KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. HME HA JEKAPCTBEHHA NPOAYKT

[nuMeramma 2 mg TabneTku
Glimegamma 2 mg tablets

2. KAYECTBEH H KOIMMECTBEH CHCTAB

Besxka tabnerka coabpka 2 mg rmumenupu (glimepiride).
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[ToMomHy BellecTBA ¢ H3BECTHO ACHCTBHE: ChABPKA ChIMO 137,92 mg nakTo3a MOHOXHUIPAT.

3a MBbJIHUA CIMCHK HA NOMOLIHHTE BeIICCTBa BHKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka

3eneHy, NPOALITOBaTH TabneTku ¢ pazMepr npudmHHTeHO 11 X 5,5 MM ¢ gesHTe/IHA YepTa OT ABETe

CTpaHH.

Tabnerkata Moxe fa Obae pazaeneHa Ha ABE PABHHU JIO3H.

4, KJIHHHWYHH JAHHHR

4.1 TepaneBTHYHH NOKAIAHHSL

I niMeramMa € nokxasad 3a JieueHHe Ha 3axapeH auaberT THN 2, KOraro camo Auerara, (pH3HYECKOTO
HATOBapBaHe ¥ CHIKABAHETO Ha TENECHOTO TEIJIO ¢4 HEJOCTAThYHH.

4.2 [To3MpoBKA H HAYHH HA NPHJIOKEHHE

3a nepopanHo NPUITIOKEHHUE

OcHoBaTa Ha YCHEIIHOTO JeyeHHe Ha auadera ca MOAXOAAINA [HETa, peloBHaTa (H3HYECKa
aKTHBHOCT, KAKTO H PYTHHHHTE M3C/eIBAHHA HA KPHBTA H YPHHATA. TaOlleTKUTe MIH HHCYTHHLT HE
MOTaT Ja KOMIICHCHpaT quabera, ako NallHeHTHT He CHa3Ba NpenopbhyaHaTa Juera.

EOSE POBKA

Jlo3ara ce onpeaens oT pe3yaTaTUTe OT H3CICABAHHATA HA 3aXapTa B KPbBTA H YPHHATA.

Hauannata no3a e 1 mg rauMenupua qHEBHO. AKO ce MOCTHIHE A00BP KOHTPOJI, Ta3u 033 TpaOBa na

CC H3IMOJI3Ba 34 MIOAabPIKALLIA TCpanus.

3a pa3znHyHMre peXKHMH Ha O3HpaHe ¢ MPEAIaraT NoaxXoAAUH KOHUSHTPAIMHA.

OBJIAAABAHC HA KPBBHATA 3axap, cnnanoammo C MHTepRan or oxono 1 IlO 2 cen
CTBIIANO, Ko 2 Mg, 3 mg WK 4 mg rIUMEnUpuUa Ha ICH.




Jo3a mo-pHcoka oT 4 mg rMMenUpuI Ha JeH JaBa Mo-A0OpH pe3yiTard camMoO B H3KIIOYHTEITHU
CJIY4aH.

MaxcHManHaTa npenopsUHTENHa 1032 € 6 mg rmUMenupH Ha ACH.

IIpy nanpeHTH, KOMTO HE €A OBJIAJICHHM AEKBATHO ¢ MAKCUMAJIHATA JHEBHa N03a METGOPMHH, MOXeE
Jia 3aN0YHE CHITBTCTRALIO JICUSHHE ¢ TTTHMEITHPH,

Jlozara Ha meTdopMuH TPAGBRA [a ce 3anasy, a JISUCHHETO ¢ TUMETIMPH 3anoyBa ¢ HHCKA 1033 ¥ Ciiel
TOBa CE€ TUTPHpa B 3aBHCHMOCT OT XEITAHOTO HMBO HAa MeTaboNuTeH KOHTpOA A0 MaKCHMallHaTa
AHeBHa A03a. KoMOMHUpaHaTa Tepamsa TpAOBa Aa ce 3amoupa Moj CTPOro MeAMIMHCKO HabIoaeHH e,

[lpy maupeHTH, KOMTO HE ca ORJIAIEHH AJEKBATHO ¢ MAaKCHMAIHATa JHCBHA Ao03a [MMeramma, npH
HEOOXOIMMOCT MOKE 14 €€ 3aMNoYHe CHITETCTBALIO JICYEHHe ¢ HHCYIHH. [1pH 3anasBaHe Ha 7103aTa Ha
ITIMMENHPHT, HHCYJTHHOBOTO JICYSHHE 3afT0YBa C HHCKA 1034 H C€ THTPHPA B 3aBHCHMOCT OT JKEJIAHOTO
HHBO Ha MeTaboiauTeH KoHTpos. KomOWHMpanaTta Tepamms TpsaOBa aa ce 3anoupa [OJ CTPOro
MEIHLIMHCKO HabMIONEHHE.

Hopmanno, eaHokpaTHa HeBHA J03a ITAMENMPH] € focTaThvuHa. [IperopsuiteHo € Tasu 103a aa ce
NpHeMa HENOCPEeACTBEHO TpEeNH, WIM 10 BpeMe Ha cTalWIHa 3aKycKa WIH ako HAMa TaKasa,
HEMOCPEACTBEHO NPEAH, WIH N0 BpeMe HA ITbPBOTO OCHOBHO XPAHEHE,

Axo 6b1e nponycHata 103a, TOBa He OHBA Ja ce KOMIIEHCHpa ¢ YBEJIMYAaBaHE Ha Cle/iBalllaTa 103a.

AKO TAUHEHTET Pa3BHE XUNOIMUKEMIHUHA peakuus oT | mg rAMMenupHa JHEBHO, TOBA O3HaA4aBa, ue
KOHTPOIBT MOXKE J2 CE€ OCBILIECTBABA CaMO C JHETA.

B xona Ha neyenuero, Thi KaTo noaoOpeHHETO B KOHTpON3 Ha Auabera e CBBP3aHO ¢ MO-BHCOKA
HMHCYITHHOBA YYBCTBHTEIHOCT, HYKAMTE OT TTUMENHPHA MOXE ia HaManesT. CneoBaTesHo, 3a 1a ce
H30erne XUmoraMkeMHs, TpAOBa Ja ce OOMHCIIH HaBpeMEHHO HAMAIIBAaHE Ha /103aTa WK CITHpaHe Ha
Tepanuara, IlpoMaHa B 103aTa mMOxXe 1a C€ HANOXKH CBIIO H AKO HACTBIIAT NMPOMEHH B TEIJIOTO HIIH
Ha4Y¥Ha HAa XHRBOT HA MAllHEHTA, WIH aKkO BB3HHKHAT APYrH (akTOpH, YBE/IHYaBAlH PHCKA OT XHIIO-
HIIF XHITCPTIHKEMHA.

IIpemunasane om Opyzu nepopannu xunoziukemiunu cpeocmea kom I numezamma

[To npHHIMD € BE3MOKHO IPEMHHABAHE OT APYTH XMIIOMIIMKEMHYHH areHTH KM [ THMeraMma.

3a mpeMuHaBaHe kbM [THMeramma, TpaOBa 1a ce B3eMaT MPEABHA MOINHOCTTa M MOJYXHBOTA Ha
NPCIHITHHS JIEKapCTBEH MPOAYKT. B HAKOM ciydan, oco0eHO MpH NPOTHBOAHWAOETHH CPEACTBA C
OBJIBI MOYKHBOT (HAMNP. XIOponpaMu), € NMpenopbruMTeseH NEPHOR Ha HIYUCTBAHE OT HAKOJTKO /IHM,
34 Jia € CBEAE 10 MHHIUMYM PUCKET OT XHIOTIHKEMUUHM PSaKkliumM BCASACTBYE Ha afUTUBEH SeKT.

IlpenoppuHTenHaaTa HasalHa fo3a € 1 mg TIHMenupHA AHeBHO. BB3 OCHOBa Ha MOBJIHABAHETO,
J03aTa Ha NIHMEMMHPHI MOXKE J1a Ce YBEJTHYABa CThNano0o0pa3Ho, IO HAYHHA MTOCOYEH Mo-rope.

IIpemunaaane om Hucynun xom Inumezamma

B u3knrouHTeNHH CITy4YaH, KOraTo manpeHTH ¢ Auabet THO 2 ca peryJHpaHy ¢ HHCYJTHH, MOXE J1a MMa
NOKa3aHHA 3a nmpeMuHasaHe KbM [ nMeramma. IlpeMuHaBanero TpadRa aAa ce M3BBPINBA TIOJ CTPOTO
MEIHLIMHCKO HaOIOACHHE.

Crneyuannu Honyrayuu
IauyerT ¢ 0B0peuno HWIH YepHOAPOOHO YBpEXKAaHe
Bmkre TOuka 4.3.

Heoduampuuna nonyraywi
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Hsama nannm 3a npunaraHeTo Ha rIMMENMPHA NPH MANMEHTH HA noja 8 roawimHa BH3pacT. OMMTET ¢
rIMMeEnepi KaTO0 MOHOTEpAITHA NPH JEa Ha BE3pacT OoT § N0 17 rogHinHa BL3pacT € orpaHHueH (BiK.
TOYkH 3.1 u 5.2).

Hanuwunure naHHu 3a 6e30macHOCT H €(pMKAaCHOCT ¢4 HelOCTaTh4YHM, TIOPaJH TOBa HE ¢& NPenopbhuBa
Takapa ynorpeba B neaMaTpUYHaTa NOMYIAUHA.

Hauks Ha npHIoKeHHe
Tabaerxure TpadBa na ce norpiuar, 6€3 Aa ce ALBYAT, C MANKO TEUHOCT.
4.3 IIpoTHBONOKAZAHHA

[ nuMmiepua € NPOTHBONOKA3H NMPH NAaUMEHTH ChC CIEIHNTE ChCTOSHHA

- CBPBHXYYBCTBMTEIHOCT KBM IJIHMENEpHN, [ApYrH CyJddaHWwIypeHHH [MpOOYKTH WIH
CyJIpOHAMHIH, WIM KbM HAKOE OT MIOMOLIHKTE BemecTBa, H30poeHH B TOYKa 6.1

- 3axapeH auaber tvn |

- nuabeTHa KoMa,

- KeToAlMI03a,

- TEXKH HapylleHHa Ha OwnOpeuHara unu udepHofpoOHaTa (yHKImMA. B cioyyan Ha TeXkH
HapyLeHus B ObOpeunaTa unm yepHoapoOHaTa QYHKIMS € HeoOX0AUMO NMPEMHHABAHE KHM HHCYITHH.

4.4 CpoenrajHY npeaynpexieHns H NIpeANa3HA MEPKH NpPA ynorpeda
I'numeramma TpabBa fa ce nprHeMa HeNOCPEACTREHO TPe/lH, WIH 110 BpeMe Ha XpaHeHe.

Korato xpaHeHHATa ce M3BEPIIBAT B HEPEAOBHH YacoOBe WIKM H30010 OMBAT NPOITYCKaHH, JTEYEHHETO C
I'numeramma Moxe fa aoBelie A0 XHNOTIMKeMHS. EBEHTYaAJIHHTE CHMITTOMM HA XMIOTJIHKEMUS
BKJIIOUYBAT: TJIaBOOONWE, CWICH INaA, raacHe, NMoBpbLIIaHe, OTNANHANOCT, CHHJIUBOCT, HAPYLIECHHA Ha
ChHS, OE3MOKOMCTRO, arpecHBHOCT, HapyllleHa KOHLEHTpalHsa, OAMTEIHOCT M BpeMe 3a PeakLHA,
NOTHCHATOCT, OOBPKAHOCT, FOBOPHH W 3PWTENHH MyIlleHMs, ada3us, TpeMop, mnape3a, CEH3O0pHH
HapyLIEHHA, 3aMatHocT, OE€3MOMOINHOCT, 3aryba Ha CaMOKOHTpOJ, Ienup, uepebpalHd rbpuyoBe,
COMHOJICHTHOCT H 3aryba Ha CB3HAHHE BKMOYHTENHO MO0 KOMa, MNOBBPXHOCTHO JHINIAHE H
Opanukapansa. OCBeH TOBa MOTAT Aa ¢a HAJIHIE W MPH3HAIM HA afpeHepruyHa oOpaTHa perynaiyis,
KaTO HM3MOTABAHE, JIEMKABAa KOXa, TPECBOXKHOCT, TAXUKApAWA, XHOCPTOHH:A, MANTIHTALMH, AHTHHA
NEKTOPHC M CHPACYHH APHTMHH.

KnHHHYHATa KapTHHA HA TEKKHA XMITOrTTHKEMHUYSH MPHCTHIT MOKE Ja Hanogo0aBa Ta3zu HA HHCYIIT.

CuMnroMuTe TOYTH BHHAarH Morar Aa OBpaar Obp30 OBJAAdHHM, 4pe3 He3a0aBeH I[IPHEM Ha
BBIJIEXHAPATH (3axap). H3KycTBeHHTE NOOCTAHTENH He OKa3BaT eeKT.

Ot ppyrure cyndaHwnypefiHM NpPOAYKTH € HW3BECTHO, Y€ BBHIPEKH HHPBOHAYAIHO YCHELIHHTE
KOHTPAMEPKH, XHNOITMKEMHATA MOXKE J1a CE MOBTOPH.

Texxata Uy NPONLIHKHTENHA XHITOTIMKEMHS, OBJIANHA CAMO BPEMEHHO ¢ MOMoIla Ha O0HuaitHuTe
KOJIMYECTRA 3aXap, Hanara He3abaBHO MEIHMIIMHCKO JICUEHHE, 4 B HAKOH CJIYYad U XOCHUTAITH3AlHA.

dakropure, 6/1arONPHATCTBAINH XHITOTTHKEMHUATA BKIIOUBAT:

- HEXEMaHWe HIM (JO-YeCTO MNpH MO-BE3PACTHH MALUMEHTH) HecmocoOHocT Ha Afdlyesitaing
CHTPYAHHYH; /7 T,
- HENOXpaHBaHE, HCPENOBHH HacOBE HAa XPAHEHE HIIH TIPONYCHATH XPAHCHH, I0H > )

Bb3AbpPAKAHE OT XPaHa, {
- MPOMEHH B JHETATA; 1
- aMcOananc Mexay PU3HYECKOTO HATOBApBaHE U MPHEMA Ha BRIVIEXHIPATH;
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- KOHCYMAIA Ha aJTKOX0J1, 0CO0eHO B KOMOHHALMS ¢ MPOIyCHATH XPAHSHHUS,

- HapymeHa 060peuna ¢yHKUus;

- CEpHO3HA YepHOAPOOHA JHCHYHKIIHS;

- mpeao3upaHe ¢ [ 1MMeramma;

- HAKOHW HEKOMIICHCHpAaHH HapylleHKWs Ha €HAOKPHMHHATA CHCTEMa, 3acAralmM BBIIIeXHAPaTHHA
MeTaboNMM3EM HWIH 00paTHATA PeTyNalMsa Ha XUMOTIHKeMHAT (KaTo HalpUMeEP NPH HAKOH CMYUICHHUS
BbB (QYHKILMATA HA [IUTOBMJHATA XJIe3a M MPH NpeAHa XHNO(H3apHA WIH aApCHOKOPTHKOHIHA
HEJIOCTATEYHOCT);

- SIHOBPEMEHHO NMPUEMAHE HA HAKOHU JIEKAPCTBEHH MPOIYKTH (BXK.TOUKA 4.5).

Jleyenuero ¢ [ numeramMma HM3HCKBA peJOBHO CEACHE HHBATZ HA MMIOKO3ara B KPbBTa U B YPHHaTa.
OcBeH TOBa, Ce NpenoppyBa ONpeeIdHe HA ChOTHOUICHHETO HA TITHKHPAHHA XeMOTJIO0HH.

Ilo BpeMe Ha nevennero ¢ I'nuMeramma € HeOOXOAHMO PEIOBHO NPOCieASBaHE Ha YEPHOAPOOHHTE H
XEMATOJIOTHYHH TOKa3are/n (0cobeHo TEBKOLIMTH U TPOMOOLIMTH).

B crpecoBu cHTyaumu (HampHMep 3J0NIONYKH, CHEINHH OMNEpPAlHH, WHPEKUMH, MPOTHYALUM C
(peOpIIHTET U T.H.} MOXKE A2 € TIOKa3aHO BPEMEHHO TIPEMHHABAHE HA MHCYJTHH.

Hama nanpynas onur 3a ynorpebara Ha [nuMeraMma MpH NaiHeHTH ¢ TEXKH HapyUIeHHA Ha
yepHoApoOHaTa (YHKIMA WIH NAIHEHTH HA AWanu3a. [IpM malMeHTH ¢ TEXKO HapylleHHE Ha
ObpOpeuHaTa win yepaoapobHaTa (pyHKIIMA € TIOKa3aHO MpeMHHABAHE KbM JICYCHHE ¢ HHCYJIHH.

JleuenneTo Ha mauMeHTH ¢ G6PD-nedmiuT cbe cyndaHMIypeHHH NPONYKTH MOXE Ja JOBELE 0
XEMOJIHTHYHA aHeMMsA. Tbil KaTo TTMMENHMpHA TpHHAMAIEKH KbM Kiaca HA CyagaHWIypeHHHTE
OpOAYKTH, NMPENOpBpYBa C€ MOBHIISHO BHHMaHHe NpH nauyeHTH ¢ GOPD-nepuuwT v tpabsa na ce
OOMHCI/IN alTTepHATHBHO JICYEHUE C MPHJIAraHe Ha HecyipaHWTypeiHH IeKapCTBEHH MPOIYKTH.

I'maMeraMma ChbABbpXKa JTaKTO3a MOHOXHJIPAT M HAaTpuii, [TauMeHTH ¢ peAKH HACNEACTBEHH npobieMu
Ha HEMOHOCHMOCT KBM rafakTo3a, IHJIEH JAKTa3eH AeHIMT WIH TTII0K030-ranakTo3Ha ManabeopOims
He TpadBa Na NpHeMaT TOBa JICKAPCTBO.

To3n nekapcTBeH MpOJAYKT ChAbpaa no-manko oT 1 mmol Hatpuii (23 mg) Ha enna rabnerka, T.C.

MOXeE Jla C€ KaXe, Y€ [IPAKTUYECKH HE ChIBP>Ka HATPHIA.
4.5 BanMogeilicTBHE ¢ APYIrH JeKAPCTBEeHH NPOAYKTH H APYTrH GopMA HA B3aAMOACHCTBHE

AKO IJIHMETICPH], C& NPHEMAa €THOBPEMEHHO ¢ HAKOM APYrH JSKAPCTBCHH NPORYKTH, € BH3MOXKHO Aa
Bb3HHKHE, KaKTCO HEXKEJIaHO MOBHIIABAHE, TAKA H HEXENaHO MOHHKABAHC HA XHMMOTIIHKEMHUYHOTO
JACHCTBUE HA TTTHMEITHPHL.
Ilopagn ToBa ApYrH NEKAPCTBEHH MPONYKTH TpAOBa NMa ce MPHEMAT CaMoO CbhC 3HAHHETO (MM M0
MPEANUCAHHUETO) HA JIeKap.

["mumenupun ce Merabonusupa ot uuroxpoM P450 2C9 (CYP2(C9). NaeectHo e, e MeTalOIHIMBT MY
Ce NOBJIMABA OT €AHOBpPeMEHHOTO npHemaHe Ha CYP2C9 unaykTopu (HanpuMep pH(aMNHLKH) HITH
HHXHOWTOPH (Hanpumep QIyKaHo3o).

PezynraTuTe OT in vivo npoy4dBaHe Ha B3aUMOJCHCTBHATA, CHOOINEHH B JIMTEPATYpaTa IOKa3par, de
IUIOINTA O KPHBATa HA TJIMMENHUPHU/ C¢ YBEJTHUABA MPHOIM3HTENHO ABYKPATHO OT PIIyKOHA30J1, €ANH
oT Hai-MoItHHTE CYP2C9 HHXHOKTODH . -

BB3 ocHOBa Ha onMTa ¢ TAMMENMpHA H C ApYrd cyadaHHAYpeHHH JIeKApCTBE
HeoOXO0aUMO 11a OBIAT CIOMEHATH CNIEAHATE B3aUMOICHCTBHA:
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IloTeHuMpane Ha MOHIKABAIMA KPHBHATa 3axap epeKT M mopajiH TOBAa, BB3MOXKHOCTTA B HAKOM
C/IYYaH Ja BB3HHUKHC XHIIOTIIHKEMMS, MTPH TIpHEMaHe Ha €IHH OT CJICOHHTC JICKAPCTBCHH [IPOJTYKTH,

HaTIpHMeED:

- ¢peHunOyTasoH, azanpona3oH ¥ okcHdpeHOyTa30H

- HHCYJIHH H NEPOPANIHH aHTHAHAO0ETHH CPEeACTBA, HaTpUMep MeThOPMHH
- CAITHLIWIATH H P-aMHHO-CAJIMIIHIOBA KHCEJTHHA

- aHADONHH CTEPOUAM H MBXKH TOJIOBH XOPMOHH

- X11opamM()eHAKOJ, HAKOU JABITO AeHCTRAIM CYI(POHAMHIH, TETPALIMKINHH, XHHOJIOHOBH
aHTUOHOTHLN U KIIAPATPOMHITNH

- KYMapHHOBHM aHTHKOAryJIaHTH

- hendurypaMuH

- AA30NHPAMH

- pubpatn

- ACE-nuaxuburopu

- utyokcetuH, MAQ-urxnburopn

- AJIOITY PYHOJ, NTpOOEeHULIMA, CYIDHHITHPA3OH

- CHMMIATHKOJTHTHLH

- uHKIogochamua, Tpodochamua U upochaMuH

- MUKOHA30J1, QIyKOHA301

- IEHTOKCH(PWITHH (BHCOKH JO3HM NMapEHTEPATHO)

- TPMTOKBAJIHH.

Orcnabrade Ha MOHWKABAIIMA KPBBHATA 3aXap eeKT, H MOPaaH TOBA BE3MOXKHOCTTA B HAKOH CITyuaH
Aa BB3HHKHE MOBHINABAHE HHBOTO HAa KPhBHATA 3axap, KOraro ¢e€ NpHeMa €IHH OT CHeJHHTE
JeKapcTBeHH MpoayKTH. Hanpumep:

- ECTPOr€HH U NPOTECTOr¢HH,

- CAJTYpETHLH, THA3HAHHN AHYPETHLM,

- CpeICTBa CTHMYJIMpPAIH IIHTOBHAHATA XKJ1e3a, IIOKOKOPTUKOUH,

- NPOM3BO/IHH HA (EHOTHAZMHA, XJIOPIPOMAa3HH,

- AAPEHATIMH ¥ CUMINIATHKOMHUMETHLIH,

- HUKOTHHOBA KHCEJTHHA (BUCOKHM JO3H) H NMPOU3BOIHH HA HHKOTHHOBATA KHCEJIHHA,
- IAKCATHBH ([IPU MPOABIDKHTENHA yNioTpeda),

- (heHUTOMH, THA30KCH

- rmoKaroH, 6apOuTyparyu u pudaMIHIEH,

- AUETA3ONaAMM].

H> auraronucture, 6era-6nokepuTe, KIOHHIWH H pe3epNUH MOraT Aa JOBCAAT WM IO YCHIBAHE WIH
o oTcnabBaHe Ha MOHWXKABAIMA KPbBHATA 3axap e(ekT.

[loan BIHAHHMETO HA CHMIATHKOJWTHYHU JIEKApCTBa, KaTo: Oera-OnokepH, KNOHMAHWH, IBAHETHIHH H

pe3epnHH, MPH3HALUTE HA aApeHepruyvHa o0paTHa peryjalHd HA XWIIOTJIMKEMHATa moraT aa Omaar
oTcnabeHu MTH J1a OTCBCTBAT.

Koncymaiara Ha ankoxoj MoXe HenpeackasyeMo Ja TOTeHOHMpa, HWIH 14  oTcaabu
XHIOMJIHKEMHYHOTO XEHCTBHE HA IMTHMEITUPUL,

[ TiMenHpua MOXe W Ja NOTSHIMpPa, HITH Aa 0T¢1abu edeKkTHTe Ha KyMapHHOBHTE NPOM3BOJNH.

KonecepenaMm ce cBbp3Ba ¢ MIMMENHPHA M HaMaaBa abcopOuuaATa Ha TTHMETHPEE @
upeBHHA TpakT. He ca Habmogaparn B3aumMopaeHicTBHMA, KOraTo NIMMENHPHA € Mp mﬂ’" Hﬁﬂe ¢ ‘lﬂbﬁ i;ﬁ
npenH konecepenaM. Ilopaau Tosa, rmuMermpun TpaGea ma Opae mpuaaraH PHE 4 ‘ilaca ﬂpenm

'r ‘I
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4.6 DepTHnATET, OPEMEHHOCT H KbPMEHE

bpemeHHoOCT
Puck, cevpaan c ouabema

Heobuuaiinure HMBa Ha KpBBHATa 3axap nMO BpeMe HA OPEMEHHOCTTA ¢a CBBP3aHH C IO-BHCOKA
4eCTOTA HAa BPOJCHH aHOMAJIHM M MEpPHHATAIHA CMBPTHOCT. ETO 3amo HMBaTa Ha KpBBHAra 3axap
TpAOBa Na ObNAT CTPHUKTHO CIEJCHH [0 BpeMe Ha OpeMEHHOCTTa C LieJl H30ArpaHeTO Ha TEPATOTCHEH
puck. Ilpu Te3n obcrosrencTa ce u3nckea ynotpebata Ha HHCYIMH. TlaipeHTKHTE, BE3HAMEPABAILH
na 3abpemMeHesT, TpAOBa 12 YBEXOMSAT CBOS JIEKap.

Puck, cBLp3aH ¢ rauMenupua

Hsma anexBaTHH JIAHHH 33 NPHAOKEHHETO HA rIMMENHpPHA npu OGpeMennu >xeHn. IIpoyusanusTa C
XXHBOTHH Ca [MOKa3zalld PpeNpoOAYKTHBHA TOKCHYHOCT, KOATO HAH-BEpPOATHO € CBBp3aHa
($apMaKOIOrHYHOTO ACHCTBHE (XUMOTIHKEMHS) Ha riuMenupu (Bx. Touka 5.3).

CrnenopareinHo, TTHMENMPHI He TPAORA Aa OB¢ H3MON3BaH IO BPEME Ha Lia1aTa OPEeMEHHOCT.
B cnyuait Ha nedeHMe ¢ TIIHMENWPH, aKo MAlHEHTKAaTa IUIAaHHpa OpeMEHHOCT WIH 4KO € OTKPHTa
OpeMeHHOCT, TepanuaTa TpaOBa na 6bae NpoMeHeHa BE3MOXKHO HAW-GBP30 KBM JIE4EHHE ¢ HHCYIHH.

Kupmene

He ¢ u3BeCTHO JasM Ce eKCKPETHpPa B YOBELIKATa KbpMa. [ JIHMENHpHI ce eKCKpeTHPa B MJIAKOTO Ha
wrexose. I[lo BpeMe Ha nedeHHeTO ¢ rIUMenupHA He TpaOBa na ce KbpMHM, TBH KaTo Ipyrure
CyNhaHHITypeHHR NPOAYKTH C€ €KCKPETHPAT B YOBEINKATA KbPMa W MMA PHCK OT XHIOITHKEMHS MPH
KbpMaveTara.

OepTHIHTET
Hsama HanwdaHH nanHH 3a QepTHAHTET.

4.7 EdexTn BLpXY criocobHOCTTA 32 mModHpaHe B pafora ¢ MAITHHH
He ca mpoexany Npoy4BaHMs 3a eeKTHTE BEPXY CIIOCOOHOCTTA 3a modHpaHe H paboTa ¢ MallIHHM.

CnocoOHOCTTa HA MALMEHTUTE 33 KOHIEHTPALHA H peakLiis MoxKe fa Oble HapyineHa BCISACTBHE Ha
XUNOTTIHKEMHS M/ XUINEPIITHKEMUSA, WIH HANPHMEp, KaTo pe3yNTaT OT HAapylleHHe Ha 3pEeHHETO.
ToBa Moxe Na npeACTaB/ABa PHCK B CHTYALIHH, KBAETO TE3H CIIOCOOHOCTH ¢a 0T OCOOCHO roisMo
3HaYeHHe (HanpuMep LogHpaHe Wik paboTa ¢ MalllHHH).

[TaienTure TpgbBa na ObAaT mochbBeTBAaHM fa B3eMAaT NpeaNasHH MepKH, 3a H30ArBaHe Ha
XHTIOTTIHKEMHA MO Bpeme Ha wmodwpane. ToBa e ocoDeHO BaXKHO MpPH JNHIA ¢ NMOHHKECHO HIIH
JMICBALIO YCEUIaHEe 33 NMPEeAYNPEIHTEHUTE CUMIITOMH HAa XHIOTJIHKEMHA, WIH KOHTO MMAT 4YeCTH
enu3oaH Ha xunormkeMusi. Heobxonnmo e nodpe na ce oOMucH, 1aM IPH TaKHBA OOCTOATE/ICTEA €
NPENOPBUHUTENHO Te A IO(PHUPAT MITH Ja paboTAT ¢ MALIMHH.

4.8 Hexenann JeKAPCTBEHH peaKIlHH

Cneanvre HeXenaHW JEKapCTBEHM PEaKlMH OT KIHHHYHH H3cJelBaHH4, Oa3HpaHM Ha OINHTa C
I'mameramma ¥ apyru cyagaHmnypeHl JEKapCTBEHH NPOAYKTH, ¢4 H3PSACHH M0 CHCTEMO-OpraHeH
KJIaC H B P&/l Ha HAMAJISIBAINA YECTOTA:
MHOTro yecTu (= 1/10)

yectH (= 1/100 no <1/10)

HeuectH (> 1/1000 no <1/100)

peakH (= 1/10 000 xo <1/1000)

MHOro peaku (= 1/10 000) oD
¢ HEH3BECTHa 4ecTOTa(OT HAJTMYHUTE JaHHM He MOXe Ja Oblle HanpaBeHa OLIEHKA) A




HapyieHus Ha KpsBTa M TUMQHATA CHCTEMA

Penku: TpoMOoLMTONEHHS, JIEBKONECHHS, TIpPaHYIOLMTONCHUS, ATPaHYJIOLMTO3a, CPHTPOIEHH,
XeMOJIMTHYHA aHEMHA U MAHIUTONCHHA, KOUTO O TIPHHIMN ca 00paTUMH NPH NPEKpaTIBaHe MPHEMA
Ha JIEKApCTBOTO.

C HeH3BecTHa uecToTa: TexKa Tpomboumronenus ¢ 6poii Ha TpomborTHTe No-Manek ot 10 000/pl 1
TpoMOOLMTONEHHYHA MYPITYpa.

Ha €HHd Ha H ara CHCTeMa

MHOTro peiky: JIEBKOLHTOKIACTHYEH BacKYJIHT, JIeKH PEaKIHH Ha CBPBXYYBCTBHTCIHOCT, KOWTO
MOTAaT Jia PepacHaT B CCPHO3HHA peaKLMH ¢ JUCIIHEA, TIOHKABAHE HA KPBBHOTO HAJIATAHE U MOHIKOTA
IIOK.

C HEH3BECTHA YECTOTA: B3MOKHM €A KPBCTOCAHM alNeprHH CBbC  CyNaHWMypeHHH ITPOMYKTH,
CyJIGOHAMHIIA WJIH CPOJHH BElECTBA.

HapyiiieHus Ha MeTabonu3ma M XpaHEHETO

Penxu: XunornukeMus.

Te3u XUMOTIMKEMHYHH PEaKIIHH B [TOBEUETO CYUYaH ce MOABABAT He3abaBHO, MOraT J1a ca TEXKH H He
BHHAIH € JIECHO Aa ObaaT kopurkipaHi. Be3HukpaHeTo Ha Moao0HH peaklMH 3aBHCH, KaKTO M IpH
JIDYTUTE XHMNOTIIHKEMHYHH TEpanuW, OT UHAMBHAYANHH (akTOopH, KaTO XpPAHHTEIHH HAaBMLH H OT
A03aTa (BXK. ToUYKa 4.4 33 TOMBIHHTEIHA HHpOPMaLHA).

HapyiiieHus Ha 04YHUTE
C HeusBecTHa YyecToTra: CMYILIEHHS B 3pEHHETO, OCOOCHO B HAYAIOTO HA JICYEHHETO € BB3MOXCHO Ja

BB3HHMKHAT NPEXOHK HAPYLUCHHA B 3pSHHETO, MOPaAH NPOMAHA B HHBATA HA KPHBHATA 3aXap.

CroMalllHO-4YpeBHH HAPYIIEHUS

Penxn: nucreysus.

MHOro peikH: rajfeHe, MOBpblaHe, AHAPHA, MOAYBaHEe Ha KopeMa, abAoMMHANleH AHCKOM(pOPT H
abaoMHHANIHa O0NKa, KOMTO PAIKO BOMAT IO NMPEKHCBaHe Ha TEPANHATA.

XepaToOunnapHy HapyIneHus
MHoTo peaKkH: HapylLleHHe Ha YepHOApoOHATa QYHKUHSA (HATIPEMEP € XONECTa3a H HKTEP), XETaTHT

YepHOAPOOHA HEAOCTATHYHOCT.
C HeM3BECTHA YECTOTa: MOBMIIEHH HHBA HA YSPHOAPOOHHTE €H3INMH.

HapyiiieHHs Ha KOXKaTa W NOJAKOXHATA ThKaH

Peaxu: anonenms

C HEeH3BECTHA Y€CTOTa: Bb3MOXKHO € Ja Bb3HHKHAT peakiMd Ha CBPBXUYYBCTBHTENIHOCT IO KOXKATa,
KaTo ¢bpOex, oOpHB, ypTHKapHs U GPOTOTYBCTBHTENHOCT.,

HacaenpaHus
Peaxu: xkaypane Ha Terno

Mumuoro peaku: IloHwxkeHAe HUBOTO Ha HATPHI B KPBBTA.

CrobuaBate na NOAO3IUPAHM HEKEITAHH PEAKIIHH

Cpob1aBaHeTo Ha NONO3MPAHN HEXENMAHU PeaKLMK C/ie/] paspelnaBaHe 3a yrorpeda Ha JeKapcTBeHHA
NPOAYKT € BaxkHO. ToBa No3BoONgBa 12 NPOXBDKH HAOMIOASHHETO HA CHOTHOLIEHHETO NOJ3a/PHCK 32
JIeKapCTBeHHS NMPOAYKT. OT MEIHIMHCKHTE CIICIIHAIIMCTH CE€ H3HCKBA a ChOOIIABAT BCHKA
NOAC3HPaHa HEeXENaHA PEaKikd Ype3 HAUMOHAIHA CHCTEMA 3a ChobiaBaHe:

brarapus

H3meHATEIHA areHLUHA No JIeKapCTBara
yi. ,.JdamaH I'pyes” No 8

1303 Codus

Ten.: +35 928903417




yeGcalT: www.bda.bg
4.9 Ilpeposnpane

CuMnromMu

Cnen npHeM Ha CBPBXI03a, MOXE 8 BH3HHKHE XHNOITHKEMMs ¢ NPOAB/DKHATENHOCT oT 12 10 72 Jaca,
KOATO MOXE JIa C€ TNOBTOPY CJied ITbPBOHAYANHOTO BE3CTaHOBABaHe, CHMNTOMMTE MOraT aa He ca
HAJIALE B MPOARDKEHHE Ha 1o 24 vaca ciaen npuema. [To npHHOMI ce npenopbuBa HaOMOAECHHE B
OonHuila. MoraT aa Be3HMKHAT raicHe, MoBpbilaHe M OOJKHA B enHractpuyma. B obmma cirydaH
XHUIIOITTHKEMHATA MOXKE J[a € TpHApPY)KEHAa OT HEeBPOJOTHYHH CHMITTIOMH, KaTO HECNOKOHCTBHS,
TPEeMOp, 3PHTETHH HapyHieHUs, MpoOJIEMH ¢ KOODAMHALIMATA, CHHJIHBOCT, KOMa H I'bPYOBE.

OcTpoTo Npefo3upane, KakTo ¥ JBJITOCPOYHOTO JICUEHHE ¢ TBBPAC BHCOKA 1032 [NIHMETTHPHI MOXE 13
JOBeE A0 TEKKA KHBOTO3ACTPALIABALLA XUITOTTUKEMHA.

HelicTBHa

Beanara cien ycTaHOBABRaHe Ha mpelo3upaHe ¢ nameramma, TpaOBa Ja He3abaBHO Ja ce yBeAOMH
nexap. IlaauesTsT TPAOBa He3abaBHO Na npHeMe 3axap, akO € BB3MOXKHO, noA GopMaTa Ha I[IIIOKO03a,
OCBEH aKO JIEKApAT BeYe HE € 110eJl OTTOBOPHOCT 3a JISYEHHETO Ha Mpeao3HpaHeTo. BHHMAaTEHOTO
HaOMIOJEHME € OT CBIIECTBEHO 3HAYEHHE, AOKATO JICKApAT HE CE YBCPH, 4€ [AllMEHTHT € H3BHH
onacHocT. TpabBa aa ce MOMHH, Ye XMIOTJIMKEMHATA MOXKeE J1a ceé TMIOSBH OTHOBO CNeJl MbPBOHAYATHO
Bh3CTAHOBABAHE.

B cmyvaii Ha ek enn304 HAa XHIOTIIHKEMHA, HEPBOHAYAIITHOTO JICUEHHE C€ CHCTOH NPEAHMHO OT
ApHEM Ha IIIOK03a NepoparHo. TeXKH XHMOTIMKEMUYHH peaki[HH H3HCKBAT HE3a0aBHO J1IEYEHHE.

3HaunTeNHO Npefo3upaHe Ha I'MMeraMMa M TeXKH peakiiMy ¢ MPH3HALM, KaTo 3aryfa Ha Ch3HaHHe
WIM JpYrH CEpHO3HH HEBPOJIOrMYHH HAPYIIEHHA €A CICIIHA MEAMIIMHCKH CIIyYyad H H3HCKBAT
He3abaBHO nedueHHe. [Iokasano e HacTaHsBaHe B OONHKIIA B OTACICHHE MO HHTEH3HBHO JIEYCHHE.

AKO € IIPHETO rojiaMo KOJIMUecTBO [ TMMeraMa e 1okasaH CToMalneH NaBax B paMKHTE Ha 1 vac cief
NOITBIAHETO, NOCJIEABAH OT AKTHBCH BBIVICH, HATPHEB CY/MPaT H OKTPECOTHA. KoJKOTO € BB3MOKHO
Mo-CKOpO TpAOGBa fa ce 3amodHe OpUNarade HAa THIOKO3a TpH HEoOXoauMocT, Ypes ¢ GonycHo
HHTpaBeHO3HO HHxkeKTHpaHe Ha 50 ml 50 % pasteop, mocnensan ot HHQy3Ha Ha 10 % pasTBOp CBC
CTPHKTHO MNpOCICAABaHe Ha KPBBHATA 3axap MNoHe 3a 24 wyaca. AJTEpPHATHBHO NPH BB3PacTHH,

NPWIOKEHAETO Ha FIOKaroH MOXE Ja Ce MMa npeasui. [lo-HaTaThIIHOTO fieucHHe TpAGBa ga Onje
CHMITTOMATHUHO,

[IpH TeXKH CyYal ¢ NpOIB/DKHTENEH KYPC, XHIIOIIMKEMHATA WIH ONacHOCTTa OT 00paTHO H3nmajaHe
B XHIIOTJIHKEMHSA, MOXKE Ja NPOIBIDKH HAKOJIKO JHH.

OcobeHo npH JieyeHHe Ha XHMOTHKEMHs BCAEACTBHE HA CaydaiiHO mpuemaHe Ha [ nmmeramma ot
Oebera ¥ Manku nena, 103aTa Ha IPHJIOKEHATa ITEOKO3a TpAOBa Ja ce KOHTpOJMpa BHMMATEIIHO, 3a 14
ce M3GerHe BepOATHOCTTA OT HpeAU3BHKBaHE HA onacHa xunepraukemus. Kppeaara 3axap Tpabpa na
€€ CJICAH CTPHKTHO.

5. G®APMAKOJIOITHYHHA CBOUCTBA

5.1 dapmMaxkoaHHAMHYHE CBOHCTBA
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Ha HHCYJIUH: CyndoHunypeiinu

ATC kox: A10B BI2.



[mumenupua € nepopanHo AKTHBHO  XHIIOTJIHKEMHYHO BEINECTBO, MNPUHAAIEKAINO KBM
cyJiaHunypeiiHaTa rpyna. Toif Moxe a ce H3MoN3Ba IPH HEHHCYIMHO3ABUCHM 3aXapeH auaber.

MexaHu3bpM Ha JelcTBHE

I'maMenupun AelicTBa TJIABHO 4pe3 CTHMYJIMPAHE HAa OTAENIMHETO HA MHCYIHH OT 0€Ta KIeTKHTre Ha
MaHKpeaca.

KaxTto w npu npyru cyndaHWIypeiiHi IPOAYKTH, TO3H e(peKT ce OCHOBaBa BHPXY YCHIBaHE OTroBOpa
Ha MaHKpeaTHYHUTE GeTa KINETKH KbM (PH3HONOrHYHHS CTHMYJT HA Moko3aTa. OCBEH TOBA, H3MNEXK/A,
Y€ IIHMEIHPHI NPUTSKABA MOAYEPTAHH €KCTPAMAaHKpEeaTHUHH e(eKTH OTOe/MA3aHH ChIe H MpH

APYTH CYJIpAaHUITYpeHHHN NPOAYKTH.

OcpofoxaaBaHe Ha MHCYTHH

CyndanwtypeliHuTe NpoaykTH PperyiMpaT HHCYJIMHOBAaTa CEKpeuWa, 4pe3 3arBapsHe Ha ATO-
YYBCTBHTEIHUTE KAJIMCBH KaHAIW B MeMOpaHaTa Ha OeTa-KieTkuTe. 3aTBAPSHETO Ha KAJIMEBHTC
KaHAJH MpEeAH3BHKBA Ienonsipu3alms Ha OeTa KIETKHTE, B PE3YIATaT Ha KOETO — TOCPEIACTBOM
OTBapsAHE Ha KATIHEBUTE KAHAIH — C€ MOCTUTA NOBHIICHO HABHM3AHE HAa KAJLIMH B KJIETKATA.

Tora Boau no ocBOOOKAABAHE HA UHCYJIHH TIOCPEACTBOM €K301[HTO32.

I'maMenHprA ce XapaKTepH3Hpa C BUCOKA CTENEH Ha 00paTHMO CBBP3BaHE ¢ MEMOPAHHKA IPOTEUH HA

Dera-knerkure, KoHTO € cPbp3aH ¢ AT®O-yypcTBHTENHMS XaliHeR KaHal, HO € pa3djIueH oT
OOHYaWHOTO MACTO 3a CBBP3BAHE HA CYN(AHHTYPEHHHATE MPOLYKTH.

ExcTpanaHkpeaTdyHa aKTHBHOCT

EkcTpanaHkpeaTHuHUTE €EKTH ¢a HanmpHMep, MOROOPEHHe Ha YyBCTBHTEIHOCTTA HA NEpHpepHHTe
THKAHH KEM HHCYJIHH H HaMaJMBaHE HA HHCYIHHOBATA KOHCYMALHA OT YSPHHS ApoD.

INoemaHeTo Ha rmoko3ara OT KPBETa B nepH(pepHaTa MYCKYJIHA H MaCTHA THKAaH CTaBa [TOCPEACTBOM
CIICLHAIHH TPAHCIOPTHH MMPOTCHHH, Ppa3NookKeHH B KieThyHaTa MeMOpaHa. TpaHCIOPTLT Ha
[I0OKO3a B TE€3H TBKAHH ¢© CKOPOCT-OrpaHMYABAIIOTO CTHMAM0 B YCBOABAHETO HA IJIKOKO3aTa.
I'niMenupua MHOrO OBp30 yBenW4yaBa Opod HA MOJIEKYJIHMTE 33 aKTHBCH TPAHCIOPT Ha TIOKO3a B
IUIa3SMCHHTE MeMOpaHH Ha MYCKYJIHHTE M MAaCTHH KJIETKH, KOe€To BOAM A0 CTHMYJIHPaHe Ha
YCBOABAHETO Ha IIIIOK03aTa.

ImuMenupHa  TMOBHIIABA  aKTHBHOCTTa HAa  [MKO3WI-PochHaTHAWIMHOZHTON  CHEeRU(HUYHATA
¢ocponnnaza C, koero MOXKe Zla C€ CBBbpPKE C MEAMKAMEHTO3HO - NMPE/IM3BHKAHATa JIMMNOTEHe3a H
TTTHKOTeHE3a B H30/HPAaHU MACTHH H MYCKYJIHH KJICTKH.

[muMenupua HHXHOHpa o0pasyBaHeTO Ha [MIOKO3a B depHHs Apob, 4Ype3s MNOBHIABaHE Ha

BBTPEKIEThYHATa KOHLEHTpalHa Ha ¢pykrozo -2,6-Ouciocdar, xoiito oT cBod crpana HHXHOHpa
TJIFOKOHEOTEHE3aTa.

061113 AKTHRHOCT

IIpH 3apaBH HHAMBHIH MHHHMATHATA etheKTHBHA NEpPOpaIHa fo3a ¢ npubnusurento 0,6 mg. EdexTsT
HAa MTAMEIAPH] € A0303aBHCHM H BB3NPOH3BOAMM. MDH3HONIOTHUHHAT OTTOBOP HA TEKKO (PUIHUECKO
HaTOBapBaHE, CHHXKABAHE HA WHCYIHHOBATA CEKPELMA, OCTABa NTPH TJIMMETHPHIL.

Hamauile 3Ha9MMa paznuka B edexTa HE3aBUCHMO OT TOBA, JaJi NPUEMBT Ha ICKAPCTRECHHS [P TyREE:,

Oun 30 MHHYTH npenM XpaHeHEe HIH HENOCPEACTBEHO npeau XpaHene. [Ipu maiume _ Tﬁfﬂ { ;
n00bp METabONHTEH KOHTPON B MPOARDKEHHE Ha 24 yaca MOKe J1a Ce IOCTHTHE ¢ €IH : ‘BdeBHA™., ,
no3a. / r*—*’ PRt H =



Benpekn, 4e XHAPOKCH-MeTabOMNTHT HA IIHMENMPHA MPEIH3BUKBA MAJIKO, HO 3HAYHMO CHIDKCHHE B
cepyMHaTa T/IIOK032 MpH 30PaBH MHAHBHAH, TOM € OTrOBOPEH CAMO 33 MMHMMAJIHA YacT OT obuMs
JIEKapCTBEH €(EKT.

KomGuaupaHa Tepanua ¢ MeTdopMuH

B enHo ppoyuBaHe ¢ nanMeHTH, NMpPM KOUTO HE C€ TMNOCTHTAa 3aJCKBATHO KOHTPOJIMpaHe 4pe3
MAKCHMaJlHaTa fo3a MeTGOpPMHMH, ¢ MOKazaHO NOACOpeHO KOHTPONMpaHe Ha MeTabonH3Ma IpH
€IHOBPEMEHHO JICYEHHE C ITIHMEITHPHI, B CPaBHEHHE C JISYSHHSTO MPOBEACHO CAMO ¢ MET(POPMHUH.

KomOHuHHpaHa Tepanys ¢ HHCYIIMH

JaHHUTEe 338 KOMOHHHMpaHO lieueHMe ¢ HHCYIMH ca OrpaHMdcHH. [Ipu nauMeHTH HeaJIeKBaTHO
OBJIAJICHH ¢ MaKCHMAaTHATa 1033 IIHMENHPHA, MOXKE Ja Ce 3almoyHe ©QHOBPeMEHHa Tepamnusa C
HHCyJHH. [IpH /Be mpoyuBaHms, NpH KOMOMHHMPAHO NEYEHHE ¢ MOCTUIHATO ChIIOTO NMOACOpEeHHE Ha
KOHTPOJHMPAHETO HAa MeTaboNM3Ma, KAKTO TIPH CaMOCTOSTENHOTO MpUAGKEHWE Ha HHCYNIHH; obaue,
IIpH KOMOMHHPAHOTO JieueHue € Ouna HeoGxoauMa NMo-HUCKA CpeiHA 1032 UHCYIIHH.

CoeupanHi nomyjaainy

Heouampuuna nonyrayun

IlpoBeacHoO € AKTMBHO KOHTPOJHUPAHO KIHMHHYHO MpoyuBaHe (IJIHMENHMPHA A0 8 mg AHECBHO HIIH
mMeThopmMuH 10 2 000 mg nHERHO) ¢ NPOXLIDKUTENROCT 24 cenMuim npu 285 nena (na 8-17 roammnua
Bb3pacT), ¢ anadber Tvm 2.

U rnumenwnpua, u MeThopMHH ca TMOKA3ATH 3HAYHTENHO HAMAJICHHE B CpaBHEHHE ¢ Da3UCHOTO HMBO
Ha HbA;. (rnumermpua -0,95 (se 0,41); metrdopmun -1,39 (se 0,40)). Obave, rITHMENHPHA HE
OTTOBOPH HAa KPUTEPUHMTE 3a non-inferiority cnpsMo MeT(GOpDMHE TPH CPEAHOTO HIMEHEHHE OT
6aszucaHoro BUBO Ha HbA,. Paiznukara B neuenusara e 0,44% B nmonsa Ha Merdopmul. I'opHara
rpanvna (1,05) Ha 95%-1us norepurenen uHTepBan He € nox 0,3% - rpaHsaTa Ha non-inferiority.
Crieq| IeYeHHETO ¢ TIIMMENTMPHA, HE ¢a OTOeNA3aHH HOBH ChoOpakeHHA 3a Oe3omacHOCTTa MPH Aclia B
CpaBHEHHE C BB3PACTHH HAlMEHTH ChC 3axapeH guadber Tum 2. Hama naHHH 3a ABArOCpovHa
e(PHKAcCHOCT M OE€30MACHOCT NMPH NMETHATPUUHH TIAIMCHTH.

5.2 ®apMaKOKHHETHIHH CBOHCTBA

Abcopbups

BHOHaNNUHOCTTA Ha rMHMENHPH clled NEPOPATHO MPHIOKEHHe € NhiIHA. [IpHeMBT Ha xpaHa HAMA
MpakTHYECKO BJIMAHME BBPXY alcopbumATa, caMO CKOpocTra Ha abcopOumsa Jieko HamassBa.
MakcaManHH CepyMHH KOHUeHTpauHd (Cmax) C€ QOCTHTAT NpHOJIM3NTENHO 2,5 yaca criel nepopacH
npHeM (cpearo 0,3 pg/ml no BpeMe HA MHOTOKPaTHO MO3HpaHe ¢ 4 Mg JHEBHO) W € HANULlE JIMHEHHA
3aBHCHMOCT MEXAY A03aTa H Cmax , KakTO W Mexay jgozata H AUC (nmnmomra noa KpHBata

BpeMe/KOHLICHTpALM ).

Pasnpeaenenue

['IuMenHpH HMA MHOTO MalTbK 0GeM Ha pasnpenencHue (mpubnusurento 8,8 nurpa), koo rpybo ce
paBHsBA Ha MPOCTPAHCTBOTO Ha paslpeAeieHHe Ha al0yMHHA, BUCOKO CBBP3BaHe C IPOTEHHH (99 %)
¥ HUCBK KJIUPBHC (mpubmuzurento 48 ml/min).

[Ipy XMBOTHM, MIHAMENHMpHI Ce eKCKPETHpa B MISKOTO. I JMMENMHpHA NpeMHHaBa B IUIALCHTATA.
IlpemuHaBafeTo Npe3 xeMarocHuedanHaTa Gapuepa e ciabo.
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Cnea eaHokpaTHa 103a pagMOAKTHBHO MapkdpaH Dinmenupui, S8 % oT pagHoakTHBHOCTTa Oellie
OTKpHTA B ypuHAaTa H 35 % BBER WanpaxkHenusTa. B ypusara ne Oeuie OTKPHTO HENPOMEHEHO
BelecTo. JIpa meTabosnta — Hali-BepOATHO pe3yJsITaT OT YepHOAPOOHHA MeTaGoNH3EM (I/1aBHO YpE3
CYP2C9) 6saxa OTKPMTH KAKTO B YPHHATa, TAKA H BBLB HIMPAOKHEHHATA: XUAPOKCH-NPOH3BOAHO H
KapOoKCH-npou3BoAHO. Cliel MEpPOPaTHO MPHIIOKEHHE Ha ITTMMENMUPH, TEPMHHATHHAT HOLyKHBOT Ha
Te3H MeTabonurth O¢lle ChOTBETHO OT 3 A0 6 Yaca H ot 5 10 6 vaca.

CpaBHCHHETO MEXKIY €QHOKPATHO W MHOTPOKPATHO JO3SHpaHEe BEOHEX HHEBHO HE NOKasa 3Ha4AMH
Pa3IMKH BB (papMAKOKHHETHKATA H HHTpaHHIHBMAYanHaTa BapHabunHoct Oelne MHOro HHcka. Hama
NPakTHYECKH 3HAYUMO KyMY/IupaHe.

CriellHaJIHM IOy IalHK
PdapmakokHHeTHKAaTa Oelle CXOAHA MPH MBXKE H JKEHH, KAKTO M MIPH NALMEHTH B MJ1aJa H cTapyecka

Bb3pacT (Hax 65 roawnH). IIpH nmalMeHTH ¢ HUCBHK KPEATHHHMHOB K/IHPBHC WMAIll® TCHACHLMA
KMHPBHCET HA NMIMMEIINPHA Ja C€ MOBHUILIABA H CPEJHUTE CEPYMHH KOHUCHTpALHH a4 €€ NMOHHXKaBar,
Hal-BEPOATHO B PEIYITAT HA MO-0LP30 enUMUHUpAHE, TIOPANH TO-HUCKO (POTEUHORO CRLP3RAHE,
brbpeuHoTOo enuMUHMpaHe Ha ABaTa Metabonura Gewre HapymeHo. Karto uano, He mMoxe na ce
NMPHEME, Y€ CHUIECTBYBA NOMBJIHHTENIEH PUCK OT KyMYAUpAHE NP TaKHBa NAlMEHTH.
dapmMakOKWHETHKATA NPH NETHMA nauueHTH Ge3 nuaber crien onepauHd Ha HTHYHHATE TBTHILA € OUla
CXOHA C Ta3H NPH 31paBH WHAHBHIH.

lleduampuuna nonyrayus

Enno fed study-mpoydBane, mzciaeasamo (papMakoKHHETHKaTa, O€30MAaCHOCTTa M MOHOCHMOCTTa Ha
1 mg enHokpaTHa n03a rouMenupua npH 30 nmeaumatpudHd napenTd (4 mena Ha Bw3pacT 10-12
FoAMHH H 26 aena Ha BB3pact 12-17 rogunn) ¢ auabeT TMN 2 e mokasano cpeiHH croiiHocT 3a AUC -
last)y CIMaxX " t12, CXOAHH Ha HA0/TIOIaBaHUTE NMPEAH TOBA NPH BE3PACTHH.

53 IIpeagxnHAAMHHA AaHHH 33 0e30MACHOCT

IIpn npeaknHHUYHHTE HAMUTBAHHA €dexTn ca HAOMIOAaBAHW CaMO TIPH EKCIIO3UIHH, KOWTO ¢a B
JOCTATPYHA CTENEH MO-rojileMH OT MaKCHMAalHATa €KCIO3HLIMA NpH¥ Xopa, NOKa3anH ca Majka
PEeNEBaHTHOCT KbM KIWHHYHOTO NPHIOKEHHE, WIH ca OWIH NpHYHHEHH OT (PpapMakoAMHAMHYHHAA
epexT (XMNOrMHUKEMHA) Ha BEIIECTBOTO. 1€3W JaHHH C€ OCHOBaBaT Ha W3CJ€ABaHUA Ha
KOHBEHI[HOHAIHATA (apMaKoIOrHs 3a 0e30MaCHOCT, TOKCHYHOCT [PH MHOMOKpPaTHO JO3UpaHe,
FEHOTOKCHYHOCT, KAaHLUEPOTeHEH NOTEHIHA] M PENpOAYKTHBHA TOKCHYHOCT. Ilpu mocsaennure (3a
eMOPHOTOKCHYHOCTTA, TEPATOTEHHOCTTAa H TOKCHKOJIOTH Ha Pa3sBHTHETO), HAOMOAaBAHUTE HEXENAHH
peakHH C€ CYHTAT 3a BTOPHYHH [0 OTHOILUECHHE HAa XHIOIMUKEMHYHHTE €(QeKTH, NPEAH3BHKAH OT
BEIOECTBOTO [IPH MAHKHTE H ITOTOMCTBOTO.

6. ®OAPMAIEBTHYHHU CBOMCTBA

6.1 CoHchbk HAa BOMOIIHHTE BeIecTBA

JlakT03a MOHOXHApAT
HaTpHEB HUIUECTEH [JIMKOMAT (THIT A)

MHKPOKPHCTAJIHA 1IEJTYJI03a
nmosuaAoH K30

MArHe3MeR creapar
KBIIT XKeJieseH okcHa (E172), uaaurokapmus (E132)

6.2 HecnLBMecTEMOCTH

Henpunoxumo.
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6.3 Cpox na roanocr

3 ronuHH

6.4 CrHnenuaJHH YCJIOBHA Ha CHLXPAHEHHE

To3H 1eKapCTBEH NPOAYKT HE H3HCKBA CIICIIHAITHH YCIIOBHA Ha ChXpaHEHHE.
6.5 BuAH CHABPAKAHEE HA ONAKOBKATA

[Tpozpaunu PVC/anymunueBn OucTepH.
Onaxoeku no 30, 60 u 120 TabneTxu.

He BcH4kH BHIOBE ONTAKOBKH MOrat a ObaT MycHATH B npoxaxoa.

6.6 Crnennannm npeaANasHA MepKH NPH H3XBLPJISHE |

Hsama cneuraiHg H3HCKBaHHMA 3a H3XBBpIILHE,

Heunznon3BaHMAT TEKapCTEEH NPOAYKT WIH OTHAXPYHHTE MATEPHAITH OT HEro TpabBa 2a € U3XBBPIAT

B CHOTBETCTBHE C MECTHHTE H3HCKBAHHAL.

7. TIPHTEXATEJ HA PABPEIIEHHUETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

I'epmanna

8. HOMEP HA PA3ZPEIIIEHHUETO 3A YIIOTPEBA

20080250

0. JATA HA ITBPBO PA3PEIIABAHE/MIOJHOBSIBAHE HA PASPEHHIEHHUETO 3A
YIIOTPEBA

Hara Ha mepBO paspemarane: 28 Hoemepu 2008 r.

Jara Ha mocneaHo noaHossasade: 6 FOun 2012 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2023
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