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W3NbIHUTENTHA ATEHUWA N0 NEKAPCTBATA

Kpamxa xapaxmepucmuxa Ha npogyxma - MNpusoxenuve 1

KoM Pez. N ...... 'Z‘U’ﬁf}’ 2
JIMATIPEJI MR 30 mg Tabnetku ¢ u3MeHeHo ocBobok1aBaHe /S
DIAPREL MR 30mg modified release tablets Paspewetue Ne 74 s []5 08....2012

UME HA JIEKAPCTBEHUS MPOAYKT

D00EIBHUE N «.onooreeevnroenesiiiiS o
KAYECTBEH M KOJIMYMECTBEH ChCTAB ' e
Enna rabnerka coabpka rnuknasn (gliclazide) 30 mg
3a MbJIHUSA CIUCHK HA NMOMOLLHUTE BELLECTBA, BUKTE TOYKa 6.1,

JIEKAPCTBEHA ®OPMA

Tabnerku ¢ u3MeHeHo ocBoOOXK 1aBaHe.

benu, npoawarosatu tabneTku, rpasupann ot asete crpatn, ‘DIA 30 or eanara crpana u
°

<Z  oT Apyrara.

KJIUHWYHHU IAHHH
TepaneBTHYHH NOKAZAHHSA

Heuncyauno-3aBucum auader (Tun 2) npu Bb3pacTHH, KOraTo caMo AHETHYHHTE MEPKH,
(U3MYECKUTE YNMPAKHEHNS M HAMAISBAHETO HA TEJNECHOTO TerJo He ca JA0CTAThbYHM 3a
MOCTHIAHE Ha MIMKEMHYEH KOHTPOJL.

JI03HPOBKA H HAYMHH HA MPHI0KEHHE

JlneBnata n03a moxke aa Bapupa ot 1 1o 4 tabnerku anesHo, T.e. oT 30 10 120 mg npuern
NepopaIHoO, KaTo eIHOKPATEH NPHEM Ha 3aKycKa.

Ipenopbusa ce Tabnerkara(ure) na ce rbata(T) wina (ueam).

AKO ce MporycHe NpHeMaHeTo Ha 7103a, TO Clie/Ballius JeH He TpsadBa aa ce yBenwvasa
npUemMaHara 103a.

KakTo npH BCHYKM XHUIOIVIMKEMHYHW [penaparH, jao3ata TpadBa Ja ce YTOYHM CrHopes
UHAMBUAYAIHUS MeTaboIMTEeH OTroBOp Ha nauuenTa (kpbaHa 3axap, HbAlc).

. Hauanna n03a
[MpenopbyBanaTa HavaaHa j03a e 30 mg AHEBHO.

[1pu nonoxenne ye KpbBHaTa 3axap Obie ePexTUBHO KOHTPOJIMpaHa, Task /103a MOXKE Ja ce
M3110J13Ba 33 NOUIbPIKALLA TEepanus.

AKO KpbBHata 3axap He ObJe aneKBATHO KOHTpOJMpaHa, j03aTa Moke ja Oble
nocsienosateHo nosuiena a0 60, 90 uwian 120 mg AHEBHO, KaTO MOCIEN0BATENIHH CTHITKH.
MuTepBaibT Mek/1y BCSKO MOBMILABAHE Ha Jl03aTa TpsabBa na Obae vaii-manko | mecew, kato
M3KJIIOUEHHE NPABAT NAaLMeHTHTE, YNATO KPbBHA 3axap He ce peaylupa ciejl AByCeAMH4Ha
tepanus. [Ipy TakuBa ciyuau j03ata Moxe J1a Ob/ie NOBUILEHA B Kpas HAa BTOparta cejMHua ot
JIeUEHHETO.

MakcumaiiHara npenopbusana ao3a e 120 mg.

. [Ipemunasane ot Jlnanpen 80 mg tabiaerku kbM nanpes MR 30 mg rabiaerku ¢
M3MEHEHO 0CBODOM/1aBaHe:
| Tabnerka Jlnanpen 80mg e pasHocroiina na | tabnerka Jlnanpen MR 30 mg. Cnenosarento
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Jluanpen MR 30 mg moske 1a 3aMecTH ApYryH OpajiHk aHTHaAnabeTHH Cpe/cTBa.

[Tpu npemunasavero kbm [lnanpen MR 30 mg Tpsabsa na ce B3emar 1o BHUMaHue
JIO3NPOBKATA U TUIA3MEHHAT MOJYIKMBOT HA NPEAXOKAALLMA aHTHAMa0eTeH npenapar.
OOMKHOBEHO He € HeoOXoauM npexosieH nepuoa. Tpadsa na ce npuaara HavanHa 103a ot 30
mg M T4 TpAdBaA a ce KOpUrHpa Cropejl NPOMEHUTE Ha KphBHATA 3axap Ha nalMeHTa, KakTo e
OIKMCAHO N0-rope.

AKO ce npeMuHaBa ot cyidaHniypeeH XHIorjinKeMH4eH JIEKapCTBEH NMPOIYKT € YAbJKEH
M0JIY/KHBOT, € HEOOX0AMMO DONHUAT /1a OCTAaHe HAKOJIKO AeHa Oe3 Tepanus, 3a 1a ce uzberte
JINTHBHUAT eEeKT Ha ABaTa NPOAYKTA, KOWTO MOXKE 1@ MPUHUHK XUrorankemus. [Tpu
npemuHaBate kbM Jlnanpen MR 30 mg TpsabBa aa ce u3non3sa onucanara rnpoueaypa 3a
BbBEKAALLOTO JIeUeHHe, T.€. HavyaiHa 103a oT 30 mg IHEBHO, W B 3aBUCUMOCT OT MeTabONIMTHUS
OTTrOBOP — MOCJIEABALLO MOCTENEHHO YBEINYaBaHe Ha J103aTa.

. KomOunnpaHo npuiaraie ¢ Apyru opajiiy antTHaMabeTHy npenaparm:

Jlnanpen MR 30 mg moske na ce HazHavyasa B KOMOMHaLMs ¢ OurBaHnan, HHXnOGUTOpH Ha anda-
rIIHOKO3M1a3aTa WKW MHCYJTHH.

[pH nauneHTH, KOMTO He ca aneKBaTHO KoHTponupanu ¢ Jluanpen MR 30 mg, eaHospemento
JIeUEHHE ¢ MHCYJIMH MOJKe /1a O'bJie 3ar04HATO M0/ BHUMATEIHO JIEKapeKo HabuloAeHue.

Cneyuannu nonyiayuu

Iayuenmu 6 nanpeonana 6w3pacm
Jlnanpen MR 30 mg TpsabGBa na ce npeanucsa B ChllMs 10308 PEXKUM, MPENOPbLYUBAH 3a
NaltMeHTH Ha BL3pacT noj 65 roauHu.

[ayuenmu ¢ 6vOpeuHa HedocmamvyHoCm

[1pH naLuMeHTH ¢ Jieka J10 yMepeHa Ob0peuHa HeIOCTaTbYHOCT MOKE 1a C€ W3M0JI13Ba ChILMAT
J1030B PEKUM, MPENOPHLYBAH 32 MALKMEHTH ¢ HopMaiHa 6bOpeuna QyHKLHUS TPH BHUMATETHO
npocrieasBane Ha nauuenTa. Te3n JaHHu ca MOTBLPAECHH NPH KIMHUYHH [IPOYUBAHUS.

Hayuenmu ¢ puck om nos6a Ha XunO2AUKeMUus .

- C HE/IOXpaHBaHe MW HENPaBUIIHO XpaHEeHe,

- ¢ TEXKKH WM JIOIIO KOMIEHCHPAHH €HIOKPUHHH 3a00/15BaHUs (XMITONUTYUTAPHI LM,
XHIMOTHPEOHAW3IBM, AIPEHOKOPTHKOTPOINHA HEAOCTATHYHOCT),

- 1pH OTMSHA HA NPOBLIDKUTENHA W/WIH KOPTUKOCTEPOU/IHA TEPAlNs C BUCOKH JI03M,

- TEXKKM ChJ0BM 3a00sBaHuMs (TeKKA HCXeMUUHA DOJIECT HA CBPLETO, TEHKKH KAPOTH/IHH
YBPEKIaHNs, CHCTEMHHU Ch/I0BH 3a00n5BaHNA ).

[TpenopbyBa ce MUHMMAHATA IHEBHA CTapTOBa /1034 1a € 30 mg.

Heouampuuna nonyiayust
Bezonacnocrra u epukactoctTa Ha Jlnanpen MR 30 mg npu neua v lOHOLIM HE € YCTaHOBEHa.
Hsima HaauyHu JaHHK MpH Jeua.

[poruBonokasanus

*  CBPBLXUYBCTBHTEIHOCT KbM MNIMKJIA3HI WIH KbM HAKOE OT NOMOLIHHTE BEILECTBA, W30pOeHH
BT. 6.1, Apyru cyndanuiypeiiHu npenapatu, cyndoHaMuam,

e awuader Tun 1,

* auaberTHa npekoMa M Koma, inadbeTHa KeToalun0s3a,

*  Texka ObOpeuHa wiKM 4epHOAPOOHA HENOCTATBYHOCT: NPH TE3M Ciyvan Ce npenopbusa
NPUIIATAHETO HA UHCYJIHH,

*  Tepanus ¢ MUKOHa30J (BXK. Toukad.5),

*  KbpMmeHe (BK. Toukad.6).
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XUnorjaukemus:

[lpenaparbT clieiBa Aa ce MpPeANUcBa €aMO Ha NAUMEHTH, KOMTO C€ XPaHAT PeIOBHO
(BKJIIOYMTEHO 3aKycBaT). BaXKHO € nauMeHTHTE PeloBHO J1a MPHEMaT BbIJIEXHAPATH Mopaau
MOBUILICHHS PUCK OT XHUMOTTTMKEMHsA: KOraTo AEHETO Ce NPUEMa KbCHO, KOraTo ce KOHCyMupa
HEIOCTATLYHO KOJMMYECTBO XpaHa WIM Koraro XpaHara e OeaHa Ha BbIJIeXHApaTH.
XHMOrinukeMus ce TMOosiBsABAa TOHAKOra [0 BPEME HA HUCKOKAIOPHYHM [METH, cliea
NPOABIKUTENTHO MIH YCHIIEHO (PM3MHECKO HATOBapBaHe, ynorpeba Ha ankoxon Wiu B ciyuai
Ha KOMOMHHMPAHO MpUJIaraHe Ha XMNOIJIMKEMHYHH Mpenapary.

XHnoraukeMus MOKe J1a ce MOsiBH Cle1 nMpuiarane Ha cyianniypeiiHu npenapari (Bx. Touka
4.8). Hsxou cnysau morar na ObaaT TEXKKHM M NPOALIKMTENHH. Moxke aa ce HalokH
XOCTUTAIH3ALMA W MPHIATAHETO HA ITTI0K03a J1a MPOABIIKH HAKOJIKO IHM.

3a na Obae HaMaleH PUCKBLT OT XHIOIJIMKEMHYHH €MU301H1 ca HeOOXOAHMH LIIaTEIHA CENeKINs
Ha NalMeHTHTE, Ha W3M0J3BaHaTa /1033 U TOUHHN YKa3aHus KbM MalHeHTHTE.

DakTopH, KOUTO YBEJIWYABAT PUCKA OT XHIOMTMKEMHS:

. [MauueHTsT 0TKa3Ba nik (0COOEHO NMPH MHAMBKIM B HANpe/HaNa Bb3pacT) He e cnocobex
J1a CHTPYIHHYH HA JICUEHHETO,

. HenoxpaHsaHe, HEPELOBHO XPAHEHE, MPOMYCKAHE Ha MOPEAHO XPaHEHE, NEPHOIN Ha
/1y BaHe WK NIPOMEHH B IMeTara,

. HecboTBeTcTBHE MEXKLY PH3MUECKOTO HATOBAPBAHE W MPUEMa HA BbIJIEXHIPATH,

. buOpeuHa HenoCTaThYHOCT,

. Texkka 4epHOAPOOHA HEA0CTATLYHOCT,

. [Tpenosupane ¢ Jlnanpea MR 30 mg,

. Hsikon engokpunnu 3abonsBanmns: 60NECTH HA MTOBUIHATA JKJIE3a, XHIONUTYHTAPH3bM
1 HanObOpeyHa HeI0CTAThYHOCT,

. KomOunupano npuiarate ¢ Apyru MeiMKaMeHTH (Bik. Touka 4.5).

bnbpeuna U uepHoApoOHa HEAOCTATLYHOCT: apMakokuHeTHkata u/win Gapmakoannamukara
Ha MIMKIa3M/L MOXKE J1a C€ M3MEHH MNPH MALMEHTH ¢ YePHOAPOOHA HEAOCTATLUHOCT WK TEXKa
OBOpeuHa HeA0CTaTLYHOCT. XHUIOMTHKEMHYHHTE eNU30/IH, Bb3HUKBAILN NPH TaKWBa NalMeHTH,
mMorat aa ObLAAT NPOABLIKUTENHM, Taka 4e € HeoOXOAMMO MpPOBEKIAHETO HAa ChOTBETHO
JieueHue.

HUudopmaiins 3a naumenTa:

Ha naupenTa M Ha wieHoBeTe Ha cemeiicTBoTO TpsaOBa aa ObaaT 00ACHEHW PHUCKOBETE 3a
XMMOTUKEMHUS, KaKTO M Heitnute cumnTomu (BkK. Touka 4.8), newenue u Qakropwu,
npeapasnonaraiiy 3a HeifHOTO pa3BUTHE.

[MaumenTsT TpabBa aa Objae MHPOPMHPAH 3a BAKHOCTTA Jla ClEABA yKazaHusTa 3a JMeTa,
PEOBHO (JM3MYECKO HATOBApPBAHE W PEOBHO KOHTPOIMPAHE Ha CTOHHOCTHTE HAa KpbBHATA
3axap.

HemocrarbueH KOHTPOJ HAa KPbBHATA 3axap: KOHTPONBT HA KPbBHATA 3axap Mpv MalMeHTH,
npueMally aHTHAMaOETHYHN MpenapaTi, MOXKe Jla Ce BJOWM NpH cieHnTe obcrosiTesncrsa:
Temneparypa, TpaBMa, MHPEKUNs WiIn XUPYpruyHa MHTepBeHLUmns. B Hikoun ciaydan Moxe ja ce
HAJI0KH MPUIIAraHeTO HA MHCYJINH.

XUNOrTMKeMHYHUAT e(eKT Ha BCEKH OpajieH aHTHAWabeTeH rpenapar, BKIIOYHTEIHO Ha
MIMKJIA3Wa, NPH MHOTO NALMEHTH HaMaisBa € BPEMETO: TOBA MOXKE Ja Ce AbJIKH Ha
MPOrpecHPaHeTo Ha TEeXeCTTa Ha Juabera WK HA HAMAIABAHETO HA TEPANEBTHYHMSA OTrOBOP.
To3n (eHOMEeH € M3BECTeH KaTo BTOPHYHA HENOCTATBYHOCT, KOSTO Ce pasiuyasa or
MbPBMYHATA HEAOCTATBLYHOCT, KOrarto MpH [MbPBOHAYAIHOTO TpWIAraHe Ha aKTuBHaTa
cyOcranums He ce HaGmonasa edekr. [lpean aa ce onpenenu Jajiv NAUMEHTHT € C BTOPUYHA
HEAOCTATLYHOCT, TPAOBA Aa ce 00CHAN BLIPOCHT 3a NPaBUIHMA H300p Ha 103aTa U CNa3BaHETO

Ha IMETHYHUS PEIKHM. e
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4.5

Ha HUBaTa Ha TJIHKUPAHWA XeMoryioOuH (Plﬂlfl KpbBHATa 3axap Ha rajaHo). Moxe na 6bae
MOJIC3HO M NMPOCICAABAHETO HA KPbBHATA 3axXap OT cCaMus MalnueHT.

JleyeHnero MnpH nauMeHTH ¢ aeuUUAT Ha rIoko30-6-hocdarHaTa gexmaporeHasa  Cbhe
cyndanuiypeiini npenapaTi Moxe a J0Be/le 10 XeMOJIIMTHYHA aHeMus. Tbil KaTo riMKiasui
NPHHAIUIEKH KbM XMMHYHATA rpyna Ha cyadaHuiypuiiHuTe npenapatu, npv MaluHeHTH ¢
neduumMT Ha TI0K030-6-GocdarHaTta nexuaporeHasa € HeoOXOAWMO MOBMILIEHO BHUMAHHE M
TpsOBa sa ce 06CHAN ANTepHATHBHO JleueHne ¢ Hecyndanunypeitnu npenaparty.

B3aumojeiicTBHe ¢ APYrH JIEKAPCTBEHH NPOAYKTH H APYrH opmMu Ha B3auMoelicrBue

]) CnenHuTe npenapaTy rnoBuiaBaT pucka 0T XMIoriuKeMust

Kombunayuu, koumo ca npomusonokaszaHu
*  MHKOHA30J (CUCTEMHO MPUJIOKEHHE, OPOMYKO3EH Iejl): MOBUILIABA XUIOIIMKEMUYHUS
e(exT ¢ Bb3MOKHA MOsBA HA CUMIITOMM HA XUIOIIIMKEMHS U 1I0PH KOMA.

K().Hﬁll"ﬂl{llll, Koumo ne ce npenopvueam

*  Menni0yTA30H (CUCTEMHO NPHIOKEHHE): MOBUILIABA XUIOTJTMKEMUYHUA eeKT Ha
cysianuiypeiiHuTe npenaparu (M3MeCTBa ' OT MecTaTa Ha CBbP3BaHe KbM IJ1a3MEHHUTE
NPOTEUHH W/WIKM HAMAJISBA TAXHOTO EIMMHHHPAHE).

3a npeanovMTaHe e [1a ¢e N3Moa3BaT APYrd NPOTHBOBL3MAINTEIHN CPEACTBA UK B JIPYTH
cllydau jia ce mpeaynpeu naluueHTsbT U 1a ce NoJuepTae BakKHOCTTa Ha CAMOKOHTPOJIA Ha
kpbBHaTa 3axap. Korato e HeoOX0AMMO, M0 BpEME Ha JIEUEHUETO U CIe/1 JIEYEHHETO C
MPOTHBOBB3MAIUTEIIHOTO CPEJCTBO, J103aTa HA AaHTHAMAOETHHS Mpenapar Moxe 1a ce
KOpHUrupa.

*  AJIKOXO0JI: TIOBHILIABA XUTTOTITHKEMUYHOTO AeHCTBHE (Upe3 MHXMOMPAHE HA KOMIIEHCATOPHH
MEXaHU3MH), KOETO MOYE J1a A0Be/IE 10 MosABa HA XUIOTJIMKEMHYHA KOMA.
Jla ce n3bsArBa KOHCyMalMsITa Ha aTKOXOJI ¥ HA JIGKAPCTBEHU MPOIYKTH, ChAbPXKAILM aTKOX0J1.

Kombunayuu, usuckeawu npeonasiu mepru npu ynompeba

3acuiBane Ha edekTa Ha MOHWIKABAHE HA KPbBHATA 3aXap H 10 Tas3H PUYKUHA B HAKOM Cl1yvau
MOKE JIa HACTBITH XUTIOTJIMKEMHUs NTPU MPUEMAHE Ha HAKOW OT CIIEIHUTE JIEKAapCTBEHH
NPOYKTH:

Apyru aHTHAMAOeTHH npenapari (MHCyIMHM, akapbo3a, MeT(HOPMHUH, THA30IMANHANOHN,
aunenTuann nentuaasa-4 uaxuburopu, GLP-1 peuenrop aronucru), 6era-6aokepwu,
(1yKOHa30J1, HHXMOUTOPH HA AHTHOTEH3MH-KOHBEPTHPALLMS €H3UM (KalTONPHI, eHananpui),
H2-peuentopun antaronuctn, MAO uHXHOUTOPH, Cya(HOHAMUIN, KIAPHTPOMHILIMH,
HECTEPOM/IHH MPOTHBOBB3NATUTETHH CPEICTBA.

2) CreaHuTe npanapaTv MOrar Jia npeAn3BUHKaT NoBUILIaBAHE HA CTOMHOCTUTE HA KpbBHATA
3axap

Kombunayuu, koumo ne ce npenopvysam

. }Ianazo.n: nuaberoreHeH C¢CKT Ha JlaHa3soJl.

AKO U3I0JI3BAHETO HA TOBA AKTUBHO BEILECTBO HE MOXKE Jia Ce H36€FHC, Ja ce npeaynpean
naluveHTa M Jla ce nojvueprae, 4e € BaXKHO J1a Ce KOHTPOJIMpa riloKosara B ypuHaTa i KpbBHaTa
3axap. Moxe 1a ce HAJIOXKH J1a Ce KOpUIUpa Jlo3aTa Ha aHTuanabeTHus npenapar 1no Bpeme Ha
JICHEHHUE W clie/l JIeYEHHME C 1aHasoll.

Kombunayuu, usuckeawu npednasnu mepku npu ynompeba
. X10prnipoma3suH (HEBPOJICNTHK): BUCOKH /103H (=100 mg JHEBHO XJI0PIPOMAa3iH)
[OBMILIABAT HMBOTO HA KPbBHATA 3axap (HaMaJleHo 0CBOOOYX/1aBaHe HA MHCYJTHH). /—5‘\
Jla ce npejynpeiun nalMeHTa u 1a ce noja4yeprae, Ye € BaKHO Jia ce KOHTPOIHpa K f;ygi\éim”"\"
3axap. Moxe J1a ce HaJIOKH J1a ce KOPUIupa J103aTa Ha aHTHAMAOETHOTO aKTHBH TE
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BPEME Ha JICYHEHUETO U CJIe/ JICHEHHUETO C HEBPOJICIITHYHUS [1penapar.

® rJIIOKOKOPTHKOHll“ (CMCTCMHO W JIOKAJTHO MPUJIOKECHHUE: BLTPECTABHH, KOKHH U
PEKTAJIHH npenapaTM) W TETPAKOCAKTPHH: MOBHUIIIABAT HUBATA HA KPbBHATA 3aXap C Bb3MOXKHa
KETO3a (noumera TOJIEPAHTHOCT KbM BbITIEXHAPATH, MPEAU3BUKAHA OT IMTHOKOKOPTUKOUIUTE).
lla Ce npeaynpead natmeHTa 1 ia ce noa4eprae, He € BaXKHo, 0co0eHO B HA4AIOTO HA
JICHEHMETO, J1a C€ KOHTPOJIMpa HUBOTO HA KpbBHATA 3axap. Moxe na ce Hanoxu jia ce KOpHurupa
J103aTa HA AKTUBHOTO aHTHAXAOETHO BEILLECTBO 110 BpEME Ha JICUCHHETO K ClIe/ JICYEHUETO C
FMTHOKOKOPTHKOW/IH.

e Puroapuu, candyramo., repoyraaunn: (i.v.)

[ToBHIIEHH CTOIHOCTH HA KPbBHATA 3aXap BbB BPb3ka ¢ edekTHTe Ha Oera-2 aroHucTy.
Jla ce noaueprae, ve € BakHO J1a c€ KOHTPOJIMpa HUBOTO HA KpbBHATa 3axap. AKo e
HE0OXO0IMMO J1a ce MpeMHHE KbM UHCYJITHH.

3) KomOuHaumu, kouto TpsibBa jia ce B3eMar 1o/ BHUMaHue

. AuTHKoaryaanTHa repanusi (Bapdapun ...):

Cyndanunnypeiinute npenaparu Morar jia 10Be/1aT /10 3aCHJIBaHe Ha aHTHKOArylanTHus eexkT
MPH eIHOBPEMEHHO NpuiaraHe.

[Tpr HEOOXOAMMOCT 1a ce KOPUTUpa 103aTa HAa aHTHKOArylaHTa.

d)emelu'reT, 5peMeHHOCT H KbpMeEHe

bpemennoct
Jluncea onuT 3a ynorpedara Ha rIUKJIA3MIL O BpeMe Ha OPEMEHHOCT NpW XopaTta, BhIPEKH ue

MMa MaJIKo JIaHHU 3a ApYyrH cyndaHunypeitHu npenapaT.

[Tpu npoyuBaHus npu MUBOTHU IIMKIIA3UJL HE € MOKa3as TepaToreseH edexr.

KouTponunpatero na anabdera TpsadBa j1a 3aro4He rnpeau rnepuojia Ha 3auesaHe, 3a Ja ce Hamasm
pHCKa OT KOHIEHUTAJTHW YBPEKAAHUs, CBbP3aHU C HEKOHTPOJIMpaHus anader.

OpanHuTe XUMOTJIMKEMHYHH NPENapaTi He ca MoAXOAALIM, HHCYJIHHBT € JIGKAPCTBEH MPOIAYKT
Ha MmbpBM M300p 3a JsieweHunero Ha auaber no Bpeme Ha OpemenHoctTa. [lpenopbusa ce
opajiHaTa XMIOIIIMKEMHYHA TEpanus 1a ce€ CMEHW C MHCYJIMH npeau 3adpemMeHsBaHeTo WM
Bb3MOMHO HAl-CKOPO clie]l KaTo OpeMEHHOCTTA € YCTaHOBEHA.

KbpMmeHne
Hsima 1aHHM 3@ U3/bYBAHETO Ha IITHKIA3K/l WM HA HErOBUTE METAb0NUTH B MAHUYMHOTO MJISKO.

ﬂopalm HAJIMYUETO HA PHUCK OT HEOHATallHa XWIOITIMKEMUs, JICKAPCTBECHUAT MPOAYKT €
MPOTHUBOIIOKA3aH 10 BPpEME Ha KbpPMEHE.

Edextn BbpXy cnocodHocTTa 32 odupane u padbora ¢ MalIHHH

Jluanpen MR 30 mg HsiMa M3BECTHO BIMsIHME BbPXY crnocobHocTTa 3a wodupane u pabora ¢
mawnuu. Bee nak, nauuentute TpsabBa na ObaaT 3a103HaTH CbC CUMITOMUTE HA XUITOTIMKEMUS
v TpsOBa na ObAAT BHMMATENHW Npv wodupaHe uiaM npu pabora ¢ MauMHW, 0COOEHO B
HA4Yas0To Ha JICUEHHUETO.

Hesxe1anm JIeKAPCTBEHH PeaKIHH
[TpeaBua onuTa ¢ rNKIa3n/lL, CIEHNTE HeXETaHU peakiuu Tpsabsa 1a ObaaT ChoOLIeHH.

XHUNornuKkemus

Kakto spyrure cyidanwiypeiinn npenaparu, Taka v jeuenuero ¢ Juanpen MR 30 mg moxe
N1a Npean3BUKa XHIOMTHKEMHSs, aKO XPAHEHETO € HEPEIOBHO W 0COOEHO aKo Ce MPOoryCHe HAKOE
OCHOBHO XpaHeHe. Bb3MOKHHM CHMITOMH Ha XMIMOTJIMKEMMs ca: riaBobosue, gjgca:x:ng,u
rajieHe, MoBpbllaHe, OTNAJHAIOCT, Pa3CTPOHCTBO Ha ChHs, Bb30y/a, arpecma»iéT, amwfeﬂa
KOHLEHTpals, HamaneHa OauTenHoct u  3abaBeHM peakiluu, uenpecn’é OGBpKaHOGT. o \
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pascTpoiicTBO Ha 3peHHETO W rosopa, adasus, TPeMop, napesa, CEH3OpPHH HapylIeHHS,
CBETOBBPTEXK, UYBCTBO Ha Oescuiue, 3aryba Ha CAMOKOHTPOJ, ACTUPHYM, KOHBYJICHH,
MOBLPXHOCTHO AMIIAHE W OpaauKapaus, ChHIMBOCT U 3aryba Ha Ch3HAHMETO, KOWTO MOTaT jia
JIOBE/IAT 10 KOMA U JIeTaleH Kpaii.

Jlonbanurenno morar jaa ce HabiojaBaT CMMITOMH Ha aJpeHepruuHa KOHTpaperyaius:
M3MOTABAHE, XJla/lHa W BIaXXHa Koxka, 6e3MmoKoiicTBO, TaXHKapaus, XUIIEPTOHUS, NaTMHTALIMH,
CTEHOKAp/Usi U Chp/IeuHa apUTMHS.

OO6HKHOBEHO CHUMITOMMTE M34e3BaT CjeJl NMpUEMaHe Ha BbIulexuapatn (3axap). M3kycreenu
noacnaaurenn obave uamar edekr. OnureT ¢ Apyru cyadanniypeiiHn cpeacTsa nokassa, ue
XUTOTJIMKEMMATA MOJKE Jla Ce M0SBH OTHOBO, JIOPH KOraro B3e€THTE MEpPKH B HA4aloTo ce
OKa3BaT eh)eKTHBHM.

AKO XMIOIJIHKEMHSATA € TeXKKa M NPOABIKHTENHA, IOPH aKo Ta ObIe BpeMEHHO KOHTpOJIHUpaHa
upe3 MNpUEMaHe Ha 3axap, €a HEeOOXOJMMHM CrelHa MEMIIMHCKA TMOMOLL WK  J0pH
XOCTUTATH3ALMS.

CTOMaUJHO-‘lpCBHM HApyuweHus, B TOBA YHUCIO CE cboOluasa 3a KOpEMHa Oonka, ranese,
NOBpbUIAHE, JIMCMICNCHUA, JIHApUSA U KOHCTHNALMA: aKo Ce MogBAT TaKuBa, Te€ Morar Jja ce
n3berHar uiu MHUHUMH3HUPAT MPH NMPHEMAHC HA ITUKIIAa3KM/1 CbC 3aKycKara.

[To-psiiko ce choOLIaBa 3a ClICAHNTE HEXKETAHN PeaKLnu:

. Hapyuienus Ha kokara v noiIkoxHaTa Tbkan: 00puB, cbpOex, ypTukapus, aHrmoeaem,
epuTema, MakyJao-namyaapiu o6pusH, Oy03HM peakunm (kaTo cuHApoM Ha Stevens-Johnson u
TOKCHYHA ENUAEPMAITHA HEKPOJIH3a).

e Hapymenux Ha KpbBTa U J'WIMd)HaTa CHUCTEMA: XEMATOJIONMYHHUTE OTKJIIOHEHHUA Ca peaKH.
Te morar na BKIOYBAT aHEMMS, JIEBKONEHMSI, TpOMﬁOU.MTOﬂeHM)I. PAHYJIOLIUTOTICHHSA. Te
0OMKHOBEHO W34e3BaT Clie/l NMPEKHCBAHC HA JICYCHHUCTO.

. Xenaro-OMauapH1 HapyLIeHHs: NOBUILIEHH CTOHHOCTH HA YEPHOAPOOHUTE EH3UMHK
(ASAT, ALAT, ankanuna ¢ocdaraza), xenatut (eauHuunu cbobiuenus). Jleuennero cnensa na
ce NMpeKbCHE, aKo Ce MOsABU XOJIeCTaTHYHA KbJATEHULA.

Te3n cumnromn 0OMKHOBEHO H34e3BaT ciea NnpeKparaBaHe Ha JICYCHHUETO.

. Hapyiuenus Ha ouure
[Tpexoium 3puTEIHN HAPYILIEHUS MOTAT /1a Ce MOSBAT 0COOEHO B HAYAIOTO HA JICUEHHETO B
pe3yTart Ha MpoOMsHA HA HUBATa HAa KPbBHATA 3axap.

. EdekTH, cBbp3aHu ¢ TepaneBTHYHMUs KJlac:

Kakto npu apyru cyadouunnypeiinu npenaparu, CleaH|Te HexelaHn peakium ca ouim
HabJII01aBaHM: CITyHan Ha EPUTPOLIMTONEHMUS!, ArPaHyJIOLMTO3a, XEMOIUTHYHA AHEM K3,
MAHLMTOTIEHHS, AIePrideH BACKYJIUT,XUTMOTAHTHEMMS, MOBHILIEHHE HA YEPHOAPOOHUTE EH3UMH U
JOpH HapylieHHe Ha yepHoapoOHaTa GpyHKLUMA (HAMp. X0NecTasa v K bJITEHULIA) U XeNnaTHT,
KOUTO Ca perpecupaiiu cie/l ClIMpaHeTo Ha cyjidanunypeiiHus npenapar Wi B M30JUpaHu
ciiyuaM ca JI0BeJH /10 )KHBOTO3acTpallaBaila 4epHoapoOHa HEA0CTATbYHOCT.

IMpenosupane

[Tpe1o3upaHeTo cbe cyiidanuiypeitHuTe npenapary npein3BMKBa XUMoriuKeMus.
VMepeHH CHMITOMH Ha XWIOrjiukemusi, Oe3 BecskakBa 3aryba Ha Cb3HAHWETO WIIH
HEBPOJIOTMYHA CHUMIITOMATHKA TpAOBa Ja ce KOPUIrHpaT C MPHEMAHETO Ha BbIJIEXHIPATH,
KOpUTrHpaHe Ha jio3aTa W/win npomsHa B auerata. CTPUKTHOTO MOHMTOpUpaHe TpsaGBa 1a ce
MPOABLIIKH JI0KATO JICKAPAT € CUTyPeH, Ye DOJIHUSAT € W3BbH ONACHOCT.

BB3MOKHM €A TEKKH XHUTNOTITMKEMHYHN PEakiiii ¢ KOMa, KOHBYJICUHM WK JPYTH HEBPO.

HezabaBHa XOCNUTAIM3ALNS.
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AKO € JIHarHOCTHLIMPAHa WK Ce M0A03Upa XHIOrITMKEMUYHA KOoMa, Ha nauueHTa TpsaodBa na ce
BbBese Obp30 i.v. S0 ml koHueHTpupan pazreop Ha ritokosa (20 no 30%). Tosa Tpsbsa na ce
noclie/iBa OT HernpekbeHara Hpy3us Ha no-paspeieH riaokoseH pasteop (10%) cbe ckopocr,
KOATO 1€ MNOMIbpKa CTOHHOCTUTE Ha KpbBHata 3axap Han | g/l [Maumenrure TpsOsa
BHUMATEIHO A ce Habii0aBaT |, B 3aBUCUMOCT OT TAXHOTO C/IEBALLO CLCTOSIHUE, JIEKApST
NPCLCHABA 1ajin € He0OX0IMMO MO-HATATBIUIHO npocJjeasBane.

Jlua.rmxaTa HC BOJIM 10 "01106PCHMC Ha NMauUCHTHUTE, Thil KaTO IJIMKJIa3uj ce CBbp3Ba 3/1paso ¢
J1a3MeHHUTE NPOTEHHH.

GOAPMAKOJIOTHYHHU JIAHHH
DapMaKoIHHAMHYHH CBOIHCTBA

MdapmakoTepanesTHiHa rpyna: cysjadoHaMuan, ypeinHu npou3BoaHH
ATC koa: AI0BB09

[nuknasnn e xunoraukemusupaml cyiadanwiypeed opaseH antuanabeteH npenapar,
pasjinyaBaill ce OT CPOAHHUTE CHEAMHEHHS M0 HaIWYHeTO Ha N-ChAbpiKall XeTepOUMKIHYEH
MPbCTEH ¢ EHAOUMKIHYHA BPb3Ka.

[ iMknasua noHwkasa CTOHHOCTHTE HA KPbBHATA 3axap 4pe3 CTUMYJIMpaHe Ha MHCYJMHOBATa
cekpeunss ot Oera-kierkute Ha  JlanrepxancoBute  octpoBH. [loBumasanero  Ha
nocrnpaHavaiius uHeyaMH M C-nenTuaHata cekpelus Mpojab/ikaBaT [BE TOJAMHM Clej
JICYEHUETO.

JIOMbAHUTENHO KbM Te3H MeTaboNuTHH e(eKTH MIIMKIA3HI MNPUTEKaBa U XEMOBACKYIapHH
CBO#CTBA.

Edexrn BbpXy HHCYJIMHOBATA CeKpelLns

[Tpu anabernmum ¢ auaber Tvn 2 rJIMKNA3W1 Bb3CTAHOBSBA MBPBHMS MUK HAa MHCYJIMHOBATA
CeKpelnst B OTrOBOP Ha IJII0KO3a W Mosuwiasa Bropara ¢aza Ha MHCYJIMHOBATA CEKPELMs.
3HauMMO  yBEJIMYABAHE HA MHCYJMHOBMS OTroBOp ce Hab/MloAasa Ciied  CTUMYJIaLuns,
npen3BHKaHa OT XpaHa Win MI0Ko3a.

XeMoBackyJlapH1 CBOWCTBA:

["uknasua Hamanssa MUKpOTpoMOO3aTa, KOATO MMa 3HA4YEHHE 3a YCIOKHEeHUsTa Ha nuabera,
MOCPE/ICTBOM /IBA MeXaHH3Ma:

. IToTrcka yacTHYHO arperaumsiTa v aaxe3msaTa Ha TPoMOOLMTHTE, KOETO BOAM J10
HamajisBaHe Ha MapkepuTe Ha TpoMOOUMTHOTO akTHBKpane (Gera-TpomGornodun, Tpombokcan
B»).

. [Mosnusisa GuOPUHONIUTHUHATA AKTHBHOCT HA ChI0BHMS €HJIOTEI, KOETO BOJIM /10
NMoBHIIABAHE HA aKTUBHOCTTA Ha tPA.

MapMaKOKHHETHYHH CBOICTBA

AGcopOums

[lpe3 mbpBUTEe 6 yaca ra3MeHaTa KOHLEHTPALMS MPOIPECHBHO HAPAcTBAa M JOCTHUIa [1aTO,
KOETO ce MOUILPXKa OT 6-us 10 | 2-usi yac clie/l NpMeMaHeTo Ha JEeKApCTBEHUS MTPOAYKT.
MuanBuayanHaTa BApuabMIHOCT € HUCKa.

[inknasua ce pezopdbupa HanbiHo. [TpHeMBbT Ha XpaHa He BiIWAE BbPXY CKOPOCTTA M CTENeHTa
Ha pe3opOums.

Paznpenenenme
CBBbP3BAHETO € MUIA3MEHHTE NPOTEHHH € 0K0J10 95%. OBemMbT Ha pasnpeaeseHueTo

L -
auTpa. /9' MEHLUS 5 N\
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Ennokpared auesed npuem Ha Jwanpen MR 30 mg nomibpika edexTHBHM T1azMeHn
KOHIIEHTPALMK Ha TIIKIa3ua 1o 24 vaca.

buorpanchopmarims
['nuknasua ce Meraboiu3upa rjiaBHo B YepHHUs Apod M ce eKCKpeTHpa ¢ ypuHaTa: B ypuHara ce
OTKpHBa no-majiko ot 1% B Henpomenena ¢opma. B nnadmara He ca OTKPUTH aKTHBHH

MeTaboIuTH.

EnumMuHupane
[TonykMBBLTHT HA ETMMUHMPAHE HA IITUKIIa3K Bapupa mexay 12 u 20 vaca.

JluneitHocT/He nuHelnocT

ChOTHOLIEHHETO MEXy BbBejeHata no3a Bapupawa o 120 mg u njowra nojx Kpusara
KOHLIEHTpALNs- BPEME € JIMHEHHO..

Crieunantu nomnyJaauuu

[TaunenTH B HanpeaHaia Bb3pact

[Ipn naumenTH B HanpejHala Bb3pacT He ca HabM0AaBaHM KIMHMYHO 3HAYMMHU [IPOMEHH BbB
(hapMaKOKMHETHUHHUTE TIapaMeTpH.

IMpeakannnyunn 1anuu 3a 6e3onacHocT

[peaxaunuunuTe nanHu, 6a3upany Ha KOHBEHLIMOHAIHHU NMPOYYBAHUS C MOBTAPALLN CE 103M, HE
MOKa3BaT TOKCHMYHOCT WJIM FEHOTOKCMYHOCT npu Xopata. He ca mpoBexnanu abJrocpounu
Npoy4BaHMs 3a KaHLEPOreHHOCT. HimMa laHHM 3a TepaToreHHH W3MEHEHUs TIPU MPOYUBAHUATA C
JKMBOTHM, HO ce HabjlloJaBa HamallsiBaHE HA TEJIECHOTO TErJo Ha eMOPHOHA MPU JKUBOTHM,
noJiyyasatiy 25 mbTH N0-BUCOKM J103H OT MAKCHMAJTHO 1PENopbUBaHATa [103a IPH XOpaTa.
DAPMAUEBTUYHHU JIAHHHU

CnMebK HA NOMOLUHHTE BELeCTBa

Kanuuym xuaporendocdar auxuapar,

ManroaekcTpuH,

Xunpomenosa,

Maruesues creapar,

Cuanumes AMoKen/1 KosonaeH 0e3BoieH.

HecubBmecTHMOCTH

Henpunoxumo.

Cpoxk Ha roanocer

3 roJAMHH.

CrieuHaJHH YCJIOBHSI HA ChbXPAHEeHHe

To3u nekapcTBeH NPOAYKT HE H3MCKBA ClNELHATHU YCIIOBUS 3a ChbXPaHeHHE.

Bua u cbCeTaB HA ONAKOBKATA

AJTyMUHHEBO/TIONM(BUHUIIXJIOPHAEH) GIMCTEp, ONMAKOBAH B KAPTOHEHH KYTHH.




6.6

10.

CohabpAKanHe HA ONAKOBKATA
60 Tabnerku.
CrneunaiHy npeanasiin MepKH NpH H3XBLPJsiHe U padoTa

Hsama crnieuraiim H3HCKBaHUA.

NMPUTEXATEJ HA PASPEIIEHHUHETO 3A YIIOTPEBA
L.es Laboratoires Servier

50, rue Carnot,

92284 Suresnes cedex

Dpanuums

PETMCTPAUUOHEH HOMEP

20010549

JATA HA NMIbPBO PA3SPEIHABAHE/NNOJHOBSBAHE HA PASPEULIEHUETO 3A

YHNOTPEBA

12 FOun 2001 /29 Asrycr 2011

JATA HA AKTYAJIUBUPAHE HA TEKCTA:
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