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KPATKA XAPAKTEPUCTHKA HA HPOAYKTA

6A08/ 17 -1- 202

1. UME HA JIEKAPCTBEHMHA ITPOAYKT

[TAJIAHTAMMUH JIC 10 mg/ml uHKeKUMOHeH pa3TBOp
GALANTAMIN DS 10 mg/ml solution for injection

2. KAYECTBEH A KOJIMYECTBEH CBCTAB
Beska amnyna or 1 ml MHXKEKLMOHEH pa3TBOP ChAbpKa AKTHBHO BELIECTBO TrajlaHTAMHUHOB

xuapobpomua (galantamine hydrobromide) 10 mg.
3a MbJIHHUA CITUCHK HA MOMOIIHUTE BelllecTBa, BHKTe To4yKa 6.1.

3. IEKAPCTBEHA ®OPMA

MHXeKLIMOHEH pa3TBOpP
bucTbp, Oe3userTeH 10 0J1€10 KBJT pa3TBOP.

4. KIMHUYHHU JTAHHHU
4.1. TepaneBTHYHH NOKa3aHHA

HespoJiorus
e 3al0onaBaHus Ha nepudepHaTra HepBHaA cuUcTeMma (IOJUPAJAUKYJIOHEBPHT, PAJAUKYJIOHEBPHT,
HEBPHT, MTOJJMHEBPHT, MOJUHEBPOIIATHH);
e |epebpanHa napajinza (CbCTOAHUA CJ€J MO3BbYEH MHCYJT, JETCKa uepeOpasiHa mnapaiuza);
HapylueHus Ha HEpBHO-MYCKYJIHMS CHHANC (MUACTEHHS FPaBUC, MYCKYJIHA JUCTPOGHUA);
® CBCTOSIHHUS, CBBP3aHH C YBPEKJAHUSA Ha MpeaHHUTE poryera Ha rpbOHa4YHUA MO3BK (cien
MOJIMOMHEJIUT, MUEJIUT, CITMHAJIHA MYCKYJIHA aTpodust).

AHeCTe3HOJIOTHSl H XHPYPrus
e 3a npemaxBaHe edeKkTa Ha HEJEernoJis3UpallluTe HEPBHO-MYCKYJIHH OJIOKEPH M 3a JIeYEHHE Ha
Cle0NepaTUBHU Nape3y Ha TbHKUTE YepBa U MUKOYHHUS MEXYP.

TOKCHKOJIOTHA
® [IpH OTpaBsHE C AHTUXOJIMHEPIULIH.

Ou3znorepanus
e jioHOGOpPETHYHO NPH HEBPOJIOrHYHH YBPEKIaHHUA Ha nepH(epHaTa HEpBHA CUCTEMa, EHYPE3HC
HOKTYpHa.

4.2. {03MpOBKA H HAYHH HA NPHJIOKEHHE
Jlo3upoBKarTa U NnpoAb/DKMTEIHOCTTA Ha JIEYEHHE ¢ rajlaHTaMUH 3aBUCAT OT TEXKECTTa Ha CUMIITOMMTE

H HHIHWBHAYA/IHATA HYBCTBHTEC/THOCT HA MNNAUHUCHTA KbM JICHCHHCTO.

HauyuH Ha npuioKeHue
["anantamun JIC MHKeKLIMOHEH pa3TBOP ce Mpuiiara rnojaK0oxKHO, HHTPaAMYCKYJIHO WM MHTPaBE€HO3HO.

["ananramun JIC noa gopmaTa Ha MHAKEKLIIMOHEH Pa3TBOP CE€ MU3II0JI3BA 3a KpaTKOTpau

KbM npuiioxkenue Ha ["ananramun JIC noa ¢popmara Ha TabieTkw., / |
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Ilo3upoBKa

HeBpoaorns

Bu3pacTan

O6w4aiiHo ce npunara B gosa 0,03-0,28 mg/kg.

[penopbuKTenHaTa HayalHa ao3a e 2,5 mg aHeBHo. JIHeBHaTa 1032 NOCTENEHHO ce NOBUIIABA Npe3 3-
4 1HM ¢ o 2,5 mg, pasAeneHa Ha 2 0 3 paBHHM A034. MakcHUManHaTa €JHOKpaTHA 1034 3a Bb3PACTHU €
10 mg noakoxHO, a MaKCMMaIHaTa AHeBHA 03a € 20 mg.

[leanaTpuyna nonmy. 1anus

[Ipn nena nosuposkara Ha ['anantamMuH JIC MHXXEKUHOHEH Pa3TBOp Ce ONpelesis OT JieKap, crnopen
TeJIECHOTO TErJIO Ha J€TeTO B KHJIOTPaMHU, TEeXKeCcTTa Ha CHMIITOMHTE H HHAMBUAYATHATa IOHOCUMOCT
KbM JiedyeHueTo. [Ipunara ce nogkoXkHO B ClieAHUTE AHEBHH 03!

Heua or 1 no 2 roaunu: 0,25-1 mg.

Ilpn neua Han 3 roguHy ce npunara B ao3sa 0,03-0,28 mg/kg wnn:

ot 3 mo 5 roaunu: 0,5-5 mg;

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

ot 9 no 11 rogunu: 1-10 mg;

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

Hap 15 ropuuu: 1,25-15 mg.

AHecTe3HONOIHNA, XHPYPIEA H TOKCHKOJIOTHS

Karo aHTHKypape areHT 4 aHTHIOOT NPH Npedo3upaHe C NepudepHH HEACTIONAPU3IHPALIH HEPBHO-
MYCKYNHH OnokepH, ['anantamuH AC ce npunara vHTpaBeHO3HO B no3a or 10-20 mg anesno. [lpu
CIeIoNepaTUBHH Mape3yd Ha CTOMAIUIHO-YPEBHHMA TPAKT M NMUKO4YHHA MEXYpP €€ Npuiara MogKoXHO,
WHTPaMYCKYJTHO HJIM HHTPABEHO3HO B J03H CIOpe Bb3pacTTa, pa3aeneHy Ha 2-3 TbTH AHEBHO.

Bu3pacTHH
Obuuaiino ce npunara 8 ao3a 1,25-15 mg.

- HEI[H&TPH YHA [nomyJanun

[Tpu neua aozupoBkara Ha [anantamMuH [JC MHEOKEKLIMOHEH Pa3TBOP c€ ONpEneas OT JeKap, crnopen
TEJIECHOTO TETJIO HA AETETO B KMMOTPAMM, TEKECTTA Ha CUMIITOMHTE H HHAMBUYANTHATA [IOHOCHMOCT
KBbM NeueHKeTo. [Ipunara ce HHTPaBeHO3HO B CIEAHHUTE JO3H:

Heua ot 1 po 2 roaunu: 0,25-1 mg, B
IIpu neua van 3 roguuu NanaHramuH JC HHKeKUMOHEH pa3TBOp ce npuiara B ao3a (,03-0,28 mg/kg

WIH:

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

or 6 go 8 rogunu: 0,73-7,5 mg;

or 9 g0 11 rognnm: 1-10 mg;

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

Hag 15 roaunu: 1,25-15 mg.

Puznorepanas
HonodopetnuHo - 2,5 10 5 mg ranaHTaMHH (IIp¥ rojIEeMMHa Ha eNeKTpUYECKHA TOK OT 1 10 2 mA) 3a
10 munyTH 3a nepuoa 10-15 aum.

ITauueHT! ¢ HapylleHa 4yepHOAPoOHA (QYHKLMA: NMPU MALMEHTH C YMEpPEHO YBpeaeHa uepHoapoOHa
¢yHxuus (7-9 crenen no Child-Plough) e Bb3M0XHO na3zMeHMTE KOHUEHTpALIMK Ha rajlaHTAMMH J1a ce
NOBULLAT, NOPAAH KOETO Ce NpenopbhUYBa peiAyLHpaHe Ha JHEBHATa fo3a 10 15 mg. Ynorpeéata pa
raJJaHTaMMH 0OpM TNaldUeHTH ¢ Texkka u4epHoApoOHa HemoctaTbuHOCT (ChildsPlc
NPOTHBONOKA3aHa (BXK. TOUKa 4.3). »

[TauueHTH ¢ HapyweHa 6B0peuHa pyHKUNA: ralaHTAMMH H HErOBHTE MeTaboHTH ¥
6v6peruTe (BXK. TOWKa 5.2). Ilpu nauuenTy ¢ ymepeHa 0b0peuHa HEJOCTATBYHOCT )



HageuilaBa 15mg naHeBHo. [lpu naumeHTH c Texka ObOpevyHa HEOOCTATBYHOCT (KIHPBHC Ha
kpeaTHHHHA rnog 10 ml/mun), ynotpebara nHa I"'ananramuu JIC e npoTuBonokasaHa.

4.3. IIpoTABONOKA3ZAHNS
® CBPBXYYBCTBHTEIHOCT KbM AKTUBHOTO BELLECTBO MM KBbM HAKOE OT NOMOILHHTE BellecTBa,

1W36poeHH B TouKa 6.1;

TexKa ObOpeyHa HegoCcTaTHbYHOCT (KIMPBHC Ha KpeaTUHHHA 1o 10 ml/min);
TexKKa yepHoapobHa HepoctaTh4HOCT (Child-Plough >9);

OpOHXMATHA aCTMa;

Opanuxapaus; AV-6mok;

UCXeMH4YHa OonecT Ha ChpLETO;

TexKKa cbpeuna HeaocTaTb4HOCT (III-1V crenen no NYHA);

ENMUJIECTICHA;

XHMEPKUHE3HH.

4.4. CnenuajIHn npeaynpexkAc¢HAs B NpeANAa3HH MePKH NpH ynorpeda

[Topangy cBoeTo GapMakonOrMyHO JAeHCTBUE 1NApaCUMNATHKOMUMETMIIMTE MOraT [a OKaKar
BaroTOHUYHO IeHCTBHE BBEPXY chpaeyHHs puThbMm (bpanuxkapams, AV-6nok). [Io tasm npuynHa ce
H3HCKBAa BHHMAHHE TpH NpUIarade Ha ralaHTaMMH ITPH NaLHHEeHTH CbC CHHAPOM Ha OOMHHMA CHHYCOB
Bb3€7d WM APYrH HaJKaMepHHM HapylIeHHUS Ha ChpAeuHHaTa NMPOBOAHMOCT, KAKTO M IPH MallHeHTH,
W3MOJI3BAIUM SAHOBPEMEHHO JIEKAPCTBEHU BelllecTBa, 3a0aBAIlU 3HAYUTETHO CHPACYHHSA PUTBM, KATO
IUTrOKCHH UM Oeta-6i0Kkepd WAM NMPH MAalLHEHTH ¢ HEKOPHTUpaH eNeKTpoJuTeH OanaHc (Xxunep- HiIH

XUITOKAJTHEMHS ).

[Topaau XONHHOMHMETUYHOTO CH JE€HCTBHE raJJaHTaMHH MOX€E a MOBULIM CTOMAIHATA CEeKpelks U 1a
NpeaH3BHKa HEXKENaHU TeKapCTBEHH PEAaKLIMH OT CTpaHa Ha CTOMAalHO-4YpeBHHUA TPaKT. [1o-BHCOK pHCK
CBHILECTBYBA NMPH MALMEHTH ¢ aHaMHe3a 3a A3BeHa OonecT, npe3 BB3CTAHOBHUTENHHS MepHol Cllel
OMEpallid Ha C¢TOMaxa M [pH NAlUEHTH HAa EJHOBPEMEHHO JIEYEHME ¢ HECTepOHMIHH
NMPOTHBOBB3NMANHUTENIHN [IeKapCTBEHH MPOAYKTH. IIpH npoBexnaHe Ha jeyeHWe C ralaHTAMHH, TE3H
mauMeHTH TpaOBa na 6BAAT NpocneasBaHM 3a CHMITTOMH HAQ aKTHBHO MJIH OKYJITHO CTOMALIHO-YPEBHO

KbpBEHE.

[NanaHramMuH TpabOBa na ce HazHayapa ¢ BHUMAaHHUE TP TALUMEHTH C XPOHHYHA OOCTPYKTHBHA
benoapobHa bonecr.

He ce NPENOPHUBA HAZHAYABAHETO MY TIPH INNIALIHCHTH CbC 3aTPYAHCHHA B YPHHHUHPAHETO, CAEA CKOPOIIHA
PE3CKLIUA Ha INPOCTATHATa XKJIE3a UJIN NMHKOYHHA MEXYP, KAKTC H IIPpH ONCPATHBHH HHTCPBCHLMH 11O

Mbhj1IHA aHCCTC3HA.

XONMHOMHMETHLIMTE MOraT Ja mNoTeHUMpaT edekTa Ha HEPBHO-MYCKYJIHHTE OJokepd oOT
CYKLIHHWITXOJIKHOB THIT 110 BpEME Ha aHECTE3HA.

HPH JTEYEHHETO € XOJMHHECTCPA3HH HHXHGHTDPH, BKJIOUHTCIIHO raJlTaHTAMHUH, B OTICJ/IHH CJIYUaHd MQXKE
Ia ce HabnoAaBa NOHWKABaHe Ha TENECHOTO Terno. B rakuea ClivyyaHn € HeoDXOMMO Aa ce KOHTPOJIHPA
TENIOTO HA NALIUEHTHTE.

[TapaCHMNaTUKOMHUMETHULIUTE IPUTEKABAT M3BECTEH I[IOTEHLMAN 3a NPEAU3BHKBAHE Ha TI'bpUOBE.
[loBHineHa repyOBaTa aKTMBHOCT ce HabmoaaBa npu nauueHtH ¢ Gonectra Ha AnuxaiiMep. B peaku
CIyYad NMapacMMIAaTHKOMHUMETHLIMTE MOTaT A2 NMOBHUIUAT XOJMUHEPrHYHHMS TOHYC M Ja
BJIOLIABaHE HA CHMIITOMHUTE Ha MapKHHCOHHU3BM.

["'anaHTaMHH TpHGBE Aa CC INpyujara € BHUMaHHC H B NNO-HUCKH A03H IIPpH NIALHCHT
HCOOCTATBHHOCT, CIOpCA CTOHHOCTHUTE Ha KpCaTHHHHOBHA KIITUPBHC,

Mo
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JlekapcTBeHUST NPOAYKT Chabpoica No-mManko oT 1 mmol HaTpuit (23 mg) B eiHa 1034, T.€. IPAKTHYECKH
HE ChIbpaKa HATPHH.

4.5. BzanmogeiicTBHe ¢ JpYrH JIeKapCTBEeHH NPOAYKTH B APYrA GOpMH HA B3aHMOJCHCTBHE

DapmaxkoOUHAMUYHU JEKAPCMEEHU 83AUMO0CUCMEUA

[Ipy enHOBpEeMEHHC NPHIOXKEHWE Ha ranaHTaMHH C JpYTH XOJIMHOMUMETHLIM (TakHBa Karto
aMOE€HOHMYM, IOHENPE3UJI, HEOCTUr MHH, NMHPUAOCTHIMHH KITH CHCTEMHO NPHJIAraH MAJI0KapIHH) MOXe
Ia ce Habmopnaea yCHBaHe Ha XOITMHOMHMETHYHOTO UM ACHCTBHE, MOpaaH KOETO T¢ He TpadBa fa ce

NpHIaraT ¢ THOBPEMEHHO.

[anaHTaMMH aHTAaroHHW3Wpa AeHCTBHETO Ha AHTUXONWHEPrHYHH cpeiacTBa (aTponMH U noaodHH
cyOCTaHLiMM), XEKCaAaMETOHMH M Jpyrd raHrnuoOnokepH, HeNeNoNApHU3HpallH MHOPEITAKCAHTH

(TyOOKypapuH).

B13MOXKHH ca B3aMMOAEHCTBUA Ha rajJaHTaMHH NPU €JHOBPEMEHHOTO MY MNPHIOKEHHUE C JIEKApPCTBA,
KOMTO MpenM3BHKBAaT 3abaBdHe Ha CHpAEYHUA DHTBM, KaTo HalpUMep AMIOKCHH, Oera-Oiokepw,
ONOKEPH Ha KAJILIMEBUTE KaHAIM ¥ aMHOIApOH.

[TpokavHaMua, YHETO ACHCTBUE CE AB/DKM YACTHHHO HA AHTHXOTUHEPrUYHATa MY aKTHBHOCT, He Tpa0pa
Ia ce ynorpebasa eJHOBPEMEHHO C rajJaHTaMUH, ThH KaTo TOH MOXE Jla aHTaroHM3Upa TepaneBTHYHNA
My edexT.

AMHHOIMTMKO3HANTE (FeHTAMHLWH, aMHKallMH) MOrar Ja HaMaisT TepaneBTHYHHA e(deKT Ha
raJaHTaMHH TIpY myasthenia gravis.

JleficTBHEeTO Ha JeNONAPHU3HPALIHTE HEPBHO-MYCKYNHM OnoKepH (CykcameTOHHH) Moxe na O6wbae
YCHJIEHO 1IPM €QHOBPEMCHHO IPHUIIOKEHHE ¢ TaJIaHTaMHH, 0cODeHO B ciyvauTe Ha AedHLIMT Ha
NCEBROXOJHMHECTEpasa.

DapmaxoxunemuyHU 83AUMO0EUCMEUA

ITpu enHOBpEeMEHHO TIPUIOKEHHE ¢ XpaHa ce 3abapa CKOpPOCTTa Ha pe3opbuuaTa Ha rajJlaHTaMHyH, HO He
ce MOBJIMABA CTENEHTA Ha pesopbuuaTa My. [Ipernopsusa ce MpHEMaHe Ha JIEKAPCTBEHHA MIPOAYKT 10
BPEME Ha XPaHEHE, C LieJl HaMallgBaHe Ha BL3MOXKHUTE HEXKeNIaHH XOJTMHEPIUYHH e(PEeKTH.

["anautamMuH ce MetaGonusupa oT uepHoApobHuTe H30eH3IUMH CYP3A4 n CYP2D6. JlekapcTReHH
BEIECTBA, KOUTO C€ METabOIM3UPAT OT ChIKMTE U30EH3UMH, MOTr'aT Ja B3aHMOJAEHCTBAT C ralaHTaMUH
Ha ¢dapmMakokuHeTHUHO HHBO. HHxuburopure Ha CYP2D6 (XuHHAMH, MapOKCETHH, (PITYOKCETHH) WIH
CYP3A4 (keToxoHAa307, 3MA0BYAUH, PATOHABHUD, EPUTPOMHUIIMH) MOTaT Ja MOBJIMAAT Ha MeTabou3Ma
Ha rajlaHTaMHH H Aa NpeAn3BUKAT NMOBHILIABAHE HA IU1a3MEHAaTa MY KOHLIEHTpalMsa UM ChOTBETHO HA
OvoHamMyHoCcTTa MY. B TE€3H Ciyyan ChILECTBYBA MOBKILIECH PUCK OT NOABA HA HEXEJIAHH JIEKAPCTBEHH
peaKiMH, MOPaJN KOETO Ce NPENopbUBa MOHWKABaHE Ha MOAABbPKALIATA A03a FAIAHTAMMH,

LlnmMeTHanH MOXe 1a MOBUIIH OHOHATMYHOCTTA Ha raJlaHTaMHH.,
['anaHTaMMH He OKa3Ba BIAMAHHE BbPXY PapMaKOKHHETHKATa Ha Bap(papuH.
4.6, PepraanTeT, 6peMEHHOCT H KhpMEHe

bpeMeHHOCT

HsaMa nocTaTh4yHO KIMHMYHHM JAaHHH 3a 0€30MacHOCT OT MpUIaraHeTo Ha rajaHTaM
OpeMEeHHOCT, Nopanu KoeTo ynorpebara My He ce NpenopbyBba.

KnpMmeHe
HsaMa naHHH 3a eKCKpeTHPaHETO HA ralaHTAMHH B KbpMaTa. He ca u3BLpLIBaHH



BLPXY KbPMELIH XKEHH, 3aTOBA HE Ce MPENOpbUBa MPUIIOKEHHE Ha NPOAYKTA B [IEPHOA HA KEPMEHE.

QepTHIUTET
EKCcniepyMEHTATHUTE NMPOYYBAHHA IIPH )KUBOTHU He TTOKA3BAT HEMPAKO WIIH ITPAKO BPEAHO BB3eHCTBUHE

BbpPXY OpeMeHHOCTTa, eMOpHOHATHOTO/PeTanHO pa3BUTHE, PaXKAAHETO HIIH NOCTHATA/IHOTO Pa3BUTHE.
(Bk. TOUKa 5.3).

4.7. EdexTn BbLpXY cnocobHocTTA 32 modHpaRe H paboTa ¢ MAINHHH

['ananTamun JIC MOXxe na npean3BUKa HapyLICHHE HA 3PEHHUETO, CHHIIMBOCT, CBETOBBPTENK, 0C0beHO
HAYaI0TO Ha JedyeHHeTo (BXK. Touka 4.8). B Te3u cayuan ce npenopbyuBa H3bArBane Ha wWioHpaHe H
paboTa ¢ MallIMHH.

4.8. HexxelaHH JIEKAPCTBEHH peaKIlHH

Hexenanure nekapcTBEHM peaklUMHM ca KIacHOHLMpaHH NO 4ecToTa H MO CUCTeMa-opraH-Kiac.
Yecrorata no MedDRA orrosaps Ha: MHoro vectd (>1/10), yectu (>1/100 oo <1/10), Heuectu (>1/1
000 no <1/100), peaxu (>1/10 000 mo <1/1 000), mHoro peaxu (<1/10 000), ¢ HeuspecTHa yecToTa (OT
HaIMYHUTE JaHHH HE MOxe Ja Oble HanpapeHa OlLieHKa):

Cucrema Opran  [HexesaHa peaknus
Knac

YecTOTA

Mpnuoro YecTH Hedgectn Peaxn
9€CTH

Hapymenus na CBPBXYYBCTBHTEIHOCT
HMYHHATA CACTEMA

Hapymenns Ha 3aryba na anetur |[lexunparauus
MeTafo/IH3MA H

XpaHeHeTOo AHopekcHd

INcuxuuan XaMOUHHAUMH  |3pUTeNTHH XamiOLHHALMH
HApYUIeHHS CIIYXOBH XaIIOLUMHALHH
I N fempecus |}

Hapymenus na 3aMakiBaHe [lapacTe3un

HePBHATA CHCTEMA |

ICOMHGHEHTHOCT Jucryesus
4

|CuHkon XunepcoMHus

Tpemop

['naBobosue |

Jeraprus |
Hapymenns na | 3aMBINIEHO 3pEHHE
omre | i
Hapymenus Ba TuauTyC
YXOTO H
nabapaBTa - |
Conpaeunn bpanukapaous CynpaBeHTPHKYJIHH
HApPYIIeHHd €KCTPACHCTOJIH
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HApYIIEHH S

[ToBprane
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Hapymenna Ha
KOXKATa H
NOAKOXNHATA
ThKaH

Hapymesnus Ha
MYCKYJIHO-
CKeJIeTHATA
CHCTEMA H
cheAHHRTEIHATA
ThKaH

Ob6mH HapyIIeHUA
in edpexTH HA
MACTOTO HA
rIlpHJIO}REHHE

HicreaBanps

AOIDOMHHAHH [lopnurane

DONKH

AOIOMHMHAITHH
O0IKH B ropHaTa
4acT, JUapuA

Hucniencus

CromMalieH
AUCKOMPOpPT

I‘-IpeaeH
IHCKOMGBOPT

XUInepxuaposa

MyckynHa crabocT

- —)
3acUnBaHe Ha

YypeBHaTa
[EPHCTANTHKA

XernaTuTu

CHHAPOM Ha
Stevens-Johnson

Octpa
reHepanu3upaHa
MycTYy/03a
Epurema
MYITH(hOPME

boika Ha MACTOTO Ha

YMopa
WHXXEKTHpPAHE
AcTeHns
B1B3MOXHH ca MECTHH
Cnabocr pPeaKuHH NpH
{rIapeHTepaTHO
BBBEKIAHE.

IIoHkapaHe HA {I[loBHIlIeHH CTOHHOCTH
TEJIECHOTO TeIJIQ |Ha YEPHOAPOOHHUTE
eH3UMHU
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BhL3IHHKHAJH B
pe3y.aTaT HA
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CroblaBaHe Ha MOAO3UPAHN HEKENAHH PEAKLINH

CrobiaBaHeTo Ha NMOAO3HUPAHN HEXKENIAHN PeaKLMH Cliell pa3peluaBaHe 3a ynorpeba Ha JeKapCcTBEeHHA
MPOAYKT € BaxkHO. ToBa MO3BOJIABA Ja MPOAb/DKH HaOMIOAEHHETO Ha CHOTHOHIEHHETO TOJI3a/PHUCK 34
JIEKApCTBEHHUSA MPOAYKT. OT MEIULIMHCKHTE CNELMANTHCTH CE M3UCKBA Aa choOLIaBaT BCSKa MOA03MpaHa
HeXXenaHa peakums upes.

HanbsnHUTENIHA aTeHUMA MO JIEKapCcTBaTa

ya. ,,JdaMsaH ['pyeB” Ne 8,

1303 Codus,

Ten.: +35928903417,

yebcaliT: www.bda.bg

4.9. Ilpeposupane

Cumnmomu

[Ipy3HauMTe ¥ CHMIITOMHTE Ha NPEN03HPaHe ¢ ranaHTaMMH €a CXOJHH C Te3U Ha Mpe03HpaHe ¢ APYrH
napacuMIiaTHKOMMMeTHUH. Te3u edextH obrkHoBeHo 3acaraT LIHC, napacumnaTHkycoBaTta HepeHa
CHCTEMA U HEPBHO-MYCKYJIHHTE cHHAncK. OCBEH MYCKyJiHa cnabocT WiH GaclMKyNalud, MOXKeE J1a ce
NPOABAT HAKOW WIM BCHYKH MIPU3HALM Ha XOJMHEpPrdyHa Kpu3a: H3pa3eHO rajeHe, IMOBpPBIIAHE,
cracTyyHd GonkM B obnactra Ha Kopema, AMapHs, CAKOHOOTAENAHE, ChjI3eHe, MOBHUIIEHO IOTEHE,
Opagukapaus, XUIIOTEH3UsA, Kojlanic W rbpuyoBe. H3pazeHaTta MyckynHa c¢nabocT, 3aeiHO ¢
XHMNEpCEeKpeLHd Ha JMraBHUaTa Ha Tpaxeara U OpoHXocnasbM, MOXKE Aa [AOBEAAT IO OCThp
peCIIUPaTOPEH IUCTPEC CHHAPOM.

Jlevenue

HeobxonuMo € na ce KOHTpONMpar peclMpaTOPHHUTE M CHPASYHO-CHAOBH (QyHKIHH. Jleueuwero e
CHUMITTOMATH4HO.

KaTto aHTMIOT MOXe 1a c€ B3MOoJI3Ba aTpomnuH B f03a ot 0,5 10 | mg BeHO3HO H J03aTa Aa Ce NMOBTOPH
B 3aBHCHMMOCT OT KJIMHHYHATA CUMITTOMATHKA.

5. PAPMAKOJIOTHYHHN CBOMCTBA

5.1. PapmMakoAHHAMHYHHE cBoHcTBA

dapMakoTepaneBTU4YHA rpyna: AHTHAEMEHTHH. AHTHXOJHHECTEPA3HH.
ATC xon: NO6DA0O4

MeXaHH3bM Ha NeHCTBHE
['TananTaMuH € TPETHYEH alKalloMJ OT IpylaTra Ha NapacHMIIATHKOMHMETHLIHTE C HHAHPEKTHO

aeicTere. ToH € CesleKTHBEH, KOMMETHTHBEH H o0paTHM MHXMOMUTOP Ha aLETHIXOJIMHECTepasara.
IIpeausBrKBa NMOBHUIIABAHE HUBATA Ha ALCTWIXONWH B LICHTPaJHAaTa HepBHA CHcTeMa. OCBeH KaTo
oOpaTUM MHXHOHMTOpP Ha aLETWIXOMHHECTEPA3aTa, AeHCTRa U KaTO aloCTepHUYeH MOTEHI[HPALL JIMTaH/
BbpPXY HaH-pasnpoCTpaHEHUTE B LIEHTPAJIHATA HEPBHA CHUCTEMAa HHKOTMHOBH alleTHJIXOJIHHOBH
peuenTopH ot noaTHn alphad/beta?, [Topuuiasa M 4yBCTBHTETHOCTTA Ha HQCTCHHEHTHHH MTRNIORY
KbM auUeTHNXoJHH. lanaHtamMuH npemMHHaBa mpe3 Xxemato-eHuedanHata Oapue g‘ﬂf& 99
npoeexaaHeTo Ha UMNyacH 8 LIHC u yckopssa Bbp30yanure npouecu. IloBuinag: / VP ;
XOJIMHEprUYHaTa CUCTEMA, B PE3YJITAT Ha KOETO ¢€ NOA0OpABaT KOTHUTHBHHTE (QYH]

B cpaBHeHME ¢ HEOCTHIMMH, TrajlaHTAMHH OKa3Ba 3HA4yMTENHO no-cnabo
MYCKapHHOBHTE pELIENTTOPH.




dapMakoAUHAMHYHY eeKTH

VnecHssa BB30yOHATA NIPOBOAHMOCT B HEPBHO-MYCKYJHHTE CHHANCH H BB3CTAHOBABA HEPBHO-
MYCKYJIHATa MPOBOAMMOCT, Korato € 610kupaHa OT HeJenospHU3upalid HEPBHO-MYCKYJIHH OJIOKEpH.
[TorMIIaBa TOHYCZ Ha FMAaAKaTa MyCKyJIaTypa H YCHIIBA CEKPELIMATA HAa XPAHOCMIWIATETHUTE H MOTHUTE
KJ1e3HU M MIpeIU3BUKBA MHO3A.

KnunnyHa edHkacHOCT U 6e3onacHOCT

Cuura ce, Ye NPUIOKEHHETO Ha MapacHMIAaTHKOMHMETHLIH € CBBLP3aHO C PUCK OT Pa3BHTHE HA MbPYOBE
(BBIIpekH, ye He ca HabnromapaHu npu ranaHTaMuH). ToBa Hanara CTPUKTHO HabMOACHHE HA NALWEHTH
¢ 6Gonectra Ha Anuxaimep, NpH KOWTO PUCKBT OT TIOSBA HA KOHBYJICHH € MOBHILIEH.

5.2. ®PapMaKOKHHECTHYHH CBOHCTBA

["ananTaMKH € anKalHO CheAUHEHHE C HOHM3aLMOHHa koHcTaHTa pKa 8,2. Tok e cnabo nunogunex ¢
Koe(hHLIMEHT Ha pasnpele/icHHe MeXIy OKTaHONI K OydepeH pasTBop, paBeH Ha 1,09. PasTeopumocTTa
MY BbEB BoAa € 31 mg/ml.

Abcopbuus
["anaHTaMuH ce pesopbupa 6BP30 U MBJHO ClIe] NEPOPATTHO NPHAOKEHHE.

He ce ycTaHOBABAT CTATHCTHYECKH 3HAYHMM pa3iMums B cpeanuTe ctoiHocTH Ha AUC nipu nepopanHo.

U NapeHTepanHo NPHIOKEHHUE Ha fo3a oT 10 mg.

buonanuunocTTa Ha rananraMud e 80-100% W e eana M cbllla MpH NEpopaiHKX TEYHH W TBBPIU
NIeKapcTBEHH (POPMH, a CBLIO NMPH NMAPEHTEPATHO H NEPOPATIHO NPUIIOKEHHE.

MakcHMaTHM MJIa3MEeHH KOHLICHTpaLwH ce Habmoaaeat 1-2 yaca cnesl BEBEXAAHETO MY,

[Ipn nepopanHO TNPHIIOXKEHHE HA rajlaHTaAMMH, 3a€OHO € XpaHa B Jo3a oT 10 mg, 3HAaYMTENHO ce
HaMallsBa CKOpPOCTTA, HO HE M CTEMNEHTa Ha Heropara pe3opduus.

Pasnipenenenue

['anaHTaMMH ce CBBP3BA C IU1a3MEHUTE MPOTEMHU B HUCKA cTeneH — a0 18%. To# nmpeMuHaBa JecHO
npe3 xeMarto-eHuedannarta OSapuepa H ¢€ OTKpHBa B MO3bYHWTE TBKAHH B 2-3 NBTH MO-BHCOKH
KOHLIEHTPALHKM OT T€3U B IU1a3dMaTa. O0eMbT Ha pasnpenesieHue € okoyio 173 1.

buotpaHcdopmalus

Ho 75% ot npuno)keHarTa [03a raJaHTaMMH ce MeTabonu3upa B yepHHUs Jpod OCHOBHO OT CHCTEMATA
uuroxpoM P450 (CYP3A4 u CYP2D6). B npoyuBanus in vitro € ycraHoBeHo, 4e CYP2D6 yuacrea B
oOpazyBaHeTo Ha O-aecmeTunranadiTamuH, 8 CYP3 A4 — B o6pasyBanero Ha N-okcua-ranaHrtaMuH. [Ipu
HUCKa €H3UMHA aKTHBHOCT (“J101IM MeTaboMu3aTopH’’) C€ YCTAHOBABAT N0-BHCOKH CTOMHOCTH (10 50%)
HeNpOMEHEH rajlaHTaMUH, B CpaBHEHHE ¢ Te3H npH “nodpute metabonuzaropu™.

OcHOBHHTE MeTabOMUTH eNUralaHTaMWH, FAJITAHTAMHHOH H HOPralaHTAMHKH C€ OTKPHBAT B IJ1a3MaTa M
ypuHarta. Hama naHHH 3a TAXHaTa papMakoIOriiHa akTUBHOCT.

EnumMuHupaHe

BpemeTo Ha MOMYKHUBOT Ha rajJaHTAMHH € OKOJI0 5 4aca. EnNMMUHHpaHeTo OT HEHTPAIHNA KOMITAPTMEHT
¢ no-0bp30 B cpaBHeHME ¢ nepudepHHa. [aJaHTaMMH ce eNMMHHHpPZ OCHOBHO 4pe3 TIJIOMepyHa
dbunrpaums (1o 74+23% 3a 72 yaca) B HermpoMeHeH BHA M oA popMaTta Ha MeTabonnuTH (rajlaHTaMHHOH,
enmuraNaHTaMuH). YCTaHOBEHO e, 4ye ObOpeuHuaT KIUPBHC Ha rananraMMH € okono 100 ml/min, xoeto
e 61130 10 KIHPBHCA HA UHYITHH, PECTIEKTHBHO KpeaTHHHH.

He ce xoHOrUpa B UepHUs Apo0 U »TBYHATa MY eKCKpeLms e HesHayuTeaHa — 0,2+0,1% 3a 24 yaca.

JIMHEHHOCT/HETUHERHOCT
OapMakOKUHETHKATa HA rajaHTaMUH € JIMHEHHAa B rpaHULUTE Ha TepaneBTHYH
HabaaBa KyMynalus cjie MHOIOKPaTHOTO MPUIOKEHHE Ha FalaHTaMHH,
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He e ycTtaHOBeHa kopenauus MexXay IUIa3MEHMTE KOHLUCHTPALUMH U TEPaneBTHYHUS U HEXKENAHHTE
e(eKTH Ha rajlaHTaMHH.

QapMakOKHHETHKA IIPH OIIPERCICHHU IPYNK NALUHEHTH
[Tpu nanMeHTH CbC CpeIHH 10 TEXKKH HapYIICHUA Ha YepHus apob, croiiHocTuTe HAa AUC ce nopHiuapat

no 37-67%.

[Ipy naiiMeHTH CBC CPEAHOTEKKH HAPYLIEHMA HA 4YEpHUA Jpo0, KIMPBLHCBT Ha TajlaHTAMUH Ce
NOHMKaBa ¢ oKoJo 25%.

JlaHHHUTE OT NPOYUYBAHUTA NOKA3BAT, Y€ MPU TTALIHEHTH C MOHIWKEH KIHPBHHC Ha KPEaTHHHH € BB3MOKHO
3abaBsHe Ha ENTMMHHHUPAHETO Ha rajlaHTaMUH.

[InazMeHHTE KOHLIEHTpALMM Ha ralaHTaMHH ca No-BUCOKHK ¢ okono 30-40% npH nauMeHTH B cTapyecka
Bb3pacT (Haja 65 roauHH).

He ca ycTaHOBEHH MONOBH H PACOBH pa3iHuki BLB ()apMaKOKHHETHKATA HA FalaHTAMMH.

5.3. IIpeaxTHHHYAH JAHHH 32 6e3onacHOCT

HexnuHuyHUTE AAHHH HE TIOKa3BaT OcobeH pHCcK 3a XxOpa Ha 0azata Ha KOHBEHLIMOHATHMTE
¢dapmakonorudHi IMpoy4YBaHHs 3a Oe30NacHOCT, TOKCHMYHOCT TP MHOrOKpPaTHO IIpWiaraxe,
NeHOTOKCUYHOCT, KapUMHOTE€HEH IMOTEHLHAJ, pPEeNpoOAYKTHBHA TOKCHYHOCT M TOKCHYMHOCT 3a

Pa3BUTHUETO.

IIpy n3cnenpane Ha XpOHMUYHATA TOKCHYHOCT Ha rajJaHTaMHMH niepopanto B 1o3u ot 0,25; 0,5; 1 mg/kg
Terno; nogkokHo - 0,125; 0,5 mg/kg Terno B npoasmkeHne Ha 6 Mecena Ha IOJIOBO 3pend Wistar
IVIEXOBE, He ca HabnogaBaHu OHOMETPUYHH, OMOXMMHUHH, XE€MATOJMOIMYHM H MOpdhOJOTHUHH
OTKJIOHEHHS OT HOpPMaTHUTE nmapaMeTpH. IIpouecHTe Ha OpeMeHHOCTTa M paKAAHETO Ca NMPOTHYAH
HopMmanHo. He ca ycTaHOBEHH CTATUCTHUYECKH 3HAYMMH Pa3iu4Ms B 001IOTO NOBEAEHHUE, B CPABHEHHE
¢ KOHTpOJIHATa rpyrna, ¢ U3KII0YeHHEe Ha TNOBHIIeHa ABUraTenHa akTHBHOCT 3a OKOJIO 2 yaca cien
IIPHUIOXKEHHETO Ha [IO-BUCOKHMTE N03H. M3non3BaHuUTE 1034 ¢a €eKBMBAJIEHTHH HA CPEHO TepalleBTHYHH
OHEBHH NO3U, NpWIaraHH MNpU XOpa, Pa3nCNiCHW PECNEKTHBHO Ha €AHOKpAaTeH JABYKpPaTe€H M
YETHPUKPATEH IIPHEM.

6. PAPMAIIEBTHYHU TAHHH

6.1. Conchk HA NIOMOMIHHTE BEBIECTBA

Hatpues xnopun
Bona 3a HHxxeKLHUH

6.2. HecLBMECTHMOCTH
He ca nisecTHH

6.3. Cpok ma rogHocr
5 rOoUHM.

6.4. CnenHa/HH YCJIOBESl HA ChXPaHEHHE
Ja ce chxpaHaBa B OpUrHHalHaTa ONAKOBKa NpH TeMaeparypa nop 25°C.
Ha ce ¢bxpaHsaBa Ha MACTO, HEAOCTBITHO 3a JIELia.

6.5. Ben B chabpkaHHue HA OHAKOBKATA
Amnynn ot 6e31BeTHO HeYTpPaJIHO CTBKJIO, THN I, ¢ BMecTiMocT 1 ml. 10 6pos ammyn
onuctep ot PVC ¢donuo. Beeku Snuctep (10 aMmynu), npuapyxeH ¢ TUCTOBKA 3a N4
B KAPTOHEHA KYTHS.

6.6, CneHa/IHH NpeANAa3HA MEePKH NPH H3XBLPJasHE H paboTa
Hsama cnenpanHi H3HCKBaHUA.




7. IPUTEXATEJI HA PASPEINIEHHETO 3A YIIOTPEBA

JAHCOH-BI' OO/
yi. ,,0rent [Tancui™ Ne 26
2400 rp. Panomup

brarapus
Ten.: 024519300,
e-mail: office{@danhson.bg

8. HOMEP HA PA3PEHIEHHUETO 3A YIIOTPEBA

Peructpaumnonex Homep: 20210124

9. AJATA HA ITBPBOTO PA3ZPEHNIABAHE/IOAHOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jlata Ha nmbpBO pa3peluasade: 21.05.2021 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

OKTOMBpH 2024 T.




