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1. HMME HA JEKAPCTBEHUS MTPOJIYKT B
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KCAHAKC 0}25 mg TabNeTKH Kpamka xapaﬁmfinu“mura Ha P;;ETQ}HH a - | hJ Inoxerue 1 1

XANAX 0,25 mg tablets Kbm Pee. Ne AOOD‘QLGGKGS\ ..............
P Ne

KCAHAKC 0,5 mg rabnetku aspeweHue

XANAX 0,5 mg tablets | BG/MA/MP ?ﬂ???g} 21 ..... ﬂ 72025
OgobpeHue Ne 0408000sssesssssasasasanssaf sssssassnnsasssseasassossonsasns

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Beska Tabnerka cwvabpika cboTBeTHO 0,25 mg uam 0,5 mg annpazonam (alprazolam).

[TomouHO(M) BeuecTBO(a) ¢ UBBECTHO JIEUCTBHE:

ToBa nekapcTBO cbabpka 96 mg 1akT03a MOHOXHK/pAT.
Toa nekapctBo cbabpka 0,11 mg Hatpues Oen3oar BbB Besika Tabaerka 0,25 mg u 0,5 mg.

3a NbJHUSA CITUCHK HA NMOMOIIIHUTE BellleCTBa BUKTE ToYka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

KCAHAKC 0,25 mg Tabnerku: 6sn1a enuncosuaHa tabdnerka ¢ penedHo uzodpaxenue “UPJOHN 29”
OT €/1HaTa CTpaHa W JeJIMTE/IHA YepTa OT Apyrara cTpaHa.

KCAHAKC 0,5 mg TabneTku: po3oBa eauncouaHa tabnierka ¢ penedHo uzodpaxeHue
“UPJOHN 557 oT eaHara cTpaHa M JIeIMTe/IHA YyepTa OT Jpyrara cTpaHa.

4. KJIUHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHSHA

KCAHAKC e noka3aH 3a KpaTKOCPOUYHO CUMITOMATHYHO JIEYEHUE HA TPEBOXKHOCT MNPH Bb3PaCTHH.
KCAHAKC e noka3zaH caMO aKkO TPE€BOXKHOTO pa3CTPOMCTBO € TEKKO, HHBAIH/IU3HUPALLLO HIIH
MPUYUHABALLO U3KJIKOUUTEIHO CTpajlaHue Ha nalHeHTa.

4.2. Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

Ipooviscumennocm na aevenuemo

KCAHAKC TpsbBa aa ce u3noJi3Ba BbB Bb3MOKHO HaW-HUCKaTa e()eKTUBHA J103a 3a Bb3MOXKHO HaM-
KpaTbK NMEPHOJ OT BpeMe M 3a MakCUMasiHO 2 — 4 ceamuud. HeoOxoaumocTTa OT npo/abiikaBaHe Ha
neyeHUeTo TpaOBa na Obje oueHsBaHa yecto. He ce npenopbyBa AbJArocpoyHo jieyeHue. PUCKBT oT
3aBUCUMOCT MOJKE Jla Ce MOBUILHM C YBeJiIMYaBaHe Ha /103aTa U NPOAb/IKUTEIHOCTTA HA JICYEHHUETO
(B>K. TOUKa 4.4).

J103upoBKa

Ipesoscrnocm
O6uuatiHaTa HayasHa no3a e 0,75 mg g0 1,5 mg aHeBHO, pa3ae/ieHU B HAKOJIKO
nouabpakaiim 1034 ce aasar ot 0,5 mg 10 4 mg AHEBHO, pa3e/ieHH B HIKOJIKO




OntymanHarta no3a tpabea ga 6bae MHAMBHAYATU3UPAHA B 3aBUCHUMOCT OT TEXKECTTA H& CHMITTOMMTE
H UHIMBHAYAHHA OTrOBOP Ha nauueHTa. [Ipn naunenTn, KOUTO UMAT HYXKAa OT NMO-BUCOKH A03H,
103UpoBKaTa TpAOBa Na ce yBenn4aBa C MOBUUIEHO BHUMAHUE, 3a Aa ce U30erHar HexxenaHu peakumu.
Haii-o0u10 nauneHTH, KOUTO HE ca MOJy4HaBa/Iv Npen TOBa NCHXOTPONHHU 1€KApCTBa, Lie UMAT HYXK1a
OT MaJKO NO-HHUCKH 103H, OTKOJIKOTO T€3H, IeKyBaHH MpeAH TOBa C MalKH TPAHKBHIIU3ATOPH,
aHTHAefNpecaHT! WK XMNHOTHLK. [1penopbuBa ce aAa ce cneaBa obUOTO NMpaBrIIo 33 ynorpeba Ha
Hai-HUCcKaTa ePeKTHBHA 1033, 0COOEHO NpU NAUMEHTH B CTapHeCcKa Bb3PacT WM NALHEHTH C
BJIOLLIEHO OO0 CLCTOAHME, 32 NA Ce NPeAOTBpaTH PA3BUTHETO HA ATAKCHA WX CBPbLXCEAHpAHE.

[IpekpaTaBaHe HA NCYEHHETO
3a npekpaTaBaHe Ha JieHeHUETO C aNnpasosaM A03dpoBKkaTa TpaOBa fa ObAe HAMaNleHa MOCTENEHHO,
3a Ja c€ U30erHat CHMNTOMM Ha OTHeMaHe (BX. TouKa 4.4).

lHeduampuyna nonynayun
BesonacHocTTa M €(PEKTUBHOCTTA NMPH ACLA H 1OHOLWH oA 1 8-roauiiHa Bb3pacT He ¢a YCTAHOBEHH W
Mo Ta3W NPHHMMUHA He ce npenopbyBa ynoTpedaTta Ha annpasofnam,

[ epuampuuru nayuenmu

Moske ga e no-noaxoafila no-HUCKa go3a.

HawanHara n03a Tpabsa pa 6vae 0,5 mg ao 0,75 mg aAHEBHO, pa3aeneHa B HAKONKO npuema. [lpu
HeoOX0oAUMOCT M 100pa MOHOCKUMOCT, 403aTa MOXKE Aa Obae NMOCTENEHHO YBEIUYEHa,

4.3. IIpornBonoxazaHnsd

CBpBbXUYYBCTBUTENHOCT KbM aKTHBHOTO BEUWIECTBO HITM KbM HAKOE OT NMOMOILHUTE BELLECTBA,
H3bpoeHu B Touka 6.1, Han KbM Apyryd DEH30ANAZEMUHUN.

4.4, ChnenHajHH NpeaynpexacHHn H NpPeANna3Hu MePKH NpH ynotpeda

IIpoovaxcumennocm Ha reueHuemo

[TpoabMKUTENHOCTTA Ha IeueHHETO Tpabea na O6be BE3IMOXKHO Hail-KpaTKa W HE noseve ot 2 — 4
ceaMHLH (BK. TouKa 4.2). Y Ab/mkaBaHETO Ha BPEMETO Ha NIEYEHUE Clie]l TO3U nepHoj Tpabea na ce
MpaBu CaMoO cliell OLieHKA Ha CUTYALUATA.

Moaxke [1a € YMECTHO NMpPH 3aNo4YBaHe Ha NeYeHHETO Aa HHGOPMHUpATE NALKMEHTA, Ye JIEHEHHUETO e
ObLe OrpaHH4EHO BBEB BPEMETO, KAKTO U Aa 00ACHMTE Kak A03ara e 6bAae NocTeneHHO HaMaleHa.
HanuuHu ca AaHHH, npeanonaralld, 4e € Bb3MOXKHA NOABATa HA CHUMITTOMM Ha OTHEMAHE B PAMKHTE
Ha MEePHOAA Ha NMPHEM, KOTaTO C€ H3TION3BAT KpaTKOAEHCTBALLM OeH30AHA3ENUHH, 0COOEHO BB
BMCOKM J03K. Korato ce uznon3sar 0€H300Ha3eNWHU C MPOABIDKUTENHO ACHCTBHE, € BAXKHO
NnauMeHTHT Aa Obae uHdopMupaH, e Tol/Ta He TpadBa na NPEMHHARA KbM KPATKOACHCTBALLL
OeH30/1Ma3€eNKH, Thbii KaTO MOTaT Aa C€ MOABAT CHMIITOMU Ha OTHEMAHE.

EaHoBpemeHHaTa ynoTpeba Ha HeH301a3eNHK 1 ONMUOHIN MOXE [a JoBede A0 Aba0oKa celalms,
NOTUCKAHE HA AWIIAHETO, KOMa U CMBbPT. JIO3UpOBKATa M NPOABIKUTEAHOCTTA HA NeueHne Tpabea na
ObaaT HaMaeHd 10 MHHHMYM.

HeobxoauMo € NoBHLIEHO BHUMAHHE NMPH JIEHSHHE HA MaLMeHTH ¢ HapyuleHa Ob0pedHa wnu
yepHoapoOHA BYHKLMS.

Ynorpebata Ha 6eH30AKA3ENHHH, BIITIOUNTENHO aNNpa3onaM, Moxe 1a oBeae A0 Pa3BUTHE Ha
GH3UYECKA ¥ MICMXHUYECKA 3aBUCHMOCT KbM TE€3U NPOAYKTH. PUCKBT OT 3aBUCHMOCT C€ YBE/IHUABA C
yBE/IMYABaHE Ha 103aTa W NPOABLIKUTETHOCTTA HA IeYEHUE H € JOMBIHUTETHO 3aBHU

M3BECTEH PHUCK 3a a/NpasoaM U 3a Apyrute OeH3oauaszenuuu. [laumenrure Tps
NpocAeAsBaHH BHUMATENHO, KOraTo NONy4araT ajnpasonamM. Aianpasonam mo
pa3inyHa ynotpeba. MMa cbobLieHMsa 2a CMBPTHHM Cliy4aH, CBbP3aHH ¢ fIpeaos
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310ynoTpedABa ¢ aAinpa3onaM v ¢ ApYru CpeAcTBa, NOTHUCKALULY LiEHTpanHaTa HepeHa cictema (LJHC),
BKJIIOUMUTETHO ONUOHAH, ApYrd ODeH3oanazenuHu 1 ajikoxoi. Tesu puckose Tpabea na ce uMar
npeaBUI MPH NPEANMCBAHETO M OTNYCKAHETO Ha allnpa3osiam. 3a Ja ce HaMalaT Te3u pUckose, Tpabaa
Ja ce U3NON3BA HAK-MAIKOTO NOAXOAALLO KONHYECTBO H NauMeHTUTE TpabBa Aa 6baaT nocbEeTBAHM
KaK TpaBHNHO 1a ChbXPAHABAT M U3XBBLPIAT HEM3NOA3BAHUA JIEKAPCTREH NPOAYKT (BXK. TOUkH 4.2, 4.8

4.9).

bnp3oTo HaMasiaBaHe MM PA3KOTO CNUPAHE Ha NEYEHUETO ¢ OeH30AHAa3eNMHH, BKIIKOUHTETHO U
annpazonam, MOraT aa AOBeAaT A0 CUMMNTOMHU Ha OTHeMaHe. CUMNTOMUTE MOraT 1a BApUpaT OT Jieka
auchopua 1 6€3CbHKE A0 3HAYUTENEH CUHAPOM, KOMTO MOXKE A BKJIOYBA KOPEMHH W MYCKYJTHM
crasMu, NOBpbUIaHE, M3MOTABAHE, TPEMOP M I'bpuoBe. B fonbnHeHue npu Obp30 HaMalaBaHe HilK
PA3KO CMUPAHE Ha JIEYEHHETO C ajnpasonam ca HabnoaaBaHy npunaabuUM (BXK. Touku 4.2 1 4.8).

beHn3oanazenuuute M OeH3oaMazenUH-NOAOOHHTE NeKapCcTBEeHH cpeacTea He TpsaOBa fa ce npeaAnycBar
CAMOCTOMTENHO 32 JIEYEHHE Ha AeNpecHs, Thil KATO TE MOXE Aa NPEAN3BMKAT WK NOBULLAT PUCKA OT
camoybuiicteo. KCAHAKC Tpabea na ce uznonspa ¢ NOBUILIEHO BHUMAHUE U MPEANUCAHHETO MY
TpsaOBa aa 6bAec OrpaHUYEHO NPHU NMALUEHTH C NPU3HALK U CHMITTOMUW Ha AENPECUBHO Pa3CTPOHCTBO
WM CYHUMIHH TEHACHLUH.

Enuzoaun Ha xunoMaHus 1 MaHua ¢ce ¢bobliuasat npu ynorpedara Ha ajinpa3onam npy NaluMeHTH ¢
AENpecHs.

HM3non3saHeTo Ha anpa3ojiaM HE € YCTAHOBCHO NMPH HAKOHW BHAOBEC ACIIPCCHA.

Cmapuecka ev3pacm

beH30aMAa3eMTHHUTE Y CBBP3aHUTE ¢ TAX NPOAYKTH TpsOBa 4a ce M3NO0J3BAT C MOBULLIEHO BHHMAHHE
Py XOpa B CTAPUYECKa Bb3PacT, MOPAadHd PUCK OT CEANPAHE W/ WM MYCKYTHO-CKeJleTHa cnabocT, KOUTo
MOraT Ja NpedU3BHKAT NajlaHe, YeCTO ChC CEPUO3HHU NMOC/EAMUM B TA3W Bb3pacToBa rpyna.

Iomownu seyecmsa

KCAHAKC cbabpxa JaKT032 MOHOXHAPAT

[TanneHTy ¢ peaku HacneACTBEeHH NMPoOAEeMH Ha ranakTo3Ha HEMOHOCUMOCT, Lapp-nakTazeH aepuumr
WK MAKOKO30-ranakTo3Ha manabcopbums He TpsOBa na npueMar TOBa NEKAPCTBO.

KCAHAKC cpabpxa HaTpHeB Oen3o0aT
Tosa nekapcTeo cbabpka 0,11 mg Harpues GeH3oaT BbB Beaka Tabnerka 0,25 mg u 0,5 mg.

KCAHAKC cbabpxa narpuii
To3u nekapcTBeH NPOAYKT cbAbpaka rno-manko oT 1| mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXe 1a
CE KDKE, Y€ NPAKTHUYECKH HE ChABPMKA HATPHH.

Annpa3zonam ce OTNyCKa Mo CretratHo NeKapceKo ApeAitHcaHue.
4.5. BizanMoaeHCTBHE ¢ APYTH JICKAPCTBEHH MPOXAYKTH H APYIrH GOPMH Ha B3aHMoAeACTBHE

beH3oanazenHHUTE UMAT AAWTHBEH noTHeKall edekT Bbpxy LIHC, BKNOUUTENHO NOTHCKaHE Ha
NUUWAHETO, NPH €AHOBPEMEHHO NPUIoKEHKE ¢ OMHOKUAHN, ANKOXON UM APYIY NEKApCTBA, MOTHCKALLM

LHHC (Bx. TOuKa 4.4).

[Ipy eAHOBpPEMEHHO NPUIGKEHHE HA ANnpa3ofiaM U JIEKapCTea, NOBMABALLH HEMOBHA METabOoMNUIBM,
MOTaT Ja HacThLNAT apMaKOKHHETUUMHK B3auMoaeicTBHA. BewtecTBa, KONTO MHXUOHpAT onpeaesieHH
4epHOAPOGHH eH3HMH (Mo-cneumanto uutoxpom P4503A4), Morat na NOBHIAT KOHWSHTDaMMI
AINpa3oNaM M 11a 3aCUNIAT HEroBOTO AeicTBre. JIaHHK OT KIMHUUYHH NPOYYBaHHUA ARG
in vitro npoy4BaHUA C ANPa3oiamM U KIHHKWYHY NPOYYBaHHA C BELLECTBA, KOHTD
noaobHO Ha annpasosiaM, 1apaT A0Ka3aTENACTBA 3@ Pa3/IMHHU CTENEHH Ha B3auM{nahy




Bb3MOXKHO B3aUMOAEHCTBHE Ha aJ/ilnpa3ojiaM C peinua JIeKkapcTaa. B1b3 oCHOBA Ha cTeneHTa Ha
B3aUMOJAEHMCTBHE U BHAA HA HAJIMUHUTE JAHHM Ce JaBaT CAeHUTE NMpCNOpPbBKH.

. He ce npenopbusa €IHOBPEMEHHOTO APHUIIOKEHHE HA annpa3oiiaM H KETOKOHA30J1, HTPaKOHAa30/
MM APYTH a30JI0BH AaHTHMHKOTHYHH CpEACTBA.

. [Ipenopbusa ce NnoBMilLEeHO BHUMaHKHe U OOMHUCIsiHE Ha HamamsBaHe Ha 103aTa NpH
eAHOBPEMEHHO MPHAOXKEHHE HA annpa3onaM ¢ Hedas3oa0H, (PJ1YBOKCAMUH W LINMETHAMH.

. [IpenoppyBa ce NOBHMLIIEHO BHUMAHHE NPU €IHOBPEMEHHO NPHIIOXKEHHE Ha annpa3onam M

UIYOKCETUH, NPONOKCU(EH, MEPOPATIHY KOHTPALENTHBY, AMITHA3EM HIW MAKPOAKAHH
- AHTHOMOTHULIM KATO EPUTPOMHULMH U TPOAECAHAOMHULIHH.

° B3auMoaeicTBHATA MEXAY MPOTEa3HH HHXHOMTOPH HA YOBEILKUA HMYHOOEPUUUTEH BHPYC
(HIV) (Hanp. putoHaB1p) K anrpasosiaMm ca CJIOXKHH M Bpeme3aBHCUMHU. HUCKK 103U pHTOHABUP
BOAAT /IO 3HAYMTETHO HAPYWIEHHE HA KIHMPBHCA HA al{ipa3onamM, YAbIXKABAHE HA HEMOBOTO
BpPEME HA NONYXXHBOT W 3aCUNIEHH KIHHUYHU edekTH. [Tpu nNpoabIKHTENHATA eKCNO3NULHS Ha
pHTOHaBHp obaue uHaykuuaTa Ha CYP3A npotuBoaeiicTea Ha Tazu HHXuMOULKA. ToBa
B3aUMOAEHCTBHE HAnara KOpUMrupaHe Ha n103aTa WiK cnypaHe Ha anfpazosiam.

* [ToBHIlEHH KOHLIEHTpAUHH HA JUTOKCHH ¢a NOKMaABAHU NPH NPHAAraHe Ha anmnpasonam,
ocobeHO NpH NaLMeHTy B cTapyecka Bb3pacT (>65 roauHu). [1o tazu npuuunHa € HeobxoauMo
BHMMaTeJHO HabrAaBaHe Ha MTPU3HAUUTE U CUMIITOMUTE, CBbP3aHM C JMIOKCHHOBA
TOKCHHHOCT, MPY NALUMEHTH, NPUEMaLLY anpa3onaM d AUNOKCHH.

4.6, PepruianTeT, 6peMEHHOCT H KbPMEHE

bpeMeHHOCT

JlaHHHTE OTHOCHO TEPATOreHHOCTTA H €(DEKTHTE BLPXY MOCAEPOACBOTO Pa3BUTHE U MOBEACHHUE ClE]
neueHHe ¢ OeH30QHa3eNUHH ¢a NPOTUROpeUHBH. MMa naHHK OT HAKOM PpaHHM NPOYHBAHMA C APYTH
npeaAcTaBUTENU Ha K1ac HeH30AMa3eNMHHK, He in utero eKCno3vumaTa Moxe aa Ob/1e CBbp3aHa ¢
Mandopmauuu. [lo-kbeHM nMpoyuBaHus ¢ nekapcTba OT OeH30AMa3€NMHOBHUA Klac He Ca NoKasau

ACHHM JIOKA3aTeNCTBA 32 KAKLBTO M Aa 6uno Tun aedekr.

Mma chobuuenus, e neua, H3noxeHd Ha 6eH30Ha3enMHH B Kpas Ha TPETHUS TPUMECTDBD OT
GpeMeHHOCTTa WK N0 BpEME Ha pakaaHeTo, nposeasat uiH ,floppy infant” cunapom (cuHapoM Ha
OTIIYCHATOTO KbpPMaue), WIH CHMNTOMH Ha OTHEMaHe. AKO ajinpasosiaM ce npujara rno BpeMe Ha
GpeMeHRHOCT WAK aKo MmalMeHTKaTa 3abpeMeHee, 10KATO NpyMeMa aitnpaloiaM, € Heobxoaumo aa 6bae
3ano03HaTa ¢ MOTEHUMNAIHHA PUCK 3a TJ104a.

KbpMmeHe
beH3onunazenuHUTE, BKIIIOMUTEITHO a/Npa3osiaM, Cc€ EKCKPETUpaT B HUCKA CTENEH B KbpMaTa. Bunpeku

TOBa, M0 BpeMme Ha ynotpeba Ha ODeH30aua3eNnUHY HE CNEeaBA [1a CE KbPMH.,
4.7. EdexTn BbpXy cnocoGHocTTAa 32 modHpaHe U paboTa ¢ MALIHHU

[Mauuenture TpaGBa na 6bAAT NpeaAyNpPEACHH 3a OMNACHOCTTA NPH Wo¢HpaHe WIH paboTa ¢ MaLLMWHH,
NIOKATO He Ce YCTAHOBH, Ye MPHUEMBT Ha TOBA JIEKAPCTBO HE BIIMAE HA KOHLICHTPALIUATA HUM.

4.8. Hexenanu JeKapCTBEHH peaKnHH

Hexenanure PE€AKUHUH, aKO CC MMOABAT, 0bukHOBeHO ca HabAaaBaHH B HAYAROTO HA JJEYEHHETO U
OOMKHOBEHO H34€3BaT Nnpy NpoABLIKHUTEIHO JICHEHHE WIH HaMaJIABaHC Ha N034aTa.

CneaHuTe HexeNnaHH peakuud ca RabnJaBaHH W AOKNAABaHU N0 BpeME Ha KOHTPOIH
KIMHHYHK NPOYYBAHUA H MOCTMAPKETUHIOBUA ONMT C ajinpa3oiaM CbC cne,uHHTe
yect (>1/10); yectn (=1/100 po <1/10); neuecru (>1/1 000 po <1/100); pe,mc
<1/1 000); mHoro peaku (<1/10 000), c HenzBecTHA YecTOTa (OT HANTUYUHHUTE N4 1@
HanpapeHa OLICHKA).

DAHHUTEC
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CucreMo-opranes Mnoro uecTH YecTHn HeuecTH C HeH3BecTHA
KJac (>1/10) >1/100 (=1/1 000 no yectoTa (oT
no <1/10) <1/100) HAJTHYHHATE JaHHH
He MOoKe aa Objae
HANpaBeHA OLEHKA)
HapyuweHnua Ha XHunepnposiakTHHe-
€HAOKpPHHHATA Mus*
CUCTEMA
HapyweHnus Ha [loHWKeH aneTuT
meTabonusma u
XPaHEHETO
[TcuxuuHH Henpecus O0bpKRaHe, Manus* (Bx. XunomaHus™*,
HAPYLIEHUA 3aryba Ha ToO4Ka 4.4), arpecus’™,
OpHEHTAaLHA, XanOLUMHALIUY, BpaxxaedbHocT*abHop
MOHHKEHO raas™*, MHO MHUcheHe™,
aubugo, Bb30Yyna*, MCHXOMOTOPHA
TPEBOXKHOCT, JIEKapCTBEHA Bbp30yna*,
be3chHuUe, 3aBUHCHUMOCT neKapcTBeHa
HEPBHOCT, 3anoymnorpeda*
NOBULLEHO
nnbuao*
Hapyuienus Ha Cenauus, Hapymeno AMHe3HA BeretaTuBHH
HEpBHATa CHCTEMA CbHAHWBOCT, PaBHOBECHE, peakunn®,
aTaKcHs, HapyLlIeHa AUCTOHHUR™
MaMeToBH KOOPAMHAUMNA,
HapyLWeHHs, HapyLIEHO
AU3apPTPMA, BHUMaHMUE,
3aMagHOCT, XHIIEPCOMHMA,
rnasodonue JieTaprus, TpeMop
HapylueHus Ha ouuTe 3aMBIIEHO 3pEHHE
CTOMaLHO-YpPEBHH 3anek, cyxotaB | ['aneHe CTOoMalHO-4peBHH
HapYLUEHHS yCTara HapylueHus™*
Xenatobunuaptu Xenartur®,
HapylieHHUs HapylweHa
yepHoapoOHa
dbyHKuHR*,
AKBATECHULA™
Hapylenus Ha Hepmarut* AHruoeaem™,
KOXKaTa ¥ NOAKOXHATA Peakums Ha
ThKaH (OTOUYBCTBHTEI-
HocT™
Hapyutenus Ha MyckyiHa
MYCKYJIHO-CKeNeTHaTa cnaboct
CHCTEMA M
CheAMHHTENHATA
TbKaH
HapylieHus Ha MukoutuHeHuus™* | 3aapbikka Ha
ObOpeLuTe U ypHHa*
MUKOYHUTE NBTHLLA
HapyueHHs Ha CekcyanHa HepenosHa
Bb3MPOM3BOANUTENHATA AUCcPYHKUUS* MEeHCTpyauusa* ~=—
CHCTEMA M bpaaTa '
O6wn HapyLIEeHUs H YMmopa, CHHApoM A3
epexTH Ha MACTOTO Ha | pazapasHUTEN- OTHeEMaH§f
NPHIOIKEHHE HOCT
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CHcTeMo-Opravex Mnuoro uectTn Yectn Heuectu C HeH3BecTHA
KJIAac (=1/10) (>1/100 (=1/1 000 30 yectoTa (OT

no <1/10) <1/100) HAaJHYHHTE JAHHH

He MOXe Ja Obje

HAMPABEHA OUECHKA)

H3cnensauus [ToBuLIEHO TEMNO, [TosuiueHo
MOHWXXEHO TErN0 BLTPEOUYHO
HangraHe™

* HJIP, upeHTuduLMpaHK B NOCTMAPKETUHIOBUA NEPHOA

B MHOro ot ciiyuanTe Ha CNOHTAHHW CHOOLUEHUA 33 HEXENAHW NOBEAEHUYECKH PEAKLMH, NALIHEHTHTE
¢a npuemManu apyru nosnussawm LIHC nekapeTsa eAHOBpEeMEHHO W/ MK ¢a CTPaaaliv ot
CbIBTCTBALLM NCHXHATPHUUHU CbCTOAHKMA. [1aLMEHTH C FpaHHUHO Pa3CTPOUCTBO HA JIMHHOCTTA,
aHaMHe3a 3a HACUJICTBEHO WM arpeCHBHO MOBEASHHE, UK 310ynoTpeda ¢ anKkoXon I NeKapCTBa,
MoraT aa ObAaT H3N0KEHH Ha PUCK OT TakHBa ChOHTHA. Cbobliaga ce 3a ciiyqau Ha
pa3apa3sHUTENHOCT, BpaKAECOHOCT M HATpaNnYMBU MHUCJIM NPH NpekpaTaBaHe Ha alnnpa3onaM npu
MALUEHTH C MOCTTPABMATUYHO CTPECOBO pPa3CTPOHCTRO.

CpobliapaHe Ha NMOAO3UPAHU HEXENAHU PEAKLIWH

CrobL1aBaHeTO Ha MOJo3UpaHH HEXENAHH peakLHU chell paspelnasaHe 3a ynotpeba Ha nekapcTBeHHS
MpoAYKT € BaxkHo. ToBa no3ponspa Aa NpoabMKYA HabMOAEHHETO Ha ChOTHOLUEHHETO NoN3a/pUck 3a
nekapcTBeHHA NPoaykT. OT MeQULIMHCKHUTE CMELHANUCTHU C€ M3UCKBA a ChOOIIABAT 3a BCAKA
MOoAO3UpaHa HEXENaHa peakuua upes MambaHMTENHA areHUUs No nekapcTara, yi. ,,Jamau ['pyes”
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebGcaiiT: www.bda.bg.

4.9. IIpeao3upane

CHMNTOMWTE Ha Npeao3WpaHe ¢ aanpa3onaM OOUKHOBEHO Ce NPOABABAT KATO NPOALIKEHHUE HA
¢$hapMaKONOrM4¥HOTO My AEHCTBHE U BKAIOYBAT ChHIIMBOCT, HEACEH MOBOP, JIMNCA HA KOOPZHHALMA,
KOMa 4 IOTHCKaHe Ha JuiaHeTo. Cepuo3HuTe MoceanUM ca peaKH, OCBEH B CIYHaUTE, KOTaTo
eJHOBPEMEHHO Ca MPHUETH APYTH JIeKapCTBa H/UAKW eTaHoN. JIEYEHHETO HAa NMPEeao3MpPaHETO BIUTHOUYBA
OCHOBHO NMOJALPXKAHE HA AMXaTeHaTa U CbpAe4YHO-ChA0BaTa PYHKUMA. 3HAYEHHUETO Ha JHaNH3aTa HE
€ YCTRHOBEHO.

dnymazeHun Moxe aa 6bae U3NOM3BAH B JOMBIAHEHHE KbM MTOAABPMAHETO HA AUXATENHATA W
CbPACYHO-CBAOBATA PYHKUMSA, CBLP3aHH ¢ NPEJO3HPaHE.

3. P®PAPMAKOJIOI'TYHHU JAHHHA

5.1. PapmakoaHHAMHYHH CBOHCTBA

dapmakoTepanesTiuHa rpyna: [Ipousroanu Ha 6beHsoamnaszenuHa, ATC koa: NOSBA 12

MexaHU3BEM Ha JeHCTBUE
KCAHAKC cbabpxka TpHazonobeH30AMA3ENHH.

Bcuuky 6eH300Ha3ENMHY MMAT Ka4€CTBEHO CXOAHM CBOMCTBA: aHKCHMONIMTHYHO, XUITHOCEAMPALLLO,
MHOPEJIAKCAHTHO M AHTHKOHBYJICHBHO AeHCTBHE. BbMpeKky TOBa, ChLIECTBYBAT KOJUHECTBEHH
thapMaKOKHHETHYHH pa3IHuns, KOMTO ca AOBENH A0 PadIHiHK 00J1aCTH HA NPUIOKEHUE.

[To npHHUKM € NPUETO, Ye AeHCTBHETO Ha DeH30aMa3enHHNTE ce Oa3upa Ha 3aCHIBAaHE HA HEBPOHHATA
MHXHOHKLIMA, ONOCPEACTBAHA OT raMa-aMMHOMAC/ICHATa KMUCE/THHA,

5.2. PapMAKOKHHETHYHH CBOHCTBA

AGcopOums
MakcuManHy Mja3MeHH KOHLEHTPALIMY ¢e JoCcTUraT Mexay | v 2 yaca cieq nepo
Ha KCAHAKC Tabnetku.




PaznpeseneHue
In vitro, 80% ot annpaszonam e CBbp3aH CbC CEPYMHHMTE OENTHLM.

buotpaHchopmanmns

AnnpasonaM ce noaJjara rflaBHO Ha OKMCIIEHUeE,

OcHoBHHYTE MeTabONMMTH HA annpa3zonaM ca a-hydroxy-annpazonam M eIHO NPOM3BOAHO HAa
6enzodeHoH. [1nasmeHUTe KOHUEHTPALMK HA TE3W METAOONUTH Ca U3KITIOUNTENTHO HUCKHU.,
BuonorvunaTa akTHBHOCT Ha o-hydroxy-annpa3onam € oK0JI0 NONOBUHATA OT Ta3W Ha annpasonam.
TAXHOTO BpeMe Ha MONYKMBOT € OT ChIUUA NOPAABK, KaTO TO3H Ha annpasojaM.

[Ipon3BoaHOTO Ha OEH3OMEHOH € NOUTH HEAKTHBHO.

EnuMuBUpaHe
BpemMeTo Ha NOAYKUBOT Ha annpasonam € Mexay 12 u 135 yaca u e cpeaHo 16 yaca npy nauMeHTH B
cTapvecka BbL3pacT. ANnpa3osiaM ¥ HErOBUTE METAB0NUTH CE& ENMMHUHUPAT [JIABHO C YPUHATA.
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MyrareHesa
AnnpasoiaMm He € NoKasan MyTareHeH NOTEHLMWaN NpH in vitro TeCT HA Ames, Annpa3onaM He BOAHU 10

XpOMO30MHH abepalliu NPH in Vivo MUKPOHYKJIeapeH TECT NMpPH TUTLXOBE NPH HaW-BUCOKaTA
u3nuTBaHa 103a or 100 mg/kg, koeto e 500 nbTH NOBeye OT MaKCHMaHaTa NPENOpPbUYUTENIHA JHEBHA
a03a npu xopa ot 10 mg/neH.

KapuuHoreHesa
[To BpemMe Ha 2-roauitHK GHONOTHYHY NPOYYBAHUA HA annpazofnaM NpH IbXOBE B 03U A0

30 mg/kg/nen (150 nbTH MakcMManHaTa npenopbYHTEIHAa AHEBHA A03a NpH Xopa oT 10 mg/nen) v
npyd MKLLKK B 403K 10 10 mg/kg/nen (50 bty MakcUManHaTa npenopbUUTE/IHA IHEBHA 1032 NPH
xopa ot 10 mg/aeH) HAMa AaKHH 33 KapUMHOreHeH NnoTeHuu1an.

QepTUINTET
Annpasonam He Hapyluaea GEpTHINUTETA MPH [UILXOBE MPH HaH-BUCOKUTE H3NMUTBAHH J03H OT

5 mg/kg/neH, KoeTo € 25 NbTH MakcHManHaTa npenopbuMTeNHa AHeBHa 103a npy xopa oT 10 mg/aeH.

Qunu edeKkTH

[Ipn nepopaliHO NpUnaraHe Ha ajanpasosaMm npy mrbxose B 403W oT 3, 10, 1 30 mg/kg/nen (15 no
150 nbTH MakcUMaTHATA NPENOPBLHUTENIHA JHEBHA A03a NpU Xopa oT 10 mg/nen) 3a 2 roaMHy €
HabmogaBaHa TeHACHUMSA 3a JJ0303aBUCHMO TMOBMLLABaHE HA Opos Ha KaTapakTHTE (MPH XKEHCKH
*KHBOTHH) M KOPHeanHaTa BacKynapusauus (Npy MbXKKH XKUBOTHH). Te3u e3nu He ce nosssasart ao

cnen okono 11 meceuHo JieueHHe.

6. OAPMAIHEBTHYHHA JAHHHU
6.1. CnHcbk HA NTOMOLIHHTE BEeIEeCTBA

JlakTo3a MOHOXHAPAT

MHUKpOKpHCTalHa Lenaynos3a

Harpues noky3at (85%) u naTpues 6enzoar (E211) (15%)
Cunuunes JHOKCHA, KonouaeH Oe3BoaeH

MarHesues creapar

LlapeBHUHO HHLUECTE

Tabnerkure ot 0,5 Mg CbABPHAT CHILO OUBETHTENA EPUTPOINH HATPHH aNyMHH




6.2. HechbBMeCTHMOCTH

Henpunoxumo.

6.3. Cpox na roguocrt

3 roaunHv

6.4. CneunajHi yCI0BHS HA CbXPAHEHHE

Jla ce cbxpaHsBa npu Temrieparypa noa 25°C.

6.5. Bua n ¢cbabpkaHHe HA ONIAKOBKATA

KaproHeHH onakoBKH, cbabpxkaiiy 30 unun 100 Tabnerku.

He BcHuKK BUAOBE OMAKOBKHU MOraT da ObaaT NyCHAaTH Ha nas3apa.

6.6. Cpeunannu npeanazHH MepKH NpPH HIXBbPJIKHE

Hama crieuManHy U3UCKBaHHA.

7. MPUTEXATEJI HA PABPEILIEHHETO 3A YIIOTPEBA

Buatpuc EOO/

oduc crpaga ,,Cepaunka opucu*
Oyn. CurHakoro Ne 48, eT. 7
1505 Codus

brarapus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

KCAHAKC 0,25 mg Ta6nerku — 20020166
KCAHAKC 0,5 mg Ta6netku ~ 20020165

9., JATA HA IIBPBO PA3PEIIABAHE /TMTOJHOBSABAHE HA PA3PELHIEHHUETO 3A
YIIOTPEBA

IaTa Ha mbpBO paspewiapane: 23 ¢pespyapu 1993 r.
Jlata Ha nocneaHo noaHoBsiBane: 27 nekemepu 2007 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA




