KPATKA XAPAKTEPHCTHKA HA TPOJYKTA



1. HME HA JIEKAPCTBEHHH HNPOAYKT

Amapuia 1 mg TabaeTkn
Amaryl 1 mg tablets

Amapua 2 mg TabaeTku

Amaryl 2 mg tablets PR3pecsne e _ —
6A369- 7 0305
AMapui 3 mg TabaeTkH s
Amaryl 3 mg tablets - .

AMapnia 4 mg TabaeTKkH
Amaryl 4 mg tablets

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcesika Tabnerka Amapwt 1 mg ceabspka 1 mg rauMenupry (glimepiride).
[ToMOIIHN BEINECTBA ¢ W3BECTHO JAEHCTRHE: CHABPIKA CBINO 69 mg nakTo3a (KaTO MOHOXMIpAT) HA
TabneTKa.

Bcsaka Tabnetka Amapun 2 mg cpabpka 2 mg raumenupun (glimepiride).

IToMoOIlIHY BEIECTRBA ¢ U3BECTHO JAeHcTBUE: ChIbpHKa ¢hLI0 137,2 mg nakTo3a (KaTo MOHOXHApPAT) Ha
TabreTxa.

Beaka Tabnetka AMapuna 3 mg cbabppka 3 mg ruMenupug (glimepiride).

[ToMoImHy BemecTBa ¢ U3BECTHO JAEHCTBHE: ChABPXKA Chimo 137 mg nakTo3a (Kato MOHOXUApAT) HA
TabieTka. |

Beska tabnerka AMapin 4 mg cbabpka 4 mg rauMenupuy (glimepiride).

IloMoIHK BelEeCcTRA ¢ M3BECTHO AeHCTBUE: CHABPKA CbL0 135,9 mg nakTo3a (KaTo MOHOXHWpAT) Ha
TabJIeTKa.,

3a ITbIHHA CITHCBK Ha ITOMOIIHHTE BeleCTBa, BIDKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

TadneTtka
Amapun | mg

TabneTkuTe ca po30BH, OBANTHY ¢ JEITUTENHA YEPTA OT IBETE CTPAHH.

AMapun 2 mg
TabneTkure ca 3eNeHU, OBAIHH ¢ JCIUTENIHA YepTA OT ABETe CTPAHM.

Amapun 3 mg
TabnetkuTe ca dneno XXBITH, OBalIHM C JIETTATENHA YepTa OT ABETE CTPAHU.

Amapun 4 mg
TabneTkure ca ¢RETNO CHHU, OBANHHU ¢ JETUTETHA YepTa OT ABETe CTPaHH.

Tabnetkara Moxe Aa 6Bae pasaeiieHa HAa ABe paBHU 03H.

4. KNAHUYHU JAHHU




4.1 TepaneBTHYHH IOKAIAHHA

AMapu e oKasaH 3a NeyeHue Ha 3axapeH auabeT THII 2, KOTaTo ¢aMo JueTara, GH3HIeCKoTo
HATOBaPBAHE M CHIDKABAHETO HA TENECHOTO TEIJIO Ca HeJOCTAThYHUL.

4.2 [10o3MpoOBKA H HAYHH HA NPHJI0KEHHE
3a MepopasHo NPUNIOKEHNES

OcHopaTa 3a yCIeIHOTO JieueHne Ha AualdeTa ca NOAXOALHIATA AUAETA, peAoBHaTa (hHU3HYeCKa
aKTHBHOCT, KAKTO i PyTUHHOTO U3ciieiBaHe Ha KPBBTA U YpHHATA. TaONeTKHUTEe WA HHCYIMHABT HE
MOTaT Ja KOMIIeHCHPAT HUBATA HA KPBHBHATA 3aXap, aKO TAIMEeHTHT He Cla3Ba NpenopbhuyaHara AueTa.

EOSHQ(}BKH

Ho3ara ce onpeaesnd cruopen pe3yATATHTE 0T H3C/ISIBAHAATA Ha 3aXapTa B KPBBTA H YPHHATA.

Havanuara fo3a € 1 mg rnuMenupui AHEBHO. AKO Ce IIOCTHIHE Ro6po OBNaJABaHe, Ta3y Jo3a TpAdBa
A e U3MOI3Ba U 33 MOAIBPXKAINA TEPAITHS.

3a pasNMMYHKTE PEXUMH Ha IO3UPAHE Ce NMpeTaraT MOAXOAAIIM KOHUEHTPallH.

AKO KOHTPOXBT € He3aIOBOIUTENeH, A03aTa TpAdBa na Obie yBendeHa cho0pasHe CTEINeHTa Ha
OBI3AIBAHE HA KPBBHATA 3aXap, CTHUAIOBHAHO C UHTEPBAJ OT OKONO | 10 2 CeAMUIH MEXY BCIKO
CTBIANO, A0 2 mg, 3 mg win 4 mg rIMMEIUPH] Ha JeH.

Jo3a Han 4 mg rauMenupua AHCBRHO JaBa O-J00pH pe3yaTaTd ¢aMo B U3KITKYHATEIHH CIyYau.
MaxcuManHaTa DpenoprYnTeNHa 103a € 6 Mg MINMenupH/, JHEBHO.

IIpy nanmenTH, KOUTO HE ¢4 OBNANCHM AACKBATHO C MAKCUMATHATA KHEBHa J03a metformin, Moxke na
ce 3aI0YHe ¢HhITFTCTBANIO JIeYyeHue ¢ TIIHMEeTHPH/I.

Hozata Ha metformin Tpa6Ba Ja ce 3anas, a TeUeHHETO ¢ IIMMEHPU Ce 3aM0YBa ¢ HUCKA /1034,
KOATO C€ TUTPUPA B 32BHCHMOCT OT XKeJAHOTO HUBC Ha MeTabONMTEH KOHTPON A0 MaKCHUMaTHATa
nuesHa n03a. KoMGuaupanara repanus Tpa6Ba Ja ce 3an049ea O CTPOro MEIUIMHCKO HaOMoAeHue.

[Tpy manueHTH, KOUTO HE C4 OBIA/ICHH AREKBATHO C MaKkCHMATHAaTa JHEBHA 1033 AMapwi, mpy
HeOOX0MMOCT MOXKE /1A ce 3alf09HE ChITBTCTBRALIO TicdeHue ¢ uucynuH. Ilpu 3anazpase J03aTa Ha
TTHMENUPH, HHCYJIMHOROTO NEUEHUE CE 3al104Ba C HUCKA /1038, KOATO C€ THTPHPA B 3aBHCHMOCT OT
XKeJIAHOTO HMRO Ha MeTadONUTEH KOHBTpoll. KoMOuHUpanaTa Tepanus TpAdBa 1a ¢€ 3armouka 1ol
CTporo MeJulHHCKO HalmoeHue,

Hopwmanno, enHoKpaTHa HEBHA 1033 MIUMENNPHU] € A0CTaThYHA. [IPeropruuTeNHO e Ta3y 1034 Ja Ce
npleMa HEOCPEACTREHO MIPEAN, UK 110 BpeMe Ha CTabMIIHG 3aKyCKa, WIH aKO HAMA TAKaBa,
HENOCPECTBEHO NIPEAH, HITH 10 BpeMe Ha MBPBOTO OCHOBHO XpaHEHE.

Ako OpJe nporrycHara 1o3a, T8 He O1Ba 1a ce KOMIIEHCHpPa ¢ YBeUYARaHe Ha CleARallara JIo3a.

AKO NAaUEHTHT Pa3sBHE XUNOTTHKEMHYHA peakiiia oT | mg TIUMenypuI NHERHO, TORA 03HAYABA, Ye
TOM MOXe 1a ObJIe OBNANIH CaMO ¢ JHUeETa.

B Xxoaa ga neqeHnero, Teil KaTo nogo0OpeHueTo B KOHTPONA Ha 1Madera € CBbP3aHo ¢ NMo-BHCOKA
UHCYNTMHOBA YYBCTBHTENHOCT, HYKAUTE OT INTUMENTHPpU MOraT A3 Hamanedt, 3a n3Gsreade Ha
XUITOTIHKEMHH, € YMECTHO HAMAIABAHE Ha A03aTa WiH crHpakero My. IIpoMeHn B jo3aTta MOrar fia ce
HANOXKAT CHIIO W AKO HACTBITAT IPOMEHH B TECHOTO HIH HATHHA HA XHBOT HA NAHEHTA, WIHA aK0
BB3HUKHAT APYTY PAKTOPH YRENUUYABALIY PUCKE OT XHTIO- UITH XUTICPTAHKEMIA.

Ilpemunasane om Opyzu nepopanHu XUNO2AUKEMUYHY NEKAPCMEEHU NPodykmu Kvm Amapti
ITo NpUKIUN & BB3MOXKHO NPEMUHABAHE OT APYTH XUIIOTIMKEMUYHH ATSHTH KbM AMAPH
NpeMUHABAHETO KbM AMapul, TpsAOBa [a ce B3eMaT NPeARU MOIITHOCTTA K TIOJTYKHUBOT
NpeIX0JHOTO JIeKapeTBo. B HAKOM ciyvau, 0CoGeHO pyu NPOTUROANAGETHH CPEACTBa ¢



MOy KHROT (Hamp. chlorpropamide) e npenopbylTeNeH MEPHO HA H3ITNCTBAHE OT BAKONKO THHU C
orJej| 1a Ce HaMany J0 MUHUMYM PHCKBT OT XUIIOITTHKEMWYHY peakilHi BCIICICTBHE ATHTHBEH edekT.

[TpenoprunurenHara Ha4yajaHa 1034 € 1 mg ruMenupu JHEBHO, B13 0CHOBA HA NOBIMABAHETO, 1034TA
Ha TIMMENTMPHI MOXKe 13 ce yBeNH4asa CThIanoodpasHe, Mo HauuHa MecodeH no-rope.

[Ipemunaeane om uncynus xom Amapun

B M3KMIOUHATETHN ¢NyYay, KOTATO NALHEHTH ¢ gHabeT Ta 2 ca pery/Iupaly ¢ HHCYJIHH, MOXE Ja HMa
MOKA3aHKA 34 IpeMUHaBaHe Ha AMapuii. . [lpemuHaBadeTo TpADBa Jia ¢€ H3BBHPINBA 101 CTPOTO
MeAHIUHCKO HabmoAeHHE.

Creyuannu nonynayuu
[TanyeHTH ¢ ObOpedYRH U YEPHOAPOOHY HAPYIICHHUSA
Brxre Todka 4.3.

IleguaTpiana nonynaius
JIMTICBa OTMT 32 NPUIAradeTo Ha MNIMMENUPUA IPH [eua Mof 8 roaHuiHa Be3pacT. ONUTET ¢

TTHMEITHPHA KATO MOHOTEpAMNHA IpH AeUa Ha Bb3pacT oT 8 2o 17 roauinHa pp3pacT € OrpaHiteH {BX.
TO3Ka 5.1 1 5.2).

Ilopazu orpanuyeHnTe NaHHHK 3a €PEKTHBHOCTTA U DE30ITACHOCTTA B MeHATPUYHATA MONYIIALIA HE Ce
IpeNTOPBYBa U3OM3BAHETO IPH Ta3U Bh3pacTORA IPYIIA.

Hauun Ha TpuaokeHne
Tabnetkute TpadBa na ce morirbliat, 6e3 fa ce ABBYAT, ¢ MAlIKO TEUHOCT.

4.3 IHporuponokazaHun

I'mumenupun e npoTHBONOKA3aH MPH NAHEHTH CHC CIETHUTE CHCTOSHUS:

®  CBPBXYYBCTBHTEIHOCT KbM INIMMENUPHA, OPYIY CYI(PaHUTYPEHHHA TPOAYKTH HIIH
CYJibOHAMMIY HITH KM TIOMOILHUTE RelleCTRa, M30poeHH B ToYka 6.1
HHCYNWHO3ABACHM nuader (Tyun 1 3axapen nuaber)
nnabeTHa KoMa
KETOAl03a
TEXKHU HapyureHua B OuOpeunata win yepHoapoOHaTa dyHKuUs. B ciiyyan Ha TexKKH

HapylleHus B Ob0pedHaTa Ui 9epHOapodHaTa QYHKIIHS, € HEOOX0ANMO IPEMHHABAHE KBM
HUHCYJIAH.

4.4 ChnenmaaHi NpeaynpekieHUs ¥ NpeANa3Hu MepKY Npu yiroTpeda
AMapHu1 Tpa6Ba fa ce IpHeMa HENOCPEACTBEHO IPea, AN IO BpeMe Ha sjieHe.

Koraro xpaHeHHaTa ce U3BBPIIBAT B HEPEOBHM YaCOBe WITH 30610 OMBAT MIPOMTYyCKaHH, JIEUEHHETO ©
AMapuin Moke J1a JOBEfie 10 XUIIOTTUKeMUS. EBeHTYAIHATE CUMIITOMH HA XUNMOMTIAKEMHS BKIIFOYBAT:
rnasofonue, CHIeH rnaj, rajieHe, NMoBpblLlaHe, OTMAAHANIOCT, CBHINBOCT, HAPYILIEHNS Ha ChHA,
0€3110K0ACTBO, arpeCUBHOCT, HAPYIIEHH KOBLUEHTpaLus, O0ALPCTBAHE U BpeMe 3a pearupane,
OTUCHATOCT, OOBLPKAHOCT, PEYEBY 1 3PUTENHN pa3cTpoiicTRa, adasud, TpeMop, apesH, CeH30PHA
HAPYIUEHNHA, 3aMagHOCT, Oe3NIOMOLIHOCT, 3aryba Ha cCaMOKOHTPO, JEnup, Uepedpantu rbp4oBe,
COMHOJIEHTHOCT U 3ary0a Ha Ch3HaHUE BKIIIOYUTES/IHO A0 KOMA, IOBBPXHOCTHO AUade H
Opamukapaus. OcBed TOBa, MOTAT 4 C& HANULE M HpH3HAIHU Ha aJIpeHepru4Ho MeauMpaHa oOparna
peryjaaiiia, KaTo U3MOTABaHE, JICNIKaBa KOXa, Bb30ya, TAXUKAPAUA, XHTIEPTEH3UA, EKCTPACHCTONNS,
angina pecioris ¥ CepAeYHY APHTMHH.

KiyHuyHaTa KapTHHA HA TEXKUA XUNOITUKEMHYEH IPUCTHII MOXKE JIa HAMOA00ABA Ta3yu H

CAMTITOMHTE IIOYTH BAHATM MOTAT fla OBaaT Obp30 0BNaAsHH upe3 He3abaBeH NpHeM H
BRITIEXUApATH (3aXap). M3KycTBeHUTE NOACIAIHTEIN HAMAT e(hEeKT.



Ot npyrure cyndanutype#Hn NPpogyKTH € U3BECTHO, Y€ BBIPEKH IIbPBOHAYAIIHO YCITEMHUTE
KOHTpPaMepKH, XUTOTIIHKEMUATA MOXKE Ja Ce MMOBTOPU.

Texxara unu IMPOALIKATCNIHE XHIIOJIHKEMWA, OBIaAAHA CaMO YaCTHYHO ¢ TIOMOIITA Ha oOUYaliHNTE
KONMHYSCTBA 3axXap, Hajlara He3a0aBHO JICHEHHEC, a4 B HIKOH C.Ty4ald U XOCIIUTANTHIAITHA.

Daxtopute GAAroNpUATCTBALIH XHITOTVIHKEMUATA BKIIOYBAT:

- HEXKEAAHME WY (M0-9€CTO MIPY 1TO-BH3PACTHY MALUEHTH) HECTOCOOHOCT HA TTALMeHTa Aa
CHTPYAHHYH,

- HexoxXpaHBaHe, HEPeAOBHU YACOBE HA XpaHeHe WY TIPOITYCHATH XPaHEeHNs, HiIH TIepHOIH Ha
BB3QLpPAKAHE OT XPaHa,

- IIpOMEHH B JTUETATA,

- macHanane Mexay QUIMIECKOTO HATORAPBAHE M IpHEMAa Ha BbIICXHAPATH,

- KOHCyMaiHg Ha alkoxos, 0cobeHO B KOMOHHAIHA ¢ IPONYCHATH XPAaHEHUA,

- HapyuieHa 6p0peuna (pyHKINA,

- TeXkka 4epHo/ipodHa TUChYHKLUA,

- [peAo3npaHe Ha AMapul,

- HAKOH HEKOMIIEHCHPAHH HAPYINEHUS Ha eHAOKPUHHATA CHCTEMA 3aCATALLH BbIICXHAPATHHS
MeTaboNM3BM UK obpaTHaTa perynalus Ha XUIOrTIMKEMUATA (KaTO HapUMEp IIPH HAKOH
pa3CcTpPONCTBA B LIUTOBHAHATA QyHKIUA U MIPH HpeAHa XUTOQHIAPHA WIH aIpeHOKOPTHKOUAA
HeA0CTATHIHOCT),

- €THOBPEMEHHO IPHEMAaKe Ha HAKOH JIGKapCTBEeHN NPOOYKTH (BXK. ToUKa 4.5),

JleyeHHETO ¢ AMapHIT H3NCKRA PEIOBHO CNeieHe Ha HURATA HA KPHBHATA 3aXap B KpbBTAa U YpUHATA.

OcBen TOBA, c€ NPETIOpHYBA ONPeIIIHE HAa CHOTHOLIEHUETO HA TIMKHUPAHUA XEMOTTIO0HH.

Ilo Bpeme Ha edeHHeTO ¢ AMapHn € HeeOXOAMMO PEIOBHO U3CIEABAHE HA YSPHOAPOOHHTE U
XeMAaTOJIOTHYHUTE noKazarenu (oco0eHo Ha MeBKOHUTHTE H TPOoMOOIUTHTE).

IIpn ¢TpecoBy cUTYaLUMH (HANp. 30TIOIYKH, CICIIHY onepanny, uHdekuuu ¢ hebpuamter v np.)
MOXKE A4 ce HATIOXKM BPEMEHHO NIPEMHHABAHE HA HHCYJIHH.

HsMa HaTpynaH onuT 3a yrorpebarta Ha AMapuil IpY NMAHEHTH ¢ TEKKU HAPYLUICHHA B
YepHoApoOHaTa (JYHKUMSA UK NpY NaLMeHTU Ha Auanuza. [IpH NauKdeHTy ¢ TEXKKH HAPYLICHUA Ha
ObOpeunaTa wiy YepHoApodHaTa QyHEKIH € MOKA3aHO HpeMHHaBaHe Ha HHCYIHH.

Jeyenuero va nanueHTH ¢ GOPD-gedunnT che cympanmmypelina NPoAyKTH MOXKE 4 JI0OBEne 10
XEMOJIUTHYHA aHeMHA. Tbi KaTo MUMeNnUpU NPUHAAISKU KbM Ipynata Ha cyindaHrnypeiiunTe
OPOAYKTH, [Penophyka ¢¢ NOBUICHO BHUMAaHUE NpH mandeHTd ¢ G6PD-neduiut n npunoxkenue Ha
He- CyndaHuTy peliHI NPOIYKTH.

AMapHIl ChIBPXKA JIAKTO3a MOHOXUApAT. [lateHTH ¢ peAKK HacleACTBEHH Hpob/ieMH HA TUIaKTO3HA
HEeMOHOCHMOCT, Lapp nakTasHa HeRoCTaT,YHOCT WIH NIKOKO30-TATaKTO3HA ManabcopOiris He Tpabaa
A@ B3eMaT TO3U JEKapCTBEH IPONYKT.

Amapun 1 mg, 2 mg, 3 mgn 4 mg
To3u nexkapcTBeH NPOAYKT ChALPAKA No-Manke o1 | mmol Harpuit (23 mg) Ha A03a, T.e. MOXe Ja ce

Kaxke, Ye MpakTH4eCcKH He ChAbPXKa HATpHil,

4,5 BiaumogeiicTBHE ¢ APYTH JIEKAPCTBEHN NPOAYKTH U APYTH (GOPMH HA B3aMMOIEHCTBHE

AXO AMapui ¢e TTpUeMa eJHOBPEMEHHO ¢ HAKOU JIPYTH JICKaPCTRA, € BE3MOXHO Aa Bh3HUKHE KATO




Pesynraturte ot in vivo Npoy4saHe Ha B3auMO/IeMCTBUATA CHOBIICHA B TUTEPATYPATa IOKA3BAT, Y€

IICUITA IO KpHBATa Ha [MTHMEHPHI ¢ YBSIHYaBa HpHOAHIHTEHO ABYKPATHO OT fluconazole, enun
ot Hail-momwHuTe CYP2C9 anxuburopn.

B13 ocHORa Ha onyTa ¢ AMapMl M ¢ Jpyry cyndaHnnypeiiu JekapcTBeHH NPOgYKTH € HeoOxouumo e
na OpaT COOMEHATH CIEIHUTE B3aHNMONeiCTBUS.

TloTeHUMpaHe Ha MOHKWKARALIMA KPBBHATA 3aXap eeKT, a nopasy TOBa, Bh3IMOXKHOCTTA B HAKOH

CIIyvaM Ja BBE3HHKHE XMIOrNHKEMUA IIPY MpHEMaHe Ha HAKOH OT CICAHHTE JISKApCTBa, HAaNpUMED:

- ¢eHuTOyTa30H, a3aMponasoH H OKCH(peHOyTa3oH,

- HHCY/THH H HEPOPATHH IPOTHBOANAOSTHY CpeZICTBA, HATIpUMED MeT(HOPMUH,

- CaNVIIIIATH U P-AMUHO-CATTHITUIOBA KHCENUHA,

~ aHaOOoHU CTEPOUIH ¥ MBXKKH TIONIOBU XOpMOHH,

- XsopaMpEeHMKON, HIKOU ABAro aedcTBally cyadpoHAMIAH, TETPALMKINEH, XUHOJIOHOBH
AHTHOUOTHIIM B KITAPHTPOMHLIKH

- KyMapHUHOBH aHTHKOAryJiaHTH,

~ AN30TIHpaMH I

~ deHjuTy paMiH,

- ¢rubpatn,

- ACE nnaxuburopu,

- $ayokceTud, MAO-uaXUOUTOPY,

- ANCIMYPHHOI, IpOOeHUIU, CYNPUHIUPAIOH,

- CUMITATUKOIUTULH,

- uuknodochamun, Tpodochamun u ndochamunu,

- MHUKOHA30J, PIYKOHA30JI,

- IMEHTOKCHGMIINK (BECOKH HAPCHTEPATHU JO3H),

- TPUTOKBATHH.

OtciabBaHe HA DOHIDKABAINAA KPBRHATA 3aXap eqeKT, a MOpajy TOBA, BE3MOXKHOCTTA B HAKOH CITyUau
Ja Bh3HUKHE XUIEPIITHKEMHUA NIPH MPUEMAHE HA HAKOU OT CJIEIHUTE JICKAPCTBA, HAPUMEp:
- ECTPOTEHN Y TIpOreCcTareHm,

- CanypeTULH, THASHIHN AMYPETULH,

- Cpe/ICTBa CTUMYJIMpAIIH WKATORUAHATA XKI1€34, DIOKOKOPTHKOHIH,

- $HeHOTHAIMHOBH NPOU3ROAHH, XJIOPIPOMa3iH,

- aAPCHANWH H CHMOATHKOMHUMETHLH,

- HHKOTHHOBA KHCENUHA (BUCOKM JO3H) U NPOU3BOAHU HA HUKOTHHOBATA KUCEIMHA,
- NakcaTHUBU (TIPH NPOTBIDKUTENHA YITIOTpeda),

- (heHUTOUH, THA3OKCH],

- rntokarod, Sapbutyparu ¥ pudaMnuiuy,

- aleTa30JIaMUL,

H; antaroancture, $-0mokepudre, clonidine H reserpine MoraT aa goBeaaT HIH J0O YCUIBAHE, UIH 10
oTca0Bane Ha MOHILKABAINUA KPBbBHATA 3aXap edekT.

[Ton BANAHUETO HA CUMIIATHKONUTHUHM JIeKapCTRa, KaTo -0nokepy, clonidine, guanethidine u

reserpine, pM3HaLyTe Ha afpeHeprudna odparha peryiaius Ha XMIOTTHKEMHUITa Morar Ja Onaar
OTCIA0EHU HAU Na OTCHCTRAT.

KoHcyManmaTa Ha ankoXonl MOKE HellpeAcKka3yeMo Aa NOTSHIUpa Wik Ja oTcnabn
XHUITOTTHKEMHUIHOTO ACHCTBUE Ha [IIHMENMUPHA.

I'numennpua MoXe JTa OTSHIIAPA WITH 4 0Tcnadn epeKTUTE HA KYMAPHHOBHTE NIPOU3BOI

Konecerenam ce CBHP3Ba ¢ NTUMENIMPUL ¥ HAMATIABa adCopOumMsiTa HA IMUMETIMPK/L OT ¢
qapeBHUsA TpakT. He ca HaOmoaaBany B3auMOIEHCTBYS, KOraTo TIUMENHPHT ce IpHeMa



1peau konecesenaM. [lopagu ToBa, rmuMenupuy TpadBa ga OpAe npunarad Nokle 4 gaca mpenn
KOJIECEBENaM.

4.6 depruianTeT, OpPEMEHHOCT H KLpMeHe

bpeMmenHoOCT

Puck, cevpzan c ouabema

Heob6uyaikuu HHBa Ha XpBBHATA 3aXap NO BpeMe Ha OpeMeHHOCTTA Ca CBhP3aHH ¢ M0-4eCTO
BBE3HUKBAHE Ha BPOJAEHU aHOMAJTHU K IIEPUHATANTHA CMBPHOCT. ETO 3a1110 HUBaTa Ha KphBHATA 3axap
TpAGBa fa 6BOAT CTPUKTHO CIEJASHM N0 BpeMe Ha OPEMEHHOCTTA ¢ UeN M3BArBAHeTo Ha TepaToreHeH
puck. [Tpu Te3n o6CTOATENCTRA Ce MpenopbYBa yoTpebara Ha wHCyTuH. IlanHeHTkiTe,
BB3HaAMepABAIY aa 3a0peMeHedT, TPAORa 1a YBEXOMAT CBOJ JeKap

Puck cevpzan ¢ 2numenypuo

Hsama noctaTeyHO AaHHY 3a yrioTpdara Ha rIUMENKMpHI npy OpeMeHHM keHd. [Ipoyysanus c
KHBOTHH ¢a NOKA3AId PEIPOAYKTHBHA TOKCHYHOCT, KOATO HAU-BEPOATHO € CRBP3aHA ©
$hapMakoNOrMYHOTO JEHCTRUE (XUTOTTIMKEMUs ) Ha rIUMenupial BIKTE TOUYKA 5.3).

CnepopareiHo, TI¥MeNnupUa He TpadBa ga 0b/1e H3I0N3BaH 110 BpeMe Ha uanarta OpeMeHHOCT.
B ciy4ai Ha neqeHUe ¢ TIUMETTHPHN, aKo NNALMEeHTKATa IIAKMPA OpeMEHHOCT HIIU aKo € OTKpUTA
bpeMeHHOCT, TepanusTa TpaOBa Ja 6bJe IpoMeHeHA Bb3MOXKHO Hall-Obp30 Ha HHCYIIHH.

KbpMeHE
ExckpenuATa B MAMYHHOTO MIAKO HE € U3BeCTHA. 1 NUMenupy NpeMyHaBa B MIAKOTO HA TITBXOBE.
Tsi# xato apyrure cyndadunypeiiHl NPOU3BOAHN MPEMUHARAT B MAHYHHOTO MIIAKO K THH KATO

CBILISCTBYBA PUCK OT XUIOTIMKEMHUS MPH KbpMAYeTaTa, Ce NMPenophina Jia ¢e H30Area KbpMEHETO 110
BpeME HA JEUEHAETO C MIIUMEnHPHI,

DepTHINTET
Hsima Hanmu4Hy JaHd 32 GepTUTHTET

4.7 Edfexrn Bbpxy cnocobHocTTa 32 ioupaHe u paboTa ¢ ManIHHU
He ca oporexaany npoyuBaHus 3a epeKTUTE BBPXY CHOCOOHOCTTA 3a modupane u paboTa ¢ MalIHHH.

Crioco6HOCTTa Ha MALUEHTUTE 34 KOHLEETpalUsl U pearupane MOKe 1a Oble HapyiieHa BCeACTBHE
XUNIOTAXKEMHAS WIH XHIEPTIUKEMUs, WM HATIPUMED, BCICACTBUE HAPYIISHNUS B 3PSHUETO. | OBa MOXKE
J1a MpeCTaB/IABA ONIACHOCT B CUTYALMH, IIPH KOMTO Te3H CIIOCOOHOCTH ¢a 0T 0COOEHO TOIAMO
3HaueHUE (Hanp. modupase win padoTa ¢ MallWHK).

[NanvienTuTe TpaOBa Aa OBNAT MOCHBETBAKHM Jla B3eMar MpeaITasHy MepKH 3a H30ATBaHe Ha
XRNOTINKEMHA 110 BpeMe Ha wogupade. Tosa € 0cobeRo BaXXHO HPH JTMLA € HOHMKEHO N
NMUACBAIO YCeIane 3a peRyIpeIuTeIHHTE CHMOTOMYE HA XHOOTJTUKEeMHATA, HITA KOUTO HMAT YECTH
eny3oau Ha xunornukeMmus. Heobxomumo e nodpe na ce o6MucId Jaii npy TakuBa 0OCTOSTENCTRA ©
OPEeTNOPBUYUTEIHO T€ Ja IHOPUPAT WITH Ja paboTAT ¢ MAMIUHY.

4.8 HexesaHu feKapcTBeHM PeaKIHM
CneouuTe HEXENAaHW EKapCTREHH pPeakuMM OT KIMHUYHH A3CneaBaHuA, OasHpaHH Ha OHNHTA ¢

AMapuI ¥ ¢ Jpyrute cyndaHunypeiiHi JeKapCcTBeHH MPOXYKTH, 3 H3peJeHH IO CHCTEMO-OpraHeH
KJlac H B pPed Ha HamanaBama 4dectota (mMyoro vectu =>1/10; vectd: 21/100 no<1/10; ne

{OT HAIWYHHATE JAHHK HE MOXKE 02 Obae HalpapeHa OLeHKa)

Hapyiuesus Ha kpbpBTa U JIUM{HATA CUCTEMA




Penxu: TpOMOOIMTONECHHS, JICBKOICHNS, €PRTPOLHTOIICHHA, TPAHYIOUHTONCHUS, ATPAHYIIOIHATO3a,
XEMOINTHYHA aHeMUS H IAHUWTONEHHA, KOUTO 10 NPHHUMN €2 obpaTtuMy clle] IpeKpaTaBane nprueMa
Ha JIEKaPCTROTO.

C HeH3BeCTHA 4ECTOTA: TexKa TpombouyToneHua ¢ Opoi Ha TpombonuTHTe No-Mansk ot 10 000/ul 1
TPoMOOLUTONCHHYHA TYPITYDA.

HapviueHra Ha UMYHHATa CUCTEMA

Muoro pesku: aneprudeH BacKyJIUT, NeKH PEakUMi Ha CBPbLXUYBCTBUTEIHOCT, KOUTO MOTaT Aa
IpepacHaT B TeKKW peaklnd ¢ AUCITHE], CHH)KARAHE HA KPHLBHOTO HalATaHe | MMOHAKOra LIOK.
C HEU3BECTHA YECTOTA: Bb3MOXKHH €A KPhCTOCAHH aNepruy Che CyNdanmwlypeiiu npenapaT,
CYNI(POHaAMHAM UNH CPOOHU BEIIESCTRA.

Hapyimenns Ha MeTabonu3zMa ¥ XpaHEHETO

Peaxu: xunornukems.

Hali-uecTo Te3u peakiivy Bh2HUKBAT He3a0aBHO, MOTAT [a ¢a TE€XKU U He BUHATH e JIecHO jAa Onaar
KOpHrupaHi. Bp3HUKBaHETO HA NOAOOHN PEaKUH 3aBUCH, KAKTO U [IPH APYTHTE XUTIOTIHKEMUTHH

TepanyuH, 0T KHAUBHAYATHY (akToOpH KaTO XPAHUTENHMA HABHLHM M OT Ao3ara (BXk. Touka 4.4 3a
JOIBJIHUTENHA URGOpMALIHK).

Hapymiennd na ouure
C HEHM3REeCTHA YECTOTA; 0C00eHO B HAYATOTO HA JISYCHHETO € BE3MOXKHO Aa Bh3HHKHAT MPEX0JIHU
HapYILCHHA B 3peHUETO, NopaiK IpoMAHA B HUBATA Ha KPBBHATA 3aXap.

CTOMAHO-YPEBHU HADYIICHHA
MHoro pelkh: raicHe, NOBpPLIaHe H TUAPHA, TEXKECT WIIH YCEIIAHe 32 NIPeNbIHSHOCT B CTOMAlIIHATA
00IacT U KOpeMHH OOJKH, KOHTO BOAAT JIO NpeKpaTsiBaHe Ha jJeuyeHnero,Pexu: oucreysus.

XenarobuirHapHy HapylieHus

C HeH3BEeCTHA YeCTOTA: NOBULIICHUE HA YEPHOAPOOHUTE eH3IUMMU.

MHoro peaxyu: HapyIieHUe Ha YepHOIpoOHaTa GyHKIUA (HAIp. C XOJNECTAa3a U UKTEP), KAKTO U
XeNaTHT Uiy YepHoApodHa HeIoCTaTHIHOCT.

Hapynienus Ha koxkaTa ¥ DOJIKOKHATA ThKaH

C Her3BeCTHA YeCTOTa: BB3MOXKHO € Jia BB3HUKHAT PeakIny Ha CBPBXYYBCTRHTEIHOCT 110 KOXATA,
KaToO ChpOex, 0OpuB, ypTHKapua U GOTOUYBCTBHTEIHOCT.

Peaxu: anonenms

Hscnensanus
MHoro peaky: MOHWKEHUE HUBOTO Ha HATPUA B KPBBTA.
Penku: xauBaHe B4 TErJI0

C100IMaBaHe HA OAO3HPAHM HEXellaHH pPeakUVH

CB0o0IaBaHETO HA TIOA03UPAHN HeKeNIaHA peakiiuy clef paipetiapane 3a ynorpeda Ha JekapcTBeHHs
NPOAYKT € Baxkro. ToBa no3BONABA a NPOALIDKY HaONIOACHHETO Ha CHOTHOUWICHHETO NON3a/PUCK 32
NEKApCTBEHNS POAYKT. OT MEIMIUHCKUTS CIIEUAANTHCTH C€ H3HCKBA 1A CHOOLIABAT BCIKA
MOAC3UPAHA HEXEMaHa peakuus apes HannaHATeIHa areHUHs o JeKkapeTsara yJ. ,,Jlaman I'pyes” Ne
8 , 1303 Codus, Ten.: +35 928903417, yebcaiiT: www.bda.bg.

4.9 Ilpeaosupaue

CumiiroMu
Cren npHem Ha CBpBX03a, MOXKE 1a BH3HHUKHE XUNIOMMUKEMMS ¢ TPOABIDKUTETHOCT OT 12
KOATO MOXE J1a c& IOBTOPH Clied MBPBOHAYAIHO BB3CTaHOBABaHE. CUMIITOMHTE MOTAT
HaMLe B NpoAbDKeHue Ha 10 24 yaca cnef npueMa. [1o NpUHLUD ce Tpenophyka Ha
bonHmua. Morat Ja Be3HUKHAT rafiede, NoBphIUAHE, OONKH B eNUracTpuyMa. B o6m
XUIIOITHKEMUATA MOXKE 1A € NPUIPYKEeHA 0T HEBPOIIOTHYHA CUMNTOMU KATO HECITO
3PUTENHM CMYUIeHHA, IPoOIEMH ¢ KOOpAWHALMATA, CHHANBOCT, KOMA K I'bPYOBE.




OcTpoTO Ipelo3upane, KaKTO ¥ ABITOCPOUHOTO JIEUeHNe ¢ TRBPAE BUCOKA 1032 TIIHMETTHPH MOXe Ja
JlORele 0 TeKKA KUBOTO3ACTPALIABAILA XUNOTTHKEME.

Jleqenue

BeaHara cliex yCcTaHOBABAHES Ha [TpeA03Mpane ¢ AMapun, Tpa6ra He3abaBHO Ja ¢e YBEIOMHM JieKap.
[TauuenTsT TpAbBA He3abaBHO Aa NPHEME 3aXap, ako € Bh3MOXHO, 101 HopMaTa Ha IVII0K03a OCBEH
axo JNexapaT Beve He € [0EN OTTOBOPHOCT 3a JICUCHHETO HA NpeHo3UpaHeTo. BHUMAaTeIHOTO
Ha0Mmo/leHne € OT ChLUISCTBEHO 3HAYCHNE, JOKATO ASKAPAT HE C€ YBEPH, Y€ NAUHEHTET € H3BBH

ONACHOCT. Tpﬂﬁna Ad cC IOMHH, 4YC XUIMOTTTUKEMUATA MOXKE O4 CC IOABK OTHORO CNICH IHPBOHAYANHO
BB3CTAHOBABAHC.

B crny4aii Ha 5ex enuzo;/] Ha XHNOrTIMKeMHS, ITbPBOHAYATHOTO JICUeHHE C€ ChCTOH NPEeUMHO B IPHEM
Ha NI0K03a Niepopanio. TeXKH XMIOMNTMKEMHYHH PEeaKliH U3UCKBAT He3a0aRHO NeUeHHE.

3HauYMTEIHO Opeao3upane Ha AMapIIl B TEKKM PEAKIHH ¢ IPHU3HAIA KaTo 3aryfa Ha ¢h3HaHue Wiy
IPYTH CEPHO3HH HEBPONOTHYHY HapylleHNs ca CTielTHU MeJUIIMHCKH CIy4Yal ¥ H3UCKBAT He3aGaBHO
nevyenne. IlokazaHo € HaCTaHABaHE B OONHHULA B OTACTEHNE 10 MHTEH3UBHO NEYERHe,

AKO € TIpHETO FONMIMO KOTMYECTBO AMAPHI € NIOK43aR CTOMALISH JABXK B paMKHUTe Ha ] yac ciien
TIOrMBINAHETO, TIOCNEABaH OT aKTHBEH BBIICH, HATPUEB CyA(aT H OKTPeoTH 1. KONKOTO e BB3IMOXKHO
1o-6bp30 TpabRa 4a ce 3aIl04He NPUIATaHe Ha MIFOK03d, OpH HeobxoauMocT 4pe3 601y CHO
HBTPABEHO3HO HHXekTHpaHe Ha 50 ml 50% pastBop, mocneaBan ot MHDY3HA Ha 10% pa3TBOp CBC
CTPUKTHO MOHHTOPHpPAHE HA KPBbBHATA 3aXap MOHE 3a 24 Yaca. ANTEpHATURHO, P BH3PACTHH,
PHIOKEHUETO HA TFOKAroH MOXKe [a ce MMa npeasul. 11o-HarareiHoTo nedenne TpaOBa ga Opae
CHMNTOMATHUYHO.

Tp# Texxkn cnyvan ¢ NPOIBDKATENEH KYPC, XUIOTIMKEMUATA WM ONacHOCTTa 0T 0OpaTHO M3MaiaHe
B XIHIOTITHKEMUA, MOKE /12 TIPOIBIDKN HAKOJIKXO JTHY.

Ocobeno npu NeyeHne HA XUMOTTIMKEMUA BCIEACTBIE CIYUaifHO IpHeMane Ha AMapun ot Oeberta
MANKH Jelia, A03aTa Ha [IPHIOKEHATA [IF0K03a TPA0Ba 1a ce KOHTPOAHP2 BHUMATEHO 33 Jja ce
n3berde BepoOATHOCTTA OT peAN3BHKBAHE HA OMAacHa xunieprinkemua. KpbRHATa 3axap TpabBa J1a ce
clieay CTPUKTHO.

5.  ®APMAKOJOI'WYHU CBOHCTBA

5.1 PapmMaxoABHAMHUYHH CBOICTRA

QapMakoTepanesTHaHa rpyna: IloHbKxasaly kpeBHATa 3aXap JEKapCTBa ¢ H3KIMIOYEHWE Ha
uHCYUHU: Cyndonwiypeitnun ATC koa: A10B B12.

I'MUMENUPHL € NIEPOPATHO AKTURHO XUTIOMMKEMHYHO REMICCTBO PUHAITEKAIIO KbM
cyndanmiypefiHara rpyna. Toil MoXe 12 ¢€ U3NOM3RA NPy MHCYTMHOHE3aBHCHM 3aXapeH aualder.

MexannybM Ha AeHCTBUE
I'namenupud geACTBA ypes CTUMYJIMpaRe 0cBOOMKIaBAHEeTO HA HHCYIUH OT OeTa KISTKHTE Ha
naHkKpeaca.

Kakto @ ipyt apyru cy/ipanynypesiny npoJyKTH, TO3H ePexT c€ OCHOBABA BBPXY YyCUIIBAHE OTTOBOpA
HA IAHKPEATUYHHTE OeTa KITETKH KbM (PH3NOTOTHIHNAI CTUMYN Ha TMoko3ata. OCBeH TORA U3IIEKAA,
e IMUMENUPRI IPUTEKABA NOJICPTAHH €KCTPAaHKPEATHYHU e(eKTH, 0TOENI3aHY CHLIO U I
APYTH CyndanuTypeay Mpo yKTH.

QcpoboxaaRaHe Ha MHCYINH
Cynganunypeiinute NPOTYKTH peTyNHpaT MHCYIMHOBATA CEKPELiMs Upe3 3aTBapAHe
YYRCTBUTEIIHUTE KANUCBU KaHalU B MeMOpaHaTa Ha OeTa KIeTKUTE. 3aTBapsHeTo Ha




KaHalH OpeU3BUKBA JETIONAPH3AIINS Ha 0eTa KIeTKUTE, B pe3yJITat Ha KOeTo — MOCpeICTBOM
OTBapAHE Ha KUIHHEBHTE KaHAHM — C IIOCTUra NIOBUIUEHO HABAU3aHEe Ha Kamiuil B KIeTKaTa.

ToBa Boau A0 oceoboxaaBaHe Ha HHCYIHH [TOCPEACTBOM K301MTO3A.

['muMenupua ce cBbp3BRa ¢ BHCOKa OGMEHHa CKOpocT ¢ OeTa-KkneTb4eH MeMOpaHeH NpOTeUH, CBBp3aH
¢ ATd-yyBCTBUTENHUTE KARUEBH KAHAH, HO pas/iMdeH oT o0M4aiiHOTO MACTO 3a CRhP3BaHe Ha
CyJIpaHUTy peHHHTE NIPOAYKTH.

ExcrpanadxpeaTyyHa akTHBHOCT

ExcrpanankpeatHaIHuTe edekTu ca, Halpumep, mog06peHe B 9yBCTBHTEIHOCTTA Ha Nepudepnnre
THKAHU KBM MHCYJIUH H CHIDKABAHE WHCYNHHOBATA KOHCYMAUHA OT HepHasa Apob.

[loeMaHeTO Ha rAOKO3Ta OT KPEBTA B NlepudiepHaTa MyCKyIHA B MACTHA THKAH CTABa HOCPENCTBOM
CHeUHHAaTHU TPAHCTIOPTHH NPOTEHHH, PasoNOXeHH B KIeThYHaTa MemOpaHa. TpaHcnopIsT Ha
TIOKO3a B T€3W THKAHH € CKOPOCT-OrPaHMYaBAlOTO CTHIIANO B YCROSABAHETO Ha TIIKKO3aTa.
I'mumenupua MHOTO 6hp3o yeenuyasa 6pos Ha MONIEKYIUTE 3a AKTUREH TPAHCIOPT HA TOKO034 B
IUTa3MEeHUTE MeMOpaHH Ha MyCKYITHUTE U MACTHUTE KINETKH, KOSTO BOAH A0 CTHMY/IALIHA Ha
IJIIOKO3HATA KOHCYMALUA.

I'nuMenupu NORNIIARA AKTUBHOCTTa Ha glycosyl-phosphatidylinositol-cnemudpnunara gocdarasa C,
KOETO MOJKE Jia ce CBBpKe ¢ MEAUKAMEHTO3HO NpeIN3BHKAaHATa NUIIOTeHe3a U FFOKOTeHe3a B
U30JIUpaHN MACTHH U MYCKYIIHH KIeTKH.

I"'muMenmpuz 6nokupa oOpazysaHeTo Ha [JIKIKO34d B U¢pHUA Jpol Ype3 NOBUINARAHE BLTPEKISTHIHATA
KOHLeHTpauus Ha fructose-2,6-bisphosphate, Ko#To 0T cBOA cTpaHa MHXUOHpA TIIFOKOHEOTeHe3aTa.

Ob6ula AKTUBHOCT

Ipy 3xpary HPIMBUAH, MUHVMAIHATA e(PEeKTHRHA ITEPOpAanHa 03a e npubmusutenuo 0.6 mg.
EdexTET Ha FIMMenypnua € 10303aBUCHM U BB3MPOU3BOINM. DHIKONOTHYHHAT OTTOBOP HA TEKKO
(PU3HIECKO HATOBAPBaHe, CHIDKARAHE HA MHCYNIMHOBATA CEKpeis, OCTaBa NP MNIUMETHPHL.

HaMaitre sHauiMa pasanka B ePEXTHTE HE3ABUCUMO OT TOBA JAJIM JEKapCTBOTO € nMpueTo 30 MUHYTH
apenu XpaHeHe HIH HeIlOCpeACTREHO npean xpaHese. Vpy naumenTy ¢ auaber, foOBbp MeTabonuTeH
KOHTPO/ B HPOABKESHHE HA 24 Yaca Moxke Ja Obje TOCTUrHAT ¢ AHOKPATHA JHEBHA N034.

BBUOpEKH ue XUIPOKCH-MeTaBOMUThT Ra MIHMETHPHA NPEAHIBHKBA MATIKO, HO 3HAYMMO CHUXKEHUE B
CEpyMHAaTa rMok03a NPH 3paBd WHAHBHAH, TOH € OTFOBOPEH CaMO 32 MBHHMMAJIHA 4acT oT obmus
edeKT Ha NeKapCTBOTO.

KoMOuHNpaHa Tepanud ¢ metformin

IIpu eqHo ipoyuBade cpe/l DalMeHTH Henolpe oBIANEHH ¢ MakcHManHa Ao3a metformin, Gerte
NEMOHCTpUpaH nonobper MeTaboIuTeH KORTPON npu KOMOHHUPAHA TEPalia ¢ [THMEITHPH B
CPaBHCHUE CHC CAMOCTOATETHO NPUAOKEH metformin.

KoMbunuvpana Tepanud ¢ YHCYIIMA

Nudopmaruara 3a koMOMHNpana Tepanus ¢ MHCYTHH € orpaHrdeHa. ITpy naueHTH HEAAEKBATHO
OBJIaicHH ¢ MaKCHUMATHa J03a IMUMENUPKH, MOXE Ja e 3all0UHe ChIbTCTBALA TEPANNA ¢ UHCYHH,
{Ipu fre npoyUBaHHUS, KOMOMHUPAHETO MOCTHrA CHUIOTO NOAOOPEHUE B MeTAOONINTHUS KOHTPON KATO
CaMOCTOATENHO NPANOKEHNAA WHCYIIVH; TPU KOMOUHUpaHaTa Tepanus odaue, Hy KAHTe OT HHCYJINH ca
TIO-MaJiky,

Cnelnvajsai nouvianuu
Heduampuyna nonynayus

BB3pacT) ¢ Auaber THH 2.
Kakto rouMenupua, taka u metformin nokazsat 3HaUMMOo oHEAKeHue Ha HbA 1 ot 6az0
CTOHHOCT (riumermapua -0.95 ( 0.41); metdopmun -1.39 { 0.40)). He ¢ ycTaHOBEHA 3HAY
MEXY ABeTe IpyHH Ha jIedeHue. [ JIMMennpr/ He € NIOKA3al NO-HUCKA ePEeKTHBHOCT OT
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Ha Metdopmun. I'opHata rpanuna (1.05) sa 95%-us uHTepRan Ha JOBSPHUTESITHOCT 3a PA3NHUKATA HE &
noA npefena oT (0.3% 3a He 1o-HUCKa e)eKTUBHOCT.,

IIpy JedeHMeTOo ¢ TIUMETHPH]L, HE ¢4 YCTAHOBSHH HOBU JAHHM OTHOCHO G€30MaCHOCTTA NPH Jela B
CPaBHEHHE ¢ BH3PACTHH NAMEHTH CBC 3axaped quadet Tun 2. Hama qearocpousu npoy4yeaHus Ha
eGEeKTHBHOCTTA M 0e30NaCHOCTTA TIPH NeRaTPHUHK [IA{HEHTH.

5.2 @PapMaxkOKHHETHYHHU CBOICTRA

Abcopbuus

BHOHATTUYHOCTTA Ha TIIHMENUPU ClIeH TIEPOPATIHO TIPUNOKSHHE € MThIHA. [IpHEMBT Ha XpaHa HIMa
MpakTHYeCKO BIMAHUE BHPXY abcopOuysaTa, camo ¢kopocTTa Ha abcopliusa eko HaMa/lABa.
MakcuMansy cepyMHEA KOHUEHTPAMH (Cmax) €€ AOCTUTAT PUOIHM3UTENHO 2,5 Yaca Ceq mepopancH
nmpueM (cpearo 0.3 pg/ml no ppeMe Ha MHOTOKPATHO J03Upane ¢ 4 Mg JHEBHO) U € HANMIlEe THHeHHA
3aBUCHMOCT MeX Iy A03aTa U Cra 1 AUC (ol noj xpuBata BpeMe/KOHIIEHTpanys ).

Painpenenenune

maMenmupu g iMa MHOTO HECBK 0OeM Ha pasnpeneneHue (npubnuzurento 8,8 nutpa), koiito rpyGo ce
pagsHABA Ha [IPOCTPAHCTBOTO HA paslipeicieHye Ha anDyMUHa, BUCOKO CBRpP3BaHE ¢ NPOTSHHUTE
(>99%), 1 HHCBK KIUpBHC (Mpubmuiurento 48 ml/min).

[Tpu XWBOTHY, TIIMMENHPU C€ €KCKPETHPA B MILAKOTO. I THMENUPUA NpeMUHABA B IINAIIEHTATA.
[TpeMuHaBaHeTO Ipe3 XeMaToernedannata dapuepa e crnato.

buoTtpancdopManys ¥ eNMMUHUPAHE

[IpeobnaaaBaliuiT CEpyMeH NOIYKHMBOT, KOHTO € 0T 3HaYeHHe 33 CEPYMHATE KOHIEHTPALHH B
YCIIOBHA Ha MHOTOKPATHO [03WpaHe, € oKono 5 10 8 yaca. Cnexy BUCOKH J03H, Oelie oTOENI3aH MaJIko
IO-BUCOK ITONTYXXHUBOT.,

Chel eAHOKPATHA 0334 HA PAANOAKTHBHO MApKHUpaH riuMenupu, S8% ot palMOaKTHBHOCTTA Oelue
OTKpHTa B ypuHaTa U 35% B usznpakuenusTa. B ypunara He Oeilie OTKPUTO HEPOMEHEHO BEIIIECTRO.
Hra Metadonuta — Hal~-BepOoATHO Pe3yNTAT OT YepHOAPOOHNI MeTaboMHIbEM (OCHOBHUAT CH3UM €
CYP2C9) — 6aXa OTKPHTH KakTO B YPHHATA, Taka ¥ B M3NPAXKHEHUIATA: XUAPOKCU-TIPOMIBOIHO
KapOoKCH-TipoK3BoiHO. Criel MepopanHe NPUWIOKESHHE HA NTHMETHPH, TePMUHATTHUST MOy KHBOT
Ha Te3u MeTaboNnKUTH Oemie CprOTBETHO 3 A0 6 Yyaca H 5 Jo 6 qaca.

CpaBHEHHETO MeWKIy €HOKPATHO U MHOTOKPATHO [JO3UpaHe BEAHBK AHEBHO HE TOKa3a 3HAYHMH
pazivKkd BbB GapMaKOKMHETUKATA ¥ HHTPAUHAKBHIYAJTHATA BapHAOUITHOCT Gelmne MHoro Hucka. He
Oenle HalMOZABAHO NPAKTHYESCKA 3HAUMMO KyMY.THpaKe.

Crenpanyy nogynaiyu

OapMakokUHeTHKaTa Dellle cX0JHA NPY MBXE U KeHH, KaKTo U TIpU NMAlMeHTH B MIIaJla U Hanpeadana
Bh3pacT (Haa 65 roxunu). Ilpy nannenTy ¢ BUCHK KpeaTHHMHOB KIUPBHHC, Oelle HANMIE TeHASHIMS
KNUPBHCHT HA [IIMMENUPUA 18 ¢€ IIOBRILIARA U CPEIHUTE CEPYMHHU KOHIEHTpALWH Ja Ce [IOHIKARAT,
Hail-BepOATHO BCHEACTRHE NO-0bp3a eMHMHHAUHNA [TOpaai NO-HUACKS NPOTEHHORO CBBP3RAHE,
brbpeynoro enumuuupane Ha gBata Metabonura 6etie Rapyuiero. Karo nano, e tpabpa 1a ce
fIpYeMa, 4¢ NpY TaKMBa NAUKREHTH € HATMIE PUCK OT KYMyJIAPAHE.

QapMaKOKVMHETHKATA NIPW MleTHMA NalldeHTH Oe3 nuabeT clleq onepauy Ha K ThYHITE MhTHHR Hetue
CXO/lHa C TA3M T1PK 3APpasv HHAVUBHH.

Heouampuuna nonynayus
Ilpn npoyyrane Ha papMakoKuHeTHKATA, Oe30NaCHOCTTA M [TOHOCUMOCTTA MPH €HOKpaTHa /1033 OT |
mg rauMenpua apy 30 peguaTpuyHy nalueHTy (Ha BB3pacT ot 10 go 17 roauny) ¢ nuadet tin 2 ca
nony4edu cpeaHu CToiHocTTH Ha AUC k125, Cmax o 112 ( BpeéMe Ha NOYKUBOT) NOA00HH HA
YCTAHOBCHUTE [IPH BB3PACTHH,
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5.3 IlpeaknMHHBYHH JAHHH 32 6€30MIaCHOCT

Ipenxnuanunnre edexTn Ha ruMendpuy O9xa HabMoONaBaHM IIPU TO3M, 3HAYUTETHN HAJ
MaKCUMANMHHTE 32 X0pa, KOSTO M¥Ma MUHUMAHO 3Ha4eHUe 3a KITHHUYHATA IPAKTHKA, UK O9Xa
CNeACTBHE OT (papMaKoJUHAMITYHOTO AeACTBHE {XUIIOTIHKEMHUA) HA CHEAMHEHHETO.

AaHHHTe ce ba3upaT BhPpXy KOHBEHIIMOHATHATA (hapMaKoNorus 3a U3c/IeIBaHe Ha 0e301acHOCT, ¢
H3CTIEABAHHA 38 MHOTOKPATHA JO30Ba TOKCHYHOCT, FTeHOTOKCHYHOCT, KAHIEPOTEHHOCT U
penIpoAyKTHEHA TOKCHYHOCT. 11py nocaeqHoTo (IIOKPHBAI0 eMOPHOTOKCHYHOCT, TEPATOTEHHOCT H
TOKCHYHOCT HPH PA3BUTHETO), HADIFOaBaHUTE HEXENaHW peakiiuy OAXa NMPHETH 32 BTOPUYHH CIpPAMO
XHITOTTIHKEMHYHUTE ePEKTH, NPEIUIBHKAHN OT ChEIUHEHHNETO BHPXY XEHCKH eK3eMILTApH Ha
YSTUPUHOIH ¥ TAXHOTO NTOKOJICHME,

6. GCAPMANEBTNYHHN JAHHHU

6.1 CnuchK Ha NOMGUIHHTE BEIIECTRA

Lactose monohydrate, JlaxTo3a MOHOXHIpAT,

sodium starch glycollate, HaTpHeBa cKopOana riuxoeiar,
magnesium stearate, MarHeinep ¢T1eapar,
microcrystalline cellulose, MUKPOKPHCTAIHA NEeNyNo3a,
povidone 25000 noBugoH 25000

OcBeH TOBA KaTo QLBETHTEIH !
Awmapun 1 mg: 9epBeH xkeneseH okcua {E 172),

AMapun 2 mg: x5aT keneser oxcda (E 172), naguro-kapmug arymunnes gax (E132).
Amapun 3 mg: X7 xeresex okcug (E 172).

AMapun 4 mg: UHIUTO-KAPMHUH anyMutnes nak (E 132)

6.2 HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpox na roguocrt

3 TonuHN

6.4 ChnenHaj Hy ycIoBHA HA ChXPaHeHHE

Jla ce chbXpaHgra npu TeMneparypa nog 36°C.
J1a ce cbXpaHsABa B OPUTMHANHATA ONIAKOBKA, 32 Ja Ce IpeAnasy OT Biara.

6.5 Buau chrabpPiKAHHE HA ONIAKOBKATA

PV(C/anymuunesu OnucTepu.
14, 15 (camo 3a Amapun 1 mg) 20, 28, 30, 50, 60, 90, 112, 120, 280 u 300 Tabnerku.
He BCHUKH BUAOBE ONAKOBKH MOrat fa OBIAT IIyCHATH B NIPOJaxsoa.

6.6 Coenmanann npeana3siy MEpKH NPH H3XBLPJIsIHE U patoTa

HsaMma cnenyaiiy H3UCKBAaHMS.
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7. INPATEXATEJ/ HA PAZPEIIEHHETO 3A YHOTPEBA

Sanofi Winthrop Industrie

82 avenue Raspail
94250 Gentilly

OpanIuEs

8. PETHCTPAIHOHEH HOMEP B PETHCTDBPA

Amapun | mg- 9800222
Amapun 2 mg- 9800224
Amapun 3 mg- 9800223
Amapun 4 mg- 20020600

9. JATA HA U3JABAHE HA IHPBOTO PASPEHIEHHUE /IIOJHOBABAHE HA
PAZPEIMIEHHNET(O/

HaTa Ha A3aBaHe HA TBPROTO pa3pelieHne:
Amapnn | mg-04.08.1998
Amapun 2 mg-04.08.1958
Amapun 3 mg-04.08.1998
Amapun 4 mg-23.07.2002

JAaTa Ha oAHOBABAME HA PA3peLliEHHETO:
Amapun 1 mg - 09.03.2010
Amapun 2 mg - 09.03.2010
AmMapun 3 mg - 09.03.2010
Amapun 4 mg - 09.03.2010

10. JATA HA PEJAKIIUA HA TEKCTA

15.03.2023
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