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Jhumepan 1 mg TabneTku
Limeral . mg tablets

JInmepan 2 mg ra6neTku
Limeral 2 mg tablets

~ JInmepan 3 mg TabneTky
_ Limeral 3 mg tablets

Jlumepan 4 mg tabneTku
Limeral 4 mg tablets

2. jKA‘]]'i}CT.BEH H KOJIHYECTBEH ChCTAB
Bceaxa Tabnerka cpabpxa 1 mg, 2 mg, 3 mg win 4 mg rouMenupuy (glimepiride).

IToMOIIIHH BellecTRBA ¢ H3BECTHO ACHCTRHE

Bcsaka Tabnerka Jlumepan 1 mg cuaspxa 70,81 mg nakTo3a MOHOXHIpAT.
Beska Tabnetka Jlumepan 2 mg chaspxa 141,08 mg akroza MOHOXHMApAT.
Beska Tabnerka Jlumepan 3 mg ceaspixa 140,71 mg akTo3a MOHOXHApAT.
Beska tabnerxa Jinmepan 4 mg chabpika 139,60 mg nakroza MOHOXHAPAT.
TabneTkuTe 0T 2 mg chabpskaT chuo ousetHtenu E 102 u E 110.

3a MEJIHNEA CHOHCHK Ha MOMOINHKUTE BElleCTBA BIKTe T. 6.1.

3. JEKAPCTBEHA ©OPMA
Tabnetka

Jlumepan 1 mg — po3oBy, NOCKH oBanHU TabneTku 8,0 mm x 4,1 mm, cke ckoceHH puGoBe, ©
rpaBupaHo “G” OT €AHaTa CTpaHa U 4YepTa OT ApYraTa CTpaHa. _ _
Jlumepan 2 mg — 3eneHH, MWIOCKH oBaaHA TabneTk 10,1 mm x 5,1 mm, ¢b¢ cKoceHH pBbOBE, ¢
rpasupano “G” OT elHaTa CTpaHa M yepTa OT ApYraTa CTpaHa.

Jlumepan 3 mg — XBITH, TWIOCKH 0BanHH Tabnerky 10,1 mm x 5,1 mm, ¢bC CKOCEHH pEOOBE, ¢
rpaBHpano “G” OT €HaTa CTpaHa H HepTa OT APYTaTa CTpaHa.

JTumepan 4 mg — cunru, wiocku opaney Tabnetku 10,1 mm x 5,1 mm, ¢Bb¢ ckoceHH puGoBe, ¢
rpaBHpaHo “G” 0T efHATA CTpPaHa ¥ YEPTA OT APYTaTa CTPAHA.

4. KIMHAYHY JAHHAU
4.1. TepaneBrnunu noxazaHasg

Jlumepan e nokasaH 3a neueHHe Ha 3aXapeH AHaGeT THII 2, KOraTo camo AMETaTa, prsuuec
HATOBAPBAHE H MOHIDKABAHETO HA TEIECHOTO TErNO €4 HEAOCTAThYHH.

© 4.2, Io3HpOBK2 H HAYHH HA NPHJACKEHEAE

OcHopata 3a YCTICIIHO e4eHne Ha 3axapHui JualeT e crra3paHe Ha NOAXOMAINA K
{u3HYECKa AKTHBHOCT H NEPHOINYEH KOHTPON HA KPBETA M YpHHATA, JIEUeHHeTO ¢ Ta
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pmcym»m HE MOJKE 12 KOMIICHCHpA crormocrme Ha Kp’BBHaTa saxap npn Hecnia3BaHe Ha -
npenoprbanaTa mle'rm o

EOH.EDOBK&

~. Jlo3HpOBKATAa ce OTpeNeNa cope] PesyNTATHTE OT H3CHIEABAHNATA HA 3aXaApTa B KPHBTA H YPHHATA.

Havamnara noza e 1 mg rmi_melm'pml AHEBHO. AKO ce NOCTHTHe A06LP KOHTPON Ha KPLBHATA 3aXap,
Ta3M Jo3a Tpabpa fa ce MINON3BA H KAaTO NOANBPIKAIIA TEPAITHS.

3a Pa3THYHHTE PEXKHMH HA JOZHPAHE Ca HATHYHH NOOXOIANN KOHIIEHTpalliH.

AKO KOHTPOITBT & He3aI0BONTHTE/IEH, J03aTa TPAOBa 14 Ce MOBHINABA CTLOANOBHAHO HA MHTEPBAT oT |
ne 2 ceAMHLIM, 10 JOCTHIAHE Ha JHEBHA 11032 OT 2, 3 WM 4 mg MTHMEMHpH, cbobpasHo cTeneHTa Ha
MOCTHTHATHS KPHBHO3aXapeH KOHTPOIL.

Ho3u Haa 4 mg rIMMeNHpHA JHEBHO, 1ABAT HO-ACOPH Pe3yNITATH CaMO B H3KITIOYHUTETHH CJTy4aH.
- MaxcaManHaTa JHeBHA IIPENOpLYMTENHA 1032 € 6 Mg TIMMETTHPHA.

TIpn naumeHTy, OpH KOKHTO HE € MOCTHIHAT A0OBP KOHTPON HA KPBBHATA 3aXap ¢ MAKCHMAIHH JHEBHM
AO3H MeTHOPMHH, MOJKE JIa Ce 3alIOUHe CHITBTCTBAIO NeueHne ¢ rnumennpuy. Jlosara Ha MeTdOPMHH
TpAGBA 12 OCTAHE CHILATA, & ICYEHHETO ¢ INIMMEITMPH TPAOBA Ja 3aN0UHE ¢ HHCKA 1038, KOATO
TIOCTENEHHO C¢ NOBHINABA KO MOCTHIrAHE Ha XKENaHOTO HUBO HA METAG0MMTEH KOHTPOJ HITH J0
MaKCHMAJTHaTa JOIYyCTHMa JHeBHa 1033, KOMOHHUPaHOTO NeueHne TpabBa Aa 3am0uHE NOA CTPOT
MeIHLMHCKH KOHTPOIL.. : o ‘

AKO CBCTOSHHETO Ha NauuenHTa He Gble OBIafgHO AACKBATHO C MAKCHMAaJIHATA JHEBHA J103a
CITHMENTHPU, MOKE Ja ¢€ 3aTll0YHe CHIBTCTBALIO JIedeHue ¢ HHCyuH. [Ipu 3anassane no3ara Ha
TIMMENUPUJL, HHCYJHHOBOTO TNieUeHHe Ce 3aTovBa ¢ HHCKA 11038, KOATO MIOCTENeHHO Ce NOBHIIABA 10
MOCTHraHe Ha aCKBaTEeH Meraﬁonmﬂ koHTpon. KombuuupanoTo nedenune Tpabea aa 3anovune nox
CTPOF MERHITMHCKH KOHTPOI. -

Oﬁmaifmo, €/IHOKpaTHa JHeBHA 1033 NIHMENHPHS € JocTareyHa. [IpenopevHTenHo € Ta3y go3a aa ce
[IPHEMA HEMOCPEACTBEHO TIPEM HITH MO BpeMe Ha CTaOHITHA 3aKyCKa, HITH aKO HAMa TaKapa,
HENOCPEACTBEHO NPEAH WIH [0 BpeMe Ha MBPBOTO OCHOBHO XpaHeHe 3a AeHs.

Axo 6pae MPOTyCHATA /1038, T4 HE 6msa 1a ce KOMIIEHCHpa ¢ MOBHINIABaHe Ha cneapaliara f03a.

AKko Ha (hoHa Ha Tepamnus ¢ l"J'lPIMelTHpHII | mg nHEBHO, NALMEHTET PasBHe XMITOrHKEMIYHA peakiyis,
TORA 03HAYABA, Y& TOMH MOKe Ja OBJe OBIAIIH CaMO ¢ BTHETA.

B x07a Ha JIeUeHHETO HyAKAMTE OT [MUMEMMPHA MOTET Ja HAMAJIEAT, Thil KATO NOJ0GPEHAETO B
KOHTpPOJIa Ha IHabera ¢ CEBP3aHO ¢ MO-BHCOKA HHCYIMHOBA YyBCTBHTENHOCT. 3a H30Areane Ha
XHMOITIMKEMHYHH HHITMIEHTH € YMECTHO MTOHWKaBaHe Ha 103aTa MK CIHPaHeTo My. [IpoMenu B
A032aTa MOraT Ja €€ HAJIOXKAT CBIO H KO HACTHINT MMPOMEHH B TEJNIECHOTO TEJIO MJIH B HAYHHA Ha
JKHBOT Ha NAIMEHTA, MK KO Bb3HMKHAT APYTH d)alcropﬂ YBEIHYABAIH PHCKA OT XUIO- HIH
XHAEPTITHKEMHS.

TIpeMunaBane oT JeyeHye ¢ NPYrH AEPOPATHH XHITOLIHKSMHYHH JIEKAPCTREHH 11 KTH KBM
CAMMENHPHI

* 1o npHHIMN € BE3MOMKHO NPEMHHABAHE OT JPYTH XHIIOTIIHKEMHYHH CPEAICTBA KM JICHEHHE C

raumennpya. IIpu npeMuHaBane KbM ruMenupun, Tpabsa na ce B3eMaT NpeABHI CHAATA 1

NpenopEYMTEieH IEPHOS HA M3THCTBAHE OT HAKOJIKO NHH, ¢ OIJic/] HaMANIABaHe
PHCKA OT Pa3sBUTHE HA XHMIIOTIIMKEMHYHH PEaKLKH, BCICACTEHE HA ATHTHBEH eQ)

NOO5 : 2



TpenoprunTennara HauaHa fo3a e 1 mg rnnmemdpnn IueBHO. Criopes MOCTUTHATHA eqj:exr, nosara
. MOXKe Ja C¢ NOBHIEZRA CTENAN000PasHO NO BeYe ONHCAHNA HAYHH,

[IpemunaBane oT NeveHKe ¢ HHCYIHH KbM JiedeHHe ¢ TTAMEHHDHIT ' "
B M3KTIOUHTENTHH CTy4yau, KOraTo MAUHEHTH ¢ AualeT Tuil 2 ca peryMpaHH C mcymn, MoXe ,ua HMa
TNOKa3aHMA 32 IPEMHUHABAHE KbM JICUEHHE C rJIImermme  IIpeMuHaBaHeTO TpaGBa Ja ce mnpmna
oA CTpOI' MEAHILIHHCKH KOHTPOIT.

- Coetmaniy nonyiauym
Ilayuenmu c 6vopeynu wny uepuodpo6nu Hap_}weﬂm

Buxre TouKa 4.3.

Heauampuuua nomyaayus

HsMa HanMYHM JaHHH 33 H3TIOT3BAHETO Ha TTHMEITMPH/I IPH IAIHEHTH N0l 8 TONMIIEA Bh3pacT.
JauHure 3a MOHOTEpaIH# ¢ FIMMENUPHA IPH AeLa Ha BE3PAcT oT 8 1o '17 roauHM ca OTPaHHYCHH
{BX. TOUKM 5 1 n35.2).

‘Hopaau HEAOCTATHYHO HATHYHK JaHHH 32 eeKTUBHOCT i 6€30MaCHOCT B MEIHATPHYHATA N0y IALHS,
He ¢e MpenopbyBa M3MON3BAHETO ITPH Ta3H BB3PacToBa Ipyma. :

Haunn Ha npunoxeHHe
Mepopanuo npwiokeHue.

Tabnerkure Tpabea xa ce NOrTEIUAT UENH, 63 Ja ce ALBYAT C MAJIKO TEYHOCT.,
4.3. TIpoTHBONOKA3ZAHHS

' FJ]HMEHHPH,I[ € npmwaonoxasan TIpH NALIMEHTH ChC CIIeTHITe CHCTOSHMA:

. CBPBLXYYBCTBHTENTHOCT KEM TTHMENHPH, IPYTH CyidaHmmypeiHE IPOIYKTH HIH
cynhoHAMHIH, WIH KbM HIKOE OT IIOMOIHHTE BEINECTBa, H3OpoeHK B TOuKa 6.1.
MHCYITHHO3aBHCHM HHaber
nuaerna koma
KeToaunaosa _

'TEXKM HapyeHHA B Oh0peunata uny yeproapoSHaTa GyHKUMA. B cllyuau Ha Texxu

HapylieHHsa B 6nOpeynara vyl YepHOAPOOHA d)yuxuuﬂ e HeoOXOMMO NPEMHHABAHE KBM
HHCYJIHH.

4.4. CueuMainn npeaynpexaeHAs B NPeANAHA MEPKH IpH ynorpeda
Iaumermpun TpaGsa da ce Npuema HENOCPEACTRCHO TIPEIH WIH [10 BpeMe Ha XpaHeHe.

IIpH HepenoBeH peskiM Ha XpaHEHE HWIH TIPOMYCKAHe HA HAKOH OT XPAHEHHATA, ICYCHHETO ¢
TIMMETIHPHA MOKE N1 I0Beie 10 XHIOTTIHKeMHs. EBeHTyanHHTe CHMITTOMH H2 XHIIOTTHKEMHS
BK/IIOUBAT [MaBoGomnue, CHIEH raf, rajieHe, ToBpPBIIAHE, OTNAIHANOCT, CHHANBOCT, HAPYIeH! Ha
chHS, 6€3MOKOHCTBO, arPeCMBHOCT, HAPYLUEHH KOHLEHTpaLus, SOOBPCTEAHE M BPEME 34 Pearkpane,
NOTHCHATOCT, 00BPKAHOCT, PEUSBH H 3pHTENTHH pa3cTpolicTBa, adalui, TpeMOp, ape3y, CEHIOPHH
HapyIIeHHs, 3aMasHOCT, 6e3NoMOIIHOCT, 3ary0a Ha CAMOKOHTPOI, eTHp, epedpanHu rEPYOBE,
COMHOJIEHTHOCT M 3aryba Ha ¢b3HaHHE BKIFOUHTEIHO 10 KOMa, nompxnoc'mo AHIIaHE H
 GpanMKapas.

ENHOBPEMEHHO ¢ TOBa MOTAT Aa ¢¢ HabIMOJABAT CHMITTOMH Ha 00paTHa afpeHEprHIHA peryianus,
KaTQ H3INOTABaHE, Bnaxcua KOKa, Bmﬁyna, Tﬂ.leIRalePBI xnnep’ronwl, CKCTpacHuCTONHA, 48
TEKTOPHC M CHPAEYHH APHTMHH. '

Knuniranata cUMITOMATHKA HA TEKKHA XHIIOTTHKEMHYEH IPHCTBI MOXKE 13 HANO
HHCYJIT. : '
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Cummonmre HA XHTIOTJTHKEMHA, OGHKHOBEHO MOTAT t'ybpao Ia Gma'r OBJIAHAHH qpea HezaGchH
[pHEM HA BEIIIEXHAPATH (3axap) I/Iakycrseﬂme TOACHANHTE/H HAMaT edekT.

H3BeCTHO € oT ApyTHTe CYN(aHITy ety NPOAYKTH, Ye BHIPEKH TTEPBOHAHAITHO ycnemﬂme
, KOHTPaMEPKH, XHIIOTIHKeMUATA MOXE [Ia C& NOBTOPH.

. TexkaTa MAM NPOALIGKMTENHA XHIIOTTTHKEMHA, OBNIANAKA CAMO YACTHHHO C OMOINTA Ha obHyaiinmTe
KOJLMYECTBa 3axap, HAara He3abaBHo JeueHNe, 8 B HAKOH CIy4au H XOCITHTATH3alHA.

DaKTOpH, KOHTO CTIOCOGCTBAT PA3BUTHE HA XHTIOTTHKEMHUA:

- HeXeNaH#e WIH (T10-4€CTO NPH NO-BE3PACTHH NALMEHTH) HECTIOCOGHOCT 3a CHTPYAHHYECTBO;

- HENOXpaHBaHe, HEPEAOBHM YacOBE HA XPaHEHe WK MPOITYCKaHe Ha XPaHEeHHA, KaKTo H
NIepHOAH Ha BB3IBPIKAHE OT NPHEM Ha XpaHa;

- HapyINeHHA B JUETHIHHA PEKHM;

- AucbanaHe MekIy pH3MueckoTo HaTOBAPBAaKE H MpHEMAa Ha BRIVIEXMAPATH;

- KOHCYMALHs Ha aTKOX0J1, 0c06eHo B KOMOHHAIS ¢ Hepe,I[OBHO XpaHeHe;

- HapyieHa 6u0peuna dyHkims;

- TexKa HepHOAPoOHa JNChHYHKIM;

- Opero3upaHe ¢ rHMENHPHI,

- HEKOMIICHCHPAHY HAPYIIEHNA Ha €HAOKPHHHATA CHCTEM, 3aCATAlIM BBIICXHPATHHA
MeTaboNHIEM Wil XHITOTIMKEMHYHATA KOHTPaperynalya (KaTo HarpHMep HAKOH
Pa3cTpOCTBA Ha INHTOBKAHATA HYHKIHA H NIPH NpefHa XHIIoPH3apHa MK
aJpPEeHOKOPTHKOM/HA HEJOCTATLHHOCT);

- €IHOBPEMEHEH [TPHEM HA HAKOH JIEKaPCTBEHH NPOAYKTH (BX. Touka 4.5).

JleuenneTo ¢ rMHMEINHUPHA H2HCKBA PEIOBEH KOHTPOJ Ha KPHBHATA 3aXap M Ha 3aXapTa B YPHHATA.
TIpenopryuTeNHO € H NEPHOIHYHO NPOCISAIBAHE HA CTOMHOCTHTE HA IMIMKAPAHMA XeMOrIO0HH.

ITo Bpeme Ha TepalHATa ¢ [IMMENHMPHA € HeoOXONMMO PEOBHO MPOCIEAIBAHE HA YepHOAPoGHaTa
(yHKIMS # Ha XeMAaTOJIOTHYHHMTE NoKa3aTeH (0coOeHO Ha IeBKOLMTH U TPOMOOLINTH).

~ Tlpu ¢TpecoBH cuTyauuu {Hanp. JIONOIYKH, CTIELTHH oniepaliH, HHGeKuHH ¢ deCGpunuter u ap.),
MOJKE [ C€ HAJI0XKH BPEMEHHO TIPEMHHABAHE HA JIEUSHHE C HHCY/IHH.

HsiMa HaTpynaH OIHT 3a yrotpe0aTa Ha IIMMETIHPHA NPH NAHEHTH ¢ TEXKKH HAPYLIEHHS Ha f
yepHoApobHaTa (yHKHUA HAH NPH NALHCHTH Ha' AWaTH3a. [Tpy NalMeHTH ¢ TeKKH HAPYIOEHHS Ha
OnOpeunara niK yepHoapoSHaTa (PYHKUHA € NOKA3aHO MPEMHHABAHE Ha ACUEHHE ¢ HHCYIMH.

Jlevuennero Ha nauuenTd ¢ G6PD-gebuut cue cyndanwtypeliHi NpogykTH MOXe 1A JoBele 50
XeMOJINTHYHA aHeMHA. TbH KaTo rmuMenTMpHA NPHHALIENKH KBM IpyniaTa Ha cyidaHumypeiiHuTe
TIPOAYKTH Ce NperopbhyBa IOBHLICHO BHUMaHuE [IPH NIPHIOKEHHETO MY Ha flauienTH ¢ G6PD-
AehHIMT, KATO ¢ NPENOPBEYHTENTHO H3NOJI3BAHETO Ha He-CYNPaHWTypeliHu DpOMYKTH [IPH TAKHEA
NALtMEHTH.

HoMOIIHK BEIHECTEA
Jlaxmoza

[TanmenTa ¢ pegky HacneacTseHH NPodNeMH HA HETIOHOCHMMOCT KbM TaIaKTO3a, ITb/IEH JIAKTa3eH
AebHIIMT WK FAIOKO30-TANIAKTO3Ha ManabcopOuus, He TpAGBA N2 IPHEMAT TOBA JIEKAPCTRO.
Hampuii

ToBa NeKapcTBO ChABPKA HO-MaJKo oT 1 mmol Hatpwii (23 mg) Ha Taﬁne'rlca, T.€. MOKE Ja C& KakKe,
Yyg MPAaKTHUECKH He CEABPIKA HATPHE.

Ousemumenu E 102 u E 110 - '
Tabnetkure ot 2 mg cuabpikar TarpasuH (E 102) u ceHcer xbiaTo FCF (E 110),
OPHYHHAT ANePTHHHHE PEAKLMH.
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4.5, .Bs'auuoneﬁ'c'rnn_e c npy"m-neuapcfnénn nponym'ﬁ H ,apyi‘n dopmu Ba B3aBEMOjciicTEHE

' AKO rITHMEnMpPHI Ce MpHeMa eIHOBPEMEHHO C HAKOU APYTH JIeKapCTBEHHN CPE/ICTRA € BE3MOKHO 1A
Bmumcné; KAKTO HEXEJIGHO 3aCH/IBaHe, Taka H oTc/a0Bale Ha XUIIOTIHKEMHIHOTO AclcTBHE Ha
rmamenmpua. Iopans Toea, gpyru JEKAPCTBEHH cpe):[cma TpsbBa Aa ce npnemaT CaMO ChC 3HAHHETO
(Mny 10 IpeATIACaHIiC) Ha nelcap

Imimerspun ce MeTabomsHpa oT eHsuMHaTa cicteMa P450 2C9 (CYP2C9). Heronmrr Meraﬁonﬂs'bm
¢e NOBNHABA NIPH €AHOBpeMeHeH npueM Ha CYP2C9 nm[yrcropn (panp. pudaMIHIMH) KK
HHXHOHTOPH (Harlp (bnyxonaaon)

Pe3ysTaTHTe OT in Vivo Ipoy4Bane Ha B3aHMOICHCTBIATA, CHOBILIEHH B JHTEpaTypara hoxasnaT ye
AUC na riMMenHpHE ce yBelHuasa npubIH3HTeHO JBYKPATHO OT (lmykorlaaon €JHH OT Haifi-
MOIIHHTE CYP2C9 HHXHOHTOPH.

B®3 ocHOBa Ha OTIHTA ¢ TITHMETTHPHA | ¢ JPYTH cymba}mnypeﬁ}m TIEKAPCTBEHH NPORYKTH €
Hcoﬁxonmm na 6paaT CIOMEHATH CIISAHNTE Bsamo,neﬁcmm

ToTeHMpaKne Ha MOHIKABAINIS KPBBHATA 3aXap eexT u nopa;m TOBa BB3MOKHOCT B HAKOH CJTy4aH

Ta BR3HMKHE XHAOTTHKEMHA TIPH [IPHEM HA HAKOH OT CIEJHHTE J1eKapeTaa: ‘

- ‘(berunbyrason, azanponasoH, okcidenbyrazon N
- HHCYJIHH, TIepOPaJIHH NPOTHBOAMAOETHH CPEICTBA, HAMP. METGOPMHH ‘

- CATMIM/IATH, P-aMHHO-CATMITMIOBA KHCETHHA

- aHa0oJTHH CTEPOH/IH, MBXKH NOJJOBH XOPMOHH :

- xJ10paMPEHHKON, HIKOH ABIrO AeHcCTBANH cynq)ouamnnu Te’rpauHRerm XHHOJIOHH H

KIApHTPOMHLIHE

- KyMapHHOBH aHTHKOATYJIaHTH

- (beHbypamMun

- JIM30MAPAMUI

- ¢ubparu

- ACE uHxubuTOopH

- tmykeeTrH, MAO-uaxubHTOpH :

- anonypHHoN, npobeHerws, cynQuHNTHPA3OH

- CHMNZTHKOIMTHIM

- muknogocdamua, tpodochamun H Hpochamuan

- MHKOHA30/1, (IYKOHA30I1
= . NeHTOKCH(PWIHH (BMCOKH NapeHTePATHH J03H)

- TPHUTOKB&IHH

Hamanspane Ha XHNOrMMKEMHYHHA €EKT, 4 TOPaaH TOBA, BB3MOXKHOCT B HAKOH CTy9aH Ja BE3HHKHE
XHNISPrIHKEeMHES TIPH NMPHEMAHE Ha HAKOH OT CJISIAHHTE JIEKapCTRa: '

- €CTPONeHH H IIPOrecTareHH

- CATYPETHIH, THASHIHH JHYPETHLM

- CpezcTBA CTHMY/THPALIH IHTOBY/IHATA JKIE33, MIIOKOKOPTHKOHIH

- (eHOTHAZHHOBM NMPOU3BOHY, XJ10prpoMasH

-, aJipeHAJIMH M CUMIIATHKOMHMETHIH

- HHKOTHHOBA KHCETHHA (BBB BHCOKH JO3H) H IPOU3BOIHH Ha Huxomnoaara KHMCEITMHA

- NaKcaTHEH (TIpH MPOIBJDKHTENHA YNoTpeda)
- (heHUTOMH, THA3OKCUT

- . rnokaroH, 6apOuTypaTH, pudaMITHIHH

© - - aleTa3oNaMuA

H:-anrarosucrure, beta-6noxkepHTe, KIOHHAHH H PE3SPIHH MOTAT zia IoBe AT
WIH 710 OTcabBase Ha XMIONTMKEMIHPALTHAT eEKT.
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Hox BIVAHHe HA CHMOATHKOIHTHIHY eKANpCTBEHH CpEACTBA, Kato GeTa-GrokepH, KIOHHIHH,
TBAHCTHMH H PE3CPIHH, MOTAT 13 OhAAT OTCNa0eHH Wi na OTCBHCTBAT HPU3HALIATE HA anpeﬂepmlma
- KOHTPApeTy/allks IPH XUTIOrTHKEMH.

KoscyManpsTa Ha ATKOXON MOKE TI0 HENMPEAcKasyeM HAYHH Ja NOTeHUMpa WIH Ja oTcnabu _
XHITOTTHKEMHIHPAMIOTO ASHCTBHE Ha ITMMEeNHPHA,

I'mamenmpua Mosxe Ja MOTeHUHPa WK Ja 0Tcnabn edexrire na KyMapHHOBHTE NPOH3BOAHH.

KomnecesesaM ce CBHp3Ba ¢ MIMMETNHMPU ¥ HaManaea aGcopbLMaTa Ha TIIMMEMHPH]] OT CTOMAIIHO-
upeBHHA TpakT. He ca HabmoJaBaHy B3aMMONeiCTEMA, KOraToO FIMMENHPHA Ce TIPHeMa MoHe 4 Yaca
[PeaH KOIECEBEaM. I'Iopa,un TOBA, IMMeNUpHA TpAOEa Aa Oble nMpunaraH noHe 4 yaca npeau
KOJIECEBENAM.

. 4.6, ®@epraanTeT, pEMeHAOCT n'mpuéne

BpeMeHHOCT
Pucr, cevpzan ¢ Ouabema

HeoGuuaiiHnTe cToiiHoCTH Ha KPBHEHATA 3aXap 110 BpeMe Ha 6peMeHHoc1'ra Ce CBBP3BAT C [10-4eCTO
BEB3HHKBAHE HA BPOACHH aHOMAJIHH M [IEPUHATAIIHA CMBPTHOCT. ETO 33110 ¢TOHOCTHTE Ha KPBBHATA
3axap TpaOea na GEAAT CTPUKTHO NPOCTCASBaHHM 10 BpeMe Ha OpeMeHHOCTTa ¢ Len H3bArBaHe Ha
TepaToreHeH puck. IIpH Tesu 0bcToaTencTRa ce npenopryea ynotpebara Ha HHCY/HH. TlatmeHTKHTe,
BE3HAMepsBAIM A3 3&6pemeHeﬂT, TpAGBa Ja YBEIOMAT CBOA JIeKap.

Puck cevp3an ¢ 2rumenupud

Hsma aneKBaTHH JaHHM 3a yIOTpeOaTa Ha ITMMETHPHA TIpY GpeMeHHH xenH. [Ipoyusanus ¢
XHBOTHH Ca MIOKa3aJIH PeMpONYKTHEHA TOKCHIHOCT, KOATO Haii-BepOSTHO € CEbP3aHa C
dapmakonoruuHoTO AeHCTBHE (XHIOTITHKEMEA) HA MIHMeNMHPUA (BXK. TOUKa 5.3).

CnepoparenHo, rnuMenupuy He TpsAGBa a 6ble HINOM3BAH N0 BpeMe Ha Lianara GpemMeHHOCT. -

B cyuaii Ha nedenue ¢ IIHMEMMEPH, AKO MALHEHTKATA IUTaHHPa HPEMEHHOCT MM 2KO € YCTAHOBEHA
OpeMeHHOCT, TepanisTa TpabBa fa Obe TPOMEHEHA BE3MOKHO Hali-0bp30 Ha HHCYNHH.

 Kepmene .

He e u3BecTHO Aa/TH MIHMENHPH C€ €KCKPETHpa B MAHYAHOTO MITAKO. [ THMETMpPHA MpeMHHABa B
MIIEKOTO Ha IurbXoBe. Tbil kaTo ApyTHTE cyndaHmwTypeiiHH NPOH3BOIHH NPEMUHABAT B Mali9HHOTO
MJIAKO H Thil KATO CBHILECTBYBA PHCK OT XMIOTIHKEMEA MPH KbPMAYETATA, CE MPENopsUBa a ¢
n304rsa KbPMEHETO O BpeME Ha IEYEHHE C IIMMETKPHIL.

DepTHIHTET '
Hsama nannu 3a BinAHue BLpXY ¢epTinnTeTa.

v

4.7. Edextn BhPXy cnocoSHOCTTa 32 Modnpane B paboTa ¢ MAmEAN
He ca nposexaanu npoydsaHHs 3a €eKTHTe BEPXy CNocoGHOCTTa 3a modupane H paboTa ¢ M‘amnn_n .

CnocobHocTTa Ha NalMEHTHTE 33 KOHLIGHTPaLKs ¥ pearkpaHe Moxke fa 6bae HapyLIeHa BCIIEACTRHE
HA XHIOTJIHKEeMHS HIH XMNEPriMKEMHUs, WIH HanpaMep BCIIEACTBHE HapyLIeHud B 3peHneTo. Tosa
MO3Ke /2 IPEACTARIABA OTIACHOCT B CHTYALIUH, IIPH KOHTO Te3d cnocoGHOCTH ca OT ocobeHo 3HaUEHME,
KaTo WodHpaHe u paboTa ¢ MalIHHH.

INanpenTure Tpabea na 6BAAT NOCHBETRAHH Ja B3eMaT NpeNa3HH MepKH 3a
XHTIOTITHKEMHA N0 BpeMe Ha modupaHe. Tosa ocofeHo kacae Xopara ¢ 1o
ycelnaHe 3a npenynpemenﬂme CHMIITOMH Ha XHIIOTTTMKEMHS, WIH KOHTO |
xunornuxemua. [Ipu Tax tpabea ,uoﬁpe Ja ce 0OMHCIIH cnocoﬁﬂocrra HM 12
PaboOTAT ¢ MalHHA. -
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4.8. HemeNaHB JeKAPCTBCRH peaKknun

CrieiHHTE HEXKEITAHH JIEKAPCTBEHE PEaKIMK OT KIMHHYHHA H3CIIeBaHNA, GasupaHy Ha omuTa ¢
TTHMENHPH]L ¥ ¢ APYrH CynbaHiwTypeiHA IeKapCTBEHH IPOXYKTH, Ca H3PEACHH 110 CHCTEMO-OPTaHeH
KJiac M B Pell Ha HaMadBallla YecToTa: MHOro 4ecTH (>1/10), yectu (>1/100 mo <1/1 0), HEYeCTH
(>1/1 000 no <1/100), pexxu (=1/10 000 no <1/1 000), Mzoro peaxu (<1/10 000), C HEH3BECTHA
uecToTa (OT HANTHYHKTE JaHHH He MOXe f1a 6bae HaIpaBeHs ouel-nca)

Peaxn

C HEH1BECTHA 9ecToTA

HapyIIcHUS

| Anapus, abaoMHHANHA

JHCTCH3HA, ycemaHe 34
AMCKOMMOPT B
KopeMHata obnacr u
00JKH B 0ONacTTa HA
KOpEMAa, KOHTO PAAKO
BOJAT JI0 NPeKpaTaBaHe
Ha JICYCHHETO

CacTeMAO-OpraHHa ‘| Mroro peaxu
KnacapaKanus (=1/10 900 po <1/1 0H)) | (<1/10 000) (0T BANHIHHATE AAHHA
- : ' ‘He moske 1a Guae
' | HAOPAaBEHA OLEHKA)
Hapymenun xa TpombonuToneHus, Texka
KPBBTa H TAM(QHATA | IeBKOMEHHA, TpoMOOLHTONE ! ©
CHCTeMa FPaHyJIOLMTOTICHHEA, 6poit Ha TpoMOOHMTHTE
arpaHyJIoLHMTO32, no-"ucesk ot 10 000/l n
€PHTPOIEHHH, TPOMOOLMTONECHHYHA
XeMONUTHYHA AHEMHA H mypliypa
NaHHUATONCHHA, KOHTO '
N0 NPHHIMI ¢a
ofpaTMu cnen,
NpeKkpaTARaHe NpHeMa
_ Ha JIEKApPCTBOTO
Hapymienns Ha JlexormrokmacTHueH | BrsmoxkHu ca
HAMYHHATa CHCTEMA BACKYJIHT, JIEKH KPECTOCAHH AJTIEPrHH CBC |-
' ' peaxiHH Ha cyndamwtypeiinm
CBPBX'YBCTBUTENHOCT, |TPOAYKTH,
KOHTO MOTaT a cyndoHAMHIH WITH
MpepacHaT B TEXXKH CpPOIHH BELIECTBA
peaKuMu ¢ JUCTIHed, :
TIOHMXXaBaHe Ha
APTEPHAIIHOTO
HaNATaHEe U NOHAKOTA
LIOK
Hapyinenusa Ha XHIOTTHKCMHYHH
meTaGosHIMa H peakuHu’
XPaHEHETO
Hapyuienus Ha ounTe TpexooHu 3pUTENHH
HApYIIEHHA, 0coDEHO B
HavYajI0TO Ha JIEUYEHHETO,
nOpaaH NpoMIHa B
CTOMHOCTHTE Ha
| KpBBHATAa 3aXap
CroMammHo-ypepHH | [lucreysus I'agene, moBpbInage,

NOOS
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Xenaro-0WTHapHE Hapyinenue Ha TloBHmEHH CTOMRHOCTH
_ | mapymerms YepHoApoOHaTa Ha yepHOApPOOHHTE
' yrixupa (Hanp. ¢ CHIHMH
| XonecTaza M HKTEp), i
XeTIaTHT WIH
yepHOApoOHa
_{ HemocTaTEUHOCT
_{Hapymenns Ha Anonenys BB3MOXHO € Ja
KO>KaTa H BBE3HHKHAT PEaklMK Ha
MOJKOXKHATA TBKAH CBPBLXUYBCTBHTENHOCT
) IO KOXKaTa, KaTo
cupbex, oOpus,
YPTHKapHa 1
(hOTOTYRCTBHTENTHOCT
Hacneapanun Iopumapasre Ha Ternmoro | [lonipkapade Ha
CTOMHOCTHTE HA HATPHIA
B KPBBTA

*Haii-4ecTo Te3H peaKiMH BH3HHKBAT BHE3AMHO, KATO MOTAT /2 Ca TeKKH H He BHHATH € JIECHO Ja
O'bAAT KOPHTHpaHH. BrIHUKBAHETO Ha NOACOHH PEAKIMH 3ABHCH, KAKTO H MPH APYTHTE
XMIIOTJINKEMHYHH TEPAIiH, OT HHAMBHIYATHH (HaKTOPH, JUETHUEH PEXHM H AO3HPOBKA (BXK.
TOYKa 4.4). '

Crofinapane Ha NOO3NPAHY HEXEIAHH PEAKIIHH
Cro0ImaBaHeTO Ha NOJO3HPAHH HEXKE/IAHH PEAKLMH CJiej] pa3penlaBane 3a ynorpeda Ha IeKapcTBeHus

NPOIYKT € BaskHO. TOBa NO3BONARA 1A HPOTBLKK HaGMIONEHHETO Ha CHOTHOIHEHMETO TION3a/PHCK 3a
nexapeTseHyA npoaykr. OT MEIUIMHCKATE CIIELMATHCTH €& M3MCKBA Ja ChOOIIABAT BCAKA
NOAC3HpAHA HEKeTaHa peaklis upes HamsnHuTenHa areduys no xekapcreara, ya. ,.Jaman [pyes”
Ne 8, 1303 Codpus, Ten.: 02 8903417, yeGeaiit: www.bda.bg. -

4.9. ‘l'lpenosnpane

CumnoroMu ‘
Crnen npueM Ha CBPBX034 MOKE 1A HACTHITH XWNOTIHKEMHS C IPOABILKUTENHOCT 0T 12 no 72 gaca,
KOATO MOKE Ja C€ MOBTOPH CJIe] MbPBOHAYATHO Bh3cTaHOBABaHe. CHMITTOMHTE MOMKE Aa HE C¢ MOABAT
o 24 gaca cyiesl pHeMa Ha 1eKapCTBeHHA NPOAYKT. [1o NpHHLKN ce npenopbuba HabmoAeHRe B

. Donnuua. Moxke [a ce MoABAT rajeHe, NOBpLLIaHe, enuracTpanraa Oonku. B o0mus cirygai,
XHAOTTIHKEMHATA MOXE Na € MPUAPYXEHA OT HEBPOJIOTHYHH CHMITTOMH KaTo §e3NO0KOHCTBO, TpeMop,
3PHTEJIHK CMYLIEHHS, HAPYIIECHA KOOPANHALMA, ChbHINBOCT, FEPYOBE H KOMA.
Opnangpane
JleueHreTo ce ChCTOM NPEAMMHEO B NMPEAOTBpaTABaHe Ha abcopOumara ypes npeAH3BHMKBAHE Ha
NOBPBLIIAHE, MPHEM Ha AKTHBEH BbriieH (kaTo ascopbeHT) W Ha HaTpHer cyndar (KaTo NakcaTHB). AKo
€ MPHUETO rofAMO KOTHUECTRO NIMMETIMPH € NT0Ka3aH CTOMAILEH JARAXK, MOCASABAH OT AKTHBEH
BBIVICH H HaTpHeB cyndar. B ciaydan Ha 3SHAUMTEITHO NpeA03HpaHe Ce HATIAra HACTAHABAHE B
OTJENEHHE 32 HHTEH3HBHH rpHxu. Makcumanso 6bp3o Tpabaa na ce 3amodHe NMpHIOKEHHE HA
FITIOKO3a, NpH HeobxoauMocT upes GOMyCHO HHTPaBeHO3HO HHKekTHpaHe Ha 50 ml 50% pasteop,
HOCNEABAHO OT HH(Y3Ha Ha 10% pasTBOp CLC CTPHKTHO NPOCTEASBAHE HA KPBBHATA 3aXap,
[MocaeaamoTo neveHne € CHMIITOMATHHHO.

QcobeHo TIpH TIeYeHHe Ha XHIIOTTTMKEMHA, PE3YJITaT OT ¢/TydaeH [PHeM Ha THME

MAJIKM Jielia, J034Ta Ha IPHIOKEHATA [II0K03a TPAGBA [1a Ce KOHTPOAHPa BHH
- u3berHe pasBHTHETO Ha OMACHA XMNeprinkemus. Topa Hanara CTPHKTEH KO

KPLBHATA 38Xap. ' o '

NOO5 ' 8



5.  ®APMAKOJIOTHYHH CBOHCTBA
5.1. Qaphaxonnaﬁnqna cBolicTBa

(dapmakoTepanepTHUHa rpyna: JIeKapcTsa, ﬁommcanamn KPBBHATA [IIOKO34 C H3KITIOYEHHE Ha
uncyman: CyndonaMHIH, IPOH3BOIHHA Ha ypesrra, ATCxon: Al 0BB12

Imumenupug e nepopanel{ XHITCTITHKEMHAZHPAI IEKApCTREH NPOAYKT, NPHHAIEHKALL KbM
cynpannnypeiinara rpyna. To# ce H3nom3ea 3a JIeUeHHE Ha HEHHCYIHHO3ABHCHM 3aXapeH nuaber.

MexaBauisM Ha aelicTene :

I'nAMenHpHn AelicTBa Ypes CTHMYIHpaHe ocnoﬁonc,uananem Ha UHCYIHH OT 6era—1me’rm«m3 Ha
naHkpeaca. Kakro 1 npu apyrute cyndaHwIypeiiHu IpoayKkTH, To3H edeKT ce OCHOBABA BBPXY |
YCHJIBaHE OTTOBOPA Ha NAHKpeaTHYHHTe OeTa-KiIeTkH KbM (M3HONOTHIHHA CTHMYI HA TIIHOKO3aTa.
OceeH Te3u edeKTH, NMTAMETHPHA NIPHTEKABA H3Pa3eHH €KCTPAIIaHKPeaTHUHH e(belcm orbensasand u

Np¥ APYTH CyIPaHWIypeiHi NPOXYKTH.

Ocsobodicoasane va UHCYIUH

CyndanunypeiiHiure NpoayKTH peryiupar uncynmmna'ra CEeKpeLs 4pes 3aTBapaHe Ha ATD
YYBCTBUTC/IHUTE KATHERH KaHaTIeTa B MeMOpaHaTa Ha GeTa-KIIeTKHTe HA MAHKpeaca. 3aTBapSHETO Ha
KaJHeBHTe KaHAN4eTa Npe/IM3BUKBa Aenonapyu3anys Ha 6eTa-KneTkuTe, B pesyiITar Ha KOeTo,
NOCPEACTBOM OTBApAHE Ha KaJLIHEBHTE KaHAMUETa, HACTHIIBA MOBHUINCHO HABJIH3aHe HA KAILMIA B
kieTkHTe. ToBa Boau 1o ocBoGOXK/IABAHE HA HHCY/IHH [OCPEACTEOM eK30HTO34.

[ THMETTHPHE ce CBBP3Ba ¢ BUcOKa o0MeHHa cKkopocT ¢ feTa-KneTbueH MeMOpaHeH TIPOTEHH, KOMTO e
cBep2aH ¢ AT® YyBCTBHTE/IHHTE KATTHEBH KaHATYeTA, HO KOHTO ¢ pasnuyeH oT 00H4aHOTO MACTO 33
CBBLP3BaHe Ha cyndaHwiypeHITe TPOAYKTH.

DapmakonuHaMHYHH edeKTH

Excmpananxneacua GKMUBHOCHH

ExcTpanankpearuysuTe eekTH BKIHOYBAT TOX00peHe B IyBCTBHTETHOCTTA Ha nepmbepr[me

TBKaHH KBM HHCYJIHH H CHIDKABAHE Ha HHCYJMHOBATa KOHCYMALMA B 9EPHHS Apob.

[ToemaneTo Ha rmoko3a OT KPBBTA B NiepHdiepHaTa MyCKYJIHA M MACTHA THKAH CTaBa HOCPEACTBOM
CNELHATHH TPAHCTIOPTHH NPOTEHHH, PA3NONOKEHH B KIeThuHaTa Membpana. TpancniopTsT Ha
[N0K032a B Te3H ThKaHH € CKOPOCT-THMHTHPAIIHA NPCLIEC B YCBOABAHETO HA IMIOKO3aTA. l"ﬂnMennppm .
MHOTO 61p30 yBesu4asa 6posi Ha MONEKYJIUTe 32 AKTHEEH TPAHCTIOPT Ha [MOKO3a B IUTa3MEHHTE
‘MeMOpaHH Ha MyCKYJTHHTE H MACTHHTE KJIETKH, KOSTO BOAH [0 CTUMY/IALIUA HA [IIIOKO3HATA
YTHIH3aLMA.

I'auMenypHn nosuiaBa AKTHBHOCTTA HA TITHKO3HI-(PochaTHIUIHHOZHTON-CICUHHYIHATA

docdaraza C, koeTo Moxke OH € CBBP3aHO C JIEKApCTBEHO HHAYIMPAHATA TMNOTeHe3a U TAIOKOreHe3a B
H30JTHPAHH MaCTHH M MYCKYJIHH KIIETKH.

I'mumermpun Gokupa o6pasyBaHeTO Ha IVIIOKO3a B YepHHs npob qpea NOBHINIARAHE BETPEKIIETEYHATA
KOHLIEHTparuA Ha GpykTo30-2,6-0udocdar, KoMTO OT CBOA cTpaHa MHXHOMPE [MOKOHEOreHe3aTa.

Knunuuna edHkacHOCT W 6e30MacHoCT
Obwa axmusnocn;

IMpu 30paBd HHAMBHIM, MHHHMANHATA edeKTHBHA NepopaiiHa qo3a e npubmiurendo 0,6 mg.
EdexTsT Ha rnuMenupuz € 10303aBHCHM H BE3NPOH3BOIMM. MHIHONOIHYHHAT OTTOBOP HA TEXKKO
(pU3HYECKO HATORAPBAHE, CHIDKABAHE HA MHCYIIMHOBATA CEKpELWs, Ce 3aMIa3pa NPH kM

HsaMa 3HauMMa pasiiuka B edeKTHTS HE3aBHCHMO OT TOEA JaliH JIEKAPCTBOTO € 1
Mpeid XpaHEeHe WK HEMOCPEACTREHO MPpear Xpanene. [IpH nauyenTy ¢ quab
KOHTPON B NPOAL/IDKEHHE Ha 24 yaca Mojke Aa ObAe MOCTHTHAT C €OHOKpaTHA
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Bempexy e XHAPOKCH-METaGONHTET HA ITHMETIHPH NPeAM3BAKEA MATKO, HO 3HAYHMO CHIDKCHHE B
CEpYMHATA, [NIIOK03a NPH 3ApaBH HHAMBHIH, TOH € o'rronopen CaMo 32 MUHUMAIHA HACT ot o6
e(bek'r Ha AeKapCTBOTO.

T omﬁunugaua meganua c Meméogmun

" B ezno npoyusane cpep HenoGpe OBIaAEHH ¢ MAKCHMAIIHA 1038 METQOPMHH NAlMeHTH,
AEMOHCTpHMpaH MoRobpen MeTabomuTeH KOHTPON NpH KoMGHHUpaHa Tepanus ¢ FAMMenHpil, B

' CpaBHEHHE CBC CAMOCTOATEIIHO NIPHAOKEH METHOPMHH.

Komburnupana mepanus ¢ uncynun

JaHHHTe 32 KOMOHHHPAHA TePallHA ¢ HHCYIIMH ¢a OrpaHHYeHH. [IpH nauMeHTH, HeaJcKBaTHO
OBIANEHH ¢ MAKCHMAITHA 1032 IITHMENMPH/, MOXKE ]2 Ce 3aI0YHe CHILTCTBAIA TEPAHA ¢ HHCY/IHH.
Tpu ABe Npoy4BaHHs, KOMGMHHPAHETO TIOCTHTA CHINOTO TIONOOPEHHE B METAGOIMTHHA KOHTPOI KATO
CAMOCTOATENHO MPUJIOKEHUAT HHCYHH, TIpu KOMGHHHpaHaTa Tepanus obaue, HYKAUTE OT MHCYIUH
¢a MO-MaJIKH.

l'[e,gna’_lpntma MOHyIALHAY

ITpu 285 neua ¢ nuaber Tun 2 (Ha pw3pact ot 8 go 17 l"OI[P[HH) € MPOBEZICHO 24 cenmnqno AKTHEHO
KOHTPOJTHPAHO KITHHUYHO MPOYYBaHe (JHEBHO ¢4 HpHnaraHy ao 8 ng PIHMeNHPHA WK 10 2 g
MeTHOPMHH).

Imumermpun # MeThopMHH, NOKA3BAT CTATHCTHYECKH 3HA4MMO NoHwkeHue na HbAlc CTIpPAMO .
H3xoaHOTO HUBO (rammenupun -0,95 (SE 0,41); Merdopmun -1,39 (SE 0,40)). Benpexu ToBa,
TTMMETIHPH/L HE TIOCTHTa KPHTEPHUHTE 33 CpeAiHa NPOMAHA B U3XOAHOTO HHBo Ha HbA Ic, kouTo ce

» mocTHrar ot MeTdopMuH. Pasnuka mMexny nsete Teparmu e 0,44% B nonsa Ha MendopMuH. Topuata
rpannia (1,05) na 95% noeepHTeaeH HHTEpBAN Ha pa3lHKaTa He € nof 0,3%.

Cnen nedense ¢ TTTAMEMHPH]] HAMa HOBH JJaHHHM 3a Ge30MaCHOCT MPH [l ¢ THN 2 3axapen quabeT B
Cp&BHeHPle C B'BSpaCTHH MaAUHCHTH, H])H HCJIHE_.Tplfl"-lHH MalHEeHTH HAMa HANWYHY JAHHH 34
edHKacHOCTTA H 5E30IACHOCTTA CASH MPOIBIKHTEIHO IEUeHHE,

5.2. PapmMaxoKHHETHYHH CBOACTBA

AbGcopbuus
BHOHAIMYHOCTTA Ha ITHMETTMpPH] Cle HCpOpBJ‘IHO MPHIIOKEHHE € MbIHA. [IpHeMBT Ha XpaHa HAMa

MPaKTHYECKO BAMSHME BEPXY abcopbupaTta, caMo CKOPOCTTa Ha aGCOPLIHA NIEKO ce HaMAIABA.
MakcuManan miasMeHH KOHUCHTPAHH (Cuax) €6 ZOCTHTAT NpHOMM3NTENHO 2,5 Yaca cien nepopaneH
npuem (cpeano 0,3 pg/ml no Bpeme Ha MHrOKpaTHO JoO3upaHe ¢ 4 Mg AHEBHO) M € HANHIE NHHEHHA
3aBKCHMOCT MEXKIY 1032 B ¢hOTBETHO Cuay H AUC (Wrom noz KpuBaTa miuasMeHa
KOHLEHTpaLHA/EpeMe).

Pasnpenenenue
I'nuMennpun uma MHOro HMCHK 06eM Ha pasnpeaeneHse (npubmusurento 8,8 nuTpa), KoiTo rpyGo ce

paBHABA Ha MIPOCTPAHCTBOTO Ha pasipenie/ieHHe Ha ai0yMHHa, BUCOKA CTENMEH HA CEBbP3BaHe C

- npoteHHHTe (>99%) ¥ HUCEK KIMpEHC (npubnuzuTenHo 48 ml/min).
Hpw sxuBoTHH FTHMENHPH], Ce €KCKPETHPA B MIAKOTO, [ THMENTHpHA NpeMHHaBa Tpe3 MIIALCHTATA H B
MaJIKa CTeIIeH Npe3 XeMaToeHuedannara Gapl«repa

broTrpatchopMalnig i eNTdMHHHpaHe
IlpeobnanaBalusT cpeieH MIA3MeH NOTYKMBOT, KOHTO € OT 3Ha4eHHE 33 CEPYMHHTE KOHLEHTPALIMH B
YCI0BHA Ha MHOTOKPATHO JO3HpaHe e okosio S 110 § vaca. Criex npuiarane Ha BHCOKA JO3K Ca
OTOENA3aHH B MaJIKO T0-TBJIFH TOJIYKHBOTH,
Cnen eqHokpaTHa 103a paJHOaKTHBHO MapKMpaH IiiMenHpus, 58% ot pannos
OTKPHBa B YpHHATa H 35% B H3Npa)kHeHUATa. B ypHHaTa He c€ OTKPHBA HETPOM VA
MeTtabonMTa ~ Hali-BepOATHO PE3YNTAT OT HepHOAPoGHMA MeTaboNH3bM (OCHOB, s
CYP2CS9) - ce OTKpHBAT, KaKTO B YPHHATA, TaKa ¥ B H3NPAKHEHAATA — XHAPOKCMT
kap6okcu-nponssoaHo. Crej MepopanHo NPUIOKEHHEe Ha LIMMENHPH, TepM ll At
Ha Te3H MeTaloIMTH ca CHOTBETHO 3 10 6 Yaca | 5 A0 6 yaca.
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CpaBHenueTo MeX(Ty €NHOKPATHO H MHOTOKDATHO NPHIIOKEHHE BeIHEK JHERHO HE NOKA3BA 3HATHME
PAIIMKA BEB HapMaKOKHHETHKATA i MHTPAMHAMBHIYATHATA BapuafimmocT © MHOro HHcKa. He e
HabmofaBaHO MPAKTHIECKH 3HAYHMO Kymynnpaﬂe

 Crenmanyu nonynalmy
_ PapMaKOKHHEeTHKATA € cxomia npn MEKe M 5XEHH, KaKTO H TpH NaUHeHTH B M1aja B B CTApYecKa

BE3pacT (Haj 65 roguny). IIpH MalHeHTH ¢ HICHK KPeaTHHUHOB KIHPEHC, € HATHLE TeHACHLUHS
'KIHPBHCET Ha FIMMEIIMPHA A Ce NOBHINARA H CPEAHHTE CEPYMHH KOHIIGHTpAIMH 14 CE IOHHKABAT,
Hai-BEpOATHO BCEICTEHE N0-6EP3a eNMMUHAIMSA, TIOPA/IH [IO-HHCKO TIPOTEHHOBO CBBP3BAHE.
Br6peuHoTo erHMHHHpaHe Ha OBata MeTaGonuTa e Hapymeso. Karo usno, He TpaOea na ce npneMa,
ue NP TAKABA NAUMEHTH € HANHLE PHCK OT KyMYJIHpaHe.

dapMakOKHHETHKATA [IPH TETHMA NaLwenTy 63 anaber cnex onepaupm Ha XTHYHHTE ITHTHINA € Gina
CXOJiHa C TA3H NPH 3;:pann HHTHBHITH. '

Heduampuuna nonyrayus

ITpu npoyusaHe Ha QapMakOKMHETHKATA, 6e30MacHOCTTA H IOHOCHMOCTTA npH em{oxpa'ma 1033 OT
- 1 mg rnumenupua npu 30 neauatpiuHK NauMeHTH (4 Aena Ha Bh3pact 10-12 roauHM ¥ 26 neua Ha -
BB3pact 12-17 roqunu) ¢ auaber tun 11, ca nomyuenu cpemiu cToMHOCTH Ha AUC (g-tasty, Conax H %2
(Bpeme Ha NOMY>KHBOT) MOAOGHH HA TE3H, YCTAHOBEHH NIPE TOBA PH BHL3PACTHH.

5.3, IIpeAK/IHAAYBH JAHHH :ia OezomacHOCT

TIpeaxnuuuunuTe edexT Ha ITUMENHPHN ca HAGMOAARAHHM TIPH IO3H, 3HAUHTEHO HA/IBHIIABAIIM
MaAKCHMAITHHTE 33 XOpa, KOeTO HMa MHHMMAIHO 3HAYEHHE 33 KIHHHYHATA NpaKTHKA, WiH ¢a OHAR
CNIEACTBHE OT (HapMaKOJUHAMUMHOTO ASHCTEBHE (XHITOTITHKEMHA) HA CHETHHEHHETO.

HaunauTte ce 6a3upaT BEPXY KOHBeHLMOHANHATA (hapMaKONorus 3a M3caeABaHe Ha 6e30MacHOCT, ¢
H3CIeABaHNS 32 MHOTOKPATHA N030BA TOKCHYHOCT, [EHOTOKCHYHOCT, KAHIIEPOT€HHOCT 1
penpoayKTHEHA TOKCHUHOCT, [IpH nmocneanoTo (noxpuBaino eMOpPHOTOKCHUIHOCT, TEPATOTEHHOCT H
TOKCHSHOCT IIPH Pa3sBUTHETO), HablIOaBAHUTE HEXeNAaHH PEAKLHMH ca GHIIH MPHETH 32 BTOPHYHH
CIpAMO XMITOTTTHKEMHIHHTE eekTh, npe,unsnnxaﬂu oT C‘BSI[PIHCHHCTO BBPXY JKEHCKH eK3eMILLIPH Ha
YETHPHHOTH H TAXHOTO MOKOIICHHE, :

6. ©GAPMAIEBTUYHHU JAHHHA
6.1. CumchK Ha NOMOMBHTE BelIeCTBA

JlakTo3a MOHOXHIpAT,

MHKpPOKPHCTAIHA LENTy/I03a

Harpuer HuwmecTeH raMkonar,

Mosuacn K29-K32,

Maruesuer creapar,

OupeTHTeM: _

tabnetkure ot 1, 2 1 3 mg ceawpixar E 172,
TabneTKuTE OT 4 mg ceaepkar E 132,

. Tabnetkure oT 2 mg ceappkar E102, E133 v E 110

6.2. HecuLBMecTEMOCTH
Henpunoxumo.
6.3. Cpox na rogaocT

3 roguau.
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6.4. Chnenmanan yé.nosu’n Ba CLXPAHEHHE
Ila ce chxpanssa nox 30°C.
6.5. Jlaunx 22 onaxkoskara
"Tlo 10 u 15 6post Tabnerku 8 Gaucrepn or PVC/AL domwo.
ITo 3 u 2 6nucTepa B KAPTOHEHA KYTHS.
He BCHMKH BH/I0BE OMIAKOBKY MOTaT Aa GLaaT ycHaTH Ha Nasapa.
6.6, CnenHaJAHH NpeANA3IHH MEPKH NPH H3XBLPJIsIRE ¥ pafora
HsiMa CreLHaTHy M3HCKBAHKS.
HeH3nonspaHuaT nexapeTBeH NPOAYKT WIH OTNAXEIHHTE MaTepHaiH OT Hero TpA0Ba Ja ce U3XBBPIAT
B CLOTBETCTBHE ¢ MECTHHTE M3HCKBAHHA.,
7. IPHTEXATEJI HA PA3PEOIEHHETO 3A YIIOTPEBA
Tera ®apma EAJ]
va. .. JIio6a Beauuxosa® Ne 9, 1407 Codua
Brnrapus
8. HOMEPA HA PA3PENLIEHHETO 3A YIIOTPEBA
Jhmepan 1 mg - per. Ne 20060400
JinMmepan 2 mg - per. Ne 20060401

JInmepan 3 mg - per. Ne 20060402
JhimMepain 4 mg - per. Ne 20060403

9. JATA HA IIBPBO PA3PEI]IABAHE![IOJIHOB§IBAHE HA PA3PE]]IEHP.[ETO 3A
YHOTPEBA

Hata Ha mbpBO paspemasane: 14 aprycT 2006 T.
Jata Ha nocnenHo nosuosaBade: 24 oxromepu 2011 r.

10. JATA HA AKTYAJIM3SHPAHE HA TEKCTA
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