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Muaazonam xamean 1 mg/ml HHEEHHHGHEHf“ﬁ¢Y3“°“é“ pa?‘TB“E”é’wy} -5 15 -07- 2004

Midazolam hameln 1 mg/ml solution for injection/infusion.

Mujaaszonam xameJiH 2 mg/ml HHAKEeKUHOHEeH/HHPY3HOHEH 'pﬁs‘fﬁ'ﬁ"ﬁ‘ e a—
Midazolam hameln 2 mg/ml solution for injection/infusion

Muaasos1amM xameJiH S mg/ml nHxeKuHOHeH/HHPY3HOHEH Pa3TBOP
Midazolam hameln 5 mg/ml solution for injection/infusion

Mupazonam (Midazolam)

[IpoyeTere BHHMATEIHO UAJIATA JIHCTOBKA, NPe/H 1a 3aM0YHeTe 1a H3N0/I13BaTe TOBA JEKaAPCTBO,

ThH KaTo TH ChAbPrKa BaxkHa 3a Bac ungopmauus.

* 3amasere Ta3u JMCTOBKA. MOXe 11a ce HaIOXKH J1a 1 NPOUYETETE OTHOBO.

* AKO MMaTe HAKaKBH JIOMBJHUTEIHU BbIIPOCH, NONUTaNTe Bawuus nekap UM MeIMILIMHCKA cecTpa.

* AKO TOJyYHTE€ HSKAKBH HEXKEJAHU JIEKAPCTBEHU peakuuM, yBeaoMere Bawus nekap wam
MeIUIIMHCKa cecTpa. ToBa BKJIFOYBA MU BCHUKH Bb3MOXHH HEXKEJJaHHW PeaKllMHU, HEOTTMCAHHU B Ta3M
nucToBka. Buxkre Touka 4.

KakBo cbABpiKa Ta3H JIMCTOBKA:

|. KakBo npeacrasnsisa Muaazonam xaMeslH M 3a KaKBO C€ M3M0J13Ba
2. KakBo Tps0Ba j1a 3Haete, npeau aa Bu npunoxat Muaazonam xamenH
3. Kak we Bu Obae npunoxed Muaazonam xamenH
4. Bb3MOXXHHU HEKEJTAaHU peaKkLUU

5. Kak na cbxpansBate Muaaszonam xameJiH

6. Cbabp)KaHHe Ha OMAKOBKATA U JIONbJIHUTEIHA HHpOpMaLIUS

1. KAKBO ITPEACTABJIABA MU/IA30JIAM XAMEJIH U 3A KAKBO CE U3I10JI3BA

Muaa3onam xaMe/lH NMPUHAAIEKH KbM Irpyna JieKapcTBa, HapeueHH ,.0eH301Ma3enuHu™. Muaazonam
nAercTBa ObP30, 3a J1a Ce NMOYYBCTBATE CbHIAMBU UK na Bu npucnu. OcBex ToBa Bu npaBu cnokoiHU
OTNYyCKa MyCKyJiute Bu.

Mmuaa3zo.1aM XaMeJlH ce M3MO0JI13Ba NIPH Bb3PACTHH:
e Karo o0Lua yrnowka, 3a 1a rd NpUcnu WK 1a I'M 3aIbPKH 3aCraim.

Mmuaa3zonam XxaMeJIH CbUIO TAKA Ce H3MO0JI13BA NPH Bb3PACTHH H J€e1a:

® Jla I'M Hakapa na ce 4yBCTBAT CNOKOHWHHU W CBHHJIMBHM, ako ca B peaHumauus. ToBa ce Hapuua
~Cenaums™.

® [peau U MO BpeME HA MEJULIMHCKH TECT WJIM MpOoLEeaypa, KOrato Te e ocraHat OyaHu. ToBsa ru
Kapa J1a ce 4yBCTBAaT CMIOKOMHHU W CbHJIMBHU. TOBa ce Hapuua ,.ceaalus NpH 3ana3eHo Cb3HaHHe" .

® /1a I'M Hakapa /1a C€ 4YyBCTBaT CIMIOKOMHHU U CbHJIMBH, NMpPeaM Ja UM Objie nocTaBeHa yrnoika

2. KAKBO TPSBBA JIA 3HAETE, NIPEAU A BU ITPUJIOXKAT MUIAA30JIAM

He TpsaOBa 1a Bu 0b1e npuiaran Muaazonam xaMeJiu:

® aKO CT€ ajIepruiHU KbM MH/1a30J1aM UJIM KbM HAKOS OT OCTAHAJIUTE CbCTABK
(M30poeHH B TOYKA 0).

® CTe aJlepru4yHy KbM JApyru O€H30AMa3eNMHOBH JIEKAPCTBA, KaTO AHa3enam Wi



®  aKO MMaTe TEXKH INMpodiemMH ¢ avwaHeTo H ile By Obae npwioxken Muaasonam 3a ,.cefalus npu

3aftla3€Ho Ch3HaHUE™,
Muaazonam xameiH He TpAdBa na Bu Obae npunaraH, ako HIKoe oT W36pOeHUTE NO-Fope ChCTOAHUSA CE
oTHacs 3a Bac. AKO He ¢Te curypHHu, ropopere ¢ Bawusa fnekap unu MeaduMHCKa cecTpa, npeau Ja Bu

Obae NPUIOKEHO TOBA JIEKAPCTRO.

IlpeaynpexaeHnsa H HPeANa3ZHH MEPKH
[ oBopeTe ¢ Bawius nekap v meaMLUMHCKA cecTpa, npead Aa Bu 6bae npunoxken MuaazonaM xamesnH:

. aKO CTe Ha Bb3pacT Haj 60 roJuHu;

. aKo UMaTe ABLJIrocpouxHo 3abonsBane, karo npodfieMu C AMINAHETO MAH NpobieMu ¢
O0BOpeunTe, YepHUa APOO UK CHLPLETO;

. ako uMare 3abongBaHe, koeTo By kapa na ce uyBCTBaTe MHOro ciabu, UzuepnaHy U oe3
E€HEPIrus;

. aKO UMaTE CbCTOAHHE, HAPEUCHO ,,MHACTEHUA TPaBHC™, NPH KOETO MyCKYJIMTe Bu ca cnadw;

. aKO MMaTe ChCTOAHUE, HapeHeHo ,,CHHAPOM Ha CbHHA anHea™ (npu koero auiiaHeto Bwu
CMUpa, KOraTto CnuTe);

. aKO HAKOra cTe HManu npobnemMu ¢ akoxona;

. aKO HAKOra cre MMaJii NpobjieMU ¢ HAPKOTHUHTE.

AKO HAKOE OT rOPHUTE ChCTOAHMA Ce OTHAcA 3a Bac (Mnu He cte curypuu), roropere ¢ Bawusa nexap
WM MEAULIMHCKa cecTpa, npeau Aa Bu Oble npunoxken Muaazonam xaMmenH.

Heua

¢ [oBoperte ¢ Bawna nekap win MeaAMUKHCKA CECTPA, aKO HAKOE OT FOPHHTE ChCTOSHHMSA CE OTHACH 3a
BaweTo pete.

e [lo-cnennanno, vugopmupaiite Bawnsg nekap unv MeAULMHCKA cecTpa, ako aeTero Bu uma
NpobaeMHn CbC CHPLETO KAH AHIIAHETO.

HApyru Jekapcrsa H Mugazonam xaMesH

Nndopmupaiite Baluma nekap HIKM MEANLIMHCKA CECTPa, aKO NPUEMATE, HACKOPO CTE MPHEMATTH HITH €
Bb3MOXHO Jla NpUeMaTe Jpyrd NeKapcTBa. [oBa BKIIIOUBA NeKapcTBa, OTNYCKaHM Oe3 penenTta H
pacTUTEIHU JiekapcTea. ToBa € Taka, 3aworo Muaazonam xaMenH MoXe na NnoeJjivge Ha HAYyMHa Ha
JAEHCTBHE HAa HAKOM Apyrv nexkapctea. CblLIO Taka HAKOM APYrU NeKapcTBa MOrar Ja MOBJIMSAST Ha
nencTeveTo Ha Muaazonam xaMenH.

[lo-cneunanHo, kaxkete Ha Baiumg nekap MW MeJULMHCKA CECTPA, AKO NMPUEMATE HAKOE OT CJICIHUTE

NeKapcTea;

. Jlekapcrsa 3a aenpecHa (aHTHAENPECAHTH ).

. CbHOTBOPHHU JIEKapCcTRa (3a Aa BH MOMOTHAT J1a 3acnuTe).

. CepnaTHBHH nekapceTsa (3a 1a ce YyBCTBATE CMOKOHHM MM ChbHIHBH).

. JlexapcTsa 3a ycnokosBaHe (3a 6e3N0KOHCTBO WK 32 NOANOMATAHE Ha ChHA).

. Kap6amazenuH unu deHUTOUH (Te MOTaT [1a Ce U3II0J3BAT NPH MbPHOBE HIW NPUAadbLH).

. Pudamnuunn (npn tybepkynoza).

. Jlekapctea 3a XHB u xenarur C, HapeueHH ,,IpoTeasHH HHXHOUTOPH® (KAaTO CaKBUHABHP,
Douenpesup, Tenanpesup).

. AHTUOHOTHULIH, HAPEYEHH ,,MAKPONUIN" (KATO EPUTPOMHLIMH WM KIAPHTPOMHLUH).

. JlekapcTBa 3a neudeHue Ha rbOMUHM uHeKUHH (KATO KETOKOHA30, BOPHUKOHA301,
(G yKOHA301, HTPAKOHA30, NO3AKOHA30MN).

. CunHu 60NKOYCnOKOSBALIH.

. ATOpBACTaTUH (MPH BUCOK XONECTEPOJI).

. AHTHXUCTAMUHH (MPHU anepruyHy peakiu).

. AKBAT KaHTAPHOH (BMNKORBO JIEKAPCTBO 32 JeNpecHs ).

. JlexapcTBa 3a BHCOKO KPBLBHO HANAraHe, HapeUeH#! ,,010KkepH Ha KAJILIMEBUTE K
AUIITHA3EM). N LW

AKO HAIKOE€ OT ropHuTe c€ oTHaca 3a Bac (unu He cte curypumu), roeopere ¢ Ba H# AeHKd
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3aTpyAHEHO AH1IaHe (PECITMPATOPHA AeNpecks ), KoMa MU MOKe Aa ObJie )KMBOTO3acTpalliaBaina. [Jopaay
TOBA €AHOBpeMeHHaTa ynoTpeba TpsbBa Ja ce MMa NpeABH] CaMO KOFaTo HE ¢a BBL3MOXKHH APYrH
BAPHAHTH 34 JIEHEHUE.

Ako obaue Bawust sekap Bu npeanuwe MupazonaM XaMenH 3a€iHO ¢ OMMOMAM, [0O3aTA W
NPOABHKUTETHOCTTA HA €IHOBPEMEHHOTO JiedeHune TpadBa aa ObaaT orpaHuueHu ot Bawns nekap.
Mons, kaxere Ha Bawng nekap 3a BCHUKM OMHOMAHH NIEKAPCTBA, KOWTO MPHEMATE, W CleaBaiiTe
BHUMATEIHO NpenopbKuTe Ha Bawuks nekap 3a fosata. Moxe Aa € nosnesHo Aa HHGOpMHUpaTe NpUaTenH
MIH POAHHWHM, 3a [a CT€ HAACHO ¢ ropernocoveHuTe NpU3Haun 1 cumnToMu. Cebpikere ce ¢ Bawus
JIeKap, KOraTo M3rWTBaTe noJoOHH CHMIITOMH.

Muaazonam xaMeaH H ATKOXO0JI
He nuidre ankoxon, ako ca Bu npunoxwnu MuaasonaM xamenn. Toea e Taka, 3au10TO TOBa MOXKE Na BH
Hakapa 1a ¢ NOYYBCTBATE MHOMO CLHJIMBU W Ja NPUUYHHH NpOONEeMH ¢ JHLUIAHETO.

bpeMeHHOCT B KbpMeHe

['oBopeTe ¢ Baiuua nexap, npeau n1a Bu 6bae npuiioxed MuaasonaM xamesiH, ako cTe 6peMeHHa uin
MUCITHTE, Y€ MOXe Na ¢Te OpemenHa. Bauuar nekap uie peuiy JajiH TOBa NEKAPCTBO € MOAXOAALLO 34
Bac. Cnen xaro cre nonyunnu Mwupasonam xamenH, He xbpmete 24 uaca. ToBa e Taka, 3ali0TO
Mupasonam xaMesTH MOXe 4a NpeMHUHE B KbpMaTa Bu.

Illodupane u pabora ¢ MalIHHHA
Cnen kato BH e npunoxen Muaasonam xaMmelH, He WOQHpaliTe U HE U3MO3BANTE MHCTPYMEHTH HIH

MallliHHK, RoKaTo BawmsaT nexap He kaxe, ye Moxete. ToBa e Taka, 3al0To MuaazonamM xamenH Moxe
na By Hakapa na ce nouyBcTBaTe ChHIWBU UM 3a0paseHn. ToBa MOXKe CbLLO 1a NOBIMse Ha Bawarta
KOHUCHTpaLKs ¥ KoopauHaudsa. Tosa Moxke aa noeausie Ha crnocobHocTra Bu aa wodmuparte uamn aa
U3NOA3BaTe MHCTPYMEHTH W MauliHHM. Cnen neyeHuetro Tpadbsa ga Obaere OTBEAEHU BKbBIUIW OT
Bb3pacTeEH, KONTO MOXE Aa Ce€ IPIHKU 3a Bac.

Munaazonam xamMesin CbAbPKA HATPHIH
ToBa nekapcTBo chaAbprka no-majko or 1 mmol HaTpui (23 mg) Ha ml, T.e. HA NPaKkTHKa ,,HE ChABPKA
HaTpHiA™,

3. KAK IIE B BBJE ITPHJIOXKEH MUJA30JIAM XAMEJIH

Munasonam xamens e Bu 6bae npunoxkeH OT nekap MM MeauuuHcka cectpa. Toi we Bu 6bae
NPUACKEH Ha MACTO, KOETO pa3ronara ¢ o0OpyABaHETO, HEOOXOAMMO 3a HAOIOAEHHE M JleueHHe Ha
He>KEMaHW peakuvk. Tosa Moxe na € 6onAHMUA, KIMHUKA Wik Xupyprus. [Mo-cneuwanHo we ce
HAbMIOJaBaT AMLLIAHETO, CHPUETO U KpbBOOOpaieHHeTo By,

Muaaszonam xamenH He ce npenopbusa 3a ynorpeda npu kbpMayera W 6ebera Ha Bb3pacT noa 6 Mecela.
AKo oDaue nekapaT npeueHH, e € HeOOXOAUMO, TOH MOXe Ja ce NPHIIokKH Ha 6ebe unu Gebe non 6
MECENa, KOETO € B peaHUMaLIH.

Kak me Bu 6bae npunoxken Muaazonam xamenn
LLie Bu 6bae npunoxeH Muaazonam xaMestH no €IHH OT CIEAHUTE HAUHHU:

. Ypes OaBHO UHKEKTHPAHE BLB BEHA (MHTPAaBEHO3HO HHXKEKTHpaHE).
. [Io KankoB MbT B €1Ha OT BeHUTE (HHTpaBeHO3Ha UHPY3HA).

. Hpes UHXKEKTHpaHe B MYCKYJ (MHTPaMyCKYJTHO HHXXEKTHpaHe).

. B npaBoTo uepBo (pekTyma).

Kosako Muaasosam xamens me Bu 0bae npuioxen
/lozaTa Ha Muaasonam xaMesiH Bapypa Npu OTASJIHHTE NalMeHTH. JleKapaT e onpe
npunoxu. Tosa 3asucH or Bawara sb3pact, Terno n obIO 34paBoOCIOBHO CHCT
3a8BUCH OT TOBA 3a KakKBO €€ HY)K[AaeTe OT JEKapcTBOTO, KaK pearuparte Ha
€IHOBPEMEHHO We By 6baaT faaeHn Apyry nekapcrea.




Caea xaro Bu e npaioxen Muaazonam xame/1n

Cnen nevennero TpadBa na 6baere npudpaHK BKBILU OT BB3PACTEH, KOWTO MOXe Aa ce rpvxu 3a Bac.
ToBa e Taka, 3awoT0 Muaaszonam xaMenHd Moxe na B HanpaBu CbHIUBU WK 1a 3abpaBaTe Noeeye.
Tosa Moxe Cbill0 Ja NoBJKAe Ha Baluata KOHUEHTpALHUS U KOOPAMHALMA.

Ako Bu ce npunara Muazonam xaMenH 3a IbJAro Bpeme, HaNpuMep B HHTEH3HWBHO OTAENEHHE, TANIOTO
Bu Moxe na 3anoyHe Aa CBHMKBA € N1€KApCTROTO. TOBa 0O3HAa4YaBa, 4e TO MOXKe M Aa He ASHCTBA.

AKO cTe BOJYYHJ/IH HOBede OT HeoOXxoauMaTa 103a MujaazoaM xameslH

Bauiero nekapcteo we Bu 6bae NnpuiaoKeHo OT nexkap WM MeaAMUHMHCKa cecTpa. ToBa 03Hauaea, 4e €
MAJKO BepoATHO Aa Bu Obae npuaoxeHo Tebpae MHOTO. Ako obave Bu Obae npuaoxeHo TBbPIe MHOIO
No FPeLIKa, MoXe J1a 3abeiemuTe CIIEAHOTO:

. YyBCTRATE C€ CHHIAMBHU U I'YOUTE CBOATA KOOPAUHALHMA H PEPNEKCH.

. [TpobnemMu ¢ roBOpeHETO H HeOOHHAMHN NBHIKEHHS HA OUMTE.

. Hucko kpbsHO HanaraHe. Toea Moxke 1a By Hakapa aa novyBCTBaTe 3amMaiiBaHe UK BUEHE
Ha CBAT.

. 3abaBsHe MMM CNHpaHe Ha AULLIAHETO WK Ha cbpuedHeHEeTO U W3nanaHe B 6e3cbiHaHue
(koma).

AbarocpouHa ynorpeda Ha Mugazonam xaMeJiH 3a Ce¢1alUA B HHTEH3HBHO OT/IEJIEHHE
Axo B ce npunara MuaaszonaM xaMenH 3a JbJIrQ BpeEMe, MOXKE a Ce CIYYH CAeAHOTO:
. Mozke na 3anouHe aa acHcrsa no-cnabo.
. Moxe na cTaHeTe 3aBMCHMHM OT JIEKAPCTBOTO W Aa MOJYYUTE CHMIITOMH HA OTHEMAHe,
KOraTo cnpeTe a ro npydemare (Bukre ,,CnvpaHe Ha MuyaasonamM xaMenH™ no-gony).

Axo npuaaranero Ha Mujazonam xaMe/lH e npeKpaTeHo
Axko By ce npunara Muaasonam xamenH 3a Abaro BpemMe, HanpMMepP B UHTEH3WBHO OT/IEJIEHHE, MOJKE
Aa NMoNy4YHTe CUMNTOMH Ha OTHEMaHe, KOraTo CnpeTe Aa NoJiyyaBaTe NeKapcTBOTO. Te BKIIOUBAT:

. [1poMEHH B HACTPOECHHUETO.

> [Tpunagbum (KOHBYICHM).

. ' nasobonue.

. Huapus.

. MyckynHa bonka.

. [TIpobnemMu cbe CHHA (0e3CHHUE).

. HyBcTBaTe c€ MHOIO NPUTECHEHHU (TPEBOXKHM), HAMPErHaTH, HECIIOKOHHH, O0BbPKAHU WK
BJIOLLUEHH (pa3apa3HUTENHH).

. BuxxaaHe ¥ eBEHTYaNHO YyBaHE HA HeLla, KOWTO BCBHUIHOCT MM HAMA (XaliOLMHALIMH).

BalnaT nekap e noHuxkasa ao3ata BH nocrenenHo. ToBa lue nOMOrHe 4a He ce NOIBAT CUMNTOMU Ha
OTHEMaHe npH Bac.

4. Bb3MOXHHU HEXEJAHH PEAKIIHHA

KakTo BcHukH ACKapPCTBd, TOBA JICKAPCTBO MOXKC Nd NPCAH3BHKa HEXKC/IAHH PEAKLUHN, BBIPCKH HE HE
BCCKH I'd NoJIyUuaBa.

C'bﬂﬁl.l.lﬂBaT C€ CACOHHUTE HCXKCNAHH pPCaKItHHK, HO €a € HEHU3BECTHA YECTOTA U OT HAJIHYHUTE JAHHU HE
MOXKe na Obae HallpdBCHa OLEHKA Ha HCCTOTATaA.

Cnpere Muaazonam xamMenn ¥ BeAHAra ce 00bpHEeTe KbM Bamua nexap, ako 3a0e€XHTe HAKONA
OT CJIEAHUTE HeXKeNaHH peaknHu. Te Moxe Ja ca )KHBOTO3ACTPAMABALIH H MOXe 1a HMATEe HYK/IA
OT CNENIHO JIeYeHHE: /’:-'— —~
. Texka anepruuna peakuus (anadgunakTHyeH wok). CHMNTOMUTE MOX ,gaﬁ?ﬁ
BHE3aMHO NOSBWII e 0OPMB, ChpOEXK WK YPTHKapus (KONpHBHa Tpecks) o pony

NTULETO, YCTHUTE, €3UKa UKW JPYTH YacTH Ha TA10T0. Moxe aa uMare cnﬁ; 3 3@&‘ “XP# %

WM npobnemMy ¢ AMIIaHeTo, WK Oneaa koxka, cnab W YCKOpPEH nyJc, M.tm ydema}iﬁ, H&;‘ me |

3aryouTe cb3HaHue. OCBeH TOBa MOXE Ja WM3NMTBaTe 00JKa B l"’l:.p,[[HTe"" KOATQ: MG}K&ﬂH e/ . //
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NPU3HAK Ha NOTCHUHATHO CEPHO3HA alepriyHa peakuuns, Hape4eHa CHH,[I,‘[]GM Ha Kyan ,f' Ho
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CnupaHe Ha cbpaedHara feinoct (cbhpaedeH apect). CUMNTOMMTE MOXe Aa BKIKOUBAT
bonka B repamre.

[IpobneMu ¢ AULIAHETO, NOHAKOra MPUYKHABALLH CTIMPAHE HAa AULLAHETO.

MyckyneH cna3esM Ha rpbKIgHa (NapyMHKCa), KOETO BOAM 10 3aAYilaBaHe.

JKHMBOTO3aCTPALIABALLM HEKETAHU PEAKIIMM € NO-BEPOSTHO /12 HACTHIAT NPU Bb3pacTHU Haa 60 roauHu
U [IPH XOpa, KOMTO BEYE UMAT AUXATENHU WIH ChpJAeuHH NpobneMu. Te3n HexenaHHu peakunH Chllo €
NO-BEPOSATHO 1a HACTBNAT, aKO MHXKEKLMATA ce NpaBH MHOro ObP30 HITK CE NMpuiara BUCOKa 103a.

gE! 'H BBIMOAKHH HOKC/IAHH DCAKIIHH

HEPBH& CHCTEMA M NNCHXHYHH l'lpﬁﬁJIE‘MH

C HaMaleHO BHUMAaHHE CTe.

UysctBare ce 0ObpKaHH.

HyBcTBaTe C€ MHOTO LACTAHUBH WIH pa3Bb/IHYBaHH {€yQopHs).

[Ipomenu B 1nbuA0TO.

UyBcTBaTE C€ YMOPEHH WM CHHAMBY WK ABATO BPEME 3aMasHH.

BrkIaHe UM eBEeHTYaNHO YyBaHE HA HELUA, KOWTO BCBIIHOCT MM HAMA (XaTIOLHHALIMK).
HapyimeHnue Ha Cb3HAHUETO (ACTUPHYM).

["'nasobonue.

YyBCTBATE C€ 3aMasHH.

3aTpyAHEHO KOOPANHHUPAHE HA MYCKYJIUTE,

[Ipunaabuy (KOHBYICHM ) MTPU HEJOHOCEHH M HOBOpPOeHU OeberTa.

BpeMenHa 3ary0a Ha nmametta. Konko BpeMe mMpoabnkaBa TOBAa 3aBHCH OT TOBA KOJKO
Mua3zonam xamenH cte nonyudnu. [loHskora Toea npoabakaBa IbJAro Bpeme.

YyBcTBO Ha BB30YIa, HECNOKOWCTBHE, IHSAB MU arpecusa. Bp3MoKHO € cblo aa umare
MYCKYJIHM CNa3MH WUJTH TpeENepeHe Ha MYCKYJIUTE, KOUTO HE MOXKETE [Ja KOHTPOJIHpATE
(Tpenepene). Te3n peakunu ca No-BepOATHH, AKO CTE NMONYUMIIH BHCOKa J03a Muaa3onam
XaMeJIH WK ako e Ouna npuiioxkeHa Tebpae 0bp30. Chilo Taka € No-BEPOATHO NMPH Jela |
Bb3pAaCTHH XOpa.

Copue H KpbBOOOpaLLICHHE

JAumiane

[Mpunaank.

baseH nyJc.

3auepBsaBaHe Ha JIMLETO U LUKUATA (3a4YepBsIBaHe).

Hucko KpbBHO Handrane. Tosa Moxe na By Hakapa aa ce nmoyyscTBaTe 3aMasHU WK 1a By
CE BUE CBAT.

XbJUaHe.
3anyx.

¥YcTa, cTOMax M H€pBa

O6mu

Cyxora B ycTara.
3anex.
[ 'aneHe Mnu MoBpbLIAHE.

YyBCcTBO Ha cbpbex.

Obpus, BRITIOUUTENHO OOpHUB Ha OyUKH (KONpPUBHA TPECKA).
3aueppaBaHe, 00JKa, KPBBHH CHCUPELIM WIH MOJYBAHE HAa KOXKAaTa, KbAET
MHXKEKLIUATA.

ANeprudHy peakuuH, BKIIOUYUTENHO KOXKEH OOpHB M XPHIIOBE.
[ToayBaHe Ha Koxkata / muraBuuaTta (aHrHOEaEM).



’ PHCKBT OT NagaHHug W PPaKTypH CE€ YBEMUUYABA TPU TE€3H, KOUTO MPHUEMAT €IHOBPEMEHHO
YCTIOKOMTENHH ( BKITIOUMTEHO aNKOXONHHA HAMUTKH).

¢ CHMITFOMM Ha oTHeMaHe (BuxTe ,,CnyupaHe Ha MuaazonaMm xaMenH™ B pazaen 3 no-rope).

. 3noynotpeda ¢ nekapcTaa.

Xopa B cTapyecKa Bb3pacr

’ Bu3pacTHuTE XOpa, KOUTO npueMar OeH301Ma3enyWHOBM JlekapCTBa, kaTto Mugazonam
XaMeJjTH, UMaT MO-BUCOK PUCK OT NMAaJaHe U CYYNBAHE Ha KOCTUTE.
. JXusoTo3acTpallaBallld HexeNaHd peakuMH CbIO € NO-BEepOATHO Aa Ce MNOABAT NpH

Bbh3pacTHU Haa 60 roanHu.

ChobmaBaHe HA HEKEJIAHH PeaklHH

AKO MOJYUYUTE HAKAKBH HEXENAHU TEKAPCTBEHH pEakLUK, yBeaomMeTe Baluus nekap uny MeaAMUHHCKA
cecTpa. ToBa BKIIOYBA BCHUKH Bb3MOXKHU, HEOMUCAHW B Ta3H JTMCTOBKA HEXeJ1aHW peakuuu. Moxerte
ChIUIO A CHOOLIUTE HEXETAHW PEAKLMH JUPEKTHO Hpe3:

MU3nbaHUTENHA areHIUs M0 NeKapcTeaTa

yn. ,,Jlamax ['pyes™ Ne 8

1303 Codus

Ten.: +35928903417

yebcaiiT: www.bda.bg
KaTo cbobuiaBare HeXeJlaHW peakuMd, MOXKETE Ad AaAETE CBOSA NPHHOC 3a MOJY4YaBaHE Ha NOBEYE
HHPOPMaLUS OTHOCHO 0e30MacHOCTTAa Ha TOBA JIEKAPCTRO.

5. KAK JA CBXPAHABATE MUJAA30OJIAM XAMEJIH

e BauwuaT nekap uny gapMaleBT € OTFOBOPEH 3a CbXpaHsaBaHeTo HA Muaazonam xamend. Te cullo
Taka ca OTTOBOPHH 3a MPAaBUTHOTO H3XBBLPJAAHE HA HEM3NOA3BaHUs MHAa301aM XaMerH.

e Jla ce cbXpaHfBa Ha MACTO, HEAOCTBITHO 3a AeLAa.

¢ He usnon3saiite TOBa N€KAPCTBO CNIEA CPOKA HA OAHOCT, 0TOENA3aH BLPXY €TUKEeTa/ KapTOHEeHaTa
onakoska ciiell ,.J'oaeH 00:*. CpoKbT Ha rOAHOCT OTTOBaps Ha NOCAEAHUA JEH OT NOCOYEHHS MeECeLl.

¢ He uw3nonssalite TOBa NEKapcTBO, aKO MajnkaTa CTbKAEHA aMnyna/gpnakoH MIM OrakoBKaTa €
noBpeacHa,

o (ChbxpanaBaiiTe aMnynara/diakoHa B KAPTOHEHATA OMAKOBKA, 3a Ja ¢€ MPeAna3H OT CBETIHHA.

e Jla He ce cvxpansBa Haa 25°C. [la He ce 3ampa3sBa.

6. CbABP KAHHUE HA OITAKOBKATA U AON'BJIHHUTEJIHA HH®OPMALIMA

Kakgo chabpxa Mugazonam xameH

¢ AKTHBHOTO BELIECTBO € MHAa301aM (KaTO MU1a30/1aM XUAPOXAOPUA).
B Munazonam xamenn | mg/ml, Bcexu 1 ml or TeuHocTTa chabpxka 1 mg muaazonam (karo
MHOA300aM XHUIPOXSTIOPHI).
B MupazonaM xamenH 2 mg/ml, scexku | ml oT TeuHocTTa chabpxa 2 mg muaasonaM (Karo
MHIa301aM XHAPOXIIOPHA).
B Mupaszonam xamenH 5 mg/ml, Bceku 1 ml oT TeyHOCTTAa ChAbPxka 5 mg muaazonaM (Karo
MHA301aM XUAPOXJIOPH ).

e Jlpyrute ChCTABKH Ca HATPHEB XJI0PHA, XJIOPOBOJAOPOAHA KUCE/THHA W BOAA 3@ HHIKEKLIMH.

Kak u3rnexia MuaasoaM XaMellH H KAKBO ChAbpXa ONaKOBKATAa
Muaazonam xamenH ce mnpeanara B O€3UBETHH CTBHKJICHH amnynu/dnakoHu (mas
[lpeacraBnssa npo3paqyHa 6e3UBETHA TEYHOCT (MHXEKLIMOHEH/UHDY3UOHEH paa*rmp)., =

Bunose onaxosku 3a Muaaszonam xamenH 1 mg/ml, MHXEeKUHOHEH/MHY3HOHEH pazn?a
¢ 2 ml cTeiiienn amnynu: onakoBkM ot 5, 10, 25, 50 uau 100 i
e 5 mlcrvkieHn amnynu: onakoBkH ot 5, 10, 25, 50 unu 100 N N




e 10 ml cTokneHu aMnysin: onakoskH ot 3, 10, 25, 50 wnu 100

e 50 ml cTekienM dnakoHwy, 3aTBOpeHH ¢ OpoMoOYTUNORA I'YMEHa 3anyWwanKa: ONnaKkoBKH OT |, 5 Uy
10

Bunose onakoBkH 3a Muaazonam xaMenH 2 mg/ml, MHXeKUMOHEH/UH(PY3UOHEH Pa3TBOpP:
e 5 ml cTbKIEHH aMITyJIK: onakoBky ot 5, 10, 25, 50 unu 100

e 25 ml cTpknenu aMmnynu: onakoBku ot 5, 10, 10x5, 5x10.

e 50 ml cTbkneH dnakoH: onakoeku ot 1, S wnm 10

Buaose onakoBkH 3a Muaazonam xamenH 5 mg/ml; nHxkekmoHe R/ Mg y3MOHEH pa3TBOP:
| ml cTbKkIEeHH aMNyad: onakoBkH oT 5, 10, 25, 50 vau 100

2 ml cTbKiIeHH amnynu: onakoBkM ot 3, 10, 25, 50 nau 100

3 ml cTbKIEHW amMmynu: onakoBkH oT 5, 10, 25, 50 unu 100

5 ml cTbKneHn aMnynu: onakoBku ot 5, 10, 25, 50 vau 100

10 ml cTobkneHn amMmnynu: onakoeku ot 3, 10, 25, 50 vau 100

18 ml cThruieHH aMnyau: onakoBkM ot 5, 10, 25, 50 uau 100

He BCUYKH BHOOBE ONIAKOBKH MOTAT Aa ObaaT nycHaTy B npoaaxoa.

[IpuTexaTes HA paspelicHHETO 32 ynoTpeba
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To3u rekapcTBEH NPORYKT € pazpeiiel 3a ynorpeda B aAnpxkasuTe-4iaeHKH HAa EHUII noa cneanuTe
HMEHa:

ABCTpus Midazolam-hameln | mg/ml, 2 mg/ml, 5 mg/ml Injektions- /Infusionslds

bbvarapus Muaazonam xamenH | mg/ml, 2 mg/ml, 5 mg/ml uH)KeKuHOH
pasTBop 2 - o,
Yeuwika Midazolam hameln f[ =708 el i <\l
ir ; ‘ -“E‘-__-Ef’. .': ;' ] [ ‘,}'_1 I
Penybnuka R R Ik =
TR NIRRT L,
e 7
\Q}Z’M KAGS T



['epMarus Midazolam-hameln 1 mg/ml, 2 mg/ml, 5 mg/ml Injektions- /Infusionslésung

JlaHus Midazolam “hameln”

MOunnanaus Midazolam hameln 1 mg/ml, 5 mg/ml injektio-/infuusioneste, ltuos
X1bpBaTuUs Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml otopina za injekciju/infuziju
Yurapms Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml oldatos injekcid/inf0zid

Hupepnanaua | Midazolam-hameln 1 mg/ml, 2mg/ml, 5 mg/ml oplossing voor injectie / infusie

Hopeerus Midazolam hameln

MNonwa Midazolam hameln

PYMBHUS Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml solutie injectabild/perfuzabila
1lIseuns Midazolam hameln 1 mg/mi, 5 mg/m! injektions-/infusionsvétska, I&sning
CnosexHus Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml raztopina za injiciranje/infundiranje
Cnoeakus Midazolam hameln 1 mg/ml, 2 mg/mi, 5 mg/ml imjekény/infuzny roztok
ObeanHeHo Midazolam t mg/ml, 2 mg/ml, 5 mg/ml, solution for injection / infusion

KpancTeo

(CeBepha

HMpnanans)

Jdara na nociaeaHo npepasriexiaaHe Ha JucToBKaTa 03/2024
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IMocoueHaTa mo-10y HHPOPMALHS € NPeAHATHAYEHA CAMO 32 MEAHUHHCKH CIICIHAIHCTH:
PBbKOBOACTBO 3A ITPHI'OTBAHE HA:
Muaazoaam xamean 1 mg/ml, 2 mg/ml, 5 mg/ml, HnkekRHOHEeN/ MHPYIHOHEH PA3TBOP

ToBa e pe3roMe HA HHPOPMALIMATA OTHOCHO NPHIOTBAHETO HA Muaazonam xamens | mg/ml, 2 mg/ml,
5 mg/ml, uH>keKUHOHEH/MHGY3HOHEH Pa3TBOP.
BaxxHO € Ja npoueTeTe UANOTO CbABPKAHHE HA TOBA PBKOBOACTBO MPEAM MMOArNOTOBKATA HAa TO3M

NeKapcTBEH NPOAYKT.
Mons, HanpaBeTe cnpaBka ¢ KpaTkara XapakTepUCTHKa Ha MPOAYKTAa 3a NbjiHaTa HMHMOpMauUMa 3a

npearnucBaHe K apyra uHdopmaums.

1. POPMA

Mugazonam xamendH 1 mg/ml ce npeanara karo OucTbp M Oe3uBETeH MWHXKEKUHWOHEH pa3TBOp B
Npo3pauHu cTbkaeHH amnynu ot 2 ml, 3 ml, 10 ml v npo3paueH cTbkneH ¢pnaxkoH ot 30 ml.

MunasonamM xameaH 2 mg/ml ce npeanara kato OUCTEp W O€3UBETEH HHKEKLIMOHEH pa3TBOp B
Mpo3pavyHy CTLKNCHW aMnyid ot 5 ml uau 25 ml U npo3spaueH cTbkieH dprakoH ot 50 ml.

Mupaszonam xamenn 5 mg/ml ce npeanara kato OMCTHLp M O€3UBETEH UHXKEKUMOHEH pa3TBOp B
npo3pavH ¢TbkaeHy amnyan ot i ml, 2 ml, 3 ml, 5 ml, 10 ml naun 18 ml.

2. IIPUT'OTBAHHE

HHCTpYKIOHH 32 pa3TBapsne

To3u nekapcTBEH NPOAYKT HE TpAOBa Aa ce pa3perxaa ¢ Apyrd pa3TBOPH 3a NapeHTEPaNHO NPUIIOKEHHE,
¢ M3KJIKOYEHHE Ha TE3H, MOCOYEHH 110-10Y.

[lpn HenpekbCcHaTa UHTPABEHO3HA MHPY3UA pA3TBOPLT 33 MHXKEKTHPAHE Ha MUIA30JlaM MOXKe 1a ce
pa3pexaa B cboTHOLWEHHE 15 mg Muaazonam o 100 - 1000 ml ¢ eauH ot cneaHUTe UHPY3HOHHH
pasteopu: 0,9% NaCl, 5% n 10% nexctposa v pasTeop Ha PuHrep.

PaspeneHHAT pasTBOp € XHUMHUYECKH M PHU3NUECKH CTabWiIeH B NPOAB/HKEHWE HA 3 JIHH NpH cTaliHa
Temneparypa ao 25°C.

OT MukpoOHONOrvYHa rneaHa ToUka, OCBEH ako METOALT Ha OTBapaHE/pa3pexiaHe HE U3KITHOUBA PUCKA
OT MHKpOOHO 3aMbpcaBaHE, NpPOAYKTHT TpAOBa Ja ce€ M3MO/3BA He3abaBHO. AKO HE ce H3NON3Ba
BEHAra, BpEMETO U YCIOBUATA HA ChXPaHEHHE ¢a OTFOBOPHOCT Ha NoTpeduTENs.

3. HECBBMECTHMOCTH

CbBMecTUMOCTTA TpAOBA 1a ce NpoBepU NPeaU NPUIIOKEHHUE, KO CE CMECBA ¢ JIPYTH JIEKapCTaa.

Mupaazonam ce ytagasa B pa3TBOpH, CbAbPKaWK OMKapOoHaT. TeopeTHYHO pa3TBOPLT 32 U
Ha MHAa30J1aM BEPOATHO € HeCTAOMJIEH B pa3TBOPH C HEYTPATHO MM ajikanHo pH. Auto
cMecu ¢ andyMHUH, AMOKCHIIWIMH HATpHUH, aMIULIMNKUH HaTpHK, OyMeTaHMAa, AeKca A m \ba\
docdar, AMMEHXUAPUHAT, DNOKCALUWIHH HaTpuil, Gypo3eMHa, XUAPOKOPTU3IOH H phe/e , A _

neHrobapObuTan HaTpui, nepgeHasrH, NPOXIOPNepazuH €IM3UNAT, PAHUTUINH WM ,m,m;ema.rr Ha'r:puﬁ \
UAY TPUMETONPUM-CYN(aMETOKCa30/, BeaHara ce o0pa3zysa 0sna yTaiika. SoE "
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C HaTpHeB HaQLUNHH BeaHara ce odpazyea 3aMblriigBaHe, nocaeaBaHo ot 6ana yraiika. C uedrazuaum
ce obpa3yBa 3aMbIJIBAHE.

C MeToTpekcaT HaTpHit ce 0bpa3yBea xbiiTa yTarka. C KITOHWAWH XHAPOXNOpH ce o0pa3yBa OpaHKERO
obesuperapadHe. C omenpason HaTpui ce obpasyea kadaBo ole3uBeTsBaHe, NOc/ieABaHO OT Kadsea
yraiika. C HaTpueB OCKapHET ce NoJiyyasa ras.

OcBeH ToBa MHMAa3onaMm He Tpabea Aa ce CMECBa ¢ aUMKIOBHp, alOYMHMH, aliTeruiasa, AMHATPUER
alerasosjiaM, AuazenaM, €HOKCHUMOH, ¢nekanHua auertat, ¢Gayopoypauusl, HMHIEHEM, ME3NOLMIHH
HaTpU#H, peHoDapOUTan HaTPUMH, PEHNUTOMUH HATPUH, KAJTHER KAHPEHOAT, CyN0aKTaM HATPHHA, TEODHIHH,
TPOMETAMON, YPOKHUHA3a.




