1. TBPTOBCKO HME HA JJEKAPCTBEHMA ITPOAYKT
Amaryl 1 mg tablets
Amapun 1 mg raGieTrn
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Amaryl 2 mg tablets .
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Amaryl 4 mg tablets

Amapna 4 mg Tadaerku

2. ROMYECTBEH U KAYECTBEH CBECTAB

Besika Tabnerka Amaryl 1 mg esnppixa 1 mg rmumenupun (glimepiride).

TToMOIHY BeIECTRA: ChABPKAT ce ¢bIo 69,0 mg nakroza MOHOXHApPAT Ha Tablerka.
Bceaxa tabretxa Amaryl 2 mg cpaspia 2 mg rmumendpuy (glimepiride).

IToMOIHH BelllecTBA: ChABPKAT ce cblio 137,2 mg naxTo3a MOHOXMApPAT Ha TalneTKa.
Beska tabnetka Amaryl 3 mg cpaspixa 3 mg rammenupun (glimepiride).

TIoMOMIHA BellecTRa: CHEABPIKAT ¢e ¢olno 137,0 mg maxkroza MOHOXMOPAT Ha TableTka.
Besxa tabnetka Amaryl 4 mg crabpixa 4 mg rnumenwpun (glimepiride).

IMTomowIHY BeIeCTRA: ChABPKAT ce ¢hIo 135,9 mg AakTo3a MOHOXUApAT Ha TalleTKa.

3a MBENHYA CIMCEK HA TIOMOIMHHTE REMIECTBa, BUXKTE 6,1,

3. JEKAPCTYBEHA ®OPMA

Tabnerka

Amaryl 1 mg

Tabnerkure ca pO30BH, OBAIHH © JEUTENHA YEPTA OT JBETE CTPAHM.

Amaryl 2 mg
TabneTkuTe ca 3e/eH, OBANHE ¢ HENHTEIHA YEPTA OT ABETE CTPaHH,

Amaryl 3 mg
TabneTkute ca GneN0 MEITH, OBANHM ¢ ASTHATENHA YEPTA OT IBETE CTPAHH,

Amaryl 4 mg

Talnerrure ca CBETIO CHHI, OBUIHK ¢ JSNHTSNHA HepTa OT JBeTe CTPAHM.
4, KJAHYEIA JARRI

4.1 TepanesTHYHE HTOKASARKS

Amaryl e nokasas 3a AeweHMe Ha saxapeH auaber THIT 2, KOraTo caMo JueTara, GHsnyg
HATOBAPBAHE M CHIDKEBAHETO HA TEACCHOTO TEITI0 ¢4 HONOCTATHYHM,
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3a MEPOPANTHO IPHIIOKEHHE




OcuoBara 32 YCHEUIHOTO JIeUeHWe Ha nuadeTa ca NoAxosMIaTa JuCTa, peoobHara (bHSquCKa
AKTHBHOCT, KaKTO A PYTHHHOTO H3CNEJBAHS Ha KPBBTA H YpPHBEATa. TabneTKHTe HIH HHCYAHHDLT HE
MOTraT Ja KOMIICHCHPAT HHUBaTa Ha KPpRBHATA 3axXap, ako NalHCHTET HE Clia3ba NperoppyaHata JHeTa.

Jozuporkata ce ONMpeeNns cope pe3yITaTHTe OT H3CIE/IBAaHUATA HA 3aXapTa B KPBETA H YPHHATA.

Hauanuara nosa e 1 mg rmuMenupun NHEBHO. AKO ¢& IIOCTHTHEe IoOpo OBNaAssaHe, Tasu A03a Tpabra
Iia c€ M3M0A3BA U 33 MOAALPIKAIIA TEPaTIH.
3a pasnuUHNTE JO3HPOBKH C€ MpeAaraT MOAX0MAIH KOHUEHTpalyH.

AKO KOHTPONBT & HE3aJ0BOIMTENEH, Ho3aTa TpsOBa Ja Oble yRenuHeHa ch00pa3HO CTeNeHTa Ha
OBNAJABaHE Ha KPHBHATA 3aXap, CTRIAJIOBUAHO ¢ MHTEPBAJl OT OKONIO 1 [0 2 CeMMMUK MEKAY BCAKO
CTBIIANO, 10 2 mg, 3 mg WK 4 mg rIMMENHpAL Ha JIeH.

Josata Hag 4 mg IIAMMEMHPUA AHEBHO NaBa HO-J00PH pesy/ITATH ¢aMo B H3KITFOUHTEIHY CILyJaH.
MaxkcHmanHaTa OpenoppUUTEenHa 032 e 6 Mg FIHMENUpHT AHEBHO,

{Ipu manMeHTH, KOUTO HE ca OBJafeHH aJleKBATHO ¢ MaKCHMAanHaTa HeBHA J03a metformin, Moxe fa
ce 3aN0YHe CHIIFTCTRAUIO JISHEHHE C TIIMMEeTTHpHLL,

Hosara na metformin Tpadea xa ce 3amnasy, a JSUSHHETO ¢ INIUMENUPH Ce 3al104Ba C HICKA 1033,
KOATO Ce Tm"pupa B 3aBUCHMOCT OT XKEJIaHOTO HHUBO Ha METaGOJ'IPITeH KOHTPOJ A0 MakKCHMallHaTa
nuesHa go3a. KomOuHupanara Tepanua TpaOBa Ia ce 3aI1049Ba IOJ CTPOro MeIHLMHCKO HabmoaeH e,

Ipu nanmpenty, KOWTO HE ¢a OBJIaJCHU afeKBATHO ¢ MaKCHMAJHATA JIHeBHa fo3a Amaryl, mpu
HeoOXOAMMOCT MOXKE JIa C¢ 3all0YHe CHITFTCTBAIO JieyeHre ¢ HECYNHH. [IpH 3ama3sane mo3aTa Ha
TEMENHpU, HHCYJIHUHOBOTO JISYCHHE ¢& 3al04Ba C HHCKA J103a, KOATO ¢e TUIPUPA B 3aBUCHMOCT OT
JKENAHOTO HUBO Ha MeTa0onmuTeH KoHTpo1, KomOuaupanarta Teparus TpadBa Ja ce 2alodsa nox
CTPOro MeIULHHCKO HalIoOAEH e,

Hopmanso, egroKkpaTHa AHEBHA 1033 IIAMENINPHI ¢ ZocTaThyHa. [IpenopEUHTeNHO ¢ Ta3H Aoza Ja ce
TIpHEMa HeNOCPEHCTBEHO TIPEH, MITH 110 BpeMe Ha CTabHITHA 3aKyCKa, W aKo HAMA TaKasa,
HEIIOCPEACTBEeHO IpeR, WM No BpeMe Ha IBPEOTO CCHOBHO XpaHeHe,

Axo OBIe npolTycHaTa 1033, T4 He OHBa Ja ¢e KOMIISHCHPA ¢ YBeIMYaBaHe Ha CIeABallaTa 103a.
TabnetkiTe Tpadsa Ja ce NOTIIBIIAT LETH ¢ MAIKO TEMHOCT.

AKO MalMeHTET pasBHe XHUIIOTJIHKEMHYHa peakIia oT 1 mg rmuMendprua JHEBHO, TOBa O3Ha4YaBa, 4¢
TOI Moxe fa Obxe OBNagdH caMo ¢ AHeTA.

B xona Ha JIeYeHHETO, THH KaTo MoAoGpeHHeTo B KOHTpoia Ha AHadera e CBBP3aHO ¢ MO-BHCOKA
HHCY/IMHOBA YyBCTBUTEIHOCT, HYKIUTE OT NIHMEUPHI MOTAT Ja HaManesT. 3a uzdsreaHe Ha
XUIIOrTIMKEMHH, € YMECTHO HAMAIIABAHE Ha 03aTa HIIH CIIMpPaHeTo My, [IpOMeHH B 103aTa MOTaT Ja ce
HAJIOXKAT CHILO H AKO HACTHIIAT IIPOMEHH B TEIVIOTO WK HAYHHA HA KUBOT HA MAUMEHTa, WK aKo
BB3HHKHAT APYTH (aKTOPH YBEAMYABAINM PHUCKA OT XHIIO- MM XUIEPIIMKEMHS,

IIpemnBaBane oT APYrd NEPOPAIHR XHIOTTHKEMHEHA JeKapCTBeHN MPOJYKTH KM Amaryl

o MpUHIHET € BE3MOKHO IIPEMHHABAHE OT JPYTH XHITOITTHKEMHYHE areHTH kM Amaryl. 3a
NpeMYHABaHETo KbM Amaryl, TpaOBa 1a ce B3eMaT NpeBU MOLHOCTTA U IOy KHBOTA Ha
NPeaXONHOTO JIEKapeTBO. B Hitkou cirydan, ocobeHo Iipy NPOTHBOANAGETHH CpeficTBa C JBIIBT
rionmyskueotT (Harp. chlorpropamide) e npenopsunTeNIeH NEpHOM HA H3YHCTBAHE OT HAKONKO KHU C
Ornex na ce Hamand 10 MAHUMYM PHCKET OT XHITOIMIHKEMITIHY peaKLpy BCIEACTBHE aflHTHBEEH edekT.

TlpemMunasaHe 0T HHCYIHH KbM Amaryl

B M3KJIOUMTENHH CITy4aH, KOTaTo NAUeHTH ¢ AuabeT THI 2 ca perysIHpasH ¢ i
nokasaHps 3a npeMunarane Ha Amaryl. . IIpemunasanero Tpa6pa 1a ce U3BBpIN
MEAHIMHCKO HaOMIONeHue,




CrenyanHy nomynaHH
IMaupenrn ¢ 6p6peunn 1 yepHoAPOOHY HAPYIICHIS:
Bwxre Touke 4.3.

Lena v ;oHOmM

JIumica OIKT 3a HpHUIaraHeTo Ha TAMMENMPH FIpH Neua no) § roAxmEa B53pacT. OMUTET ¢
TTAMENTHPH KaTO MOHOTEPAIIES IPH Jena Ha Bp3pacT oT 8 o 17 roxyiIHa BE3pacT e orpaHideH (Bix.
Toyka 5.1 m 5.2).

Tlopanu orpaHU4eHHTE NAHHHE 32 eeKTHBHOCTTA i 6€30IIACHOCTTA B [IENUATPHUIHATA IOy AL HE CE
pefiopBUBa H3MION3BAHETO NPH Ta3K BE3pacToBa rpynia.
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[numenypyy € IpOTHEONOKA3AH NMPH MALMEHTH CHC CHETHUTE CHCTOAHHEA:

®  CBPBXYYBCTBHTENHOCT KbM TIMMENHPHT, APYTH CynGaHITypeifHH IpOSYKTH I
CyN(ORAMHNH WK KBM ITOMOLIHHTE BELIeCTBa
HHCYNHUHO3aBUCHM Tuader
JuabeTHa KoMa
KETOaUun03a
TeXKKH HapymeHHs B 6s6peunaTa HIM yepHoapobHaTa GyHKuMA. B ciydau Ha Texke
HapyieHus B 6p0peyraTa WM depHOAPOOHATa QYHKIM, € HeOBXONMMO MPEMHHABAHE KbM
HHCYIIHH,

. & & @

44  Coenuanmu Npeynpe;xAeHHs i CHENMANHA NPeNANA3HA MEPKH npH ymorpeba
Amaryl TpaGsa na ce npHema HeOCPEACTBEHO NIPe/H, HIIH I10 BpeMe Ha AleHe.

Koraro XpaHeHHATa C© HIBBPUIBAT B HEPSHOBHM YACOBE W H300110 GHBAT NIPOIYCKAHH, NEUSHHETO C
Amaryl Moxe 1a ZoBeze 1O XUNOrTHKeMus. EseHTyaguuTe CUMITTOMY HA XAIOTTIHKSMUS BKITIOYBAT:
FIIapoboNe, CHIIEH TTIajl, FAAEHS, TIOBPHUIAHES, OTIANHAIOCT, CHHIIMBOCT, HAPYLUEHH HA CHHA,
6e3noKofCTBO, arpeCHBHOCT, HAPYIIeHH KOHISHTpaIus, GOLPCTBAHE ¥ BPEMS 34 pearnpase,
NIOTHCHATOCT, OGBPKAHOCT, PEUEBH M SPUTENHH pascrpoiicTsa, adasus, TpeMop, Tapest, CeH3OPHH
HAPYIICHHAS, 3AMATHOCT, He3I0MONMOCT, 3aryGa Ha CAMOKOHTPON, XeNup, tepebpanHu repuose,
COMHOIEHTHOCT M 3ary6a Ha Ch3HAHHE BITFOUMTENHO JO KOMA, HOBLPXHOCTHO NHMINAHE I
Gpanukapius, Ocser ToBa, MOTAT JIa A HANHII® H HPHIHALH HA ANPSHEPIHUNO MeHHUpana obpaTHa
perynaus, Kato BII0TABANe, JeIKaBsa KoyKa, B30y e, TaXHkapIu, XHSPTEHIHA, eKCTPACHCTONHS,
angina pectoris ¥ CHPIEHMHH APHEMHH.

Knmanuaara RapTHHA Ha TEXKUS XHIIOTAHKSMHYCH TIPHCTRIT MOMKES 18 HanlonoGsaea Tasy Ha HHCYIIT.

CHMIITOMHTE TIOMTH BAHArM Morar fa ShaaT Gepa0 OBNAJIHK Ypes nesabaper mpueM Ha
BEIEXHApatH (3axap). Hskycersenure nogenanureny HaMar edexr,

Or npyrute cyndadumypeiHE MPOAYKIH ¢ HIBECTHO, Ue BBIPEKH IEPBOHAYAIHO YCHSIIHHTe
KOHTPaMEPKH, XBIOTTHKEMHATA MOKE AA Ce TIOBTOPH,

Temkara HWiH TIPOXBIPKATENHA XHTIONTHKEMHS, OBAAIAHA CAMO YaCTHYHO ¢ TIOMOINTa Ha ofnuaiumTe
ROJMHMECTRA 3axap, Haara HezabapHo NEYEHHE, 4 B HAKOH CIyqan B XOCIMTAnHIAI,

Gaxropure 6ArOUPHATCTBANIH XHITOINHKEMEATA BIOTIOURAT:

- HEIKeIIaHue WIH (I10-4eCTO IPH KO-BB3PACTHH NALMEHTH) HeCrocoBHOCT Ha
CETPYIHHYH,

- HONOXpaHBAHE, HEPENOBHH YacOBe Ha XPAHEHE HIH IIPOITYCHATH XPAHEHHS,
BB3ABPIKEHE OT XpaHa,

- NPOMEHH B JHETAT4,




- AucOanaHe MexXIy (PH3PHMecKoTO HATOBapBaHe 1 IIPHeMa Ha BBIIISXHADATH,

- KOHCYMALIUs Ha ankoXoJl, 0c06eHO B KOMGHHAIHA C TIPOITYCHATH XPaHeHH,

- HapymeHa Op0peuna GyHKums,

- TEKKa YepHOApoOHa TUChYHKINA,

- npegozHpaHe Ha Amaryl,

- HSKOH HeKOMIEHCHPaHH HapyIIeHHS Ha eHIOKPHHHATA CHCTEMA 3acArally BLIieXUAPaTHHA
MeTaboAu3EM MK 00paTHaTa peryJiaLlia Ha XHIOrHKeMUATa (KaTo HallpHMep TIPH HAKOM
pascTpolicTBa B IHTOBMAHATA (hyHKLMA U IIPH NPeiHa XAMO(QH3apHa WIH aJpeHOKOPTHKOHS
HENOCTATHYHOCT),

- €JHOBPEMEHHO NMPUEMAHE Ha HAKOHU JIeKapCTBEHH NpoAyKTH (BXK. Touka 4.5).

Jleuennero ¢ Amaryl u3uckea peAOBHO ClIEiEHe HA HABATA Ha KPBBHATA 3aXap B KPBBTA H ypPHHATA,

OcBeH ToBa, ce MpenopsyBa OlpeleNnsHe Ha ChOTHOUICHHETO Ha INIMKUpPasis XeMOToGHH.

Ilo Bpeme Ha neueHHeTO ¢ Amaryl e Heo6x0AHUMO PENOBHO H3CIEIBAHE Ha YUSPHOAPOOHHTE U
XeMaTOAOTHUHNITE NoKa3aTeTH (0co0eHO Ha JICBKOIUTHTS M TPOMOOIHMTHTE).

TIpu crpecoBy CHTYalMH (HATIP. 3AOMOIYKH, CIISIIHH OepanuH, HHpeKWpH ¢ GeGpunuTeT H IIp.)
MOKe J1a ce HaJIOMKH BPEeMEeHHO IIPEMHUHABaHe Ha HHCYJIHH.

Hsawma narpynas onut 3a ynotpebata Ha Amaryl npu nalfueHTy ¢ TeKKH HapyIISHUA B 4epHOApoOHaTa
dyHKL{HA WM DY HAUHEHTH Ha Auanu3a. IIpH NauMeHTH ¢ TeXKH HapylleHus Ha Ob0peyrara Win
yepHOApoOHaTa QYHKUMA € MTOKA3aHO NIPEMHUHABaHE HA HHCY/IHH.

Jleuennero Ha manenTy ¢ G6PD-geduumr cbe cynbaHmTy peiiHi IPOIYKTH MOXKE Ja JOBeHe N0
XeMOJIMTHYHA aHeMHA. T'pif KaTO MIHMENHPHA NPHHAIUIEKH KM IPyNaTa Ha cyndaHmypelinuTe
TPONYKTH, MPENopEiBa e IOBHISHO BHUMaHHe NpH MatyeHTH ¢ GO6PD-geMINT U NpuiIoskeHns Ha
He- cyihaHnnypeHd mpoNyKTH.

AMapuI CBABPIKA JTakTO3a MOHOXMApAT. IaneHTH ¢ pefKd HAaCIEACTBeHH TpoGIeMH Ha ranakTo3Ha
HeronocumocT, Lapp faktasHa HEROCTATEUHOCT WK INIFOKO30-IalakTo3Ha ManabcopOuus He Tpabsa
714 B3eMAT TO3M HEKapCTBEH IIPOIYKT,

4.5 Bzanmopeiicrene ¢ APYrn JeKAPCTBEHN NPOAYKTH 1 APYFM HOpMH KA BIanMonecHeTBHe

Axo Amaryl ce npHeMa eIHOBPEMEHHO ¢ HAKOH APYTH NeKApCTBa, € RBIMOXKHO NA BRIHHKHE KaTo
HEKENAHO [OBHIIEHHe, Taka M MOHIDKEHHE Ha XHIIONIHKeMHUYHOTO Jeifcrsue Ha rimMerapus,. Topanu
TOBR, APYTH JIgKAapeTRa TPAOBA Ja ¢e MPHMAT CaMO Che 3HAHHETO (MIIH IO NPEAITCARNe) Ha JIeKap,

Tnumermpup, ce MeTaBonusupa or turoxpom P450 2C9 (CYP2C9). MasectHo e, e MeTabonnameT my
C& MOBMMABA OT BIHOBpeMeHHOTO npHeMane Ha CYP2CY unaykropu (Hanp. rifampicin) wnm
prxuGHTOopn (Hanp. fluconazole).

Peaynrarure o in vivo npoyusaHe Ha B3auMoJeHcTBIATA CHOOILEHM B IMTEPATYPATA IOKA3BAT, Y&
TIAOLITA MO, KPHBATA Ha IIHMETHPHIL ¢¢ YBemyyara npubmusnrento apykpatHo ot fluconazole, equu
ot Haif-monanTe CYP2C9 unxuburopn.

B3 0CHOBa Ha onHTa ¢ Amaryl H ¢ apyry cyndarimy pefiHy IEKapCTBEHK PONYKTH ¢ HeoOXOIuMO e
Ja GpIaT CrioMeHaTH CIeNHHTE B3auMOIeiicTeIA,

[oTeHnEpane Ha IIOMDKABALINST KPEBHATA 3aXap eeKT, a OPAJH TOBA, BE3MOXKHOCTTA B

- (ernGyTa3oH, a3apoNasoH H OKCHPeHOYTa30H,

- HHCOYJIMH H IEPOpaiHH NPOTHROAMAOSTHH CPENCTBY, HanpHMep MeThopM
- CAJIMLHIIATH U P-aMHHO-CAJIHLHIIOBA KHCETHHA,

- agaBONHK CTEPOHIH H MBKKH ITOAOBH XOPMOHH,




- XJTOpaMQEHUKON, HIKOH ABITO OeHcTBaIM cynhOHaMIAH, TeTPallHKINHY, XHHOIOHOBH
arTOHOTHIIN M KIapHTPOMULIAH

- KyMapHHOBH aHTHKOA'YIAHTH,

- dendurypamam,

- ¢ubpars, '

- ACE uHxuOuropH,

- dmyoxceTun, MAQ-urxuburopH,

- A0y PHHOJI, NpoSeHUIH, CyNHHINPa3oH

- CHMIATHKOJIMTHLY,

- murnodochamun, rpodochamun u udpocdamuou

- MHKOHAa3011, (JIyKOHA301

- NeNTOKCH(HANH (BHCOKH NapeHTepand T03H)

- TPUTOKBATHH

OrcnaGBane Ha NOHIKABAINMA KPbBHATA 3axap ebexT, a mopagy TOBA, BE3MOKHOCTTA B HAKOH ClIy4au
Jia PB3HMKHE XHOSPrIHKeMUA [PY NPHeMAaHe HA HAKOH OT CJIGAHITE JIeKapCTRa, HapUMep:
- €CTPOreHH H IIPOTecTareHH,

- CalypeTHUH, THASHAHK NIy PETHIH,

- cpencTRa CTHMYAHpAN(H IUTOBHIHATA JKI1e3a, TIIOKOKOPTHKOHIH,

- teHOTHAZHHOBH HPOH3BOJHY, XAOPIPOMAa3HH,

- aNpeHATHH H CHMITATHKOMHMETHLIH,

- HHUKOTHHOBA KHCEJIMHA (BHCOKY JO3H) H IPOU3BOAHU HA HUKOTHHOBATA KUCEIHHA,
- JIaKCaTHERH (TIPH IpOABIDKHTENHA yioTpeba),

- GEeHHTONH, AUA30KCH],

- TVIIOKaroH, GapOuTypaTH U pH(haMITHIIH,

- aLeTazonaMuL.

H, antaronmcTuTe, f-Onoxepure, clonidine u reserpine Morar ga KOBe#AaT WIH JO YCHIBaHE, HIH A0
oTcnaOeaHe Ha TIOHIKABAIKI KPBBHATA 3axXap edeKT.

oz BnusHUETO Ha CHMITATHKOIHTHYHH JIexapeTBa, Kato B-6nokepn, clonidine, guanethidine u
reserpine, MpH3HALMTE HA afApeHePruyHa 0GpaTHa peryialud Ha XHIOIIHKEMHATa Morat Ja ObJaT
otcnabeHu iy 1a OTCHCTBAT.

KOHCYMaLIHﬂTa Ha alTKOXOJI MOXC HETPEACKa3yeMO Ha IOTCHIHPa HITH [Ka oTcIatn
XHIIOTTHKeMIYHOTO HeliCTEHe Ha DIINMEOHpHA.

FiMenHpux MOKe Aa [OTeHHpa MK Ja 0Tcenabu epeKTHTe Ha KyMapHHOBHTE NPOH3BOHH,
4.6  BpeMeHHOCT H KbpMeHe
bpemennocm

Prck, cBpp3aH ¢ qHabera

Heo6nyaiinu HiBa HA XpBEHATA 3aXap 110 BpeMe Ha GpeMEeHHOCTTa ca CBHP3aHH C [10-4ECTO
BB3HHKBaHe HA BPOICHH aHOMAJIHMH H epUHaTalHa cMbpHOCT. ETO 32110 HUBaTa Ha KpbBHATA 3aXap
TpsOBa 12 OBAAT CTPHKTHO CiIe/ieHH N0 BpeMe Ha OPeMEHHOCTTA ¢ LieJT #30ArBaHeTO Ha TePaTOreHeH
puck. Ilpu Te3u ofcrogrencrpa ce mpenoprysa ynorpebara va HucynuH. IanueHTkuTe,
BE3HaMepsABallH 1a 3adpeMeredT, Tpa6Ba na yreloMAT CBOA JIeKap

Puck cBbp3al ¢ IMUMEITHPHL
Hsma goctaTsuHO NaHHM 32 ynoTpOara Ha MHUMEITHPH NMpH GpeMeHHH seHy. 11
JKMBOTHH Ca ITOKA3ATH PEIIPOXYyKTHBHA TOKCHIHOCT, KOATO Hau-BEPOATHO ¢ CBE
thapMaKOFOrMYHOTO ASHCTBHE (XUITOIIMKEMUA) Ha rimMenupua( BIDKTE TOYKA

CrenoatesnHo, NUMeNupy) He TpaOBa fa 6'b)1¢ H3MOI3BAH NO BPEME Ha LANAT:




B ciyya#i Ha ieqenvie ¢ TTMMENHPHA, aK0 NANHEHTKATA TaHupa OPEMEHHOCT KITH aKO € OTKpHTa
GpeMeHHOCT, TepanuaTa TpsOra Ja Ob/e NpoMeHeHa BE3IMOXKHO Hal-05p30 Ha HHCYIIHH.

Kepmene

ExckpelnaTa B MalfUHHOTO MIISKO He € M3BecTHa. [ TMMemupu 1peMHHaBa B MIISIKOTO Ha [NTEXOBE.
Tsit kato Opyrure cyndaswrypeHE IIPOU3BONHH [IPeMIHABAT B MaHUHHOTO MIIKO ¥ THii Kato
CBHINECTRYBA PHCK OT XHIIOTTTHKEMHES NpH KbpMadeTaTa, Ce MPeNophyBa fa ce H30Area KbpMeHeTo o
EpeMe Ha JICYeHHETO ¢ MIUMEeNHpH.

4.7 Bauausie BLpxy cnoco0HoCTTA 32 INofnpane H padoTa ¢ MaIIAHA
He ca npoeexxmany mpoy4BaHus 3a eieKTHTe BEPXY crioco0HOCTTa 3a ModHpase M paboTa ¢ MaIyHHMA.

Crioco6HOCTTa HA TIALHEHTHTE 38 KOHIEHTPAaLu H pearupade Moxe Ja Obpae HapyllieHa BCAEICTBHE
XHTOTAHKEMHS WIH XUIIEPITIMKEMHUs, I HalpAMep, BCASACTBHE HapyLIeHHs B 3peHHETO. ToBa MOXe
Jia IpeICTaBNsABa ONACHOCT B CHTYALMH, [IPH KOUTO Te3H CIIOCOGHOCTH ¢a 0T 0cOOEHO I'OJISIMO
3HavueHHe (Hanp. modHpaHe HITH paboTa ¢ MaIlKHHH).

ITanuentute TpsOBa Na GBIAT NOCHBETBAHH Ja B3EMAT MPEeANasHE MEPKH 34 w3lATBaHe Ha
XMIIOrJIMKeMEA o BpeMe Ha modipare. Toea e ocofeHo BakHO NMPU THLA ¢ MOHIDKEHO WK
JIMINCBaNIO YCeelaHe 3a NPEAYNPeIUTEeHITE CHMIOTOMH Ha XUIIOTAHKEMHATA, HIIH KOUTO HMaT 9€CTH
eIU30/H Ha XHrornukeMus. Heobxonumo e nobpe aa ce 0GMHCIM AATH YIPH TakHBa 06CTOATENCTRA €
HPENOPHUUTENHO Te Ja Blodupar HAK O3 paGoTAT ¢ MaluKHIL,

4.8 He:xenanu siekapcTBeHH peaknnm

CnepHWTE HEeXKeNAHH JISKAPCTBEHH PeaklHM OT KIMHHEYHY H3CIeOBaHus, GasHpaHH Ha onuTa ¢ Amaryl
¥ C apyrure cyndaHunypeliHy JIeKapCTBEHH NPONYKTH, ¢a W3PENSHH IO CHCTEMO-OPTaHeH KIac M B
pel Ha HaMajgsallid 4ecToTa (MHOTO decTd =1/10; vectu: 21/100 no<1/10; mevectw: = 1/1,000 go <
1/100; pemxy: =1/10,000 no <1/1,000; mHoro pemwu: < 1/10,000), ¢ HemsBecTHa uectoTa (OT
HAJNHYHHUTE AZHHYA He MOJKe Aa ObJle HanpaseHa OleHKa)

Hapymenus Ha KpPbBTa H IAMpHATA CHCTEMA

Penxu: TpoMOOLUTONCHNA, JIEBKOIICHH, EPHTPOLIMTONCHHS, I'PaHyIOIMTOTICHHS, aTPaHyIOLHTO34,
XeMOJIMTIYHA aHEMUS H NAHIMTONEHHS, KOUTO N0 NPHHIKI ca 00paTHMHU cliell IpeKpaTaBane IpreMa
Ha JEKapCTBOTO.

Hapymenns na AMYHHATA CHCTEMA
M&HoOro peiikH: alnepruye BacKyNIUT, JIEKH peaklHH HA CBPBX4YBCTBUTEIHOCT, KOMTO MOFAT Jia
MpepacHaT B TeKKH PeakUHy ¢ THUCIIHES, CHIDKABaHe Ha KPHBHOTO HAIACAHE H [TOHAKOrA LIOK.

C HeM3BECTHA YECTOTA; BEIMOXKHM €2 KPECTOCAHH ANEPryH ¢he CyN(haHmypeitHu npernapard,
cy/poHaMHAM MITH CPOIHH BEIIECTBA.

Hapymenus Ha MeTaG0/M3Ma U XPAHEHETO
Penxu xMOorIHKeMs.

Haii-4ecTo Te3u peakLiy BR3HHKBAT He3abaBHO, MOTAT 1A ca TeXXKH ¥ He BUHATH € NecHo na 6bpaar
KOpUrHpaHd. B3HUKBAHETO Ha MOA0OHH Peakiy 3a8HCH, KAKTO W XIPH APYFHATE XAIOTIMKEMHYHH
TePaIkH, OT MHIUBH/IYAIHH (aKTOPH KATO XPAHWTEIHH HABHLH H OT HO3HUPOBKATA (B, TR T30,
JOTBIHHATENHA HHpOPMALIHT). -

Hapymenns Ha ovuure
C Heu3BecTHA yecTOTa; 0c00eHO B HAYANOTO Ha JICYCHHETO ¢ Bh3MOXKHO JIa BB3HH
HApYIUSHHs B 3peHHETO, [IOpaAy HpoMAHa B HHBATa HA KPEBHATA 3aXap.
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MHoOr0 pefiky; rageHe, NOBPBINANE U JIHAPHA, TeKECT WK yoellaHe 32 MPEIBIHSHOCT B CTOMallHaTa
ofnact 1 kopeMHy SONKH, KOUTO BOJAT O NPEKpaTIRaHe Ha JISICHHETO,

Xenato-0uiapun HapyIeHHst

C HeMzBeCTHA YeCTOTA: MOBHIIEHHE Ha YepHOAPOOHHTE @H3HMH.

Mitoro pexH: HapyIleHHe Ha uepHOApoOHaTa QyHKNHA (HAlP. ¢ XOMeCTasa U HKTep), KaKTo H
XeNaTUT WIH YepHOApoOHA HEROCTATEHHOCT.

Hapyumenns Ha KOXKATA ¥ HOJKOMKHATA THKAH
C HeH3ReCTHA YSCTOTA: BB3IMOKHO € Ja BE3HHKHAT PeaKlHH Ha CBPEXYYBCTBUTENHOCT MO KOXKATa,
kato cepOesx, 06pHB, YPTHKApHA H (HOTOUYBCTBHTENHOCT.

H3cnegpanun
MHoro peikd: NOHIKeHHe HUBOTO Ha HATPH B KPBBTA.

4.9 Tpenosnpane

Crep; IpEeM Ha CBPEX03a, MOXE 1a BE3HHKHE XHITOTTIMKEMHS ¢ YPONLILKHTEIHOCT OT 12 1o 72 vaca,
KOATO MOXeE Ma Ce IIOBTOPH C/IeH MHPBOHAYATHO BE3CTaHOBABaHe. CHMIITOMHTE MOTAT Ja He ca
HaIIHIe B IPOJEIDKEHKE Ha IO 24 Yaca ciex npreMa. 1o mpHHIME ce npenopbyBa HabmoieHue B
Gonuuna. Morar Aa BB3HHKHAT rageHe, MOBpbItaHe, Gonky B enMractpuyMa. B ofumusa cmydait,
XAMOrNAKEMHATA MOKe A4 € IIPHAPYKeHa OT HEBPOJOTHYHH CUMITTOMH KaTO HECIOKOMCTBUE, TPEMOD,
3PUTENHH CMYILEHHUS, IPpobneMH ¢ KOOPAHHALMATA, CBHIMBOCT, KOMa H MEPUORE,

JleweHHETO ce CHCTOHM MPEIUMHO B NPENIOTBpaTIBaHe Ha abcopOriaTa upes npeiUsBHKBAHE Ha
HOBPBINAHE, CNIEN KOSTO ce MpHeMa BOJA HNH TMMOHAA ¢ aKTHBEH BHIVIEH (ancopOenT) U HaTpHeB
cyidar (naxcaTus). AKO € TIPUETO TOJIIMO KOMHYECTBO NIMMEIHPHA, € [I0Ka3aH CTOMAIISH AABAXK,
MOCHEBAH OT AKTHESH BBIVIEH ¥ HATpHEB cyidar. B ciyuan Ha (cepHo3HO) Npeno3UpaHe, € TokasaHa
XOCHHTAAM3aLMA B 3BSHO 32 HHTEH3HBHH IPrkH. Makcumanno 6sp3o TpaOpa f1a ce 3ano4He
IpHJIArate Ha [OKO3a, IPH He0oOXOOHMOCT Ype3 CONyCHO MHTPaBeHO3HO HIDKEeKTHpaHe Ha 50 ml
50%-eH pasTBOp, NOCNenBaH ot uHGy3nd Ha 10% pasTBOp CBC CTPHKTHO MOHMTOPHPAHE HA KPBHBHATA
3axap. [To-HaTaTelIHOTO JiedyeHue TpAGBa Ja ObAe CUMITOMATHUHO,

OcofeHo MpH JIedeHHe Ha XMITOTIHKeMHUsA BCIeACTBHE CIIydalitHo nprueMade Ha Amaryl or Gebera u
MAJIK¥ Jena, fosara Ha TIpHIoKeHaTa TIIIoK03a TpAOBa 1a ce KOHTPOJIHPa BHUMATENHO 32 114 ce
130erHe BepOATHOCTTA OT NpeU3BHKBAHE Ha ONacHa xuneprankemusi. KpbeHaTa 3axap Tpabea da ce
ClieoH CTPHKTHO,

5. PAPMAKOJOITYHIA JAHHA
5.1 PapMakoAHHAMHYHH CBOHCTBA

®dapMakoTepaneBTHYIHA Ipyila: [IoHWKaBalM KPEBHATA 3aXap JIeKapcTea ¢ H3KITOYEHHE Ha
uHCYHHY: Cyndonamuny, JepusaT Ha ypeara. ATC xom: A10B B12,

I'mivenupuz e nepopaiHo aKTHBHO XHIIONTHKEMHYHO BEIECTBO NMPUHAKIEKAINO KEM
cynganwiypeiinara rpyma. Tolf Moxke la ce H3MON3Ba NPH HHCYIHHOHE3aBHCHM 3aXapeH anabert.

I'nuvenupun peiictsa Ypes cTHUMyNTHpaHe 0CBOOOXKAABAHETO Ha HHCYIIMH oT OeTa memmem
nauKpeaca. i W’”ﬁig‘/‘
Kaxto 1 np# fpyru cyngarwtypeifiHi IPONYKTH, To3H eEeKT ce 0CHOBABA BEPXY YC

Ha [aHKpeaTHyYHUTE Geta KISTKH KbM (GU3HONOTHYHIA CTHMYJT Ha rmoko3aTa, Ocke,
e MIYMEITAPH IPHTEXABA [ONUePTaHH eKCTparaHKpeaTHdHH edekry, oT6ernssa
ApYrH cyndaHunypeiHn MPOIyKTH.

Ocpo0osasane HA HHCYJIHH




CyndanurypeiurTe IpONYKTH PEryMpaT HHCYIMHOBATA CEKPELIMA upe3 3aTBapane Ha ATO-
YYBCTBHTE/IHHTE KAJIHEBH KaHATH B MeMOpaHaTa Ha 6eTa KIeTKUTE. 3aTBapiAHETO HA KATHEBHTE
KaHaJIH MPeAU3BHKRA JeNONIpH3alys Ha 0eTa KISTKHTE, B Pe3YITAT Ha KOSTO — NOCPSICTBOM
OTBAapsHE HA KANMIUEBUTE KaHAIH — Ce IIOCTHIa MOBUINEGHO HABNU3AHe Ha KaILHH B KIETKATA.

ToBa Bomu Ao ocBOOOIKAARAHE HA HHCYIHH IOCPSACTEOM EK30IHTO3a,

I'maMenupHE ce cBBP3BA ¢ BICOKA 0OGMeHHa ckopocT ¢ GeTa-KkieThueH MeMOpakteH NpoTerH, CBHP3aH
¢ ATD-4yBCTBHTEITHATE KaTHERH KaHAIH, HO pa3ii4eH OT o0MYalfHOTO MACTO 3a CBBP3BAKE Ha
cyndanuTypeHITe NPOTYKTH.

ExcrpanaHKkpeaTHIHa AKTHBHOCT

ExcrpanapkpeaTHuHnTe eeKTH ca, HalpuMep, NoJo0peHne B YyBCTBUTENHOCTTA Ha HepudepHuTe
THKAHH KbM HHCYJIHH Y CHIDKABaHe HHCYIIHHOBATAa KOHCYMANUs OT YepHUd Zpob.,

IToemaHeTo Ha ITIOKO3TA OT KPBBTA B NeprdepHaTa MyCKy/IHA H MACTHA THKAH CTABA [IOCPENCTEOM
CIIEL{HATHH TPAHCIIOPTHH MPOTEHHH, pa3liOIOAKeHH B KIeThyHaTa MeMOpaHa. TpaHCIIOPTET Ha
[IIOK03a B Te3H THKAHY € CKOPOCT-OrpaHHYaBaLOTO CTHIANO0 B YCBOABAHETO Ha IIIOK03aTa.
I'mumvenmpun Meoro 65p30 yBenndaBa 6pos Ha MONEKYIIHTE 3a aKTHBEH TPAHCIIOPT Ha [UIOK034 B
InasMeHuTe MeMOpaHU Ha MYCKYJIHHTE M MACTHHUTE KIIETKH, KOSTO BOMH JO CTHMYJIALIAS Ha
DITIOKO3HATa KOHCYMAaLHA.

Tmunvenmpun oBHIIABA aKTHBHOCTTA Ha glycosyl-phosphatidylinositol-crienuguunara docdataza C,
KOETO MOXKeE Aa ce CBBPIKE ¢ MEIUKAMEHTO3HO MpeH3BHKAHATA IUIOrere3a H IIIOKOreHesa B
H30JIMPaHH MaCTHH ¥ MYCKYJIHH KIETKH.

nmenupun 6nokppa 00pa3yBaHeTo Ha INIOK03a B YepHHA Ipol upes NOBHIIABaHE BETPEKIETHYHATA
KOHLeHTpauua Ha fructose-2,6-bisphosphate, kolito oT cBoA cTpaHa BHXMOUPA MIFOKOHEOTEHE3ATA.

O0ma aKTHBHOCT

Tlpu 3ppaBy HEAUBUIH, MAHAMAJIHATA e(heKTHBHA NTepopaiHa fo3a ¢ mpudausurenno 0.6 mg.
EbeXTET Ha TIIHMENUPHN, ¢ TO303aBHCHM H BBIMPOU3BOANM. QH3HONOTHIHHAT OTTOBOP Ha TEKKO
(pM3HYeCKO HATOBAPBAHE, CHIDKARANE HA HHCYIMHOBATA CEKPEIIHA, OCTABA TIPH IIIHMEIHPUL.

Hsmaine 38a4iMa paznuka B e(GeKTHTS HE3aBHCHMO OT TOBA JafH JEKAPCTBOTO € IPHeTO 30 MHHYTH
TpeAy XpaHeHe Wik HeIIoCpeACTBeHO peay Xpanere. ipu manpenTy ¢ auader, no0ep MetaGonured
KOHTPOI B HPOXBIDKEHHE Ha 24 "aca Mosxe Aa Ol MOCTUIHAT ¢ 6AHOKPATHA JHEBHA 034,

Brnpein 9e XuApokeu-MeTabonu T Ha ITHMENHPH) IPEIH3BHKBA MAJIKO, HO 3HAYMMO CHHKEHHE B
CepyMHaTa IMOKO3a IIPH 3Apasd HHIMBKIM, TOR e OTrOBOPeH CAMO 52 MHHUMASIHA HacT OT O0LusI
eeKT Ha JIEKAPCTROTO.

KomGuwanpana repanns ¢ metformin

[lpn eauo npoyusare cpey naupeHTH Hexodpe OBNaNeHN ¢ MakcHMATHA Jo3a metformin, Geme
AEMOHCTPHpaH nofodpeH mMerabonurer KORTPON Ipd KOMOHHHPAHA TEPANHS ¢ ITUMEIHPHA B
CPaBHEHHE CHC CAMOCTOATENHO Npunomxer metformin.

KomGuuupaHa Tepanusa ¢ HHCYIME

HuadopmanpaTa 38 KOMGHHMpAHA TePAnid ¢ MHCYIHH € Orpaniyena, [Ipu nalyueHTH HEaIeKsaTHO
OBJIAZIeHH ¢ MAKCHMAHA 1034 MIHMEIIMpPU, MOe Ja Ce 3arl0uHe ChIIBTCTBAIIA TeParus ¢ HHOYIHH,
Ilpu mae npoyyBaHKA, KOMOHEHPAHETO NOCTHIA CHIIOTO NOMOOPeHue B MeTabOIHTHYS KOHTPON KATO
CaMOCTOATENHO NIPUTIOMKEHHS WHCYIHH, IpH KoMOUHMpanaTa Tepamis ofade, Hy¥IHTe OT MECYIHH ca
HO-MaJIKH.

(ensaliHH TOTYITALHH

Hena B 0HOIH

BH3pacT) ¢ quaber TaIr 2.




Kakro rnavennpun, Taxa 1 metformin mokassat 3HauumMo noHmwkeHne Ha HbA ;. ot Gasosara
crofinoct (rmumenupua -0.95 ( 0.41); Merdopmun -1.39 ( 0.40)). He e ycranOBEHA 3HAYHME pasiuKa
MEXAY [BETE TpyNHM Ha Aeuexne. InuMemipus He € oKasall YIO-HHCKA €(heKTHBHOCT OT MeT(OpMEH B
cpenso w3Menenne Ha HbA, . 0T GazopaTa croifHOCT. Pasmukara MexxTy JiedeHnara e 0.44% B nossa
Ha MeTdopMen. I'opHara rpannua (1.05) Ha 95%-us uHTEpBAN Ha AOBEPHTETHOCT 32 Pa3fikKaTa He €
on repepena ot 0.3% 3a He MoO-HHUCKa e¢eKTHBHOCT.

IIpy neyeHrero ¢ NIMMeNUPHA, He & YCTAHOBEHH HOBH JAMHM OTHOCHO 0e30MacHOCTTa IPH JeHa B
CPABHEHHE C BL3PACTHH MALMCHTH ChC 3aXapeH Auaber Tun 2, HaMa ABIroCcpOvIHH NPOYUBaHUS HA
edexTrBHOCTTA 1 Ge30NIACHOCTTA TIPH NEAHATPHYHH TAlHERTH.

5.2 PapmakoxknHeTHIHY CBOMCTBA

AOcop6uus: BHOHATHYHOCTTA Ha PITMMENUPH CIISA HePOPAIHO NPUIOKeHHe e IThana, [IpueMsT Ha
Xpana HAMa NPaKTHIECKO BIMAHYE BhPXY abcopOumsTa, caMo CKOpocTTa Ha aGeopbis HeKo
HamalisiBa, MakCHMaTHH CepyMHN KOHUEHTpaIHH (Cyyy) ©€ AOCTHTAT TPUGHMZHTENHO 2,5 Yaca cliel
nepopaer pueM (cpeguo 0.3 pg/mi 1o Bpeme Ha MHOTOKPATHO JO3Hpane ¢ 4 mg AHEBHO) H e
HAJINLE THHEHHA 3aBHCHMOCT Mexay 803aTa H Cpey 1 AUC (1om noj kprBaTa
BPEMe/KOHLIEHTPALIHsA ).

Paznpenenenne: I'niuMenupu MMa MHOTO HUCHK 00eM Ha pasnpeseneHue (npubIU3UTEHO

8,8 nurtpa), xoitro rpydo ce paBHABa HA IPOCTPAHCTROTO HA pasznpeAcieHue Ha andyMHHA, BICOKO
CBEp3BaHe ¢ npoTerHuTe (>99%), 1 HHCHK WiAPBHC (npubamsurento 48 ml/min).

TIpu »KUBOTHH, TAHMEITHPHA C& EKCKPETHpa B MILIKOTO. [ IMMENHpHA NpeMHHARA B IUTALICHTATA,
TIpemunaBaneTo npe3 xemaToeHLedanHata Oapuepa e cnabo.

buorpanchopmanns u enumurnpasne: Ipeobnafapamuar cepyMeH MOIYKHBOT, KOHTO € OT
3HAUCHHE 38 CepPYMHHTE KOHHEHTPALMH B YCJIOBHS HA MHOTOKDATHO NO3MpPaHe, € OKOJIO 5 2o 8 uaca.
Crniepy BUCOKM 034, Gelire oTOelIA3aH MAIKO HO-BHCOK IONYAKHBOT,

Cren eHOKpaTHA [032 HA PATHOaKTHRHO MapKUpaH MMMenHpun, 58% oT paaHOakTHEHOCTTA Oemne
OTKpHUTA B YpHHaTa H 353% B H3NpaskHeHUATa. B ypuHara He Gerile OTKPHTO HENPOMEHEHO BEILECTBO.
JBa MeTabONHTa — Hali-BEPOATHO Pe3yNTAT OT UepHOMPOOHHST MeTaOONMH3BM (OCHOBHUAT SHIHM €
CYP2C9) — Gsxa OTKPHTH KaKTO B YPHHATA, TAKa H B HBNIPAKHEHHATA: XHIPOKCH-IIPOU3BOAHC 1
xap6oxcu-npon3BoAH0. Cres repopanHo NPIIoXKEHHe Ha INIMMENHPHU]], TSPMHHATHUAT NOTY3KUBOT
Ha Te3H MeTaboIHTH Oellle CHOTREeTHO 3 10 6 9aca u 5 mo 6 gaca.

CpaBHEHNETO MeXIY SAHOKPATHO K MHOTOKPATHO JO3HpaHe BeIHEK JHEBHO He [IOKa3a 3HAYHMH
pasnuiy BB (papMaKOKMHETHKATA W HHTPaNHAUBHAyaHaTa Bapuabunnoct Gewre MHoro Hicka. He
Heuze HaOMOAABaHO NPAKTHUECKH 3HAYMMO KyMY/IHpaHe.

Crenpansy Iomynaim

DapMakoKMHETHKATA (ele CXOQHA MIPH MBXKE M 3KEeHU, KaKTO M IIPM NMAlMeHTH B Miafla 1 HanpeaHana
BE3pact (Hax 65 roxun). [Ipy nanyeHTH ¢ HICHK KPEaTUHHUHOB KJIHPBHC, Oellie HATHIE TeHISHIES
KIHPBHCHT Ha MIMMEIIMPHX Aa Ce NOBUIIARA H CPEJIHUTE CEPYMHM KOHLEHTPALMM a ce IOHMKABAT,
Hali-BepOATHO BCICACTBHE MO-OBbp3a eNHMHUHALIHA TOPajH II0-HUCKO POTEHHOBO CBBP3RaHe,
BrOpeuHoTo enuMEHEpaHe Ha Asara MeTabonura 6ewe Hapymero. Kato o, He Tpsabsa ga ce
npreMa, de NIpH TAKHBA HauKeHTH e HAHIEe PHCK OT KyMYJIHpaHe.

PapMaKOKHHETHKATA [IpH ITeTHMA IMTalueHTH Ge3 apadeT ciiel onepalldt Ha MABYHITE MBTHINA Gele
CXOMHA C TA%H [IPH 3/\PaBU HMHAUBHIIH.

Jena ¢ roHOIIM
I[Ipu npoyuBane Ha apMakOKMHETHKATa, He30acHOCTTa M IOHOCHMOCTTA NIPH SIHO
mg rauMenpuz npu 30 neauaTpHUHK HaUHeHTH (Ba b3pacT ot 10 xo 17 ropumu)
nonyyeru cpenu ctoiiHocTTH Ha AUC(g. g, Cmax u ty, ( BpeMe Ha IOMYIKHBOT)
YCTaHOBESHHTE [IPH Bb3PACTHH.

53 IIpeAkIHHAYHEN TAHHA 32 6€30MaCHOCT
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[MpeaxnuununnTe edextn Ha riuMenupun 6axa HabAONABAHH NP A03H., 3HAMUTENIHY HaR
MAKCHMAJTHHTE 3a X0pa, KOETO HMa MUHUMASHO 3HAUCHHE 2a KTHHWUYHATA NPaKTHKa. Wi Gaxa
cneacTBHE OT (papMaKOAHHAMMYHOTO AeHcTBHE (XHNOMTHKEMHS) HA ChEIMHEHHETO.

Jauuute ce 0a3zupaT BbpAY KOHBEHLMOHANIHATA (PAPMAKONOrHs 3a U3cneaBaHe Ha 0e301acHoct, ¢
HacaenBany 3a MHOrokKparHa 4030Ba TOKCHYHOCT, I'CHOTOKCHYHOCT, KaHLUCPOrCHHOCT H
penponykTHBHA ToKcHUHOCT. FlpH rocaenHoTo (NOKpHealo eMOpHOTOKCUUMHOCT, TEPATOTEHHOCT H
TOKCHYHOCT NPHU Pa3BUTHETO), HAOMIOAABAHHTE HEXRMIAHH PEaKLIHH 0s9Xa NPUETH 38 BTOPHUHI CTIPSAMO
XHMOCAUKEMHYHUTE e(PEKTH. TIPEAN3BHKAHN OT ChEAHMHCHUETO BLPXY IKEHCKH eK3eMNNAPH na
USTHPHHOIHY K TAXHOTO NOKOJICHHE,

6. PAPMALEBTHYHH JAHHU

6.1 CnHchbK Ha NOMONIHNATE BellecTBa

Lactose monohydrate, Jlaxkro3a MOHOXHAPAT,

sodium starch glycollate, HaTpHesa ckopdana raHKenaT.
magnesium stearate. MArHe3MeR CTeapar.
microcrystalline cellulose, MHKPOKpHCTaRHAa Lenynosa,
povidone 25000 rosuion 25000

OcBeH TORA KATO OLBETHTE/IH:
Amaryl 1 mg: uepsen wenesed oxeun (E 172),

Amaryl 2 mg: sbhr xkenesen okerd (E 172}, uuanre-gapmun anymunues aax (E132)
Amaryl 3 mg: skbnT xKenezed oxcun (E 172).
Amaryl 4 mg: unauro- kapMud anyMmunues nak (E 132)

0.2 HechBMecTHMOCTH
Hama oTHOWEHHE

6.3 Cpox Ha roguocT
3 ropauHu

6.4 Croensany yeI0BHA HA ChXpAHEHHE
Ha ce cpxpanaea npu Temneparypa nog 30 C.
Ha ce chxpansapa B OpUIrHHARHATA ONAKOBKA, 34 [ € NPeANasH OT BIara,

6.5 Bua n chappianye Ha oNakoBKATS

PV C/anymunuesy Gancrepu.

14,15 (camo 3a Amaryl 1 mg) 20, 28, 30, 50, 60, 90, 112, 120 u 280 tanetkn.
He peruxy BIAOBE ONAKOBKH MOraT ga Obiar IycHaTi B poaakda.

6.0 Yxasanus 3a ynorpe6a n padora

Hama crenmnantin n3ueKBanms.

7. IIPHTEAKATEJJ HA PASPEINEHHETO 34 YIIOTPEBA
CAHO®HU-ABEHTHC BhJTAPUS EOON

1303 CO®NS, BYJL AJl. CTAMBOJIMHCKMH 103, B bJIAPHS

8. PETMCTPAUHOHEH HOMEP B PEICTBHPA




Amaryl 1 mg- 9800222
Amaryl 2 mg- 9800224
Amaryl 3 mg- 9800223
Amaryl 4 mg- 20020600

9. JATA HA H3TABAHE HA ITBPBOTO PAIPENIEHHE TIOTHOBABAHE HA
PASPEIIEHUETO/

Amaryl 1 mg-04.08.1998
Amaryl 2 mg-04.08.1998
Amaryl 3 mg-04.08.1998
Amaryl 4 mg-23.07.2002

10.  JATA HA PEXAKIII HA TEKCTA

Jexemspu 2009
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