTBEHH TIPOAYKTH, KOHTO
MOraT Ja MOBHLUAT raCTPOMHTECTHHAIHHS PHCK.

[NanuenTuTe ¢ aHaMHE3a 3a raCTPOMHTECTHHAIHA TOKCHYHOCT, OCOOEHO Te3H B CTapyecKa BH3pacT, TpaOBa
Aa cro0IAaBaT BCHYKH HEOOUYaliHH CHMITTOMH B KOpEMHaTa KyXHHa (0CO0EHO CTOMALIHO-9PEBHO KBPBEHE).
HeobxoauMo ¢ nosuiieHo BHHMAaHMe, aKoO NalMeHTHTE TPHEMAT €IHOBPEMEHHO JICKAPCTBEHH MPOJLYKTH,
KOMTO MOraT [a NOBHIUAT PHCKA OT S3BM WM KPBBOM3IIMBM, KATO NEPOPATHH KOPTHKOCTEPOMAM,
aHTHKOAryJlaHTH, aHTHArPEraHTH WM CEJICKTHBHH MHXMOMTOPH Ha 00paTHOTO 3axBaillaHe Ha CEPOTOHMHA
(BXx. TOUKa 4.5),

Heobxoanm e cTpor MeAMILIMHCKH KOHTPON M MOBMUIEHO BHHMAHME NPH NALHEHTH ¢ YNUEPO3€H KOMMT WIH
Gonect Ha KpoH, Thit KaTo TAXHOTO CHCTOSHHE MOJKe 11a ce M30CTPH (BXK. TOUKa 4.8),

HCIIBC, mmounTendo aukiobenak, Moxe na ca CBBP3aHH C YBEJIHUYCH PHCK OT H3THYAHE OT CTOMAILHO-
HpcBHa aHacTomo3a. Ilpenopb4Ba ce BHHMATENHO MeOHIMHCKO HaOmoeHHe U MOBHILEHO BHHUMaHHe npH
ynorpebara Ha auxaodeHak cneq CTOMAIITHO-YPEBHA XHUPYPrHYHA HHTEPBEHLIMA.

XenarobwinapHu ehekTH

Heobxonum e crpor Meammmucky KOHTPOJI NPH MNPEATHCBAHE HAa AHKIO(EHAK HA MAaLMEHTH C HapylieHa
4€PHOAPOORA (QYHKUHS, Thif KATO TAXHOTO ChCTOSHHE MOXKE A4 CE BIIOLM.

Kaxro npu apyrure HCIIBC, BKIIOYHTETHO JHKITo(EHaK, CTOHHOCTHTE Ha €IMH WIH TOBeYe YepHOAPOOHHK
CH3MMH MOXe Na ce nosHiuat. KaTo mpeanassa Mspka mpu [PORB/DKHTENHO JICHeHHE ¢ AUKIO(heHaK (Harp.
BBB (popmaTa Ha Tabnerxu) ce MPENOPEYBA PENOBHO MPOC/IEAABAHE HA 4EPHOAPOGHATA (GYHKLMA. AKO
MATOJIOTHIHH YEePHOAPOOHM (YHKUMOHAIHM TECTOBE ce BIIOWIAT WM MEPCHCTHPAT, AaKO C€ Pa3BHUAT
KIIHHHYHH CHMIITOMH Ha YEPHOOPOOHO 3a00NgBaHE WIM HACTBHIINT APYTH MpOABM (HANp. eo3nHOQUNHS,
OOpHB), ledeHHETO ¢ AHKIO(EHaK TpabBa aa ce npeycraHoBu. [Ipu ynotpe6ara Ha nmoiod K MOKE R
HaCTBIIH XenaTHT 6e3 pa3BUTHE Ha IPOPOMAITHH CHMITTOMM, '

I[lpp nauments ¢ wepHompoOHa nopdupus ynorpebara Ha AMKIOPeHaK TpabBa na
BHHMAaHHE, ThbH KATO MOXE a8 OTKIIOYH NPHCTHII.




brbpeunu edexrH

[Topaau croOIIEHUATA 3a 33APBHKKA HA TEYHOCTH H OTOK, CBbp3aHu ¢ TepanuaTa ¢ HCIIBC, sxmouynTesHO
IHKIodeHak, € HeOOXOMHMO NOBHLUIEHO BHHMAHHE MPH MALMEHTH C HapylleHa ChpAcuHa WiH OBOpedHa
QYHKLMM, ¢ aHAMHEe3a 33 XMNEPTOHHA, NPH NALMEHTH B CTapyecka Bb3pacT, NALUMEHTH Ha CHITBTCTBALIO
ACUCHUE C JHYPDCTHLH WIH NEKAPCTBEHH NMPOAYKTH, KOWTO MOTAT 3HAYMTENHO 1A NOBIMUAST OuOpeuHara
(QYHKLHS, KaKTO M NpPH NMALHEHTH ChC IHAYMTENHO HAMAJICH CKCTpauerynapeH obeM MopagH paziUdHH
TPHIHHH, Halp. NPEAM WK Cle rondMa XWpyprudHa omepaims (k. Touka 4.3). [Ipu ynotpe6ara Ha

AMKIOQEHAK B TAKHBA CNydau Ce MPENOpPLYBA MpPOCHCAABAHE Ha OBOpeuHaTa ¢yHKIMA KaTO npeanasHa
Mapka. CriMpaseTo Ha TepanuaTa OGMKHOBEHO BOAM 0 BH3CTAHOBABAHE HA H3XOAHOTO ChCTOSHHE.

KoxHy ehekTH
Texkn KOKHHM peaklHH, HIKOH OT KOHTO (haTayHM, BKIIOYBALIH eKCOMATHBEH OEPMATHT, CHHAPOM Ha

CTHBBHC-J/KOHCHH M TOKCHYHE EMHICPMATHA HEKPONM3a, Ca ChOBLIABAHH MHOIG pAOKO BBB BPB3KA ¢
ynorpebara Ha HCIIBC, sxmountento aukaodeHak (BUxTe TouKa 4.8). OnacHOCTTa OT TAKHBA PEaKLMH €
Hai-ro4Ma B HAYAJIOTO Ha JIGYEHHETO: NMOABATA Ha PeaKLMATA B TIOBEYETO CITy4au € Ipe3 MbPBHA Mecell OT
repanuaTa. IpunoxkeHuero na muxrodeHax Tpabaa Ja ce NpeyCTAHOBH OLe MPH ITBPBAaTa MOABA HA KOXKEH
00pHB, MYKO3HH JIE3HH HIIH KAKBBTO M Ja € APYT MPU3HAK 33 CBPBXYYBCTBHTENHOCT.

Kakro npu ocrananure HCTIBC B peaku WIyHaH MOraT 2a Bb3HHKHAT QJIEPrHYHM PEakiUMH, BKIIOUYHTETHO
aHA(UNAKTHIHH/aHADHWIAKTOMIHY peaKuyn AOpH NpPH JIMTICA HA NIPEAXOAHA EKCNO3HLNA HA JHKIO(PEHAK,
Peakuuure Ha CBPBXUYBCTBHTENHOCT MOXe CHIIO Taka Ia porpecHpat 00 CHHAPoM Ha Kounis — cepHosna
alepruiHa peakuHd, KoATo Moxe fa foBede A0 HHpapKT Ha MMokapaa. CHMITTOMMTE HA TakuBa peakLHH
MOXK€ 1a BKITIOUBAT 60JIKA B I'epAUTE, KOSTO BL3HHKEA BELB BPb3ka C a/ICprHHA peakiys KbM AUKI0(DEHaK.

XeMaToJIOruiHH ePeKTH

[lpu nposwmkuTeNnHO nedenwe ¢ AuKIODEHAK, KAXTO H npH ocraHanute HCIIBC, ce npenopbuygsa
fIpocaesIBaHe HA KPBBHATA KAPTHHA.

[Tono6ro nHa gpyrure HCIIBC AMKIO(EHAK MOXE BPEMEHHO [a MOTHCHe TPOMOOLIMTHaTa arperaums.
[laumenTH ¢ nedexT B xemocrasara TpaOBa Na 68T BHHMAaTeTHO HABIONaBaAHH.

[lauvenTu B cTap4yecka Bh3PACT
Heobxoaumo e mnoBMImIEHO BHHUMaHHe pH XOpa B CTap4ecka BB3IPaCT NO OCHOBHH MEIMULIMHCKH

cboOpaxeHns. B dgactHocT MPH HEMOLIHH BB3PACTHH MALMEHTH W TAUHEHTHTE ¢ HHMCKO Terio e
NPCTIOPBYMTENHO 1A CC NpWIAra HakH-HUCKAaTa TepaneBTHYHA 103a.

Baaumoneiicteue ¢ HCITBC
EnnospeMenHaTa ynotpe6a Ha qMiIodheHaK H CHCTEMHH HCIIBC, pkmoudTenHo cenekTuBHY HHXMOUTOpH
Ha [IMKIIOOKCHI¢Ha3a-2, TpAOBa fa ce u3bArea nopaau HexenaHu peakumH (BX. Touka 4.5).

Mackupane Ha CHMITTOMMTE Ha HHbEKILH

[Topanu ceomte dapmaxonnHamMudsM CBOHCTBA, MONO6HO Ha ocraHanute HCIIBC, nuxnodenax moxe na
MacKHpa MPU3HALUTE U CHMITTOMUTE HAa HHpEKLIHA.

Tosa nekapcTBo chABPkA No-Manko or 1 mmo) HaTpH# (23 mg) Ha TabneTka, T.e. MOXe 1a ce Kaxe, ye
NPAaKTHYECKH HE ChABPIKA HATPHM.

4.5 BaaumogeiicTsre ¢ Apyra JACKAPCTBEHN NPOXYKTH H APYrE QOPMHE Ha B3aAEMOAEiiCTBHE

Onncanute B3aHMONEHCTBHA BKJIIOYBAT Te3M, Hab/moaaBaHH npH auKIToPeHaK TabneTkH WM ApYTH
NICKApCTBEHH (POPMH Ha AMKIOdEHaK.

Habmoodasanu 83QUMOOCUCIEUR, KOUMO mpgbea ce umam npeoeuo




Momay uexuoutoon Ha CYP2C9O
HeobxoauMo e noBUmeHo BHUMaHHe, KOraTo AUKIodEeHaK Ce NPEAITHCBa 38€AHO ¢ MOIIHH HHXUOUTOpH Ha

CYP2C9 (xaro BopukoHazon). Topa Moke Ja moBele OO 3HAUMTEIHO NOBHMILICHHE Ha IHKOBATA ILIA3MeHa
KOHIICHTpALWs H Ha eKCTIO3ULMATA Ha QHIJIO(EHAaK NMopaaH HHXHOHpaHe Ha MeTaboTH3Ma My.

JIvTui
llpn eanospemenHa ynotpeGa auiodeHak Moxe Ja YBEIHYH IUIA3MEHHTE KOHLICHTPALUMH Ha JIHTHIA.
[IpenopbuBa ce MOHUTOPHPAHE HA CEPYMHHTE TUTHEBH HUBA.

EEI‘DI{CHH

Ilpn eanospemenna ynotpefa muknodenax Moxe Ia YBCJIHYM IUIa3MCHHTE KOHLIEHTPALIMH HA JHMIrOKCHH.
IIpenopbuBa ce MOHHTOPHpaHe Ha CEPYMHMTE [IMPOKCHHOBH HHBA.

ﬂggm;ggg H AHTHXHUITICPTCH3IHBHHA Ar¢HTH

Kakro n npu apyrure HCIIBC, Taka u npu auknodenax COHOBPCMEHHATA MYy ynoTpeda ¢ JUypeTULM M
aHTUXHNEPTCH3IHBHU cpelcTBa (Hanp.6eta-6nokepH, ACE-uHxuburopn) Moxe a npeam3suka oTc/rabBane
Ha AHTHXHIEPTEH3UBHUA UM e(ekT. ETo 3amo Takuea koMGHHALMH TPAGBA 1a ce M3MOM3BAT C MOBHIIEHO
PHAMAHHC M KPBBHOTO HamiraHe Ha MauUMEHTHTe (OCOOEHO Ha TE3W B CTapyecKka Bb3pacT) TpsaGBa Aa ce
npocneissa penoBHO. llaumeHTHTe TpAGBa 5a NpPHEMAT MOCTATHYHO KOJHYECTBO TEYHOCTH M na ce
MOHHMTOpHpa peAOBHO OBOpeyHaTa MM (PyHKUMA Clell HAYAIOTO Ha KOMOMHHMpaHATa Teparii, KakTo M
NEPHOLHYHO ClIEN TOBA, OCOOEHO NPH MpPHEM HA AHYPETHLH M ACE-HHXHOHTOpH Nopann NOBUIIEHMA PUCK
OT He(PPOTOKCHYHOCT (BX. TOUKa 4.4).

LIMKIOCITOPHH H TAKPOIHMYC

Huxnogenak, nonobHo Ha apyrure HCIIBC, moke ma 3acHim HE(PPOTOKCHYHOCTTa H2 LMKIOCTIOPHH M

TAKPONHMYC MNOpagH edekra My BLpXy OuOpeunuTe npocrarmaaued. ETo 3ale Tpabea ga Obae
HpCAMACBaH B O-HUCKH ZI03H HA NALMEHTH, NPHEMALH LIMKIIOCTIOPUH HITH TaKPOIHMYC.

JIeKapcTBa, 3a KOUTO e M3BECTHO, HC NPUYHHABAT XUIIEPKATUEMHA

CBITBTCTBALLIOTO  JICUEHHE ¢ KATUA-ChXPaHABaIllld  THYPETHLIM, LMKIOCHOPHH, TAaKpOJHMYC WIH
TPHMCTONPHM MOXE N1a Ce acOLMHpa C YBEJIMYCHH HMBA HAa CEPYMHHS KAIMH, KOCTO H3MCKBA 4YeCcTo
MOHHTOPHPAHE Ha CCPYMHHTE HHBA Ha Kajui (BXK. TOuka 4.4).

XHHONOHOBH aHTHOAKTEpHAIIHY JICKAPCTBEHH NPOAYKTH
CpobluaBanu ca oTaenHM cryvau Ha FbPYO0BE, KOWTO BEPOATHO CE AB/DKAT HA €/JHOBpPEMEHHATa ynorpeba Ha
XuHOJI0HK ¥ HCIIBC.

Ouaxeanu e3aumodeticmeus, xoumo mpabea da ce umam npeoeuo

Hpyru HCTTBC u kopTHKOCTepomau

EnHOBpeMEHHOTO NpHIIOXKEHNE Ha AMKIO(EHAK U apyrd cucteMun HCIIBC unH xoprukocteponam Moxe na
HOBHILIN YECTOTATa HA FACTPOUHTECTHHAIHHTE HEXENaHH JIEKAPCTBEHH peakumH (B, TOuKa 4.4).

AHTHKOAryIaHTH ¥ AaHTHTOMGOLIMTHH CpeACTBa

IIpenopryBa ce MOBHIIEHO BHUMAaHKeE, Thil KATO CAHOBPEMEHHOTO NPHIIOKEHHE MOXE J1a NOBHIIK PUCKA OT
KbpBeHe (BXK. Touka 4.4). Bonpeku ye KIHHUYHHMTE H3CJIEABAHMA He NOKa3BaT, Ye AUKIOPEHaK MOBIIHABA
ACHCTBMETO HAa AHTHKOArYJIAHTHTE, MMA CHOGIICHUA 33 MOBHIIEH PUCK OT KPLBOM3AHBU MpPH MALUEHTH,
KOMTO MOTyHaBaT CAHOBPEMEHHO AMKIOQEHAK M aHTHKoarynaHti. Ilo Tasm NMPpHYMHA Ce mnpenopbYBa
BHUMATETHO HAOMONEHHE Ha TAKHBA NALHEHTH.

CenexTHBHH MHXUOHTOPH Ha OBPATHOTO 3aXBalaHe Ha ceporonuHa {SSRI)

EnHOBpeMeHHOTO nmpHuiaraHe HA CHCTEMHH HCIIBC, sxmounTenHo muxnodenak, 1 SSRI Moxe na mopmumm
PHCKa OT CTOMAIIIHO-YPEBHH KPBBOH3IHBH (BXK. TOUKa 4.4).

AHTHAHAOETHH NEKAPCTBEHH NIPOAVKTH

KinuuM4HH npoy4yBaHMA nmokasear, ye AMKIOQeHaK MOXe Na Gbae NpuiaraH emHOBpe
aHTHAHA0eTHH NpoAykTH 6e3 1a ce MOBIHABA TEXHHA TepaneBTH4YeH e(exT. Bonpexu
ChOOLICHHS KAaKTO 328 XHIONJIMKEMHYeH, Taka H 3a XHOCPIIIHKEMHUEH edeKT, He




AO3KPOBKATA HA AHTUAHAOETHHA NPOAYKT MO BpeMe Ha TepanuaTa ¢ AuKiIodeHak. ETo 3amo [pH
CAHOBPEMEHHO MPHIIOAKEHHUE KaTO MNpeAMna3Ha MApKA ce NpenopbuBa MOHHTOPHpAHEe HA KPBBHWTE HHMBA Ha

MIOKO3aTa.

Crolasa ce 1 3a H30JIMPAHM CTy4aW HA METaBONMTHA ALMIO03a NpH €THOBPEMEHEH NPHEM Ha AMKIOPEHaK
¢ METGHOPMHH, 0co6eHO MPH NALMEHTH ¢ NPEAXOKIAILO O6B0peyuno HapymenHe.

Merorpekcar
Aukiopenak Moxe A2 MHXuGHpa TyOymHHSA OBOpeueH KIMPBHC Ha METOTpeKCaT KaTo 10 TO3H HAYHH ce

MOBHILIABAT HUBATA HA METOTpeKcaT. IIpenoprysa ce noBHLIEHO BHUMaHHE NPH NPH/IOKEHHETO Ha HCIIBC,
BKIIOYHTENTHO IOHKIOPEHAaK, B HMHTEpPBAN MO-MATLK OT 24 uaca NpeAH HWIH Ccnel NPWIOKEHUE Ha
METOTPEKCAT, ThbH KATO TOBa MOXE Aa JOBEAES IO HOBMIIEHA KOHUCHTPALUA HA METOTPEKCAT B KPBHBTA H
MOBHIIABAHE HA TOKCHUHHTE MY €()EKTH.

OEeHUTOHH
Korato ¢eHuTOMH c€ H3MON3Ba EAHOBPEMEHHO C AMKIO(EHaK, Ce IpenophYBa MpOCTeasBaHe Ha
MIa3MEHATE HHBA HA PEHHTOMH NOPaA OYAKBAHATA OBHMILEHA SKCTIOZHLINS Ha eHHTOHHN.

Konectunon u XONeCTHPAMHH

Tesn nexapcTBa Morar aa npeauM3BHKAT 3a6aBAHE HIH HamaJieHHe Ha abcopOumara Ha AuKIopeHak. 3aTopa
CC NMPCHOpbYBa NMPHEMBT HAa NHKIOGEHAK Ja CTABA MOHE €AHH 4ac npend Wiy 4 1o 6 yaca cnex npueM Ha
KOJIECTHNON/XONECTHPAMHMH.

Hunykropu Ha CYP2C9

[IpenopruBa ce MoBHWIEHO BHHMaHHWE KOIaTo OHKIODEHAK € MpPEeANHCaH eJHOBPEMEHHO C HHOYKTOPH Ha
CYP2C9 (kato pudpamMnuimh), Thii KaTo Moxe Aa NOBCAC N0 3HAYHTEIHO HAMAIABAHE HA [UIA3MEHATA

KOHLUECHTPALHA 1 €KCIIO3HIMATA Ha AMKIO(eHaK.

4.6 ©epruamTer, GpeMeHHOCT H KbpMene

Xeuu ¢ gereponen NOTEHILMAN

Hama naanu, kouto fa npeanonarar Hakaken NIPEMOPBKH NPH XXEHU C AETEPOLEH NOTEHLHA.

bpemennocT
O60o61ene Ha prcka

Hma Henocratbhano gannu 32 ynorpe6ara Ha AxKIodeHak npy GpeMeHHH XKeHHu.

Hakol naHHM OT enueMuoNorHIHKTe MPOYYBAHUS MPEATOJIAraT NOBHIUIEH PHCK OT CHOHTAHEH abopr cnen
yrnoTpeda Ha MHXHOMTOP Ha NPOCTArNIAHAMHOBMA CHHTEC (xaro HCIIBC) B panma 6pemennocr. Brnpeku
TOBa, OOIHTE NaHHU He ca y6emurennu. NokasaHo €, Y€ IHKNO(peHak NPpeMHHABA [UIaLIeHTapHATA bapuepa
npH Xopa. Ynorpebara Ha HCTIBC, sxnouurento JHKIO(EHaK NPEeMHHABA IUTAallCHTapHaTA Gapuepa npu
Xopa. Ynorpe6ara na HCIIBC, sxmogurennto JHKNIO(pEHaK, MOXe 1a NPHYHHH HHXHOWpaHe Ha MaTouHHTE
NOHTPAKLIHH, NIPEKAEBPEMEHHO 3aTBAPAHE HA LYKTYC apTEPHO3YC M HapyuieHHe Ha ObOpedHara GpyHkuma Ha
(eTyca, BOAEILO O ONHIOXHAPAMHHOH.

Hopanu puckoeere, nuxnodenax He Tps6Ba N1a Ce H3MOM3Ba NIpe3 LPBHTE /1Ba TPHMECTBpA Ha OpeMeHOCTTa,
OCBEH 8KO OYaKBAHHTE ITOJI3H 32 MakkaTa HAJBHLIARAT PHCKOBETE 3a I0ja.

B monwnHenue, auknodenak ue TpAOBa A2 ce W3non3ea 1o BpeMe Ha TPETHA TPHMECTHP Ha BpeMeHHOoCTTa
(Bxk.TO4Ka 4.3 [IpoTHBONOKA3aHHS).

Ilpy npoyusamms BBPXY PCTIPONYKTHBHOCTTZ MpPH XKHBOTHH He ca HabmogaBaHM 4okasa
TCPaTOreHHOCT NpH MUIIKY, IUIBXOBE MM 3alillM, Ha KOMTO € IaBay AUKIOPEHAK €XEAHEBHO A
MICPHOAA HA OpraHoreHesa B [03M CHOTBETHO IO npubnusurenso 0,41, 0,41 # 0,81 me1H / -
MPETIOPBYHTENIHA K038 Ha JHKIodeHak (maximum recommended human dose, MRHD), Bmp :
Ha TOKCHYHOCT 32 Ma#KaTa H [wioja. (Bi.To4ka 5.3)




Kausauan cpobpaxenus
Hexenanu jiexapcTeens peaknnn npa ¢eryca

{Ipedicdespemenno 3ameapane na dyxmyc apmepuoysyc Ha hemyca

Kakro u npu apyru HCIIBC, ynotpe6ara Ha TMKNO(eHaK [0 BpeMe Ha TPETHS TPHMECTBP OT GpeMeHHOCTTa
© NpOTHBONOKA3aHAa MOpaad BBIMOXKHOCTTA 38 INpPEXHAEBPEMEHHO 3aTBapAHEHA AYKTYC apTepHO3yC Ha
¢eryca (Bx. Touka 4.3 »I IpOTHBONOKa3aHKA"),

Onuroxunpamunon/HapymieHa 66peyna gyHxuus Ha deryca
Puck ot Hapymenue Ha Gu6pevnara bykHIMS Ha deryca ¢ nocaensau OJIMFOXMAPAMHHOH € Ha0moaaBaH

rnpu ynorpe6a Ha HCIIBC (Bkn. auknodenakx) or 20-ta ceamuua Ha OpEMEHHOCTTA HATATHK.

Ako e HeobxoauM npueM Ha HCIBC ot 20-ta recranmonHa CeAMMUA N0 Kpas Ha BTOPHA TPHMECTBD,
OTpaHHueTe YNOTpebaTa OO BHRIMMKHO HAali-HHCKATA epeKkTHBHE (032 H BB3IMOXKHO HaH-KparkaTa
MPOAB/DKHTETHOCT (BHXKTE Touka 4 ,,Jlo3upaHe ¥ HAYMH Ha MPHIOKEHHE™) AKO JIEHEHHETO C AMKIO(pEeHaK
MPOXB/DKH MOBeYe OT 48 Haca, NOMHKCIETE 33 NPOC/ENABAHE C YIATPa3ByK 32 OJIMTOXMAPAMHHOH. AKO ce
YCTAHOBH OJIMTOXHIAD&MHHOH, IIPEyCTAHOBETE IpHEMa Ha OMKIODEHaK W mpocnenssaiite cnopex
KNHHHYHATA NMPAKTHKA.

Paxnane

Hama npoyyranus 3a edexture Ha AHKIOGEHAK No BpeMe Ha paxaaHe. Kakrto npu apyru HCIIBC,
ynotpebara Ha auisioenak no ppeme Ha TPCTHA TPUMECTBD HA OPEMEHHOCTTA € NMPOTHBOMOKA3AHA nopaau
Bb3MOXKHOCTTa OT MHXHOMpaHe Ha MATOUYHHTE KOHTpakuuu (Bx.Toyka 4.3 w1 1poTuBOnOKazanus*). Ipu
fpoy4BaHui BbpXy xHBOTHH, HCIIBC, swmouutenHo muxnodeHax, HHXHOMpAT MpOCTariaHAMHOBHS
CHHTE3, IPHIMHABAT 3a0aBEHO pakaaHe M yBEIHYABAT YeCTOTATA Ha MBPTBO pakaaHe.

Jdannn

Aanun npH xopa

IIpesicoespemennio sameapane na dyxmyc apmepuosyc Ha gemyca

I[lybnukysanara nureparypa cbobuasa, ywe ynorpebata na HCIIBC npes Tperus TPHMECTBD Ha
OpeMeHHOCTTa MOdke Na MPHYHHK MPEIACBPEMCHHO 3aTBApPAHE HA YKTYC apTEpPHO3YC Ha Mo/,

Oruzoxuopamuuon/Hapywena 6vbpeuna dynxyus na gemyca

[IyGnuxyBaHuTe npoyusanus u TOCTMapKETHHIOBH AOKIARH onucsaT ynotpebara Ha HCITBC or maiikara
OKOMNO 20-Ta recTalMOHHA CEAMMLA WIH MO-KBCHO IO BpeMe Ha OPEMEHHOCT, CBbP33aHa ¢ HapylleHHe Ha
ObOpeunara GyHkuma Ha deryca, Boaero 1o OJIMTOXHAPAaMHHOH. Te3n HexesraHu pe3ynTaTu ce Habmonapar
CPeAHO CNEN NHK 110 CENMMLIM HA JIEYeHHe, BHIIPEKH Te PAAKO ce ChoOLIABa 3a OJIMFOXHAPAMHHOH H 48 uca
ciien 3anousane Ha HCIIBC. B MHOro criyyau, HO He BBE BCHYKH, HAMANABAHETO H& AMHHOTHYHATA TeYHOCT
¢ BPEMEHHO ¥ 00paTHMO Ciie]] IPEYCTAHOBARAHE HA JICYCHHETO.

Kakro u apyru HCIIBC muxnodenax IpEMHHABA B KbPMAT4B M&IKH koaudectsa. [Topaau Topa THKJI0(heHaK
HE TPAOBA Na ce mpHeMa 1o BpeMe Ha KbpPMCHE, 38 N1a C¢ H30CTHAT HEXKENIAHHTE JTeKAPCTBEHH epexTH BBPXY
KbpPMAYeTo.

Oeprinurer
OepTmrer IpH KEHH

Kakro npu apyru HCIIBC npuiioxenuero Ha BHIJIOQEHAK MOMKE 14 YBDeXH >KEHCKHA bepTHIUIETIBL
KCHH, KOHTO MPABAT ONHTH 1a 3abpemeHesT. [Ipu xeHH, KOMTO HMAT TPYAROCTH NpH3abpeMmeusEIHens noy,
C€ U3CICABAT 3a Oe3rioaue, Tpa6Ba fa ce o6chAM NpekpaTsABaHe Ha ynorpefara Ha AHKIOME / » 5%0

DEPTUITHTET NPH MBbXKE s A%
Hsma nanum npu xopa 3a eexra Ha AHKTOGEHAK BBPXY MEXKKHS (DEpPTUIHTET. % B X A4
_;: + o [ :I-"
<,



Axxnodenak, nmpuioxkeH B 1032 4 mg/kg/neH Ha MBKKH ¥ HA KEHCKM ILTHXOBE (npubmusurenno 0,16
MRHD BB3 OCHOBaZ H& CpaBHEHHE HA Te/leCHATA nosbpxHoct (body surface area (BSA)), rnoenmusgsa

¢eprinmTeTA.
4.7 EdexTn Bbpxy cnocobmoctTa 3a modupane B paboTa ¢ MAIIANE
Henpunoxumo

4.8 HexenanH NeKAPCTBEHH peakuuu

Tabnu4HO NpencTaBaAHEe Ha HEXENAHHTE JEKAPCTBECHH PeaKlUK

HexenaHure JiekaApCTBEHH peakLUH OT KITHHHYHU NPOYYUBAHHUSA H/WIM CIIOHTAHHH JIOKIAAH HIH
JIUTEPATYPHU H3TOYHHIM (Tabnuua 1) ca HIGpoeHH 10 cHCTEMO-0praHuH KacoBe cnopex MedDRA
BbB BCAKO rpynMpaHe 1o 4ecToTa, HeKeaHHUTe JIEKAPCTBEHH PEaKilMH Ca MpeACTaBEHH B HU3XOAALL
PeA Criope/l TAXHATA TEXECT. B nombiHeHHe kaTeropHaTa Ha YecToTaTa, CHOTBETCTBAILA HA BCAKA
HEXENIaHa peaKlins ce OCHOBABA Ha CJieiHaTa knacHukaiua (CIOMS III):

Muoro gect: > 1/10

YecTH: > 1/100 no < 1/10
HedecTH: > 1/1 000 no < 1/100
Penxu: > 1/10 000 no < 1/1 000

Muoro peaxn: < 1/10 000
C HeH3BECTHA YECTOTA: OT HAIMIHMTE NaHHU HE MOKe na ObJe HanpaBeHa OLICHKA.

[locoueHuTe Mo-20My HEXENAHH PeaKiliH BKIIOYBAT TAKHEA, CHOOIABAHM KAKTO NMPH KPaTKOTPAalHO, TAKA H

MIPH TIPOAB/DKHTE/THO ICYEHHE ¢ NMKIIOheHAK B Pa3IHIHH IEKAPCTBEHH HOPMH.

Tabnuna 1 - Hexenanu lekapcTaeHy peakuu
PYINCHHS Ha KPLBHATA R AEMRATA

HCTEMA

MHoro peaxu TpomOouuronexus, JIEBKOIMCHMA, aHEeMHH
(BKIIOYHTEIHO  XEMOJMTHYHA | amacmqﬂﬂ

[AHEMHS), arpaHyIOLMTO3a

HapymieHuS Ha BMYHRHATA CHCTeMa

Peakn CBPBLXTYBCTBHTEHOCT, aHa(PUIAKTHYHH 7/
[AHAUIAKTOMTHH peakiMm (BKMOYMTENHQ
XHITIOTOHHS M I11OK)
MHoro penku AHrHOeAeM (BKIIOUHTETHO OTOK Ha NHLETO)
[IcexAuAnl HApYIIEn NS
MHoro peaxu C30pPUEHTALIMA, nenpecud, Oe3chHue, KOIUMAapH,|

a3ADa3HHTETHOCT, MICHXOTHYHH HapyIUEeHHT

Hapymenns na nepsrara cucrema

YecTu I napobonue, 3amasHocT
Penxu CrHamMBOCT
MHoro peaku [lapectesnsa, uapylieHus Ha naMeTTa, rbpUHOBE,

TPCBOXKHOCT,  TPEMOp, aceNTHYeH  MEHMHIWT
CrCY3HA, MO3BYHO-CBAOB MHLIMACHT

Hapymenns 5a 09HTE

MHoro peaxu PHTCJIHO  HapylICHHE,  3aMBIJIEHO  3peHHe)

TUTOITHSA

Hapymenus Ba yxoro 6 1abupnara

Yectn Bepturo ‘

MHoro peaxu TuHUTYC, Hapywenue Ha cyxa A%
ICbpaeuns napymenns {g £ 3

Heuectu* Muokapien uH(apkT, chpedHa HeApEArnuBLE: %
MainATalmMu, 60ka B rupaHTe o




IC HEeH3BECTHA YecToTa |Cmmpom Ha KyHuc

CLa0BH HapyIIEeHHS

Muoro peaxH XHIIEPTOHHS, BACKYJIHT
PecnApaTOpHA, rphLARA MEAHACTHHAIHA
HAPYINeHHS
Penku IACTME (BKJTIOUHTENHO JHCNIHES )
MHoro peaku [ [HEBMOHMT

ICToMamHO-upeBHE BapYIeHHS

YectH [‘aneHe, noBpbIlane, AMApHsi, AUCTIEIICHS, KOPEMHA
Gonika, bnaTyieHUHs, HAMAIEH ANETHT
Penxu ['acTpUT, KBPBEHE OT CTOMAUIHO-YPEBHMUS TPAKT

XemMaremMesa, KbpBaBa OHAPHA, MeEJeHa, cmmamm;'
MJIH 4YpCBHA #13Ba (C WIH 0e3 KbpBEHE, CTOMAILHO-
YpCBHA CTCHO3a WIH meppopalmi, KOSToO MoXe aal
WIOBEAE A0 NICPHTOHHUT)

MHoro peaxu ONMT  (BKTIOUHTENIHO  XGMOPArMueH  KOJIMT,

CXEMUYEH KONMUT W ex3alepbauus Ha yraiepose

ONHT WIH Gonect Ha KpoH), 3anexk, CTDMaTHj
(BKJIOYHTENHO  YNHIEpPO3eH CTOMATHT), IJIOCHT,)
HapymICHUd Ha XpaHOMpoBOAa, AuadhparMaaHo
YPEBHO 32001BAHE, MAHKPEATHT

XenaToSnIBAPAR HApYMenns
g LOBHIUEHH TDAHCAMKHARY

Penku CNATHT, JKBIATEHHLA, YCPHOAPOOHH HapyuieHus
| MHoro peaku Eynmuﬂa}men XCNaTHT, uepHoApobHa Hekposa,

CPHOAPOOHA HEOCTATHYHOCT

Hapyumienns Ha K0XaTa B NOAKOXKHATA THKAH

Yectn O6puB
Peaku Y pTUKapHA
MHoro penkx YIIO3€H JEPMATHT, eK3eMa, €pHTEMA,|

MYJITHQOpMEHa epuTeMa, CHHAPOM Ha Stevens-
ohnson, TokcHuHa emmaepManHa HEeKpPOJIUu34
cuaapoM Ha Lyell), exconuarusen pepmarur,
ONCuMsi, peakuHd Ha (OTOYYBCTBHTEIHOCT,
Iypa, mypriypa sa Henoch-Schonlein, chp6ex

Hapymenns Ha 6b6pensTe B nHKOYHATE [l'BTIIlIIB'

MHoro peaku cTpa OBOpEYHAa HEAOCTATHLUHOCT, XeMaTypHs,
OTCHHYDHS, HeQpoTHYEH CHHApPOM,)
OysoMHTEpCTHLHANEH Hedpur, OB6peuna
anuwiapHa HeKpo3a

O6me papymeHMs B eeKTH Ha MHCTOTO Ha
[HPRIOKEHHE

Peaxu OTok

* Undopmaumsra 3a uyecrorara OTpalfdba AaHHM OT MPOAB/DKMTEHO JIEUEHHE C BHCOKA 1033 (150 mg
JAHEBHO).

Onucanue Ha H3GpaHH HexeaaHu JIEKaPCTBEHH PeaKIMH

Amepompombomuunu unyudenmu




3putenuy ebekTH

3puTenHM HapyLIeHMs, KaTO 3PHTENHO YBpeXkAaHe, 3aMbIIICHO 3pCHHE WM AMIVIONHA, M3rJexaa, 4e ca
ehexTd ot crpaHa Ha HCIIBC u o6MKHOBEHO ca oOpaTHMH TNpH NpPEyCTaHOBABAHE Ha JICYECHHETO.
BepoATHHAT MEXaHH3BM 3a 3PUTENTHHTE HAPYIIEHHS € HHXHOMpAHETO Ha NPOCTArTaHAWHOBHA CHMHTE3 H
APYTH MOAOOHH ChEAHHEHHsA, KOHTO IPOMEHAT PEery/HPaHeTO Ha KPBbBHHS [TOTOK Ha PeTHHATA, KOETO BOIM
A0 MOTCHUWATHM NPOMEHH B 3PEHHETO. AKO TAKMBA CHMIITOMH Ce MOABAT 1O BPeMe Ha JEYEHHETO C
AHKITOPEHAK, MOXKE Na Ce MOMHMCIIH 3a OPTAMONOTHYeH npernen, 3a a ce W3KTNOYaT APYTrH NPHYHHH.

Chobuiasane Ha NONO3UPAHH HEKEIAHY PEAKLIHH

CroOImaBaeTo Ha MOMO3MPAHH HEXENAHH DEaKLHH e paspeiiaBaHe 3a ynoTpeba Ha NeKapCTBEHHA
MPOAYKT € BaXHO. ToBa MO3BONABAE 4a NMPOALDKH HAGMIONEHHETO HA CHOTHOMICHHETO nosi3a/puck 3a
JICKAPCTBCHHA NPOAYKT. OT MEAHUHHCKHTE CIIELMANTMCTH C€ M3UCKBA a ChOGMIABAT BCSKa nono3upaHa
HOXE/IAHA peaKiMd upe3 HalMOHAHA CHCTeMa 3a choOmaBaHe koM MambiaHUTeIHAaTa areHuug mno

JIekapcTsaTa, yi. ,,Jlamsd [pyes" Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiit: www.bda.bg.

4.9 Ilpeaosmpane

CuMnoToMu
Ipenosupanero nHa OHKJIOQEHaK HAMA THITMYHA ITHHHYHA KapTHHA. To MoXe na NPHYUHH CHUMIITOMH KaTo

NMOBPBILAHC, rACTPOMHTECTHHAIIHW KPBBOHATHBH, IUAPHUS, 3aMasHOCT, THHHTYC WITH TbpuoBe. B cnyyaii Ha
SHaYHTCTHO OTPaBAHE Ca BE3MOXKHU ocTpa 6u0peuHa HeAOCTATHYHOCT M YepHOAPOOHO HapyllleHKe.

TepanesTrunu Mepku

JleueHHeTo Ha oOcTpoTO OTpaBAHE C HCIIBC, sxnrounrenHo AMKINO(MEHAK, C€ CBhCTOM OCHOBHO OT
NOIABPKAIH MEPKH M CHMITTOMaTHYHO JieueHue. IMoambpxkamu MEDKH H CHMITTOMAaTHYHO JIEUCHHE Ce
{IPUIAraT IpH yCIOKHEHHA KATO XMIIOTOHHMA, OBOpeYHa HeAOCTATBYHOCT, bPYOBE, CTOMALLHO-YPEBHH
HapYINCHUS H AUXATETHA ACTIPEcHs.

Cnetmanuu Mepks, xaro GopcHpaHa AMypesa, AHaTM3a WM xemonepdysHs, BEPOATHO HE MOMArarT MnpH
ciimuaMpane Ha HCIIBC, sxmouurenno AMKNO(EeHak, Nopagu BHCOKATA HM CTeleH Ha CBBP3BaHe ¢
NNIa3MEHHTE NIPOTEHHH H EKCTCH3HBHUA METab0MUIEM.,

Cren normbuiaHe Ha NOTEHIMATHO TOKCHYHA CBPBX/J038 MOXKE /12 C€ MMPHIOKH aKTHREH BBIVIEH H CTOMALIHO
W3npassaHe (Hanp. 4pe3 MOBPBUIGHE, CTOMAMICH NaBaX) CAel NONTBIUAHE HA [OTEHIHAIHO
KHBOTO3aCTpalliaBalua 103a.

5. ©®APMAKOJIOTHYHM CBOUCTBA
3.1 ®apmakoarRaMHYHE cBOHcTEA

ATC xoa: MO1ABOS
DapMmakoTepanerTHYHA rpyna; HECTCpOMAHH NPOTHBOBB3INAJIMTENHH M MPOTHBOPEBMATHYHH CPEICTRA,
[TPOH3BOAHM Ha OLICTHATA KHCETHHA H CBBP33HH BEHISCTBA

MexanusspM Ha gelicTBue

HAuiiak  chabpka auxnodeHak uarpwi, HCCTCPOMIHO BELIECTBO C HM3ABEHH MNPOTHBOPEBMATHUYHH,
POTHBOBB3MANHTE/IHH, AHAITETHYHH H AHTHIMPETHYHH CBONCTRA. HuxubupaHero Ha npocrarnannuuosus
CHHTC3, IOKa3aH EKCMICPHMEHTAITHO, C€ CYHTA 33 OCHOBA HA MEXAHH3MA MY Ha AeHcTBHe, [IpocrarnaHauuuTe
MI'pasiT BajkHa poJid B NPHYHHATA 3a BB3MANCHHETO, GONMKATA H IIOBULLIECHATA TeMIneparypa.

Auknopenak HaTpuii He MOTHCKA in Vitro cuHTe’sa Ha NPOTEOTNIHKAH B XPYIUAJA NPH KOMEFET R LT
CKBHBAJICHTHH Ha KOHLICHTPALMHTe, NOCTHTaHH TIPH XOpa. ‘a%“

DapmakonHHAMKYHH edeXTH

i CS——



MOKOH, NpH ABIKEHHE, CYTPEIIHA CKOBAHOCT M MOAYyBaHe Ha CTABHTE, KAKTO M IO GYHKUHOHANMHO
noacodpeHue.

I1py moCTTpaBMaTHYHH M MOCTONEPATHBHH BH3MAIHTEHH ChCTOSHUS aukinogeHak 6up30 obNek4ara KakTo
CToHTaHHAaTa O0JKa, Taka U GonkaTta NpM ABIDKEHHE H HaMaABa MOAYBAHETO H OTOKA HA paHara.

[IpH KIHHMYHH NPOYYBAHHA € YCTAHOBEHO, Y€ JMKIOpEeHaK NPHTEXABA H3SABEH aHANNeTHYEH edeKT npH
YMEpeHa M Tekka 0onKa OT HepeBMAaTHUEH NpPoM3Xod. KIMHHYHHTE MPOYYBAHUSA MOKA3BAT CBLUIO, 4e
AMKITOpEHaK MOXe fa o6nexyn GoNIKaTa U 12 HAMANH KPBBOTEYEHHETO pH TbPBUYHA JHCMEHOPES.

5.2 ®apMakoKkuHeTHYHH CBOHCTBA

Abcopbimsg
Juknodenak ce pezopbupa HaMWIHO OT 06HuUaliHKTe CTOMAIJHO-YCTOHYHBH TabjeTKH MpH npeMHHABAHETO

npe3 cromaxa. C/iel NepopaHo MpUIOKeHHue Ha 50 mg JHKIIOGEHAK CPEHHTE TUIA3MEHH KOHLIGHTPAUHH OT
1,5 pg/ml (5 micromol/l) ce nocturar okono 2 waca cien norneniaHe Ha Tabnerkara. PesopbBupanoro
KOJH4Y€CTBO € B JIMHEHHE 3aBUCHMOCT OT JI03aTa.

DapMaKOKHHETHYHOTO MNOBEAEHME HE Ce NPpOMEHA NpH MHOrOKpaTHO npwioxkeHnue. He ce wa6monmapa
KYMYJIHpaHe IpH ClIa3BaHE Ha NPENOPbYMTENTHHTE J030BH HHTEPBATH.

Paznpenenenue

99,7% or muknogeHak ce CBBP3BA ¢ IUIAIMEHMTE [POTCHHH, OCHOBHO ¢ anbymum (99,4%). IIpHBHAHMAT
obeM Ha pasnpeneneHue ce W3yHcnsBa Ha 0,12 fio 0,17 lVkg.

JduxiodpeHak NpoHUKBA B CHHOBHAJIHATA TCHHOCT, KbACTO MAKCHMAJIHH KOHLEHTpALMH Ce M3MepBar 2-4
Jaca cien OOCTHraHEe HA MAKCHMAJIHM IU1a3MeHM KOHLCHTpAUXH. EITUMHHALIOHHHAT NOMY:KMBOT OT
CHHOBHAJIHaTa TEYHOCT ¢ 3-6 daca. JlBa 4waca ciel AOCTMraHe Ha MAKCHM&ITHM IUIA3MEHH HMBa,
KOHHUCHTPALHWHTE Ha AKTUBHOTO BEUIECTBO €4 MO-BHCOKH B CHHOBHATHATA TEYHOCT OTKOJIKOTO B IIa3MaTa H
0CTaBaT MO-BHCOKH 34 nepHoxn ot 12 yaca.

bruorpancdhopmaums

Auknopenax ce Merabomsupa oTyacTu pe3 NIOKYPOHHPaHe Ha MHTAKTHATA MOJEKYNa, HO OCHOBHO 4pes
CAHOKDATHO H MHOIOKPATHO XHMAPOKCWIHMpPAHE M METOKCHIIHpaHe, BOJCLM O HAKOJKO (EeHOIOBH
MeTabonuta  (3'-XMAPOKCH-, 4'-XUapOKCH-, 3-XUAPOKCH-~, 4'.S-ouxunmpokcn- u  3'- XHAPOKCH-4'-
METOKCHIHKIO(MEHAK), TOBEYETO OT KOHTO ce IPCBPRIIAT B TMOKYPOHOBH KOHIOTaTH. JIBa OT Te3u
(heHOI0BH MeTaGONHTH ca GHOMOrHYHO aKTHBHH, HO B MHOTO 110-Ma/IKa CTeNEH OT AMKIOdeHaK.

EJIHMHHHQ&HE

Toranuuar cucremen KIHpBHC Ha DHKIO(EHaK oT wiasMaTa e 263+56 mi/min (cpemHa croifHoct + SD).
KpaltHusT nomy»«usor B Nmasmata e 1-2 yaca. Herupu or MetaGonuTuTe, BKIFOYMTEHO ABaTa AKTUBHH,
CBIIO MMAT KBC IU1A3MEH MOTYKUBOT oT 1-3 vaca, Exqun Metabosur, 3'-xuapokcu-4' METOKCHAMKNO(EHAK,
HMa MHOTO MO-IBJIBT TUTA3MEH MOJTYXKHBOT, HO TOM € NMPAKTHYECKH HEAKTHBEH.

Oxono 60% or npunoxeHara 1o3a ce CKCKpETHpaT B YpHHATa KAaTO IIIOKYPOHHIHH KOHIOTATH Ha
HHTAKTHATA MOJICKY/1a M KATO MeTabOoNHTH, MOBEYETO OT KOMTO €4 ChIO MOX popmaTa Ha T
ITo-mainko or 1% ce ekckperupar kato HENIPOMEHEHO BelecTBO. UCTaHAIaTa YacT OT 032
KaTo MeTabOoNIMTH Ype3 *ThYKAaTa BLB (eleca.

OcobeHocTy Ha nalHeHTHTE



l1pu naumenTH, cTpanamy or 6u6peuna HEIOCTaThYHOCT, OT KHHEeTHKATA Ha €AHHHYHA J034 HE MOXe J|a ce
HarlpaBu U3BOA 33 KyMYJHpaHe Ha HENPOMEHEHOTO BEIIECTBO MpH o6WuaiiHa TepareBTHYHA CXeMa. Ipu
KpecaTHHUHOB KIHMPBHC no-mansk oT 10 ml/min, wuaudcneHwTe paBHOBECHM ILIa3MEHM HHMBA Ha

XHAPOKCHMETAOOIMTHTE €a OKOJIO 4 IHTH NO-BMCOKH OT HOPMATA. Buhpexu ToBa Hakpas MeTaboauTHTE ce
CJIMMHHHpAT Npe3 XKIILYKATA.

Ilpy nauMeHTH ¢ XPOHHYEH XenaTHT WM KOMIMEHCHpAHa LHMpPO3a, KHHETHKATA ¥ MeTabonu3Ma Ha
IHKI0(eHaK ca CHIINTE KAKTO NPU MALHEHTHTE Ges yepHOAPOOGHO 3ab0NsBaHe.

5.3 IlpeaxsiHAHYHEH Jaund 3a GezonacHoeT

[IpeaxnuHHYHHTE NAHHM OT MPOYYBAHMA HA TOKCHYHOCT NPpH €AHOKPATHO H MHOIOKPAaTHO MPHIOKEHHe,

KaKTO U MPOYYBAHHA HA FeHOTOKCHYHOCT, MYTAreHHOCT M KAHIIEPOreHHOCT He MOKa3BaT ONACHOCT 34 XopaTta
fIPH HM3MOJI3BAHE Ha NpPEnopbuMTeHA TEPaNeBTHYHA A03a. HaAMa [0Ka3aTeNcTBO, Ye AEKIOpEeHak HMa

TCPATOr€HCH NOTCHLHAT [PH MHILKH, TLTBXOBE MITH 3aii1y.

AuiodpeHak Hama BnusHHe BbPXY (EpTHWIMTETA HAa ILTHXOBE. IlpeHaranHoTo, nepuHaTaTHOTO M
NOCTHATAMHOTO Pa3BUTHE HA MOKOJEHHETO HE € 3aCerHaTo.

6. PAPMANEBTHYHHU JAHHHA
6.1 Couchk Ba noMOmHATE BeUWecTea

Kanumer xunporendocpar AMXHIPAT, HATPHEB HHIUECTEH rIMKonar (THn A), MHKDOKpPHCTaJIHA 1eJTy/103a,
XHIIPOMEN03a, J1aKTO32 MOHOXHAPAT, MATHE3HEB CTeapar, QapeBHYHO HHIIECTE, KOMOMIEH CH/IMLIMER
AMOKCHI, oLBeTHTEN XKeneseH okcun (E 172).

6.2 HechBMecTHMOCTH
He ca u3pectnm.
6.3 Cpok na rogmocr

3 rOJAMHHU,
Jla He ce npuiara ciea U3THYaHe Ha AaTaTa, 03HAYeHa BbPXY OINaKOBKATa.

6.4 Cpenuannm ycioBng ma ChXpaHeRHe
Hama cneunanuv yenoBus Ha ChXpaHeHHe.
6.5 /lannn 3a omaxoBkara

OpHruHasiba onakoska, CbABpxkKaira 10, 20, 50 u 100 Tabnerku ¢ H3MEHEHO 0CBODOXK1aBaHe (ABycnoiiun),
JMuxnak 150 ID: mepeuuHa onakoska: PP/AL Onucrepw.

6.6 Cnenmannn npeanazan MCPKR HDH H3XBLpJsaae r pabora

Hama cneunanum uauckeanus.

7. TPHTEXATEJ HA PAPEHNIEHHUETO 3A YIIOTPEEA
Hexal AG

Industriestrasse 25

D-83607 Holzkirchen, Iepmanus

8. TIPHTEXATEJI HA PASPEINEHHETO 3A HAPAJIEJIEH BHOC
“becra Mex” EOO/I, ya. ,.KuHuo Ckopues™ Ne8, 5350 TpsasHa, brarapns

9. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA




Huaxnax 150 ID - 20010520

10. AATA HA ITbPBO PA3SPEINIABAHEMIOTZHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jlara Ha MepPBO paspeiiaBaHe 3a ynotpeba:
05.06.2001

JlaTa Ha MBPBO NMOAHOBABAaHE Ha paspelleHUeTO 3a ynoTpeba:
12.06.2006
JlaTa Ha BTOpO HOAHOBABAHE Ha PaspeliCHHETO 32 ynoTpeba:

18.07.2011
11. JATA HA AKTYAJIM3APAHE HA TEKCTA

09/2022




