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1. HMME HA JEKAPCTBEHUS NPOAYKT i : ,Z 2 < o0 ( / é)

i [Py -
KCAHAKC 0,25 mg Ta6reTxcu J"? 1776
XANAX 0,25 mg tablets { e RE / H ’f7 /7 ﬁ

v 11 01, 22
KCAHAKC 0,5 mg Tabnetkn U SR
XANAX 0,5 mg tablets

2. KAYECTBEH H KOJIHYECTBEH CbCTAB
Beska Tabnetka cuabpxa ceorBerHo 0,25 mg wiu 0,5 mg annpasonam (alprazolam).

[HomoiHo(1) BemecTBO(a) ¢ HIBECTHO AeiicTBHE:

Tosa nexapcTso chaBpKa 96 Mg 1aKTO3a MOHOXHIpAT.
Toea nexapcTo cbAbpxa 0,11 mg natpues Genzoar BLB Besika Tabnetka 0,25 mg u 0,5 mg.

3a IBITHHMA CHHCHK HA IOMOLIHHTE BellleCTBA BHIKTE Touka 6.1.

3. JEKAPCTBEHA ©OPMA
Tabnerka
KCAHAKC 0,25 mg tabnerxku: Gen, opanad TablieTky, ¢ JETUTE/HA YepTa.

KCAHAKC 0,5 mg Ta6neTku: po3oBn, opanhy TableTkH, ¢ ASNHTEIHA Y€pTa 0 Hagnuc ,,Upjohn 557
OT e/JHATA CTpaHa.

4. KJMHHNYHH JAHHH
4.1. TepaneBTHYHH NOKA3AHHA

KCAHAKC e noka3saH 3a 3a KpaTKOCPOYHO CHMATOMATHYHO JICUEHHE Ha TPEBOXKHOCT NPH Bb3PacTHH.
KCAHAKC e nokasaH camMo ako TPEBOXKHOTO PasCTPOHCTBO € TEXKO, HHBANHAMBHPALLO MITH
IPUIHHABALILG HIK/MIOUHTENHO CTPATTAHHE Ha MAUHEHTA.

4.2. [lo3MpoBKa M HAYMH HA IIPHAOKEHHE

Iipodvaxcumennocm na nevenuemo

KCAHAKC tpabea na ce H3n0Ji3Ba BB Bb3MOXKHO Hali-HECKaTa eeXTHBHA 1034 32 Bb3MOXKHO Hail-
KPaThK NepHoj OT BpeMe H 3a MakcuManHo 2 — 4 ceamuiiy. HeoOxoauMocTTa 0T IpoabIKaBaHe Ha
neyeHueTo TpaOBa fa 6bae oneHsrana yecto. He ce npenopbyura ALArOCPOMHO JleueHHe. PHCKEBT OT
3aBHCHMOCT MOPKe Ja Ce [OBHIIM C YReIMYaBaHe Ha J03aTa U NPOSB/DKUTE/THOCTTA Ha NeYEHHETO
(8x. Touka 4.4).

ED3HEOBKa

Tpesoorcnocm
O6uyaitnara Havanxa fo3a e 0,75 mg a0 1,5 mg AHEBHO, pa3aeNeHH B HAKOIKO MPHEMA
NOALbPXAINN 034 ce faBat oT 0,5 mg no 4 mg nHeBHO, pa3ieNeHH B HAKOIKO NPH

Onrumandata f03a TpaGea na 6b1e HHAHBHYATH3MPaHA B 3aBUCHMOCT OT TeX
Y HHAHBHYaTHHS OTrOBOp Ha NauueHTa. [Ipy marueHTH, KOHTO HMAT HYKIa O

JO3HpORKaTa TpﬂﬁBa Aa ce yBe/IHYaRa ¢ NMOBHIICHO BHHMaHHE, 3& Ja ce H3bery.
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Haii-oB1u1o nauuenTH, KOMTO He ca [OMyYaBanH [pefy TOBa CHXOTPOIHY IEKapCTBa, e MMAT HyKia
OT MAJIKO NO-HHCKH LO3H, OTKONKOTO Te3H, NeKyBaHH peJd TOBA ¢ MAJIKH TPaHKBHIH3ATOPH,
AHTHJAETIPECAHTH WM XHNHOTHUY. [Tperopbusa ce na ce cieapa oGUIOTO NpaBUIIo 3a ynoTpeba Ha
Haii-gHcKaTa edieKTHRHA 71033, 0CO0EHO MpPH NALKEHTH B CTAPYECKa PB3PACT HIH NALMEHTH C
BJIOLIEHO 0B110 CHCTOSHHE, 3a 1a CE IIPeAOTBPATH PA3BUTHETO HA aTAKCHA MITH CBPBXCEIHPAHe.

[pexpaTaBaHe Ha TeuYeHHETO
3a npexpaTaBane Ha NeYeHHETO ¢ AlIpasonaM Ao3npoBkarta Tpafisa a 6bae HaManeHa HOCTENEHHO,

32 Aa ce U30erHaT cUMIITOMH Ha O'THEMAHE (BX. Toyka 4.4),

Heduampuyna nonyrayus
BesonacHocTTa 1 edekTHBHOCTTA IPH Jelia ¥ FOHOIUM 04 | 8-rofuHa BB3pacT He ca yCTaHOBEHH K
I10 Ta3M NPHYHHA He ¢e Npenopbysa ynorpebaTa Ha annpa3onaM.

lepuampunu nayuenmu

Moske na e N0-TOAXONALIA TO-HUCKA J034.

Hauanuata fo3a Tpa6ea na 6v1e 0,5 mg no 0,75 mg nHeBHO, pasgeneHa B HAKOJIKO IpHeMa. [Ipu
#eo0XoAMMOCT 1 o6pa MOHOCUMOCT, 103aTa MOXKe f1a Ob/e [0CTENeHHO YBENHYeHA,

4.3. THpornBonokazaHHA

CBpBXYYBCTBHTENHOCT KBM AKTHBHOTO BELIECTBO MM KEM HAKOE OT nomomnwre BelllecTBa,
H30pPOCHH B TOYKA 6.1, HIIM KbM APYTH §eH30AHAIEIHHY,

4.4. CrenuajHu npeAyNpexKaeHHA U NPEANAZHA MEPKH NpH ynoTpeda

Hpoovnxcumennocm na nevenuemo _

IpoxbmkuTenHOCTTa HA Nedenuero TpA6Ba aa Gbae BL3IMOXKHO HAH-KpaTKa if He moBeye ot 2 — 4
ceAMUUH (BXK. TOYKa 4.2). Y Ib/DKaBAHETO Ha BPEMETO Ha JIeYeHue clIe]l TO3H nepuoy Tpabpa na ce
TIpaBH CaMO CHEJ OLICHKA Ha CHTYaluATa.

Moxe na e yMECTHO [pH 3aM0YBaHe Ha JIeYeHHEeTO Ja HndopMupare NaLHeHTa, Ye NedeHHeTo e
6b1e OrpaHHYEHO BEB BPEMETO, KaKTO H Jia 00ACHHTE Kak 103aTa 1e OLAe IoCcTeNeHHO HaMaleHa,
Hanuyuy ca NaHHM, ApeRNoNaraly, 4¢ € BE3MOXKHA [IOABATA HA CHMIITOMH H3 OTHEMAaHe B PAMKHTE
Ha MepHOJIa Ha IPULSM, KOTATO ¢e W3NON3EAT KpaTkoacicTealun Gensoauasenuny, ocobero BLB
BHCOKH 03H. KoraTo ce H3non3par OeH301Ma3eNHHHU ¢ NPOXBLIDKUTENHO AelicTBHE, € BAXKHO
NMAanUeHTeT Aa Obae nHGOpMEpaH, Ye Toi/Ts ne Tpa6Ba na npeMHHasa KbM KpaTkozeiicTBain
GeH30AMAeITHH, Thil KaTO MOTAT Ja CE MOABAT CHMITTOMM Ha OTHeMaHe.

EnnospeMednara ynotpeba Ha GeH301azenMHi B ONHOMAK MOXe 13 ToBeJe Io AbA0Ka cefanms,
NOTHCKAKe HA AUIUAHETO, KOMa W cMBpT. JJo3MpORKaTa ¥ NPONBIDKUTEHOCTTA HA eueHKe Tpadea aa
6bAaT HAMANEHHK 10 MHHHMYM,

Heobxonumo e noBHIeHO BHUMAHME [IPH JIeueHHe Ha NIALUeHTH ¢ HApYloeHa 6b6peuHa uau
yepHOApoOHa (yHKIHA.

Vnotpebata Ha GeHronuaseniiny, BRTIOYRTEAHO aNIpasonaM, MOXKE Aa JOBee A0 PRIBUTHE Ha
¢u3MyecKa i NCHXMYECKa 3aBACUMOCT KbM Te3H IPOAYKTH. PHCKBT OT 38BHCHMOCT C€ YBENUYaBa C
YBETHYABAHE HA 03aTa H NPOTRMKHTENHOCTTA HA JIeHeHHe W ¢ AOMbAHUTENHO 3aBHILEH TIPH
TIAUHEHTH ¢ aHAMHE3a 33 AIKOXOMHA MM JleKapcTBeHa 3noynorpeba. JlekapcTeeHara anoynotpeba e
H3BECTEH PHCK 32 annpa3osaM | 3a Apyrute Gensoanazennu. [annentnte TpaGBa na Gbaat
NpoCneaaBaHH BHHMATEHO, KOraTo NoMyvasaT alnpa3oiamM. AnnpasonaM moxe f1a 6sag
padniyHa yrotpeba. MMa crobiuenys 3a cMBPTHH Cllyqad, CREP3aHH ¢ NPeIo3HpaHe
anoynoTpedaBa ¢ annpalonaM H ¢ APYTH CPeACTBa, MOTHCKAINM [IEHTPAIHATA HEPB
BRIIOYHTENHO OTIMONAN, APYTH feH30Ana3ennHay N ankoxon, Tesn puckore TpabB,
NPeIBAZ OpH IPERIMCBAHETO U OTIYCKAHETO HA AJINpasoiaM. 3a Ja ¢& HaMalaT
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Aa Ce M3NO0N3BA Hall-ManKoTO NUAX0AALLO KONKYECTBO # NauHeHTHTe TpibBa na 6baaT nochBeTBAHH
KaK IPaBHITHO /3 ChXPAHABAT M H3XBELPIAT HEH3NOM3BAHNUA IeKAPCTREH NPOAYKT (Bxk. Toukn 4.2, 4.8 1
4.9),

B1p30T0 HaMANgBaHe MW Ps3KOTO CIIHPaHe Ha JIeYeHHETO ¢ OeH30IHa3elINHH, BKIOUHTEIHO H
a.nnpasonaM, MOTaT ga Jopenat a0 CUMITOMH Ha OTHEMAHE. CHUMITTOMITTE MOTAT Aa BapnpaT OT JIeKa
nucdopua u Gescvrne N0 3HAYUTENEH CHRAPOM, KOHTO MOXE 1a BKTIOUBA KOPeMHH M MyCKY/IHH
Cra3MH, NOBPELIAHE, H3INOTABAHE, TPEMOP H r'bp4oBe. B JonbnHeHHe npu Gbp3o HAMAIABAHE UIH
PA3KO CIHpPaHE Ha AEYESHHETO ¢ aNNpas3onaM ca HabmroaaBany MpUNATBUH (BXK. ToukH 4.2 H 4.8).

bensoauasenuHuTe 1 GeH30AHa3eNIHH-NORO0HNUTE JIEKAPCTBEHH CPEACTBA He TpabBa Ja ce NpeanmHcBaT
CAMOCTOATENTHO 34 JICYCHHE HA AcpecHi, Thil KaTO TE MOXE Ja MpenH3BHKAT HJIH [TIOBHALIAT PHCKA OT
camoybniicreo. KCAHAKC 1pabsa aa ce 13nonssa ¢ noOBHIIEHO BHHMAHHE H IIPeNHCAHHETO My
TpabBa na 6bae OrpaHHUEHO IPH MALMEHTH C PH3HALM M CUMITOMH HA AENPECHBHO PascTPORCTBO
HIH CYHIMIHH TEHASHIMH.

Enuz001 Ha XMIIOMaHKA ¥ MaHKA ce ¢pobiuaBsar npu ynotpebara Ha annpasoliam NpH NAUHEHTH ¢
AernpecHs.

H3nonseanero Ha ajipa3loiaM Re € YCTAROBSHO IIPH HAKOH BHAOBE ASIIPECHA,

Cmapuecxa svipacm

Ben3oanasemMHuTE H CBBP3aHMTE C TAX IPOAYKTH TpaGBa Aa ce M3NON3BAT C MOBHILIEHO BHUMAaHHe
[IpH XOpa B CTAPYECKa Bb3pacT, MOpajH PHCK OT CeapaHe WKW MyCKYITHO-CKeNneTHa cnabocT, KOHTO
MOraT 1a NpeRH3BHKAT NajlaHe, 4eCTo ChC CEPHO3HH MOCAERHITH B Ta3i Bb3pPacToBa Ipyna.

Homownu setyecmea

KCAHAKC cbanpxa J1aKT032 MOHOXHIPAT

NausenTr ¢ peaxy HaceCTBEHH Npod/ieMy Ha ranakTo3Ha HEMIOHOCHMOCT, Lapp-nakTasen aeduunt
WK ITI0K030-raakTo3Ha Matabcopbus He TpaOBa 1a npHEMaT TOBA NEKAPCTRO. '

KCAHAKC cbabp:xa naTpueB Gexsoar
Tosa nexapcrso ceaspika 0,11 mg HarpHes GeHsoar pbB Beska Tabnetka 0,25 mg # 0,5 mg.

KCAHAKC cpabpxa HaTpui
To3u nexapcTBeH NPOOYKT CHABPXKA no-Maiko oT | mmol zaTpuit (23 mg) Ha TaGneTka, T.e. Moxe Ja
C& KaKe, He MPaKTHYECKH He ChABpKa HATPHIL.

AnmpasonaM ¢€ OTHYCKa [0 CIELHATHO JIEKAPCKO TIPenHCaHue.
4.5, BiaumopeficTBHe ¢ XPYTH NeKAPCTBEHH NPOAYKTH H ApYrH GOopMH Ha BIaUMoOaelHcTBHe

Bex3oanazenMHuTe MMAT aRuTHBEH noTHckain edexr pupxy LIHC, BRIIOYHTENHO NOTHCKAHE Ha
AVLIAHETO, IPH €THOBPEMEHHO PUNOKEHHE C OMHOKAH, ANKOXOJ HIH APYTH NEKAPCTBA, [TOTHCKALIH
HHC (2x. Todxa 4.4).

[pn eAROBPEMEHHO MPHIOKEHHE Ha ANNPa30NaM H JIeKapCTsa, NOBIHABALIH HEroBHS MeTaGoIMIBM,
MOrarT /ia HACTBIAT apMaKOKMHETHYHH B3anMoeicTeud. BelnecTsa, konto unxubupar onpeeneHu
YEPHOAPOCHH eH3UMHU (MO-CHEMATHO HTOXpoM P4503A4), Morar 1a MOBHLIAT KOHLEHTPALHATA Ha
anmnpasojiaM H Aa 3aCAJIAT HeroBoTo JelicTBhe. JIaHHH OT KIMHHYHHE TPOYMBAHUA ¢ ANITpa3oamM, in
vifro IPOYYBAHUSA ¢ ANMPa3onaM H KTHHUYHH [IPOYYBAHKSA C BELIECTBA, KOMTO ce MeTafonusupar
nofo0HO Ha annpasonam, JaBaT JOKA3ATENCTBA 32 Pa3iMSHH CTENEHH Ha BlanMogeficTBie U
Pb3MOXHO B32aHMOJCHCTBHE Ha alllIpa3oflaM ¢ pelHia lekapcTsa. B3 OCHOBA Ha CTENEHT
B3aMMOIeHiCTBHE U BH/A HA HATHYHHTE JaHHU C& JIABAT CHEHUTE MPEnOpybKH:




- He ce npenepbyiBa EfHOBPECMEHHOTO NMPHIMKCHHE HA annpasoiaM H KETOKOHA30J, HTPaKOHA30
HJIH APYTH a30J10BH aHTHMHKOTHYHH CpeACTBA.

. [Npenopbyea ce NORHIEHO BHUMaHHe M OGMHCIAHE HA HAMATABAHE Ha [03aTa IIpH
€THOBPEMEHHO MPHI0KeHHE Ha ajpasosaM ¢ Heda3oaoH, HIyBOKCAMHH H UMMETHIHH.
J [Mpenopbura ce NOBUILEHO BHUMAHKWE TIPY €AHOBPEMEHHO TIPUIOKEHHE Ha ANNPAIOIAM H

¢yokceTHH, NponokcH(eH, NEPOPATHH KOHTPZLEIITHBH, AUITHA3EM HITH MAaXPONHIHH
AHTHOMOTHLH KaTO EPUTPOMHIMH H TPONEAHAOMUIIHH,

. BsaumoneitcTeuATa Mex Iy MpoTea3H® HHXHOMTOPH HA YOBELUKHA MMYHOAe(hHIHTEH BUPYC
(HIV) (#anp. pHTOHaBUp) U annpa3o/aM ca CNOXHH H BpeMe3aBuCHMH. HHCKY 1031 PHTOHABUP
BOL:AT O 3HAYHTENHO HAPYIUCHHE Ha K/IHPBHCA Ha aNpasoenaM, YABIKABAHE Ha HErOBOTO
BpeMe Ha MOMYXHBOT H 3aCHIeHH KIMHHYHA edekTH. [Ipi npoxb/oKUTeIHaTa eKCIO3HRHA HA
puroHaBHp obaue vHAyKuMaTa Ha CYP3A npoTHeozeiicTBa Ha a3 HHXHGHIKEA. Tosa
B3aHMOAEHCTBHE HANAra KOPHIHpaHe HA A034aTa HITH CIHpaHe HA allipazonaM.

. TloBHINEHH KOHLEHTPALHH HA JUTOKCHH €4 JOKJafBAHM NPH TIpHJIaraHe Ha alpasolam,
0Cc0GeHO NpH MALIMEHTH B CTApUecka Bb3pacT (>65 roauun). [To Tas npuuuAa e HeoOX0AKUMO
BHHMAaTeNHO HabmoaBaHe Ha NPH3HALIMTE M CHMITTOMHTE, CBBbP3aHH C JHIOKCHHOBA
TOKCHYHOCT, [IPH DalWeHTH, IpAEMAIH annpa3ojiaM i THIOKCHH.

4.6, PepTHauTeT, GpeMeHHOCT H KBPMeHE

BpemenHoct
JlaHHHMTE OTHOCHO TEpPATOTEHHOCTTA H e)eKTHTE BBPXY NOCIEPOZOBOTO PA3BUTHE H TIOBEIEHHE ClIEN,

neverue ¢ 6eH30AMa3CIIHHY Ca NPOTHEOpeYMBH. FIMa JaHHH OT HAKOM PaHHK MPOYYBaHHA C APYTH
MIPEACTABHTENH Ha Kfac OeH30AHA3ENHHH, Ye ik ufero eKCMOZHLHATA MOXKE Aa ObIe CBBp3aHa ¢
MandopmanuH. [1o-KeCHH poy9BaHu ¢ 1eKapcTBa OT GeH30AHa3eNHHOBHA KNac He ¢a oKasany
AICHH JI0Ka3aTe/ICTRA 34 KAKBBTO M Aa Ouno THI fedekT.

HMma cnobienus, ye fela, HanoxeHu Ha GeH30QMa3eNIMHK B KPas Ha TPETHA TPHMECTBP OT
OpeMeHHOCTTa MM 10 BpEMe Ha POKIAHETO, Ipoasssat wid ,,floppy infant” cunapoM (cHHApoOM Ha
OTIyCHATOTO KbpMaYe), I CUMIITOMU Ha OTHeMaHe. AKO aJmpa3o/iaM ce NpHiara no BpeMe Ha
OGpeMeHHOCT HITH 8KO NMaliMeHTKaTa 3abpemenes, JOKATO NpUEeMa anmipa3onam, e neobxomiMo na 6bae
3amo3HaTa ¢ MOTEHUHATIHHA pPHCK 33 NJIoaa.

Kbspmene
beH3oaMasenuuuTe, BKIIOYHTETHO ANNPa30iaM, Ce eKCKPETHPAT B HHCKA CTelleH B KbpMaTa. Brnpeku

TOBA, Ito BpeMe Ha yroTpeba Ha fensoanasentHl He cneaBa 0a ce KbpPMH.
4.7. Eg{exTn Bupxy cnocoGHoCTTa 3a modHpane H paboTa ¢ MammHK

TMamenture Tpabaa a Hbaar npeaynpeneHn 3a oNacHOCTTa NpH IogHpare uau paboTa ¢ MaILIMHH,
JOKaTo HE C& YCTAHOBH, e MPHEMBT HA TOBa NEKAPCTBO HE BIHAE KA KOHLEHTPALMATA HM.

4.8. Hexeaanu NeKapcTBeHH PeaKkLHH

Hexenanute peaxuyy, ako ce MoABAT, 0GHKHOBEHO ¢a HAabMOJaBaHH B HAYATOTO Ha IEHEHUETO H
OOHKHOBEHO H34€3BaT IIPH NPOXBDKHUTEHO EUSHME MM HaMaNABaHe Ha J03aTa.

CneinuTe HeXeNaHW PeakUny ca HabMmoaaBaHH W JOKMa/IBaHH 110 BpeMe Ha KOHTPOIHPAHHTE
KIIHHHYHH MPOYyYBaHUA H MNOCTMapPKeTHHIOBHA OIHT ¢ aNnpa3ciiaM CbC CACAHHTE YCCTOTH! MHOI'0
yect (>1/10); vectn (>1/100 ao <1/10); meuectu (=1/1 000 go <1/100); peaxu (=1/10 000 po

<1/1 000}); muoro peaxu (<1/10 000), ¢ HensBecTHA YecToTa (OT HANMIHHUTE AAHHH He MOske Ja Obae
HanpapeHa GLIEHKA).




Cuneremo-opraven MHuoro qecTn YecTn Heuvectn C Hen3BecTHA
Kiae =1/10) (>1/100 (>1/1 000 o qecToTa (OT
ao <1/10) <1/100) HAJTHYHHUTE TAHUA
' He MOXeE 13 Onae
HanpaneHa oleHKa)
HapynieHusa Ha XunepnposnakTHHe-
eHAOKPHHHATA MHa*
CHCTEMA
Hapywenus na IoHmxen aneTnt
MertabonuiMa u
XpaHeHeTo
Menxuunu Henpecus O6npksane, Manua* (B, XunomaHus*,
HapylleHHs 3aryfa Ha Touka 4,4}, arpechs®,
OpHeHTALIMA, XATFOLIMHANKH, ppaxiebuocT*abHop
TIOHIKEHO THsB*, MHO MHCJIEHE™*,
mbuno, Bn30yna®, TICHXOMOTOpPHA
TPEBOKHOCT, NeKapCTBEHA BB3Gy 1%,
Gescnuue, 3aBHCHUMOCT NeKapcTBeHA
HEepBHOCT, snoynotpeba*
NOBUINEHD
nubuao*
Hapyumenus na Cenaums, Hapymeno AMHesHA Beretatusin
HepBHATa CHCTeMa CHHIIMBOCT, paBHOBecHe, peakuumn®*,
aTaKkcHA, HapyIlieHa OHCTOHHA*
TaMeTOBH KOOpAHHALIHA,
HapyHICHHS, HApYIIEHO
IM3apTpHA, BHHMAaHHE,
3aMasgHOCT, XHIEPCOMHHA,
rnasofoime JIETApTHA, TPEMOp
HapyuieHus Ha oyuTe 3aMBrieno apeHne
CroMalIHO-qpeBHH 3anek, cyxotak | Fapeue CroMaluHo-peRHy
HapyHIEHHA ycrara HapyueHua*
XenatoGumapHu Xenartut*,
HapyLIeHHs HapylueHa
yepHoZpofHa
$yHKuMg*,
HBNTeHHLA*
Hapyuwienus Ha HepMmatut* Anruoegem*,
KOaTa U NOAKOXKHATA Peakumus na
ThKaH (hoTOUYBCTBHTEN-
HOCT*
Hapywenus Ha MyckynHa
MYCKYJHO-CKeNeTHaTa cnabocT
CHCTEMA U
CheJHHUTETHATA
ThKaH
Hapyenus Ha HuxontaHeHuua* | 3aapekka Ha
6x6penute n ypHHa*
IHKOYHKTE MBTHLIA
Hapymenns ra Cexcyanna HepedosHa
BB3IPOH3IBOAHTEIHATS JACQYHKIMI* MeHCTpyauus*
CHCTEMa M I'bpaara
06wy Hapyutenna v | Ymopa, CunpgpoM Ha
etheKTH Ha MACTOTO Ha | paspasHuTen- oTHeMaHe* & S S\ 2,
MPHIIOXKEHHE HOCT =3 i
Hicnaapanus [MoBuineHo Terno, igng’ ', =
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CucTeMo-opraben Muoro gecTh Hecru Hewecrn C nen3BecTHa
Kaac =1/10) (=1/100 {=1/1 600 ao gecToTa (0T
ae <1/10) <1/100) HATHYHUTE [IAHHH
He MoXKe na Obae
HANPABEHA OlIEHKA)

TIOHHMIKEHO TErNo BETPEOYHO
HanxsTaHe*

* HJIP, naedTu(pHuMpany B NOCTMAPKETHRIOBHS NIEPHOA
p p

B MHOTO OT CAY4aHTe Ha CIIOHTAHHKE ChOOIIEHHS 32 HeXelaHH TIOBEJCHYECKU PEaKLHH, NALUEHTHTE
ca npuemanu Apyru nosnuseauy L{HC nekapcTba efHOBpeMEHHO H/HH ca CTpagajiy oT
CBOLTCTBAILY NCHXMATPHYHH CHCTOAHNE. [TalMenT ¢ rpaHHYHO pa3cTpoitCTBO Ha THYHOCTTA,
aHaMHe3a 33 HACHJICTBEHO WIN arpecUBHO [IOBEICHHE, UITH 3N0yNIOTpeda ¢ ankoXom HIH JIEKapCTea,
Morart jia OBJaT H3N0XKEHH Ha PHCK OT TakKHBa chOnTHA. ChobiaBa e 3a CIyyaH Ha
Pa3apazHHUTETHOCT, BpaX/AeOHOCT H HaTPAMHHBY MECITH NPH NPEKPATABAHE Ha AIOPA30IaM IPU
MAIHEHTH ¢ MOCTTPABMATHYHO CTPECOBO PasCcTpoiicTBo.

Crobliapane Ha NONO3UPAHN HEXENAHHA DEAKUHH

CrofiuasaneTo Ha NONO3HPAHM HeXXenaHH peaklliti Cnej paspelllaBaHe 3a ynoTpeba Ha NEeKapcTBEHNIA
NPOAYKT € BaxkHO. ToBa Mo3BonABa Ja MPOXEIKH HAONIOAEHHETO HA CHOTHOIMIEHUETO MOJI3A/PHCK 3a
NeKapCTBeHHs MPORYKT. OT MeJUUHHCKUTE CIIELHATUCTH Ce H3HCKBA Ja ChodInaBar 3a BCAKA
MOAO3HpPaHa HEXKERAHA PeaKiya dpe3 M3nbaHHUTeNHa areHIHA N0 IeKapeTBara, yi. ,,JlaMan ['pyes”
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeGcaliT: www.bda.bg.

4.9. TIipenoznpane

CHMIITOMHTE Ha NPeio3UpaHe ¢ Anpa3oiaM ofHKHOREHO Ce NPOABSBAT KATO NPOAbMKEHHE Ha
(apMakoaOrHHHOTO My OeHCTBHE H BKJIIOYBAT CHHIMBOCT, HEACEH TOBOD, THIICA HA KOOPAHHALIHA,
KOMa M IOTHCKAHE Ha JumaneTo. CepHO3HATE NOCTIEAULHN ca PefKH, OCBEH B CIIyHanTe, KOraTo
€JHOBPEMEHHO Ca NPHETH OPYTH JIEKApCTBa WHIH eTaHoI. JledeHHETO Ha Npefo3UpaHeTO BKIIOYBA
OCHOBHO IOJBPXKaHe Ha JMXATeHATA H ChPAETHO-CBAORATA GyHKIMA. 3HAYEHHETO HA AUAIM3ATA HE
€ YCTaROBEHO,

DdnymazeHHn MOXKe Ja ObAe H3MON3BaH B AONBIHEHHE KbM NIOMABPKAHETO HA UXATENHATA U
ChPAEHHO-ChIOBATA (DYHKIIHA, CBbP3aHH C PENO3HPaHe.

5. ®APMAKOJIOTHYHH JAHHH
5.1. dapMakoIHHAMMYHH CBOIiCTBa

apmakoTepanesTHyHa rpyna:; IIponssogHH Ha Gensoanasenuua, ATC koa: NOSBA 12

MexauusnM Ha JeficTBHE
KCAHAKC cnabpia TpHasonobeH30qHAEOMH,

Bcuuky OeH301Ha3eMHHE HMAT KAYeCTBEHO CXOJAHHM CBOMCTRA; aHKCHOMMTHIHO, XHITHOCE/HPALIO,
MHOpENAKCAHTHO H AHTHKOHBYJICHBHO JieHcTBUE. Brnpeku ToBa, ChUIECTBYBAT KONHYECTREHH
dapMakoKHHETHHIHA pa3snHyms, KOHTO CA JOBENH 0 PasIH9HK 0BIACTH HA NPHIOXKEHHE.

Mo npunumn e npueto, 4e AeHcTBUeTo Ha HeHloanazenuuuTe ce 6a3upa HA 3aCHIIBAHE HA HEBPOHHATA
HHXEOHLHA, ONOCPEACTBEHA OT raMa-aMHMHOMACIIEHATA KHCETHHA.

5.2. ®apMaxOKHHETHYHH CBOMCTBA

Abcopbuns
MaxkcHMaNTHH N1a3MERN KOHUEHTPALMY Ce JOCTHIaT Mekay 1 1 2 4aca clien mepopaiHo
Ha KCAHAKC tabnerkw.



Pasnpezenerue
in vitro, 80% ot annpa3onam e CBBP3aH CBC CEPYMHUTE GENTHIH.

BuotpancgopMaiug

AnmpasonaM ce nojaara rilaBHoO Ha OKHCHEHHE.

OcHosrrTe MeTaGONHTH Ha aimpasonaM ca a-hydroxy-anipazonaM U eJHO IPOH3BOLHO Ha
6ensodenon. InasMeHNTE KOHUEHTPALMY HA TE3M METAGONHTH ca H3KIIOYUTEITHO HUCKH.
BuonorpyHaTa akTHBHOCT Ha t-hydroxy-annpa3sonam e oKOJO MoJOBKHHATA OT Ta3X Ha ajlnpasoliaM.
TaxHOTO BpeMe Ha MOTYXHBOT & OT ChIlMA NOPATBK, KATO TO3H Ha ANNPa3onaM.

IIpouseoaHoTe Ha 6eH30¢eHOH € MOYTH HeakTUEHO.

Estumunupane .
BpemeTo Ha nomyUBOT Ha ainnpalonam & Mexty 12 u 15 yaca ¥ e cpefiHo 16 yaca npy nayueHTd B
CTapyecka BB3PacT. ANNpasonaM H HECORUTE MeTaGoNHTH Ce eNMMHHHPAT [IaBHO C YPHUHATA.

5.3. TlpeaknuHHYHE AAHHH 33 Ge30MacHoCT

Mytareyesa X '
Anmpa3zonaM He e ITokasan MyTareHeH IOTeHIHAN NPH in vitro TecT Ha Ames. Annpasonam He BOAH 10

XpOMO30MHE abepalHu Npy in vivo MEKPOHYK/IEApeH TecT MPH TUTbXOBE [IPU Hali-BHCOKATa
H3nuTBaHa 1o3a ot 100 mg/kg, koero e 500 mbTH NOBeYe OT MAKCHMAJIHATA IPEMOPBYHTENHA AHEBHA
Jo3a np# xopa o7 10 mg/aen.

KapnunoreHesa
INo Bpeme na 2-roauinHE SHONOrHYHE TPOYYBAHUA Ha aNITPa30jiaM MPH ITbX0BE B JO3U 10

30 mg/kg/nen (150 nbTH MaKCMMANHATA NPENOPbYNTENHA AHEBHA 1032 IpH Xopa o1 10 mg/net) n
npy MHIUKH B A03x 10 10 mg/kg/nen (50 meTH MakcHMarHaTa NpenopbYATENHa THEBHA 1032 NpH
xopa ot 10 mg/neH) HAMa JaHHM 3a KAPLMHOTEHEH NOTEHUHKA.

DepTunyTeT
AunpasonaM He Hapylnapa (ePTHIHTETA NPU ILTHXOBE NIPH HAH-BHCOKUTE M3NUTBAHY J03H OT
5 mg/kg/neH, koeTo € 25 MbTH MAaKCHMAJTHATA NPETNIoOpBYNTE/HA JHEBHA ZI03a TIpH xopa ot 10 mg/aeH.

Ounu edexTn

Tipu nepopanyo npunarase Ha anpasonaM nPH NTbXose B 1034 oT 3, 10, u 30 mg/kg/nen (15 mo
150 mbTH MakcHManHaTa NpenophkYHTENHa JHEBHA 103a IIPH Xopa oT 10 mg/men) 3a 2 roZMHH €
HafmonaBana TeHASHUNA 33 J0303aBUCHMO NOBHINABAHE HA Gpos Ha KaTapakTHTE (IPH XKEHCKH
*KMBOTHH) H KODHEANHATa BACKYIAPH3aLMs (IPH MBKKH KMBOTHH). T€3H Ne3uH He ce II0ABABAT 10
cnen oxono 11 MeceuHo nevenue,

6. GOAPMAIIEBTHYHH JAHHH

6.1. CnnebK Ha NOMOUIHHTE BEECTBA

JlakTo3a MOHOXKHApAT

MukpokpucTansa uemynosa

Hatpues goxysat (85%) u natpues Genzoat (E211) (15%)
CunuuueB QMOKCHA, KONOHAEH Ge3BoeH

Maruesnes cTeapar

[MapeeuyHe HHLIECTE

Tabnetknute o1 0,5 mg CHALPXKAT CHILO OLBETHTENA EPUTPOIHH HATPHH ATYMHUHHEB 12K

6.2. HechBMeCTHMOCTH




Henmpunoxumo.

6.3. Cpox Ha rogHoct

3 roauHu

6.4. CnenHajJHH YCTOBHH HA ChXpaHeHHE

Jla ce chxpaHABa IpH Temneparypa noa 25°C.

6.5. Bng ¥ cLABPEAHNE HA OMAKOBKATA

KapToHnenu onakosky, chIbpxatiy 30 unu 100 tabnetku.

He BCHYKH BHIOBE OMAKOBKH MOTat fa 6bJar [yCHATH Ha nasapa.
6.6. Cnennajxan NpeaTa3HA MEPKH NPH H3XBLPJIRHE

HsaMa cnelHansy H3INCKBAHUS.

7. IPUTEXATEJ HA PASPEHIEHHUETO 3A YIHOTPEBA

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelie aan den 1)ssel
Hunepnanaus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

KCAHAKC 0,25 mg taGnetku — 20020166
KCAHAKC 0,5 mg Tabnetxu — 20020165

9. JATA HA IIBPBO PA3SPEHIABAHE /TTOJHOBABAHE HA PAZPEUHIEHHETO 3A

YIIOTPEBA

HaTa Ha TepRO paspellasase: 23 despyapn 1993 r.
Jara Ha nocnenHo noaHoesasane: 27 gexemppu 2007 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA




