KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA

1. IME HA JEKAPCTBEHHAA NPOAYKT

FAJIAHTAMHMH JIC 5 mg/ml ulbKeKIMOHEH pa3TBOP
GALANTAMIN DS 5 mg/ml solution for injection

7. KAUECTBEH A KOMMMYECTBEH ChCTAB

Beska amnyna or 1 ml drdkeKiMOHEH pasTBOp CbAbPiKA aKTHBHO BELIeCTBO TrajJaHTaMHHOB
xuapoGpomun (galantamine hydrobromide) 5 mg.

3a ITEJIHHA CITMCHK Ha MOMOIIIHHTE BELICCTBA, BIDKTE TO4KA 6.1.
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4.1. TepaneBTRYHH NOKAIAHAS

HespoJsoras
e n1aGonsBaHuA Ha MepudepHaTa HEpBHa cHcTeMa (TONMPAJHKYJIOHEBPHT, PaJHKyJIOHCBPHT,
HEBPHT, TIOJIHHEBPUT, TIOIMHEBPOTIATHH); - -
e uepebpanHa mapanu3a (CHCTOSHUSA CHIEA MO3IBUCH HHCYINT, A€TCKa uepeGpanHa napanusa);
HapylueHHA Ha HEPBHO-MYCKY/IHUS CHHANC (MHACTCHUSA rPaBHUC, MyCKyJIHa aHUCTpodua);
e CHCTOAHMS, CBBp3aHH C YBPEXIaHWA Ha MPCAHHTE poriycTa Ha rppOHaYHHA MO3BK (Cle/l
[O/TMOMHEITHT, MHEJIUT, CITHHAJIHA MYCKYJHa aTpodnsa). .

AHecTe3HONOTHS H XHPYpPras

e 3a npemaxBaHe edeKTa Ha HEJCMONAIMPALIUTE HEPBHO-MYCKyIHH 6rokepd M 3a JICUEHHWE Ha
CeJONEPATHBHH Nape3H HA THHKUTE YCPBa Y MHKOYHUA MCXYP.

ToxcHKOJIOTAS
® [IpH OTpaBSHE C AHTHXOIMHEPIrHLH.

®u3poTepanug
e itoHodOpeTHYHO NPH HEBPOJOTHYHH YBPCKIAHHA HA nepudepHaTa HEPEHA CHCTEMA, CHYPE3HC
HOKTYpHa.

4.2, {o3apoBKa H HAYHH HA NPHJI0KEHHE
J{03UpOBKaTa M NPOABIDKATETHOCTTA HA NIEYSHHE C ralaHTaMHH 3aBHCAT OT TEXEeCTTa Ha CUMITTOMUTE
M HHAMBMAYATHATA YYBCTBHTEIHOCT Ha NMALIHEHTA KbM JICUCHHETO.

HauwH Ha NPHJIOKECHHE o
Cananramud JIC HIDKEKUMOHEH pasTBOpP Ce Mpuiara MoAKOKHO, HHTPaMyCKYJIHO WU p’ﬁhgap;ﬁﬁff‘m
Tanautamun JIC noa GopMaTa Ha MIDKEKLHOHEH pasTBop CE M3IMOMN3BA 32 KPaTKOTp HO 41 'qchljlncfuf%f-f;}r \
[aLIHEHTH, TIPH KOUTO € HEBB3MOXKHO NEPOPATHO NPHIIOKCHHC. [pu nbpBa BBE3MOXKHOCT C& IpeMuHasa
kbM npuwiokeHne Ha Fananramus JIC non ¢opmara Ha TabreTku. co AT
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Ho3uposka

Hespoaoras

Bn3pacTHn

O6uuaiino ce npwiara B go3a 0,03-0,28 mg/kg.

[IpenoppunTeIHATa HAYATHA 03a € 2,5 mg AHEeBHO. JIHeBHATa 1034 NOCTENeHHO C& MOBHINABA NPE3 3-
4 nHu ¢ o 2,5 mg, pasaeneHa Ha 2 00 3 paBHH JO3H. MakcHManHaTa eJHOKpaTHa 11032 3a Bh3PACTHH €
10 mg noakoXkHO, a MAKCHMaJTHaTa JHEBHA 1032 € 20 mg.

IMeagBraTpHYHA NONYJIANASA

IMpu neua po3upoekarta Ha I'ananTaMuH JIC MHXKEKUMOHEH pasTBOp Ce ONpENENd OT Jiekap, Cropen
TEIECHOTO TETJIO Ha IETETO B KHJIOTPaMH, TEKECTTa Ha CHMITTOMHTE W KHAWBHAYya/iHaTa MOHOCHMOCT
KbM JiedenueTo. [Tpunara ce NOAKOXKHO B CIICAHUTE JHEBHH no3u: Jlena ot 1 20 2 roauHm: 0,25-1 mg.
[pu neua Han 3 romuHM ce npwiara B ao3a 0,03-0,28 mg/kg mnu:

ot 3 1o 5 roauuu: 0,5-5 mg;

ot 6 no 8 roaunn: 0,75-7,5 mg;

ot 9 no 11 roauun: 1-10 mg;

ot 12 no 15 roaunn: 1,25-12,5 mg;

Haa 15 rogunu: 1,25-15 mg.

AHECTEIHOJIONHN, XHPYPIrHf H TOKCHKOJIONHN

Kato auTHKYypape arcHT M aHTHAOT NpH npeno3upaHe ¢ nepudepHH HeACNONAPU3UPAINA HEPBHO-
myckynHu Gnokepu, I'ananramud JIC ce mpunara MHTPaBeHO3HO B 1032 OT 10-20 mg aunesHo. Ilpu
CIeJONEpaTHBHM Mape3d Ha CTOMAUIHO-YPEBHHS TPAaKT H MHKOYHMS MEXyp C€ mpuiara IOAKOXKHO,
MHTPAaMyCKYJTHO WIH HHTPAaBSHO3HO B I03H CMOPEN BB3PACTTa, Pa3AC/iCHH Ha 2-3 meTH JHEBHO.

BL3pacTHH
O6uuaitio ce npunara B Ao3a 1,25-15 mg.

IMeauaTpavna nonyJaanmus

Ilpu meua posuposkara Ha [amaHtamuH [IC HHKEKIHOHEH pasTBOp Ce ONpeeNs OT JIEKap, Cropen
TeJIECHOTO TErJIO Ha JETETO B KHJIOrPaMH, TEXeCTTa HA CHMIITOMHATE ¥ HHAMBHAYalTHATa MOHOCHMOCT
KbM JieueHHeTo. [Ipuiara ce MHTPaBeHO3HO B creaxuTe Ao3u: Jlena or 1 1o 2 roauHu: 0,25-1 mg.

Tlpu aena Hag 3 rogvau ananramur JIC MIDKeKIMOHEH pasTBOp ce€ mpuiara B 103a 0,03-0,28 mg/kg
WIH: -

ot 3 go 5 rogunu: 0,5-5 mg;

ot 6 no 8 roauun: 0,75-7,5 mg;

ot 9 no 11 roguuu: 1-10 mg;

or 12 mo 15 rogunn: 1,25-12,5 mg;

Haa 15 rogunu: 1,25-15 mg.

Du3noTepanns |
Honodoperuuto - 2,5 a0 5 mg ranaHtamuH (NPH roaeMHUHA Ha ENCKTPHICCKHA TOK OT 1l no2TA)3a 10

MHKHYTH 32 nepuon 10-15 apm.

[ManmeHTd ¢ HapyuieHa YepHoapoOHa QYHKUHMA: MPH NALMEHTH ¢ YMEPCHO yBpeICHaA yepHoapoOHa
“dysxuus (7-9 crenen no Child-Plough) € Bb3MOXHO Nu1asMEHHTE KOHUEHTPALIMH Ha ralaHTaMHH J1a €
MOBMINAT, MOPaIH KOETO ce MpEnophtBa peAyLUHpaHe Ha JHEBHaTa Ro3a A0 15 mg. Ynorpebara Ha
raflaHTAMMH MpH TAUMEHTH C TEXKa 4YepHOApoOHA HEAOCTATHUHOCT (Child-Plough >9) e
MPOTHBOMNOKA3aHa (BK. To4ka 4.3). LT e
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HageMmasa 15 mg aHeeHo. IlpM naumeHTH c Texka 6BOpedyHa HENOCTATHYHOCT (KIMPBHC Ha
kpeaTHHMHa oA 10 ml/mMuH), ynotpe6ara Ha [anasrramu JIC e npoTHBOINOKa3aHa.

4.3. IIpoTHBONOKA3AHHSA

® CBPBXYYBCTBHTEJHOCT KbM AKTHBHOTO BELIECTBO WIH KBM HAKOE OT MOMOIIHHTE BELICCTEA,
u30poeHn B TouKa 6.1;

TexKa GBOpedHa HEIOCTATHYHOCT (KIHPBHC Ha kpeaTHHUHa nofl 10 ml/min);
Texka uepHoapobHa HepoctaTbuHocT (Child-Plough >9);

OpOHXHAJIHA aCTMA,

Spanuxapaus; AV-610K;

HCXEMHYHA OOJIECT Ha ChPIETO,

TexKa chpaeyHa HeaoctarbyHocT (III-IV crenen no NYHA);

CMHWIETICHA,;

XUTIEPKHHE3HH.,

4.4. CnenMaTan npeaynpexieHas U NpeaNa3HH MEPKH npH ynorpeba

Mopanu cBoero (apMaKoJOrHUHO [EHCTBHE TNapaCHMIATHKOMUMETHLIATC MOraT Ja okaxkar
BAFOTOHMYHO JIEHCTBHE BBPXY ChpIeuHHA purhM (Opamukapaus, AV-0nok). Ilo Tasu MpUYHHA CE€
H3HCKBA BHMMaHWe TpH NpHiarade Ha rajJaHTaMMH NPH MaUHEHTH CBC CHHAPOM Ha GonHUA CHHYCOR
Rb3e] WIH JPYrd HANKAMEPHM HApyUIEHHA HAa ChpAEYHATd MPOBOAMMOCT, KAKTO H TPH MALHEHTH,
W3TION3BALIH €THOBPEMEHHO NEKAPCTBEHH BELIESCTBA, 3a0aBAIIH 3HAYHTETHO CHPACHHHS PHTBM, KaTO
IHFOKCHH WIH 6eTa-6loKepH WM NpH MalHEeHTH C HEKOPHTHPaH €NICKTPOIHTEH bananc (xunep- WIH
XUOOKANTHEMHA).

[lopaad TOBa, HEOOXOAMMO € BHWMAHHe, KOTaTO rajJlaHTAMMH Ceé TNpHJara Ha MAalKCHTH CBbC
CBHPACYHOCHAOBH 3a0ondBaHuA, Hamp. B MEpHOAA HEMOCPEACTBEHO CIEA Npekapan MH(pAPKT Ha
MHUOKAp/a, HOBOMOABWIO C€ MPEAChPAHO MBbXCHe, BTOPa WNM MMO-BHCOKA CTENEH ChpACUCH BnoK,
HecTaOW/IHA CTEHOKApHMA WM 3aCTONHA ChpAEYHA HEJOCTATBUHOCT, OCODEHO CTEeneHW -1V no

NYHA.

Vima croOluenus 3a yan/pkasate Ha QTc npy naneHTH, Npyiarally TepaneBTHYHH 103K rajJaHTaMHH,
u 3a torsade de pointes BEB BPB3Ka € Npefo3vpane (Bx. Touka 4.9). [Topagu ToBa, FalaHTaMHH TpsaOBa
13 Ce H3MOJI3Ba BHUMATENTHO NPH NALMeHTH ¢ yas/bkasane Ha QTc nATepBana, npH NalueHTH, JICKyBaHH
¢ nekapcTea, nosausasaim QTc MHTepBana, WiH NPH MAUHCHTH ChC CHOTBETHO HAIHYHO CHPACHHO
3a00/19BAHE WIH €NEKTPOJIUTHH HApYLUCHHSA,

[Topaay XOMHHOMEMETHYHOTO CH IeHCTBYE raylaHTAMHH MOJKE /ia [IOBHLIH CTOMAIIHATA CEKpELd H Aa
Npeu3BHKA HEXKENAHHK JIEKAPCTBEHH PeakilHH OT CTPaHa Ha CTOMALITHO-4PEBHHS TPAKT. [To-BHCOK pHEK
CHLIECTBYBA TMPH NALMEHTH C aHAMHe3a 3a si3BeHa 0OecT, Mpe3 BH3CTAHOBHUTC/HUA NEPHOA CJICA
ONepaLMH Ha CTOMaxa M MpM TNAUHEeHTH Ha E[HOBPEMEHHO JeHEHHe C HECTCPOHAHM
NPOTHBOBB3MAJHTENHN JeKapcTBeHH npoAykTd. ITpu nposexaaHe Ha JICHEHHC C FalaHTaMHH, TE3H
nawkeHTH TpA6Ba Ja OBAAT MPOC/EASBaHM 32 CHMITTOMH Ha aKTHBHO MM OKYJITHO CTOMAIIHO-YPCBHO
KbPBCHE.

[ananTaMHH Tpsa6Ba Ja ce HasHavyaBa ¢ BHHMaHHWE NMPH NAUMEHTH C XPOHHYHA obcTpyKTHBHA
6enonpobHa Honecr. :

He ce npenoprusa Ha3HA4YaBaHETO MY NPH Nai{HEHTH CbC 3aTPyAHEHHA B YPHHHPAHCTO, ClI€ CKOPOLlHA
pe3eKLHd Ha MpocTaTHATA XKJIC3a HIIH MHKOYHHA MEXYP, KAKTO H NPH ONEPpaTHBHH HHTEPBCHUMH NOJ,
THJIHA AHECTE3HNA. ' oo

XOIHHOMAMETHLIHTE MOTT [a MNOTeHIMpaT edexkTa Ha HEPBHO-MYCKYIl
CYKLIMHHIXOIHHOB THII [0 BPEMe Ha aHECTC3MA.
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[Tpu fEYESHHETO C XONUHECTEPasHH HHXUOUTOPH, BIJIOYHTE/NHO raJlaHTAMHH, B OTAC/HH CTyHaH MOXe
na ce Ha6moaaBa NOHHKaBaHE HA TENECHOTO Terio. B Takupa Ciry4yau € HeoOX0NMO a C€ KOHTPOJIHpa
TErNoTO Ha MALUCHTHTE.

flapacHMIATHKOMHUMETHLMTE TPHTEXKABAT WM3BECTEH MOTEHLMAN 32 NPEAM3BUKBAHE HA TBHPHOBC.
MMoByLIEHA MHPUOBATA AKTHBHOCT ce HaGmiofaBa NpH MauMeHTH ¢ 60/1ecTTa Ha Anuxaiimep. B peaxku
Clly4yad MapacHMNATHKOMMMETHLMTE MOTAT [a MOBHIUAT XONMHEPTHIHHA TOHYC M 3 NpEIM3BHKAT
B/IOLIABAHE HA CHMITTOMHTE Ha NMAPKHHCOHU3BM.

'anaHTamuy TpAOBa Ja ce mpwiara ¢ BHUMaHWe H B MNO-HHCKH NO3H NPH MALHCHTH C JICKa OBOpeuHa
HENOCTATHYHOCT, cnopel CTOMHOCTHTE Ha KpCaTHHHHOBHA KITHPBHC.

JleKapCTBEHUAT NPOAYKT ChABPKA NMO-MaNKO OT 1 mmol HaTpuii (23 mg) B e1HA 1034, T.€. IPAKTHUECKH
HE ChABPKA HATPHH.

4.5. B3apMojeiicTBEE ¢ APYrH JEKAPCTBEeHH NPOXYKTH B ApYrH opMH HA B3aHMoneficTBHe

DapMaKoOUHAMUUHY REKAPCMBERU 63AUMO0EUCMEUA

[lpy eAHOBPEMEHHO MNPHICKEHHE Ha rajaHTaMHH C Jpyrd XOAHHOMUMETHIH (TakuBa KaTo
aMOeHOHHYM, TOHENPE3W1, HEOCTUIMUH, NHPHAOCTHIMHH WIIH CHCTEMHO MpUJIaral MJTOKAPITHH) MOXKE
na ce HabMI0aBa YCHIBAHE Ha XONHHOMHMETHYHOTO MM ACHCTBUE, IOPA/IH KOCTO TC HE TpabBa Aa ce
npUiarar ¢fHOBPEMEHHO.

TanaHTaMMH aHTArOHH3Upa AEHUCTBUECTO HA AHTHXONMUHEPrHiHHM CpEACTBA (arponuH ¥ NOAOOHH
cyGCTaHLUMH), XESKCAMETOHHH M JIpYTH FAHrTHOONMOKEPH, HEACMONAPHIHPAIA MHOPEIAKCAHTH

(TyOOKypapHH).

B13MOXKHH Ca B3aMMOACHCTBMS Ha TAJTAHTAMHH MNPH €HOBPEMEHHOTO MY MPHUIOXKCHUE C JICKAPCTEA,
KOWTO TpeM3BHKBAT 3abapAHe Ha CHPACYUHMA PHTBHM, Karo HaNpHMEp AWTOKCHH, Oera-0nokepH,
6710KepH Ha KANLMEBUTE KaHAH U aMHOJapoH. |

[TpokauHaMHI, YHETO AEHCTBHE CE AB/DKHM HACTHYHO HA AHTMXONWHEPrutHaTa My akTHBHOCT, HE Tpabsa
J1a ce ynoTpebaBa eAHOBPEMEHHO C ralaHTAMHH, ThA KaTO TOH MOXE 12 aHTArOHH3HPA TEPANCBTHHHHA

MYy e(deKT.

AMHHOIJIHKO3UIOHTe (F€HTAMHLIMH, AaMHKALMH) Morar Aa HaMmaldT TepancBTHHHNA edekr Ha
rajlaHTaMHH NpH myasthenia gravis. | |

TleiicTBHETO HA AENONSAPHIHPALIUTE HEPBHO-MYyCKY/IHH GrokepH (cykcaMeTOHHi) Moxke da Obae
YCHIEHO NPH €JHOBPEMEHHO MPWIOKEHHWE C rajlaHTAMHH, ocobeHO B ciay4auTe Ha AchHIUMT Ha
NCeBIOXONNHECTEPA3a.

DapMaKOKUKEMUUHU 83AUMO0EUCEUR

[1pu eAHOBpEMEHHO NMPHICKEHHE C XpaHa ce 3a6aBA CKOPOCTTA HA pe3opOLHATa Ha FaJaHTaMHH, HO HE
ce MOB/MSBA CTeNeHTa Ha pesopbuuaTa My. [lpenopbusa ce NpHEMaHe Ha NEKapCTBCHHA NPOAYKT NO
BpeMe Ha XpaHeHe, C Lie/1 HaMalIIBaHE HA BE3MOXHHTC HEKEaHH XONMHEPrHYHH ePEKTH.

CananTaMHH ce MeTabonu3upa OT 4YepHOApOOHHTE H30CH3UMH CYP3A4 u CYP2D6. JlekapcTBeHHu
BeleCTBA, KOUTO ¢ METaGOIM3HPAT OT CHUINTE H3OEH3MMH, MOTaT J1a B3aUMO/ICHCTBAT ¢ rajlaHTaMuH
Ha dapMakokuHeTHuHO HiBo. Hixuburopure Ha CYP2D6 (XMHUAMH, MTAPOKCETHH, hITyOKCETHH) WK
CYP3 A4 (keToKOHa30, 3HAOBYAUH, PUTOHABHD, EpHTPOMHLIMH) MOTAT JIa MOBJIHAAT H nfémﬁquyﬁﬁﬁm\
Ha FANAHTAMMH H a NpeJU3BHKAT NOBHIUABAHE HA TUIAa3MCHATa My KOHLEHTpALH /li CBe emo\ﬁaf:;
GHOHATHIHOCTTA My. B T€3M ClfydaH CHLICCTBYBA MOBHILEH PHCK OT MTOABA HA HEX I |
peaKLMH, TIOPATH KOETO Ce MPeriopbyBa MOHIDKABAHE Ha NOJbPXRALIATA 1032 ra '




1{uMeTHAMH MOXe Ja MOBHIIKM OHOHANWYHOCTTa HA rallaHTaMHH.
[aauTAMHH He OKa3Ba BIHAHHE BBPXY (apMakOKHHETHKATA HA BapapHH.
4.6. PepTRIETET, OPEMECHHOCT H KBPMCHE

" BpeMEHHOCT

HsaMa NOCTATBUHO KIMHUMHM JIaHHH 32 6e30MmacHOCT OT MPHIAraHeTo Ha ralaHTaMHH Nno BpeMe Ha
GpeMEHHOCT, MOPajii KOEeTo YNoTpedara My He C¢ NPeTophHBa.

KnpMmeHe
HsiMa JaHHH 38 eKCKPETHPAHETO Ha MUIAHTAMHH B KbpMaTa. He ca H3BbpLIBAHH KITHHHTHH IPOYHBaii
BBPXY KbPMEHIH XEHH, 3aTOBa HE ce NPENnoprYBa MPUIOKEHHE HA NPOAYKTA B EPHOAA Ha KBbPMEHE.

DepTWIHTET
EXcnepUMEHTAIHHTE IPOY4BaHus IPH XKHBOTHH HE NMOKA3BAT HENPAIKO WIH NMPAKO BPEAHO BE3XCHCTBHE

sBpXy GpeMenHocTTa, eMOPHOHANHOTO/(pETANHO Pa3BUTHE, PAKIAHETO HITH NIOCTHATATHOTO pa3BUTHE.
(B, TOukKa 5.3).

4.7. Edexrn pbpxy cniocofHOCTTa 3a modapake H pabora ¢ MAUIHHH

[anasramus JIC MOe A1a MpeJH3BHKA HapyuleHHe Ha 3PCHHETO, CBILTUBOCT, CBETOBBLPTCX, ocobeHo
HaYaJIOTO HA NedeHHeTo (Bx. Touka 4.8). B T1e3n cnydan ce npenopbpisa H364rBaHe Ha MMOQPHpaHE H
pafoTa ¢ MAILIHHH. | |

4.8. HexenaHn JeKAPCTBEHH PEAKIAH

HekenaHuTe NEKAPCTBEHH PEaKLMH €a KiacuHuMpaHH Mo 4ecTora W INno CHCTEMa-OpraH-Kiac.
Yecrorata no MedDRA ortrosaps Ha: MHoro yecTH (>1/10), uecTH (>1/100 no <1/10), neuectn (>1/1
000 no <1/100), peaxu (>1/10 000 a0 <1/1 000), MHOro peaku (<1/10 000), ¢ HeH3BecTHa 4YecToTa (OT
HATWYHWUTE ZaHHH HE Moxe Ja ObJe HanpaBeHa OLEHKA ). |

Carcrema Opran Kiac Hexenana peaknus

Hapymennd HA CBpBbXUYBCTBHTETHOCT
HMYHHATA CHCTEMA

HapyimeHHs HA 3ary6a Ha aneTuT |[lexuaparaluus
MeTAb0aHM3MA H |
XpaHEHETO | ~

IIcuxHYHH HAPYUIEHHH 3pHuTeHA XATIOUHHALIHH

- CITyXOBHU XaMIOIIHHALIUH
Hapymenud a
|Hepnﬂau cCHCTEMA
-

AHOpeKcHUA

3amMalBaHe

ITapacTe3uu

ComHuosnerTHocT |Hucryesus

CuHkoONn

XurnepcoMHHUA

Tpemop




[ napobonue

-- JleTaprus
Hapymennas HA YXO0TO THHHT}"G
|u nabupunra

CrppredHn HapyIeHHSA bpaaukapaHs CyrnipaBeHTpUKYJIHH
eKCTPACUCTOJIH

ATpPHOBEHTPHUKYJIApEH
onok I crened

Cunycosa Opaaydkapavs

[Tanrnurauuu

C1A0BH HApYUIEHHSA XunepreH3ud

[Topauraxe 3acWiBaHe HaA -
YypeBHAaTa
NEpUCTANTHKA

Cromamno-upeBHdE  |l'aneHe
HAPYIIeHHA

AOJOMHBATHH
OONKHM

[ToBphblLaHe

ADpoMUHATHH
O0JIKM B rOpHaTa
yacT, AHapHs

Jucnencus

CromallicH

aucKoMpopT
XenaToOunnapHu

XernaTtiTH
HApYUIeHHSA

HapymenHS HA Xunepxuaposa CHHApPOM Ha
KOXATA H IOXKOXKHATA Stevens-Johnson
[rbKan
| Octpa
. reHepain3upaHa
MyCTYyJ103a
Epurema
MyJTHgopMe
A o g g N

HapymeHHA HA
MYCKYAHO-CKeJ1eTHATA
|cacTema
Che¢AHHHTETHATA
THKaH

OOmn HApYIIeHAA H
edeKTH HAa MECTOTO HA
NpUJIOKEHHE




B13MOXKHH ca MECTHH
peakUuHH NpH '
MapeHTCPATHO
BBbBEXKIaHE.

fTosuieHH CTORHOCTH
Ha YepHOApPOOHHTE
€H3HMH

Hi3cneapanuga

Hapanapanng,
{oOTpaBiHHA H
yCAOKHeHHS,
Bb3HAKBANH B
pe3yJITaT Ha
HETEPBEHIHH

CroflapaHe Ha 110/103HPaHH He)kelaHH PeaKIHN |
CpoBIIaBaHeTo Ha NMOJO3MPARH HeXEIAHY PeakLMM cliel palpeliapaHe 3a yrnorpeda Ha JIeKapCTBEHHS

POAYKT ¢ BakHO. ToBa NMO3BONIABA a NPOXBIDKH HabMOAEHHETO HA CHOTHOLIEHHETO MoJ3a/pucK 3a
NIeKAPCTBEHHs POAYKT. OT MEAMLMHCKUTE CIICLIHATICTH Ce H3HCKBA N1a CchOOILIABAT BCSAKA NI0A03HpaHa

HE)KENTaHa peaxuus ypes:
H3nmbnHuTeNHATA areHLHA 110 JieKapCcTBaTa

yn. ,,Jlamai I'pyes” Ne 8
1303 Codus
Ten.: +35928903417

yeGcaiiT: www.bda.bg

4.9. Ilpeno3upane

Cumnmomu

[pu3HALKMTE K CHMITTOMHTE Ha NPEe03UPAHE C FATAHTAMKH Ca CXO/IHH C TE3H Ha npeao3nupaHe ¢ ApyrH
napacHMNaTHKOMUMETHLH. Te3n edekTn OOMKHOBEHO 3acsAraT IIHC, napacHMnaTHKycoBaTa HEpBHA
CHCTEMA M HEPBHO-MYCKYJHHTE CHMHANCH. OcBeH MYCKYJTHA cnaboct win dbacUHKyJalKH, MOXe Ja ce
NPOABAT HAKOH WIM BCHYKH TNpPH3HALM HA XONWHEPrHYHA KPH3a:. M3pa3eHO rajieHe, MOBPBLLIAHE,
COACTHYHM OOJIKM B OOJAaCTTa HAa KOpEMa, AMApUA, CINIOHOOTACNAHC, CBI3CHE, MOBHMINCHO MOTCHE,
GpafMKapAus, XHIOTEH3WA, Konanc M rbpuoBe. KspaseHata MyCKyjHa cnaboct, 3aeaHO C
XWriepceKpells Ha JIMFABHLIATA Ha TpaxeATa M OpoHxocnmasbM, MOXe Ja NOBEAAT [0 OCTHP

peCIMPATOPEH AUCTPEC CHHAPOM.

Jleuenue

Heo6x0oaUMO € [a ¢ KOHTPOJHPAT PECITHPATOPHHTE H ChpPAEHHO-CBAOBH byHxuuu. JleueHuero e
CHMITTOMATHYHO.

KaTo aHTMAOT MOXeE [a Ce M3MoJI3Ba aTponuH B Ao3a ot 0,5 mo 1 mg BeHO3HO M 103aTa Aa C& MOBTOPH
B 3aBHCHMOCT OT KJIMHHYHATA CHMIITOMATHKA. -

5. DAPMAKOJIOTMYHHA CBOMCTBA

5.1. ®apmaxoAHAAMHYHH CBOHCTBA
dapMakoTepaneBTH4HA rpyna: AHTHICMCHTHH. AHTHXOJIHHECTEPA3HH.
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peav3BuKBa MOBHLIABAHE HMBATA HA AUCTHIXONWH B LEHTpalHaTa HepeHa cucrema. OCBEH KaTo
o6paTHM HHXUOHTOp Ha ALETHIXONHHOCTEPAsaTa, neiicTBa M KaTO ANOCTEPUYEH MOTCHUMpAL JTHTaH
BBLPXY Hali-pasnpoCTpaHEHWTE B LEHTPaTHATa HEPBHA CHCTEMa HMKOTHHOBM aUeTWIXOJUHOBH
peuenTops ot noaryn alphad/beta2. [Topmuasa 1 TyBCTBUTEIHOCTTA Ha MOCTCHHAITTHYHHTE PEUENTOPH
KbM ALETWIXOJUH. | aJlaHTaMHUH TpeMHHaBa IMpes xemaro-cHUchanHara OapHepa, YJCCHABA
nposexaaHero Ha ummyscH B LHIHC n yckopsea Bp30yaHHuTE npouecH. TloBHIaBa aKTHBHOCTTA Ha
XOJIMHEPTHUYHATA CHCTEMA, B PE3YJITAT HA KOCTO C€ noao6paBaT KOTHHTHBHHUTE QYHKLIMH.

B cpaBHeHHé C HEOCTHIMHH, TaJlaHTAMHH OKa3Ba 3HAUMTEHO no-cnabo pefictBre BEPXY
MYCKApUHOBHTE PELIENTTOPH.

QapMaxoAHHAMUYHH eekTH
VnecHsBa BB3OyIHATA NPOBOJAMMOCT B HEPBHO-MYCKYJIHHTC CHHAMICH M BL3CTAHOBIABA HEPBHO-

MYCKYJIHaTa MpOBOAUMOCT, KOrato € 6510KMpaHa OT HeACNMOJMApPHU3UpaIld HEPBHO-MYCKYJ/THH ONOKEpH.
[TopKinaBa TOHYCA Ha [NIAAKATA MYCKYJaTypa ¥ yCHJIBA CCKPEIMATA Ha XPaHOCMHJIATETHUTE H TOTHHTE
NUIE3H U NpeaH3BUKBA MHO34. |

Knunnyna edpukacHocT U 6€30nacHOCT

Cumrta ce, ue NPWIoKEeHHETO Ha MapacHMITATHKOMHUMETHLIH € CBBP3aHO ¢ PUCK OT Pa3BHTHE Ha I'bPYOBE
(BBbIIPEKH, Ye He ca Hab1ojaBaHH NpH ranantaMus). ToBa Hanara CTpHKTHO HabmoaeHHe Ha NaluyueHTH
¢ GonecTTa Ha ATixaiiMep, MPH KOWTO PUCKBLT OT NOABA HA KOHBYJICHH € MOBHLICH.

5.2. ®apmMakoKHHETRYHH CBOHCTBA

TaraHTAMUH € ATKATHO CheMHEHHe ¢ HORM3alMoHHa KoHcTanTa pKa 8,2. Tok € cnabo nunoduieH ¢
koehHLMEHT Ha pa3NpeAeICHHE MEXIY OKTaHOI H Gydepen pasTeop, paBeH Ha 1,09. PasTBopHMOCTTA
My BL8 BoAa ¢ 31 mg/ml.

Abcopbuus

TanaHTaMuH ce pe3opOupa 6pp30 U THJIHO CNIEA NEPOPANHO NPHITOKEHHC.

He ce ycTaHOBSBAT CTATHCTHYECKH 3HAYMMH PATHIHA B CPESIHUTE croiinocTd Ha AUC nipH nepopanHo
M MapeHTePATHO NPHIIOKECHUE Ha {032 OT 10 mg.

ExoHanuuHocTTa Ha ranaHtamus e 80-100% W ¢ eaHa M ChLIA MPH NEPOPATHH TEHHH M TBBPIH
neKapcTBeHH OPMH, a CHIIO MTPH NAPEHTEPATHO H NEPOPATHO IPHI0KCHHC.

MakcHManHK I1a3MeHN KOHLEHTPALHK CC Habmoaasar 1-2 yaca ciie/l BBBEXKAAHETO MY.

Ips MepopanHO MPHACKEHHE Ha rajlaHTAMMH, 38€JHO C XpaHa B 1034 or 10 mg, 3HAYHTETHO C€
HAMAABa CKOPOCTTa, HO He M CTENEHTa Ha Heroeata pesopOuus.

Pa3npeacneHne
[anaHTaMUH ce CBBP3Ba ¢ [UIa3MEHHTe NMPOTEHHH B HUCKA CTETICH — A0 18%. Toi# npemHHaBa JIECHO

npe3 xemaro-eHuedanHara Gapuepa M c€ OTKpHBA B MO3BHYHMTC ThKahH b 2-3 TWBTH TO-BHCOKH
KOHLEHTpaLMH OT Te3H B mnasmara. O6eMbT Ha pasnpeAeICHHE € OKONIO 175 L.

buotparcopMalmsi

Ilo 75% OT mpuioKeHaTa 1033 rajlaHTaMHH CC meTabonusyupa B YepHus Apod OCHOBHO OT CHUCTEMATA
nuroxpom P450 (CYP3A4 u CYP2D6). B mpoyusaHis in vitro e ycraHoBeHO, 4e CYP2D6 yuacTsa B
obpasysanero Ha O-necmernaranantamMut, a CYP3 A4 — B 06pasyBaHeTo Ha N-okcH-ranaHTaMHH. I1pu
HUCKA EH3MMHA aKTHBHOCT (“Tomd MeTaboTnu3aTOpy™) ce yCTAaHOBABAT NO-BHCOKH crotidocT (10 50%)
HENMpOMEHEH ralaHTaMMH, B CpaBHEHHE C TE3H NpH “noGpure MeTaboNH3aTOpH’ .

OCHOBHHTE METAGOMHTH EMUIANAHTAMHH, FaJIAHTAMUHOH H HOPralaHTAMHH C€ OTKPUBAT B ILTa3MATd H
ypuHaTa. HAMa JaHHH 3a TAXHATA apMaKonoryyHa akTHBHOCT.




erUraaHTaMiH). YCTaHOBEHO €, ye GEOpeUHHAT KIMPBHC Ha FalaHTaMHH € OKOTIO 100 ml/min, koeTo
e 6JIM30 IO KIHPHHCA HA HHYJIHH, PECIIEKTHBHO KPEATHHHH.
He ce xOHIOrHpa B HYepHHs Apod M xITbHHATA MY €KCKpeLIHA ¢ HESHAYHTENHE — 0,2+0,1% 3a 24 yaca.

JuHe#HOCT/HeJTMHERHOCT
DapMakOKHHETHKATa Ha TFANAHTAMWH € JHHEHHA B IPAHHMLMTE HAa TCPANCBTHHHMTC go3u. He ce
'HabonaBa KyMy/Ialis cNeA MHOTOKPATHOTO NPUNOKEHHE Ha rAJaHTaMHH.

Bonika hapMakoKHHEESTHKA-(DapMakoanHaAMHKa
He e ycTaHOBEHa Kopenauus MEXIy IU1a3sMEHHTE KOHLIGHTPALMH H TEepaneBTHYHHA U HEXC/IAaHUTS
edeKTH Ha rAJIaHTAMHH.

DapMaKOKHHETHKA NPH ONpEAENCHH Py IH NALMCHTH
ITpy NauMeHTH ChC CPpeHHU 10 TEXKKH HapyIUeHH: Ha YCPpHUA apob, croitnocTute Ha AUC ce nosHIIaBar

1o 37-67%.

Ipn NAUMEHTH ChC CPEAHOTEXKH HapylUeHWsd Ha HCPHUA apo6, KIMPBHCHT HA TaJaHTaMMH CC
NOHWKAaBa ¢ oKono 25%.

JIaHHHTE OT MPOYYBAHHATA NOKA3BAT, 4e NPH NALMEHTH C MOHIDKEH IIMPBHC Ha KPEATHHMH € BE3MOXKHO
3a0aBsiHe Ha eIMMHHMPAHETO HA rajlaHTaMHH. |
[L1a3sMeHHTE KOHIIEHTPALMY Ha rajJaHTaMHKH Ca Mo-BUCOKH € OKOJO 30-40% npH nauMeHTH B CTapuecKa
BB3pacT (Hag 65 rolMHH).

He ca ycTaHOBEHH ITOJIOBH H PacOBH PasjIH4HA BEB (papMaKOKHHETHKATa Ha rajlaHTaMHH.

5.3. [IpeaAKNHARYEH JaHAH 32 0€30MACHOCY

HeknWHHYHMTE [aHHH He MOKAa3BaT OCOOCH pHCK 33 XOpa Ha GazaTa Ha KOHBEHUHOHAJIHHTE
$apMaKOOTHYHH TPOYuBaHMA 3a 06e30MacHOCT, TOKCHYHOCT TpH  MHOTOKPATHO puIaraxe,
FEHOTOKCHYHOCT, KAPUWHOTEHEH [OTeHLMAN, pPenpoAyKTHBHA TOKCHYHOCT H TOKCHHHOCT 34
pa3sBHTHETO.

[Mpu u3caeBaHe HA XPOHHYHATA TOKCHYHOCT Ha rajlaiTaMiH Nepopaiiho B noam ot 0,25; 0,5; 1 mg/kg
rerno; noaxkoxHo - 0,125; 0,5 mg/kg Terno B NPOAWDKEHHE HA 6 MeceLia Ha MoJ0BO 3penn Wistar
[UIBXOBE, He ca HabmonaBaHu OHOMETPUUHH, OHOXWMHYHH, XEMATOIOTHYHH H MOp@dOIOrHYHH
OTK/IOHEHHs OT HopManHuTe napamerpy. [pouecure Ha OPEMEHHOCTTA M PAXIAHETO €2 NPOTHYANTH
HopManHo. He ca ycTaHOBEHM CTATHCTHHYECKH 3HAMMH pa3nti B 00110TO MOBENEHUE, B CPABHCHHC
¢ KOMTpOJIHATA Tpyna, ¢ W3KIIOYeHHe Ha MOBHIUCHA ABHraTe/IHAa aKTHBHOCT 34 OKOJIO 2 4aca cnea
APUNOXKEHHETO HA MO-BHCOKHTE N03H. M3N0N3BAHMTE JO3H Ca CKBHBAICHTHH Ha CPeAHO TEPaneBTHYHH
IHEBHM [O3W, TpWIAraHd NpPH XOpa, pasfeNeHd PECNEKTHBHO HAa CAHOKPATCH IBYKpaTeH M
YEeTHPHKPATEH MPHEM.

6. PAPMAIIEBTHYHHA JAHHHU

6.1. CoschK HA NOMOILIHHTE BemeCTBA
Hatpuer xnopun
Bozaa 3a HHXKEKLU#

6.2. HechbBMEeCTHMOCTH
To3u sekapcTBeH NMPOAYKT HE Tpsa6Ba Aa ce CMECBa ¢ IPYrH ICKApCTBCHU NPOLYKTH.

6.3. Cpox Ha roasoct
5 rOAUHH.

6.4. CnenHa/igg ycjioBHE HA CHXpAHEHHE
Ila ce CbXpaHsBa B OpPMTHHATIHATA ONAKOBKA [IPH TeMIepaTypa oA 25°C.




6.5. Bua ¥ chAbpXKaHHe HA ONAKOBKATA

AMITY/IH OT 6e3LBETHO HEYTPANHO CTHKIO (tun 1, ¢ BMecTHMOCT 1 ml).

10 6pos aMITy/Id ca NOCTaBEHH B gnucrep ot PVC-¢donuo.

Beexu 6nuctep (10 amnynu), NPHAPYIKEH C JIACTOBKA 3a MallHeHTa Ce MOCTaBsk B KapTOHCHA KYTHS.

6.6. CienHANRH NpeAna3HE MEPKR NPH H3XBLPJISHE H pabora
HaMma cneMaTHyi H3MCKBaHHAL.

7. IPHUTEXATEJL HA PAZPEIIEHHETO 3A YIIOTPEBA
ITAHCOH-BI' OO,

yn. ,,Oren Tancui™ Ne 26

2400 rp. Panomup

Boarapus |

Ten.: 024519300

email: office@danhson.com

8. HOMEP HA PA3SPEIIEHHMETO 3A YIIOTPEBA

PerucTpaliOHEH HOMEP! 20200189

9, TATA HA ITHEPBOTO PAZPEIIABAHE/MIOTHOBABAHE HA PA3PEIIEHHUETO 3A
YIHOTPEBA

JlaTa Ha TEPBO pa3spellaBasc. 20.10.2020
J{aTa Ha NOC/IEHO MOAHOBABAHE: 01.08.2025

10. IATA HA AKTYAJM3HUPAHE HA TEKCTA
asrycr 2025r.




