MPAJIOXKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHHUA IMTPOAYKT

ANTIALLERSIN 25 mg/ml solution for injection
AHTHUAIJIEP3HUH 25 mg/ml uHXeKIUMOHEeH pa3TBOp

2. KAYECTBEH U KOJITMYECTBEH CbCTAB

Bcsika amimysia ot 2 ml MHXEKIMOHEH pa3TBOP ChAbPXAa aKTUBHO BEIECTBO MPOMETA3UHOB XHAPOXIIOPHI
(promethazine hydrochloride) 50 mg.

[TomolHu BelecTBa: HATPUEB XJIOPUA; HATPUEB CYJIQUT, O€3BOAEH; HATPUEB METAOMCYIIQUT U AP.

3a MBJIHUA CITUCHK HA NMOMOIIHUTE BellecTBa, BHXK Tovka 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxekuHOHEH pa3TBOP.
[Tpo3paueH, Oe3uBeTeH 10 OJ1€40XKDBIT pa3TBOP.

4. KJUHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aAHHA

AHTHaNEP3UH WHKEKUMOHEH pa3TBOP € MMOKa3aH B CICAHUTE CITy4au:

# CUMIITOMATHYHO JIEYEHHWE HAa CHUCTEMHM aJIEprHYHH peakUWMHd - aHaQuUIaKTH4YeH [OK (KaTo
JIOMBbJIHEHWE KbM TepanuaTa ¢ aJpeHadH), cepyMHa Oonect, oTok Ha Quincke, peakuuud Ha
CBPBbXUYBCTBUTEJTHOCT KbM JIEKAPCTBEHU MPOAYKTHU; yXalBaHE OT HACEKOMH; YPTUKApUU C pa3iIMyHA
reHesa, aTONMWYEH W KOHTAKTEH AEPMATHUT, HEYCJIOXKHEHU aJIEPriYHH pEaKUMH OT Obp3 THII, [PU KOMUTO
MPHJIOKEHUETO HA NepopaiHi aHTHAJIEPIUYHH CPe/ICTBA € HEBB3MOXKHO MJIH IPOTHBOIOKA3aHO;

e rajijeHe ¥ TMOBpbINAHE OT Ppa3/IMYHO ECTECTBO, BKIIKOYMTEIIHO MOCTONEPATUBHO I[1OBPbBLIAHE,
NIeKapCTBEHO-HHIYLIMPaHO rajaeHe, 60/1ecT Ha MbTyBaHeTO (TP HEOOXOAUMOCT OT HHTEH3UBHO JIEUEHUE);
® K4TO JOIMBJIHUTEIHO CPEICTBO TNPHU IMpeaorNepaTUBHA U NMOCTONEpaTUBHA CEalUs B XUPYpruaTa U
aKylIepCTBOTO;

e 32 Celalus, MOBJIMABAHE HAa HANPEKEHHUETO, KAKTO M 3a I[PEU3BHKBAHE HaA JIEK CbH T[IpHU
XOCITUTATU3UPAHU BB3PACTHU.

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Hauun Ha npHJIOJKeHHEe: UHTPAMYCKYJTHO WJIM WHTPABEHO3HO.

AHTHAJIEp3UH WHXXEKLIMOHEH pa3TBOp npeau ynorpeda TpsabBa BHUMATEIHO Ja ce Orjie/la 3a HalMuue Ha
MpeLUNUTALMUA WK IPOMEHH B 1IBETA. AKO C€ YCTAHOBAT TAKMBA WU3MEHEHUs, pa3TBOPBLT He TpAbBa Ja ce
H3I10J13BA.

JlekapcTBEHHAT MPOJAYKT He TpAOBa Aa ce ynoTpedsABa MOJAKOXKHO MOPaJAN PUCK OT pa3BUTHE HA HEKPO3a
Ha ThKaHMTE.

CnyuaifHOTO MnorajgaHe Ha MHXKEKUMOHEH pa3TBOP MHTPAaapTEpPHAIIHO MOXE [1a MpeAU3BUKA raHrpeHa Ha
3aCErHaTUA KpanHHK.

UuTpamycKyiiHO: obudaiiHaTa Jo3upoBka € 25—-50 mg abs100Kk0 MHTPAMY CKYITHO.



HUutpaBeHo3Ho: camMo T1IpH BB3pacTHX naumeHTH. [lpH cMemiHd CBECTOAHHA Ce BHBEXAa 0aBHO
WHTPaBEHO3HO ChC CKOPOCT HE moBeue OT 25 mg/min cnel paspexiaaHe o 10 mbTH € BoAA 38 MHKEKLHK
HEMOCPEACTBECHO Npeau ynorpeda.

BnipacTHwn

[Tpu atepruaHu CHCTOSHMA Jo3ara € 25-50 mg u Moxe a ce MOBTOpH cnef 2 Haca.

3a cemanus ce npwiara B DOTHHYHU YC/IOBHA M CaMO PU BB3PACTHH B A03a 25-30 mg.

[Tpemenukauma; 25-50 mg 1 unn 2 yaca npeay onepaTHBHATa HHTEPBeHUUA. MakcuManHaTa €IHOKpaTHA
no3a ¢ 50 mg, a MakcuMaHaTa JHEBHA HapeHTepanHa go3a ¢ 100 mg.

[Tpyn nauueHTN B HalmpeIHAIA BH3PAcT HE Ce TIPENopbYBa [IPOMAHA B JO3UPOBKaTa.

Jlea or S0 12 rogRAR

[Tpemenukaunda: npunara ce AbIOOKO WHTPAMYCKY/IHO B CIEOHWTE €IHOKPATHH Ro3H: CyTpuH mo 0,125
mg/kg (6,25 mg — 12,5 mg) u Bedgep no 0,5 mg/kg. MakcumanHo gJomycTuMara AHeBHa 1032 € 6,25 mg —
12,5 mg.

["anexe ¥ nMoBphlIaHe NpH OOIECT HA NLTYBAHETO: MPHU Aeua oT 6 1o 12 roauHu aosara el2,5 mg.

(ak0 e HeoDX0JUMO UHTEH3IMBHO JICUCHHE).

He ce nmpenopwuBa mpH gena nox 2 roavsu (Bwx 1. 4.3).

4.3 IlporABonoKa3zaHns

- CBPBXYYBCTBHTEIHOCT KbM aKTHBHOTO MITH KbM HAKOE OT NOMOLIHHKTE BELLECTBA,
— TPH MALHAEHTHA B KOMa;

- e/ITHOBpEMEHHO NPHIOKEHHWE ¢ nekapceTsa, noTuckaty LIHC, kato bapOuTypaTi, aHKCHONUTHUMN H
AJTKOXOJI MOpaJH ONMAacHOCT OT 3aABII00YaBaHe HA CeaLMATA;

— eAHOBpeMeHHO neueHue ¢ MAO-unxudbutopu (HeobX0AUMO € 11a UMa HHTEpBAJ OT 14 aHu);

- MpH Aeua roy 2-rojJuilHa Bs3pacT (Bux 1.4.4).
4.4 CoeudHajanu npegynpeXxneHus U NpeANa3Hd MEPKH NpY ynorpeda

- J{a ce n30ArBa MPUIOKEHUETO MY TIpH Jela nojg 2-roaviliHa Bb3pacT NopaJH NOBHIIEH PHCK OT
npeAN3BHKBaHe Ha daTallHA PECTHPATOPHR ACIIPECHS.

- Jla ce n304area ynorpebara My ITpH Iella ¢ NOAO3pEHHE 3a Reye cHHApOM.

— C BHUMaHue TpaOBa J1a ce npuiara nNpu MaUMeHTH B HAMpeAHana Bh3pacT M Aclla Nopaau pHUCK OT
3aCHJIBAHE HA HEXENAHUTE peaKLIMH [IPH THAX.

- ThxaHHO yBpeXOaHe, BKTIOUHTENHO raurpeHa: MHrpaseno3nara nHxexkuus tpabsa na ce npunara
H3IKITIOYHTEIIHO BHUMATEJTHO, 33 Ja ce u3berHe eKCTPaBaizalMd WIIH WHTpaapTepHaliHO HIDKEKTHpaHEe Mo
HEeBHUMAaHHE, KOeTO MOXE Jia JoBelle A0 Hekpo3a ¥ nepudepHa ranrpeHa. Ako MalUeHTHT ce OMUIaKkBa OT
OoJka NnNo BpeMe Ha MHTPAaBEHO3HA HHKEKIIHA, cpeTe He3abaBHO HHXKEKTUPAHETO, Thid KaToO TOBA MOXKE Aa
€ MPH3HAK Ha €KCTpaBa3alud WIH HHTPAAPTEpHANHO HHIKEKTHpaHe no HeBHUMaHMe. MHTpaMyckynHoTo
HIKEKTHpaHe TpAOBa ChINO Aa ce H3BLPIIBA BHHMATENIHO, 33 Aa € M30EerHE MOAKOXKHO HHXKEKTHpaHE 1o
HEeBHHMaHHE, KOeTo MOXKe [1a JIOBeAe A0 JIOKATHa HEKpOo3a.

- UuTpaMycKynHOTO NPUNIOXKEHHE CbINO H3INCKBA MNOBUWIEHO BHUMAHWE, 3a Ja c€ H30erHe
MOJIKOXHO MHKEKTUPAHE 110 HERHUMaHHe, KOETO BOOM A0 JIOKANTHAa HEKPO3a.

- [Topaay nosMieH puck OT (aTanHO MOTHCKAHE HA IUUIAHETO HE CE MPEeloph4YBa IPUIT0KEHHETO
MY TpH NallMeHTH ¢ OCTPM W XPOHWUYHH pecTApaTOpHH 3a00NABaHUA, NPHAPYKEHH C AHXATElHa
HENOCTATRUIHOCT (OpoHXHamHa acTMa, OpoHXUT ¥ OpPOHXMEKTA3UM, ChbHHA amnHes). Moxe ga crecTd
OenonpobHaTa ceKpelrAa U Oa 3aTPYAHH eKCIIEeKTOpaLlMaTa.

— MMa chobmenus 32 (arafeH CUMNTOMOKOMILIEKC, TMOHAKOra HapudaH «MalIUTHEH
HeBPOJIENTHYEH CHHIPOM», CBbp3aH ¢ ynoTpebata Ha NpoOMeTa3HH CaMOCTOATEJIHO WM B KOMOHHALHA ¢
AHTHMCHUXOTUYHU cpeacTBa. KIIHHUYHUTE TIPOABW BKIIOUBAT, XUMEPINHPEKCHA, MYCKYJIHA
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HapylleH MeHWTaneH craTyc M Oene3n Ha aBTOHOMHA HecTabWaHocT (HecTabWieH IyJC MM KPBBHO
Ha/iAraHe, TAXMKapug, H3NOTABAHE, ChbpACYHa APUTMHUA).

- QT wunrepram: Twuh kato ¢eHOoTHazMHWUTEe MoraT Xa yabnkat QT uMHTepBana, ce mpemopn4sa
MOBMILIEHO BHHMaHWE [MpH JIEYEHUETO Ha [MAUMEHTH C H3pa3leHa OpaaMkapAus, CbPAEYHOCHIOBO
jabonfaBaHe, MalMeHTH C HacjleAcTBeHAa dopMa Ha yabkaBaHe Ha QT uHTEpBa/a U CbIIBTCTBALIA
ynoTtpeba ¢ ApyrH MpoXYKTH, BoACIIH 10 yAbinkaBaHe Ha QT uHTepBana.

- H3uckBa ce nmnoBHINEHO BHAMAHHE MOPH HAUHEHTH € TEXKH KOPOHApHH HAapYUICHHA,
XHTIEPTEH3NBHK KPU3H K APYTH ChPAEYHO-CHLA0BH 3a00NIBaHUA.

- Buumartenna ynorpeba npu nmauueHTH ¢ rimaykoMa, 4epHoApoOHa uiin 6b0peuHa HeMoCTaThuHOCT,
XHIEPTPOPHA Ha MpOCTATATA.

— [ToBuiueHo BHUMAaHHE NPH NALMEHTH C EMUIENCHA MOPAIN Bb3MOXHO 3aCHIBAHE HA rbpYOBaTa
CHUMITTOMATHKA.

- BHumaHue npu NauMeHTH ¢ MWIOPO-TYOREHATHA WIH HUTbYHA 00CTpyKUMAL.

- Jla ce mpunara ¢ NOBUIICHO BHUMaHME NMpH anabeTuu,

— To3u nexapcTBeH MpoAYKT Cbhabpxa 258 mmol Hatpuit Ha no3a. Tosa TpaOBa na ce UMa NMpeaBHI
NPX MAUMEHTH HA AMETA C KOHTPONHPAH NMpHEM Ha HaTPHH.

4.5 BiaaMogeiicTBHE C APYIH J€K3PCTBERA HPOAYKTH H ApYru ¢opMH Ha B3aRMolelicTaae

- CnenyanHo BHUMaHHE ce H3KCKBA, KOraTo MPOMETAa3HH C€ M3MON3BA €AHOBPEMEHHO C ApYIH
MPOAYKTH, BOAELIH A0 yAbkaBane Ha QT uHTepBania, BIFOYHTENHO JIEKAPCTBEHH NMPOAYKTH KaTo
aHTHTICHXOTHIIM, T.€. HAIKOW (PE€HOTHA3HHH (XJIOPIPOMAa3NH, JIEBOMENpoMa3nH ), 6eH3aMHuAU (CYITTUPUL,
AMUCYIITIPH, THATIPHL), TUMO3HU, XaloNnepuos, ZpornepHaon, HATATOMpPaM, XamopaHTPHH, METAIOH,
MEHTAMHIKH U MOKCHQIOKCALIMH.

- [TpomeTaznH MoTEeHUWpa ceqaTHBHUTE eexTH Ha noTruckaiuute [{HC cpeacTsa - obuin
aHECTETULIH, aHAIreTULIM, OapOUTYpaTH, AHKCHOJIUTHLN, BKTIOYHTENHO U AlIKOXON.

- [TpunoxeH 3aeIHO ¢ XONMHHOJIHTHIN U TPULHKIIHYHU aHTHACTPECAHTH 3aCHIIBA TEXHUTE HEXellaH!
peakLHK.

- CeBMecTHaT2 ynoTpefa ¢ aHTUXHIIEPTEH3IUBHU JICKAPCTBEHH TIPOAYKTH MOXE J1a A0BEAE 10
xunoToHua. M3uckea ce KOpeKLIMA HA aHTHXUIIEPTEH3INBHATA TEPAlHA.

— [Tpu eqHOBpeMeHHO NMpHIOKEHHE ¢ MAO-UHXHORTOPH MOXE [a 32CH/TN AHTHXOIMHEPTHIHUTE W
noruckawd LIHC HexenaHu peakiuy.

— [ToumkaBa rep9oOBUA Ipar NpH MaUXEHTH Ha AHTHKOHBYJICHBHA Tepalus, Nopaay KOeTo ce Harara
KOpPEKIMS Ha JO3UTE Ha AaHTHKOHBYJIICAHTHTE.

- Moke aa npeaAn3BHKa (PaTIIHBO-TIONIOKUTETHH MITH QaTUBO-OTPHULATEIIHH PE3YIITATH OT TECTORE
33 OpeMEHHOCT,

- TTpu KOXHO-aNIEPrHIHH NIPOOH MOXe Aa rmokaxe QANIHE HEMATHBEH PE3yTaT Mmopaan MOTHCKaHE
Ha XHCTaMHHOBHA OTroBOp. Ynorpebata Ha npomeTa3dH TpAOBa Ja ce MpeyCcTaHOBH 72 4aca npeau
MPOBEKRAHE HA TECTA.

—~ [Tpu anabeTHUM MOXKE Aa MOBUILIN [TIOKO3HUA TOJIEpPaAHC.

- [Ipn cbBMecTHA yroTpeba ¢ OTOTOKCHYHHM JIEKAPCTBEHM NMPOAYKTH (HallpHUMED CamuUMIaTH) MOXKE
fa MacKHpa CUMITTOMHTE Ha OTOTOKCHYHOCT.

4.6 bpeMeRHOCT B KLpPMEHE

Puck npu 6pemenHoct — kateropus C.
[IpunaraHeTro My no BpeMe Ha OpeMeHHOCT TpadBa Aa cTaBa ciiel TOUHA NpelleHka Ha NOTeHLHalHaTa
nojiza 3a OpeMeHHATa ¥ €BEHTyalHHs puck 3a ruona. He ce npenopbusa ynorpebata My 2 ceaMHIIH
npean paXkaaHe MOpagd MOBHIIEH PUCK OT MOSRA HA HEBPOJIOTHYHY HAPYLIEHHWA MPH HOBOPOJIEHO
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Hammuute JaHHM codart, 4e IMPOMETA3MH Ce €KCKpeTHpa B KhpMaTa B orpaHHueHo konudectso. He ce
nNpenopL4yBa [IpUilaraHeTo My NQ BpEME Ha KbpMEHE.

4.7 EdexTd BrpXy cnocobHocTTa 32 modupaHe ¥ paboTa ¢ MAIAHA

[lopanu wu3paseHua cu ceaaTHBeH eekT AHTHanepinH He TpadBa Ja ce HalHayaBa Ha BOJAYH HA

TPAHCIIOPTHH CPeACTBA H MpU padoTa ¢ MaIUIUHA.
[IpeanazHageH e 3a GoMHMYHA ynoTpeda.

48 Hexenann JeKapcTREHH PeAKNHH

Hexenaunte peakuuu ce xnacHPUUMpAT [0 YECTOTa IO CAECAHUA HaduMH: MHOro yectu (>1/10), HeuecTH
(>1/1 000, <1/100), peaxwu (>1/10 000, < 1/1 000), muoro peaku (< 1/10 000}, ¢ HensBecTHA decToTa (OT
HaJIHYHHUTE JaHHU He MOXe aa Oblle HallpaBeHa OLIEHKa).

YecToTaTa Ha HEXENAHHTE CHOMTHA € ompeacnAHa OT CUOHTAHHM ChOOLHEHHA OT TIOCTMAPKETHHIOBH
OaHHH.

Hapymenus Ha HepBAATA CHCTEMA

Uecmu. nipazeH celaTHBeH edekT, 3aMafHOCT, Oe3nokoiicTBo, rNnasoboNne, RXE30pUEHTALIUA, TPEMOP,
YYBCTBO Ha yMOpa, HaMaleHO BHKMaHWe, HApYLIEHWE HA KOOpDAWHAUMATA, HamaneHa JBUraresHa
aKTHBHOCT, eydopns, Oe3chHUE.

Muozo pedxu - TbIIO0OKA CHHITMBOCT, ['BPYOBE, KOLIMApH, eKCTpaNHpaMHURHM eekTH.

[Tpn npunoxeHne BB BHCOKH T03H € Bh3MOXKHA MOABA HZ MaJIMTHEH HEBPOJIEMTHYEH CUHAPOM.

Hleuarta ca rno-YyBCTBHTENHH KbM aHTHXONHHEPrHYHHTE epekTH Ha npoMerasuHa. [Ipu feua € Bp3IMOXKHO
I2a ce MPOABH NMapaJoKcallHa CBPbXBb30yAHMOCT.

C neuzgecmua yvecmoma. VOKA9ECTREH HEBPONIENITHIECH CHHAPOM, MICHXOMOTOPHA XUTIEPAKTUBHOCT,

CTOMalIHO-9peBAH HApYIIEHH
HYecmu: ymepeHa CyXoTa Ha yCTHATa NMraBuua, 3aryba Ha aneTHT, endractpanHa 6Gomka, rageHe #

MoBpbilaHe, THapHa, KOHCTHITALHA.

Hapymenna Ha oauTE
Hecmu: HapylIeHHEe HA aKOMORALHATA.

CohbpaedHH RApYIIEHAR
Peoxu: taxukapausa, Opaaukapauvs, MOBULABAHE WK [TOHHXKEHHE HA KPHLBHOTO HAMIATaHE.
C neusgecmua uecmoma. yneiokasane Ha QT unrepsana, torsade de pointes.

Hapymenns Ha 0L0pennTe H NHKOYAHTE NbLTHINA:
Peodxu: cimy4uan Ha peTeHUUsA HA YpUHAaTa.

XenaTo-OHTHAPHA HapymIeAnsd
Pedxu: BL3MOXKHY €a YEpHOAPOOHH YBPEKAAHHUA C NOBKLIABAHE HA TPAHCAMMHA3MTE, KLJITCHULA.

HapynieHns Aa KPLBTA H TEMPHATA CHCTEMH
PeOxu: TeBKOTIEHWs, arpaHyNOHMTO3a, AfIACTHIHA aHeEM KA, TPOMOOLIMTOTIEHUYHA TTYPITYpa.

C neuzgecmna vecmoma: TpoMOOLUTONCHNUA,

HapyuleRHsa Ha KOXKATA H MOAKOKHATA ThKaH
PeOxu: KOHTaKTEH JIepMaTHT, Chphek, QOTOCCHCHOUTHIALINA, YPTHUKAPHS.
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Muozo pedrxu:. anadpunakcus, aHTHOHEBPOTHUYEH OTOK.

Hapymenns Ha eHA0OKPHARATA CHCTEMA
Muozo pedxu: poMeTasrH, KaTo PEROTHA3HHOBO NPOHU3BOAHO, MOXE [a MPEAU3BUKBA raakTopes U
HajgasaHe Ha terno. [Ipu qprabeTuum Moxe na ce HabmoJaBa MNOBHINEHHE HA KphBHATA 3axap.

[MeuxRYnRA HAPYUICHAR
C neuzgecmna wecmoma. XamoOUUHALWY, aI'pCCHA.

HHPYIIIEHIIE HA MYCKYTHO-CKC/JI€THATA CHCTCMA B CHEAHARTC/THATA ThKaH
Mnozeo pE()H'HZ MYCKYJIHH CNIa3MN, HCBOJICBH MYCKYJIHH NNOTPCIIBAHHA,

PecniHpaATOPHH, PHLAHA H MEeIHACTHHAIHHA BAPYIICHHA
Pedxu: pecnupatopHa AenpecHs ([TOTEHIIHANHO (aTanHa), almHes.

O6mu HAapYIIeRAs H ePeKTH Ha MICTOTO HA NPHJIOKEHHE
[Tpyn 65p30 BEHO3HO BBHBEKAAHE PA3KO TIOHIKEHHE HAa apTEPHATHOTO HaNraHe W OPTOCTaTHYEH KONanc, a

NpY MYCKYJIHO NpUIoxeHne o6pa3zyBaHe Ha OoNne3HeHN HHQUNTPATH.
4.9 IIpeaoanpane

CHMOnTomMe

BbB BHCOKH 103U CHMIITOMUTE Ha [peJo3upaHe ¢ca CIEeAHUTE:

ITpu ev3pacmuu: Y ppiked QT MHTEpBAT M CTyYad Ha TEXKH apUTMHUHU € JIETATEH H3XOM €a OMTHCaHU MpH
npeao3upane ¢ heHoTHasnHN. Habmoxara ce nmo-4ecTo ChHHIMBOCT A0 KOMa. | Bp40BE MOraT J1a Ce€
Ha0TONaBaT NPH JAela ¥ MPH Bh3PACTHH, KaTO MOHAKOra MOXKE Ja JIOREAAT /10 CBpbXBb30yaa uiu KoMa.
B oemcka ev3pacm. Moxe na ce HabMoOAaBa CbHIMBOCT 0 NPpEMUHABAHE B KOMa, HaMaJIeHO BHUMAaHHE,
CBpBXBB30yna, aOHOPMHH IBIDKEHWA, aTAKCHA, 3aryda Ha KOOpAHHALNA, 3aTyX, KOUIMApH, AENHPHYM,
XATIOUWHALMK, OPTOCTaTUIEH Kojanc (mpH 6Bbp30 HHTPABCHO3HO BBBEKIAHE).

MHoro pagko Moxe aa ce HabnogaBa kapanopecnupaTopHa aenpecus. [Ipn nauMeHTH ¢ HapyLeHus B
XpaHOCMWIAHETO € BEMOXHO NPOBOKHPAHE Ha NOBPLLUAHE, BLIIPEKH aHTHEMETHYHKA edeKT Ha
MPOMETAZHUH.

Jledenne
CneuuguieH aHTHAOT HAMA. JIleueHHEeTO € CHMNTOMATUYHO M MOABPKALUO: BB3CTaHOBABAHE HAa BOJTHO-

conepus bananc, peanAMalns, popcHpata quypesa, MoAabpXKaHe Ha aleKBATEH PECIIHUPATOpeEH U
LHUPKYATOPEH cTaTyc. ['spHuoBeTe ce KYTIUPAT C AHa3ernaM WK IpyT NOAXORAL] aHTHKOHBYJIICAHT,

5. @OAPMAKOJOIMMYHU CRBOUCTBA

5.1 ©dapMakoaHBAMHYHH CBOKCTBA

dapMakoTepaneBTHYHA rpyTa; aHTUXUCTAMUHHH 32 CUHCHTEMHA ynoTpeba, peHOTHa3HHOBH MPOH3BOIHH.
ATC xoa: RO6ADO2.

JIekapCTBEHHST NMPOAYKT € NMPOH3ROAHO HAa (PpeHoTHa3uHa. [To XuMUYeH CTPOeK U OTYACTH N[O
dhapMaKkoIOrHaHo JeHCcTRHE € OTH3BK A0 HEBPONIETITHKA XJIoprpoMasyH. | Ipurtexasa uspaszeHa
aHTUXHCTAMUHOBA akTHBHOCT (Onokupa Hi-peuentopurte) W aHTHATEpPrUdHO JleiicTBrE. [[peMunasa




AHAIITETHIH, CITA3MOIUTHLIM, CbHOTBOPHH, O0IIN U JIOKATHH aHECTETHIIN, TTIOHIDKABAHE HA TeJleCHATa
TEMNEpPATypa, NPEeIOTBPaTABAHE H YCMOKOABAHE HAa MOBPBLLIAHETO, KyMHpaHe Ha XbiuadeTo. Karo
PeHOTHAIHHOBO NMPOH3BOIHO MPOMETA3MH MPUTEXaBa AONAMUHOIUTHYHO JeiicTare, B pe3syiTaT Ha KOeTo
IpeMaxBa HaMpPEeXEHUETO U YNIECHABa HacThNBaHETO Ha ChHA. OKazBa YMEPEHO NEPHPEPHO U IICHTPAITHO
M-XOTHHOMUTHIHO W W3Pa3eHO aAPCHONHTUYHO JEHCTRUE.

5.2 DapMakOKRHEeTHYHH CBOHCTBA

TepaneBTHYHHUAT edieKT 0OOMKHOBEHO HACTBITBA B PAMKHTE Ha 5 MUHYTH CJie]] HHTPaBEHO3HO
HHXeKTHpaHe H 20 MHHYTH cliell AHTPaMYCKYJTHO HHKeKTHpaHe. [ [poABkUTENHOCTTA HA JEHCTBHETO €
4-6 yaca, HO MOXe J1a JOCTHrHe M 12 yaca.

Mertabonuniupa ce B 9epans Apob kaTo cynPpoxkcHa Ha npomeTazvH U N-Ae3MeTWINIpOMETa3uH

(npeobnanasar fpotecu Ha S-okcugaunsn). o 90% ce cebp3Ba ¢ IIa3MEHUTE TPOTEHHK K UMaA
MoTYXHBOT OKONO 9-16 yaca cnen uHTpaBeHo3Ha ynotrpeba. Cnea HHTpaMyCKyNHO NMPpUTOXEHHE

IU1a3MeHHUAT MOMYXKHUBOT € okono 9,8 yaca. CynpurHTe ca AOMHHMPAUIMTE METABOIUTH, KOHTO cE
OTKpHBAT B ypuHaTta. [IpeMuHaBa nmpe3 xemarto-eHuedanrHata ¥ niateHTapHaTta bapuepH.

5.3 IlpeaxIAHAYNH JaHHH 33 0€30MacCHOCT

PesynraTuTe OT MPOABIDKHUTETHOTO MPUIMKEHHE HA JICKAPCTESHUA NPOAYKT BBPXY €KCIEPUMEHTATHH

)KHBOTHH [MOKa3BaT JIUIICA HA MyTareHeH U KapUHHOTEHEH ePEKTH, KAKTO U yBpeKIaHe Ha PepTUITHUTETA.
Pe3ynTaTuTe OT M3NUTBAHUATA ChC CTAHAAPTHUTE TECTOBE 3a MYTAE€HHOCT HE NMOKA3BaT HAJIMYUETO HA

MyTareHeH MoTeHLRHa.
6. OAPMAILEBTHYHHA JAHHH
6.1 Cnuchbk HAa NTOMONMIHHETE BENIECTBA

AcKopOHHOBA KHCENWHA, HATPUEB XJI0PHA; HaTpHes cynduT, Oe3roneH; HaTpueB MeTabucyndut, Boaa 3a
MHKEKLHH.

6.2 HecnrBMeCTHMOCTH

He ca ycTaHOBEHU.

6.3 Cpox Ha roaRocT

3 roguHu.

6.4 CrnienRraiAn YCJIOBRHS Ha ChXPAHERHE

Ha ce cexpaHfBa B OPUrHHAIHATA OMAKOBKa, 33 A Ce MpeAnain oT CBET/IMHA.
Ila ce cexpansBa noa 25°C.

J1a He ce zamMpa3aBa!

6.5 /Iann#" 32 oNAKOBKATZA

OnKCTEpa B KapTOHEHA KYTHA, 3a¢IHO C TUCTOBKA.,




6.6 Cuoenmalng npeIna3HA MEpPKH NPH HIXBLPJNHE H paboTa

Hama.

7. NMPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

CODPAPMA AlQ
yi1. Unnencko woce 16, 1220 Cogus, bonrapus

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEDBA

Per. Ne 20040473/20.10.2004

9. JATA HA NTBPBO PAIPELHIABAHE/MTIOJHOBABAHE HA PAZPEHIEHHUETO 3A
YHIOTPEBA

20.10.2004

10. JATA HA AKTYAJIMINPAHE HA TEKCTA

MdeBpyapn, 2025




