KPATKA XAPAKTEPUCTUKA HA ITPOJIYKTA

1. AIME HA JIEKAPCTBEHMUS IMPOJAYKT

FAJTAHTAMMH IC 10 mg/ml nHxkeKUHOHEH pa3TBOP
GALANTAMIN DS 10 mg/ml solution for injection

2. KAYMECTBEH U KOJIMMECTBEH ChCTAB

Besaka amnyna ot | ml MHKEKUHMOHEH pa3’TBOP ChAbPHKA AKTHBHO BELIECTBO raJlaHTAMMHOB
xuapobpomun (galantamine hydrobromide) 10 mg.

3a MbJIHUA CMUCHK HA MOMOLLHHTE BELLIECTBA, BHIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA - sBIHITENHA Al EHUNS 116 NEKAPCTBATA
UHske K LIMOHEH pasTBOp ‘ DAMKA Xapakmepucmuka Ha npogyxma - MNpusoxxeHue 1
bucthp, Ge3uBeTeH 10 One10 HKBJT pasTBOP. Kone Poz; N Mj/ﬂ /Z&

: FazpeweHue Ne l 0 -NE.
4. KINMHUYHHU JAHHU | BG/MA/MP - ’2”933 ..... - 105M
4.1. TepanesTH4HH NOKA3AHUS lOgoﬁpe:—sue N s emmmrins Soireraeerrerseeseesssiansnes

Hespoaorns
e 3alonsBaHus Ha nepudepHaTra HepBHA CHCTEMa (MOJIMPAJMKY/JIOHEBPHT, Pa/IMKY/IOHEBPHT,
HEBPHT, MOJIWHEBPHT, MOJHHEBPONATHH);
e lepebpaiHa napainza (CbCTOSHMS CJie/l MO3bYEH HMHCYNT, JleTcka uepedpajiHa napajinsa).
Hapyiienus Ha HEPBHO-MYCKYJIHHA CHHATC (MHACTEHHMS IPaBHC, MYCKYJIHA AUCTPODHS);
e  CLCTOAHMA, CBBP3aHM C YBPENK/AHMS HA NPeIHUTE pordera Ha rpbOHAYHMA MO3BK (Crie
MOJHOMMEIUT, MHEJTHT, CIIMHAIIHA MYCKYJ/IHa aTpodus ).

AHECTEe3HO0JI0I'HA H XHPYPIrus
L 3a npemMaxpBaHe ecbelcra Ha HEAEnoNA3ZUpauluTe HEPBHO-MYCKYJIHH 6n0|<epn H 3a JICUCHHUC Ha
CcenonepaTUBHHU Mape3n Ha TbHKHUTE HepBa H NMHKOYHHA MEXYP.

Toxkcunkoorust
® [IpH OTPaBsAHE C AHTHXOJUHEPTHLIH.

®usnorepanus
e {i0HO(GOPETHYHO NPH HEBPOJIOTMUYHH YBPEK/IaHHA Ha neprudepHaTa HepBHA CHCTEMa, EHYPE3HC
HOKTYpHa.

4.2. 103HpOBKA H HAYHH HA NPHJIOKEHHE
Jlo3upoBKaTa M MPOAB/IKUTENHOCTTA HA JIEHEHHE ¢ FaJaHTAMHH 3aBHCAT OT TEIKECTTA HA CHMIITOMMUTE
M MH/IMBHMYaJIHATA YYBCTBHTEIHOCT HA MNALMEHTA KbM JIEUCHHETO.

HauuH Ha npunoxKeHue
["anantamun JIC WHkKEKUMOHEH pa3TBOp Ce NpUara rnojKoKHO, HHTPAMYCKYJIHO HJIH HHTPABEHO3HO.
INanantamus JIC noa ¢opmara Ha MHIDKEKUHMOHEH pa3TBOP €€ W3M0JI3BA 3@ KPATKOTPAHHO JIEHEHHE Ha

KbM npuiaokenue Ha ['ananramun JIC noa gopmara Ha Tabnerky.




O3NpPOBKA

Hespoaorns

Bu3pacTHH

O6uuaiino ce npunara B no3a 0,03-0,28 mg/kg.

TTpenopsunTenHaTa HAaUANHA 1032 € 2,5 mg AHEBHO. JlHeBHaTa 1033 MOCTENEHHO Ce NOBULIABA fpe3 3-
4 1nu ¢ no 2,5 mg, pazneneHa Ha 2 1o 3 paBHY A03M. MakcumanHaTa €qHOKpaTHa 11033 3a BL3PacTHH €
10 mg NnoAKOXKHO, & MAKCHMATHATa [HeBHa No3a e 20 mg.

MeanaTpuuna nony/alned

Tpu neua moswposkata Ha ['anantamut JIC MHXKEKUHOHEH pasTBOp ce ONpeiaens OT Jiekap, Cnopek
TENECHOTO TEFRO Ha JIeTeTO B KMIOTPaMH, TEHKECTTa Ha CUMITOMHTE H MHIUMBHIYanHATA TOHOCHMOCT
KbM JeueHHeTo. [Ipuiara ce MOAKOXKHO B C/ICAHHTE AHEBHN 103H:

Heua ot 1 go 2 ropunn: 0,25-1 mg.

Tpy neua Haa 3 roawHu ce mpunara B go3a 0,03-0,28 mg/kg umn:

ot 3 po S roaunx: 0,5-5 mg;

ot 6 1o 8 roamuu: 0,75-7,5 mg;

ot 9 o 11 roannu: 1-10 mg;

ot 12 1o 15 roguuu: 1,25-12,5 mg;

Han 15 rogunn: 1,25-15 mg.

. 0 & & 9

AHeCTe3N0/I0THA, XHPYPIHA H TOKCHKOIOTHA

KaTo aHTWKypape areHT W aHTHJOT NPH TpPENO3dpaHe C MepU(epHH HEeenonapu3vpallli HEPBHO-
MyckynHH Grokep, ananramun JiC ce npuaara uHTpaseHosHo B aosa oT 10-20 mg anesno. [lpu
CIEIONEPATHBHH NAPe3H HA CTOMALIHO-YPEBHHA TPaKT M MUKOYHHMA MEXYp C€ MpHiara fioAKOKHO,
MHTPaMYCKYJIHO H/IH WHTPABEHO3HO B 103H CIIOpe] Bb3PacTTa, pasfie/ieHH Ha 2-3 0'bTH AHEBHO.

BripacthH
O6uuaiiHo ce npunara B no3a 1,25-15 mg.

IleanaTpuyuna nony.Jiauus

[pn neua nosupoBkata Ha ["anantamub JC HHKEKIMOHEH PasTBOp ce OMpeness OT JeKap, cnoped
TENIECHOTO TErO Ha AETETO B KMOTPAMH, TEXECTTa Ha CUMNTOMHTE H HHIMBHAYATHATA MOHOCHMOCT
KbM aeveHueTo. [lpunara ce HHTPABREHO3HO B CNEIHHUTE J03H:

Jeua ot | no 2 rogunu: 0,25-1 mg,.

MNpu neua wan 3 roaunn Fanantamun IC uHkeKUHOHEH pa3TBOp ce npunara B aosa 0,03-0,.28 mgikg
HIM:

ot 3 ao 5 roannu: 0,5-5 mg;

oT 6 ao 8 ropvnu: 0,75-7,5 mg;

ot 9 no 11 roausn: 1-10 mg;

or 12 no 15 rogunn: 1,25-12,5 mg;

Hap 15 rogunu: 1,25-15 mg.

PusHoTepanun
HoxogopeTuuro - 2,5 1o 5 mg ranaHtaMiH (MPH rOJIEMHHA HA eNEKTPHYECKH TOK OT | 10 2 mA) 3a
10 MuHyTH 32 nepuoa 10-15 aHu.

TMauHeHTH ¢ HapyleHa uepHOApPoOHa QYHKUMA: MPU MALMEHTH C YMEPEHO yBpeaeHa YepHOApoOHa
dynxums (7-9 crenen no Child-Plough) € Bb3mM0xkHO MNasmeHHTe KOHUCHTPALUKH Ha rajlaHTaMH1H Ja ce
TOBHMLLAT, [10paJ¥ KOETO C¢ MpenopbyBa peAyLMpaHe Ha AHEBHaTa Ao3a no 15 mg. VncrrpeﬁaTa Ha
ranaHTamMH [pH NaUMeHTH ¢ Texka uepHoapobHa HepoctarbunocT (Child-Plough=9

ApPOTHBONOKA3aHa (BXK. Touka 4.3).

NauwenTy ¢ HapyuweHa 6b0peuta QyHKUNA: ranaHTAMHUH W HEFOBUTE METaDONUTH CE €1
GbOpeunTe (BXK. Touka 5.2). [Ipn naunenTy ¢ ymepeHa 6u0peuHa HeZOCTaTBUHOCT 103




HaaBuiasa 15 mg nHesHo. Ilpy mauueHTH ¢ Texka GnOpeuHa HEMOCTATBLYHOCT (KAHPBHC Ha
xpeaTHHuua noj 10 m/mun), ynorpeGara Ha Mananramun JIC € npoTHBOMOKa3aHa.

4.3. IpoTHBONMOKAIANHA
®  CBPBXUYBCTBUTENHOCT KbM AKTUBHOTO BELLECTBO WIIM KbM HAKOE OT NMOMOLUHHTE BEUIECTBA,
H3OpoeHH B Touka 6.1;
TeXkka 61BpeuHa HeAOCTaTHYHOCT (KIMPBHC Ha KpeaTHHuHa noa 10 ml/min);
Texka uepHoapobHa HenoctatbutocT (Child-Plough >9);
OGpoHXHaNHa acTMa;
Gpanukapaus; AV-6nok;
HexeMuvHa GONECT Ha CHPLETO,
Texka chpaeuna HenoctarsaHocT (111-1V crenen no NYHA),
enuiencus;
XHUNEPKHHE3HH.

4.4. Cnenuanuu npeaynpe;KIeHHS H NPeANA3HH MEPKH NPH ynoTpeba

Mopaau cBoeTo (apMakONOTHYHO JeHCTBHE MapacHMIIATHKOMHUMETHUMTE MoraT Ja OKaxar
BArOTOHWYHO JeHCTBHE BLPXY ChpaeuHus pureMm (Opammkapamsa, AV-6nok). [lo Tasu npuunna ce
H3UCKBA BHUMaHHWe MpH MPUIaraHe Ha CaJaHTAMHH NPH MALMEHTH CbC CHHAPOM Ha OONHUA CHHYCOB
Bb3€Nl WKW APYrH HAJKamepHW HAPYLIEHHS Ha CbpAEHHATA NPOBOAWMOCT, KAKTO H MPH MALMEHTH,
W3MOM3BALIH EAHOBPEMEHHO JIEKAPCTBEHH BELLECTBA, 3a0aBALUM 3HAUUTENIHO CHPACYHHA PUTHM, KaTo
JMIFOKCHH WNH GeTa-6/10KepH WIH NPH NaUMCHTH ¢ HEKOPHIHpaH eNeKTpOINTeH GanaHe (Xunep- wiu
XHINOKAIHEMHUS).

[lopaau ToBa, HeoOXOAWMO € BHMMAHHME, KOTaTO ralaHTAMMH Ce MpHnara Ha NaLKeHTH Cbe
CbpAEYHOCHAOBM 3a0ONABAHHS, HANp. B NEpHONA HEMOCPENCTBEHO CAEA NpekapaH WHOApKT Ha
MMOKApa, HOBONOABK/IO Ce MPEACLPAHO MBKACHE, BTOPA MM M0-BHCOKA CTENEH ChpaeueH OOk,
HecTaGHIHA CTEHOKApPAHA WM 3acTofiHa CbpAeuHa HenocTaTbuHOCT, ocobeHo crenenu III-IV no
NYHA.

HMma cbobinenns 3a yasnxkasade Ha QTc npy NaLKEHTH, NPHAAralii TEPANeBTHYHH 1031 Fa/laHTaMHH,
u 3a torsade de pointes BbB Bpb3Ka ¢ npeao3upane (Bxk. Touka 4.9). [Topanu Tosa, rananTamus Tps6sa
Jd CE M3MOJI3Ba BHUMATE/HO IPH NAUMEHTH ¢ yAbmkapaHe Ha QTc nHTepBaila, NPH NAUKWEHTH, NIEKyBaHH
¢ nekapcTBa, nopiussawy QTc HHTepBana, MM NPH MAUHEHTH CbC CHOTBETHO HANUUHO CBPAEHHO
3ab0N17ABaHe WIH €/IeKTPONMTHH HAPYUIEHHS.

lopaaM xONMHOMUMETUYHOTO CH AEHCTBHE TaNaHTAMHH MOXE Jia MOBHUIN CTOMAILHATA CEKPeUws M a1a
NpeanU3BUKA HEXKENAHH IEKAPCTBEHH PEAKLIMH OT CTPaHa Ha CTOMAILHO-YPEBHHA TPAKT. [l0-BUCOK pUCK
CHLIECTBYBA MPU MALMEHTH C aHamHe3a 3a A3BeHa OONecT, npe3 Bb3CTAHOBMTENHHA NEPHON Cleld
onepalMH Ha CTOMaxa M [MpH TALUKMESHTH HAa €AHOBPEMEHHO CYEHHE ¢ HECTEPOHMAHM
NPOTHBOBL3NANHTENHH NEKapCTBEHH NpoayKTH. TIpH MpoBexaaHe Ha NeveHHE C TaNlaHTAMMH, TE3H
naudeHTH Tpabea aa GbAaT MPOCAEAABAHH 38 CHMIITTOMH Ha AKTHBHO W/IH OKYJITHO CTOMALLHO-YPEBHO
KbpBEHE,

["ananramuu Tpfl6Ba na ce Ha3zHavdaBa ¢ BHHMMAHHE MNpH NALUHECHTH ¢ XpPOHH4YHA 0601"pyKTHBHa
tenoapotna bonecr.

Hece npenopniBa HA3HAYaBaAHETO MY TTPU NALHCHTH CbC 3ATPYAHEHHA B YPHHHPAHETO, CJIEA CKOPOLIHA
Pe3eKUNA Ha NMpOoCTaTHATA XJie3d HWIH NUKOYHWA MEXYP, KAKTO W NpH OfNEPATHBHH HHTEPBEHLHH NOA
NbjaHa aHECTC3IHA.

XOMMHOMHMETHUMTE MoeraT Ja noTeHudpar edekra Ha HEepBHO-MYCKYIHHTE,
CYKLUHHHNXOAHHOB THII MO BPEME Ha aHECTE3MA.




an JEMYEHHETO ¢ XONHHECTCPAa3HH HHXHGHTOPH, BKJIFOUUTENHO ralaHTaMuH, B OTACNHA ciy4ad MOXKE
hace Habn1o0AaBa MOHWKaBaHE HA TEIECHOTO TENNO, B TakuBa cliyyan e HeoOX0AKHMO a ce KOHTpPONHpa
TErJ0oTCe H& NALHWEHTHTE.

[TapacHMNaTHKOMMMETHIIMTE TPUTEXKABAT W3IBECTEH MOTEHUMAN 32 MPEAW3BMKBAHE HA IbPUOBE.
[losuiueHa rbpYOBATA AKTHBHOCT ce Halmoaara npu nauueHTH ¢ Gonectta Ha Anuxafimep. B peakw
CNYYaH MapacHMNATHKOMHMETHLIMTE MOFaT Aa MOBUIUAT XONWHEPIrHYHHA TOHYC H Jla NMPEAM3BHUKAT
BJIOLIABAHE HA CHMITTOMHTE HA MAPKHHCOHHIBM,

lanantaMus TpaGBa Ja ce NpHUNara ¢ BHUMAHUE H B TIO-HHCKH [103H TIPH NALMEHTH ¢ jteka Gpbpeyna
HEAOCTATBYHOCT, CNIOPE] CTOHHOCTHTE HA KPEATHHHHOBHA KIIHPBHC.

JlekapcTBEHHAT NPOAYKT ChAbPA Mo-Masiko oT | mmol Hatpuii (23 mg) B eHa 1034, T.€. NPAKTHYECKH
HE ChABPHKA HATPHIA,

4.5. BzaumopgeiicTBHE ¢ APYIrH JeKAPCTBEHH NPOJYKTH H ApYrH ¢opMu HA B3aHMOJEHCTBHE

DaApMAKOOUHAMUMHY NEKAPCMEEHU G3AUMOOEUCTEUA

Mpy eAHOBPEMEHHO NPWIOKEHHE HA TANAHTAMMH C JpYrM XONHHOMMMETHUM (TaKHB3 KaTo
aMBEHOHHYM, JOHENPEINI, HEOCTHIMHH, THPHIOCTHIMHH HAH CUCTEMHO NPHIIATaH MWIOKAPTHH) MOXE
JAa ce HabMo1aBa yCHIBaHe Ha XOJHHOMHMETHYHOTO MM AeHCTBHE, MOpaan KOETO Te He Tpadea aa ce
npuaarat eXHOBPEMEHHO,

TanaHTaMHH aHTaroHW3Mpa ACHCTBHETO HA AHTHXONMHEPrHYHH CPECTBA (aTpomuH H noaoduu
Cy6CTAHUNK), XEKCAMETOHWH M OpYrH TraHrniuoblokepH, HeJEeNmoNsSpH3dpaly MHOpPENaKCaHTH

(TyGoKypapuH).

Bb3MoMHHM ca B3aMMOAESIHCTBHA HA ralaHTAMHH NpH €IHOBPEMEHHOTO MY TTPHIIOKEHHE C NEKapCTBa,
KOWTO Npenu3BuKBaT 3afaBaHe HA CHPJAEUHHA PUTbM, KATO HanpHMep AMrokcuH, Beta-Grokepw,
6710KepH HA KATUHEBHTE KaHAAY H aMHOAApOH.

[pokanHaMKA, YHETO AEHCTBHE CE ABDKH YACTHYHO HAa AHTHXONHHEPrHYHATA MY aKTHBHOCT, He TpabBa
la ce ynorpebspa eAHOBPEMEHHO C MAJIAHTAMHUH, ThH KaTo TOH MOXE 1a aHTArOHH3Hpa TepanesTHYHUA
My edekT.

AMHHOIIHKO3HANTE (TEHTAMHLKH, AMMKAUMH) MOraT Ja HamanAT TepaneBTHYHHA e(peKT Ha
ranaHTaMHH Npy myasthenia gravis.

JIeHCTBHETO HA AEMORAPM3HPAIINTE HEPBHO-MYCKYNHWM OGnokepd (CykcameToHuii) Moxe na Owbae
YCWIIEHO TP €JHOBPEMEHHO MPHIOKEHHE ¢ TaNaHTaMMH, ocOOEHO B CllyyaHTe Ha AeQUUAMT Ha
NCeBAOX0NIMHECTEPA3A.

PapmaxoxunemuHu 63auMooeticmeus

[pu eaHOBPEMEHHO NPHIIOKEHHE ¢ XpaHa ce 3abaBs ckopocTTa Ha pe3opbUMATA Ha raTaHTaAMKH, HO He
Ce NOBJIMABA CTEMEHTA Ha pe3opbumarta My. [lpenopbysa ce MpHeMaHe Ha JIEKapCTBEHHA MPOAYKT N0
BPEME Ha XpaHEeHe, C Lie/l HAMAISBAHE HA Bb3MOXKHHTE HEXKENaHH XONMHHEPTHYHH e(eKTH.

[CanantaMuu ce MetaGonusipa ot 4epHoapobuute mzoensHMH CYP3A4 u CYP2D6. JlekapcTeenn
BELUECTBA, KOMTO ce MeTabOJH3HPAT OT CHUIMTE H30EH3UMH, MOraT J1a B3aHMOJEHCTBAT ¢ raNaHTaMuH
Ha hapMakoKMHETHYHO HUBo. MHxuGuTopuTe Ha CYP2D6 (XMHUANH, NAPOKCETUH, QIYOKCETHH) Wiy

peakLiiH, Mopaay KOETo C¢ MpenopbUBa NOHHKaBaHE HA noAAbLPKaLlaTa 1034 I



LimeTnanH Moxe na NoBHILH GHOHAAHYHOCTTA Ha ra/laHTaMHH.
CanaHTaMuH HE OKA3Ba BIMAHHE BLPXY (apMaKOKHHETHKATA Ha BaphapuH.
4.6, GepruanTeT, G peMEHHOCT K KbPMEHE

bpemenHocT
Hama aocTaTh4HO KIHHHYHK AaHHH 33 Ge30NacHOCT OT NMpHIAraHeTo Ha TajlaHTAMKH MO BpEME Ha
OpeMeHHOCT, MOPAN KOETO yrnoTpebaTa My He ce nNpenopbysa.

KnpmeHe
HsMa JaHHHM 33 eKCKPETHPAHETO Ha raAaHTaMHH B KbpmaTa. He ca H3BbpILIBAHH KIHHHUYHH NPOYUBAHHA

BHPXY KhpPMELIH JKEHH, 3aTOBA HE C& NPenophyBa NPUIOKEHNE HA MPOJYKTa B NEPHOAA Ha KbPMEHE.

Qeprunuter

ExcnepMMEHTAIHHTE MPOYUYBaHKsA NPH XKHUBOTHH HE TTOKA3BAT HEMPAKO WM NPAKO BPEIHO BL3AEHCTBHE
BhpXy GpemeHHOCTTA, eMOPHOHAHOTO/(DETANHO pa3BHTHE, PAXK/IAHETO HITH NIOCTHATAIHOTO Pa3sBHTHE.
(Bk. TOUKA 5.3).

4.7. Edextn BbpXY cnocofnocTTa 32 wodHpane u pabora ¢ MAWIHHK

Fanantamud JC Moxe Aa Npeau3BHKa HADYUIEHHE HA 3DEHHETO, ChHIIMBOCT, CBETOBBPTEK, 0CO0EHO
HAYaNOTO Ha NeueHneTo (BxK. Touka 4.8). B Te3n cnyuvan ce npenopbusa u3barsaHe Ha wodHpade u
paboTa ¢ MalUHHHK.

4.8. Hexke/TaHH JeKAPCTBEHH peaKkuny

HexenanuTe NeKApCTBEHH peakuMH ca KI1acH(HUHPaHW MO YECTOTa W MO CHCTEMa-OpraH-kiac.
Yectotara no MedDRA otrosapsa Ha: muoro uectu (>1/10), uectn (>1/100 no <1/10), neuectu (>1/1
000 10 <1/100), peaxn (>1/10 000 a0 <1/1 000), MHoro peaxu (<1/10 000), c HenzBecTHa YecTOTa (OT
HAJIMYHHTE JaHHU He MOXKE 11a Obie HanNpaBeHa OLEHKa):.

Cucrema Opran  |Hexenana peaxnus

Knac
HecToTa
Mmuoro UecTH HeuecTH Penkn
4eCTH
Hapyuenns na CBpBXYYBCTBHTEHOCT
HMYHHATA CHCTEMA
HapymeHns na 3aryba ua arrerwt [lexuapartauus
meraboanima u
XpaHeHeTo AHopekcHs
HeaxuuHu XamouMHauud  [3pHTENHH XamouHHaLHH
HApYWEeRHA CNYXOBM XaNKOUHHALHH
Henpecus
Hapyuwexns ua 3amaiiBane ITapacresun

HEPBHATA CHCTEMA
ComnoneHTHOCT [[Hcryesuns

Cunukon XHnepcoMHHA

Tpemop




I"nasobonue

TBKaH

Jletaprus
Hapymenuna Ha 3aMBrIIEHO 3peHHe
OUYHTe
Hapyumenns na TunutyC
¥XOTO H
nabupunra
Cnpaeunn bpaankapauns CynpaBeHTPHKYNHH
HapyleHHst EKCTPacHCTOH
ATPHOBEHTPHKYJIapeH
6noxk I crenen
CuHycopa bpaavkapans
[Tannvrauuu
Cuaoen XHunepren3nd XHUNoTeH3us
HApYIIEHHR
Tonnu BbAHK
CtomamHo- ["anene AbaomuHannu  [[loBauraHe 3acuneaHe Ha
YpeBHH 6onku YpEeBHATA
HApYLICHHA [oBpbuiaHe nepHcTaNTUKa
AGNOMMHANHH
GonKH B ropHaTa
4acT, AHapus
Jucnencus
Cromaiuen
auckomqopt
YpeseH
nuckomgopT
XenaTtobnivapau XenatHTtH
HApYUIeHHA
Hapywenss na Xunepxuaposa CHuapoM Ha
KOKATA H Stevens-Johnson
MOAKOKHATA
TbhKan Octpa
reHepanu3HpaHa
nycTynosa
Epurema
mynrudopme
Hapywenus na MycKyIHH MyckynHa cnabocer
MYCKYIHO- cna3sMH
CKeJIeTHATA
CHCTEMA H
CHEIMHUTEIHATA




OO0y HapyeHus YMopa Bosika Ha MACTOTO Ha
H edeKTH Ha HHXEKTHpaHe
MACTOTO Ha Acrenud
NpHIOKEHHE BR3MOMHM ca MECTHHU
Cnaboct peaKkUuHH NpH
napeHTepanHo
BbBEXJaHE.
Hicaensanusn Mouunxkasane Ha |IlopULnenH cTORHOCTH
TENECHOTO TErN0 [Ha yepHoApoGHHUTE
CH3UMH
HapannBaHnrs, IMapanua
OTPABSHHAA H
YCJIOKHEHHH,

BBL3HHKHAIH B
pe3yaTart Ha
HHTEPBEHIHH

CrobfaBaHe Ha MOAO3WPAHN HEXENAHH PeaKLtMn
CroblaBaHeTo Ha NORO3MPAHH HEXXENTaHN PEaKLIMK clie/l pa3peiilaBatie 3a ynoTpeda Ha sieKapcTBeHus

MpoAyKT € BaxHo. ToBa No3BOAABA 1A NPOAbLIKH HabMOACHHETO HA CHOTHOLIEHHETO MOJI3a/PHCK 3a
fnexapcTeeH!s IPOAYKT. OT MEAMUMHCKHTE CNELHANUCTH CE H3UCKBA 1 CboGLLIARAT BCAKA NON03HPAHA
HEXKE/AHa PeaKLUA ypes:

M3nbaHuTeHA areHUMs o NeKapeTsara

yn. ,,Jlamau ['pyes” Ne 8

1303 Codus

Ten.: +35928903417

yebeaiiT: www.bda.bg
4.9. IIpegozupane

Cumnmomu

[IpH3HALIMTE W CHMITOMHTE Ha NIPEO3HPAHE € FaIAHTAMMH Ca CXOMIHY C Te3W Ha MpeA03NpaHe ¢ ApYTH
napacuMnarukoMHMeTHLIM. Te3u edextn obukHoseno 3acarat LIHC, napacuMnarukycosaTta HepeHa
CHCTEMA Y HEPBHO-MYCKYNHHTE cHHancH. OceeH MycKysiHa ¢nabocT WK gacumkynauuy, Moxe ja ce
MPOABAT HAKOM WM BCHHYKM TIDW3HALM HA XONMHEPrHuHa KpH3a: W3Pa3eHO rajfeHe, NOBpbLuaHe,
cnacTuuHK Gonxu B 06GNacTTa Ha KOpEMa, AWapHs, CIIOHOOTAEIAHE, ChI3EHE, [OBHLIEHO MOTEHE,
GpaaMKapaWsa, XMNoTeH3us, komanc W rbpyose. Hipazenata myckynHa caafoct, 3aefHo ¢
XMNEPCEKPeLns Ha NMrasduaTa Ha TpaxesTa ¥ OponxocnaseM, MOXe Ja LOBENAT 10 OCTBP
pecrnupaTopeH AMCTPEC CHHAPOM.

Hevenue

Heobxonumo € 1a ce KOHTPOAMPAT PecliMpaTOPHHTE U CbPACYHO-CHAOBH (YHKuUMH. JleueHueTo ¢
CHMNTOMATHUHO.

Karo aHTHIOT MOXKE [1a CE W3MOJI3Ba aTPOTMH B A03a o1 0,5 Ao | mg BEeHO3HO M [103aTa Aa Ce NOBTOpPH
B 3aBUCHMOCT OT IJIMHH4HATA CUMITOMATHKA.

5. DPAPMAKOJIOTHYHH CBOHCTBA

5.1. PapMaKoIHHAMHYHH CBOHCTBA
QapmaxorepanesTHYHA rpyna: AHTHAEMEHTHH. AHTHXOJIMHECTEPAZHH.




ATC koa: NO6DAO4

MexaHH3bM Ha AEACTBHE

lananTamMuH € TPeTHUEH afKanoMi OT TpyNaTa Ha NapacHMMATUKOMHUMETHLHMTE ¢ HHAHPEKTHO
aciicteve. Toli € CEACKTHBEH, KOMMETHTHBEH W 0OpaTHM HWHXMOMTOp Ha aueTW/IXONWHecTepasara.
TMpenu3BKKBa M10BHIIABAHE HHBATA HA AUCTH/IXONHH B LIGHTPATHATA HepeHa cdcTema. OcBeH KaTo
ofpaT¥M MHXHOUTOP Ha AUETHIXOMHHECTEpalaTa, AEHCTBA M KATO anoCcTepHUeH NOTEHUMPALL JHMaHA
BbLPXY HaH-pa3spOCTPAHEHHTE B UEHTPATHATA HEPBHAa CHCTEMAa HWKOTMHOBM ALETHIIXONHHOBH
peLienTopi oT noarun alphad/beta. [Tosuinasa W 4yBCTBMTENHOCTTA HA MOCTCHHANTHYHHTC PENENTOPH
KbM AUeTHIXOMMH. | anaHTaMMH [peMuHaBa TNpe3 xemaro-eHuedanHarta Oapuepa, ynecHaBa
nposexaanero Ha uMnync B LIHC w yckopsea Bp30yanure npouecH. [oBuiuasa akTHBHOCTTA Ha
XOJIMHEPrHYHATA CHCTEMA, B pe3y/ITaT Ha KOETO ce NofobpaABaT KOTHUTHBHUTE (YHKLUMA.

B cpaBHeHMEe C HEOCTMIMWH, FalaHTaMMH OKa3Ba 3HAuWTENHO no-cnabo AefcTBUE BBPXY
MYCKapHHOBHTE PeLenTOpH.

dapmakoarHaMHUHH eEKTH
Vnecusea Bb30yaHAaTa TPOBOAMMOCT B HEPBHO-MYCKYJIHHTE CHHANCH M Bb3CTAHOBABA HEPBHO-
MYCKYyNHaTa NPOBOAMMOCT, KOraTo € G10KHpaHa oT HEASNONAPH3HPALK HEPBHO-MYCKYIHH 6nokepH.
TMoBHUIABA TOHYCA HA FIAAKATA MYCKYJIaTYPa W YCHIIBA CEKPELMATA HA XPAHOCMMIATEIHHTE U NIOTHHTE
HKJIE3H W NPEAH3BHKBA MHO3a.

Knnnnuna edmkacHocT ¥ 6€30NMacHOCT

CunrTa ce, e NPHIOKEHNETO HA NaPacCHMNAaTHKOMHMETHLH € CBbP3aHO ¢ PHCK OT Pa3sBUTHE HA I'bPUOBE
(BbNpeky, ue He ca HabnoAaBaHK NpH rananTamyH), Tosa Hanara CTPMKTHO HAG/IIOAEHHE HA NALUEHTH
¢ GosecTTa Ha AnuxaiiMep, IPH KOUTO PUCKDBT OT NMOABA HA KOHBYJICHH € MOBULIEH.

5.2. ®apMakOKHHETHYHH CBOHCTBA

TanadTaMuH € aNKkaTHO CheJMHEHHe ¢ HOoHW3alMonHa koncTanTa pKa 8,2. Toit € cnabo nunodmnen ¢
KOE(MIMEHT Ha pa3npeaenenye Mexay okTanon v 6ydepen paarsop, paseH Ha 1,09. PastBopumocTra
My BB Boaa € 31 mg/ml.

AGcopbumsa
lanantamus ce pesopGupa ObP30 ¥ ITBITHO ClEl NePOPATHO NPHIIOKEHHE.

He ce ycTaHORSBAT CTATUCTHHECKH 3HAYMMHK Pasnuyua B cpeanuTe cToiiHocTH Ha AUC npu nepopanto
H NapeHTEePaTHO NPHJIOKEHHE Ha fo3a oT 10 mg.

BuonanuuHoctTa Ha rantautamub e 80-100% w e eaHa M Chlla Npu NepopanHu TeYHH U TBbPAM
NEKApPCTBEHH (GOPMU, & ChLIO MPH NAPEHTEPATHO M NEPOPATHO NPHIOKEHHE.

MakcHMAAHH NAa3MeHH KOHLEHTPauuH ce HaDnoaaBar 1-2 yaca cefl BbBEKIAHETO MY.

Tlpu nepopafHO MPUNOKEHHE HA TalaHTAMMH, 3a¢[HO ¢ XpaHa B 103a oT 10 mg, 3Ha4YMTENHO ce
HAMaNABa CKOPOCTTA, HO HE H CTEMEHTa Ha HEroBara pe3opOums.

Paznpenencyue
['ananTamuH ce cBLP3BA C NIA3MEHHTE NPOTEUHH B HUCKA cTened — a0 18%. Toli npemuHasa necHo

npe3 xemaro-¢HuedanHata Gapuepa W ce OTKpPMBA B MO3ILYHUTE TbKaHW B 2-3 MBTH NO-BUCOKH
KOHLIEHTpALMH OT Te3x B nnasmata. O6emMbT Ha paznpedeneHue e okono 175 L.

BuoTpancdopmaumna
Jlo 75% oT npuioxeHara J103a ranaHramui ce MeTaGonuinpa B uepHua Apob OCHOBHO OT CHCTeMaTa
uuToxpom P450 (CYP3A4 u CYP2D6). B npoyuBanus in vitro € yctaHoseHo, ye CYP2D6 yuacrsa B
o6paszysaneto na O-necmetunrananramut, a CYP3 A4 — s obpasysanerto Ha N-okcua-ranantamut. {1pu
HHCKA €H3UMHA akTHBHOCT (101K MeTabouzaTOpH”) CE YCTAHOBABAT NO-BUCOKH CTOMHA
HENPOMEHEH TANIAHTAMKH, B CPaBHEHHE ¢ Te3H 1pu “nobpHTe MeTabonu3atopu”.
OcHoBHUTE MeTaboNUTH enuralaHTaMHH, FalaHTAMHHOH W HOPraJlaHTaMHH €€ OTKp
ypvHaTa, Hama naHHH 3a TAxHaTa GapMakonOrd4Ha akTHBHOCT.




Enumudupane
BpemeTo Ha MOJIY)KHBOT Ha ralaHTAMMH € OKOJIO 5 vaca. EAWMHHHPAHETC OT LEHTPANHHA KOMNAPTMEHT

e no-6up3c B cpasHeHHe ¢ nepudepHua. lajlaHTaMMH Ce €NHMHHMpA OCHOBHO Ype3 rIOMEpYJ/iHA
duntpauma (10 74+23% 3a 72 yaca) B HENPOMEHEH BHA M MOA popmaTa Ha METAGONHTH (raNaHTaMHHOH,
€NUraNaHTaMHH). YCTaHOBEHO €, e 61LOPEUHHAT KITMPBHC Ha rafianTaMul e okono 100 mi/min, koeto
e BNM30 10 KNIMpbHCa HAa HHYJIMH, PECNIEKTHBHO KPEATHHUH.

He ce koHIOMMpa B uepHHA Ipo6 W AThYHATA MY EKCKpeuys € HesHauwTenHa — 0,2+0,1% 3a 24 vaca.

JInHeliHOCT/HenHHeHOCT
(DapMaKOKMHETHKATA HA FIAHTAMHH € NIMHEHHA B TPAHWLIMTE HA TEPANEBTHYHHTE [O03H. He ce
HaGMoaaBa KyMynauMs cel MHOTOKPAaTHOTO MPUIOKEHHE Ha raNnaHTaMHH.

Bpbika dapMakokuHeTHKa-apMaKoJHHAMHKA
He e yctaHoBeHa Kopenauus Mexay UIA3MEHHTE KOHLICHTPAaLHH W TepaneBTHYHHA W HeXenaHuTe
€(PeKTH Ha FIAHTAMHH.

DapMaKOKHHETHKA NPY ONPEAENEHH FPYNH NAUHEHTH
TPy NAUMEHTH CHC CPEAHM 0 TeXKH HapylleHHs Ha depHus Apo6, cTofnocTuTe Ha AUC ce nosuwasat

no 37-67%.

[Ipy nauMeHTH ¢bC CPEAHOTENKH HAPYLIEHHA Ha YepHHA ApoD, KIMPBHCLT HA TaNaHTaMHH ce
noHykaBa c okono 25%.

JlaHHHMTE OT NPOYUBAHUATA IOKA3BAT, Y€ MPH NAUWEHTH C MOHIKEH KIHPBHC HA KPEaTHHHH € BE3MOXHO
3a0aBAHEe HA ETHMHHUPAHETO HA ANaHTAMMH.

[1na3meHUTE KOHLIEHTPALIHK Ha rANaHTaMKH Ca NO-BUCOKHU ¢ 0kon10 30-40% npu nauneHTH B CTapyecka
Bb3pacT (Haj 65 roquHH).

He ca ycTaHOBEHH f10/10BU M PACOBH Pa3HYUi BbB (PAPMAKOKMHETHKATA Ha rajlaHTaMHH.

5.3. llpeaknuHNYHH JaHHH 32 (e30nacHoCT

HeknMHHYHNTE OaHHM HE ToKasBaT ocobeH PHUCK 3a Xopa Ha 0a3aTa Ha KOHBEHIMOHAIHHTE
(GapMakoNIOrHYHH TIpOyuBaHHA 3a Oe30MacHOCT, TOKCHYHOCT [(IPH MHOFOKPaTHO [pHiarawe,
F€HOTOKCHYHOCT, KapUMHOreHeH TNOTEHUMaN, peMNpoJyKTHBHA TOKCHYHOCT W TOKCHYHOCT 32
Pa3BMTHETO.

IMpu u3cheaBaHe HAa XPOHHYHATA TOKCHYHOCT Ha FaJlaHTaMHH miepopanto B aosu ot 0,25; 0,5; 1 mg/kg
Terno; noakoxkHo - 0,125; 0,5 mg/kg Terno B npoabkeHHe Ha 6 meceua Ha nonoso 3penu Wistar
nnbxope, He ca HabmonasaHW GUOMETPHUHH, OMOXMMMYHH, XEMATOMOTMUHM M MOPGHOSOTHYHH
OTKJIOHEHHR OT HOpManHHMTe napamerpu. [lpouecuTe Ha BpeMEHHOCTTa ¥ PaXAAHETO Ca MPOTHHAIM
HOopManHO. He ¢a YCTAHOBEHM CTATHCTHHECKH 3HAYMMH pa3iHyva B 00LLOTO noBeneHHe, B CPaBHEHHE
C KOHTpOJIHATA [PYyna, ¢ M3KMIOYEHWE Ha TIOBHIICHA /IBUraTe/HAa AKTHBHOCT 3a OKOMO 2 vaca crel
MPHIOKECHUETO Ha MO-BHCOKHTE 103W. M3non3paHHTe 103K Ca €KBHBAIEHTHH Ha CPEAHO TEPaneBTHUHH
AHEBHM J103M, [PUNAraHd MpH XOpa, pa3deneHH peCNEKTMBHO HAa ERHOKpAaTeH AByKpaTeH M
YETUPHKPATEH TIPHEM.

6. PAPMAHEBTUYHHA JAHHH

6.1. Cnucbk HA TOMOIIHHTE BEllECTEA
Hatpues xnopua
Bona 3a HHKEeKLUHH

6.2. HecbBMECTHMOCTH
[pn Mnca Ha NPoOY4BaHMs 38 HECHBMECTHMOCTH TO3H JIEKAPCTBEH MPOAYKT He TPAdB

APYTH IEKapCTBEHH MPOAYKTH.

6.3. Cpox na roanocrt




S rO/IHHH.

6.4. CnenyuaiHy yC10BHA HA CHXPAHEHHE
Jla ce cuxpaHsBa B OpUrHHANIHATA ONAaKOBKa Npu Temneparypa noa 25°C.

6.5. Ben n chbabpkaHHe HA ONAKOBKATA

AMIyIH OT Ge3UBETHO HEYTPaaHo cTbKiIo, THN I, ¢ BMecTuMocT | ml. 10 6pos amrynu ce nocTasaT B
6nmctep ot PVC donno. Beexu 6ancrep (10 amnynu), npuapyxkeH ¢ INCTOBKA 3 MAUKWEHTA C€ NOCTaBS
B KAPTOHEHa KYTHA,

6.6, ClennaiHu Opeana3HH MePKH NIPH H3XBbpJnHE W paboTa
Hsma crnieuManHy M3HCKBaHHUA.

7. TIPUTEXATEJI HA PA3PEINEHHUETO 3A YIIOTPEBA
AAHCOH-BI’ 0O

yn. ,,Oren Tlancuii® Ne 26

2400 rp. Panomup

buarapua

ten.: 024519300

e-mail: office@danhson.com

8. HOMEP HA PABPEIIEHHETO 3A YIIOTPEBA
Peructpauronen Homep: 20210124

9. JATA HA IO'BPBOTO PA3SPEIIABAHE/TIOJHOBSBAHE HA PA3PEINIEHHMETO 3A
YIIOTPEBA

Jara Ha nbpBo paspewasate: 21.05.2021 r.
Hata Ha nocneAHo NOAHOBRBAHE:

10. ZATA HA AKTYAJIUBHPAHE HA TEKCTA

Mapt 2026 1.




