SPC - Glimepiride 1/2/3/4/6 mg tablets

KPATKA XAPAKTEPUCTHUKA HA ITPOJ

Glimegamma®

1. HME HA JEKAPCTBEHHS NTPOAYKT

Glimegamma® | mg tablets
I'nameramma® 1 mg Tabnerku

Glimegamma® 2 mg tablets
Caumeramma® 2 mg Tabnerku

Glimegamma® 3 mg tablets
I'aaveramma® 3 mg rabnetku

Glimegamma® 4 mg tablets
I'nameramma® 4 mg TabneTkn

Glimegamma® 6 mg tablets
I'nameramma® 6 mg TabneTku

2. KAYECTBEH H KOJIMYECTBEH CHhCTAB

1 mg TabneTkn

Besika Tabnerka cvabpxa | mg rnumenupun (glimepiride).
[ToMolnHY BellecTRA:

Bcaka tabneTka ceabpaka sakro3a moHoxuapar (138,95 mg).

2 mg TabneTku

Besika TaGnerka chabprKa 2 mg rimuMertupun (glimepiride).
[ToMoOLLlHM BELECTBA:

Bcesaka Tabnerka cpabpaka nakto3a MoHoxuapar (137,92 mg).

3 mg Tabnerku

Bcaka Tabnerka chabpxka 3 mg rmuMenupun (glimepiride).
[lomoLuHM BemEeCTBa:

Besaka Tabnerka cvabpxa saktosa MoHoxuapar (136,96 mg).

4 mg tabnerku

Bcesika Tabnetka cpabpxka 4 mg rnumenupun (glimepiride).
[loMomuu BewecTBa:

Besxa rabaerka cpabpika akTo3a MoHoxuapar (135,85 mg).

6 mg rabnerku

Beaka Tabnetka ceabpxka 6 mg rnumennpun (glimepiride).
[ToMouiHn BewiecTRa:

Bceaka Tabnerka cbawpika gaxroza monoxuapart (133,95 mg).

3a MbJIHKA CIXUCHK Ha [MOMOLIHHUTE BELIECTBA, BHXKTE TOYKA 6.1,

NAT
OLOBPEHO!
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3. JEKAPCTBEHA ®OPMA
Tabnerku

1 mg rabnerku |
Po3osu, npoararosaty TabneTku ¢ pazmepu npubnnsutenHo 11 x 5,5 MM ¢ aenuTenta yepra ot ABETE
CTPaHM.

JlenurenHaTa 4epTra € CaMo 3a YJIECHABaHE HA CUYTBAHETO, 3a MO-JECHO TMOITblUAHE, 4 He 3a Jia
pa3fens Ha paBHH A03M.

2 mg TtabJieTKH

3eneHu, NPOALAroBarTy TabieTky ¢ pasMepy npubiusurenno 11 x 5,5 MM ¢ aenuTenHa uepra ot JBeTe
CTPaHM.

TabneTtkara Moxe Aa Oble pasacieHa Ha ABS PaBHH [ONOBHHM.

3 mg TabneTku
bneno xwntH, npoasarosaty TabaeTky ¢ pasmepu npubnusrtenHo 11 x 5,5 MM ¢ aeauTeNiHa yepTa OT
ABeTe CTpaHHU. JlenMTeNnHaTa YepTa € camo 3a yJIECHABaHE Ha CYYTIBAHETO, 3& MNO-IECHO NOTIbLIAHE, a

He 3a [1a pazfesis Ha paBHU RO3M.
4 mg Tabnerku

CBeTsI0 CHHH, IPOABIroBaTy TableTKU ¢ pa3mMepy nNpubIn3UTENHO 11 X 5,5 MM ¢ aenuTenHa uepra OT
agete crpaHd. Tabnerkara Mmoxe ga 6bAe pasfe/ieHa Ha IBE PaBHM MMOJIOBHHH.

6 mg TabneTku

CBeT/NIO Opar)XEBH, TPOABITOBaTH TAONETKH ¢ pasMmepu npubnuszurendo 11x5,5 MM ¢ penurenta
yepTa OT ABeTe cTpaHM. TabnerkaTa Moxke 1a Obae pasaensHa Ha A8e PaBHU MOJIOBHHHU.

4, KHMAHHUYHU JAHHH

4.1 TepaneBTHYHH NOKAZAHEA

I'nuMeramma e mokasaH 3a JieHeHUE Ha jaxapcH nuaber TMn 2, KOrato caMec AUeTara, cbuanqecmm
HAaTOBapPBaHE H CHHXXKABAHCTO HA TEJICCHOTO TCIJIO Ca HEAOCTAThYHH.

4.2 o3upoBKA H HAYHH HA NPHJIOKEHHAE
3a nepopanno npunorcenue.

OcHoBaTa Ha ycnelIHoTo JiedeHHe Ha auabera e nobpara auera, pefoBHaTa pu3Hvecka akKTHBHOCT,
KAKTO M PYTHHHHTE H3CJCABAHMA HAa KpbB WU ypHHA. [lepopanuure aHTHAHAOETHH JieKapCTBEHM
MPOAYKTH HJIH HHCYJIMHBT HE MOrar aa KoMnoeHcHpaT auadera, ako NALUEHTLT HE Crna3Bga

[penoprYaHaTa JUCTa.

Jl03MpOBKaTa ce onpeaens oT pe3yJTaTUTe OT U3CACABAHNATA Ha 3aXap B KPHBTA M YpUHATA,

HavyanHata Ao3a ¢ | mg raMMenupui AHeBHO. AKO C€ MOCTHUTHe A0Gbp KOHTPOJ, Ta3W A03MPOBKA
TpsAOBa [a ce U3NO/3Ba 32 NOANBLPIKAILA Teparnus.

AKO KOHTPOJNBT HE€ € 3aJ0BONUTENEH, Jo3aTa TpsaOBa fa ce YBEIHUH, ChOOPa3HO cTeneHTa Ha
MOCTHTHATUA KOHTPOJI BBLPXY KPbBHATA 3aXap, CTHIKOBO, ¢ WHT o ?Rﬁmo | po 2 ceamuum

I"‘ll.

CJIyYaM.
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MaxkcHMaHaTa MpenopeYHTENHa 1034 € 6 mg rMUMETNHpUI JHEBHO.

[Ipy nauueHTH, TP KOUTO HE c€ I0JyvaBa aneKBaTeH KOHTPOA € MaKCHMajHaTa [HEBHA A03a
MeT(HOPMHUH, MOKE J1a 3aMI0UHe CHITBTCTBAILO eueHHe ¢ raumendpui. Josara Ha meTgopMul Tpsbsa
1a Ce 3ama3M, a JICYECHMETO ¢ TIIMMENUpPHJ 3anoyBa ¢ HHWCKa A03a W CleJl TOBA C€ THWTpPHPA B
3aBMCUMOCT OT JKEJJAHOTO HHBO Ha MeTal0OoNUTEH KOHTPOJI A0 MaKCuMManHaTta AHEBHa A03a.
Kom6unupaHaTa Tepanus TpabBa a ce 3armo4sa Mof CTPOro MEAULUHCKO HA0NMIoNCHHE.

[Tpy mauMeHTH, NMPH KOWTO HE C€ MOJy4HaBa AACKBATEH KOHTPOA C MakCHMajiHaTa AHEBHA 1034
[numeramma, nMpd HeoBXOAMMOCT MOXKE Ja C€ 3amo4He Tepanus ¢ WHCyauH. Ilpw 3anasaHe Ha
A03aTa Ha FTUMENUPHA, HHCYJTMHOBOTO JICYEHHE 3af04Ba ¢ HUCKA 1032 Y €€ THTPHPA B 3aBUCUMOCT OT
eNaHoTO HUBO Ha MmerabosureH koHTposa. KomOuuupanarta Tepanvs TpsaOBa Oa €€ 3amno4sa noj
CTpPOro MeAUUMHCKO HabmoaeHu e,

OO6HKHOBEHO €IHOKpPATHA AHEBHA A03a INTHMENUPUA € fnocrareyuHa. [ipenopbusa ce Tazu n03a ja ce
npHeMa Majxo Mpeaqd Wid No BpeMe Ha oOM/IHA 3aKYyCKa WM, aKO He CE 3aKyCBa - MAKO MPEAH WITH
[0 BpeMe Ha MbPBOTO OCHOBHO XpaHeHe. Ako Gb/i¢ NPOITyCHAT MPHEM Ha 1033, TOBa He TPAbea Aa ce
KOMIIEHCHpa 4pe3 yBe/MYaBaHe Ha CJCABAIaTa A03a. TabneTkure TpabBa fa ce MOMIBLIAT LETH C
MaJIKO TEYHOCT.

AKO MAauUMEHTHT pa3BHE XWIOMIMKEMHYHA peaKuys npd 1 mg ridMenupui, TOBa NOKasea, ¢
KOHTPOJBT MOXE 1a C€ OCHLIECTBABA CaMo ¢ AHeTa.

B xoda Ha JEYEHHETO, Thil KaToO MOAOOPEHHETO B KOHTPOJNHpaHeTO Ha aAuabeTa € CBbp3aHo ¢ no-
BHCOKA YYBCTBHTEIHOCT KbM HHCYJIMH, HYXKIMTE OT IMIHMETIHPHA MOXe Aa HamanedaT. Cnenosaresto,
3a Na ce u3berHe XWMnorjaukeMus, TpaOBa ca ce OOMUC/IH HABPEMEHHO HaMandABaHE Ha A03aTa WIH
cnHpaHe Ha TepanuaTa. [IpoMsHa Ha f03aTa MOXe a € Heo0XoMMa H ako WMa NPOMEHH B Ha4WHa Ha
HHBOT WIH TEIJIOTO Ha NALMEHTa MWIH APYrH (akTopH, YBEJHYaBalld PHCKA OT XHNO- WM
XHMIEPrIIUKEMHUA.

» [IpeMuHaBaHe OT APYr¥ MEpOPanHK XHINOTIHKEMHYHHK CpeacTsa KbM I iMeramma

[TpHHUMITHO € BB3MOXKHO JAa C€ MPEMHHE OT APYTH TepOpajiHi XHMINOITTMKEMUUYHHM CPEACTBA KDbM
[ ninmeramma.

3a mpemuHaBaHe kbM [suMeramma TpsabBa na ce B3eMe MpEABHA KOJHYECTBOTO Ha AKTUBHOTO
BEILIECTBO B J030BA €AWHHMIIA H BPEMETO Ha MOIYXKHUBOT Ha NPEAULIHUA NEKAPCTBEH NPOAYKT. B HAKOH
ciyyan, ocobeHo npM aHTMAHAGETHH cpelcTBa ¢ NO-ABALI MOJNYKHBOT (Hanp. xjaopofpamui), ce
MpenopLYBa 1a UMa MEPHOJA Ha U3UMCTBAHE OT HAKOJKO [HM, 38 Aa CE CBEAE 10 MHHMMYM PHUCKDBT OT
XUIOFJIMKEMUYHH peakLMH BCaeAcTBHE Ha anuThBeH edekt. IlpenoprusaHata Ha4anHa jo3a € 1 mg
rAUMENUPU JHEBHO.

B 3aBUCHMOCT OT TIOBJHABAHETO, A03aTa Ha MNTHUMETTUPHU MOXKE Jla C€ YBE/IH4aBa CTBIIKOBO, KAKTO €
yKa3aHo 0o-rope.

* [I[peMuHaBaHE OT HHCYJIHH KbM [ THMeramMma

B M3KIIOUYMTENHH CJTyYaH, KOraTO nauueHTH ¢ Axaber TUM 2 ¢a pPeryjMpaHd ¢ WHCY/TUH, MOXE Na €
MOKasaHO NpeMuHaBaHe KbM [numeramma. [TpemunasaHeTo TpAOBa Aa ce U3BRBLPLUBA CAMO IOA CTPOFO
MEIHLIHHCKO HAabIIOaeHHE.

Cneuunanny nomyaauuu

v [Ipunoxenue npH 60pevHO UM YepHOAPOOHO YBpEKIaHe
Brokre Touka 4.3.
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Jleua ¥ FOHOIIM

Hsma JaHHM 3a NPpUIOKEHUETO Ha TNIMMETTHPH/ NTPH MALMEHTH HA Bb3pacT noa 8 roaAnHyu. 3a aeua or
8 no 17 rogMHM UMa OrpaHHYEHN JAHHH 334 MOHOTEpanHs ¢ rMIUMMenupua (BX. TOUKHU 5.1 1 5.2).

He ce npenoppuBa ynorpebara npH faella NOpagyd HEAOCTATBYHM AAHHM 3a 0e30macHocTTa u

e(pHKaCHOCTTA.

[lpennarat ce TabneTkH c pa3iHYHAa KOHLEHTpALMA Ha AaKTHBHOTO BEUIECTBO, MOAXOASLIM 3
pa3/IHYHA CXEMH Ha J03HpPaHE.

4.3 TIlpoTuBOomoKa3zanHusA

[‘MuMeramma He TpaOBa Aa Ce U3MOII3Ba B CIEOHUTE ClTyYau:
- KHCYJIMHO3aBUCHM 3axapeH auader
- anabeTHa KoMa
- KeTOaLH103a
- TeXKKH HapylleHHs Ha 6p0Opeunara niu yepHoapoOHaTa QyHKLHMS
- CBPBXYYBCTBUTENIHOCT KBM [IMMENUMPUA, KbM JApPYrd cCyldaHWnypedHH CpeiacTBa Wi
cyndpOoHAMUIN, UJIA KBM HAKOE OT MOMOLHHUTE BELIECTBA

B cmyuaii Ha TeXkM HapyluleHHs Ha ObnOpedyHaTta MM 4epHOApoOHAaTA QyHKUMR € HeodOXxoauMo
[peMHHaBaHE KbM HHCYJIHH.

4.4 CpoenHaJHH NpegynpexaeHUs H NPeaANasHH MEPKH Npn ynorpeda
[1uMeramma TpsaOBa Aa ce NMpHEMa HEMOCPEACTBESHO MIPe/IH HITH 110 BpeME Ha XpaHEHe.

Koraro xpaHeHHATa ca MO pasiiM4HO BpeMe MMM H3001I0 OMUBAT MNPOIMYCKaHH, JEHEHHETO C
['nuMeraMmMa MoKe [a IOOBEHE OO XHMIOITIMKEMHMH, DBb3MOXHUTE CHMIITOMH Ha XHIOMTMKEMHA
BKJIIOYBAT: [aBoboave, HENMpeonoJMM T[Naj, rajeHe, NOBpBUIAHE, OTMAAHANOCT, CLHAWBOCT,
HApYyIIeHHWs Ha CbHA, 0€3MOKONHCTBO, arpECHBHOCT, HAPYLIEHHUA B KOHLIEHTPaUMATa, 00ABPCTBAHETO M
BPEMETO 3a peaklMs, Aernpecus, OoObpKBaHE, TOBOPHM U 3PUTENHH cMylueHus, adasus, Tpemop.
Mapajgn3a, CEeH30PHH HapylUeHUd, 3aMasHOCT, 0e3mOMOLHOCT, 3aryba Ha CAMOKOHTPOM, ASTIUPHYM,
nepeOpanHU FrbpPYOBE, COMHONEHTHOCT U 3aryba Ha CB3HAHHE [JO MW BIJIIOYHTEIHO KOMA,
MOBBPXHOCTHO AHIUAHE W OpaguKapaus.

OcBeH TOBa MOXe Ja MMa TNpPH3HAIM HAa agpeHepruyHa of0paTHa peryjauus KaTo: W3NOTABAHE,
JIETIKABA KOXa, TPEBOXKHOCT, TaXUKapAHWA, XUNEPTOHHA, NAANKATALMH, aHTMHA TIEKTOPHUC U CHPACYHH
APHUTMHH.

KnHHu4HaTa KAPTHHA HAa TEXKMA XUIOTIIMKEMHYEH NPUCTBLII MOXE Aa HanoAo0sABa Tasy Ha UHCYAT,
CUMITTOMHUTE NOYTH BHHArH MOXKe Aa ¢€ OBJIaaeaT Osp30 upe3 He3abaBHO npUeMaHe Ha BBIIEXHIpaTH

(3axap). U3kycTBREHHTE MOACIAAUTENIM HE OKA3BAT €hexT.

Ot apyrute cyndaHWIypeHH JIEKapcT€HH MPOAYKTH € M3BECTHO, Y€ BBMPEKH ThbPBOHAYAIHO
YCNELIHHTE KOHTPAMEPKH, XHITOINMHKEMHUATA MOXKE 14 CE MOSBHA OTHOBO.

Texxara nnwu npoaAbL/IAKHTCIIHA XHITIOTJIHKEMHA, OBJlagAHa CaMO BPCMCHHO C oOHualiHUTE KOJHUECTBA
3axap, Hanara He3abaBHO MCAHLUHHCKO JICHCHHC H B HAKOH CJIIYHaH XOCIHTA/IN3aL{HUA,

CBTPYAHHYH,;
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- HEAOXPaHBaHE, HCPEAOBHHM YacOBE Ha XPAHEHE WM MPOMYCHATH XPAaHEHHS, WIH NEepUoAr Ha
BB3AbPKAHE OT XpaHa;

- aucbanaHc Mexay PUIHUECKOTO HATOBAapBAaHE U NPHEMA Ha BLIICXHAPATH;

- IPOMEHHU B AHETATA;

- KOHCYMAaLUs Ha aJIkoxon, ocobeHo B koMOMHALIMS ¢ MPOMYCHATH XpaHEeHM!S,

- HapylueHa 6bOpeuHa QyHKLUA;

- CepUO3Ha YepHoApodHa AMCPHYHKUUS

- Ipeao3npaHe Ha I mumeramma

- OMPEACTICHH HEKOMIICHCUPAHH HapyLICHKHS HA CHAOKPUHHATAa CHCTEMa, 3acarallld BbIVICXHApPaTHWUA
MeTabonu3sM MM OOpaTHaTa peryJjauus HAa XHOOrJUKeMUATa (KAaTO HanpuMep [MpH  HAKOM
CMYILLUEHMSIBLB (YHKLUHMATA Ha UIMTOBHJHATA K1€3a K INpPUH  TNIpeAHa XunodusapHa MM
aAPEHOKOPTHKONAHA HEAOCTATBUYHOCT.

- €AHOBPEMEHHO MPUAOKECHHE HA OMpeae/ieHU APYTrH AEKaApCTBeHN NPOoAYKTH (BxkK.4.5)

Jleyenunetro ¢ I'muMerammMa H3HMCKBaA PECAOBHO TPOL/ICAABAHC HHUBATA Ha TJIKOK024Ta B KPLBTA H B
YPHHATA. OcBeH TOBa ce MMperopbuUBa ONpCACIAHC Ha CROTHOWCHHETO Ha MNIMKUPAaHHA XEMOTI00UH.

Ilo Bpeme Ha neyenuero ¢ [ nuMeraMMa ¢ HEOOXOMMMO PENOBHO MPOCHEASBAHE HA YEPHOAPODHHUTE U
XEMaTOJOTHYHH NoKazaTeNu (0cOOEHO JIEBKOLUTH U TPOMOOIIUTH).

B crpecosu cHryauMu (HanNpUuMEp 3JMONMONYKH, CHEWHW OMNEPalUMH, WH(PEKUWH, MPOTHYallH C
(eOpWIHTET H T.H.) MOXKE Aa € NOKA3aHO BPEMEHHO NPEMHHABaHE HA MHCYJIHH.

Hama onuT mnpu MPWIOKEHUETO HAa T[JUMENMPHI MNpPH MalUEHTH C TEXKKWH HapylleHWs Ha
yepHoApoOHaTa (PyHKIMA WIM NMALMEHTH Ha Avanu3a. [IpH Te3n nmauMeHTH € NnoKa3aHOo NpeMUHaBaHe
KBbM JICYEHHUE C HHCYJIHH.

Jledennero Ha mauueHTH ¢ GOPD-meduumr C¢ue CyadaHUNypeHHH cpeacTBa MOXeE Aa JOBEJE A0
XEMOIIMTHYHA aHeMHA. Tbi KaTo rIMMENMUPHI NPHHALIEKH KbM XHMHYHHUA KNac cyndaHuTypeiHu
NIEKapCTBEHN NPONYKTH, € HEOOXOAMMO NMOBHINEHO BHUMAaHWEe npd nauMeHTH ¢ GOPD-aeduunt
TpabBa Aa ce OOMHCIM ANTEePHATHBHO JIEUCHHE C MpHIIaraHe Ha HecynaHUNYpelHHU NeKapcTBEHM
NPOOYKTH.

[‘nuMeraMMa cbabpka naxtosa. [lauMeHTH ¢ peakd HAacNEACTBEHH Npob/ieMHd Ha ranakTo3Ha
HEMOHOCHUMOCT, Lapp JaxrazeH AePHUMT WM IiOKO30-ranakTo3Ha manabcopbuua He Tpabesa aa

NpUEeMaT TOBa JEKapCTBO.

I'numeramma 6 mg Ttabnerku: Ouserurenar cbHceT xwiaro FCF (E110) moxke na npennssuka
JIEPrUYHH PEaKLIvH.,

4,5 B3aumogeHcTBHE ¢ APYTH JeKaPCTBeHH NPOAYKTH H Apyru ¢opMu Ha B3anMoAcHCTBHE

OCHCTBHE Ha [ITAMENMHUPHI,.
Ilopanu Tasy MpyUYHMHA APYTH JICKAPCTBEHH JICKAPCTBEHH MPOIYKTH
3HaHHETO (MY MO MPEANUCAHHETO) HA JIeKap.
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[numenupun ce merabonusupa ot uuroxpom P450 2C9 (CYP2C9). MzpecTHO €, 4e HEroBHAT
METa0ONH3BM C€ BiIWAe OT eaHoBpeMeHHoTo npuemane Ha CYP2C9 wunayktopu (Hanpumep
pUdaMIIHIYMH) WK UHXUOUTOPH (Hanpumep gpaykanoson).

JloknaaBaHuTe B UTEPATYPATA PE3YJITATH OT In vivo NMPOYyYBAHE HA B3aMMOJACHCTBUATA, MMOKA3BAT, Ye
¢daykonaszon, eauH ot Han-MowHATe HHXUOUTOPYU Ha CYP2CY, yBenvuara npubIU3HTENIHO ABa MTbTH
JIOLITA O] KPYUBaTa Ha MITHMEITHPHAL.

B13 OCHOBa Ha OMHMTA C INTUMENUPHA H C APYTrH CynpaHWIypeHu NpoayKTH, HEOOX0AUMO € aa ObaaT
CIIOMEHATH ClIEAHUTE B3aHMOACHCTBHA:

[loTeHuupaHe Ha MOHWKABALIMA HHBOTO Ha KPBLBHATA 3aXxap e(eKT, a mopaau TOBa, B HAKOMU Cly4aH,
MOXKE Ja BB3HMKHE XHWIOITIMKEMMS, MpPH TNPUEMAHE HA €IHO OT CJIEAHMTE aKTHBHM BELLECTRA
eJHOBPEMEHHO ¢ ['TuMeramma:

- hennnbyTazoH, azanponaszoH U okcudeHOyTazoH

- HHCYJIMH M [epOopalHi aHTUAMAOEeTHH CpeacTsa

- METQOPMHUH

- CAJIMLIWIIATH M P-aMUHOCAIMLIMNOBE KUCEJIMHA

- aHAOOJTHH CTEPOUAH U MBXKKH TTOJIOBH XOPMOHH

- XJIOpaM(peHUKO

- KYMapHuHOBH @HTHKOAry/JJaHTH

- (peHpypaMUH

- pubpatu

- ACE-uHxuburopu

- hnyOKCeTHH

- AMOIYPUHON

- CHMITATHKOJTHTHLIM

- nuKknopochamua, rpodochaMun v upochamMun

- CYNIpHUHNHUPA3OH

- HAKOH CYJIQOHAMHIHU ¢ NMPOIBIDKUTEIIHO JeHCTBHE
- TETPAUUKITHHH

- MAQO-unxuburopu

- XMHOJIOHOBH aHTHOHOTHLM H KNapUTPOMULIMH

- npobeHuLIu

- MHKOHA30/1

- NEHTOKCHGHIHH (BUCOKH JO3W NApEHTEPATHO)

- TPUTOKBAJIMH

- (paAyKOHA3011.

OtcnabBaHe Ha MOHW)KaBalllHs HWBOTO Ha KPBBHATA 3axap e(eKT ¥ Mopaiu TOBa MOXKE 4 Bh3HUKHE
MOBHUINABAHE HHBOTO HAa KpbBHATA 3aXap, KOraTo €XHO OT CJIEJHUTE AKTUBHM BEILECTBA CE€ NpHeMa
eqHoBpeMeHro ¢ ['nuMeramma. Hanpumep:

- €CTPOTE€HH W MPOrecTareHH,
- CANTYpETHULM, THASHAHU AXYPETHULIH,

- CPpECTBa CTHMY/IHPAIUW INHTOBHAHATA XKJIC3a, MNIIOKOKOPTHKOHWIN,

lh--ﬂ-.-.h'h.

J'J.‘

mh\fg,._,a

- HIKOTHHOBa KHCEJIHHA (BUCOKHM [I03H) M NPOU3BOIHH Ha HUKOTHHOHATE HH&,

- IPOM3BOAHM Ha PEHOTHA3MHA, XJIOpNIPOMA3HH, ==

- alpCHaJIMH H CHMITATHKOMHMCTHIINH,
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- TaKCaTHBHY (TNpH NPOABL/DKUTENHA YNoTpeba,
- (PEeHUTOMH, AHAZOKCH]

- I'IIOKaroH, 6apbutyparu u pudamnuius,

- ALETA301aMHA.

H,-anraronucrture, GeTa-60kepHuTe, KIIOHHAWH W PE3EPITMH MOraT Jia JOBeJaT WKW A0 MOTEHUHpaHe
WK 10 oTcnafBaHe Ha MOHUXKABALMA KPBBHATA 3aXap eeKT.

[IpusHauuTe Ha anpeHepruyHa oOpaTHa perynauvs Ha XHMOMTHKEMUATa MoXKe Ja Obaat orcnabenu
HJTH J1a H3Y€3HAT MoJ AeUCTBHETO HA CUMIATHKOIMWTHLM KaTo: Oera-OJIoKepH, KJIOHW/INH, MBAHETUAHH
1 pe3epIIHH.

Kakto COHOKpAaTHAaTa KOHCYMalluA Ha I'oJiiMO KOAHYCCTBO alIKOXOJI, Taka U XpPOHHUYHATA }’ﬂDTpeﬁa Hd
alIKOXOJI MOXKC HENPCABHUIHMO Ja NOTCHUHpa, HIIH [a OTC/I1a0H XUNOrTUKEMUYHNSA e[bel{T Ha

TITAMETNTHPUA,

[(mumenypua MOXKe WM Aa NOTEHLUMPA, WK Aa 0Tcnadu ePexTUTe Ha KYMapUHOBKTE NMPOU3BOAHM.
4.6 bpeMeHHOCT B KbpMeEHE

bpemennocm

Puckose, cebp3aHy ¢ guadbera

Hannuweto no speMe Ha OpeMEHHOCT HA CTOHHOCTH HAa KPHLBHATA 3aXap, KOHTO ¢a U3BbH HOPMATa, CE
CBBp3Ba ¢ MO-roJIAMA YECTOTA HA BPOASHHUTE AHOMAJITHH U MEpUHATAlIHATa CMBbPTHOCT. 3aTOBA, 3a Ja ce
n3derHe TepaTOreHHUs PUCK, CTORHOCTUTE HA NMOKO3aTa B KPbBTA TPAGBA BHUMATENHO /1A CE€ C/ERAT
no Bpeme Ha OpemenHocT. [lpy TakuBa ofcToaTencrBa ce uW3NCKBA ynorpefa Ha HHCYJIMH.
[TaupeHTKUTE, KOUTO IJIAHHPAT OpeMEHHOCT, TpAbBa 1a HHQOPMHUpAT CBO JIeKap.

PHGKOBG, CBBP3daHH C INIUMCIIHPpH

Hama apnexksaTHH JaHHHM 32 [PHIOKEHUETO Ha [VIMMENUpUA TNpd  OpEeMEHHH  KeHM.
ExcnepuMeHTaTHHTE MPOyYBaHUA TpPH KHBOTHM TMOKAa3BaT pPeNpOIYKTHBHA TOKCHYHOCT, KOSITO
BEPOATHO € CBBp3aHa ¢ (PApMAKOJOrH4YHOTO ACHCTBHE (XUTOTJIMKEMHA) Ha TUMENApua {BX. TOYKa
5.3).

CrelosaTennHo rimuMenupu He TpAOBa [1a ce U3NOJI3BA Tpe3 LanaTa OpeMeHHOCT.
[Ipy neyeHue ¢ rAMMENHpPHA, aKO NALMEHTKATA ILUIaHUpa 1a 3adpeMeHee Wi ce OTKpHe OPEMEHHOCT,
TpsOBa 1a ce MpeMUHE KOJKOTO € Bb3MOXHO M0-CKOPO KbM JIEUEHHE C HHCYJIHH.

Kvpmene

He e #3BeCTHO JaniM ce €KCKpeTHpa B YOBELUKATa KbpMa. [ IMMENUpHUI ce eKCKpPETUPa B MJAAKOTO Ha
wisxoBe. Ilo BpemMe Ha seueHHETO ¢ MIMMenHpuA He TpAOBa 1@ ce KbpPMU, Thil KATO APYruTe
CylbaHunypeiHy NPOAYKTH C€ EKCKPETHPAT B YOBEIIKATa KbpMa H MMa PHCK OT XHITOFJIMKEMHSA NpH
KbpMauerara.

4.7 BuansHHe BLPXY cNOCOOROCTTA 32 modupane u pabora ¢ MAINAA .~

CrnocoOHOCTTa Ha MALMEHTHTE 32 KOHUEHTPALMA W peakuus Moxe aa 0 ’@ﬂmﬁﬁaﬂemmue Ha
XHMIOMTHKEMHS HIH XHIEPIIUKEMHA, WIH HalpUMEp, KaTo pe3y.T "' LﬁBﬁEﬁ%ﬂ&%BpﬁHHﬁTD.
ToBa mMoxke na mpeAcTaBifABa PUCK B CHTyaHMH, KbJETO TE3H CHO CATE,ODOBEND FONAMOo
3HaUeHHe (Hanpumep wodHpaHe win pabora ¢ MalllHHA).
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[launentnre TpadBa na OBAAT NOCHBETBAHM Ja B3eMaT MNPEANa3Hd MEPKH, 3a aa w3dernar
XHOONTHKEMHA MO BpeMe Ha wwodupane. Toea € 0COGEHO BaXKHO 3a TE3W, MPH  KOWTO
NpeAynpexxAaBalliTe CUMIITOMH 38 XHUITOTJIMKEMHSA ¢a OTCNa0EeHH WIIH JIMIICBAT, WK 338 TE3H, KOHUTO
HMAaT YECTH €MH30[H Ha XHMNOriaukeMHd. Tpabsa na ce oOMHCAU JanM € NMpenophRUYUTENHO Ja ce
wopupa win paboTy ¢ MallIKHKU NPH Te3u 00CTOATENCTBA.

4.8 Hexenanu JeKapcTBEeHH PeAKUHH

[lpn mpunoxkeHHe Ha IIMMENHMPHI H JApYrH cyadaHunypeWHN JeKapcTBEHM MNPOAYKTH ca
Ha0J/II0aBaHH CICAHHUTE HEXETAHH peaKLIHK:

YecTora:

MHOro 4ecTH: >1/10

Yectw: >1/100, <1/10

HeuecTu: >1/1000, <1/100

Penaxu: >1/10 000, <1/1000

MHOFrO peaKH: <1/10 000, BTIOMUTENHO OTAETHH CHOOLLIEHH

HapyireHus Ha KpbBTa U UMQpHATa CUCTEMa

Peoxu: yMEpeHH A0 TEXKH MPOMEHH B KpbBHATa KapTHUHA (TpOoMOOLIUTONEH KU, JIEBKOTICHM,
CPHTPOLIUTONEHHSA, TpaHyJOLMTONECHUA, arpaHyJNOLHUTO3a, XEMOJIMTHYHA aHEMMA, MAHLHMTONEHHS),
KOHTO OBUKHOBEHO ca 00paTHMH NpH [IPEeKPaTABAHE HA MPUEMA Ha IEKAPCTBEHUS NTPOAYKT.

HapyuieHds Ha HMyHHATa CUCTEMA
B MHOro peikM cny4aw JIEKH peakUHH Ha CBPBXHYBCTBHTENHOCT, KOMTO MOXE Aa IpepacHar B
CEPHO3HM peaKLdu ¢ AMCITHEA, MOHWKAaBaHe HA KPBBHOTO HAJIATAHE M MOHAKOra LIOK.

MHOT0 pefikH: aIEprudyeH BacKyJIHT.
Bb3MOXHHM Ca KPBCTOCAHH alepruv CbC CyNdaHMIypeilHH MOpPOAYKTH, CYIhOHaAMHAN WM CPOJHM
BELIECTBA.

HapyweHua Ha MeTabosnn3Ma H XpaHEHETO

Peoxu: Peakupu Ha XMIIOIVIMKEMHS, KOMTO B MOBEYETO CJIyvan Ce MOABABAT BeJHara, MOXe Ja cd
TeXKKH H He BUHArM € JIeCHO Aa ObJaT kopurupaHu. IlogsaTta Ha TakuBa peakLyy 3aBUCH, KaKTO W NpH
APYTHTe XWIOOTIHKEMHMYHH TEpalli¥, OT HHAMBUIYANHM (PAKTOPH KATO XPAHHTENHUTE HABHUM M
ao3upoBkata (Bxk. JonenauurenHa ungopmMairus B 4.4),

O4HM HapyLUCHUS
[IpexoaHH CMyLICHHS B 3PEHHETO, OCOOCHO B HAYAOTO HA JIEYEHWETO, MOpPaiH [IPOMEHH B
CTOMHOCTHTE HA KpBBHATA 3axap.

CToOMalIHO-4YpEeBHU HAPYLUCHHS
Mnozo peoxu: raneHe, NoBpbLiaHe, AHAPH, YYBCTBO 32 IThJEH CTOMAX, abaoMuHanHa Boska.
Te3n onniakBaHus psaAKO BOAAT OO NMPEKBECBAHE HA TEPANUATA.

Xenato-OuNMHapHHU HapyLISHHUA

BB3MOMXKHO € ia ¢¢ NOABH NMOBUILIEHHE HA YePHOAPOOHUTE SHIUMMU,

Mnozo pedxu. wapylieHue Ha yepHoapoOHata QyHKLUS (HANPUMEP C XOJecTasa U MKTep), XEnaTHT,
KOHUTO MOKE Jia Iporpecupa K0 YepHOoOpoOHA HEAOCTATHYHOCT.,

HapylueHus Ha KoxKaTa ¥ NMOJKOXKHATa ThKaH
KoxHH peakLuy Ha CBPbXYYBCTBHTETHOCT, KATO HATIPUMEP ChPOEK,
Mnozo peoxu: CBpBXYYBCTBUTETHOCT Ha KOXKaTa KbM CBETIIMHA.
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JIaGopaTopHu nokasaTteny
Mnuozo pedxu. Hamansasane Ha CEpyMHHTE KOHUCHTPALMH HA HATPHM.

4.9 Ilpeaosupane

Cnen npeao3dpaHe MOXKE Aa €€ NOABH XHUIIOTJIMKEMHUS, MPoAbJKaBalia oT 12 10 72 yaca, KOATO MOXeE
A2 ce MOSABH OTHOBO CJIEX MbPBOHAYANIHOTO BB3CTAHOBSIBAHE., CUMITTOMMUTE MOXKE Aa HE Ca HAJIMLE [0
24 yaca cnea npuema. [lo nmpuHumn ce npenopbuBa HabmoaeHue B OonHMuUa. Bb3MOXHO € aa
Bb3HUKHAT rafeHe, NoBpbluade u OOMKW B enuractpuyMa. B oO1msa ciaydal XMNOrNHKEMUATA MOXe
Ja € NPUAPYXEHA OT HEBPOJIOTHYHHA CHMITTOMH KaTO: HECIIOKOHCTBO, TPEMOP, 3PHTENHH HApYUICHHS,
npobneMH B KOOPAHHALUATA, CBHITUBOCT, KOMA M I'bpYOBE.

JleueHueTo ¢e ChCTOM [JIJaBHO B TIpeNOTBpaTABaHe Ha abcopOumsTa upe3 IMPEAU3BUKBAHE HA
IOBpbLIAHE, KATO CJIEH TOBA CE NPUEMA BOAA UK TMMOHAJa ¢ aKTHBEH BBITIEH (aCOPOEHT) ¥ HaTpHER
cyndar (nakcaTus). AKO ca MPUETH rOJIEMH KOJIHYECTBA, € [I0OKA3aH CTOMAllIeH J1aBaX, 11oC/aeABaH OT
aKTHBEH BBIJIEH M HATpHeB cyjigar. B ciyuyad Ha (TEKKO) npeao3vpaHe € rokasaHa XoCnuTaIn3auus
B MHTEH3HWBHO oTaejieHue. [IprnoxkeHHeTo Ha rioko3a TpadBa Aa 3aM04YHE KOJKOTO € BB3MOXKHO I10-
CKOpO, ako € Heobxomumo ¢ OomycHO MHTpaBeHO3HO WHykekTHpaHe Ha 50 ml 50 %-en pastsop,
nocieasaHo oT HH}py3us Ha 10 %-eH pa3TROp CBC CTPUKTHO TpOCIEAsBaHe Ha KpbBHaTa 3axap. llo-
HATaTBLIHOTO JieueHHe TPsadBa Aa ObAe CUMMITTOMATHUYHO,

B 4acTHOCT, IpH JIGKYBaHE HA XUIIOTJIMKEMHS B CICICTBHE Ha CAy4anHO nMpHeMaHe Ha | Mmeramma
ot OebeTa U ManKM Aelia, NPHIOKECHATA A03a MIOKO3a TpsIOBa BHUMATE/HO /1a C€ KOHTPOJIMpa, 3a Aa
ce u3berHe BepoATHOCTTA OT NPEOU3BHKBAHE HA OMAacHa XHUNepriukeMHus. HUBOTO Ha kpbBHaTa 3axap
TpAOBa a ce NpOCieasnBa CTPUKTHO.

5. GOAPMAKOJOINYHH CBOHCTBA

5.1 ®@apmakoZHHAMHYHH CBOHCTBA

(>apMakoTepaneBTHUHA rpyna: llepopaiHyd NOHMXKABallM KPbBHATA 3axap JICKapCTBEHH NPOAYKTH:
CyndoHaMHIM, MPOH3BOAHH HA ypeaTa

ATC xon: A10B B12,

[numenupua € NEepopalHO AKTHBHO XHWIOTNTMKEMHMYHO BELUECTBO, (PWHAANEKALLO Ha rpynara Ha
cy/1thaHUITypeiHUTE NpOou3BOAHH. Moxke aa ce U3M0/3Ba TPU HEUHCYJIMHO3aBUCHM 3aXapeH auaber.

[muMenupua AelCTBA IJIABHO 4Ype3 CTUMYJTUPAHE Ha OTIAC/IAHETO Ha MHCYMHH OT DeTa-KIeTKHTE Ha
MaHKpeaca.

KakTo u npu ocraHanure cyidaHATypeHH MPpOH3BOAHH, TO3H €(PEKT Ce OCHOBaBa Ha NoAoOpeHUe Ha
OTrOBOpa Ha MAaHKPEaTHYHUTE OeTa KICTKM KbM (UIMOJOTMYHMA TJIHOKO3€H CTHMYJ. OCBEH TOBa,
H3rJIeXKaa, 4e NTUMENHPU NMPOABABA U3PA3CHH EKCTPANAHKPEacHH eeKTH, KOETO ¢ rnpeanoiara 1 3a
octa”Hanure cyadaHwTypeiHH NPOH3BOJHH.

* OtensHe Ha UHCYAHH:

CyndanwiypefiHdTe [IPOM3BOAHM pery/ivpar HHCYJMHOBATA CEKpeLMa 4pe3 3aTBapAaHe Ha ATO-
4YyBCTBHTENIHUTE KajlMeBH KaHalnu B MemOpaHata Ha Oera-xneTkute. 3aTBapsAHETO Ha KaJUCBUTE
KaHanM BOAM A0 ACNONAPH3ALMA Ha OeTa-KneTkuTe ¥ OTTaM 4pe3 OTBApPAHE HA KATUUEBUTE KaHaIW —
70 TOBULIABaHE HABJIM3AHETO Ha KAILIMH B KJ1ETKaTa.

ToBa BoAH A0 OTAENSHE HA UHCYJIMH YPE3 €K30LUTO3A.
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[ nuMenupny ce xapakTepusdpa ¢ BUCOKA CTENeH Ha 00paTHMO CBbp3BaHe ¢ MeMOpaHHHA NPOTEHH Ha
bera-xnerkure, KOMTO € cBbp3aH ¢ ATO-4yBCTBUTENHMS KajMEB KaHaj, HO € pasiiMyeH oT
001M4aitHOTO MACTO 3a CBBP3BaHe Ha CYIaHWTYpEHHHTE NMPOU3BOIHMU.

“ EI‘(CTPEIIT&HKPB&TH‘IH& AKTHBHOCT.

ExcTpanankpeaTHYHUTE e€(eKTH BKIOMBAT, Hanpumep: noaoOpeHHe Ha  MHCYJWHHOBATA
YYBCTBUTEJIHOCT Ha NEPUPEPHUTE THKAHW U HAMAAABAHE Ha YePHOAPOOHOTO NOEMaHE Ha MHCYINHA,

[ToemaHeTo Ha rirOKO3aTa OT KpbBTa B NIepUepHaTa MyCKYJIHA U MACTHA ThKaH CE OCBLLECTBABA 4pPe3
CHELHAJIHH TPAHCIIOPTHHU TPOTEHHH, DA3NOJIOKEHH B KieTbuHata MemOpaHa. TpaHCnopThT Ha
rIIlOKO3aTa B T€3H TbKaHHM € CTHOANOTO, KOETO OrpaHHuaBa CKOPOCTTa Ha YCBOsABAHE Ha IHOKO3aTa.
[mumenupua noBuiaBa MHOro Owvp30 Opod Ha MOJEKYJIHTE 3a AKTHBEH TPAHCMOPT Ha MNHOKO3a B
[JIA3MEHUTE MEMOpDaHH HAa MYCKYJIHWTE W MaCTHH KJETKH, KO€TO BOAH A0 CTHMYJHUPAHE Ha
YCBOSIBAHETO Ha IJIIOKO3aTa.

[Aumenupua noBMIIABA AKTHBHOCTTA HA  TNIIHKO3UN-(POCHATUIMIMHOZHTON  creuddUYHATA
ocdonunasa C, KOETO BEPOATHO € CBBP3AHO ¢ MEAUKAMEHTO3HO IPEAW3BHKAHWUTE JIMIIOreHE3a H
[IUKOrEHE3a B H30JAHpaH! MACTHH U MYCKYJIHH KIETKMU.

I'numenupun uHxuGMpa oOpasyBaHeTO Ha TJIIOKO3a B 4YepHHA Apol upe3 nNOBHIUNABAHE Ha
BETPEKJICTBYHATa KOHLICHTpalMsa Ha (pykro30 -2,6-0ucdocdar, KOHTO OT cBOs cTpaHa WHXHOUpa
IJIFOKOHEOTEHE3aTa.

» OOWK MoTOKEHUA

IIpy 3apaBd HHAWBHAM MUHHMAaJIHATA e(EeKTHBHA NepopaiHa 103a € npubausureHo 0,6 mg. EdexTnT
Ha TJIMMENHUpHA € A0303aBHCHM M BB3NPOU3BOAWUM. DUBHONOTUUHHUAT OTIOBOP TNMPH €AHOKPATHO
TEXKKO (U3UUECKO HATOBApBaHE, HAMAIABAHETO HA MHCYJIMHOBATA CEKpEeilus, Ce MOMTLPIKA NO BPEeMe
Ha JICUEHHETO C IMIMMENHPHUA.

HsaMa 3HauMMa pasnuka B eekTa, ako OPpUEMBT Ha JICKapCTBEHMA ApoAYKT € 6un 30 MuUHyTH npeau
XPaHEeHe HIH HEMOCPEACTBEHO npead XxXpaHeHe. Ilpy nauuentn ¢ aunaber, AoOvp MerabonuteH
KOHTPO/ MOXKE Aa € NMOCTHIHE B NPOAB/KEHHE Ha 24 yaca ¢ eJHOKpaTHa JIHEeBHA J03a.

Brrnpeku, ye XUgpoKCH-MeTabOJIUTET Ha FIMMENUPHUA NMPEeAU3BUKBA MaNKO, HO 3HAYHMO CHHIXKAaBaHeE B
HUBOTO Ha CepyMHATa IJII0KO3a MPH 34paBH UHAUBUAH, TOH € OTTOBOPEH CaMO 33 HE3HAUHTETHa 4acT
OT 001IKA ePEeKT HA NeKapPCTBEHHA MPOIAYKT.

» KombuHKMpaHa Tepanusg ¢ MET(OpPMHH

B emHo mnpoyuyBaHe ¢ NANHMEHTH, NPUH KOHTO HE C€ HAOCTHra aJEeKBaTHO KOHTPOIMpaHE 4Ypes
MaKCHMalHaTa QHEBHA 1034 MeTQOPMHH, € NMOKa3aHO NOJOOPEHO KOHTpOJiHpaHe Ha MeTaGonusma
Mpd C€AHOBPEMEHHO JIEYEHHE ¢ TJIMMENHPHA, B CpaBHEHHE C JCYEHHUETO TMPOBEACHO Camo ¢
MET(POPMHH.

* KoMOWHMpaHa Tepanus ¢ HHCYJIMH

JaHHHTE 32 KOMOMHHPAHO JIeUEeHHE C MHCYAWH €A OrpaHH4eHy. TIpH MauMeHTH, NpU KOUTO He ce
nosiy4aBa aAeKBATEH KOHTPOT ¢ MAaKCHMajaHata [03a TIAMMENMPHA, MOXKE JAa € noKasaHa
€AHOBPEMCHHA Teparus ¢ MHCYIMH. B e u3nuTBaHusA, NpH KOMOWHHPAHO JIGYEHHE € MOCTHIHATO
CHUIOTO MOAOOPEHHE Ha KOHTPONIMPAHETO HA METaBOMM3MA KaKTO [PH GEMOGTOT

%TEﬂHQTO MPUIOIKEHHE
Ha MHCYMH; ofaue, Mpu KoMGunupaHOTO neuenue e Guwia HegBXgaima-nasl .l?\cpeﬂna n03a
MHCYJIHH, &

1! F"-'f
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CneupanHy nomyJJaluuy
Jlel1a ¥ FTOHOIIHK

[MpoBeaecHO € aKTHBHO KOHTPOJMPAHO KIMHMYHO HM3NUTBAHE (IMVIMMENUPHA A0 8 mg AHEBHO WK
meTdopmut ao 2 000 mg nHeBHO) ¢ 285 peua ¢ auaber tun 2 (8-17 rogMilinu), NPOABLIKHTETHOCT -
24 ceIMUUH.

U raumenupua, 1 METGOPMUH €a NMOKa3alu 3HAUWTETHO HaMaleHHe B CpaBHEHHE ¢ 0a3UCHOTO HHUBO
Ha HbA,. (raumenupup -0,95 (se 0,41); merpopmun -1,39 (se 0,40)). Obaue, raumenupug He
OTTOBOPH HA KPUTCPHUMTE 3a non-inferiority CIpsMO METQOPMHH TMPH CPEAHOTO W3MEHEHWE OT
GasucHoto HUBO Ha HbA,. Pasnukara B neuenusara ¢ 0,44% B nonsa Ha merdopmud. [opHara
rpaduua (1,05) Ha 95%-Hus gopepurenHua uxTepsan He e nof 0,3% - rpanunara Ha non-inferiority.
Cnej TeUYEeHHETO ¢ IIMMENHPHA, He ca oTOeNs3aHy HOBH choOpaxceHNna 3a 0e30MacHOCTTa NPy Aeua B
CpaBHEHHE ¢ BBL3PACTHH MailMEHTU CbC 3axapeH auaber TUn 2. HAMa JaHHW 3a ABArOCPOYHa
edHKacHOCT U 6e30NacHOCT MPH NEIHATPHYHH MALHEHTH.

5.2 @apMaKOKHHEeTHYHH CBOHCTBA

» AGcopOLms: BHOHATMYHOCTTA Ha TNIHMENUPHI Cel NEPOPATHO NPUIOKEHHE € baHa. [IpHeMsT Ha
XpaHa MpPAKTHYeCKH HAMa BAMsHUE BbpXy abcopbumaTa, camo CKopocTra Ha abcopOuus Jeko
HamMangBa. MakCHMalHHU cepyMHH XOoHUEeHTpauuHu (Cpay) ce AoCTUraT NpUOIM3HTENHO 2,5 vaca ciiel
nepopayieH npuem (cpeaHo 0,3 pg/ml no BpeMe Ha MHOrOKpaTHO A03HWpaHe ¢ 4 mg AHEBHO) KU UMa
NVHeHHa 3aBHCHMOCT MexXAy A03aTa U Cprax , KakTO H Mexay aoszata 1 AUC (nomra noa xpvsara
BpeMe/KOHLEHTPALHA).

» Pasnpenenenune: ['miMenupua uMa MHOro Mairsk obem Ha pasmpenencHue (npubnmsurenHo 8,8
IUTpa), KOUTO rpy0o ce paBHSBA HAa MPOCTPAHCTBOTO Ha pasMnpeiacfeHue Ha anbymuHa, BHCOKO
CBBP3BaHE ¢ NPOTeUHH (>99 %) W HUCEK KMpbHC (MpubnusutenHo 48 ml/min).

[TIpy XHBOTHH, TIMMEMUPHA CE€ CKCKPETHpa B MIIAKOTO. [ nMMenupua npeMHHAaBa B IUIALEHTATA.
[IpemuHaBaHeToO npe3 xematoeHuedalHaTa bapuepa € cinado.

» broTpaHchopMaura ¥ eMMUHUpaHe: CpegHuAT npeobaagasauy CEPyMEH MOMYKHBOT, KOUTO € OT
3HAYEHHE 3a CEPYMHHTE KOHIICHTPALUMM MPH MHOTOKPAaTHO A03HpaHe € okono 5 no 8 uvaca. Cien
NpHAaraHe Ha o-BHCOKH J03H ca HabmogaBaHd MaJIko NO-ABJTEIH BPEMEHA Ha NMOJYKHBOT.

Cnea eqHOKpaTHA J034 PAAROAKTHBHO MapKUpaH INIUMENUPHA, 38 % OT paaMOaKTUBHOCTTA € OTKPUTA
B ypuHaTa 4 35 % BbB pexanuuTe, He ce 0TKpHBa HENPOMEHEHO U3XOJHO BELUECTBO B YpuHaTa. /|Ba
meTabonuTa - Hal-BEpOATHO PE3YNTAT OT HYepHOAPOOHUS MeTabonu3bm (rnasHo upes CYP2CY) — ca
HAEHTHQHLMpPaHH U B YPHHATA, H BbB (peKaIMUTE: XUIPOKCH-TPOHU3BOAHO U KapOOKCH-TIPOH3BOAHO.
Cien nmepopaliHO NMPWIMKEHUE HA [NIMMENUPHA TEPMHUHAITHUAT NONYXHUBOT Ha TE€3H MeTaboautn Oe
CBOTBETHO OT 3 0 6 yaca U oT 5 1o 6 vaca.

* CpaBHEHHMETO Ha €IHOKPATHO M MHOTOKPATHO AO3UpaHe BEAHDBXK AHEBHO HE € MOKA3al0 3HAYMMK
PaVIMKH BbB (papMaKkOKHHETHKAaTa M BapHaOWIHOCTTAa MEXAY OTACTHUTE WHIAWBHAH € MHOIO Maska,
Hsama npakTHHMECKH 3HaYMMO KyMYyJIHpaHe.

CrielaJaHH NOMYIalikH
dapMakOKHHEeTHKaTa Oellle CXONHa MPU MBXKE U JKEHH, KAaKTO W INPU MJIaAH NMALMEHTH H MAUUEeHTH B

HanpeaHana Bb3pacT (Hag 65 roauuu). [IpH maupeHTH ¢ HUCHK KPEATHHUHOB KJIMPBLHC HMMAILE
TEHACHLMS KIUPBHCHT Ha TJIMMEMUPUI [a CE YBEIHYM U CPEOHUTE CEPYMHH KOHLIEHTPAaUWK Ja
HaMaJIeAT, HaH-BEpOATHO B pPe3yiTaT Ha Mo-0BP30 €IMMHHHpaHe, MOPAdHd [MO-MAJKO CBbP3BaHE ¢
npoTeMHH. buOpeuHOTO enMMMHMpaHe Ha ABaTa MeTabonuTa Oelle HapyweHo. Karo uano, He Moxe

CXOJH4 Ha Ta3H [IPH 3[paBH JIknlaA.

Jlelia H 1OHOHIH
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EaHo fed study-nipoyusaHe, M3caeaalo papMakoKHHETHKaTa, O€30MacHOCTTa U NMOHOCHMOCTTA Ha |
mg eAHOKPaTHa 033 riuMenupua npy 30 neavatpuyHy nauuedTH (4 aeua Ha Bb3pact 10-12 roanHu
H 26 meua Ha Bb3pacT 12-17 roguuu) ¢ auabeT TN 2 € nokasano cpeaHn cToOHHOCTH 38 AUC .15y ,
Cmax M t;,, CXOAHH Ha HaOMI0gaBaHUTE NPEAU TOBA NPU BB3PACTHH.

5.3 TlpeaAkNHHHYHH A2HHH 32 Oe30MaCHOCT

[lpy npeIKNHHAYHUTE W3NMKWTBaHHUA €DEKTH ca HAOII0JaBaHM CaMO MPH EKCIO3WLMHM, KOWTO Ca B
AOCTATbYHA CTEMeH IMOo-rOJIEMH OT MaKCHMAJHATA EKCNO3MLMA IpPH Xopa, NoKa3zanuh ca Manka
PENEBAHTHOCT KbM KJIMHHYMHOTO TNPWIOKEHHE, HIW ¢a OWUNH MPUYHHEHHW OT (dapMaKogWHAMHYHHWA
edekT (XMIMOIIMKEMHR) HAa BELIECTBOTO. Te€3M JAaHHH C€ OCHOBABaT Ha M3CICABAHWA Ha
KOHBEHI[HOHAJIHATA ¢hapmakonorus 3a 0e30MacHOCT, TOKCHMYHOCT NPH MHOTOKpPaTHO AO3WpPaHE,
FeHOTOKCHYHOCT, KAHLIEPOTeHEH MOTEHUMan W PerpoAyKTHBHAa TokcHuyHOCT, Ilpu nociaeanure (3a
eMOPHOTOKCHYHOCTTA, TEPATON€HHOCTTa ¥ TOKCHKOJIOTHS Ha Pa3BHTHETO), HabIONaBaHUTE HEXENMaHH
PeaKLHHA CE CYMTAT 33 BTOPUYHHW MO OTHOWEHHE HA XHIIOTNIHKEMHUYHHTE €(QEKTH, NPEAH3BHKAH OT
BEUWICCTBOTO MPU MAHKHTE U NTOTOMCTBOTO.

6. DAPMAIIEBTHYHHU CBOHUCTBA
6.1 CnH¢bK HA NOMOINHATE BEIECTBA
JlakTo3a MOHOXUApaAT

HaTpUeB HULIECTEH IITKOAAT (THIT A)
MHKPOKpMCTAIHA LEeMy03a

nmoBu0H K30

MarHe3ueB creapar

1 mg Tabnerku: yepseH xeseseH okeng (K172)
2 mg tabnerkn: XeaT xkeneseH okcua (E172), unauroxkapmus (E132)
3 mg TabneTKH: YepBeH xene3eH okena (E172)
4 mg TabneTkn: uHOHrokapmux (E132)

6 mg TabneTku: ceHceT XKBITO (E110)

6.2 HecbBMecTHMOCTH

Henpunoxumo,

6.3 Cpox na roguocr

[ numeramma 1 mg Tabnerku:
2 TOAVHM

[numeramma 2 mg/ 3 mg/ 4 mg/ 6 mg Tab1eTky:
3 rOANHY

6.4 Cneuanannn YCTIOBHS HA ChXPAHEHHE
To3KW n1eKapCTBEH NPOAYKT HE M3UCKBA CIICLHAIHU YCJIOBUA HA ChbXPAHEHHUE.
6.5 Jlanun 33 ONAKOBKATA

[Ipozpaunu PVC/anymMunuesu OJHCTEpH.
Onakosku 110 30, 60 u 120 Tabnerku (6mucrepu ¢ o 10 Tabnetkn).

He Bcuuky BUOOBE ONAKOBKH MOrar fa ObJaT IyCHaTH B npoaaxba.
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SPC - Glimepiride 1 /2 /3 /4 /6 mg tablets

6.6 CneuHajaHn NpPeANA3ZHH MEPKH NPH HIXBbPJIAdHE

Hama cneuyanHu U3MCKBaHUA

Heusnon3gaHUAT NpPOAYKT WIM OTNAAbUHHTE MaTepHalM OT Hero TpabBa jJa ce W3XBbPIAT B
CBHOTBETCTBHE ¢ MECTHHTE M3UCKBAHMA.

7. IIPUTEXATEJI HA PASPEILIEHHUETO 3A YIIOTPEBA
Worwag Pharma GmbH & Co. KG
Calwer Str. 7
D-71034 Bbblingen
['epManus

8. HOMEP/A HA PAZPEIIEHMETO 3A YIIOTPEBA

9. JATA HA IIBPBO PA3PEINIABAHE/NIOAHOBJABAHE HA PA3JPEUHIEHUETO 3A
YIIOTPEBA

10, JAATA HA AKTYAJINZUPAHE HA TEKCTA
Asryct 2008
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