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Meglimi 1 o .
cglimid® | mg tablets ooy DABS - 100

Mernumua® 1 mg Tabnctku
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Meglimid® 2 mg tablets
Mernumua® 2 mg tabnerkn

Meglimid® 3 mg tablets
Mernumua® 3 mg TabneTku

Meglimid® 4 mg tablets
Mernumua® 4 mg TabneTtkm

Meglimid® 6 mg tablets
Mermumua® 6 mg tabnetku

2. KAYECTBEH A KOJIMMECTBEH CbhCTAB

Meglimid® 1 mg
Besaka Tabnerka chabpika 1 mg glimepiride

Meglimid® 2 mg
Bceska tabnerka cpabpxka 2 mg glimepiride

Meglimid® 3 mg
Bcesaxa Tabnetka cpabpika 3 mg glimepiride

Meglimid® 4 mg
Bcesika Tabnerka cpabpka 4 mg glimepiride

Meglimid® 6 mg
Bcesaka tabnerka ceabpika 6 mg glimepiride

3a NOMOLIHUTE BELIECTBA BHXK pasgen 6.1.

3. JJEKAPCTBEHA ©OPMA

TadOmeTkH.

Meglimid® 1 mg
Tabnerkure ca po30BH, IPOABJITOBATH H C AETTHTEC/IHA YEPpTa OT JABETE CTPAHM.

Meglimid® 2 mg
Tabnerkure ca 3eicHHU, IPOABJINOBATH M € JCTIATENTHA YEPTA OT JABETE CTPAHM.

Meghmid® 3 mg
Tabnerkure ca Gneno HBITH, MPOALITORATH U C IEIIMTE/IHA YE€PTa OT ABETE CTPAHH.

Meglimid® 4 mg IR

TabneTkuTe ca CBETIOCUHH, NPOABITOBATH M € JICTIATENIHA YEpTa OT ABETE CTPaHU. -~ - % "a,‘*i
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Meglimid® 6 mg
TabneTkHTE ca CBET/IO OPaHKEBH, IIPOABJATOBATH B C JE/IMTEIHA YEPTA OT JBETe CTPaHM.

4. KHMHHYHH JAHHH
4.1 TepaneBTHUHH NOKAIAHHAA

Meglimid e noka3aH 3a neueHKe Ha 3axapeH AuadeT THII 2, KOraTo caMo AueTaTa, QH3HYECKOTO
HaTOBAPBAaHE U HAMAJIEHUETO HA TETIOTO HE €A AOCTATHUHH.

4.2 /l03MpoBKAa H HAYIAH HA NPHIOKCHHE

3a nepopanno npunoscenue.

(JcHoBaTa Ha YCTICHIHOTO JIeYeHUe Ha quabera ¢ AoOpaTa auera, peaosHara (PHIHYCCKA AKTHBHOCT,
KAKTO U PYTHHHOTO M3C/IEABAHE HA KPBbBTA W ypuHara. [lepopaiHure aHTUAHAOETHH CPEACTBA WIH
HHCYJTHHA HE MOTAT Ja KOMIIEHCHPAT, aKO [AalWeHTET He Cl1a3Ba NMpenopbyBaHaTa AHeTa.

Ho3npoBKaTa ce onpenens Bb3 OCHOBA HA Pe3y/ITATHTE OT ONPEACIAHETO Ha INTIOK03aTa B KPHBTA H
ypHHATA,

Hagannata no3a e 1 mg glimepiride nuerno. Ako ce nocTurue 1006p KOHTPON, Ta3H JO3HPOBKA
TpsOBa 42 ce M3MON3BA MPH NMOAABPKAINATA TEPAIHAL.

AKO KOHTPOIBT € HEAOCTATRYEH, J03aTa TpAOBA Aa ¢€ NOBHIIH Bb3 OCHOBA Ha NTHKEMHYHHA KOHTPOJI,
CTBIIATOBMAHO ¢ HHTEPBAA OT 0KOJIO | A0 2 CeaAMHIM MENTY BCAKA CTHIKA, A0 2, 3 WM 4 mg
glimepiride nHeBHO.

Jo3a Han 4 mg glimepiride 1HeBHO JaBa 1O-gOOPH PE3YATATH CaMO B U3KIIOUYHTEIHH CIIy9aH.
MaxkcuManHaTa nipenopbhuBaHa 1o3a € 6 mg glimepiride gHEBHO.

[Ipu naienTH, KOUTO HE CE KOHTPOJIHPAT AOCTATHUYHO ¢ MAKCHMAJTHATA JHEBHA 03a metformin,
MOXeE Jla Ce 3alovHe eJHOBpeMeHHa Tepanns ¢ glimepiride. Kato ce mogabpka gosara Ha metformin,
CE 3aI04Ba JieueHueTo ¢ glimepiride ¢ HUCKa 1033, KOSTO Cle]] TORA CE MOBHILABA NOCTEIIEHHO 0
KEJIAHOTO HHBO Ha MeTabOo/MTEH KOHTPOII IO MaKCHMManHaTa AHEBHa Ao3a. KoMOMHMpanarta teparma
TPAORBA Jla ce 3arodHe Moj CTPOro JIEKapeKo HaboaeHe.

Ipy mauweHTH, KOWTO HE C& KOHTPOJIMpAT JAOCTATHYHO C MAKCHMaJTHATa AHEBHA 032 Ha Meglimid,
MOJKE J1a C€ 3arl04YHe ¢AHOBPEMEHHO JISUEeHHWE ¢ MHCYJIMH, aKo € HeoOxoaumo. Karo ce mogabpixa
no3aTa Ha glimepiride, ce 3amoYBa JIEYEHHETO ¢ MHCYJIMH C HHCKA /10334 B 3aBHCHMOCT OT KEJIAHOTO
HWBO Ha MeTadonuTeH KoHTpo. KomOurupanaTa Tepanus TpsOBa na ce 3aMovHE MO CTPOTO
TeKapcKo HabIoOaeHHE.

OOUKHOBEHO eAHOKpaTHA AHEBHA 103a glimepinde e goctareyHa. [Ipenopeuea ce Ta3H 103a 1a ce
B3EMa MAJIKO IPeJH WM [10 BPEME Ha COIMAHA 3aKyCKa MM, aK0 He C€ 3aKyCBa, MAIKO IIPEAH HIH MO
BpPEME Ha ITEPBOTO OCHOBHO XPAHEHE. AKO ce MPOIyCHE J03aTa, T He TpAOBa Jla ce KOpHUrupa upes
yYBEJIHYABaHe Ha Cle/Bainara Ao3a. 1TabaeTkure TpaAdBa j1a ¢€ MOrTBIIAT LIEJAU ¢ MAJIKO TCHHOCT.

AKO DallHeHTHT NIOTy4YaBa XHIOTIMKeMHYHa peakuud ¢ 1 mg glimepiride zHeBHO;- TOBa O3Ha4YaBa, u¢
MOIKeE J1a ce KOHTPOJIHpa caMo ¢ JIHETa, o
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Tv# kaTo mopobpeHHeTo HA KOHTpONIA Ha AHa0eTa € CBBP3aHO ¢ MO-BUCOKA TyBCTBHTEITHOCT KbM
MHCYIMH, B X042 Ha JeueHueTo Hykaure ot glimepiride Moxxe 1a HaMasnesT. 3a 1a ce usbderxe
XHITOTJIHKEMHA, MOXKE Ja C€ UMA IIPEABH] BPEMEHHO HAMalCHHE HA J03aTa HITH NMPESYCTaHOBABAHE Ha
TepanusaTa. [[poMeHH B ZO3HpOBKaTa MOKE Aa ca HeOOXOOHMH CBhLIO H NPH NIPOMEHHU B TETJIOTO MK
HaYHHa Ha JKMBOT Ha MALMEHTa WIK APYTY (PaKTOpH, KOUTO YBEIMYABAT PUCKA OT XHIIO- WK
XHUIIEPTTUKEMMA.

« [IpeMuHaBaHe OT JieycHHE ¢ JPYryd XHIOTIIHKEMHIYHH ¢cpeacTea kpM Meglimid

OOHKHOBEHO MOJKE [1d C€ IIPEMHHE OT JIEUEHHE C XPYTH XHITOTJIHKEMHYHH cpencTBa KbM Meglimid.
I1pu npemuynasanetro keM Meglimid TpabBa na ce B3emMe npeABHA JO3HPOBKATA M TIONY>KHBOTA HA
[[PEHIIHOTO JeKapeTBO. B HAKoH cimyuau, ocobeHo npu aHTHAMAOETHYHH CPEACTRA C NO-IBJIBI
noxy>xkuBoT (Hanp. chlorpropamide), ce npenopbyra HAKOJAKO IHM [ISPHO HA OTMHBAHEC, 33 /1A Ce
CBEJAC A0 MHHAMYM PHCKA OT XHIMIOMVIMKEMHUYHH PEaKLUMH, [TH/DKAIH C€ HA aAUTUBHHUA €(EeKT,
[MpenoppumTenHara Hauaika go3a ¢ 1 mg glimepiride nHeBHO.

Cnopea orroeopa, nozara Ha glimepiride Moxe na ce yBenHuaBa CThNATOBHAHO, KAKTO € 0TOENI3aHO
no-rope.

= [IpeMuHaBaHe OT eueHHe ¢ MHCYMHH KbM Meglimid

B ¥3KIFOYUTENIHM CTy4YaH, KOTaTo MALMEHTH ¢ AMadeT THN 2 ¢€ KOHTPOJIHPAT ¢ HHCYJIMH, MOXKEe J1a €
nmokazaHo npeMuHaBpaHe KbM Meglimid. [IpomaHaTa Tpadea ga ce M3BBPIUM N0 CTPOTo JIEKAPCKO
Ha0noacHME.

» Viorpeba npH 050peyuHo UNH 4epHOIPOOHO YBPEeKIaHe
Bk paznen 4.3.

3a pa3zIHYHHTE CXEMH Ha JI03HpaHE CC MPON3BEXKAAT TabJIETKH ¢ NOIX0AALLO KOJTHIECTBO HA
NICKAPCTBEHOTO BEIIECTRO.

4.3 IIpormBoucoxazanus

Meglimid He TpsOra ga ce npuiara B CJICIHUTE CITyYan:
- HHCYJIMH-3aBHCHM AHA0eT
- AuadeTHa Koma
- KeToaludaosa
- TEeXKM HapyileHHs Ha ObOpeyHaTa UM yepHogpobHaTa QyHKLH
- CBPBXYYBCTBHTE/IHOCT KbM glimepiride, ApyTrH cym¢paHu1ypeHHH IPOIYKTH HITH CYJIPOHAMHIH
HJIN KbM HAKOE OT MOMOLIHHTE BEICCTBA

B cnyyaii Ha TeXKd HapylIeHHs Ha OBOpeUHaTa WK yepHOOpoOHaTa (PYHKLMA CE HAJIara
NpEeMHHABaHE KbM JICUEHHUE C HHCYIIMH.

44 Coenuajans OpeiyupexieHds U CIeUHAJIHA HpellazHH MEPKH UPH yHOTpeOa
Meglimid Tpabea ga ce npreMa MayIKo IIpeaH WX 10 BpEME Ha XpaHeHe.

Koraro xpaHeHeTO ce u3BbpIlBa B HEOOHYaeH Yac HIIK ¢ [IpOIycHe, JieueHneTo ¢ Meglimid moxke na
10Be/Ie 10 XHOOTTTHKeMUA. BB3MOKHUTE CHMITTOMH Ha XMITOTTHKEMHS BIJTIOYBAT: riapobonue, CWIeH
riaj, rajicHe, NOBphIIaHe, YMOPa, CHhHIMBOCT, HAPYILIEHHA HA CbHs, OE€3MOKOMCTBO, arpeCHBHOCT,
HapPYIIEHH KOHIIEHTpauus, OTUTEIIHOCT H BpeMe Ha peardpaHe, JenpecHa, OObpKBaHe, HApYIICHHA Ha
ropopa H 3peHueTo, adgazus, TpeMop, Napainza, CCHIOPHH HapYIICHH, 3aMaiBaHe, O€3IOMONIHOCT,
3ary6a Ha CAMOKOHTPOI, A€NHp, uepedpainn rbpUuoBe, CHHIHBOCT H 3aryda Ha CH3HAHHETO JI0 KOM2
BKJIFOUHMTEJIHO, TOBBPXHOCTHO AHIIAHE M OpajuKapaus. P
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OcBeH TOBA MOXKE J1a ¢a HA/IMLE MPH3HalK HA aipeHEPruuHa KOHTpaperyialusa KaTo H3NOTIBaHe,
JIeNKaBa KOXa, TPEBOMKHOCT, TAXHKAPAUA, XUTIEPTEH3UA, ChpLECOMEHE, CTCHOKAPIIHA ¥ ChpacyHa
apUTMHS.

KiinHuM4aHaTa KapTHHA Ha TeKbK NPHCTHII HA XUIOMTHKEMHS MOXKE Ja NpHin4ya Ha HACYIT. [loyTH
BMHAI'M CHMITTOMHUTE MOKE JIa C& KOHTPOJIHMPAT ¢ He3a0aBHO NPUEMaHe Ha BbIICXHAPATH (3axap).
Hz3kycTBEHUTE MOACIAOUTEIH HAMAT S(EKT.

OT npakTHKaTa ¢ Ipyrure CyndaHMIypeiiHd MPOAYKTH € H3BECTHO, Y€ HE3aBUCUMO OT
ITEPBOHAYAJIHUTE YCIEIIHY MEPKH 3a NPEOJONABAHE HA XHUIIOTIMKEMUSTA, TS MOXKe [a CE MOABH
OTHOBO.

TexkaTa HIIH IPO/Ib/DKHTETHA XHIIO[JIHKEMHS, CAMO BPEMEHHO KOHTPONKpPaHA OT 00HYafHOTO
KONM4YCCTBO 3axXdp, Hanara He3a0apHO ISUCHHE M ITOHAKOTa XOCIUTAIH3alHA.

(dakropuTe, 61aronprAATCTBALIA XHITOTTHKEMMATA, BIJIKOYBAT:

- HEXKENAHKE WK (NID-YeCTO NPH NO-BH3PaCcTHY NALMEHTH) HEBB3MOMKHOCT Ha OONHMA Aa crasBa
NEeYeHUeTo

- HEIOXPaHBaHe, HePENOBHO XpaHEeHEe WITH IPONyCcKaHe Ha XPaHEeHHs WM NEPHOJ Ha IayBaHe

- nucbananc Mexay PUIMYECKO HATOBapBaHE W IIPHEM Ha BBIIASXHIPaTH

- [IPOMEHH B JTHETATA

- KOHCYMAaLMA Ha ajIKoxo, 0cobeHo B koMOUHALMA C IIPOITYCHATO XPaHEeHe

- yBpesieHa OtOpeuHa hyHKLus

- CCPHO3HO HAPYILICHHE HA YepHOApoOHaTa PyHKUIMA

- mpepo3upane Ha Meglimid

- HAKOM HEKOMIICHCHPAaHH HapYIIEHVs HA SHAOKPUHHATA CHCTEMA, MOBIIHABALIH MeTaboMH3Ma Ha
BEIIIEXHAPATATE WIH KOHTpaperyaluusa Ha XANOrTHKeMHATa (KaTO HAaNpYMeEp HAKOH HApYyIUCHHA Ha
(yHKIIBATA Ha HIWTOBHAHATA KJTe3a H Ha [IPeIHUA NI Ha XHIIO(H3aTa UIIH HEJIOCTAThYHOCT Ha
HagOBOpeUYHara Kopa).

- €1HOBPEMEHHO NMPUJIOKECHHUE Ha HAKCH JICKAPCTBEHH NPOAYKTH (BIK 4.5)

Jleuenuero ¢ Meglimid “3KCcKBa peA0BHO MOHHTOpHUpaHe HA HHBATA HA INIKOKO3aTa B KPbBTa U
ypuHaTa. OCBEH TOBA ce NPENOpPBYBa ONpeAe/AsHE HA ITHKO3HIHPAHAI XEMOTJIOOHH.

[To Bpeme Ha neuenue ¢ Meglimid ce Hanara pegoBHO TpocesBaHe HA YepHOAPOOHaTa PyHKUMA H
XeMATOJIOTHIHUTE MOKa3aTeTH {0COOEHO JIEBKOITATH U TPOMOOLIUTH).

Ipu cTpecoBr cuTyanu (Hanp. karactpoda, OCTpU onepainuH, HHekUuH ¢ pedpuurer u ap.) Moxe
71a € TIOKa3aHO BPEMEHHO TIPEMUHABaHE KbM JIEYCHUE C HHCYJIHH.

JlevueHHETO Ha HAIMEHTH C AeHUHET Ha rmokoso-6-thocdar ﬂexmomwgmwnymmﬁ
IIPOU3BOHHA MOXKE A JIOBEAC JIO XEMONUTHYHA aHeMus. T'sif kaTo NIsEIMpAL

rpynata Ha CyndauiTypeliHITE NPOHIBOLHH C6 HIHCKBa BHUMAHHS/IIH Niarmier
[JH0K030- 6"¢W ACXAApOreHasa 1 TpabBa [a ce oOMMCTH arTy

Hecynbanuaypelim npenapaTy.
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Hsma HaTpynan onur ¢ ynorpedara Ha glimepiride npu NAUHEHTH ¢ TEXKO yBpeXJaHe Ha
qepHOAPOOHATA PYHKIHA H O0JIHM Ha Auanm3a. [IpH T€3H NnauHeHTH € NoKa3aHo NPEMHHABAHC KbM
JeYeHHE C MHCYJITHUH,

Meglimid chabpka nakrosza. [lanmeHTHTe © peaKy HacAeACTBEHH MPoOICMH HA HENOHOCHMOCT KbM
rajakTo3a, TaKTA3HA HEAOCTATHYHOCT HA Lapp uny ManabcopOLiud Ha [NTIOKO3a-ralaKTo3a He TpaOBa
J1a NpUeMaT TOBa JIEKapCTBO.

Meglimid 6 mg Tabnetku: onerurenart Sunset yellow FCF (E110) Moxxe na mpean3BHKa anepriiHy
PEAKIVN.

4,5 B3aumoJeHCTBHA ¢ PYIrH JIEKAPCTBEHH NPOAYKTH H ApYrH (popMH HA B3AAMOAEHCTBHA

Ako Meglimid ce npuema e JHOBPEMECHHO ¢ HIKOM APYrH JIEKAPCTBEHH NIPOAYKTH, MOXE J1a C€
HabJIl0gaBa HeXKEIaHO 3aCWIBaHE HITH HaMaleHHE Ha XHITOrIHKEMHYHOTO JielcTBHe Ha glimepiride.
[Topanu ToBa APYru JieKapCcTBEHH NPOAYKTH TPAOBa Ja ce NPHEMAT CaMO ChC 3HAHHETO (MM MO

. NpeAnKuCcaHye) Ha nekaps.

Glimepiride ce meTabonm3upa ot cytochrome P450 2C9 (CYP2C9). UssectHO €, ue METAOOIH3MBT MY

Ce MOBJIHABA OT SAHOBPEMEHHO MPWIOIKEHHE HAa WHAYKTOpHM (Hamp. rifampicin) win HHXMOUTOPH
(nanp. fluconazole) ua CYP2C9.

Pesynrature OT eaHO H3CNERAHE HA B3AMMOAECHCTBHATA i1 Vivo, ChOOLICHH B JIMTCPaTypara,
noka3spar, 4e fluconazole, eauy ot Hali-MomnuTe HHXUOUTOPH Ha CYP2(C9, yBenmyapa
npubansuTenso asa nvtd AUC Ha glimepiride.

Bm3 ocHOBa Ha onwuTa ¢ glimeripide u Apyrure cyngasiIypeinn IIpoayKTH TpAOBa Aa ce CIIOMEHAT
CNEOHUTE B3AUMOIEUCTBUA:

[ToreHunpaHe Ha eheKTa Ha MOHMYKABAHE Ha KPBbBHATA MMKOK03a M OTTaM BB3HMKBAHE IOHAKOTA Ha
XMNOrJTHKEMHA MOXeE Ja ce Habnoaasa, koraTo HIKOE OT CIEIHUTE JIEKapCTBEHH BEIlleCTRa Ce MPHEMA

eaHOBpeMeHO ¢ Meglimid:

- phenylbutazone, azapropazon u oxyfenbutazone

- HHCYJIHH H OpallHH aHTHIHAO0eTHHN CPeacTBa

- metformin

- CATUUMIIATH H P—aMMHOCAJIMLMIIOBA KHCENTHHA

-~ aHADONHH CTEPOMIM A MBKKH NOJOBH XOPMOHH

- chloramphenico)

- KYMapWHOBH aHTHKOATYJIAHTH

- fenfluramine

- ¢pudparu

- ACE unxuduropu

- fluoxetine

- allopurinol

- CUMIIATONTUTHLM

- cyclophosphamide, trophosphamide 1 iphosphamide

- sulphinpyrazone

- HAKOM CYJIQOHAMHAN C MTPOABIDKATENHO JICHCTBHE

- TETPaAUMKITHHA

- MAO wHxuOHTOpDH L

- XMHOITOHOBH aHTHOWOTHIIA L
- probenecid R AR
- miconazole i S : N \
- pentoxifylline (BHCOKM 103H, IPHICKEHH NAPEHTEPAIIHO) LE N |
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- tritoqualine
- fluconazole

OrcnabBane Ha XHIIOTTIMKEMUYHAA €(EKT B OTTaM MOBHUIIEHUE HA HABATA HA KPBBHATA TIOKO3a MOXKE
/1a CE MOABH, KOraTo eIHO OT CIISHUTE NEKAPCTBESHE BELLECTRA Ce IIpHeMa eaHoBpeMeHHo ¢ Meglimid
, Harpumep:

- €CTPOTEHH W I'eCTareHw,
- CAJTYPETHIH, THA3HIHH JUYPETHIH,

- CpefcTBa, CTUMYJTHPALIH LIKTOBHAHATA AUIE3d, TTIOKOKOPTHKOCTEPOWAM,

- (hpeHOTHA3ZHHOBH NMPOU3BOAHM, chlorpromazine,

- aJIPeHATTHH ¥ CUMNAaTOMHMMETHLIH,

- HHKOTHHOBA KHCETHHA {BHCOKH JO3H) U MPON3BOAHN H4 HHKOTHHOBATA KUCEJTHHA,
- TaKCATHBH (NMPOABDKHUTENHA YIIOTpeba),

- phenytoin, diazoxide,

- glucagon, 6bapOuTtyparn u rifampicin,

-~ acetazolamide.

H, anraronucry, 6era Oiiokepu, clonidine u reserpine Moxke ga J0BEAAT A0 IOTEHIHPaHE WK
oTc/labBaHe Ha ed)ekTa Ha IOHMYKABaHEe HA ITIOK03aTa B KPBBTA.

[lon BnuMsiHME Ha JTeKApCTBESHHM BSUIECTBA CHC CHMITATOIMTHYHO AeHCTBUE, KaTo Oeta Onokepu,
clonidine, guanethidine u reserpine npu3HaLKTe HA aApeHepriyHa KOHTpaperyinanus nopaiu
XHITOTTIMKEMHUATA MOXKE 1a C€ HAMAJAT HJIH A3 JIMNICBAT.

OcTpa v XpOHHYHA KOHCYMallHA Ha allKOX0N MOXE /1A [OTCHUYpa WIH Ja OTcnabu
XUIIOrTMKEMHUYHOTO ASUCTBHE Ha glimepiride no HenpeackalyeM HauyMH.

Glimepiride Moxke 1a MOTEHIMpa HIM 1a OTCIa0H eeKTHTE Ha KYMapUHOBUTE ITPOMIBOJIHU.
4.6 bDBpeMEHHOCT H KbpMeHe

bpemennocm

Puck, cenp3an ¢ anabera

OTKIOHEHHATA B KPHBHUTE HMBA HA TIKOKO3aTa 10 BpeMe Ha OPEMEHHOCT ¢a CBhP3aHH C M0-BHCOKA
YeCcTOTa Ha BPOJAEHH aHOMAIMH U NepHHaTaNHa cMbpTHOCT. 1lopany ToBa HUBaTa Ha IJIIOKO3aTa B
KPBBTA TPAOBA /1a ce [Ipoc/aenaBaT BHUMATEHO MO BpeMe Ha OpeMeHHOCT, 3a a ce H30EerHe pucK OT
TeparoreHHocT. 1Ipy Takupa obcTodarencTsa ce Hanara ynorpedara Ha WHCYJIHH. [lanueHTKHTE, KOHTO
I[IAHUpAaT Aa 3adpeMeHesT, TpAOBa Ja YBEIOMAT JICKYBalllUA CH J€Kap.

Puck, ceep3aH ¢ glimepiride N %
Hsama nocraThuHO nanHH oT ynotpedara Ha glimepiride npu 6peMeHHH )lf,eHH ]]pO}’lIBHHHHTa H.'pry

’KUBOTHH €A MOKa3aJIH pEeNpOAYKTHUBHA TOKCHUHOCT, KOSTO BEPOATHO € cwi:p3aHa c . . 'f'
(hapMaKoNOrMYHOTO ACHCTBHE (XUTIOTTTHKEMHA) Ha glimepiride (BIk pa:.qwn 3. 3) P ])
. ro
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CnenorarenHo, glimepiride He TpsOBa na ce npuniara no BpeMe Ha OpPEeMEHHOCT.
B ciyuaii na neuenue ¢ glimepiride, ako nanMeHTKaTa raHypa 4a 3abpeMesee win ce OTKpHE
OpeMeHHocT, T TpAOBa J]a NPEMWHE KOIKOTO € BB3MOXKHO MO-PaHO KBM JI€YCHHE C HHCYJTHH.

Kvpmerne

He e u3BecTHO HAMUYHETO HA eKcKpewns B kKbpMaTta. Glimepiride ce ekckpeTHpa B MIISKOTO IIPH
TBXOBE. T'hil KaTO Apyrure cyndaHuIypeiiHd MPOAYKTH C€ €KCKPETUPAT B KbpMaTa IIpH Y0BCKa H
NnopajH CbINECTBYBAHETO HA PHCK OT XHMOTJIMKEMHA B KbpMaueTara, Ipenopbysa ce Ja He ce KbpMH
no BpeMe Ha nedycHue ¢ glimepiride.

4.7 Ed¢ekTH BBpXy cnocoOHOCTTA 32 ModupaHe u padora ¢ MALIHHHA

CriocoGHOCTTA Ha MAUCHTA 4a C& KOHLEHTPHPA H Ja pearnpa Moske Aa Obae yBpeacHa nopaan
XMTIOTTTHKEMKA HITA XHUNCPrIIHKEMHS WIH, HAlpUMEp, TIOpajid YBPeXK/JaHe Ha 3peHueTo. ToBa MOoXke Na
NPEICTABISBA PHCK B CHTYALMH, NMPH KOHTO TE3H CMNOCOOHOCTH ¢a OT ocobeHo 3HaueHHe (Harp.
uropHpaHe Ha KOJia Mid paboTa ¢ MallMHH ).

[TamenTyTe TPAOBA 112 C€ NOCHBETBAT JIa NIPEANPHEMAT MEPKH 3a M30ArBade Ha XHUIIOTITHKEMHATA 110
BpeMe Ha inodupane. Tosa e ocobeHO BaXKHO NTpH OONMHU ¢ HAMAIEHH WJIH JIHTICBALIH
npeAynpeANTENHE IPH3HALK Ha XHITOTTTHKEMHS WIH MPU NalMeHTH, KOUTO NOJy4YaBaT YeCTH eMH3001
Ha Xurornukemus. TpsabBa 1a ce MOMHCIY Jallk € MPENoPBYHTEITHO Ja ce modupa wiv paboTH ¢
MAallHHH [IpH TAKHBa OOCTOATENCTBA.

4.8 HexeJaHH peaknuu

CnenHuTe HEXEJIAHW PEeaKLMK Ca Bh3HHKBAJIH BB BPB3Ka ¢ jedeHue ¢ glimepiride 1 npyry
cyln(aHRITypeliHy NPOAYKTH:

YecrToTa:

Muoro yect: >1/10

YecTH: >1/100, <i1/10

HeuecTu: >1/1000, <1/100
Penxu: >1/10 000, <1/1000

Muoro peaxn: <1/10 000 BKNIOYHTEIHO OTACITHN CHOOLIECHHS

HapyineHus Ha KpbBTa U TAM(pHATA CUCTEMA

Pedku: IpoMeHHUTE B KPBBHATA KapTUHA (TPOMOOLIMTONEHMA, JICBKOMEHUS, EPHTPOLIUTOIIEHHA,
rPaHyAOLIMTOTICHHUA, arPAHYIOIMTO3a, XeMOMTHYHA aHEMHUA, NAHIMTONEHHS } OOMKHOBEHO Ca
00paTUMU CCH NPEYCTAHOBABANE HA JICYCHHETO.

Hapyuienus Ha MMyHHAaTa CUCTEMA

B MHOro peaky ciryda# JIEKUTE PEaKUHH HA CBPBbXYYBCTBHTEIIHOCT MOXKE 1A C€ Pa3sBHAT B CCPHO3HH
peaki#y ¢ QJHCNHEN, MOHKEHHUE HA apTepHaJIHOTO HAIAIAHE H NOHSKOra 10K,

Muozo pedxu: anepruieH BacCKyJIHT

KpbcrocaHa dyBCTBHTENHOCT MEXDY CyadaHWITypeHHHTE NPOIYKTH, CYN(POHAMHINTE WIIH CPOAHHU
BELIECTBA

MeTabonuTHY U XPAaHOCMUTIATEITHH HapYILUEHHUA
Peoxu: XUnornukeMus

Te3u peaknpy HaH-9€CTO BB3HMKBAT BHE3AMMHO, MOXKE /12 OBAAT TEXKKH H HE BMHAIH ce rtopurupa*r
necHo. [loaeara Ha TAKMBa peakUMH 3aBUCH OT [IPOBEKAAHE HA APYro J'IEH—IEHHB BO.II,EIIIG o -
XUMOTTTHKEMHS, OT MHANBHIAYIHH (PAKTOPH KATO XPaHHTEIHH HABHLM DT ,II,GSHPGBR&TE‘(BHH( owie 1
pazzen 4.4). R RN ‘nl e
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1.3.1 Glimepiride
SPC, Labeling and Package Leaflet BG

O4YHH HApPYILEHMA
IIpexoaHH 3pHTETHH HApYINEHUA, 0COOEHO B HAYAJIOTO HA JIEUSHHETO, XbJDKAIIK C€ HA NPOMEHH B
KPEBHUTE HHBA HA IIKOKO34TA.

CTOMAIIHO-YPEBHHM HAPYIICHHA
Mruozo peoxu: rajene, IOBPBINAHE, JHApPHS, YYBCTBO 32 fIBTHOTA B CTOMAaxa, KOpeMHa OornKa.
Te3u npoaBH Ha AUCKOMMDOPT PAAKO BOJAAT OO NPEYCTAHORABAHE HA JICHEHHETO.

XenaTo-OWIHAPHHU HAPYLUCHNA

[NoBHIIEHHE HA YEPHOAPOOHHTE CH3HMH

Mrnozo peoxu: yepexaane Ha yepHoapobHaTa yHKIHA (HAMp. XonecTasa H KbITEHHLIA), XENAaTHT,
YepHOAPOOHA HEXOCTATHYHOCT.

HapyuieHus Ba KOXaTa H MOIKOXHHTE THKaHW
Peaxu#in Ha CBPEXYYBCTBHUTEIIHOCT OT CTPaHA Ha KOXKAaTa KaTo ChpOexK, 0OpHEB U ypTHKapH
Muoz0 pedxu: CBPBXUYBCTBHTETHOCT KbM CBETIJIMHA

. JIabopaTropHu u3cieaBaHKUA
Muozo pedxu; HaMalIEHHEe HA CEPYMHHTE KOHUCHTPALMK Ha HATPHH.

4.9 Ilpenozupane

Cnen npeno3npaHe MOXeE Ja BBL3HUKHE XHIIOTJTHKEMHSA, NPoAb/DKaBaa ot 12 go 72 yaca, koaTo MOXe
Aa pelANBUpPA Clle[ [ITbPBOHAYAIHO Bb3CTaHOBABaHE., CHMITTOMUTE MOXE Jja HE C€ MOABAT 10 24 Yaca
cneg npueMa. [lo mpuHIMI ce npenoppuBa HaGa0OAeHKE B OOMHUIEA. MOXe a ¢ NOABAT rafcHe,
MOBPBIUAHE H 001KA B enmMUracTpuyMa. XHNorjiMKeMHAAITa QOMKHOBEHO MOXKE J1a C€ NPUpPYKasa OT
HEBPOJIIOTMYHH CHMITOMH, KaTo 0€3M0OKOHKCTRO, TPEMOP, 3PHUTEIHH HapyLIEHHs, HADYIICHHS Ha
KOOP/IMHALIMATA, CHHIIHBOCT, KOMa H I'bPUYOBE.,

[IEpBHYHOTO NIeueHHe ce ChCTOH B TTPEAOTBPATABAHE HA Pe30pOLMATa Ype3 aKTHBHPaH BETJICH
(amcopOeHT) 1 HaTpueB cyndar (JrakcaTuB). AKO ca MOrbJIHATH rojieMH KOJIHHSCTBA, MOKa3aHa ¢
CTOMALIIHA [IPOMMBKA, [OCJIEABAHA OT NPHJIOXKEHHE Ha aKTHBHPAH BBIVIEH M HATpueB cyidar. B
cydaii Ha (TeKKO) IpefAo3rpaHe, € MOKa3aHa XOCIIHTANN3al|uA B MHTCH3HBHO OTAC/ICHHE. BB3MokHO
Hal-ObP30 TpaOBa 13 CE NPHICKH [IIKOK034a, aKO € Heo0X0aHMO KaTo Oomyce nikekuua Ha 50 ml 50%
pa3TBOp, MocneaBaHa oT HHPY3Ud Ha 10% pa3TBoOp, KaT0 BHHMATEHO € MPOCIIEANBA KPBBHATA
rmoko3a. [lo-nararsiinoro neyenue TpsadbBa na Obae CHMIITOMATHYHO.

Koraro ce jekyBa XMNOMIIMKEMUs, AbJDKAIlA € Ha cioydaiiHo normeiade Ha Meglimid ot xbpMadera
M MaJIKM Jenia, qo3aTa Ha roK03aTa TpAORA J1a ce KOHTPOIHpa 0COOEHO BHHMATEHO, 32 [a Ce
u30erHe Bh3MOKHOCTTA OT Npe/M3BUKBAaHe Ha omacHa xunepriukemua. KpbeHara rimokosa tpabsa 1a
CE€ MpOCJICAIBa BHUMATEIHO.

5. BAPMAKOJOINMYHHU CBOHUCTBA

5.1 PapmakoIHHAMHYHH CBOHCTBA

QapMakorepaneBTHYHA Tpyna; JIekapcTpa, NOHWKABALLH [JTROKO3aTa B KPBBTA, 34 NEPOPATHO
npwiomkeHue: Cyndonamuam, npou3eoaHy Ha ypesara, ATC koa: A10B B12.

Glimepiride € XUIOTHKEMUYHO BEWECTBO 32 NEPOPATHO MPHIOKEHHE, NPHHAIEHKAUO KbM rpynara
Ha cysbaHuIypeiiHuTe NpoaAyKTH. TOoH MOXKe Na ce W3MoJI3Ba 32 NevYeHHe Ha uHchIHH-HeaaBHCHM
3aXapeH auader. c N
Glimepiride peiicTRa OCHOBHO Ype3 CTUMYJTHpPAHE Ha ocmﬁnmanaﬂe'ard Ha HHG}’J‘IIH{ crr N
IAHKPEATHYHUTE GeTa KIETKH. ;; S \ < Ea
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1.3.1 Glimepiride

SPC, Labeling and Package Leaflet BG

Kakro npu apyrure cyndaHunypeidHu NpOAYKTH, TO31 eeKT ce OCHOBABA Ha 3aCH/IBAHE HA OTrOBOPA
Ha MAHKPEATHYHHTE OcTa KIETKH KbM (PU3HOIOTHYHOTO CTHMYJIMpaHe ¢ NMIOKo3a. (JCBEH TOBa,
glimepiride n3rnexna npUTexasa H3pa3eHH EKCTPaNaHKPEATHYHH ePeKTH, HAOMFOaBaHHd H NIpH
ApyruTe cyndaHutypeiti npoayKTH.

* OcBOOOXKTaBaHE HA HHCYJIMHA:

CyndaHurypeHUTE NpenapaTi peryiMpar cexpenivsta Ha HHCYJIMH, KaTO 3aTBAapAT 1yBCTBUTE/THUTE
Ha ATP xanviesH kaHanu B MemOpaHaTa Ha OerTa KIETKATE. 3aTBAPSHETO Ha KATHEBUATE KAHAIH
MHAYLEpPA JeNonapu3alis Ha OeTa KWISTKHTE H BOAM A0 MOBHIIEHO HABIH3aHE Ha KAJIWA B KJIETKaTa
[IOpajgH OTBAPAHETO HA KAILUUCBUTE KAHAJIM.

Topa npenmspukBa OCBOOOKAaBAHE HA HHCYJIMH YPe3 €K30LMTO3a.

Glimepiride ce cBbp3Ba BbE BUCOKA CTEIIEH C €IHH MPOTEHH B MeMOpaHaTa Ha OeTa KieTKara, KOUTO €
CBbp3aH ¢ YyBcTBUTETHMA HAa ATP KanuueB KaHaT, HO ¢€ pa3iTHYaBa OT OOMYaHHOTO MACTO Ha
CBBP3BaHE HA CYIaHWTYPeHHUTE NMPOIYKTH.

- EKCT]J&H&HKPBHTHIIHH dKTHBHOCT.

ExcTpanaHkpeaTUYHUTE ePSKTH ¢a HAPUMEpP NIOAOOPABaHS HA YYBCTBUTEIIHOCTTA HA nepudepHUTE
ThKaHH KbM MHCYJIMHA H HAMAJICHHE HA MIOEMAHETO HA MHCYJIHH OT YepHHS Apo0.

IloemaHeTo Ha rmOKO3aTa OT KPBbRTA B IEpUPEPHATA MYCKYJIATYpPa H MACTHHUTE THKaHHW C€ H3BBPILBA
[OCPEACTBOM CNECLUHATHH TPAaHCTIOPTHH MPOTEHHH, JIOKANH3UPAHH B KIeTb4HATa MeMOpaHa.
T'paHCOpTHT HA MNIOK03aTa B T€3W TEKAHUW € CKOPOCT-OrpaHHYaBallara CTbllka NpH YCBOSBAHETO HA
rmoko3ara. Glimepiride yeennyaBa MHoro 66p30 6pos Ha AKTUBHHMTE MOJICKYJIH, MpEeHacAIH
[MI0K03aTa B IJTA3MAaTHYHUTE MeMOpaHH Ha MyCKYJIHHTE B MACTHHTEC KJIE€TKH, KOETO BOAH 10
CTUMYJIUPAHE HA NMOEMaHETO Ha IIIOKOo3aTa.

Glimepiride nosmimasa aktueHocTTa Ha glycosyl-phosphatidylinositol-cneundguunara docdonunasa
C, KoeTo MOXKe Na €& CBBPKE € JIeKapPCTBO-HHAYLIAPAaHA TUIIOTCHE3a M INIMKONeHE3a B H30JIMpaHH
MAaCTHH ¥ MYCKYJTHH KJICTKH.

Glimepiride HHXMOMpa NPOAYKIMATA HA TVIFOKO3aTa B YepHHs Apod 4pe3 yBe/IM4aBaHe Ha
BBTPEKJIETHYHATA KOHLUEHTpauusa Ha fructose-2,6-bisphosphate, koero Ha cBoil pea HHXHOHpa
IIIOKOHEOTeHe3aTa.

= O01IM

B aapaey nuna MuHuManto eekTHBHATa 1034 e npuoausuTento 0.6 mg. EdexrsT Ha glimepiride
3aBMCH OT J03aTa H € BE3MPOU3IBOAUM. (DH3HOIOrHYHHAAT OTTOBOP KbM OCTPO (PUBHUSCKO
HATOBAPBAHE, HAMAJICHHE HA CEKPeLMATa Ha HHCYJIMH, € HAJHIE U Npu yrnoTpedara Ha ghmepiride.
Hama ceiiecTBeHa pa3nuka B eekra, He3aBHCHMO JATH JIEKAPCTBEHHAT MPOAYKT ¢e npuema 30
MUHYTH WTH HETOCPEACTBEHO Npey XpaBeHe. [Ipu qnuabeTniin Moke aa ¢e nocTurie goonp
MeTabOIHTEeH KOHTPOI B IPOAb/KEHHAE HA Hal 24 yaca ¢ eZiHa 1034 JHEBHO.

Bbnpexkuy de xuapokcu- Meradonura Ha glimepiride npegu3BMKBa MAJIKO, HO 3HAYHMO MOHMXKEHHE HA
CEpYMHATA FJIIOKO3a B 3/[paBH JIMLA, HA HETO Ce 1344 CaMO MaJlka 4acT OT oOmus eeKT Ha
JICKapCTBOTO.

» KoMOUHHpaHO JieyecHHEe ¢ metformin

B enno npoyusaHre € Habnrogasan nogoopeH MeTaboTUTEH KOHTPOI NPH €AHOBPEMEHHO JICUEHHE C
glimepiride, B cpaBHeHHe ¢ Tepanka camo ¢ metformin npy NaudeHTH, KOUTO HE ¢a JOCTATHYHO
KOHTPOJIHPaHHU ¢ MaKCHMATHATA JHEBHA A03a metformin.

» KomOHHHpaHO neueHye ¢ insulin

HaHHuTe 0T KOMOHHHpAHO JICUCHUE ¢ HHCYJIMH ¢a orpaHHyeHd. TIpH MalHeHTH, KOUTO HE Cce
KOHTPONHMPAT OCTATHYHO C MAKCHMAJTHATA 11034 glimepiride, MOXe J1a ce 3an04He €THOBPEMEHHO
JIEUeHUE C UHCYNIMH. [Ipu aBe Macne1BaHUs KOMOHHAUMATA € MOCTUTHATA CBH{OTO nﬂﬂmﬁpeﬁﬁe Ha
METa00IUTHUA KOHTPOI, KAKTO H CAMOCTOATE/IHOTO NPHIOKEHAC Ha Hﬁcynuﬂ Ipn. Komﬁrmnpaﬂa'ra
Tepanua obaqe € HeoOXoaUMa NO-HACKA CPSIHA 1032 HHCYJIHH. SIEAC R |\
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S.2 PapMaKOKHHETHYHH CBOHCTBA

» PezopOuusi: bronanuunoctra Ha glimepiride cnen nepopanHo npunoxkeHHe € neiHa. llpuemsT Ha
XpaHa He OKa3Ba 3HAYMMO BIIMAHME BEPXY pe3opOuusTa, caMO CKOPOCTTA Ha pe30pOoLus JIeKo ce
HaMasiBa. MakcHMaTHHTE cepyMHH KOHLEHTpauH (Cpay) ©€ OCTHraT Npubim3nTentHo 2.5 yaca ciel
nepopaJiet npuem (cpeaHo 0.3 pg/ml npu MHOrokpaTHO IpWIOKEeHHE Ha 4 Mg THEBHO), KATO MMa
JIMHEHHA 3aBHCUMOCT MexIy 003aTa U Cp,, vt AUC (mmolra noj Kpusarta KOHIEHTpaIlHA/BpeMe).

» Pasnpenenenue: Glimepiride umMa MHOTO MaTBEK 00eM Ha pasnpeaencuue (okono 8.8 nmHrpa), KoeTo €
NpuOIM3ATEITHO paBHO Ha 00eMa Ha pa3npeaesieHue Ha ajoyMuHa. Tol ce CBBp3Ba BEB BHCOKA CTETICH
C TJ1a3MEHUTE TIpOTeHHH (>99 %) B uMa ManbK KIHPEHC (MpubausuTenno 48 ml/min).

IIpu »xuBoTHH, glimepiride ce exckpeTupa ¢ kbpMaTa. Glimepiride npeMrHaBa 1pe3 IUTaLCHTATA.
lipemunasaneTo npes KPbBHO-MO3BbYHAaTa Dapuepa e cnabo.

~ buoTpancdopmauud 1 eniMuHApase: CpeaqHHAT HOTYXHBOT B CEPyMa, KOUTO HMa 3HAYCHHE 3a
CepYMHHMTE KOHIIEHTPALIMH B YC/IOBHATA HA MHOIOKPATHO MPWIOKEHHE, € OKOI0 5 10 8 yaca. Cnen
NPUIOKEHUE HA BUCOKH J03M € 0TOeI13aH MAIKO MO-AbABI [IOJY>KUBOT.

Ciies eaHokpatHa go3a 6enazan glimepiride, 58% ot paauoakriBHOCTTA Ce OTKpHBA B YPHUHAaTa, a
35% BB dexanuure. B ypuHaTa He ce OTKpHBA BEIIECTBOTO B HEIIPOMEHEHA (hopMa.
Upenruduimpany ca apa MeTabonuTa B YpHHATA U QCKATHMTE, HAH-BEPOSITHO B PE3YIITAT OT
yepHOApPOOHU MeTabomuzbm (npenuMHo ypes CYP2C9): xuapokcH- 1 kapbokcu- npoussoano. Cien
NEepOPATHO MPUIOKEHHE Ha glimepiride, TCPMUHATHWAT [ONYKUBOT HA T€3K MeTabomuTH € 3 10 G U 5
710 6 yaca ChOTBETHO.

= CpaBHEHUETO HA eTHOKPATHOTO M MHOTOKPATHOTO JHEBHO JIO3HPaHE HE € NT0Ka3ano 3HAYHMH
pa3NHUKU BHB (PApMAaKOKHHETHKATAa H HHTPAUHAHBHAYAJTHATA BApHabIIHOCT € OWj1a MHOTO MaKa.
HsiMa KITHHHYHO 3HAYUMO KyMYyTHpPaHe.

DapmakoKHMHECTHKATA ¢ O1na moao0Ha MPU MBAKE M MEHH, KaKTO ¥ NMPH MN1a4XA U NalHEeHTH B
HanpeAaHana Be3pactT (Hag 65 roguar). [Tpy nauMeHTH ¢ HUCBK KPeaTHHHHOB KIIMPHHC €€ OTOEA3BA
TEHACHUUA 3a yBeTMYABAHE Ha KJIMPBHCA Ha glimepiride W HaManeHue Ha CPEIHUTE CEPYMHH
KOHIEHTPALIMHK, HAl-BEPOSTHO XB/DKAIIO C€ Ha N0-0BP30 eNHMMHUHMPAHE [IOPagd Mo-cnaboTo
CBEp3BaHe ¢ npotenHuTe. brOpeuyHoTO eMMMUHKpaHe Ha fBaTa MeTabonuTa e yBpeneHo. Cuura ce, ue
MpU TAKMBA NMAIUEHTH HE CHIECTBYBA AONBJIHATENEH PUCK OT KyMYJIHPaHE.

dapMaKOKHHETHKATA MPH MIETHMA NALMEHTH Oe3 aualdeT cliea onepauus Ha JFUTBYHHTE ITTHILA ¢ Ona
noacOHa Ha Ta3W NPH 3ApasyTe JIHIA.

5.3 IlpeakIHHHYHH JAHHH 32 0€30MacCHOCT

HabnronaBanure npeAKIMHAYHA €QEKTH Ca Rb3HUKBAIH TIPH EKCMO3HUMA J0CTa HAaJ MAKCHMaJTHaTa
EKCITO3HLIMSA MIPH YOBEKAa, KOSTO NOKa3Ba MAIKO 3HAYEHHE 33 KNHHAYHATA YIIOTpeDa, WIIH ¢a ¢
IBDKATH Ha (PApMaKOQWHAMHYHOTO JACHCTBUE (XMIIOMTMKEMHA) HA BELIECTBOTO. Ta3y HaXo/aka ce
OCHOBABA HA PE3YATATHATE OT KOHBEHIIMOHANHWTE (PAPMAKOAOTHYHHA H3CIENBAHMA BBPXY OCHOBHHTE
CHCTEMH B OpraHM3Ma, TOKCMMHOCTTA ¢/l MHOMOKPAaTHO NPHICKEHHE, IPOYYBAHHATA 32
r¢HOTOKCHYHOCT, KAHUEPOT€HHOCT ¥ PeNpOAyKTHBHA TOKCHYHOCT. (CuMTa C€, Y€ NMpH M3IMHTBAHMATA HA
penpoAyYKTHBHATa TOKCHYHOCT (BKTIOYBaLIA eMODHOTOKCHYHOCT, TEPATOreHHOCT H TOKCHYHOCT Ha
pPasBMTHETO) HAOIOAABAHHTE HEXKEIIAHH e)eKTH CC IBIDKAT Ha XHITOTIHKEMHUYHHTE S(EKTH,
MHAYLUPAHH OT BEIECTBOTO B MAWKHUTE H NMOTOMCTBOTO.

6. ®APMALIEBTUYHH JAHHH

6.1 Chnnceebk HA IIOMOIMHHTE BEOIECTBA

Lactose monohydrate

sodium starch glycolate, type A . 3
microcrystalline cellulose N
povidone K30 FATET s ey
magnesium stearate ) - o
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Tabnerku or 1 mg: red tron oxide (E172)

Tabnerku or 2 mg: yellow iron oxide (E172), indigo-carmine aluminium lake (E132)
Tabnerku ot 3 mg: yellow iron oxide (E172)

Tabnerku ot 4 mg: indigo-carmine aluminium lake (E132)

Tabnerku ot 6 mg: sunset yellow FCF aluminium lake (E110)

6.2 HeceBmecTHMOCTH

He € npHJ10:KuUMO.

6.3 Cpox na roguocr

2 rOINHA.

6.4 CHenna/Ini [IPeANAIHH MEPKH NIPH CLXPAHEHHE
HsiMa cnenpaniyu npennasHyd MEpKY IIPH ChbXpaHCHHE.

6.5 EcTecTBO H CHLALDPKAHNE HA ONAKOBRATA

bauctepn ot npospauno PVC/anymunneso ¢ommo.
30, 60 Tabnetrkd (no 10 TabneTku BHR BCEKH OITHCTED).

6.6 Yxajzanus 3a ynorpedba n paboTa ¢ npogyKra
HaMma crietmatiHy U3HCKBaHWS.

7. IMPOU3IBOIHUTE 1 ITPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA

9. JATA HA IBPBO PASPEHIEHUE 3A YIHOTPEBA / MIOJHOBABAHE
HA PAZPEIIEHHUETO 3A YHHOTPEBA

10. JIATA HA PEJAKIUAS HA TEKCTA
09.01.2008




