EBponeiickaTa areHuus 1o JiekapcTeaTa 3al04Ha nperjel Ha TeTpasenam —
ChAbPIKAIIKUTE JTeKAPCTBEHH MPOAYKTH

EBpomneiickara arenmus mo JnekapcrBata (EMA) 3anmouna mnperjen Ha Terpasenam —
ChABPKAIIUTE JEKAPCTBEHU NPOAYKTH, MOPAAM 3arpuKEHOCT OTHOCHO IOsBa HAa HOBH
CCPUO3HU KOKHHU pC€aKK, CBbpP3aHU C IMPUITOKCHUCTO HA TC3U JICKAPCTBCHU IIPOAYKTH.

TerpazenaM mNpUHAJICKA KbM Tpynara Ha OeH30quazenuHuTe. TOH € MPUIIOKHM KaTo
TaONIeTKU 3a TMHEHE 3a JIeYeHHe Ha OOJEe3HEHW MYCKYJIHHM Cla3MH (KpamIiH) TJIaBHO MpHU
MALUEHTH C PEBMATOJIOTUYHH 3a00J151BaHUsl (CHCTOSHUSI, XapaKTEpU3UPAIIH CE C Bh3MAJICHUE,
moayBaHe U 00JIKa B CTABUTE U MYCKYJIUTE).

Crnen momydaBaHe Ha HAKOJKO CHOOIICHHS 32 CEPUO3HU KOXKHU PEaKIMH Ha TEPUTOPHATA Ha
O®pannusi, OpeHckata AreHuus Mo JieKapcTBaTa M3BBPIIU MpeEriie] Ha JAHHUTE 32 BCUYKHU
HexeNnaHn eQeKTH, aKUEHTUPaWK ocoOeHO Ha HH(OpManMsITa 32 KOXKHUTE PpPEaKIHH,
HanuyHa BbB DpeHckaTa HalMOHAJIHA €JNeKTpOHHAa 0a3a JaHHM 3a MPOCIEIsBaHE Ha
JekapcTBeHara Oe3onacHocT. To3u mperiies moka3pa, ue He)KeNaHuTe epeKTH, KOUTO 3acsarat
KOXkaTa, C€ CpellaT M0-YeCTO CJeJ NpWIaraHe Ha TEeTpa3enaM B CPaBHEHHE C OCTAaHAJINTE
OeH30/1Mazenuuu. B nombiHeHne HapacTBa 3arpHKEHOCTTa, OTHOCHO CEPUO3HOCTTA HAa HAKOU
OT JIOKJIaJIBAaHUTE ciy4yad, BKIoyBamu cuHiapoM Ha CtubH JlkoHchbH (SJS), TOKcHyHa
enuaepmanaa Hekponusa (TEN), eputema myntudopme u iekapcTBeH 0OpHUB, MPUIIPYKaBaH
ot eo3uHoduus u cucreMau cumtomu (DRESS) cunmpowm.

EMA mie pasriena BCUYKM HAaJUYHU JaHHU 32 0€30MACHOCT Ha TeTpa3enaM — ChIbPKAIIUTE
JIEKapCTBEHU MPOYKTH, OCOOCHO TE€3U 3a KOXKHHUTE PEaKklru, 3a J]a OLIEHU BCAKO Bb3/ICHCTBHE
BbPXY ChOTHOILIEHUETO T0J13a — PUCK Ha TE3U JIEKAPCTBA.

TerpazenaM-chabpKaIIUTE MPOIYKTH Ca pa3pelieHH 3a yrnoTpeda 1mo HalloHATHA MPOIeypa
B HSKOW €BPOIEUCKHU abpkaBu wieHKH (ABctpusi, benrus, bearapus, Yemkara pemyOiuka,
Opannus, [epmanus, JlatBus, JlutBa, JlrokcemOypr, Ilomma, Pymbams, CnoBakus u
Hcnanus) u ce oTIycKaT Mo JIEKapCKO MpeanucaHue Mo pa3iniyHu ThProBCKH HMEHA.

B P. bearapus kbM HacTOSIIMS MOMEHT BaJIMIHU pa3pellieHus 3a ynorpeda uMmar CclieJHUTE
TeTpa3enaM-ChIbpKalli IPOIYKTH:

1. Myolastan — 50 mg fim coted tablets, [IPY — Canodpu ABentrc bearapus EOO/]
2. Tetrazepam — MIP — 50 mg tablets, [IPY — Chephasaar Chem. — pharm. Fabrick
GmbH.

Karo enemeHT OT Taka 3amoudHanata npoueaypa, EMA npukanBa BCUYKH 3aUHTEPECOBAHU
CTpaHu (MEAUIUHCKH CTICIUATNCTH, TA[UCHTH,[PAXKIAHN) Ja TIPEJCTaBAT JaHHU, KOUTO UMAT
OTHOIIIEHHWE KbM IMIpoleAypaTa, Taka 4e Te Ja ObJaT B3€TH IO BHUMAaHHE, J0KaTO Ce
OCBILIECTBSIBA OLIEHKATa Ha JIEKapCTBaTa, ChAbpPKallM TeTpazenaM. ToBa € IbpBUAT Clydaid, B
koiTo EMA wu3non3Ba ToBa HOBO CpEACTBO, IO3BOJSABAIIO HAa AreHUUsATa Ja BKIIOYU
aKTUBHO B Ipolieca Ha OIICHKaTa BCHUYKHU 3auHTepecoBaHu cTpanu. [lopamu HeoOxoqumocTTa
OT CHEMIHOCT Ha OLEHKaTa, CTPOro MPENOPBbUMUTEIHO € 3aWHTEPECOBAHUTE Ja IOAAaBaT
JAHHUTE Ha aHTJIMUCKU e3uK B cpok 110 04.02.2013 r.



JlaHHUTE MOTaT Ja ce MPEAOCTAaBIT KAaTo Ce M3IMOJ3Ba CrieiraiHa (GpopMa, KOSTO 3aeqHO C
OOIIM WHCTPYKIIMM KBbM TIOJATEIIUTE € HaJluyHAa Ha CJIeJHATa WHTEPHET CTpaHHMIIA:
http://www.emea.curopa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Tetrazepam
containing medicinal products/human referral prac 000015.jsp&mid=WC0b01ac05805¢c5
16f

[IpernensT Ha TeTpaszenaM-ChIbpPXKAIIUTE JIEKAPCTBEHW HPOAYKTH C€ H3BBpIIBA CIIOPEN]
n3uckBanusaTa Ha 4i. 107 1 ot Hupextuna 2001/83/EC or Komurera 3a oleHKa Ha pucKa
(PRAC), koHTO € OTrOBOpEH 3a M3BBPIIBAHE HA OLEHKAa W JaBaHETO HA NPENOPBKU IPHU
HaJn4yMe Ha npoOjaeMH, CBbp3aHM ¢ Oe30MacHOCTTA Ha JIEKapCTBaTa B XyMaHHATa MEIHUIIMHA.
Toii kaTO TeTpa3enaM-chbIbpKalIUTE JIEKAPCTBEHU NMPOAYKTU Ca Pa3pelleHu 3a ynoTpeda mo
HallMOHallHA mpouenypu, npenopbkute Ha PRAC me Opgar mnpemageHu Ha
Koopaunanuonnata rpyna 3a OpoLeAypd IO B3aUMHO IpPHU3HABaHE M JCLEHTPAIU3UPAHU
nporenypu B XymaHHarta MenuiuHa (CMDh), B KosATO HuMa MpencTaBUTEICTBO Ha
HAIlMOHAJIHUTE PETYJIATOPHU BJIACTH HA €BPOINEHCKUTE AbPIKaBU-UWIECHKH.

[ManenTHTE MOTaT Aa CHOOMIABAT HEXKEJTAHW JIEKAPCTBEHW PEAKIMH 1O BCSIKO BpeMe Ha
MEIUIMHCKUTE CIICHAINCTH WK Ha M3mbinHuTenHaTa areHms no gexapcersara (MAJT).

3a TOMIBJIHUTENTHH pa3sICHEHHU MOXKeTe 1a ce obaxaaTe B oTaen “JlekapcTBeHa 6e3onacHoct”
KbM M3IbIHUTENTHA areHiys 1o JiekapcTBaTa Ha Teil. +359 2 890 34 17.


http://www.emea.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Tetrazepam_containing_medicinal_products/human_referral_prac_000015.jsp&mid=WC0b01ac05805c516f
http://www.emea.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Tetrazepam_containing_medicinal_products/human_referral_prac_000015.jsp&mid=WC0b01ac05805c516f
http://www.emea.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Tetrazepam_containing_medicinal_products/human_referral_prac_000015.jsp&mid=WC0b01ac05805c516f

