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DIAZEPAM ACTAVIS Smg tablets
THUA3ZEIIAM AKTABUC 5Smg Tabaerkn

DIAZEPAM ACTAVIS 10mg tablets
HTHA3EIIAM AKTABHUC 10mg TabeTkH

2. KOJIUYECTBEH U KAUYECTBEH CHCTAB

JlekapcTBeHO BellecTBO eaHa Tabserka Jluasemam AxraBuc S5 mg: Juazenam
/Diazepam / 5 mg

JlekapcTBeHO BemecTBO eaHa Tabnerka /JlmazemaM AxktaBuc 10 mg: Jmazenam

/Diazepant/ 10 mg

3. JEKAPCTBEHA ©OPMA
TabneTku

9. KIMHUYHHU JAHHHA
4.1. [IOKA3AHUAS

Bw3pacmnu

¢ Kpatko (2-4 cenMuid) CAMNOTOMATUYHO JICUCHHE Ha TEXKKO O€3MOKOHCTRO,
BOJACHIO A0 HETPYAOCHOCOOHOCT U CTPEC, CaMOCTOATE/ITHO WIHM BBLB BpPB3Ka C
0€3CbHHE HWAHM KParko MCHXOCOMATHYHO, OPraHMYHO MWIH HCHUXUYECKO
3a00/19BaHe;

o Kparko (2-4 ceIMHIIN) JICUCHHE HA CBCTOSHUSA, IIPU KOUTO TPEBOXKHOCTTA €
OTKJIIOYBAILl WJIH VTEKHABAOI CBCTOSHHETO (aKTop (Hamp. TEeH3HMOHHO
ri1aBo0oJe WM MUTPCHO3HH IPHUCTHIIN);

e CHUMNOTOMATHYHO JICYCHUE HA OCTPA ANKOXOJHA aBCTHHEHLINA;

o JleueHne Ha MYCKYJIHH CIIA3MU; KATO JOIIBJIHUTEIIHO CPESACTBO 38 KOHTPOJIUPAHE
Ha MYCKYJTHH CTIa3MH NIPH TETAHYC;

e 3a oBjaasgBaHE Ha LepeOpaiHa CIACTUYHOCT TIpU ONPEACICHN CIyYaH,

o Karo JONMBNHUTENHO CPEeACTBO 34 JEYEHHWE Ha HIKOH (POPMH CIUICIICHS —
MHOKJIOHYC;

¢ [IpeMeaukaung,

e HouHu komuMapy u COMHaMOy I3 BM;

¢ KaTo JIONBIHUTENHO CPEACTBO 32 KOHTPOJI HA MYCKYJIHH CITa3MHU NP TETAHYC;

e B oraenHu ciyyad MoxXe Ja MMa €QEKT IpH KOHTPOJIUPAHE HA HANPEKCHUE M
pa3apasHUTEIHOCT, ChIIPOBOXKAAIIM Lepebpanna CTIACHAEHOCT,

o [Ipemeamkamus. Am My T




4.2. JO3UPOBKA H HAYHH HA MNPUJIOXKEHHUE

3a MOCTUIaHE Ha ONTHMayieH edekT no3ara Tpsbea na Obae WHIMBHAYAIH3NpaHa.
JleueHMETO CiaeaBa [a 3alloyHe ¢ Hail-HUCKara e(EeKTHBHA 1033, CHOTBETCTBallla Ha
ONPEIEIEHOTO CHCTOAHHUC.

[Ipoab/DKUTETHOCTTA Ha JICUCHUETO cie/Ba Aa Oble MAaKCMMAaIHO KpaTka. [lalMeHTsT
Tps0OBa J1a ObJie peZIOBHO OIEHIBAH C OIJIE HyXKAaTa OT NMPOABIKABAHE Ha JICUCHUETO,
ocoGeHo rpH Ge3cHMNTOMEH nanueHT. Jledennero He TpAOBa Ja MpPOAB/DKABa MOBEYE
OT 2-3 Mecela, BKIIOUUTEIHO [IeprUoJa Ha IIpeKpaTaBaHe.

[TanneuTsT TpaOBa na 6bpaAc HHPOPMHUpPAH 33 NMPOIBIKUTSIIHOCTTA Ha JICYEHHUETO, KATo
nogpobHo ce OOACHH Kak IIOCTENEHHO ile Objle HaMmajlsBaHa lpujaraHara 103a |
BB3MOXKHOCTTA OT IIOBTOPHA MOSiBAa HAa CUMITOMHTE B NCPHOAA Ha IIPEKpaTsABaHE Ha
nedeHuero. Korato ce npuiaraT OcH30AMa3enMHU ¢ IIPOIBIKUTCIHO ACUCTBUE, KATO
diazepam e BaXXHO Ja ce 3Hae, Ye NMpU NPEMHUHABAHE KbM TEpaITii ¢ KpaTKOAEUCTBAIIH
GEeH30IMa3eIMHY MOXKE [a Ce€ pa3BHAT CHUMIOTOMU Ha a0CTHMHCHIMSA, KOATO Aa ce
MaHHGbECTHpa JOPH B HHTEpBana MeX Iy IpHEMHTE, OCOOCHO aKo € oM.

Cocmonanus Ha MPEBONCHOC

Bov3pacmru

O6uuaiina no3a 5 mg AHEBHO, MakCUMaiHa Jo3a Jo 30 mg AHEBHO, pa3lc/icHa Ha
HSKOJIKO IIpHEMA, KaTO ONpPEIe/IHETO Ha 103aTa € UHAUBUAYAHO,

Be3chHME, CBHP3aHO ¢ TPEBOKHOCT — 5 A0 15 mg npeay ChH.,

[Tpy MaKcHMaJTHA j103a JIeYeHHeTo He TpAOBa 1a MPOAb/KABA MOBEYE OT 4 CEAMMIIH.
CUMIITOMATHYHO JEUYeHUE Ha OCTpa ajJKoXoiHa abcTtuHeHuus — 5-20 mg, npu Hyxaa
[IOBTOpeHM ciel 2-4 Jaca.

Howgpnu kowmapu u COMHamoyausoM
Ieya — 10 5 mg npeau JiAraHe.

CocmoaHUA, CORPOBOOEHU C MYCKY/IEH CRAIDM

Bw3pacmru -

MyckyiteH crazbM — 10 15 mg THEeBHO, pa3[e/ICHH Ha HAKOJIKO Iprema.

OBjaggBaHe Ha LepebpaiHa cracTUYHOCT — H0 60 mg IHEBHO, Pa3smpe/ie/iCHH Ha
HAKOJIKO ITpUEMA.

TTONBbIHUTEIHO CPEACTBO 3a KOHTPOJI Ha MYCKYJHHU IBPYOBE IPU TETAaHYC — A0 10
mg/kg TenecHO Terjo AHEBHO INpe3 Ha3oMyo/eHalHa CoHaa. Jlo3aTa TpsabBa 1a
CBOTBETCTBA Ha TeXecTTa Ha 3a00dsABAaHETO, KaTO MIBPBOHAYATHO CE€ IIPENOPHYBA
MPHIOKEHHETO Ha HHTPABEHO3HATa (PopMa Ha MPOIYKTA.

lleya

KoHTpo# Ha HaNmpeXeHWe U pa3[ApasHUTEHOCT IpH LepedpajHa CNacTHYHOCT B
OTAENHHU ciiydau — 10 40 mg JHEBHO, pa3NpeeiCHH B OTACIHH NPUEMHU.

KaTo JOOBAHUTENHO CPEICTBO 3a KOHTPO/I Ha MYCKYJIHH I'bP4OBE NPK TCTAHYC — KaTo
IPH BB3PACTHMU.

Jonvanenue KoM JedeHuemo npu HAKOU POpMuU HA en1enCun
Bv3pacmuu
JTo 60 mg AHEBHO, pa3le/ICHH Ha HAKOJIKO IpHeMa.




Ilpemeourxauusn

Bw3pacmuu

(Obuuaitna nosa 5 go 20 mg.

Ileya

O0n4aitna no3a 10 mg.

bensoanasenuHuTe HEe TpAOBa Ja ce mpuwiaraT npu Jena 0e3 BHHMAarelIHa OLIEHKAa Ha
roxaszaHueto. I I[poabDKUTETHOCTTa Ha JIEYCHUCTO cile[Ba 1a Obe MUHUMAIHA.

[layuenmu ¢ Hanpeonana ev3pacm

Jdo3ure He OuMBa 1a HaABHMIUABAT IIOJOBMHATA OT NPCNOPBYAHUTE IIPU HOPMATHH
ycioBus. Te3sH mauuMeHTH TpadBa ga ObJAaT PeAOBHO KOHTPOJIHMPAHH B HAYaJIOTO HA
JICYEHHETO, 3a Ja C€ HaMAJIM JO MUHUMYM J03aTa W/HIH YECTOTaTa Ha NIPHIOKEHHE, C
[1e]1 TIPEAOTBPATABAHE Ha NIPEO3UPaHE, BCICACTBHE aKyMydHpaHe.

Hayuenmu ¢ yepedena yeprHoopobua ¢yurxyus
[Taumentute ¢ yBpeaeHa yepHoapoOHa QYHKIMA TpaOBa aa rmoIyvyaBaT HaMajleHa 103a.

Iayuenmu ¢ yepedena 6vbpeuna pynxyus
[Ipu 6BOpeyHa HETOCTATHYHOCT BPEMETO HA IMOMYXHUBOT Ha diazepam oOcCTaga
HETIPOMEHEHO ¥ MOpaJy TOBA [P TaKUBA MAIMEHTU HE CE€ Hajlara KOpeKIus Ha Ao3ara.

4.3. INPOTHUBOHOKA3AHUA

o CBpPBXYYBCTBHUTEIIHOCT KBM TIPOLAYKTa, APYI¥ OEH30JHA3EIIHHNA WK KbM HAKOE OT
MOMOIIHUTE BELIECTBA B ¢heTaBa Ha Diazepam Actavis;

TexKa IUXaTeaHa M TEKKA YEPHOAPOOHA HEJOCTATRYHOCT;
PecniupaTopHa aenpecus;

CHHIIpOM Ha anHes 110 BpEME Ha ChH;

MmuacTeHus rpaBuc

XpOHUYHA NICUX034;

Dobusa U MaHHAKAIHU ChCTOAHUSA,

Karo caMoCTOSTENTHO JedYeHHe Ha JENpecHus MHWIH TPEBOXHOCT, CBBpP3aHa <
AEIIPECHs, Th KaTo IIPpH TAKMBA MTALIMEHTH MOXKE [1a C€ OTKIIIOYHU 110SABaTa HA CYUIIUIHU
HaMepeHUS. beH30AMa3ennuHUTE HE C€ TIPelophYBAT 3a IIBPBUYHO JICUCHHE HA
NCUXHUYHH 3a00J19BaHUA;

e 3aBUCUMOCT OT [PYId ChCAUHCHUSA, BKIIOYUTEIHO aJKOXONI (C U3KIIOUYCHUE HA
APWIOKEHHE NPH OCTPH pPeaKIUH Ha aDCTUHEHLINA).

4.4. CIIEHHUAJIHH INPOTUBOIIOKA3AHHWS H CIIEIIUAJIHU
INPEAYIIPEXKIEHHAS 3A YIIOTPEBA

benszoamazenHuTe MOrat Ja OTKIIOYAT aHTeporpazHa aMHe3usd. AHTEpOorpajHa
aMHE3Hsl MOXKE Ja C¢ pa3sBue W NPH NPUIATaHe HAa TEPACBTHYHU-AO03H:HO PUCKBT Ce
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MpUeMaHe Ha JIEKAPCTBOTO H 32 Ja €€ HaMaJll PUCKBT Ha INAUMEHTUTE TpAOBa aa ce
OCHI'YpH 7-8 yaca HEIIPEKBCHAT CEHH.

Jleuennero ¢ Diazepam Actavis 0eH301Ma3eNHH-TIONO0HNA CPEICTBA MOXE Ja JOBEIE
0 pasBUTHE Ha (U3MYECKa M IICHXUYECKa 3aBUCHMOCT. PHUCKBT €€ IOBHIIABa C
[IOBUILIABAHE HA J03aTa U NPOIBDKUTEIHOCTTA HA ICYEHUETO. TOoBa € XapaKTEpHO Hal-
BeUe 3a MAlKMEeHTH ¢ aHAaMHECTHYHU JaHHU 3a 370ynoTpeda ¢ aaKoXoJs Wik HapKOTHIIH,
WJTY TIPH MTALIHEHTH ¢ M3pa3eHN JHYHOCTHH YBPEXIaHuA, OT CBINECTBEHO 3HAYCHHE €
NpocaeOsIBaHeTO Ha Te3W MALMEHTH, KaTo CllelBa Ja ¢ M30iarsa pyTHHHOTO MOBTOPHO
IPEAITUCBAHE W JICYCHUETO TTOCTENEHHO Ja C€ IIPCYCTaHOBH.

Cien KaTto ce pa3BHE 3aBUCHMOCT, BHE3AITHOTO NPEKpaTABaHE HA JICUCHHETO MOXKE lIa
6ble CBIPOBOACHO C fBJCHHUA Ha abctuHeHUWs. Ta ce mposBABa ¢ INaBodomue,
MYCKyJIHa O0OIKa, CHIHO @pOABEHa TPEBOXKHOCT, HAIPEXEHHe, OE3NOKOHCTRO,
0o0LPKBAaHE W pa3Jpa3HUTENTHOCT. B TEXKKHTe ciyyadw ce€ pa3BuBa Jepeann3alud,
IETIEpCOHAIM3aIINs, XUIIEPaKy3HC, MpaBydKaHe M 00€3UyBCTBSIBaHE Ha KpaHHMIUTE,
IOBUIUEHA YYBCTBHTEJIHOCT KBM CBETIHHA, IIyM M MAOMHUP, XaAIOLMHAUUN HWIH
eITHJICITAYHA MIPHATIaIBLIIH.

[Ip# MHOTOKPATHO IMPOBEXKIAHH, 32 MPOIB/KUTEICH TIEPUOA OT BpEME KypcoBE Ha
neueHue ¢ diazepam Moxe [Ja ce 3aryOd OTroBOPBT KbM IIPOBEKIAHOTO
OEeH30/1Ha3CIIMHOBO JICUCHHUE.

BL3MOKHO € CHCTOSHHETO Ha TPEBOXKHOCT Ja C€ IOSBM OTHOBO, OCOOEHO TMpH
peKpaTABaHe Ha JIEUCHHETO. 10Ba € NMpPEXOAeH CHHAPOM, NPH KOHTO CHMIITOMHTE,
TORENH 10 3afouBaHe Ha JieucHue ¢ diazepam ce MposABABAT B [10-CHJIHA dopMma. loBa
MOXKe p[a Obae CBIPOBOACHO OT JApPYyrH pPeakluH, BKIOUUTEIHO IIPOMCHHM B
HAaCTPOCHUETO, TPEBOXKHOCT H Ge3nokoiicTBo. Thit KaTO PHCKET OT MOBTOPHA [105Ba HA
OILTAKBAHMATA WIHM CHHJAPOM Ha aOCTHHEHUMS € MO~M3pa3cH MPHU PA3KO NPCKpaTABaHC
Ha JIEYCHUETO, C€ MPEIOPBYBA [IOCTEICHHO HAMAIABaHE HA 103aTa.

[pu 3aryba Ha O6mu3bK, OCH30IMA3CMHMHHTE MOraTr Ja MOTHCHAT INICHXOJOTHHHATA
aJanTanus.

[Ipu mnpuioxeHue Ha OeH30NUa3enMHM € M3BECTHO, 4€ MOorar Jxa c€ pasBHAT
MapalOKCaTHM  peakiud, Karto Oe3NOoKOWCTBO, BB30Oyda, pPasHApasHATENHOCT,
arpeCHBHOCT, [E30pPHEHTHUPAHOCT, THAB, KOIIMapy, XalioUMHAUWA, I[CHXO3H,
HealeKBATHO IMOBEACHNME W APYIM HEXKETaHH MOBENEHYECKM peakumd. B monobHu
c/Iyday JISYEHHETO C MPOAYKTa TpsaOBa Ja Obae mpeycTanoBeHo. [TomobHu peaklinu ce
pa3BHBAT IMO-UECTO IPH Aelia ¥ MHAMBHUIN B HAIIPEHATA BB3pacT.

[Ipi maumeHTH ¢ XpOoHHYHA 6emoapoOHa HEMOCTATHYHOCT M MAIMEHTH ¢ XPOHHYHU
yepHOOPOOGHH 3a00MsBaHMA, MOXE [Ja € HAJIOXM Jo3aTa fa Gbae HamaieHa. llpu
0BOpeyHa HeIOCTaThYHOCT, HE C€ Hajlara IpoMsSHa Ha JO3UPAHETO.

4.5. JEKAPCTBEHHU H IPYTU B3AUMOJENCTBUSA

Axo Diazepam Actavis ce KoMOMHUpA € LICHTPATHOACHCTBAIM JICKAPCTBA KATO
aHTHUIICUXOTHIIH, aHKCHOJINTHIIH/CCAaTHBA, aAHTHICIIPECAHTH, XHITHOTHIY,
[IPUTOBOTBPYOBH, HAPKOTHYHH aHAIFETUIM, AHECTETHLIN W CEAaTUBHU AHTHXHCTAMMHH,
e Bb3MOXXHO 3aCHIBAaHE Ha CeIaTHBHUTE €QEKTH. i,

[Ipy mpuiaraHe Ha aHAJITETULIM YCWICHara e€yQopHd @acmufaga\ IOBEIE 10
yBENTMYaBAHE HA [ICHXWYHATA 3aBHCUMOCT. [laumeHT B HapelRaly Bb3PacT
H3UCKBAT CIICLMaIHO HAOMIOJeHHUE.

£e

T,
.




E1HOBpeMEHHOTO NPHJIOKEHUE ¢ IPUEMaHe Ha aJIKOXOJ HE C€ NPEnopbyuBa Mopaiau
ycHIBaHE Ha cefaThBHUs edexr. ToBa OKa3Ba BIMAHME BBPXY CHOCOOHOCTTA Ja C€
modupa WK pabOTH ¢ MALIHHH.

[Ipu egHOBpeMeHeH mpueM Ha Diazepam Actavis ¢ aHTHCTTHIICIITHYHY OPOAYKTH MOTaT
fa ce HabaoAaBaT KaKTO YBEIHYaBaHE, Taka M HaMajlsiBaHC Ha JICKApCTBCHHMTC HHMBA
WM Mrca Ha moAoOHuM mpoMeHd. Koraro NMpOAYKTBT ¢€ MpHiara €IHOBPEMCHHO C
AHTHENHWIENTHYHA CPEACTBA, HEXKEIAHUTE PEaKIMH ¥ TOKCHYHOCTTA Morar ha Objar
[I0-H3pa3eHy, 0co0eHO NpHY XUIaHTOMHY, OapOuTypaTd WX KOMOMHHMpPAHU TIperapaTy,
KOWUTO T'M ChIOBPKAT. ToBa Hajiara JONBJIHUTETHA IPHKU 1IpH KOPUIMPaHEe HA 1103aTa B
HavyaJIHUTE (Pa3y Ha JICYCHHETO.

M3BecTHO e, Ye NOKa3aHK MHXUOHTOpH Ha dyepHonpoOHuTe eH3uMy, Hanp. Cimetidine,
Fluvoxamine 1 Omeprazole, HaManaBaT KIMPBHCA Ha OCH30IMAa3eNHHUTC W MOrar 1a
YCWIST TAXHOTO AcHCTBHE. B CHIIOTO BpeME HHIYKTOPUTE Ha yepHOAPOOHUTE €H3UMH,
Harnp. Rifampicin, Morar na yBenwyaT KIMpPbHCA Ha OEH30IWA3ETIMHHUTE. HNma u
cbOOIIEHHS 3a BB3MOXEH e(eKT BbpXy METaOOIUTHOTO €IUMHUHUpPAHEC, IPHHIMHEH OT
CBIIPOBOXKAALIO J1eueHue ¢ Phenitoin.

Cisapride MOXe BpEMEHHO 1Ia YBEINYM CeJaTUBHHS €(EKT Ha MEPOPaTHO IIPHITaraHuTE
GeH30Ha3eIUHM Opaay no-0bp3aTa abcopOLIHA.

4,6, BPEMEHHOCT U KbPMEHE

Diazepam Actavis He ce Tpuiara 1o BpeMe Ha OpeMEHHOCT, oco0eHo TIpe3 MbPBUTE U
[IOCIICIHUTE TPU MECeLla OCBEH aKo HAMA OCHOBATEIHH IIPUIUHY.

AKO TPOAYKTHT C€ NMPEAINCBA HA XKEHH BB QEPTHIHA BB3PACT, T¢ TpsadBa xa Obaar
MpelylIpelcHd, dYe ce Hajara KOHCYNTalud ¢ JIeKaps, ako Bb3HaMepaBsar Jd
3a6peMEHEAT MK MMAT ChMHEHHE 3a Pa3BUTHE Ha OPEMEHHOCT.

[IpuiaraHeTo HA BUCOKHM JO3H IWIM NPOABIKHMTEAHOTO MPUIAraHCe Ha HUCKH 03K
6eH30HAa3eNHH B TIOCIEHITE TPH Mecella 0T OpeMEHHOCTTa NPUYHUHABA HAPYIIABAHC
Ha ChpAEYHMA PUTHM Ha IUIOAA, KaKTo M XWIIOTOHWA, MPOMAHA B CMyKaTCIHMA
pedIIeKe, XUMOTEPMHUA U YMEPEHO NOTHCKaHE Ha ANLIAHETO IIPH HOBOPOICHH. Tora ce
TBIDKM HAa HE [JOCTAaTRYHO pa3BUTaTa CH3MMHa CHCTECMa Ha HOBOPOACHOTO 3a
pasrpaXkaaHeTo Ha IPOIyKTa (0COOSHO IIpH HEJIOHOCEHH).

OcBeH TOBa, HOBOPOJCHH OT MaliKyl, IPUEMAIH NIPOJBDKUTENHO OCH30MA3CTIMHY IPE3
[IOCIENHUTE Mecel Ha GpPEeMEHHOCTTa, MOTaT J1a pa3BuAT (U3UYECKa 3aBMCUMOCT U
MOTAT Jla CTaHAaT PUCKOBH 10 OTHOIIEHHE Pa3sBHTHETO HA CHMIITOMH Ha MTPHBUKBAHC B
[TOCTHATAJIHUA MEPHUOL.

Diazepam ce orkpuBa B kbpMata. Ilopaau TOBa NPUIAraHETO My I10 BPEME Ha KbPMEHE
¢JiedBa Ja ce U30ArBa.

4.7. BJVSIHUE BBPXY CHOCOFHOCTTA 3A LIO®UPAHE H PABOTA C
MAUIHHHU

[TameTUTE CaeaBa Aa ObaaT MHQOPMHUpaHH, 9€ KAaKTO ¥ OCTAHAIHTC JICKApCTBa OT
tosu Bux, Diazepam Actavis MOXe [a NPOMEHHM CIOCOOHOCTTAa Ha TALUEHTHTE Ja
M3BBPINBAT OmpeencHH AeiicTBus. CeaupaHeTo, aMHE3UATA U JeHaTa CriocoOHOCT
3a KOHIEHTPALWs, KaKTO ¥ IPOMEHEHATa MyCKyITHa hYHKIgH '
IOTHCHAT YMEHHMATa 3a [modupaHe M pabora Ha
[IPONB/KUTEIHOCT Ha CHHA BEPOSTHOCTTA OT MOJOOHH
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[Taiuenture TpsOBa ma ObAAT HpeaylpeAcHU, Y€ aJKOXOJBT MOXE [Ja YBEIHYU
CTETNCHTA Ha YBPE)KIAHE K MOpaIy TOBA [0 BpEME HA JICUEHHUETO CIeBa 1a ¢& H304rBa.

4.8. HEXEJIAHU JIEKAPCTBEHH PEAKIIUHU

Haii-yecTo cpellaHd HEXEJaHHM PeakUud ca ymMopa, CBHIMBOCT U MYCKYJIHA CIaboCT.
Te3n cuMnToMu OOMKHOBEHO ce HaOMIOOaBaT B HAYAJIO0TO HA JICHEHUETO M IIPU TIO-
HaTaTBITHOTO NPUJIOKEHHE OT3BYYaBarT.

Moratr na ce HaOdoaaBar oOIlE: aTakcusd, OoOBPKBaHE, 3aleK, AENpechs, OUILIONUI,
IM3apTpUs, CTOMAIIHO-YPEBHN CMYILICHHA, TIaBO00IIHEe, XUIOTECH3UA, HHKOHTHUHEHLIMS,
npoMeHeHo NTHOKAO, TaieHe, CYX0Ta B ycTaTa WK XHIICPCATNBALINs, KOXKHH PEaKIHH,
IPOBJEYEH I'OBOP, TPEMOP, YPHHHA 3aJPBKKa, CBETOBBPTEX M HPOMEHCHO 3PCHHUE;
MHOTO PAAKO [MOKaYyBaHe Ha TPAHCaMMHA3MTE U ajIKaaHara gocdarasa, KakTo U cly4dau
Ha UKTEp.

beH3onna3zenuHUTe MOTAT 1a OTKII0UAT aHTEpOrpaHa aMHe3us.

MMa naHHY 32 pa3BUTHE HA NApaJOKCATHU peaklyM, KaTo Oe3MoKolcTBO, Bb30OYna,
pa3Apa3HUTENTHOCT, arPECUBHOCT, AC30PHEHTHPAHOCT, THAB, KOMIMAapH, XaIIOLHHALINH,
TICUX03H1, HeaAeKBAaTHO MOBEICHUE U IPYTH ITOBEICHYCCKH PEAKLINN.

[TalMeHTHTe B HampegHala BB3pacT ca 0COOEHO UYBCTBHMTEIHHM KbM C(PEKTUTE Ha
LEHTPATHO AeUCTBAILHUTE AEMPECAHTH, KOUTO MOTAaT Aa MPHYUHAT 00bPKBaHe, OCOOEHO
MpyY HaJWMYHe Ha OPraHMYHM NPOMEHH B MO3bKd. llpH TakuBa IAMEHTH R03aTa Ha
Diazepam Actavis He Tpsa0Ba 1a Ha/BUIIABA IOJOBHHATA OT IPEMOphLHUBAaHATA NpH
OCTaHAJIUTE BB3PACTHH.

[TalMeHTHTe B HAIIpeJHATa BE3PacT ¥ C yBpeieHa depHoApoOHa QyHKIHMI ca 0COOCHO
[IONATIIMBMA Ha ONHUCAHWUTE MO-rope HexenaHu peakuud. [IpemopbuBa c€ 1a ce MpaBH
pclOBHA [PEOUEHKA Ha MPOBEXIAHOTO JIEYEHHME, KATO IMPEKPATABAHETO CTaHC
MaKCUMaJIHO OBP30.

[TpunoxeHneTo Ha OEH30AMa3EITMHI MOYKE 1a OTKIIFOYH MPEAXOKAAIIA NCTIPECH.
[TpoaBIKUTENHOTO TIPWIOKEHHE (IOPH B TEPANEBTHYHM JO3W) MOXE 1a HOBEIC MO
pa3BUTHE Ha (pHU3MUECcKa U MCUXMYHA 33aBUCHMOCT; NMPEYCTAHOBABAHECTO Ha JCUCHHETO
MOXe Oa TIPHYMHM I0ABa Ha abGCTWHEHUMA WiM (CHOMEH Ha IIOBTOpHA MOsiBA Ha
OIIAKBAHMATA.

Mma gauHy 3a 310ynorpeda ¢ 0eH30AUA3CIIHHH.

4.9. IIPEJXO3HUPAHE

[Mpeposupanero Ha OeH3oaMa3enuHM OOUKHOBEHO Ce TIPOSBABA € JCTPECHd Ha
IeHTpaHATAa HEPBHA CHCTEMA - OT CHHIMBOCT 10 KoMa. B nekute popMu ce NposBsBa
CBC CHHMBOCT, TICHXWYHO pa3CTPOMCTBO M Jjeraprust. Ilpy mo-rexkure (QopMHu ce
[TOABSBA ATAKCHA, XATIOTOHUS, XUTIOTEH3M, TIOTHCKAHE Ha JHIIAHETO, KoMa (PANKO)
CMBPT (MHOIO PAIKO).

[Ipu npueMaHe eAHOBPECMEHHO ¢ HEHTPATHO-ACHCTBALIM JICKAPCTBA, OCOOCHO alKOXO0l,
BEPOATHOCTTA eQEeKTUTE Ha NIPEo3NpaHe Ja ca Mo-N3pa3eHr HapacTBa, KaTo NpH JTHICA
Ha HOATBPKAIIM MEPKH TOBA MOXE [la C€ OKaXe (PaTalHo.

[Ipu oBnajsBaHe Ha Hpefo3MpaHe BUHArK TpsAbBa Ja ce MMa MPEIBUI, Y€ MOXE Aa ca
M3MOM3BaHH MHOTO JiekapcerBa. Ciiell Tpe/io3upaHe Ha H@pOpﬁ&Hﬁ*ﬁ@HBDHH&BEHHHH




BB3AYLIHUTE IIFTHINA. AKO M3IPa3BaHETO Ha CToMaxa HAMa odyakBaHuA OJjaronpudareH
epeKr, 3a HaMasIBaHe Ha alcopOuMaTa cleaBa Ja ce IPHIOKHA aKTHMBEH BBIJICH.
EdexrsT OT mpoBexIaHETO Ha AHAIN3a He € HW3BecTeH. JIeUeHHETO ce TIPOBEXKIa B
UHTECH3UBHO OTACJIICHHE, KaTo CICUUMaJIHO BHUMaHMEe TpadBa jga ce OOBpHEC Ha
auxarenHara U cbpaedHa Ppyskimu. CrneuududeH BEHO3HO IpUIaraH aHTUIOT IIpH
CIICIIHU cUTYalllU € Anexate (flumazenil). Ilanumenture, npu KoUTO ¢e Hajara nogo0Ha
UHTEPBEHIU, TpsaOBa Ja OBAaT noa noctosHHo HabmozaeHue B GomHmna. OcobeHo
BHUMAaHHE M3UCKBA MpPWIAraHero Ha Anexate OpH CHWICHTHLM, JIEKYBaHHM C
OCH30IUa3EITUHH.

[Ipn nosBa Ha Bp30yHa He TpAORa 1a ce nptarat 6apOUTyparH.

3. OAPMAKOJOI'HYHH JAHHH

51. @®APMAKOJIMHAMHYHHA CBOMCTBA

ATC xox NOSBA 1

Diazepam e gparojeiicTsail OSH30AHA3ZCIIMH ¢ aHTUKOHBYJICAHTHO, AHKCHOJIMTUYHO,
CeJaTHUBHO M MYCKYJIO-pelIakCHpalllo AcHCTBHE. ABTOHOMHATa MY aKTMBHOCT € ¢ada.
HerosoTro  aeiicTBHe ¢e  MeOuUMpa Upe3  [OBUIIABAHE  AKTUBHOCTTA  HA
raMaaMMHOMACICHATA KUCEIMHA (I’ AMK), HaH-TaBHUAT MHXUOUpaL
HEBPOTPAHCMHUTEP B MO3bKa. AKTUBHpaHeTo Ha peuentopure or I'AMK nosuuiasa
BLTPEIIHATA IIPOBOAUMOCT Ha XJIOPHUTE HOHH, KOETO BOAM 0 XHIIEPOJapu3anug u
MOTUCKAHE Ha HEBPOHUTE.

5.2. PAPMAKOKHHETUYHHU CBOUCTBA

Abcopbyus

Diazepam Actavis ce abcopbupa Obp30 U IIBJIHO OT CTOMAIIHO-YPEBHUA TPaAKT, KAToO
BBPXOBM IL1a3MEHH KOHLEHTpauuu ce nocturaT 30 — 90 MUHYTH Cl¢I NEpOpanIHO
TIPUNOXKECHUE.

Pasnpeoenenue

Diazepam u HeroBute MeTabOIUTH C€ CBHP3BAT €KCTEH3UBHO C IIa3MEHHUTE NMPOTEHHU
(diazepam 98%). Diazepam u Herosure MeTaOOJIMTH IIPEMHHABAT IIpe3 KPBBHO-
MO3BbYHATA W IUIalieHTapHa OapHepH, KaTo ¢€ OTKpHBAT B KbpMaTa B KOHIICHTPALHH,
NMPUONM3UTEIHO €IHa JeceTa OT Ta3U B [1a3MaTa Ha MaiKaTa.

Memaboauszom

Diazepam Actavis ce Merabonusdpa OCHOBHO 10 (PapMakoJIONMYHO AaKTHBHHM
meTabonuTu xato N-desmethyldiazepam, temazepam u oxazepam.

Envumunupane

[TnasmMenusT npodun KOHUEHTpalug-BpeMe Ha diazepam ciael HMHTPABEHO3HO
NPWIOKEHHUE € IByda3eH, ¢ Obp3a U €KCTCH3UBHA HauyalHa ¢a3a Ha pasfpeacicHUC,
[IOCJAEABAaHa OT YAb/KEHA TCPMUHATHA (Pasa Ha eIMMMHUpaHe (BpeMe Ha IONY)KUBOT
1o 48 waca). EIMMHHAIMOHHUAT TIQMYXUBOT Ha aKTUBHUA MeTaboauT N-
desmethyldiazepam e go 100 4aca. Diazepam n HeroBuTe MeTabOIHUTH CE EKCKPETUPAT
OCHOBHO B ypHMHATa, IPSIMMHO B CBbp3aHa (popma. KJIHpHHCﬁZE:‘Ha Biag\pam e 20-30
ml/min. TR
MHOrOKpaTHOTO JAO3HWpaHe BOMM [0 akyMyJiupaHe H hﬁgﬁapmmm If\l\\ HETOBUTE
MeTtaboauTu. IlocmegHUTEe HU3MCKBAT ABE CEAMHIHU 34 q&: Faue Ha qﬁc OSHUEC Ha




YCTOMYMBO paBHOBECHE, KAaTO KOHLEHTpalMHUTE MM MOTaT JAa HaJABHUIIAT Ta3ud Ha
OCHOBHOTO JIEKapCTBO.

Dapmaxoxuremura npu CREYUARHU KIUHUYHU CUMYAUY

EJUMHHAUHOHHUAT MY IOMYXHBOT MOXE na Oble YAbJXKEH HOpH HOBOPOICHH, NpPH
MalMeHTH B HampelHaja Bh3pacT U NIpH Takusa ¢ depHoApoOHO 3abonssaHe. I[lpu
ObOpeuHa HEAOCTATHYHOCT BpPEMETO Ha TNONYXWBOT Ha Diazepam ocTaBa
HEIIPOMEHEHO.

Hsma ompenenieHa Bpb3ka MEXAY IUIa3MEHUTE HUBA Ha NPOJYKTa U KIHHUIHHUSA €hEKT.

5.3. HPEAK/IMHHYHH JAHHH 3A BE3OITACHOCT

llo nanHu Ha International Agency for Research on Cancer Diazepam He npuTekaBa
KaHIIEpPOr€HHa aKTHBHOCT 110 OTHOIIEGHUE Ha paka Ha r'bpjiara.

[lepopannara .1, 3a Diazepam ¢ 720 mg/kg npu mutkn u 1240 mg/kg npu mibxose.
IIpoBeneHu ca u3aciaeaBaHMs 3a pENPOAYKLMA NIPH IUIBXOBE NepopanHa go3a 1, 10, 80 u
100 mg/kg, npunoxxeHN 3a nepuod ot 60 mo 228 mHm npean omaoxdaneto. [Ipu 100
mg/kg ce HaOmomaBa HaMalsBaHe Ha Opos 3a0peMeHSBaHHUA W OHE/ISBAaHE Ha
[IOTOMCTBOTO V TE€3HM IUIBXOBE. 1¢3M €QeKTH ¢€ OTHACAT [0 IpOoAb/DKHTE/IHATA
ceJaTMBHA aKTUBHOCT, KOSATO BOAU 1O JIMIICA HA UHTEPEC U HAMAIABAHE H& KbPMEHETO.
OnenABaHeTo HAa HOBOPOJACHH ILIBXOBE MNpH AO03HM, No-HWCKH oT 100 mg/kg ¢ B
HOPMAJTHU TpaHUIH. HAKONIKO HOBOPOJACHH, B KOHTPOIIHUTE H €KCIIEPUMEHTATHU IPYITH
B Te3W MH3CJeIBaHUA [I0Ka3BaT CKEJIETHH M Apyrd aedekTu. llo-HararbluHuU
M3CIeIBaHUA IIPpH ILIBXOBE B N03H T0 U BKIouUBamuud 80 mg/kg/IHEBHO He NOKa3Bar
TEPAaTOTEHHH €(QEKTH B IIOTOMCTBOTO. IIpH 3aiuM ca mpuwinaraHd o034 oT 1, 2, 5 u 8
mg/kg or 6 ned g0 18 men ot OpemenHocrra. He ca HabmrogaBaHU HEXETAHH H
TEPATOrCHHU PEAKLMU B PENPOIYKIIUATA.

6. OAPMANEBTUYHHA JTAHHHA

6.1. CIIMCBK HA IMMTOMOIIHNUTE BEIIIECTBA

JlakT0o3a MOHOXHMOpAT, IMIUIEHUYHO HHUIIECTES, NMOBHAOH, CTEAPHHOBA KHUCEIWHA, TajK;
CIIMITAEB JUOKCHUA, KOJIOMIEH, O€3BOAEH .

6.2. OPOHU3IUNKO- XUMHYHHU HECHBBMECTHMOCTHU
He ca u3BeCTHH.

6.3. CPOK HATOITHOCT
3 (TpM) TOOUHHA

6.4. CIHEIIMAJIHHU YCIOBUS HA CBXPAHEHHE
[Ipu TeMnepatypa nox 25 C.
Jla ce chrXpaHsBa Ha MSCTO, HEJJOCTBITHO 32 Jelia!

6.5. JAAHHH 3A OITAKOBKATA
Tabnerku 5 mg no 20 6pos B 6aucrep or PVC/Al, 1o 1 6
Tabaetrkm 10 mg, o 20 6pos B biucrep ot PVC/AL /
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6.6. TNPEINOPLKH IIPH YIIOTPEBA
[To mexapcko npennucanye!

7. UME U AJAPEC HA IIPHTEXATEJISI HA PA3PEIIEHHETO 3A
YIIOTPEBA

“AxraBuc’ EAJ{

yi.”ArtaHac JykoB Ne29

1407 Codus, bearapus

8. PETUCTPAIHIMOHEH HOMEP B PEITUCTDBHPA 11O YJI. 28 or 3JTAXM
Diazepam 5 mg tabnetku — Per.Ne 20000441
Diazepam 10 mg tabuetku — Per.Ne 20000442

9. JATA HA IIbPBO PA3PEIIABAHE 3A VYIIOTPEBA HA
JEKAPCTBEHUS ITPOAYKT
Nell-356/01.08.1972 r.

10. JATA HA YACTHUYHA AKTYAJ/IU3AILINA HA TEKCTA
Hoemapu, 2008




