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Tetrazepam — MIP 25, Tetrazepam — MIP 50, Tetrazepam — MIP 100
Terpazenam — MIP 25, Terpazenam — MIP 50, Terpasenam — MIP 100

KPATKA XAPAKTEPVICTHKA HA ITIPOOYKTA

1. Hvena JEKAPCTEOTO

2. KageccTBeH H KOAUIECTBEH CHCTAB

Jlexapcreero semecTBo: Tetrazepam

1 Tabnetxa Tetrazepam — MIP 25 ceaepxa: Jlekapersero seinectro Tetrazepam 25 mg

1 Tabrerxa Tetrazepam — MIP 50 ceaspika: JlexapctBeHo BemectBo Tetrazepam 50 mg

1 Tabuerxa Tetrazepam — MIP 100 ceappixa: JlexaperBeno semectro Tetrazepam 100 mg

TeTpasenaM HpHHAIHEXKH KBM I'PylaTa Ha 1,4—63H30,I[H838HHHHT6 H € MYCKYJICH pEllaKcaHr.

3a MoMONIHA BeliecTBa BHK TOUKa 6.1

3. Jlexapcrena dopma

TabnerTxkn
4. Kaunuanu xanen

4.1. Hoxazanun
e (onxa, NpHIHHABAINA MYCKYIIHO HalpexeHHne, ocobeHo, axo e IpHIKHHEeHa OT HapylleHHs B rpLOHATHI

CTHN0 MM CTaBHTE ONU30 [0 BTOPHS IIHEH IIPEIICH;
*  CHACTHYHH CHHAPOME C IIATOJNOTHUHO YBeAHYeH MYCKyHeH TOHYC C pa3iudHa eTHONOIH;

4.2- I[OSHPOBK& H Ha9YHH Ha NPHI0XKEeHHAES
Tabnerxure ce IIpHCMaT 1eHH, ¢ JOCTAThIHO KOJMHYSCTBO TCHHOCT.

Zo3zuposka u npodwnsicumennocm Ha Jiedenue

Tepanuara TpabBa fa 3amowuHe ¢ HACKH H03M, KOHTO IOCTEIEHHO HA CE YBEIHTABAT, 34 HA C& ONpeleny
ONTHMAllHATA UHAHBHAyanHa fo3a. OCHOBHATA H03a MOXKE Ha CE NpueMe CYTpHH, CICHOOAM M Bedep, B
3aBHCHMOCT OT BPEMETO HA UPKAIHEA PATHM Ha AuckoMbopTa.

Henara B MmiafgexuTe TpaOBa Jia ce JNEKyBaT ¢ TeTpasenaM caMo, ako HHIUKAIMKHTE ca KpaiHo HaloKHTeIHA
(nanp. B cnysail Ha TXKY CHACTHYHH CHEIPOMH). e
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25 mg
3a BBL3pacTHH HauanHaTa Ho3a ¢ 2 tabnerku Tetrazepam-MIP 25 (cpoteercTBammy Ha 50 mg TETpa3Eexam)

IHeBHO. AKO He ce IOCTHTHE XKenanug edeKT ¢ Tasu 032, T MoKe Ja ce yBemaH ¢ 1 Tabnetka Tetrazepam-—
MIP 25 (cpoTmeTcTBAla Ha 25 mg TeTpasenan) JHEBHO N0 NOCTHUTaHe Ha JKENaH!s PesynTaT OT Tepalnara.

50 mg
3a BH3pACTHH HauammaTa f03a ¢ 1 Tabnerka Tetrazepam-MIP 50 (cpoTBercTBamNa Ha 50 mg TETpazenaM)

AHEBHO. AXO He c¢ TOCTHIHE XeJaHHAT edexT ¢ TasH Jio3a, T4 MOXE Jla Ce YBEIMIH ¢ 1/2 TaOmerKa
Tetrazepam-MIP 50 (CBOTBETCTBAINA HA 25 mg TeTpasenaM) THEBHO A0 MOCTHIaHE Ha JKCMaHuA Pe3yITaT oT
TEpanuaTa.

100 mg
3a Bb3PACTHH HAYJANHATA 032 € 1/2 Tabnerka Tetrazepam—MIP 100 (cxoTBeTCTBAmA Ha 50 mg TeTpasenan)

IEepHO. AKO He ce HOCTHTHE >KelaHusT e(ekT ¢ Tasd fiosa, T MOXe Ha ce ypemuum c 1/4 7abmetka
Tetrazeparn—MIP 100 (croTBeTCTBama Ha 25 mg TeTpasemaM) JHEBHO NO HOCTHIAHE Ha JKENaHHA PE3yNTat
OT Tepamusra.

OcHOBHATA FHEBHA [03a Bapupa Mexay 2 1 8 Tabnerku Tetrazepam-MIP 25, 1 u 4 tabnerxu Tefrazepam—
MIP 50 m 1/2 go 2 Tabnerka Tetrazepam-MIP 100 (chorsercTamm Ha 50 mo 200 mg Terpasenam). B
PHAABYUAYATHE CHyJal Ha TEXKA CHACTHYHOCT AHEBHO MOXKe IJa ce mpuioxar go 16 tabnerkn Tetrazepam-
MIP 25, 8 Tabuerkn Tetrazepam—MIP 50, 4 Tabnerxn Tetrazepam-MIP 100 (crorsercramu Ha 400 mg
TeTpasenaM).

ITaepHaTa fo3a 3a Aema MO-TOJNEMH 0T 1 rofMHa OOUKHOBEHO € 4 mE/Kg TENeCHO TETJIO TeTpasenaM, KOMTO
TpsOBa Xa ce pasjenar Ha 3 eOHOKpATHH JO3H H Ja Ce AdBaT B IPOABIDKCHHEE Ha NEML NCH.

Tepanmsra ¢ TeTpazelaM 110 BE3MOXHOCT TPSOBa Z]a € MaKCEMANHO KpaTka. CaMo MaiieHTH Che CIacTHICH
cHHEpOM TpsOBa [a NPOBEXEAT IBITOCPOUHO JEUSHYE ¢ TeTpa3enaM, II0 BpeMe Ha KOeTo Tpsdsa fa ce

oOMECTH BHIMATENHO CHOTHOIEHHETO 110713a - PHCK Ype3 TPOBEKNANE Ha MEOAHMHCKE MCHATOPHHT.

Ipenopoxa 3a napnrodenue

CoappkamiTe TeTpaseliaM JIeKapcTBeHH CpelCTBa, TpaGpa fa Ce IPHJIAraT MOX HOCTOsHEH JIEKapCKH
KOBTPOIL

4.3. IlpoTneonoxazapua
Tetrazepam-MIP 50 (Tetrazepam-MIP 25/100) me TpsabBa ga ce npruara B coyyali Ha:

e  YCTaHOBEHA CBPFXIyBCTBHTEIHOCT KBM O€H30nA3CINHH WK KM IIOMOINHATE CHCTABKY Ha IPOAYKTa;
* JIGKOMIEHCHpaHa AWXaTelHa HeIOCTaTEYHOCT;

Tetrazepam-MIP 50 (Tetrazepam-MIP 25/100) TpsbBa Ka ce nprnara BHUMAaTENHO B CHyJal Ha:

rpe6HaunHa WM nepefpaiHa aTaxcys, MHACTEHHA IPABHC, OCTpa MHTOKCHKALHS C ANKOXO0J, KaKTo H CBC
CHHOTBOPHH JIEKApCcTBA, aHAITETHIH, HEBPONENTULM, aHTHACIPECAHTH UMK JMTH, TEXKH JepHONPOOHH
yBpexRAAHE (Hamp. XONecTaTHYeH HKTEP) H CHHAPOM Ha CHHHA allHes.




Tetrazepam-MIP 25, 50, 100 Tpa6Ba fa ce mpreMa B H3KMIOYATENHA CIYIAH H CAMO 32 KparbK IIEPHON OT
BpeMe, aKo AECHTA € 3aBHCHM OT HPSAU3BHKBAME aGCTHHSHIMSE HAPKOTHITH, JEKapCTBa WK aNkoXolL.

4.4, Coenpajiau Npegynpe;KIeHNs H CHeNuAIHE NPENophKA 3a yHoTpeda

EsxepmieBroro mpunoxenue Ha Tetrazepam-MIP 50 (Tetrazepam-MIP 25/100) 3a mepsof HO-TBIET OT
HAKONKO CEAMHIM BKIIOYBA PHUCK OT NCHXHMYHA H (MH3MYECKA 3aBHCEMOCT. Tepammsara Tpabea Aa Obxe
OPOXBIDKEHA CaMO0, ako HHIMKALMHTE Ca HeNpeoJONMMH M TepameBTHYHHTE ION3H ca BHEMATEIHO
OOMHCIIeHE Cpelly PHCKOBETE 0T IPHBHKBAHETO U 3aBHCHMOCTTA.

Citen DOBTODHO IPHNOXKEHHe Ha OeH30IMAa3elMHH 33 HEPHOJ MO-ILIET OT HAKONKO CEIMHIH MOXKE J4 ce
Halmonasa HaMalIIBage Ha e()IKacCHOCTTA (TOJepaHC).

B pauanoTo Ha Tepammsra, HAOMIOXABAIIMAT JEUCHHETO JEKap, TpAOBa Ja KOHTPONHPA MEIMBHMIYyaNHAT2
peaxiid Ha IaiHeHTHTe KBM JIEKapcTBOTO 3a YCTaHOBSBaHE Ha EBEHTYANHO Npeflo3HpaHe, KOIKOTO CE MOXKe
110-pano. ToBa € akTyanHo IO-CIICHHAIHO 3a Jelia, BH3PacTHH U ICHXHYECKH JIa0HIHY TallHeHTH, KakTo H 32
HanHeHTH ¢ OPraliyHy M3MEHEHHA B MO3BKA, KapAHOBACKYIAPHA M PECIHPATOPHA HEAOCTATHYHOCT, Wk
OrpaHHYeHa 4YepHONpoOHa (yHKknms. Tesw manueHTH TpsOBA Ja NONYYaT YIPENH3HE HHAWBHAYAIHH
HHCTPYKIHH 33 &XeTHCBHHUTE 3aABb/DKSHEA H HEAUBHAYaNHATa NporpaMa (Hamp. paboTemure).
Ceappixaniure TeTpasenaM JekapeTsa TpaGpa fa ¢e ymoTpeGABaT caMo To IpeIIRCaHHe H HOJ HOCTOSHEH
TMEeKapcKH KOHTpod. [IpunoskeHHeT0 Ha JIexapcTBO, NPEANNCAHO HAa JpPYr HAl@EeHT € abCOMIOTHO
HEAOIMYCTHMO.

Heua u roHomm Tps0Ba Ja 3am0YBaT Tepamus ChC CHABPNKAIM TETpaselaM NeKapeTIBa, €aMo, axo
HEJUKAIUHATE ¢a KpaliHo HaMO/KHTEIIHH.

Criex; mo-FBNBT HEPHON Ha Opuioxkenye (mosede oT 1 ceaMHNa) Tetrazepam-MIP 25, 50, 100 ce npenopsdsa
HOCTENICHEO HAMalIABaye Ha [034Ta [0 PABHHIE, ITO3BOJIIBAINO KYIHPAHE Ha KIHBHIHATE CAMITTOME.

4.5, Jlexapcreenn u apyru B3anvoelicTBys

ERHOBpeMEHHOTO TpHIOXKEHAE ¢ APYTH HEHTPaNHO JelNpecHpamy JeKapcTBa  (Halp. HCHXOAKTHBHE
NeKapcTBa, XANHOTHIIK ¥ HAKOH aHANTeTHIIH, HApKOTHOH ¥ aHTHXHCTAMHHK) MOXKE Ha KOBEHE [0 B3aUMHO
yemsate Ha epekta. ToBa ocobeHO ce OTHacs 3a eAHOBpPEeMEHHATa YHOTpeba Ha ajKoXOll, KOHTO MOXKE 1a
MOmE(ENAPA B YUY eEKTHTE IO HempezckasyeM HaunH. EQEXTsT Ha ApyTH MyCKyITHE PEIaKCanTH MOXE
7ia O'pe YCHIICH.

EctecTBOTO M CTEmEHTa HaHEXeNaHHTe NEKapCTBEHH DEaKliHH ¢a HEeOPEACKAsyeMH IPH TAUMEHTH, KOHTO
HPOBEXKAT HBITOCPOYHO JIEYCHHE C JIpYyTH JeKapceTBa, TAaKHBa K4aTo NEHTPANHO JeNpecHBHH
aHTHXUIEPTCH3MBHM CPEACTBa, [3-0moKepH, anTHKOarynasTH. I1o Tasu nprdnHa NeKysamus nexap Tp20sa ma
OpOBEpH MNPefH JCUEHHETO0 ¢ TeTpaseniaM, JalK HallHeHTa IPOBeXHa IBINOCPOYHO JEYeHWe ¢
TOpecHOMEHATHTE JieKaperBa. B TakuBa ciygan jedeHHeTo Tpabsa fia ObIe BHEMATEIHO OGMHCHEHO,
0CcOoOEeHO B Ha9alloTO Ha TepalusTa.

CEBMECTHOTO NIedeHUE ¢ H3ANPHA, NEMETHINH WM OMENPA3ol MOKE M2 VCHIH K YABIDKH ecpeKmTe Ha
Tetrazepam-MIP 25, 50, 100 . . -”/jﬁ“f “'“:
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4.6. Bpemennoct u KbpMene

Tetrazepam-MIP 25, 50, 100 tps#bBa na ce m3mom3Ba MO BpeMe Ha OpeMEHHOCT caMoO Ciel BHUMATENHA
MIPENeHKa Ha CHOTHONIEHHETO HOJI3a/PHCK, 3aI0T0 IO MOMEHTa HsaMa HHGpOpMAIs 3a yroTpeba Iph Xopa.
Hena, poneryu oT Maiiky, KOUTO ca IpHeManu OeH30Ha3enUHHA IO BpeMe Ha OpeMeHHOCITAa 33 HO-ABIGE
TIEPHOX OT BpeMe MOXe Ja PasBUAT QU2MgecKa 3aBHCHMOCT. Te3u feia mokasBsaT OTIaiHu CHMITOME TIpes
TIOCTHIAPTANHAS HEPHOJL.

AXo TopamE HENpPeoNONHMY IPHYMHH ca NpeIUHCAHA IO-BHCOKHM 03U OCEH30JHaseNHHH B Kpad Ha
OpemenroCcTTa WM TI0 BpeMe Ha paXk[aHe, MOXKe Ia c€ OYaKBaT He)KelaHM JICKADPCTBEHH pPeakiiui Iipu
HOBOpPOJCHOTO, KaTo pecllipaTopHa HEROCTATHYHOCT, XHIIOTEPMA, XUNOTEH3H B ¢abocT B cygeHero (T.H.
CHHIPOM Ha OTIIYCHATO OETE).

AKo manHeRTKaTa € B ACTEPOAHa BBH3pacT ¥ NONydH Hpeanucadue 3a Tetrazepam-MIP 25, 50, 100 14
Be3abaBHO TpaOBa Aa MH(OpMIpa CBOL JIKap Kora Hcka HAa 3abpeMeHee MIIH KOra IIaHupa Ia 3abpeMecHee,
3a fla ce MPOMEHH JISYeHHETO HaBpeMe.

PHcKa 0T aBOMaNHH TIpH Xopara cliell IPHIoKEHHE Ha TEPaeBTHYHA A03% OSH30AHa3ellHHA ¢ MAEEMAaIHa,
BRIpEKH, 9€ HAKOH CIHEAESMHOIOTHYHH NpOydIBaHHs MOCOYBAT IIOBHINEH PHUCK OT pakJaHe Ha Iena ¢
paszBoeHo Hebne. MMa cimydail Ha chO0INEHNs 32 AHOMANHH M YMCTBEHO M30CTABaHe [IPU Aena, IpeHaTaiHo
TIONOXKEHA Ha TIPelo3upate ¥ MHTOKCHKAHA ¢ OeH30 HasenuHA.

Benzonmmazenunute ce cexpernpar B Maidgupara KbpMa. TBH Karo npoydBaHUSATA OTHOCHO TETpaszelaM ca
HEHOCTATHYHM, JEKapCTBOTO He TpsdBa Ja ce H3UONs3Ba JIO BpeMe Ha KbpMeHe. AKO € HANOXKHTEHHO
Anirocpouro nedeHHne ¢ Tetrazepam-MIP 25, 50, 100, maiixara Tpa6sa na npexscHe KbpMeHeTo. 1lo Bpeme
Ha NedeHne 32 1 Ko 2 gy KepMeHeTo TpAOBa Ja ce NpeKbeHe NPHORE3NTENHO 32 48 uaca cuey| mocleAHaTa
71033, a KbpMarta Tpsa0Ba ia ce H3XBBPIH.

4.7, Baassne BbpPXY cioco0HOCTTA 32 mogHpaHe H padoTa ¢ MAIIHHH.

Hopu B axo ce gpunara cnopen ykaszauusTa, Tetrazepam-MIP 25, 50, 100 Moxe na nmpoMeHH peakiuuTe
TaKa, de crocobHOCTTa 3a modupaHe wm paboTa ¢ MamMHH ce HApYIIH 3HAYUTENHO, HE3aBHCHMO OT
OBpROHaYaNHAaTa OONECT.

Tesrm ebextn ca ocobeHO $SCHO H3pa3eHH W JIODH YBEIMYEHH, KOTaro JEKapcTBOTO €€ H3IO0JN3Ba
EHOBPEMECHHO ¢ ankoxon. CresoBaTenHo, HalEEeHTHTE HE TpAaOBa Ja KapaT Koja, Ja MRIONI3BAT MAaIliHHi
HITE [a H3RBPINBAT APYTH ONAcHd AeHHOCTH IIOHE IIPe3 MBPBHUTE AHH OT Tepanusrta. HabmonapamusT iexap
peinasa BBEB BCEKH OTJIEJICH ClIydaii ciiefl 00chKIane Ha HHAHBHIYaNHATa PEaKiI U JO3HPOBKa.

4.8. Hexenann neKapeTBeHH Peakun

B 3aBucHMOCT OT [03aTa B IyBCTBUTEIHOCTITA Ha NAHEHTa ¢ HAPacTBala JECTOTa MOXKE Jia ce Hab/monasar
yMopa, ciabocT ¥ 3a0aseHu peaxiuu (Hanp. upd paboTa ¢ MamwH# KW ModHpaHe Ha MOTOPHO IIPEBO3HO
CPEIICTBO).

Penxm cmMmTOME ca CBETOBBPTEK, 3amaliBane, TacTPO-HHTECTHHANHH HapymieHuHs (Halp. raicHe,
MOBPHIANE ¥ YO-PIIK0 AHapyua Wi oOCTHHAINA) ¥ HapyeHHs B KOOpAMHAUMATA U apTHKyJanuara. le3u
HEKENaHH NEKapCcTBEHH peaknuy oOMKHOBEHO HAMAISBAT 110 BpEMe Ha TepamngTa.

Papxo Moxe fa ce HaOmromapaT aleprHYHH peakinH Ha Koxara (Hanp. cepOex, 3adepBiBaHE, OTOK Ha
TBIIETO) WA MycKylHa craboct. JloknagBany ca OTHASIHE CIYYAH Ha TEXKH KOXKHHA peaki[nd, TAKHBA KATO

Gonecr Ha Xebpa (epurema myaradopme), cunppoM Ha CTABBHC-JUKOHCHE HIIH TOKCHMHZ CIUfepMaiHa
s “.“.F"“, e Seo *




Hekponasa (caugpoM Ha Jlyem). Te3n ciyuaw IOYTH BHHATH Ca BKIIOYBANM CHEMECTHO JEUCHME C ApYTH
TICKapCeTBa, KOATO IIOTERITHATHO Ca MOTIIM 2 MPEAH3BHKAT TEXKH KOKHE PeaKi[yi.

B oTAenEm cnyyaw ca HaOEORABAHH CNEAHETE CHMIITOME: YCHIEHO CIIOHOOTHENHE (xunepnTHanE3M),
CYXOTa B yCTaTa, HaMalleEO THOWAO, ONHAMIICHS 1 HapYMICHAS B MAKIHITA HITH MEHCTPYaNUsITa.

bensopnazenmanTe, 0cOGEHO B MO-TONEMHM HO3H MOTAT JIa NpHYMHAT BpeMEHHa 3aryba Ha DaMmeTTa
(aETEpOTpaNHa aMHE3H).

OcBeH 10Ba, € BE3MOXHO Ja ce Habimomaear “HapajokcallHi” PeaKiiiy, TAKUBA KaTo OCTPH CHCTOSHHA Ha
B530yZa, Tpepora, ASIpPecHY, NIOBUINEHH MYCKYJIHY CHA3MHY, HADYHICHMS B CHHS U 3aCHHBAHETO, IIPECTHITH
Ha I'BSB WM XaONMHAIMY, B cirydail Ha Taxupa peaknuy JeseHneTo ¢ Tetrazepam-MIP 25, 50, 100 Tps6ea
Ja 6n71e mpeycTaHOBeHO.

Cren TpoxeXMTEIHO eXEIHEBHO Ipuioxkenne na Tetrazepam-MIP 25, 50, 100, BHe3amHO crivpaHe Ha
Tepaliiiata MOXE Jia NPHIAHA HapyNICHHES B ChbHA H HOBHIIEHA CHHIMBOCT. CHMIITOMATHKATA MOXE 12 ce
H3JBH B TPENICPEHE H H3NOTABAHS H MOXE [a arpaBHpa B 3aNNaINATENHN GQH3HIECKH M NICHXHYESCKH PEaKIHH,
TAKHBA KaTO MPHNAFbIlA H CHMITOMATHIHY ICHXO3H (HANp. CHEAPOM Ha W30IMpaHe OT OKONHATE).

Tetrazepam-MIP 25, 50, 100 uma cBHeCTBEH NOTEHOHAN 3a CHOPMUpAHE Ha Ha 3aBHCHMOCT, INloparm ToRa
CKCHHEBHOTO MPHIOKCHKUE 34 IEPHOA OT HAKOAKO CEIMHIIH HOCH PHCKa OT Pa3sBHTHE Ha 3aBHCHMOCT. ToRa
HE €€ OTHaCc# CaMo IIpH 3/I0yHOoTpeba ¢ WHOMBHIYaNHM BHCOKH IO3H, HO CBINO H IpE ymorpebara Ha
TEPAUCBTHIHH JFO3H.

4.9. Tipenosapane.

Beska npeneHKa Ha HHTOKCHKAOHATa TpabBa [la BKIOYBA BE3MONKHOCT 3a MHOTOOPOHEN HHTOKCHKAIIHY,
UpHIHHCHE OT TPHIOXEHHETO HA DasiMYHH JIEKApCTBA, KOMTO MOYaT Ja Ce B3eMaT Halp. ¢ Ieil
camMOyOHHCTBO.

CAMITOMETE Ha TIDEIO3HPAHE Ca 0COOEHO HOAYEPTANM [IPH €AHOBPEMEHHA yIoTpeba ¢ anKoX0N HiH ApYTH
LEHTPARHO ACTPECHPaY JIeKapCTBA.

Cumnmontut npu npedosupane
CevuiToMATe TIpH NEKO Mpeno3HPaHe MOXe Ja BKITIOYBAT 0OBPKRAHE, CHHIMBOCT, ATAKCHY, HapyleHne Ha
TOBOPA, XUIOTEH3HA H MyCKyJIHA clabocrt.

B ciryyau Ha TeXKa HHTOKCHKAIHA MOXKe [1a ¢ HabIo/aBa IIEHTPATHO IIOHIKABAHE Ha KapHOBACKYIAPHHTE
¥ pecrmparopruTe QyHKImY (HaH03a, 3ary0a Ha CE3HAHHE JO AHEs, aCHCTOMN:) — He3a0aBHE JeiicTnus!
1o Bpeme Ha aGcTrreRTHATA (aza MOXKe Ha ce HABIONABAT OCTPH CHCTOSHHA Ha BE36yza.

HausH Ha JiedeBre NPy APEIo3UpPaHe

IocrosiHer KORTPON Ha JHUINAHETO, IYJICOBATA Y€CTOTA M KDPBBHOTO HANSTAHE, CTOMAMICH JABaXK, KAKTO H
HHTPABEHO3HO 3aMeCTBAHE HA TEIHOCTHUTE C€ NPHIIATaT KaT0 OCHOBHA MApKA.

Wzncksar ce He3abaBHM MepKH Cpemty NoTeHIHATHaTa OGCTPYKITHS Ha AMKATSNHATE IFTHMA. XUTOTEH3HITA
MOX€E Z1a ce TPETHPa CBC CHMOATHKOMAMETHIH,

Crenuduynnar Gen3ogwasenHHOB anTaronuct Flumazenil Moxe Aa ce H3MON3Ba Kato a;fzprgorr, I(OHTO
HEYTpanu3upa NeHTPaHO JelpecHpatuute edekTH.




Ilopamm BHCOKOTO HMBO Ha paslpefencHue (opCHpaHaTa DHANN3a MIH XeMOZHanu3a Moxe Ja Onge mo-
cnabo eeKTUBHA KaTo ACTOKCUKAIHOHHA MIPKa HPH UHCTA TETPA3eHaMHa HBTOKCHKANMI.

5. ®@apMaxoJOrHIHE CBOMCTBA

5.1. ®apmakoguEAMAYEH CROiicTEA

Terpasenam npuHamuexu KeM 1,4-GenzofmazenmHOBH KNAC M IOHMXKABA MYCKYAHHS TOHYC, NONTHCKA
BE30YyZaTa M HAOPEXKEHUETO B AMA aHKCHOJIHMTHYHY CBOMCTBA, KAKTO H CEHATHBHY H XHITHOTHIHH edekTn. B
JAOIBIHEHYE TeTpa3eliaM MOKa3Ba U aHTHKOHBYJICHBHY ¢(EKTH.

TerpasenaM HMa W CpeAeH JI0 BHCOX aduHUTET KbM NEHTpalNHHTe M IepHPepnn OeH30[HA3CIHHOBH
penentopu (IC50=70 pmol/ml, *H-Flunitrazepam, MO354HA THKAH IPH TITHX).

Terpasemam mma pKa=4.32. Koeduuenra Ha pasupefenenne Ha Heprer (cmcTeMa H-OKTaHON/BOZA) €
onpeneieH 10 KomraecTBo 1585 ynu 575,

5.2. ®apMakoxEEETHYHE CBOMiCTBA

Ciien, opanHo TpHICKEHHe TeTpasenaM ce abcopOupa cpaBHHTENHO Obp30 M HamenHo. CpesHO HIMBO ce
noctEra Mmexay 0,19-0,39 uaca mpm mexe u Mexny 0,4 mo 0,75 waca npu xeHH. PesopOmmoHHHAT
TIOAY>KHBOT HOKa3Ba TONIEMH VHTEPHHIAMBHIAYANHA pasiukd ¥ joctura myxny 0,10 u 0,81 waca.
MaxcuMarsy mIasMeRd XoEnenTpauy ot 490 10 630 pg/ml ce gocrarar ciez 1,5 mo 2 waca (M3nMTBaHE ©
12 nobposomiu Ha BE3pact Mexny 22 mo 34 romuew, 6 MExke H O xeHH, 50 mg TeTpasenaM IPHIOXKEH
opando). B Opyro KNMHMUHO H3IHTRAHE, KaTO Ce IIPHilara ChlIaTa J03a TerpaseriaM, cTOHHOCTTA Ha Crax €
ompenenena Mexnay 340 u 630 pg/ml cuex 0,5 mo 2 waca (12 mobGposomnu Ha Be3pacT Mexny 21 go 30
TONWHH, 6 MBXKE B 6 JKeHH).

Cren opunoxenrero Ha 50 mg veTpazenam Apa I'BTH JHEBHO, CTa0MIHOTO CHCTOSHAE Ha KOHIEHTpAnUd
Mexay 169 m 207 pg/ml ce nocrura cien npubnusuTenso 3 guu (u3nmrsage ¢ 12 Maagn A0GPOBOIIH).

Tetpazenam aMa 3abenexumMo roiaM obeM Ha pasuperencrue (225 + 40 1). IlnasMeHHAT My HOIYXHBOT B5B
(asara Ba pasnopenencspe (o dasa) e pasmonoxer Mexay 0,61 m 2,24 waca (msmursaHe ¢ 12 mnamu
JnoOpoBomy; 50 mg TeTpasenaM HPHIOXKEH OPalHO, TAOHeTKH).

CrBp3BaneTo Ha INIa3MeHuTe IpoTernH e 70 %. .

Hpoyasanus npHE Xopa HE ¢a HAMMYHH (BIK ¢pnto IIpoTHBOIIOKA3aHys).

TeTpasemaM TITaBHO ce €NEMHHHpa npe3 depHus Jpod dpe3 OmorpanchopMamus X0 MeraboidruTe
BODTETpasenaM, 3-XuAPOKCATETpasenaM (U DIIOKYPOHHS), 3-XHIXPOKCHEOpTerpasenaM (i IEOKYPOHHL), 37~
XAAPOKCHTETpa3enaM B 3’ -XHAPOKCHHOPTETpa3enaMm.

EMABanHOEHHSAT TONYXHUBOT OKa3Ba FONEMY HHTEPHHAUBUAYAIHH PasiMKKM U € ONpelelcH A0 HHBO
Mexny 12,9 u 44,5 waca (u3maTBane ¢ 12 Maamy goOposonw, 50 mg Terpazenam IPIIIOKEH OPaiHO).

EruMHHaNMOHHAST TONYXHBOT Ha TeTpasellaM ¢ 3HAUHTENHO YABIDKEH MpH BLBpagﬁE’u—a?meﬁm B
CpaBHEHHE ¢ MIAIH HAIHCHTH. AKTHBHMTE MeTaboOnMTH HOpTETpasenaM H 3—x1»mpozqomezpaseﬁam Kouro




CHINO ca HabNIOFABAHW W B JUIA3MAaTa, MANKO NONPHHACAT 32 edekra cnex €HHOKpaTHa no3a oT 50 mg
TETpascnaM, 3aoT0 TEXHHTE INasMeHM KOHIEHTPANHH Ca MHOTO HECKH B CpaBHEHHE C H3XONHATA
cyberasnus (Hopretpazenam: Cpay = 4,5-8,1 pg/ml). Ho, mo BpeMe Ha HABITOCPOYH2 TEpalHig, HEe MOXKe Jia
GBIle H3KIOYEHO Te3H MeTAaOONNTH BCHUIHOCT A2 INPETU3BMKBAT E(EKTH, nopafyd TEXHHST ABJIBT
CIUMHHANHOHEH NOMYXHBOT (HOpTeTpasenam: 25,3-51,4 yaca) i €BEHTYANHO NIOCISIBAIO HATPYIBAHE.

Tetpazenam novrs RamsIHO ce eKCKpeTHpa npe3 6hOpenuTe KaTo IIFOKYPOHHAH HA MeTaOONHTHTE, KOHUTO

Ca XWIPOJNM3HpaHu Ha Tpera mosuuus. Camo MHOTO Malko KOJIMYECTBO TeTpasemaM ce HabmoxaBa B
ypugara. 57 % oT fosa Tetpasenam, Genszan ¢ 'C € OTKPHT OTHOEO B ypHHATa ciex 72 yaca.

5.3. Opearnuangny ganny 3a Ge300acHOCT

Ocmpa mokcuuntocm

Bmx 4.9. CreInEN MepKH, CEMIITOME H aHTHAOTH.

XPOoHUUHA MOKCUIHOCH

IIpoyuBanistTa 3a OCTpa TOKCHHYHOCT Ca OCHIIECTBEHY HA IUIBXOBE M MAHMYHH 33 IEPHOX IIO-TOIIM OT 6
mecena. Crnen nepopamso mpmioxerue Ha 100 mg/kg TelecHO TErNO AHEBHO, Ca OTOETN3aHH NO-BHCOKH
HHABA Ha XoJecTepoln. KpadiHute W3nuTBaBHMA MOKAa3BAT YBENWYEHHE HA TEIVIOTO HA YEpHHS Apod H MAcTHA
VHQIITpalys Ha YepHOJPOOHATE KISTKU [Py IIEXOBE, KAKTO B MAacTHa HEGMITpanus Ha gepHOAPOGHUTE
KJIETKH HpH MaiMyHH (0T 30 mg/kg TenecHo Terno AHEBHO MIPUIIOKEH IepOopaliHo),

Mymazenen u myMopozernen nOMeHUIaR

Pesyararure or in-vitro W in-vivo IpoyuBaHuWATA HA TEHOTOKCHYIHOCTITA HOKA3BaT, Ue NipH KIHHHIHO
TPHAOXKEHAC HA TETPa3enaM He Ce 09akBaT MyTarcHHH, KNACTOTeHHM 1 aHeyreHHu edextn. Havma Hamramm
UpOyIBaHus 32 TYMOPOTe€HHA IOTEHNHAN Ha TeTpa3eriaM.

Penpoovkmuena moxcuynocm

Pe3yntaty 0T eKCIIEPHMEHTH ¢ JKHBOTHH:
Ilpu misxoBe E 3aifllu TeTpaseraM He HOKa3Ba HEKAKBB MPH3HAK Ha TePaTOTeHEH edexrt. Mma cuMnToMu Ha
IIOBEIEHYECKO OE3I0KOMCTRO y IOTOMCTBOTO Ha MaifyiHHTE JXUBOTHH, TPETHPAHH ¢ GeH30/IA3eIHHH.

6. ®apmanerTHUHEN Qannm

6.1. Cunebk Ha IOMOTIHATE BemecTBa

Manmnitol Ph. Eur. 1997
Microcrystaline cellulose Ph. Eur. 1997
Crospovidone Ph. Eur. 1997

Talk Ph. Eur. 1997, Suppl. 2000
Magnesium stearate Ph. Eur. 1997, Suppl. 2000

6.2. HechbBMECTHMOCTH




He ca u3BecTEE focera.
6.3. Cpok na rogaoct

18 mecena
JlexapeTBoTO HE TpAOBa Na ce HpHAra clie) KpaiHusa CpokK.

6.4. Cnenmanna yenosus 3a cexpanende
Tetrazepam-MIP 25, 50, 100 tpsabpa fa ce chxpamsisa HpHE TeMnepaTypa ok 25° C.

6.5. Mapnn 3a onakoBkaTa

Bcexn O6mmcrep ceappxka 10 Tabnerky.

Pazmepute Ha Gmactepa ca 96 x 39 mm.

Bryicrepure ca nampasenu oT Teepae PVC dommo (menpospauno, ¢ xeGemuna 250 um) B AIYMHHHEBO
domuo (TBBPIO, ¢ Aebemuna 20 um).

Omnaxopka: 10, 20, 50 Tabnerxu.

6.6. Yxasanns 3a ynorpeéa
Hama

7. IlpurexraTen Ha paspemenueTo 3a yrorpeda
Chephasaar

Chem. -pharm. Fabrik GmbH

Muhl]strasse 50

D - 66386 St. Ingbert

Germany

8. Permcrpanunonen Homep
9. HNara Ha m3paBaHe Ha MBPBOTO pa3pellenye 3a yHOTPeda

10. Aara na nocnenHa perakmus Ha TeKeTa
Maii 2005




