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1. UME HA JEKAPCTBEHHUS IIPOIYKT { COOBPEHO!
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Glimal 1 mg —tablets glimepiride
I'maman 1 mg - TabneTKd rUMenupu

Glimal 2 mg —tablets glimepiride
I'maman 2 mg - TabneTk rTUMENMpUT

Glimal 3 mg —tablets glimepiride
["maMan 3 mg - TabaeTKH ruMenupui

Glimal 4 mg —tablets ghmepiride
I'muman 4 mg - TabneTku rumenupyn

Glimal 6 mg —tablets glimepiride
['muman 6 mg - TabIeTku ruMenupun

2. KOMIMMECTBEH U KAYECTBEH CHCTAB

TabneTku 1 mg

Bcesaka Tabnerka ceaspxa 1 mg rmumenupun (glimepiride)
[1oMOUIHH BelmmiecTRa;

Beska tabnetka cpabpika JTakto3a MoHOXMApaT (138.95 mg).

TabJieTKH 2 mg

Bcsaka rabnerka ceabpxka 2 mg rnvmenmapu (glimepiride).
[ToMoOLIHH RelecTBA:

Bcesaxa rabnerka cpabpaxa nakto3a Mmonoxuapar (137.20 mg).

TabeTkn 3 mg

Beska Tabnerka ceabpxa 3 mg rnamemmpuy (glimepiride).
IIOMOIITHH RemecTRa:

Bcsika TabneTka chaAbpKa 1akTo3a MoHOXHAPAT (136.95 mg).

Tabnetkn 4 mg

Beska tabnerka coaspka 4 mg rnuMenupu (glimepiride).
JTIoMOIIIHH BemecTna:

Bceska tabnerka cpabpka 1akTo3a MOHOXHApaAT (135.85 mg).

tabneTkn 6 mg

Bcska Tabnerka cbabpka 6 mg rmumenupua (glimepiride).
IIoMOIIIHM BemecTRa:

Beska tabnerka chappka nakro3za MOHOXHApaT (133.95 mg).

3a MBJIEH CIMCHK HAa IIOMONHHATE BOIeCTBA BIDK T. 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerxkn




tabneTkn 1 mg

Po30Bu, npoxbaroBaTH TabneTky ¢ pazmMepu Npubam3nTendo 11x5.5 mm ¢ genurenna muHns
OT OBETE CTPaHH.

JlenuTenHaTa THHUA € CaMO 33 YIISCHCHHE 9YIIEHETO Ha TablleTKUTE 32 I10~JIECHO MPUEMAHE U
HE 32 JICICHS HA JIBE paBHH JO3H.

Ta0NIETKM 2 mg

3eNeHy, NpoABIroBaTy TabJIETKH ¢ pasMepy NpubIH3NTENHO 11X5.5 mm ¢ genurenHa JIHHAS
OT OBETE CTPaHHU.

JeMMTEIHATa JIMHUA € CaMo 3a YISCHEHHE 1YIICHETO Ha TabneTKUTE 3a MO-IECHO NMPUEMaHE U
HE 32 JigNicHe Ha JABE PaBHHU JO3H.

Tabnerku 3 mg

CBeTJI0 XBJITH, IPOABITOBATH TabneTkd ¢ pasMep npubausurento 11x5.5 mm ¢
ACIINTEIHA JIHHMS OT JBETE CTPaHH.

JlenutenHaTa MIHUS € CaMO 3a YIIECHEHME YYTICHETO Ha TaONEeTKHUTE 33 HO-JICCHO TIPHEMAHE M
HE 3a JIcJICHE HA JBE PAaBHH JO3M.

TabneTk 4 mg
CBeTN10 CHHH, poABAroBaTH TabneTky ¢ pazMepu npubmmsurendo 11x5.5 mm ¢ genurenya
JIMHUA OT ABeTe cTpann. | adJieTKaTa MOXKE [a ce pa3fciii Ha paBHH [10JIOBHHM.

TabneTkn 6 mg

CBeTno opaHkeBH, IpOABATrOBaTH TabeTkH ¢ pasmMepy npubamsurenao 11x5.5 mm ¢
NeJIUTENHA TMHHUA OT JBeTe CTpaHu, 1abJIeTKaTa MOXKE J1a c¢ pa3Jeiii Ha pPaBHU
TIOJIOBUHHY.

4. KNIMHUYHUA JAHHH

4.1TepaneBTHYHH NOKA3aHAA

Glimal e npenHasHadeH 3a negeHue Ha Tun 11 3axapen anaber, koraTo Auerara, GUIMHCCKUTE
YIPaXHEHUA H MOHIKCHHUETO Ha TEJIECHOTO TErIO HE AABAT AOCTATHUECH pE3yITarT.

4.2/103poBKa H HAYHH HA NPHIOKECHHE
3a nmepopaiHo NPHAOKEHHE,

OCHOBHOTO 3a YCIICIIHOTO JIEYCHHE Ha Anader e mobpara nuera, peaoBHATa PU3HYCCKa
aKTHMBHOCT, KaKTO ¥ PYTUHHOTO H3C/IeABAaHE Ha KpbBTA M YpuHarta. Opajnnure
NPOTHBOAUAOETHH IEKAPCTBAa M MHCYJIHHA HE MOTaT Jia KOMIICHCHPAT aKo MaI[HEHTa HE
cl1a3Ba mpeAnucaHaTa AMeTa.

Ho3ute ce ofipeaenaT Bb3 OCHOBA Ha HHBATA Ha IVIIOKO3a B KPHBTA H YPHHATA.

Hagannara no3a € | mg rmuMenupua JHEBHO. AKO € NOCTHra 1006 KOHTPOI Ta3H
CACABA Oa ce MpHiIara 3a MOoJIbpxKalla TEPAIHS.

AKO ¥Ma HE3aJIOBOJIMTENICH KOHTPOJ CIEABA J03aTa [a C€ YBEIMYHM HA CTHIIKH,
HHTEPBaN OT 1 10 2 ceaAMUIM MEXIY CTBIKHUTIE 40 2, 3 WIH 4 mg riuMenMpua
GazupaHO Ha MMKEMHMHHSA KOHTPOJI.
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Jo31 o-roseMH OT 4 mg IMUMENUPUA JHEBHO AaBatT NOOPH pe3yATaTH B PEAKH CITydaH.
MaxcuManHaTa IpenopsYMTe/Ha JHEBHA J03a € 6 mg IIMMEITHpH.

ITpu nanueHTH ¢ HE3aAOBONUTENICH KOHTPON OT MaKCHMAaJIHA JJHEBHA 1034 METQOPMHUE MOXE
Jla 3all0YHE ChBMECTHA Tepanua ¢ rnuMenupui. Jlokaro nozara Ha MeT(QOPMHH Ce 3amasBa,
JIEYECHUETO C IMMMENHPH 3all0UBa ¢ HUCKA JHCBHA J03a U IOCTEIICHHO TA €€ YBEIHUYABa, B
3AaBHCHMOCT OT ’KEJIAHOTO HMBO Ha METAOOIUTEH KOHTPOJ, 10 MAKCMMAIHATA [HEBHA A034.
KomOuHupaHnata Teparuis CIcaBa 1a 3ano4sa o CTPoT JEKapCKU KOHTPOIL.

[Ipu manpenTy ¢ HEAOCTATHYCH KOHTPOJA OT MAKCHMAaiHAaTa JHeBHA J03a Glimal moxe npu
HY>XJ1a J1a 3a[I04YHE CHITFTCTBAIA HHCYIIMHOBA Tepanus. /lo3aTa Ha rmuMerupu ce 3amnasea, a
WHCYJIHHOBOTO JIEUCHHE 3alI04YBa C HUCKA J03a U T4 NOCTENCHHO CE€ YBEIHNYaBa, B 3aBM3MMOCT
OT KEJIAaHOTO HUBO Ra merabonuTeH KoHTpoa. KoMOuHupanara Tepanus cneasa a 3aro4sa
IOJI CTPOT JICKAPCKH KOHTPOIL.

OOuKHOBEHO CAUHUYHA JHEBHA A03a OT INIMMEMMPHA € JOCTaTh4yHa. IIpenoprsyBa ce Ta3u
1033 Ja ce IMpHeMa MaJKO IPEay WM 110 BpeMe Ha 00WITHA 3aKyCKa WY, aKO NAlUEHTHT He
3aKyCBa, MAJIKO IPEeH WIH [0 BPEME Ha ITBPBOTO OOMITHO XPaHEHE 3a JIEHA. AKO CE IPOIYyCHE
HIKOA 1033, He CIIEIBa Aa C¢ YBEIHYABa CJICOBAINATA 33 KOMIEHCHpaHe, 1abneTkure ce
HPUEMAT LM C TEIHOCT. AKO NAalMEHT HMa XMITOITTHKEMHYIHA PEakiisg Ha 1 mg IITHMEnNpH
INHEeBHO, CIIEABa Y€ TOM MOXKE Ja ¢€ KOHTPOJIUpa CaMo 9pe3 auera.

1o BpeMe Ha JICYEHMETO T.K. ¢ HoJoOpeHne Ha KOHTpOla Ha THabera TyBCTBHTEIHOCTTA KbM
MHCYJIMH CE YBEJIMYaBa, MOXKeE Aa C¢ NIOHMKH HeoOXoAuMaTa 103a IIIMMETUpHU. 3a Ja ce
M30erHaT XUNOrIMMKEMHYHH PEaKIMK € HeoOX0MMO HaBpEMEHHO NOHWKCHUE Ha K03aTa WIH
NpEKECBAHE Ha JIeYeHNeTo. Moxke Aa € HAIoKH IPOMAHA Ha 103aTa IPH [POMSHA B TErNOTO
WIM HAYMHA Ha )XHUBOT Ha NAIIHCHTA FUIH IPH HATMYKE HA APYTH (PaKTOPH YBEITHIABAIIH
PHCKa OT XHIIO- WM XUNIEPTITHKEMHS.

» [IpoMsaHa Ha TepanuATa OT APYTH OpanHu aHTHAMaGeTHH nekapcTBa KeM Glimal

ITpoMsiHa Ha TepalHATa OT APYTH OpallRH NpoTHBOANAOeTHH nekapersa KbM Glimal
MPMHLMITHO MOXe Aa ObJe OChINECTBEHA. 3a OCHINECTBABAHETO HA TaKaBa POMsHA TpsadBa na
CE& MMAT IPEIBUJT CHIIATA U TIONYKHBOTA Ha NPeAUIIHNS MEUKAMEHT. B HAKOM clmHyam,
ocoOeno MpH aHTHAHA0ETHN JIEKAPCTBA ¢ [O-TBITBI [IOMYXHBOT (HAMp. XJIOPIPOIaMH) Ce
NpenopwYBa NEPHOJIa Ha M3YUCTBAHE OT HAKOJIKO JICHA 33 HAMAJIABAHE HA PHCKA OT
XMIIOTTMKEMHUYHH PEaKITHH TMOPadH aANTHBHHA ¢(EKT Ha ABAaTa MEIUMKAMECHTA.
[IpenoprunTENiHATA HAYanHA JHEBHA 033 € 1 mg rMMenupua.

B3 ocHOBa Ha edekTa JHEBHATA 4033 NIMMEMUPH]I MOXKE /2 ce YBEIUYH CThOAI000pa3Ho
KakTo Beue O¢ H3ACHEeHO.

» [IpomMsiHa Ha TepanuATa OT MHCYIHH Ha Glimal
B penxu coydaun ksaeto nanyueHtd ¢ Tun II nuabet ce nekysar ¢ HHCYNHH MOXKE Ja ce
HaJI0KM 3anousane Ha Jiedenne ¢ Glimal . ITpomsnara TpsabBa gac € OCBINECTBH 1O CTPOT

MEIMITMHCKH KOHTPOJL.

Ocofbenn rpyniy NalijueHTH

» [TpunoskeHne TpU NalldeHTH C HapyicHa 660peuHa HiH YepHoApoOHa QyHKIHA.
Bux 1. 4.3.

Jlel1a ¥ Bb3pPacTHH




Hsama HanudeM AaHHY 32 yroTpebara Ha rmAMEnMpU IPH MallMCHTH 1o 8 TOOUIITHA
BB3pacT. IIpu Aena Ha Be3pact Mexay & u 17 roauHN UMa orpaHHYe€HH JaHHH OT
IIPHUIOKEHHUE HA TIHMEHHPHI KaTo MOHoTepanud ( BX. T.3.1 u T. 5.2).

HanuuHuTe JaHHW 3a 6€30nacHOCT ¥ e(peKTHBHOCT NPM A€IIa ¢a HEJOCTATHYHH M TaKaBa
yrioTpeba He ce npenopbhYBa.

3a pa3HYHHUTE MO TO3HPOBKA JICYCHHA CHIICCTBYBAT aIE€KBATHH 110 KOHLCHTPAIIHA TableTKH.

4.3 KoHTpaHHAHKALIHH

Glimal ne Tpabga aa ce npunara B CeIHUTE CNy9aH
- HMHCYJIMH3ABHCHM IHabet
- nuabeTHa KoMa
- KEeTOAlMna03a
- OCTpO HapyllcHHE Ha YepHOonpoOHara unu 6v0peanara Gynkiud
- CBPBXYYBCTBHTEIHOCT KBM IIIMMENHPHI, APYIY CyNPOHHIYPEHHN IPON3BOIHH
WM CYJI(QOHAMHJ MIIH KBM HAKOS OT IOMOITHUTE CHCTABKH.

B ciygan Ha oCTpO HapyllleHHe Ha YepHOoApoOHaTa HiM OnLOpedHaTa QyBKUMA ce IpenophyBa
NpPEMHHABAHE HA HHCYJIIMHOBA TEPaIIH.

4.4 CnienHa HH NpeaynpexIeHHd U NPeANA3ZHu MEPKH NPH yoTpeda
Glimal tpsabBa na ce nmpuema Manko Opeay WIM 110 BpEME Ha XpaHeHe.

Koraro xpaneHusTa ca B HEOMPEAEACHO BpEME WK ce Iponyckar, TepanusaTta ¢ Glimal Moxe
Jla JoBeIe A0 XHUIIOrIMKeMHs. BB3IMOXKHE CHMIITOMH Ha XHIOTIMKEMHSA BKJIIOYBAT:
rj1apobonue, CUIIEH riaj, rajeHe, OBphIaHe, cnabocT, HapylieH CbH, CHHINBOCT,
HECIIOKOMCTRBHE, arpeCUBHOCT, HapyIIEHA KOHICHTPAUA, HapYIIEHO BHHMAHHE H VIBIDKEHO
BpPEME HA peakuus, Aenpecud, 0O0BPKAHOCT, TOBOPHH U 3PUTEIHH HAPYIICHUA, ada3ud,
TPEMOpP, Iapanmn3yd, CCHIOPHH HapYIUEHMA, CBETOBBPTEXK, O€3MOMOITHOCT, 3aryda Ha
CaMOKOHTPON, ACTTHPUYM, KOHBYJICHH, COMHOJICHTHOCT M 3aryba Ha Cb3HAHHETO,
BKJIIOYHTEMHO 0 KOMa, DNOBBPXHOCTHO AYINAaHE U 3abaBcH ITyIiC.

B pomreaHEHHE MOXE 3 MMA CUMIITOMH Ha aApEHEePrHYHa KOHTpaperyialua KarTo:
H3N0TABAHE, BIAXHa KOXKa, BBTPEIIHO HANPEKCHNE, TAXUKAPAMS, IIOBUIICHO KPHBHO
HaJIATaHe, NAINNTAIUK, TPbAHa O0MKa 1 apUTMMAL.

KipardHaTa KapTHHA Ha OCTPHS XMIIONTHKEMHYCH DIOK MOXKe a HanoaoOsgBa Ta3H Ha
cbpacecH uH¢papxr. CHMIITOMATE NOYTH BUHAr'M MOTaT 1a 6bAaT O6p30 KOHTPOMHPAHM C
He3abaseH MpUeM Ha Beraexulpat (3axap) . U3KyCTBECHUTE NOACIAANTEIN HIMAT €PEKT.

H3BecTHO € OT ApyTH CYAPOHMIYPCHHH IIPOU3BOIHHK, Y€ RENPCKH YCIIEXa Ha
IHPBOHAYAIHHTE MEPKH MOXKE OTHOBO J1a HACTHIM XHUIIOTIHKEMHA.

Texkxa XMIIOTTTHKEMHA WA NPOABIDKUATENIHA XUIOTIMKEMM] YaCTHYHO KOHTPOIHpaHa OT
OOMKHOBEHHTE KOJIHYECTBA 3axap HalaraT He3abaBHO JIeueHHE H MOHIKOra XOCIIHTAIN3AIHA.

daxropH OIaroNpHATCTBANY XUTIOTJINKEMHS BKIIOYBAT:
- HEXENaHHE WITH (0-4eCTO IIPH BH3PACTHH IMTAllHEHTH) HEBB3MOXKHOCT Ha II

J1a CHACHCTBA

- HENOXPAHBaHe, HEIIOCTOAHHO BpEeMe 3a XPaHEHE, NPOIYCHATH XPaHEHHSA
IOCTEHE




- JIUNICa HA PAaBHOBECHE MEXY PUIHIECCKOTO HATOBAPBAHE K BBHIMICXUADATHHA
npHeM

- IPOMECHH B JUETATA

- IIpHEM Ha aJIKOXOJ, 0COOEHO B KOMOMHAIIA C IPONYCHATH X PAHEHHS

- HapylicHa OpOpeuna (QyHKIINA

- CEPHO3HO HapymIeHHE B ACHHOCTTA HA 9EPHHUA Ipod

. cBpBXAo3upane Ha Glimal

- ONpPEeACNEHH ASKOMIICHCHPAaHY HAPYIICHHA Ha CHIOKPHHHATA CHCTEMA
HapyImaBamiy BeIVIEXHAPATHHS METaOO0IM3bM UK KOHTpaperynanuara Ha
XMIIOTITTHKEMHATA (HATp. ONpEeAcICHN HAapylIeHN BEB QYHKIHMATA Ha
INMTOBUIHATA XKJI€3a, [IpeaHaTa xuiodu3a 1 HandnopeyHa HeIOCTATEYHOCT)

- CbEMECTHA TEpanus ¢ OIIPEIC/ICHN MequKaMEHTH ( BiK. 4.5)

Jledennero ¢ Glimal u3nckBa pefOBEH KOHTPON Ha KOHIESHTPAIMATA Ha IIIOK03a B KPHBTA U
ypunara. KaTo JonbIIHEHNE Ce OIpPEeHophYRa KOHTPOJ HA INIMKHPAHUS XEMOTTIO0OHH.

[Ipu Tepanus ¢ Glimal ce n3nckBa peoBEH KOHTPONI Ha YEpHOAPOOHATa PYHKITUS U
KPBBHATA KapTHHA (0COOEHO IEBKOLMTH B TPOMOOIIHTH).

B cutyanuu Ha cTpec (Hanp. 3JI0MOIyKH, OIEpaldy, HHQEKIHM ¢ IIOBHIIIEHa TeMNepaTypa)
MOKE J1a C€ HAJIOXKH BPEMEHHO Aa C€ IPEMMHE Ha Tepalusa ¢ HHCYJIMH,

Hama nanau 3a ynotpebara Ha rmUMenMpH IPH MTAIHEHTH ¢ TEXKO Pa3cTPOMCTBO Ha
yepHoapoOHaTa GyHKIMA WIH Ha XeMoananu3a. [Ipu TakvBa malpeHTy € NpenophLYHTEIIHO
IIPeMHHABAHC Ha HHCYJIMHOBA TEPAITH.

[Ipunoxenue Ha CyI(QOHMIYPEHHH METUKaMECHTH IIPH MALKMEHTH ¢ II0K030-6-docdar
IeXUOpOTreHa3Ha HEAOCTATHIHOCT MOXKE Ja AOBeAC A0 XEMOJIMTHYHA anemus. [lopaau ToBa,
Y€ IIIHMMEINHPHI CIiajia KbM IPYyIIaTa Ha CyJIQOHIWTypEHHUTE MPON3BOAHH, TOH TpAOBa aa ce
IpuiIara ¢ MOBHIISHO BHUMaHUE HA nanMeHTH ¢ ['6M ][] HeJoCcTaThIHOCT M CIEABA 1A CE
OOMHCIIM alTepHATHBHA TEpaNui C HeCYIDOHIWIYPeEH MEAHKAMEHT.

Glimal ceaspxa nakTosa. IlalueHTH ¢ peaKu HacAeACTBEHK 3a00/IsIBaHKA KaTO TalaKTO3Ha
HETOJICPAHTHOCT, JIAKTa3Ha HEJIOCTATEYHOCT, CHHAPOM Ha MalaicopOIilna Ha IIIOK03a-
ranakTo3a.

Glimal Tabnetku 6 mg: oneruenar Sunset yellow FCF (E110) Moxxe ma npenussuka
aJlCprHYHA PeaKuMs.

4.5 B3auMoaeHCTBHS ¢ APYIM JIeKAPCTBA H APYIrM GOopMH Ha B3aHMOJEHCTBHE

Axo Glimal ce npueMa ¢ HAKOM OnpeeNIeHn METHKAMEHTH MOXKE J1a Bh3HUKHE HEXKENAHO
yBeJIMYEHWE HIH NMOHWKCHHE HA XUIIOTIMKEMUYHATA MY aKTHBHOCT.

Iopanu Ta3u npudMHa OpyTH JeKapcTBa TpAOBa Aa ce mpHeMaT CcaMO ChC 3HAHUETO (UK
MpeANUCaHHETO) Ha IeKaps Bu.

Unnmennpun ce Metabunmmnanpa or nuroxpoM P450 2C9 (CYP2C9). M3sectho €, 1e
MeTaboNMu3Ma My Ce NOBIHABA OT CAHOBpeMeHHOTO IpueMane Ha CYP2C9 aktusatopu

(Hanp. pudaMIIHIMHE) WK HHXHOUTOPH (Hamp. ¢IyKoHa3oml).

[IyOnuxyBagy pe3yaTaTH OT in Vivo H3CIICIBaHUA HA JICKAPCTBEHH B3aUMOICHCTBUA
nnokassar, y¢ AUC (ol nox ¢papMakoKuHETHYHATA KPHBA) HA TIMMEIHPHI ¢ / ok
IpUOIN3HTEIHO IBYKPATHO OT (PIYKOHA301, €AnH OT Hail-MoIHHTEe CYP2C9 2




basupaHo Ha oNKMTa ¢ TAUMEOHPHUI X APYTH CyNGOHHNypEeHHH NpenapaTH Morar 1a ce
CIIOMCHAT CIACIHUTE B3aHMOJACHCTBUA.

[Iorenmmpance Ha edekTa Ha MOHUKCHHAC Ha KPBBHATA 3aXap, TAKa B HAKOM CYYaH MOXKE [a
Bb3HMKHE XHIOINMHUKEMHA [IPH CHbBMECTHA YHOTPE0a HA TMHMEIMPHI U HAKOE OT CIICAHUTS
JeKapcTBa:

-beHnnOyTa30H, a3amponas3oH U okcugpendbyTa3on

-MHCYJIHH M OpaJIHH aHTHAHAOCTHYHM IIpeIapaTH

-MeThOpMHUH

- CAIMIWIATH ¥ I-aMHHO-CAJIMITUIIOBA KHCEINHA

- aHaDONHU CTEPOUIH U MBXKH [TOJIOBH XOPMOHHU

- XJIOpaM(EHUKON

- KYMapHHOBH aHTUKOATYTIAHTH

- bendrypaMuH

- hubpatu

- ACE mnxuburopu

- hryokceTHH

- AJICIYPHHON

- CUMITATOJIMTHLIM

- muknogochamua, Tpodachamun u udpochamn

- CYIpHUHNNPA30H

- HAKOHU JBATOTCHCTBAILM CYI(POHAMHUIH

- TCTPAUMKINHHI

- MAO maXuOrTopH

- XHHONIOHOBH AaHTHOHMOTHIY H KIIapUTPOMMUIIUE

- npofeHerua

- MHKOHAa30J1

- IEHTOKCU(UINH (BUCOKA MTapEeHTEpalHa N033)

- TPUTOKBaJIHH

- (pnykoHa3on

OrcnabBaHe Ha e(EeKTa Ha IOHIKCHHE HAa KPBBHATA 3aXap ¥ IIOBHUIICHUE Ha
KPBBHO3aXapHOTO HHBO MOXKE JIa BU3HHKHE NIpH chBMecTHa Tepanusa ¢ Glimal u naxou ot

CIACOTHHUTE NPOOYKTH.
- CCTPOrCHH H IIPOTrCCTarcHy,

- CRITYPETHIH, THA3UAHUA THYPETULIH,

- JICKapCTBa CTHUMYJIHPAIIH [IATOBHIHATA JKI1E3a, ITIIOKOKOPTHKOUAY,
- $ECHOTHA3HHOBH NPOMN3BOAHH, XJIOPIIPOMa3HH,

- aAPEHAIMH U CUMIIATUKOMHMETHIIH,

- HUKOTHHOBA KHCEJIMHA {BHCOKH J03H) M NIPOM3BOJHH HA HUKOTHHOBATa KUCEJIMHA,
- JaKCaTHBRH (IIpH NPOABIDKUTENHA yrioTpeda),
- (pEeHUTOHH, AUA3B0KCUL,

- TJIFOKaroH, bapOouTyparu 1 pudaMIIMINH,

- aleTa3’oNaMHI.

H, amTaronucty, OeTabrokepH, KIOHHAWH H PEICPIIMH MOTaT JOBEIAT OO MOHHXK
YBEAMYCHIC Ha XUTIOTTTHKEMHIHHSA €(heKT.




[Ton AeficTBHE HA CHMMIATOJIMTHIHHA MEINKAMEHTH KaTo OeTa-0moKepH, KIIOHMAMH,
IBaHETHIHH M pe3epIIMH CUMIITOMHUTE HA aJiPEHEPIHYHA KOHTpaperynanmus Ha
XHIIOTJINKEMMATA Morar fia 6pAaT 0TCIabeHN WM JTUTICBAIIH.

KakTo ocTpaTa, Taka 4 XpOHMYHATa aTKOXO0JIHA KOHCYMalusa MOXKE Ja JOBEIE IO
HEIPEABHANM HAYHH N0 TOHIKEHHE WM MOBUILICHHE HA XMIIOTIIMKEMHYHATA aKTHBHOCT HA
TTIMMETIHPH,

[CmuMenmpul MoXKe Jia NOBHUIIKA WM TOHMKH eeKTa HA KyMapUHOBUTE IIPOH3BOIHH.

4.6 bpeMeHHOCT 1 KbpMeHe
bpemennocm

Puck cBBp3aH ¢ quabera

IToBrIIeHHTE HHBA Ha TIIFOKO3aTa 110 BpeMe Ha OpeMEHHOCT BOAAT AO MOBHUINCHA YECTOTA HA
BPOJIcHH AcheKTH U YBEIMUeHa nepuHaTantia cMbpTHOCT. HuBaTa Ha kpBpBHATA 3aXap C/IeIBa
CTPOTO JIa CE CIEIAT IO Bpeme Ha OpeMEHHOCT 3a Ja ce M30erne TepaToreHHusa puck. llpn
noxoOHN 00CTOSTENCTBA Ce Haara ynotpeba Ha vHCynuH. IlaneHTH KOUTO Bh3HAMEPSABAT
Ia 3abpeMeHedT clieiBa A3 HHQOPMHUPAT JICKaps CH.

PHCK CBBP3aH C IIIMMEnUpu

HsMa nocTaTh9HO JaHHHU OT TEpamud C IIMMENHpHUA npH OpeMeHHH skeHH. M3cnensannd
TIPH JKHBOTHH Ca NMOKA3aJIH PENPONYKTHBHA TOKCHYHOCT, KOATO Haf-BEPOATHO € CBBP3aHa ¢
(papMaKoIOrHYHaTa aKTHBHOCT ( XMIIOTTMKEMHS) Ha THMMenupuj (BXK T. 5.3)

CiienoBaTeTHO THEMENHPH He TpAOBa /1a ce mpuiara mpe3 neproja Ha OpeMEHHOCT.
B cayuaii Ha Tepanus ¢ rAMMEITMPHII, aKO MAMEHTa Pely 1a 3a0peMeHee Wil ce OTKpHE
6peMEHHOCT, Ie9eHHETO TPAORA 1a IPEMUHE HA HHCYJIMH BBE3MOXKHO Hak-0BP30.

Kvpmerne

He e H3BeCcTHA eKCKpelMs B HOBEUIKOTO MASAKO, ['mumenupra ce EKCKpPETHPA B MULLIC
misko. Ilopamy, ToBa ue Apyrute CynGOHWIYPEHHHE MIPENAPATH C€ EKCKPETHPAT B YOBSIIKO
MIIAKO M ITIOpadl pHCKa OT XHIIOTJIMKCMHAA Hd KbPMCHOTO ACTC HEC CC MPCNOopBUBa KEPMECHE IO
BPEME Ha Tepanud ¢ IMUMEIHpHI.

4.7 EdexTs npH 110pLOpH H padoTa ¢ MAIIMHH

Hsama npoyusaHua 3a epeKTHTe BPXY CIOcOOHOCTTA 3a modupaHe ¥ paboTa ¢ MalIMHH.
CnocofHocTTa Ha NanyenTa Aa ce KOHIISHTPHUpa U 1a pearupa MoxKe Aa ObAe HapylleHa, B
pe3yaTaT Ha XHIOTJIMKEMHS MIH XUIIEPTIIMKEMHS OT ITIMMETTHPHA HIIH, HAIPHMCP, B DE3YNITAT
Ha 3PHTEJIHO HApymicHUE. ToBa MOXKE a MPEACTaBIABA ONACHOCT B CHTYalllH, IPH KOUTO
Te3u cnocObHOCTH ca oT ocobeHo 3HaucHHUe (Hanp. modgupane u padora ¢ MallMHY).

[TaumenTHTE TpAGBa Aa 6BAAT ChBETBAHH Ja NPENIpACMAT IIPEANIa3HH MEPKHM 34 H30ATBaHe
Ha

XUNOTTIHKEMHA 110 BpeMe Ha modHpaHe Wim pabora ¢ MamuHU. Tosa € oT ocobeHa B
33 MALHEHTHTE C HAMANEH WM JIHTICBAIIl YCET 33 MpeAyNpeAUTeIHUTE DEnesn Ha
XHMIIOrNMHKEMHATA VI 33 TC3H, KOUTO UMAaT YECTH €IHU300U Ha XHIormukemus. I1p
HAJIMYUETO Ha TE3H 00CTOATEIICTBA, TPAOBa Aa ce 0OCHAN BB3MOKHOCTTA 34 IO
paboTH C MaITHHY.




4.8 Hexenanu JeKapCcTBEHH peaKIAM

CrieqHUTE HEXENaHN Peaki(MK ca Bh3HUKBAMM NpH yrnoTpeda Ha rMUMENHPHA M IPYTH
Cyn(QOHNNYPCHHA MEAMKAMEHTH:

YecroTn:

MHoOro 49ecTH: >1/10

YecTH: >1/100, <1/10

Heuectn: >1/1000, <1/100

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

MHoro penku: <1/10 000 Bxn. M307MpaHN CIyIan

KppB 1 mumdHa crcTeMa

Peodxu: cpefHHM 1O TEXKHN M3MECHEHUA B KPBBHATA KapTUHa (TpoMOOIIUTONEHHSA, JICBKOTIEHHS,
EPUTPOILUTOIICHHS, IPaHYJIOLUTOIICHAA, arPAHYJIOLNTO3a, XEMOJIATHYHA aHEMHA,
NAHOUTONCHUA), KOUTO ¢a OOUKHOBEHO 0OPAaTUMYU IIpH NPEKBCBAHE Ha JICUCHHUETO,

HUMyHHA cHCTEMA
B MHOr0 peaxHy cy4day JIEKH XHIOCPCEHCUTHBHH pPEaKyi KOMTO MOTaT Ja €BOMIOHPAT 110
TEXKH PEaKHM CBhC 3a1yX, NOHMKEHO KPBRBHO HAMAIAHE M MOHAKOTA IIOK.

MHOro peoky: anepruicH BacKyJIuT.
Bb3MOKHA € KPpBCTOCaHA aJIEprUaHa peakilud CbC CyI(pOHWIYPEHHM MEIUKAMEHTH,
cyadoHaMHIM ¥ CBBP3aHH MEUKAMCHTH.

MeTtabonnTHY H HYTPHTHBHH HAPyIICHUA

Peoxu: XUNOTIMKEMIYHY PEAKIMH, KOUTO Hali-94eCTO BB3HUKBAT BEAHATra, MOTaT Jla Ca TEKKU
¥ HEe BHHAr'H Ca JeCHH 3a JIedeHHe. BB3HUKBAHETO Ha IOAO0OHN peaKkLiy, KAaKTO U IIPU APYTH
XMITOTJIMKEMMYHY T€panuH, 3aBUCH 0T MHANBHAYAIHN PAaKTOPH KAaTO XPAHUTENHH HABUIIK M
OO3UpOBKaTa (BXK. T. 4.4).

O¢ranMoIoruaHy HapyluIeHUA

[Tpexonuu 3pUTENHH HAPYLIICHNSA 0CO0OEHO IIPH 3all0YBaHC Ha TEPANMATA NNOpagH MPOMIHA B
KPLBHO3aXapPHOTO HHBO.

CTOMAIITHOYPEBHH HAPYILICHUSA
Mnuozo pedku. raaeHe, NOBPBILNAHE QHAPHA, TyBCTBO 3a ITBIIHOTA B CTOMaxa, KOpeMHa Gonka.
Tesn HapyImIeHUs PAAKO BOASAT A0 NPEKHCBAHE HA TepallUATAa.

Yepen apod M »Urb9Hu IHTHUILA

BB3MOKHO € IOBHILICHHE Ha YEPHOAPOOHNTE CH3UMH.

Mhnozo pedxu; HapynicHHAE Ha 9epHoApoOHaTa QYHKIKA (Hamp. XoJecTasa U XbJITCHKLIA),
XeMaTHT, KONTO MOXKE ia IPOrpecHpa A0 YepHOAPOOHA HeOCTaThYHOCT.

Koxa 1 NOAKOXKHA ThKaH
XHUNepceCUTHBHY KOXHY PEAKIHM KaTo CHPOEXK, 0OpHUB ¥ YpTHKAPHA.
Mmnozo peodxu: CBPpbXIYBCTBHTEIHOCT Ha KO’KaTa KbM CBETJIHHA.

JTaboparopuu n3cnensanys
Mhnozo pedxu: HaMaJIeHHE Ha CEpYMHATa HATPHUEBA KOHLICHTpAIIHSL.




4.9 Ilpeno3opane

Cren npego3vpaHe Ha TIMMENMPHI, MOXE 12 HACTBIIM XMIIOTIHKeMHA, Tpaema ot 12 o 72
yaca ¥ MOJKE Ja C€ MOSABHM OTHOBO CNE] HAaYaJIHO BB3CTAHOBABAHE. CUMITOMMTE MOTaT 12 HE
ce NposBAT A0 24 waca cnen nornemane. [lo npuniun ce npenoprsyBa HabMOACHNE B
Oomania. Morar aa ce oABAT rajicHe, MOBPERINAHE U enHracTpaiiHa 0onka. XUIIOTIHKEMUATA
MOXKeE J1a C¢ NPUAPYXKAaBa 0T HEBPOJIOTHYHY CHMIITOMH KaTO HEPBHOCT, TPEMOD, 3pHICIIHH
HapyIIeHHA, IpobaeMHn Ha KOOPAHHALMATA, CHHIHBOCT, KOMAa U I'bpUoBe. JleueHnero Ha
NpeAO3UPAHETO C€ CHCTOM ITHPBOHAYAIHO B IIPEAOTBPATABAHE Ha abcopbIiruaTa Ha
IUMEITMPH] Ype3 HHAYLMpaHe Ha IIOBPBINAHE M CIIEK TOBA MICHE HA BOJa HIH JIMIMOHA/A C
AXTHBEH BBIVICH (agcopOeHT) M HATPHUEB CYAPAT (JIAKCATHB), AKO ca [IOI'bJIHATH TOJIEMH
KOJMYECTBa, HMa IMMOKA3aHMs 32 CTOMAIIHA NMPOMHUBKA, ITOCNEBAHA OT aKTHBEH BBIVICH U
HaTpueB cyidar. B cnydait Ha (Texk0) npeno3upaHe, ce Hajlara XOCIUTANH3AIMA B
OTIE/ICHHUE 3a HHTEH3UBHH I'PIDKH. 3aNOYHETE NPHIOKECHUETO Ha IIOKO3a BEHAra, ako ¢
HeOoOXOAMMO ¢ HHTpaBeHO3Ha Oomyc nkekums Ha 50 ml or 50% pasrsop, cneaBaH oT
nHOy3us Ha 10% pa3TBOp NpH CTPUKTHO CAEACHE Ha KpLBHATA 3axap. [locnenpanoro
nedenue Tpsadpa 1a 0bIe CHMITOMATHYHO.

OcobeHo BHUMATENHO TpsOBa Ia ce CSau 103aTa Ha III0K03aTa, IPH JICYEeHHe Ha
XMNOTTHKEMEA, IBJKAIa ¢ Ha cirydacH npueM Ha Glimal ot 6ebera m Mmanku aena, 3a 1a ce
n30erHe BR3MOXKHOCTTA OT Pa3BHTHE Ha onacHa xunoriukemus. KpoBrara 3axap TpsabBa 1a
ce CJIEH BHUMATEJIHO.

5. PAPMAKOJOTHYHHA CBONCTBA

5.1 @apMakoOJHRAMHUYHH CBOHCTBA

dapMakoTeppaneBTH4HA rpyna: Ilepopainsu JekapcTBa, IOHHKaBallld KPbBHATA
3axap: Cy/pOHAMHIH, YPEUHH IIPOHU3BOIHH.

ATC xomo: A10B B12.

[ naMenupHIe OpaHO XMIIOTITMKEMHIHO JIEKApCTBO NPHHAIISKAMO KbM CYNQOHITYpeHHaTa
rpyna. Moxe Jia ce mpriara Npy He HHCY/IMH3ABACHM JHa0eT.

[ numMenupun AefiCTBa OCHOBHO KaTO CTHMYJIHpA CEKpELUATA HA HHCYJIMH OT 0€Ta-KIETKHTE
Ha naHkpeaca. Kakro u npu Apyrare CyapoHUTYpeiHN IPOU3BOAHHN TO3H ePeKT ¢ Dasupan
Ha YBEIHYCHATa TyBCTBHTEIIHOCT HA OeTa-KIETKHTE KbM HOPMAIHATA TIKOKO3HA aKTHBAllMA.
B gomrenHenne rAMMENHPHI MOKa3Ba M U3BBHIIAHKPEACHO NCHCTBUEC XapaKTEpHO 3a
cyipoHWIYpEHHHTE MEIMKAMECHTH.

* CCKpCIIHA Ha HHCYIIHH.

CyngoHWIypeiHITEe IPOH3BOIHHI pEryupaT HHCYJTMHOBATA CEKPEIIUA KaTo 3aTBapAT AT®-
3aBUCHMHTE KAUIMEBH KaHaluyeTa B MeMOpaHara Ha OeTa-KIIeTKUTE. 3aTBapsgHETO Ha
KAIMEBHUTE KaHardeTa MPeAM3BHKBA NSTIONApPH3aIig Ha 0eTa-KIETKUTE M MMa 32 Pe3yJITaT -
4pe3 OTBApAHE HA KAIMHEBHTE KAHAJIYETA - NOBUINEHO HABIM3aHE HA KAILMEBU HOHY B
KIIEeTKaTa. 10Ba JOBCHKAA 10 HHCYJIHHOBA CEKPELINA Ype3 eK301IHTO3a.

[nuMenupy ¢e CBBP3Ba ¢ BUCOKA CKOPOCT Ha oOMsAHa ¢ MeMOpaHHUTE IIPOTCHHM Ha OeTa-
KIETKHTE, KOUTO ¢a CBBhp3aHu ¢ ATd-3aBUCHMHTE KATHEBH KaHATICTA, KOUTO Ca pasli
oT 0OOMYaliHUTE MECTA 33 CBBP3BAHE HA CYI(POHMUNYPECHTE.

» U3BpHIIaHKpPEeacHa aKTUBHOCT:



ExkcTpamaHKpeaTHIHHMTE €(EKTH Ca, HapuMep, NoA00psIBaHE HA HyBCTBHTENHOCTTA KBM
MHCYJIVH Ha

nepudgeprrTe THKAHU U HaMalsBaHE Ha IOEMAHETO HA MHCYIMH OT 9EPHHUA ApoD.
[ToemaneTO Ha KpBBHATA IIIIOKO3a OT NIepu(epHaTa MyCKYJIHA U MAaCTHAa ThKaH CTaBa Ypes
CIICHAITHH

TPAHCHOPTHH NPOTEHHH, PA3IIONoXKEHN Ha KICTHYHHUTE MeMOpaHH. TpaHCHOpTHET Ha ITIOKO3a
B T€3M THLKAHH € CKOPCTOONIpPEaeAN] €TalN IIPpH M3MOA3BaHE HAa IMoKo3aTa. [ mumennpu
IIOBHIIIABa MHOTO OBp30 Opos Ha MOJICKYJINTE, OCBIICCTBIBANIM AKTHBHUA TPAHCIIOPT Ha
I''IIOK03aTa B MyCKYJIHUTE H MaCTHHTE KJII€TKH, KOSTO BOAH J0 IIOBHUIEHO IIOEMaHE Ha
I'MIOK03a. [ TMMenMpHI MOBHIIABA AKTHBHOCTTA HA IVIMKO3HI - GOChHaTHIINHOZHTON-
cnenudmaHa pocdonunaza C, KoATO MOKE J1a € CBbP3aHa ¢ HOBHIICHA JIMIIOTCHE3A U
TIHMKOTeHe3a B OTHAC/IHM MAacTHH M MYCKYJIHHM KIICTKH. I TTHMEIMPHA HOATHCKA
NPOH3BOACTBOTO HA IIIOKO03a B YEPHUAS AP0O, 4pe3 NOBHIIABAHE HA MHTPaNeNyIapHaTa
KOHIIEHTpauus Ha $pykTo30-2,6-0ndocdara, koero Ha CBOH pell, IOATHCKA
IITIOKOHCOTCHE3ATA.

« O01110:

B 31paBu Xopa MHEMMaTHATA ¢EKTHBHA NepopaiHa o3a € mpubnusutento 0.6 mg.
EdexTsT Ha ITUMeNnMpH] € A0303aBHCHM H BE3NPOH3BOAUM. PUINONOIHIHUAT OTTOBOP Ha
eIHOKPATHO TEXKKO (PU3MIECKO HATOBapBAHE, MOHIKECHHUE HAa HHCYIMHOBATA CCKPELIHA Ce
3ara3Ba [0 BPEME Ha JICUCHHE C TIIMMEITHPHIL.

HsMa 3Ha9MMa pa3nHKa B e(eKTa 1o OTHOILICHHE Ha IIpHEMa Ha JIeKapcTBOTO 30 MUHYTH
MpeXH WIH HEMOCPEACTBEHO IO BpeMe Ha XpaHeHe. IIpu manuenTH ¢ auaber Moxe ja ce
IOCTHTHE 0OHp MeTaboNHMTEH KOHTPO 3a 24 Jaca ¢ €XHOKpAaTHA NHCBHA A03A.

XugpokcuMeTaboIUuTHT Ha glimepiride oTroRaps 3a HE3HAYHTENHA YaCT OT OONIHA €(eKkT Ha
JAEKApCTBOTO, BBIIPEKH 9 TOH BOIM O MAJIKO, HO 3HAYHMO HaMalliBaHE Ha CEpyMHATa
TI0KO3a.

» KomOnnampana Tepanmsa ¢ MeT(hOpMUH

[TonobpeH MeTabonrTeH KOHTPOJI pH KOMOMHHpaHa TEPANHA ¢ TTTMMENHUPH B CPABHEHHE C
MOHOTEpanusa ¢ MeT(hOpMHH IIPH NAIMEHTH, KOUTO HE ¢a A0CTaThYHO N00pe KOHTPONMPAHH €
MAKCHMAIHATA JHEBHA f03a MeThOPMHH € TIOKa3aH IIPH €AHO H3CIICABAHE,

* KomOHMHMpaHa Tepanud ¢ HHCYIIHH

HMa orpanndeHa HHGopManys 3a KOMOMHMpaHa Tepan s ¢ HHCYIHH. 1Ipy nanueHTH, KOUTo
HE ca JOCTaThYHO A00pe KOHTPOIMPAHH ¢ MAKCHMATHH J03H IIMMENHAPHI, MOXe J1a Obae
3ano4HaTa KoMOHMHMpaHa Tepamnusd ¢ uacyMH. [Ipu nBe u3caenBanna koMOuHMpaHaTa
Tepanus MOCTHIHa ChIIMA PE3YATAT KaKTO MOHOTepanus ¢ HHCYInH. Ilpn koMOHHMpaHaTa
Tepanui 6e HeoOxoAMMa NI0-HHCKA 1032 HHCYHH.

Crenuansy rpyny nanueHTH

Jlena ¥ BB3pacTHH

Benre npoBecHO aKTHBHO KOHTPOIHPAHO KIHHMYHO NPOyYBAHE (TTIHMEITUPUL N
nHeBHO WK MerdopMuH ao 2,000 mg mHeBHO) 32 24 ceIMUIM C YHACTHETO Ha 2
BB3pacTt ot 8 Ao 17 rogunu ) ¢ Tum II quaber.



Kakto rimmmMmenupun Taka ¥ METQOPMHH MNOKa3axa 3HAYHMO IMOHIDKEHHE CIIPAMO HAYATHOTO
HuBO Ha HbA,. (rmamenupun-0.95 (se 0.41); Merdopmun ~1.39 (se 0.40)). Bee nax
TTIHMENNPHI HE OTTOBOPH Ha YCIIOBHETO Ja HE € ¢ MO-MAJIKO CPEAHO U3MEHEHUE CIIPAMO
Ha4aJlHOTO HUBO Ha HbA,, or MeTdopMun. Paznukara Mexay asete tepanun 6¢ 0.44% B
non3a Ha Metrdopmun. ['oprara rpanvna (1.05) Ha 95 IPONEHTOBHSA HHTEPBAJ 332 CHI'YPHOCT
He Oe nox 0.3 npolieHTOBaTa AOMHA FPaHHAIA.

He 0sxa oTYeTEHH HOBH 3aIU1axH 3a 3[paBeTo NMPH ACLA B CPaBHCHHE C BE3pacTHy ¢ Tun 11
auaber cnep Tepanms ¢ ruumenupua.HaMa nanEu OTHOCHO e€(HKAaCHOCTTa U 6€30IMacHOCTTa
IIpH NPOABIKHTENHO JICICHHE Ha ACLA.

5.2 PapMaKOKHHETHYHH CBOHCTBA

« Abcopbunsa: buoHaTMYHOCTTa Ha INTUMETTAPUL CIICH [IEPOPATHO MPWIOKEHHE € ITbJIEA.
[IppeMBT Ha XpaHa HAMa CEOTBETHO BIIMAHHME BBPXY abcopOipsTa, HO CKOpPOCTTA Ha
abcopbuus € jieko HamaneHa. MakcHManHaTa cepyMHa KOHI[eHTpaus (Cmax) CE NOCTUTA CIEA
OKOJIO 2,5 gaca cnep nepopaleH npueM (cpeano 0,3 pg/ml mpu MHOTOKpaTHO J03MpaHe ¢ 4
mg AHEBHO) H MM NIMHEHHA Bpb3Ka MeXAy no3aTa M Cmax 1 AUC (Toro1n moa kpuBara Ha
BpeME/KOHLICHTPALiK).

» PasznipenencHue: I'muMenupu IMa MHOTO HUCEK 00€M Ha pasnpeaencHue (oxoio 8,8
UTPA), KOETO € NpubIU3UTENHO PABHO Ha IIPOCTPAHCTBOTO Ha paslipelc/icHUe Ha andyMHHa,
BHCOKAa CTEeNEH Ha IIPOTEMHHO CBBP3BaHe (> 99%) M HUCBK KMMPBHC (0K010 48 ml/min).
['maMenmpuy Ce OTOENd B MIISKOTO IIPM XHBOTHH. | TuMenmpua nmpeMUHABa 1pe3
TUIALCHTATA.

[TpemuHaBaHeTO Npe3 KpbBHATA DapHEpa € HUCKO,

= brotpascdopMmalud B emuMHENpane:; CpenHuAT npeodiiafasamn cCEpyMeH MOMyKHUBOT,
KOMTO € OT 3HA4YCHHE 33 CCPYMHHTE KOHIICHTPALIM B YCIIOBHATA HA MHOTOKPAaTHQ A03HMPaHe, €
okono 5 o 8 gaca. Crneql BHCOKH NO3HM € 0TOeNI3aH MAJIKO I10-TBJIBT ITOMYKHBOT.

Cren npuioxeHHe Ha eAMHHYHA J03a Oenst3aH ¢ H30TON ImMennpui, 38% or
PagUOAKTHBHOCTTA €

yCTaHOBEHA B YpHHaTta H 35% BBB (penieca. HempoMeHEHO BeIeCTBO HE € OTKPUTO B YPHHATA.
JIBa

MeTabonuTa, Hall-BEpOATHO B PE3YNTAT Ha XeNaTaIeH METa00MN3BM (TIIABHUAT SH3HM €
CYP2C9) — ca 6unu ycTaHOBRCHH B YPHHATa M BEB (ieIieca: XHAPOKCH IIPOU3BOJICH H
kapbokcu npou3BoacH. Cren nepopaiHo NPWIOKEHUE Ha INTMMENHUPHI, TEPMMHANTHUTE
MOJYKHBOTH Ha Te3u MeTaboauTH ¢a Oumy chOTBETHO 3 1o 6 U 5 10 6 yaca.

* CpaBHABAHETO MEKIRY €AHOKPATHO IIPHIIOKCHUE HA THCBHATA 1032 H pa3leNsHeTO H Ha
HSAKOJIKO IpHeMa , He ¢a MOKa3aJIi 3HAYUMH Pa3JNKM BbB(apMaKOKMHETHKATA U
HHTEpPHHOWBUIYAIHATa BapuabMIHOCT e 6ma MHOro HUCKa. HaMa chrOTBETHA KyMyJaius.

QcobeHH rpyny NalMEHTH
dapMakoKHHETHKATa € Or1a nofo0Ha Ipu MBbXKE H )KEHH, KaKTO Y NP MJIAJIH U [TallHCHTH B

HampeaHana Be3pacT (Haa 65 roaunn). [lpu nanueHTH ¢ HUCHK KPEaTHHHHOB KJIMPBHHC HMa
TeHJCHIINA 33 [TOBUINABaHEe HA KIUPBHCA HA IMTUMEIIMPH M 33 HAMAJIABAHE Ha cpeaHara
CEpyMHA KOHUEHTPpaUHs, HaH-BEPOATHO B PE3yJITaT Ha No-Obp30 €IMMHHHpPane, nopajy mo-
cnabo CBBp3BaHE ¢ NpOoTeHH. PeHanHaTa eKCKpenns Ha ABata MetabonuTta e Ouna napynieHa.
Karo ms10, HE e Jomycka HadM4dHue Ha JONBJIHUTEICH PUCK OT KYMYJalud IpH NMoJofF ’\
TIAITHEHTH.

dapmakOKHHETHKATa HA NET NallHeHTH 0e3 nuaber cael onepanus Ha ATBYHUYS
Ouna nonodHa Ha Ta3| NpH 3JpaBH XOpa.




Hena 1 BB3pacTHH

[Ipn xnuHHYHO npoy4YBaHe u3cneABamo $apMaKOKHHETUKATA, TOJICPAHTHOCTTA H
0e30naCHOCTTA HAa €AMHNYHA A03a oT 1 mg rmMenmpun ¢ yuactHero Ha 30 gena ( 4 neua Ha
BB3pacT 10-12 roausau u 26 geua Ha Be3pacT 12-17 rogueu) ¢ quader tin I mokasza cpenno
AUC .50 » Cmax u t), 1100006HO Ha TOBa HAOMIOAABAHO NIpeAH TOBA Y BB3PACTHH.

5.3 IlpeqxcaMHAAYHMA JaHHH 32 De30NacHOCT

HabmonasanuTe NpeaKnMHUYMHA pe3yATaTy ce cpemaT caMo NpH eKCITO3ULIMH, 3a KOUTO C€
CUHTa, Y€ €4 B JOCTAThYHA CTCIEH MO-TONEMHU CHPAMO MAKCHMAaIHATA EKCIIO3KIINA IIPH X0pa,
[I0KA3aJIK MaJIKa

PeNeBaHTHOCT KBM KJIMHMYHATA ynoTpeda WM ce Ib/DKAT Ha (apMaKkOAWHAMHYHOTO
nelcTBHE

(XHIIOI'MUKEMHEA) HAa MPOAYKTA. Te3H AAHHH ca Ha 6a3a Ha KOHBCHIIKOHAIHHTE
apMakONOru4HY U3MUTBAHKA 34 06€30I1aCHOCT, TOKCHYHOCT MPU MHOTOKPATHO IIPHIIOKEHHE,

FeHOTOKCHYHOCT, KapLMHOTECHEH NOTEHIHAN, pENPOAYKTHBHA TOKCHYHOCT. [Tpu mocnenHuTe
(moxpHBaIH eMOPHOTOKCHYHOCT, TEPATOTEHHOCT M TOKCHYHOCT Ha PA3BHTHETO),
Ha0JI0NaBaHUTE HEXKEAHY PEAKHHUH Ca CYUTAHU KATO BTOPUYMHHM HA XHUIIOTTIHKEMHYHHTE

edeKTH, IPCAN3BAKAHN OT IIPOOYKTA BEPXY IIOAA ¥ HOTOMCTBOTO.
6. PAPMAIIEBTUYHU JAHHHA
6.1 CilMCcHLK HA NOMOIIIHUTE BEeIeCTBA

JlakTO3eH MOHOXHIIpAT
Hatpues HUIMIECTEH ITTMKOJIAT, THIT A
MHKpPOKPHCTAIHA HETYI03a

IToBunon K30
MarHe3HneB creapat

Tabmerku 1 mg: gepBen keneseH oxkcun (E172)

TabNMeTKn 2 mg: XBAT 3xee3eH okenl (E172), maauro-kapMuHOB afyMHHUEB JaK (E132)
TabmeTkH 3 mg: XKbAT KenezeH okeun (E172)

TabneTkn 4 mg; HHANTO-KapMUHOB aTyMHHHeB nak (E132)

TabneTkn 6 mg: chHceT *KBIATO (E110)

6.2 HechLBMeCTHMOCTH
Hama
6.3 Cpok Ha rogHocT

Glimal Tabnerku 1 mg:
2 TOaAuHHU

Glimal Tabnerxn 2 mg/ 3 mg / 4 mg/ 6 mg:
3 rogqunu

6.4 CrienuaHu yCJI0BMS HA ChXpaHeHHe

Tona nexapcTBO He Ce HyXKJae 0T CHElHaIHU YCIIOBHSA Ha ChXpaHEHHE.




6.5 JlaHHH 32 OIAKOBKATA
ITpospaunn PV C/Anymunaui OmcTepy.
10, 20, 30, 50, 60, 90 u 120 (8 6mucrepu ot 10 TebneTkH BCEKH)
He Bcuukm BHI0BE ONIaKOBKHM MOTaT Aa ObAaT MyCHATH B IIpogaxoda.
6.6 HaCTpYKIHH 32 ynoTpeda H H3XBLPJIAHE
HsaMa cnenpaniy U3HCKBAaHHA.

BcekH Hen3nonssan MNMPpOAYKT HIH OTIIAABYCH MAaTCPHAJ CICABA Ad OBjc HN3XBLPIICH B
CBOTBCTCTBHC C MCCTHHTC HIMCKBaHHA.

7. IIPUTEXATEJI HA PAZPEINIEHUETO 3A YIIOTPEBA

ICN Polfa Rzeszéow S.A.
ul. Przemystowa 2
35-959 Rzeszéw

Ilommna

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

9. IJATA HA ITBPBO PA3ZPEIIABAHE/IO/THOBSIBAHE HA
PAZPEHNIEHHETO 3A YIIOTPEDBA

10. TATA HA AKTYAJNU3IHUPAHE HA TEKCTA




