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KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

1. UME HA JIEKAPCTBEHUA IMTPOAYKT

PEI'JIAH 10 mg Tabnerku
REGLAN 10 mg tablets

2. KAYECTBEH 1 KOJIMUECTBEH CbCTAB

Besika TabneTka cbabpxka 10 mg MeTokionpaMuaoB XHApOXaopHAa (metoclopramide hydrochloride), noa
¢opmara Ha MOHOXH/IpAT.

[TomouHO(H) BelecTBO(a) ¢ U3BECTHO AeicTBUE: 76 mg JaKTO3a MOHOXHApAT.
3a MbJIHUS CITUCHK HA TMTOMOIIHUTE BELIECTBA BHXKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

" Tabnerka

TaGnerkure ca KpbIik, O€nH, MI0CKHU TabJIETKH C JACIMTEIHA YepTa OT €IHaTa CTpaHa.
TabnerkaTa Moxke na Obae pas3je/ieHa Ha IB€ pPaBHH J103M.

4, KJ/IMHHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHS

Bb3pacTHa nomynaius
PernaH e noka3saH NnpHy Bb3pacTHH 3a:

- IlpenoTBpaTsaBaHe Ha 3abaBeHO rajeHe M MOBpblLIaHe NpH XumuoTepanus (chemotherapy induced
nausea and vomiting, CINV)

- TIpounakTHKa Ha rajieHe ¥ MoBpbILUAHe, NPeAU3BHKaHO OT JabueTepanus (radiotherapy induced nausea
and vomiting, RINV).

- CUMIITOMAaTHYHO JIEYEHHUE HA rajieHe W MOBpblUaHe, BKJIIOUYMTE/NHO raJeHe v MoBpbllaHe, MpeAn3BUKaHO
OT OCTBP MHUTPEHO3€H MPHUCTHII. MeToknonpaMua Moxe Ja Ob/ie U3MoN3BaH B KOMOMHALMS C MEPOPATHH
aHaJIreTULM 3a rnoaoOpsaBaHe abcopOuusATa HA AHAJITETHLM NPH OCTHP MUTPEHO3€H MPHUCTHII.

[leanarpuyHa nonyJauus

Pernan e nokaszaH npu aeua (Ha Bb3pact 1-18 roauHu) 3a:
- KaTo BTOpA JIMHHA Teparus 3a npeAoTBpaTsaBaHe Ha 3a0aBeHO rajeHe W MoBpbLUAHE MPH XHMHOTEpAIHs
(chemotherapy induced nausea and vomiting, CINV)

4.2. Jlo3npoBKa H HAYHH HA NPHJIOKEHHE

Bcuuky nokaszaHus (Bb3pacTHH MNALMEHTH)
[IpenopburTenHaTa eAHU4Ha A03a € 10 mg, npuiaraHa A0 TpH MbTH IHEBHO.




MakcuMaiiHaTa Mpenopb4YaHa NPpOAb/DKATENHOCT Ha JICYEHHKE € 5 JHH.

[ipeaorBparaBsaHe Ha 3abaBeHO raacHe W nospbuiaHe npd xumuorepanua (CINV) (neauarpHyHy

NatMEHTH Ha Bb3pacT 1-18 roauHu)

[IpenopburTenHara noza € or 0,1 no 0,15 mg/kg TenecHo Terno, npueMaHa 40 TPH ITBTH AHEBHO 4pe3

nepopaieH npueM. MakcumanHara fo3a 3a 24 yaca ¢ 0,5 mg/kg TenecHo rerno.

Tabauya 3a do3upare

Bripact TenecHo terno Ho3a YecrtoTa

1-3 rogunu 10-14 kg | mg TTo 3 nBpTH AHEBHO
3-5 rOAHUHH 15-19 kg 2 mg | [lo 3 mbTH AHEBHO
5-9 roauHu 20-29 kg 2,5 mg /10 3 TbTH JHEBHO
9-18 roguHH 30-60 kg 5 mg Ho 3 mbTH AHEBHO
15-18 roounw Han 60 kg 10 mg o 3 nbTH JHEBHO

MaxcumanHaTta NpoAB/DKHTENHOCT HA JICYSHHUE 3a NIPeNOoTBpaTsABaHe Ha 3abaBeHO raaeHe¢ YW NOBPBLUAHE
npu xuMuoTepanus (CINV) e 5 nuu.

Tabnerkure HE ca NOIXOMALIM 34 NPUIOKEHKE NPU AeLia ¢ Tero no-manko or 30 kg.

JApyru nekapctBeHH ¢HOPMH/KOJMYECTBA HAa AKTHBHOTO BELUECTBO MOraT jAa ¢a MNo-noAXOnsiiiH 3a
NPHUACKEHHUE MPH TA3U MOITYJIaLU.

HauuH Ha NpUuAOKEHUE:

ITepopanno.

Tpabsa aa ce cnassa MUHUMaIEH UHTEpBaJ OT 6 Yaca MeXAY ABE NPUICKEHUA, AOPH B CJIyvaii Ha
MOBpPBUIAHE HAU OTXBBPIIAHE HA A03aTa (BHXKTE TOUKA 4.4),

CieuHanHy Momyaanuy

Cmapuecka ev3pacm

[Ipy mauMeHTH B cTapuecka BuL3pacT Tpadea na ce oOMuUCIM HaMansBaHe Ha J03aTa, Bb3 OCHOBA Ha
OvOpeuHara u uepHoApoOHaTa PYHKLUHA U OOLIOTO CHCTOSHHE.

bvbpeuno yspecoane:

[Ipn nmaumeHTH ¢ OBLOpeuHO 3abonABaHe B TEPMHHAIEH CTaIMA (KPETHHHHOB KAUPBHC < 15 ml/min),
JHEBHaTa a03a TpsaOBa aa ce Hamanu ¢ 75%.

[Ipy mauMeHTH ¢ yMepeHO 10 Texko OvpbpevHOo yBpexaaHe (kpeaTMHHHOB siHpBHC 15-60 ml/min),
no3ara TpabBa na ce HaManu ¢ 50% (BHKTE TOUKA 5.2).

YeproOpobro yepescoane:

[Ipy mauneHTH ¢ TeXKO 4yepHOoApPOOHO yBpexkaaHe, no3aTa TpAaOea na ce namanu ¢ 50% (BHKTE TOuKa
5.2).

Ileouampuuna nonynayua

MeToknonpamua € NpOTHBONOKA3aH MPHU Jeua Ha Bu3pacT oA | roauHa (Bibkte To4ka 4.3).

4.3. IlpormBomokazanus

- CBpPBXYYBCTBHTE/AHOCT KBM AKTHBHOTO BELIECTBO MAHM KbM HAKOE
HW30poeHH B TOUKA 6.1




- CTOMaLIHO-YPEBHO KbpPBEHE, MEXaHHYHA OOCTPYKLIMA HIM CTOMAIIHO-UpEeBHA nepdopalus, 338 KOUTO
CTUMYJTALMATA Ha CTOMALIHO-YPEBHUS MOTUIIUTET NPEACTABAABA PUCK.

- IloTBBpAEH WK NOAO3HPaH (PEOXPOMOLIUTOM, NOPAAH PUCK OT TEXKKH XMNEPTOHHYHH KPH3H

-  AHaMHe3a 3a HeBPOJICITHYHA WIM NPEIU3BHKAHa OT METOKIONpaMH TapAMBHA JUCKUHE3UA

- Enunencus (rMOBULIEHA YECTOTA H HHTEH3UTET Ha MIPUCTHITHTE)

-  bonecr Ha [lapkuHcoH

-  KombHHauma ¢ n1eBoaona Wik A0NaMUHEPruYHU aroHHCTH (BHDKTE TOUKaA 4.5)

- HaBecTHa aHaMHe3a 3a MeTXeMOra00OMHEeMKA CBbp3aHa, ¢ MeToknonpaMua WM aeduuur Ha NADH
LMTOXPOM-bS.

- [lpunoxeHve npu Acla Ha BB3pacT noa | roaMHa, nopagyd MOBHIUEH PUCK OT eXCTpanupaMUIHH
HapyLeHUs (BUXKTe ToUYka 4.4).

4.4 CroeunnajHH NpeaynpexaeHHs H NPEINa3sHH MEPKH NpH ynorpeda

HeBpolOrHYHH HApYIHEHHA

Morar Ja HacTBIAT eKCTPAaNHpaMHAHU HapyluleHHd, 0cO0eHO MpH Aeua W MIaad Xopa WHIH KOTATo ce
U3MON3BAT BHCOKHM NO3H. T€3H peaklMW HAcTHMBAT OOMKHOBEHO B HAYANOTO Ha JICUEHHETO W MOraT jJa
HaCTBINAT Clied €AHOKpaTHO npuiokeHHe. [lpMemMa Ha MeroxknonpaMun TpadBa Oa c¢e npekpaTH
He3abaBHO B ciydyall Ha eKCTpanHpaMUIHA CUMIITOMH. Te3M eeKTH KaTO UANO ca HAmbAHO 00paTHMu
CJIER MpeKpardBaHe Ha JEYEHUETO, HO MOraT [Ja HAMOKAT CHUMITOMATUYHO NeyeHKe (OeH3oaHa3eTUHH
npy Aeua Wuin aHTUXOMHHEPTHYHY @HTHIIAPKMHCOHOBH JICKAPCTBEHH NMPOAYKTH NPH Bb3PacTHH).
BpemeBus unTEepBan OT noHe 6 wWaca, nmocoyeH B Touka 4.2 TpaOBa Aa ce crnazBa MeXOY BCAKO
NMPUIOKEHUE HA METOKNONpPaMui, NOpH B CNyyall Ha NOBPBLUAHE M OTXBBLPIAHE Ha A03aTa, ¢ LieN Ja ce
u3berHe npeao3upane.

[IpOAB/DKUTENHOTO AEYEHHE ¢ METOKIONPAMHA MOXE Na NMPUYHHH TapAUBHA AUCKHHE3UA, MOTEHLIHANHO
HeoOpaTHma, 0cOOEHO NMpHM NauUMEHTH B crtap4yecka Bb3pacT. JleweHuero He TpaOBa Oa HaaBHILABA 3
MECELa, NOpPanH PHCKa OT TapAxBHa AMCKHHE3NUA (BK. Touka 4.8). JleueHuero TpabBa Aa ce npekpartH, ako
BB3HHKHAT KIHHUYHH [PH3HALM HA TAPAHBHA AUCKHUHE3UA.

[Tpy koMOHHALMA HA METOKIIONPAaMHI ¢ HEBPOJICNITHUM, KAaKTO U NP MOHOTEPAIIUA C METOKNIONpaMu/ ce
choOUlaBa 3a HEBPOMESNTHUYEH MAITHIHEH CHHApOM (BX. Touka 4.8). Meroknonpamun Tpabsa na ce cnpe
He3a0aBHO NPH BBL3HHKBAHE HA CHMITOMM Ha HEBPOJICNTHYEH MAJIIMIHEH CHHAPOM MU Tpabea pa ce
3aMI04YHE NOAXOAALIO JICUECHHE.

Heoboanmo € pa ce noaxoxaa ¢b¢ CnELUMANIHO BHUMAHHUE NPH MALUMEHTH C NOAJIEXKAIUM HEeBPONOTrHYHH
3a00oNABaHUg W NIPH MALMEHTH, KOUTC ca OWJIM JIEKYBAHH C APYIH JICKapCTBa C LEHTPATHO AEHCTBHE
(BMXTE TOUKA 4.3)

Cumirromure Ha bonect Ha Parkinson morar aa 6baaT o6ocTpeHr OT METOKIIONpaMKI.

MeTxemorj1o00HHEMUA

CpoOwuaBa ce 3a MeTXeMOr1I0OHHEMHSA, KOATO MOXKe Aa € CBbp3aHa ¢ aeuuMt Ha NADH uMroxpom b5
peaykrasa. B TakuBa cinyyau Metoxinonpamua TpaOBa ga ce crnpe He3abaBHO ¥ 3a NOCTOAHHO W TpabBa aa
ce MpeafnpueMar noaAXoas1d MEPKH (KATO HaNpHUMep AeUEHHE C METUIEHOBO CHHBO).

CobpJievyHH HapylIeHUs
HanuuyHyu ca cboOleHUS 32 CEPHUO3HH HEXKENaHH peakuUMH OT CTpaHa HA ChPACYHO-CBHAOBATA CHCTEMA,

BKIIOYBAIIM CITY4al HAa LMPKYIaTOPEH KOJanc, Texka Opaaukapaus, CMpaHeHa ¢bpAcYHaTa JCHHOCT M
yabJkasaHe Ha QT vHTEpBana cnen NpUIOKEHHE HA METOKJIONPAMH/L YPe3 HHXEKTHPAHE, SCTRGH YPLx
MHTPAaBEHO3¢H NET (BIOKTE TOUKA 4.8). ; o%

HeobxoanuMo e crieuyaiHo BHHUMaHHC, KOI'aTO CC IIpHiara MCTOKJIOINPaMH A, ocobeHo
I[TPT Ha BBBCKIAHC, Ha TIOIIYJIallHA B CTApyYCCKa BbB3pPacT, Ha I[IaUHCHTH C :'r




MPOBOAMMOCT (BKIIOUHMTENHO YyAbKeH QT uHTEpsan), nauMeHTHM C HEKOPHUIWpaH eneKTPONHTEH
aucbananc, Gpaaukapausd W TakvBa, MpUEMALW JPYTH JIEKApCTBa, 33 KOWTO ¢€ 3Hae, 4Ye yabvmxasaT QT
UHTEepBaa.

VIHTpaBeHO3HHTE AO3H, TPAOBA Ja ce npunarar kato 6aseH Goayc (3a He MO-MAJIKO OT 3 MMHYTH) ¢ e
HAMAJIIBAHE HA PHCKA OT HEXENAHU peakUnH (T.€. XUITOTOHMA, aKaTH3UA ).

b1rOpeuno n yepHOoAPOOHO YBpeXKaaHe
[lpn mauHeHTH ¢ OBOpPEUHO yBpeKAAHE MM C TEKKO 4YepHOOpOOHO yBpexaaHe, c€ npenopbusa

HaMansiBaHe Ha no03ara (BHxTe Touka 4.2).

Pernan cwhanpxa naxkro3sa. [laitueHry ¢ peaku HacneacTBeHU NpobaeMu Ha ralakTo3Ha HEMOHOCHMOCT,
Lapp nakraseH Ge@HUHT WIH rMOKO30-ranakTo3Ha Manabcopbuns He Tpabea ga npHeMar ToOBa
JIEKApPCTBO.

4.5 BsaumopeiicTBHE ¢ APYTR JICKAPCTBERH NPOIYKTH H ApYrY GOpPMHA HA B3aHMOAEHCTBHE

IIpoTuBonokazanu xoMOHHALKH
Jlesoaona Hitd JONaMUHEPrUHiHH arOHUCTH W METOKJIONIpAMUA MMAT B3aHMEH aHTArOHU3bM (BHOKTE TOYKA
4.3).

KomOHuana|, KoHTO TPROBA Aa ce H30ArsaT

AJIKOXOJBT NOTEHLIMPA CEAATHBHUA €(EKT HA METOKJIONPaMH/I.

KomMOnHanuu, kouTo TpAdBA Aa ce HMAT HpPeABH]

I[lopanu npokuHeTHuHHa edekT Ha MeToknonmpamui, abcopbUMATA HA HAKOM JIEKApCTBA MOXE Ja ce
MPOMEHM.

Axumuxonunepauyu u Mopurnoeu npouzeooHu

AHTHXOMUHEPTHLUMTE U MOP(QHUHOBUTEC JCpPHBATH MOraT JAa UMaT B3aHMEH AHTAMOHU3bBM C
METOKNONPaMHI MO OTHOILLICHHE HA MOTU/IMTETA HA XPAaHOCMUWIATENHUR TPAKT.

Jexapcmea, nomuckawu YesHmpaiHama HEPSHA CUCMEMA (MOPHUHOBU NPOUIBOORU, AHKCUORUMUYY,
cedamuenu H1 anmuxucmavmunu, ceOamuenu anmudenpecanmu, 6ap6umypamu, KAOKUOUH U NOOOOHY)
CenatusHuTe edeKTH Ha JekapcTBara, MOTHCKALM HEHTpPAJIHATA HEPBHA CHCTEMA M METOKIOPAMHJA Ce
MOTEHLMPAT.

Heeporenmuyu

MeToiuionpaMua MOXe a2 UMa agHTUBEH €DEKT ¢ APYTH HEBPOJENTHLM NO OTHOLLIEHHE Ha Bb3HHMKBAHETO
Ha EKTpAMMPaMHAHH HapYyLICHHS.

CepOTOHUHEPI'MYHM JICKAPCTBA

[TpunoxeHHeTo Ha METOKIIONpPAMHU ChC CEPOTOHHHEPIHYHH JIEKapCcTRa, kato Hanpumep SSRIs moxe aa
MOBHUIIU PUCKA OT CEPOTOHUHOB CHHIPOM.

Huzoxcun

MeroxionpaMiul MoXke JAa Hamand OHOHaNIMYHOCTTA Ha MAWroKCHH. HM3uCKBa ce  BHUMATENHO
nNpocjeaBaHe Ha N1a3MEHATa KOHUSHTpaUMa Ha JHMOKCHH.

Lluxnoconpun

MeTokaonpaMua NnoBHIlaBa OUOHANIKMUHOCTTA HA LMKIocnopuH (Cmax ¢ 46% W ekcnosuumaTa ¢ 22%).
H3uckBa ¢ce BHUMATENHO MMPOCACAABAHE Ha [1a3MEHATa KOHLEHTpaLMA Ha UMKIOCMOpHH. KiHHHUHHUTE
[IOCNEOCTBUA Ca HEACHH.
Musaxypuym u cyxcamemonuym
HixexTHpaHe Ha METOKJIONpPaAMKI MOXKe J1a YABJ/UKH MPOABJDKHTETHOCTTA Ha HEBPO
(upe3 HHXKUOHpaHe Ha MUTa3MeHaTa XOAMHECTepa3a).
Mownu CYP2D6 unuxubumopu




HHBaTa Ha eKCro3uuua Ha METOKJIONPAaMM ca MOBUILEHH, KOraTo ce npuiara 3aeauo ¢ MouiHd CYP2D6
HHXHOWUTOPH KaTto HanpuMep (WIyOKCETHH U MApOKCETHH. Brnpeky ue KNMWHHUYHATA 3HAYUMOCT € HEACHa,
nalueHTUTE TpAOBA da ObJaT HaOMmoOAaBaHU 3a HEXENaHH peakLHy.

Pugpamnuyun

Cnen MHOMOKpaTHO NPHIOKEHHE Ha 103a oT 600 mg pudaMnuLMH € JoKa3aHo, Ye prdaMIUUKH
HaMaJ1fBa €KCMO3HIMATE Ha METOKJIONIpaMH NPH 3[paByd UHAUBHIN ¢ 68%, H3MepeHO upe3 IUIoLLTa Mo
kpuBara (AUC), H HaManaBa MaKCcUMAanHara cepyMHa KoHUeHTpauusa (Cmax) ¢ 35%.

4.6 DepTHIATET, OPEMEHHOCT H KbpMEHe

bpeMeHHOCT

['on1AMO KOJIHYECTBO JaHHHU NpH OpeMeHHH JKeHH (u3Xoa npy noeeude oT 1000 ekcno3vuuu) He rmokasea
MangopMaTHBHa TOKCH4YHOCT, HUTO (peTOTOKCHYHOCT. MeToknonpaMua MoXe Ja ¢e NpHiara no Bpeme
Ha OpPEMEHHOCT, ako € WIMHWYHO HeoOxonumo. [lopagu (apMakonorduHure CBoicTsa (KaTo Apyry
HEBPOJIEITTHLIM), B C/1y4yait Ha MPUIOKEHHE Ha METOKIONpaMu B Kpad Ha OpeMeHHOCTTa, He MOXKE 1a ce
H3KUTIOYH EKCTPANHPAMHACH CHHIPOM NMPH HOBOPOAEHOTO. YnoTpebaTa iiHa METOK/IONpaMUA B Kpas Ha
OpemeHHOCTTA TpAOBa na ce M30ArBa. AKO Ce mpunara MeETOKJIONpamMul, TpAGBa Aa ce npeanpueme
HalJoaeHue B HEOHATATHUA NEPHOA,.

KbpMeHe

MeToKIonpamMia ce €KCKpeTHpa B KbpMaTa B HHCKa ¢rerneH. He Morar aa ObaaT M3KIIOUEHH HEXenaHM
peakluuM rnpu kppmaueto. Ilopaau ToBa, MeTOKIONpaMUA HE €€ MPENOpPbYBA MO BPEME HAa KbpPMEHE.
TpsabBa na ce oOmucnu cniupaHe Ha METOKNONIPAMHA IPH KbPMELIH XKEHH,

4.7 Edextn BLpXY cnocofHocTTa 3a iodupane u pabora ¢ MAIIKHH

Pernan noenusaBa B yMepeHa CTeneH cnocobHOCTTa 3a wodupaHe U paboTta ¢ MalIMHK. MeToKonpaMHua
MOXXE Aa MPHYHHH CHLHJIUBOCT, 3aMasHOCT, AMCKHHE3HA U JHCTOHHSA, KOATO MOXE /1a 3aCerHe 3peHHETO U
CBILUO Ja HapylwH cnocobHocTTa 3a wodupane U paboTa ¢ MallIHHM.

4.8 Hexenanu JeKapCTBEHR PEAKIHH

HexxenaHu niekapcTBEHH peakLMH, H30POEHH MO cHCTeMO-OpraHeH knac. Yecrorure ca onpeaeneHu ¢
H3MOA3BAHE HA CNeJHATa KOHBEHUHA: MHOIO uectH (21/10), yectu (21/100, <1/10), HeuecTn (>1/1000,
<1/100), peaxu (=1/10000, <1/1000), MHoro peaxu (<1/10000), ¢ HeuzsecTHa 4eCTOTA (OT HANHYHHTE

AaHHHU HE MOXe a Obae HANlpaBeHa OLEHKa).

CHcTeMo-0opraHen Kaac

YecTOoTa

Hexenann JCKAPCTBCHH peaKkiiHu

HapymeHns Ha KPbBTa H JHMQpHATA CHCTEMA

SRR o
be % ! -'-_.. 1{.

HeussecrHa | MerxeMornofOuHeMHA, KOATO MOXE [da €

4eCTOTA CBbp3aHa ¢ HegocrtarbuHocT Ha NADH
UMTOXpoM b5 pepykraza, ocobeHO TpH
HOBOPOACHH (BX. TOUKa 4.4)
CyndxeMornobHHeMHu1, OCHOBHO npu
€AHOBPEMEHHO NMPUWIOKEHHE Ha BUCOKH 03H
JICKAPCTBEHH TMpPOAYKTH, 0OcBoCOKAZATY
cspa

Cbpaeinn HapyIIeHHAs

HeuecTu bpaaukapausa, ocobeHo npu HH

| dopu

HeussecTHa

CbpiedeH _apecT, HAacTBMWI _ckopoZ ST~ /@
ey )




HECTOTA

WHXEKLUHMOHHO MPHIOKEHHE, W MOXe Ja €
nocaeasan cnen OpaaMkapaMa (BK. TOuKa
4.4), ATpnoBeHTpUKYNapeH O/IOK, CHHYCOB
apecT, 0COO€HO NMPH HHTPABEHO3HUTE QOPMH,
Y ABJDKEH QT HHTEPBA B
enexrpokapaHorpama, Torsade de Pointes,

HapymenHs Ha eHI0OKPHHHATA cHCTeMAa™

| Heuectn AMEHOpeEs, XHNEPNPOJTaKTHHEMHUS,
Penxu ["anaxTopes
HeussectHa | [ MHEKOMACTHsA
4E€CTOTA
CroMalIHO-YPEBHA HAPYLICHAN
Hectu Huapus
O6my napymenns 1 e¢peKTH HA MACTOTO HA NPRJIOKEHHE
YectH AcTeHus
Hapymenus Ha HMYRHATA CHCTEMA
Heuectu CBpLXUYBCTBHTENHOCT
HeusBectHa | AHadwunakrHuyHa peakuma (BKAIOUHMTEIHO
4eCTOTa aHapWIaKTH4YEH  WOK, 0cobeHo  npw
MHTPABEHO3HUTE (QOPMH, aHrvoeaeM M
YPTHKApHS

HapylienHn Ha HEPBHATA CHCTEMA

Mmnoro COMHONEHTHOCT

YeCTH

HecTH ExcrpanupaMuaHy HapylueHus (0cobeHo npy
Jeua W MIaaM  Xopa W/WIM  KOraro
NPENOPBYUTENHATA 1032 € HAABMLIEHa, A0pU
Clel MPUIOKEHHE Ha e€IMHHYHA Jo03a OT
NIEKapCTBOTO) (BX. TOYKa 4.4),
[TapKHHCOHH3BM, AKATH3HA

HeuectH HucTonus ( BKJTFOMMTEITHO IPUTENHU
HapyLUEeHHA 7 OKYJOrMpHa KpH3a),
Jnckunesus, [IoHHKEHO HHBO Ha Cbh3HAHHE

Penku KoHByncuu, o0cobeHO npu mnaudeHTd c
EMUJIENCHA

HeuspectHa | TapauBHa JHCKHHE3HA, KOATO MOXE Ha

4yecToTa NMEPCHCTHPA MO BPEME Ha WM chiel
NPOOB/OKKTEIHO  NIeYEeHHEe, O0COoOCHO npu
MAaUMEHTH B CTApYEcKa BB3PAcT (BX. TOYKA
4.4), HeBposierrTHYEH MalIUTHEH CUHAPOM (BiK.
TOYKA 4.4)

IIcHXHYHH HAPYIUCHHS
YectH Henpecus
Heuectu XaTOLUHHALHH
| Peaxwu CoerosHHE Ha 00BPKaHOCT
Hen3zsecTHa | CyHUMAOHH MUCTH
4eCTOTA
CbaoBH HApYINEHHS
YecTu: XHUNoToHusa, ocoOEeHO MNpU HHTP

dopmu




HeussecTHa | Illok, CHHKON ClieA HIDKEKLMOHHO
HeCToTa npunoxenue, OcTpa XUNEPTOHNUA NIPH
MauueHTH ¢ GeoXpoMoLMTOM (BX. TouKa 4.3),

IlpexoaHO NOBHUIABAHE HA KPBLBHOTO

HRIAIAHE

* HapywieHna Ha eHAOKPHHHATa CUCTEMa NO BpeME Ha MPABLIKMTENHO JICYEHHE, CBBLP3AHH C

XHUINEPNPONAKTUHEMUSA (AMEHOPEA, FAIaKTOpes, THHEKOMACTHS ).

CneaHHTe peakumH, MOHAKOra CBbP3aHu, HACTHIIBAT MO-4YECTO, IPH NPUIIOKEHHE HA BUCOKM [JO3H:

- ExcTpanupaMHMIHHM CHMITOMH: OCTpa AMCTOHHA M AUCKUHE3MA, MAPKHHCOHOB CHHJPOM, aKaTH3WA,
AOPH ClIeA MPHIOKECHUE HAa €AHHWYHA J03a OT JIEKAPCTBEHUS MPOAYKT, 0CO0EHO NpH Jela B Miagu
xopa (Bx. Touka 4.4).

-  CbHIMBOCT, MOHDKESHO HUBO HA Ch3HAHWE, OOBPKAHOCT, Xa IO HHALIHH,

CrobliaBaHe Ha MOJO3MPAHK HEXKENAHHU peakituu

CrofuiaBaHeTo Ha NOJO3HPAHH HEXENAaHH pPeakLMy cliell paspeliaBaHe 3a ynotpeba Ha 1eKapCTBEHHS
MPOAYKT € BaxkHO. ToBa no3BosifBa Ja NPOABLIDKM HAOMIONEHHETO HAa CbOTHOLIEHHETO N03a/PHCK 3a
NIEKapCTBEHUA NPOAYKT. OT MEAHLIMHCKUATE CNELHATUCTH CE H3HCKBA Aa choOILaBaT BCAKa MOA03HpaHa
HEXKENaHa peaKkuus vpes:

M3nbnHuTeNnHa areHUMs [0 AeKapcTBaTa

ya. nJamaH ['pyes” Ne 8

1303 Codus

Ten: 02 8903417

yeOcaiT: www.bda.bg

4.9. Ilpeaosnpane

CUMOTOMH

Morar n1a HacTBNAT eKCTpanMpaMMAHM HAPYIIEHHA, CBLHIMBOCT, IMOHHXEHO HHBO Ha Ch3HAaHHE,
00BbPKAHOCT, XaMFOUMHALIMH H KapAHOPECIIHPATOPEH apecT.

OsnanspaHe

B cayvalh Ha ekcTpanHpaMMIHM CUMITOMM, CBBP3a8HM WM HE C NPEJO3UpaHE, JICUCHHETO € CaMo
CHMITTOMaTHYHO (OeH3oAHasenMHH 1np¥  fAella W/MIM  AHTHXOJWHEPrHYHM  AHTHNAPKHHCOHOBH
JIEKapCTBEHH MPOXYKTH NMPH BH3PaCTHH).

B 3aBHCHMOCT OT KIHHHYHHA CTaTyC, € HEOOXOAHWMO OCBILECTBABAHE HA CHUMIITOMATHYHO JI€UYEHHE W
MPOABLKUTEIHO NpOCNeaaBaHe Ha ChbpASYHO-ChaoBaTa U OenoapobHara QyHKLHUA.

5. ®APMAKOJIOI'MYHH CBOHUCTBA
5.1. PdapMakoAHHAMHYHH CBOHCTBA

PdapmakoTepanesTH4Ha rpyna: JlekapcTsa 3a Je4eHde HA PYHKIMOHANHH CTOMAIIHO-YPEBHH
HapyLueHHA; CpeAcTBa CTHMYyHpally nepucrantukara (npokuHetuun), ATC koa: A03FAOQ]

MexaHH3IbM Ha NeHCTBHE

MeToxonpaMu/] NpUTEXKaBa, KAKTO XOTHHOMUMETHYHH, TaKa U AOTIAMHHEPrHYHH
Ha METOKJIONpaMHA CIIPAMO CTOMALUHO-YPEBHHA TPAKT BKJIKOUBAT: NMOA0SpeH TOHY
e3ogareanHus CPHHKTEP, NOAOOPEH CTOMALIEH TOHYC M MMEPUCTANTHKE, OTITYCKaHe
cUHKTEP H YCUICHA dyoAcHanHa nepuctantuka. KoMOMHupaHuar edekT Ha MeTo
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BpeMe Tipe3 AyoAeHyMa, iieyHyMa H uneyma. Meroxnonpamu HaMa ePexT BbpXy CTOMAlIHATA,
MaHKPEAaTHYHATA M XJThUHATA CEKPEeLMA M NPUTEXKABA CAMO MUHHMa/TEH KOHTpaKTUIIeH edeKT CIpAMO
nebenoTo yepro.

MeToktonpaMu NoOBHlIaBa ThKAHHATA YYCTBUTEIHOCT KbM aLETUIXOMHH. MeTorionpaMua BOOH RO
H3pa3eHa KOOPAMWHALIWA Ha aHTPalHATa M JyOACHaHaTa aKTUBHOCT. ToBa cTaBa HE3aBUCHMO OT
rpealIecTBAIMA TOHYC Ha UepBaTa B MOMEHTA Ha pMEMAaHE Ha nekapcTsoTo. [Ipy mauneHTH cbe criaba
AHTPANHA H CHJIHA NYOJ€HATHA MYCKY/IHA AKTUBHOCT METOKJIONpPaMKA € Hail-epeKTHBEH NPH
[IOANOMAraHe Ha CTOMAIIHOTO KW3MNpPa3BaHe, JOKATO NPH NALMEHTH C HOPMAIEH CTOMALLIEH f1aca
METOKJTONPaMHJ € OTHOCHTEIHO HeepeKTUBEH. Tbii KaTO B HACATIHUA CIYyUall CTOMaUIHWAT nacax €
CBBP3aH ChC CHJIHM KOHTPaKLIMK Ha aHTPYMa, METOKJIOTIPaMM/I NPOABABA MaKCHMAITHUSA CH €(eKT, KOraTo
e HaJTMLIe W3pa3eHa JyOACHAJIHA aKTUBHOCT ChC C1abu KOHTPaKILHK Ha aHTpyMa.

MerToKonpaMu YCHJIBA KOHTPAKTHIHATA CHIA HA NEPUCTANTHKATA B IN1aKaTa MycKynaTypa Ha
XPaHOMPOBOAA M NPEeIH3BUKBA MAIKM, HO 3abenexHumMH MPOMEHH B HANATAHETO, NPOAL/DKMTEIHOCTTA Y
CKOPOCTTa Ha NepUCTAITHYHATA BbJIHA. MeToK1onpaMUA ChLIO € NoKasas, ye HaMansasa AeOuTa B
esodarea)IHATE BapUUM W 10 TO3KM HAYHH HaMaJiiBa HAIATaHETO B TAX. B eqHO u3cneaBaxe, B KOETO ca
OIIH BKTIOYEHH OOJTHH OT NOPTa/iHa XHNIEePTeH3UA (TTOBHILIABAHE HA KPBBHOTO HANAraHe B NMOPTATHHTE
BeHH) U O0JIHK OT e30(hareasTHi BapuuK (BapHKO3HHM BEHU Ha XpaHOMpoBoAa); OONHHUTE ca IEKYBaHH ¢
MpHIaraHe WK Ha HUTPOTJIMLCPHH (CWIHOAEHCTBALL BEHO3EH JWIATATOP) B CHYETAHHE C
METOKJIOTIPAMH/ WIH ¢ MpWIaraHe ¢aMo Ha HUTPOIJIHLUEPHH B FOJIAMH J03H. KOMIUIEKCHOTO NeKyBaHe €
MOKa3aI0 CTATUCTHUYECKH 3HAYMMO HaMaNgBaHe HA HAIATaHETO BbB BAPHLIKTE B CPABHEHHE C
MOHOTEPANHATA, NIPH KOATO Ce € mpunaran camo HUTpormHuepHH (SARYN & SARAYA, 1995).

dapMakOAMHAMHYHH €PEeKTH

MeToKIONpaMK € JONaMHHOB aHTaroHUCT. Tol npemMuHaBa KpbBHO-MO3b4YHaTa Gapuepa
B3aHMOeicTBa ¢ AONIAMHHOBHTE PELISNITOPH B XeMOPELIENITOpHATA TPUrepHa 30Ha. MertoknonpamMun
ChLIO MOBHLLIABA Npara Ha XeMOpeLENTOpHaTa TPUrepHa 30Ha M NpeJOTBPaTABa LEHTPATHOTO
nosprbinane. Tolf NOHIKaBa YYBCTBUTE/IHOCTTA HA BUCLIEPATHHTE HEPBH, KOMTO NMPEAaBaT CTOMALLHO-
YpEeBHUTE UMITYJICH KbM LIEHTbpa Ha NOBPBIIAHETO. B A0NMbIHEHHE METOKIIONpPaMHU]L YCHWIBA
M3MpPa3BaHETO HA CTOMaxa KaTo Mo TO3M HAYHH MUHUMAJIM3HPa CcTa3aTa, pefulecTBalla NOBpPbLIaHETO.

KnunuuHa edukacHOCT ¥ 6e30NnacHOCT

MeTokonpaMu MpUTEKABa MUHHMATHH aHTHIICHXOTHYHU U TpaHKBHITH3HpaLlM CBOHCTBA MPH X0pa,
HE3aBMCHMO Y€ Ha )XMBOTHHCKH MOJEIIH € MOKa3al AMPEKTSH aHTaroHU3bM CIPAMO LIEHTPAJTHHATE
[IONAMHHEPTHYHY pelenTopy. JuckuHe3uy, nogqoOHH Ha TE3H, NPEAN3BHKAHH OT PEHOTHA3HHOBH W
6yrupod)eHOHOBM aHTHIICHXOTHYHH CPECTBA, MPEeANnoAarar, 4¢ METOKIONpaMu Moxe 14 OyoKkupa
LEHTPATHHTE JONAMHHEPTUUHHU peuenTopy. KNHHHYHM H3CneABaHHUA PasKPHBAT, Ye MPUIOKEHHUETO Ha
METOKIONPAMHUA HE M30CTPA A€BOAONA-HHAYLUMPAHUTE AUCKHHE3IWH, HUTO MapKHHCOHOBUTE CHMITTOMHU
npu 6onnu ¢ [lapkuaCOHOBA foneCT.

Meroxnonpamua 610kvpa SHT3 peuentopyTe, pa3rojioiKeHH rpeIiMHO B TPUreMHHO-ChAOBATA
cucremMa, Tosa 61 MO0 A1a OOACHH aHTHMUIPEHO3HUTE CBOACTBA HA METOKJIONPaMHA.

5.2. ®apMakoKHHETHYHE CBOHCTBa

Abcopbums
BuonanugnocT: 50% no 80%.
Habmonaesana € 3HaUUTENHO NMO-roJigMa cpeHa nepopajiia SHOHAIMYHOCT Y NaLtUeHy




PasnpeneneHue
TortanHo nporenHoBo cBbp3BaHe: 30% o 40%; meToknonpaMuz ce CBbp3Ba MEPBUYHO € anda-1-Kucen

rinvkorporerH. ObeMbT Ha pasnpenencHue € 2.2 10 3.5 L/kg. MetoknonpaMua 1ecCHO npeMHHaBa
KPBBHO-MO3bYHATA U IJ1alicHTapHaTa bapuepa; eKCKpeTHpa ¢¢ B MaliuHHOTO MITAKO.

buoTtpaHchopMaLus
Mertoknonpamug ce MeTabonn3upa 10 HEaKTHBHH MeTabONUTH.

EnuMuHnpaHe
Meroxnonpamuz ce exckpetupa 70-85% npes Op0peumTe KaTO HEMPOMEHEH U KaTo MeTaboauTy 3a 24 4aca.

EnMMHBaLMOHHHAT MY NMOTYXHBOT € 2.5-6 yaca. [Ipu 616peyHa HeA0CTaTLYHOCT MOTYKHBOTET C€
yab/Kaea oo 19 yaca.

bvbpeuno yapeowoate

KnupbuchbT Ha MeToknonpaMun € noHwkeH ¢ A0 70% npH nauyeHTH ¢ TexKo O0LOpeuHo yBpexnane,
AOKATO €TUMHHALMOHHUAT [Na3MEH NONYXKUBOT € yAbKeH (npubnusntenHo 10 yaca 3a KpeaTHHUHOB
kMpBHC OT 10-50 ml/MuHyTa ¥ 15 yaca 3a kpeaTuHnHOB KUpBHC <10 ml/MuHYyTa).

HepnoOpobro yepexcoane
[Ipy mauMeHTH ¢ LUKMPO3a HA YepHHUA apod, ¢ HabnoaaBaHO KyMyJ/IHpaHe Ha METOKJIONpPaMH, CBLP3aHO ©
50% HaManeHue Ha MNAa3MEeHHA KITHPBHC,

5.3 IlpeakauHuv4nH RaHHH 33 Ge30MACHOCT

HexkTMHHYHHTE HaHHH He NMOoKa3BaT 0cOOEH pUCK 3a Xopa Ha Da3aTa Ha KOHBEHLIMOHAJTHHTE
(papMakonoruyHy NpoyysaHus 3a 6€30NacHOCT, TOKCHYHOCT NMPH MHOTOKPATHO NpUAraHe,
FEHOTOKCHMYHOCT, KApLIMHOTeHEH MOTEHLUHAT, PENPOAYKTUBHA TOKCHUYHOCT M TOKCHYHOCT 32 Pa3BUTHETO.
HscneasaHuaTa BbpXY )KMBOTHH Ca [10Ka3aJlM LIMPOK TEPANCBTHYEH CNEKTHP HA METOKJIONPaMHL.

LD50 npn muwku e 100-1000 nbTH no-sucoka oT TepaneBTHYHATa A03a. JaHHHTE 3a CyOXpOHUYHA H
XPOHH4YHa TOKCHYHOCT MOKa3BaT A00pa NOHOCUMOCT KbM METOKJIONMPAMHA.

MeToxnonpaMu HamMa TeparoreHet edexr.

6. DAPMAIIEBTUYHU JAHHU

6.1 Cnucbk HAa NOMOINHHTE BELIECTBA
CwiHLpeB JHOKCHA, KOJIOHAEH De3BoneH;
Llenynosa, MUKPOKPHCTATHA;

MarHesues creapar;

[lapeBHYHO HHULIECTE;
JlakTo3a MoHOXUApaT.,

6.2 HecpBMmecTHMOCTH
Henpunoxxumo.
6.3 Cpok Ha rognocr

5 (neT) rOAUHH.




6.4 ChnennajJHH YC/IOBHA HA ChbXPAHEHHE
Ja ce cpxpansaBa npH TeMnepatrypa nog 25°C.

6.5 BHAH chbABPKARME HA ONMMAKOBKATA

40 Tabnerku B PVC/Al Gnuctep onakoska /4 6nuctepa no 10 Tabnetkw/, nocraBeHy B
KapTOHEHa KyTHS,

6.6. Crnennajnn npeaAna3HE MEPKH NPA H3XBLPJAAHE H paboTa
Hama cneupanHy U3HCKBaHMA.

HensnonssaHUAT JICKAPCTBCH MPOAYKT WIH OTIIAABYHUTE MATEPHAIH OT HETO TPHSBR Aa CC U3XBBPJIAT B
CBOTBCTCTBHE C MECTHHTE H3IUCKBaHHA.

7. IIPHATEXATEJ HA PA3ZPEINEHMETO 3A YIIOTPEBA
"Ankanona” EOOH

6yn. “Hukona M. Banuapos” Ne 51-A |, et. 4,
rp. Cojpus 1407, buarapus

Ten. +359 2 80 81 081
uMeiin : office@alkaloid.bg
8. HOMEP(A) HA PASPEIIEHHMETO 3A YIIOTPEBA

Per. Ne 20050444

9. JATA HA ITbPBO PAZPEIIABAHETIONHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

JaTa Ha mupBRO pazpeiapade: 16 Aeryct 2005
Harta Ha nocneaHo nogHosaBaHe: 6 Jlekemepu 2010

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA
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