JIMCTOBKA: HHOPOPMAILIUA 3A ITAIIMEHTA

Muaaszonam xameH 1 mg/ml amkeknnonen/HHQy3HOHEH Pa3TBOP
Midazolam hameln 1 mg/ml solution for injection/infusion

Mupaa3zoaMm xameaH 2 mg/ml sHKeKHHOHeH/HHPY3HOHEH Pa3TBOP
Midazolam hameln 2 mg/ml solution for injection/infusion

Muaazoanam xameiH S mg/ml nakeknHoOHeH/ HHPY3HOHEH Pa3TBOP
Midazolam hameln 5 mg/ml solution for injection/infusion

Mupazonam (Midazolam)

[IpouereTe BHHMATEIHO HSJIATA JIHCTOBKA, NPE/IH 1A 3aN09HeTE /12 H3M0/13BATE TOBA JIEKAPCTBO,

Thii KATO TH CbABbPXKA BaxxkHa 3a Bac undopmanus.

e 3anasere Ta3d JUCTOBKA. MoXe J1a ce HaJIOXKH Ja A MpoYeTeTe OTHOBO.

* AKO MMAaTe HAKAKBH JIOITJIHUTEIHH BBIPOCH, NnonutanTe Balus Jiekap HJIH MEIMIIHHCKa CecTpa.

* AKO TMOJIyYHTE€ HAKAKBM HEXEJIaHW JIeKApCTBEHH peakuuu, yseaomere Bammsa jekap WIH
MEIHLIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKH BB3MOXKHH HEXKEJIAaHH PEaKiliH, HeOTIHCaHH B Ta3H
nucToBKa. Buxkre Touka 4.

UIMLNAHWTENHA ATENUSR MO NEKAPCTBATA
Nucmodxa - Mousomenue 2

e e OMGLIL) 4L /W3

1. KakBo npeacrasisisBa MuaasonaM XxaMesH ¥ 3a KaKBO Ce M3IMO0JI3Bg,  Ne

KaksBo ChbABPIKA TA3H JIHCTOBKA.

2. KakBo TpabBa na 3Haere, npeau Aa By npunoxar Muaasonam xamesH } 23 ry-& 06 2025
3- KaK I.I.[e BH 613,&3 anIIOJHEH MHﬂ&BOﬂaM XaMeJlH W"WMP ® ohaiTEasdssnrsaviidndsnsiavaneni / ------ ; ........................
4. Bp3MOKHH HEXKEJIaHU peaKLHH (IO0OONUD M ..o icivnniomillononiinisiumt pmpestaniins ]

5. Kak na chxpansBate Muaa3onaM XxaMesrH
6. CbaAbpKaHHE Ha OMAKOBKATa U JOITbJIHUTE/IHA HHPOpMaLUs

1. KAKBO IIPEJACTABJIABA MUJIA30JIAM XAMEJIH ! 3A KAKBO CE H3110JI3BA

MuzazonaM XaMmellH NPHHAUIeKH KbM Ipyna JieKapcTBa, HapeyeHH ,,0eH3oaua3enuHu’. Muiasosam
neiicrea 6bp30, 3a /1a ce MOYyBCTBaTe ChbHAMBHU WiH Aa Bu npucnu. Ocen ToBa By npaBu CioKOHHH H
OTHyCKa MYCKYJIUTE BH.

MuaazoiaM XaMeJIH ¢e H3MO0JI3BAa NPH Bb3PACTHH:
e karo oOma ynoiika, 3a 1a ' NPUCIH WK [a I'M 3abpiKH 3acrajiu.

Muaazou1amM xaMeJIH ChII0 TAKA C€ H3MO0J13BA NPH Bh3PACTHH H JAena:

® Jla I'M Hakapa Jla ce 4YyBCTBAT CIIOKOHHH H CBHHJIMBH, aKO Ca B pEaHUMAaLMA. ToBa ce Hapuua
Lcemanms’,

® [Ipead U MO BpeME€ Ha MEJMLIMHCKH TECT WJIHM Npoueaypa, Koraro Te e ocraHar Oyanu. Tosa ru
Kapa Jla ce YyBCTBAT CIIOKOWHU U ChHIMBH. ToBa ce Hapuya ,.cefiauus MpH 3ana3eHo Chb3HaHHE ™.

e Jla 'M HaKapa Ja c€ 4yBCTBAT CIIOKOMHH U CBbHJIMBH, MPE/IM J1a UM ObJe 1nocTaBeHa yrnomka

2. KAKBO TPSIBBA JIA 3HAETE, ITPEJIA JIA BH IPUJIOKAT MHJIA30JIAM XAMEJIH

He Tps6Ba 1a Bu 0bae npuaaran Mujasoiam xamMeJin:

® aKO CTe aleprH4yHH KbM MHJAa30JIaM HJIH KbM HSKOS OT OCTAHAJIUTE CHhCTAaBKH HA TOBA JIi€
(u30poeHu B TOuKa 6).

® CTE aJIeprHYHH KbM ApYyrd OeH301Ma3eMHOBH JIEKAPCTBA, KaToO JHa3ernaM HJIH HUTpasern




®  aKkO HMATE TEXKH npoldneMH c AUIIAHETO | iife Bu 6Bae NpHIOKEH MHIA30JaM 32 ,.Cellals fpH
3ara3¢HO Chb3HAHHE™ .

Muaasonam xamesH He TpsoBa na Bu 611¢€ npunaraH, ako HAKOE OT H3OPOEHHUTE NO-rope ChCTOAHUA Ce

oTHacs 3a Bac. AKO He CTe CHI'YPHH, roBopeTe ¢ Baluka nekap HiM MEJHLIMHCKA CECTpa, npeam aAa Bu

Oble NPIWIOKEHO TOBA JIEKAPCTBRO.

IIpenynpexnennd H NPEANAIHEE MEPKH
["oBopere ¢ Bamms nexap wiM MeTMLIMHCKA cecTpa, npeau Aa Bu Obae npuaokeH Muaasonam xamenH:

. aKo cTe Ha Bh3pacT Hapg 60 roavuu;

. aKO0 HMaTe TRIOCPOYHO 3abonsBaHe, Karo MpobneMu ¢ auuaHeTo WiIH nNpobJeMH ¢
OnOpeLyTe, YepHUA ApOO WIH CHPLETO;

. aKo uMare 3abonapaHe, koeTo By xapa fia ce 4yBCcTBaTe MHOro ciiabu, HiuepnaHu H Oe3
eHeprus;

. aKO UMaTe ChCTOAHHE, HAPEYEHO ,,MMAaCTEHHA IrPaBHc™, IPH KoeTo MycKynuTe By ca ciabu;

. aK0 HMATe ChCTOSHHE, HAPEYEHO ,,CHHIPOM Ha CbHHA amHes" (MpU KOETO AHinaHeTO Bu
CITHPa, KOTaTo CIHTE),

. AKO HAKOTA CTe HMaIH NpOoOIEeMH C alIKOX01a;

. aKO HAKOra ¢T€ HMAIH NpoOJIEeMH ¢ HRPKOTHLIMTE.

AKO HAKOE OT TOPHMTE ChCTOAHHA ce oTHacA 3a Bac (WM He cTe CUrypHH), roBopere ¢ Bawna nekap
WM MEQHLHHCKA cecTpa, npeaM Ja Bu 6vae npunoxed MuaasonaMm xaMesH.

Hena
e ToBopere ¢ Baimma nekap MY METHIHHCKA CECTPA, 8KO HAKOE OT FTOPHHTE ChCTOAHHUA CE€ OTHACH 33
Bawero nere.

o Ilo-cneunanno, uadopMupaiite Bammua siexkap HWIH MeOMUMHCKA CECTpa, ako aeTero Bu HMma
npobneMu CbC CHPLETO WIH JHIIAHETO.

Jpyra nexapcrea B Muaasonam xame1H

Hudopmupaiite Baius nexap 1id MEAMIMHCKA CECTpPA, aKO [IPHEMaTe, HACKOPO CTE NPHEMAITH HITH €

BB3MOXKHO O3 NpHEMaTe ApPYyrd JekapcTBa. ToBa BKIIOYBA JIEKApPCTBa, OTIyckaHu 0Oe3 peuenra

PACTHTENHH fieKapcTBa. ToBa € Taka, 3alioTo MuaasonaM XaMesH MOXe [1a MOBJIHAC HAa Ha4YHHA Ha

AelicTBHE HAa HAKOM APYTH JekapcTBa. ChIO Taka HAKOH APYTH JEKapCTBa MOraT J1a MOBJIHAAT Ha

JeicTeueTo HA MEH1a301aM XaMeEJTH.

[To-cieuuanHo, KakeTe Ha Balums ekap UK MEAHIMHCKA CECTpa, ako MpHeMare HAKOS OT CNCAHHUTE

JIeKApCTBa:
. JlexapcTBa 3a aernpecus (AHTHACITIPECAHTH).

. CHHOTBOPHH JIEKAPCTBA (3a Aa BU TOMOTHAT Ja 3aCIIHTE).

. CenaTvBHH JiekapcTBa (3a 1a C€ YyBCTBAaTe CIIOKOWHH HIIH CHHJIHBH).

. Jlexapctsa 3a yenokosasane (32 6e3n0xoHCTBO HIIH 3a NOIOMAraHe Ha ChHA).

. Kap6amasenuH win ¢GeHUTOHH (Te MOraT Aa ce H3IOJI3BAT IIPH MbPYOBE WIH MPHIANbIH).

. PudammuuxH (npH Ty6epkynosa).

. Jlexapctpa 3a XUB u xenarur C, HapeueHH ,,IPOTCA3HH HHXHOMTOPH™ (KATO CaKBHHABHP,
GouLienpeBUp, TENANPEBHP).

. AHTUOHOTHLIH, HAPEYEHH ,,MAKPOJHAU" (KATO SPUTPOMHLIMH HIH KIAPHTPOMHILIHH).

o JlekapcTBa 3a JieyeHMe Ha TbOHYHH HHGpEKUMH (Karo KeTOKOHA30Jl, BOPHUKOHA3ol,
(UTYKOHA30J, MTPAKOHA30J1, 1103aKOHA30).

. CunuM 60NKOYCHOXOABALIH.

. ATopsacTaTHH (NpH BUCOK XOIECTEPOIT).

. AHTHXHCTAMHHH (IIPH RJICPIHYHH PEaKi{HH).

. JKBIIT KAHTAPHOH (OMIIKOBO 1IEKAPCTBO 3a REMPECHR).

. JlexapcTBa 33 BHCOKO KPBBHO HAIATAHE, HAPEUEHH ,,0/I0KEPH Ha KaNnlIHEBUTE KAHANMH™ (KATO
JIMNITHA3EM ).

AKO HAKOE OT ropHHTe ce OTHacd 3a Bac (mam He cTe CHrypHM), rosopere ¢ Bainms Je
MeIHLIMHCKA cecTpa, npeau na Bu 6pae npunoxen Muaasonam XaMesH.

ExHoBpeMeHHAaTa ynoTpeta Ha Muaasonam xamesiH M oNHOMAHM (CHIHH OONIKOYCMOKOABAIIN
33 3aMECTUTE/IHA Tepanusd M HAKOH JIEKapCTBa 32 KalUIMUA) YBENHYABA pHCKa OT




3aTPY/IHEHO NMILAHE (PeclUpaTopHa Aenpechs ), Koma K Moxe Aa Obae )KHBoTO3acTpawnapaia. ITopany
TOBa €JHOBpeMeHHaTa ynorpeba TpsabBa Ja ce¢ WMa NpEIBMA CaMO KOTATO HE €& BB3MOXHH JpYIH
BAPHAHTH 34 JICUECHHE.

Axo o0aue Bammuar nekap Bu npeanume Mwuaaszonam XxamenH 3a€AHO € ONHOMAH, A03aTa U
MPOAL/DKHTEIHOCTTA HA €JHOBPEMEHHOTO JlevueHue Tpabsa Aa ObAaT orpaHHIeHH OT Bamns nexap.
Morns, xakere Ha BallMa jekap 33 BCHUKH ONMHOWIHM JIEKAPCTBA, KOHTO TNMPHEMATE, U CIICABAHTE
BHHMATETHO MPETNopbKHTe Ha Bawns nekap 3a aosara. Moxe 1a € Mojie3Ho Aa HHPOpMHPATE NPHATENH
WIH POJHHHH, 3a Ja CTe HAACHO C FOPEnocoYeHnTe NpH3Haiy H cuMiroMH. Cebpkere ce ¢ Bainus
fieKap, KOraTo H3MHTBaTe MOAOOHH CHMITIOMH.

Mug2a30,1aM XaMeJIH H ATTK0X0JT
He nuiime ankoxon, ako ca By npunoxainu Muaasonam xaMenH. Tosa e Taka, 3alI0TO TOBa MOXeE 18 BH
HaKapa Aa Ce MOYyBCTBATE MHOTO CHH/IMBH M a NPHYHHHK NPOOJIEMH ¢ AHIIAHETO.

BpeMeHHOCT H KbpMeHe

I'oBopere ¢ Bamua siekap, npeau aa Bu 6bae npunoxken Muaazonam xaMenH, ako ¢re OpeMeHHa WIH
MMCIIHTE, 4e MOxXe Ja cTe OpemeHHa. Bawusr nekap wie pettid A4 TOBa JIEKAPCTBO € MOAXOAALNO 34
Bac. Cnen xaro cre noayewid Mmupgazonam xamesnH, He xspmere 24 daca. Topa ¢ Taka, 3aI0TO
Muaaszonam XxaMenH MOXe Ja MpeMHHE B kbpMata Bh.

Modupane 7 pabora ¢ MAIIHEEHA

Cnen kato Bu ¢ npunoxkeH Mugazonam xamesiH, He oQHpaAre H He H3MOI3BAHTe HHCTPYMEHTH HiH
MAIUMHH, AoxaTo Bammsar nexap He kaxe, ue Moxere. Topa € Taka, 3a0T0 MHaaszonaM XaMenH Moxe
za Bu Hakapa na ce nouyBcTBaTe CHHIMBH UK 3a0paBeHu. ToBa MOXe CBII[O Aa OBAMAC HAa Baurara
KOHUEHTpalums ¥ koopauHauua. Tosa Moxe na nosnuse Ha cnocoOHOCTTa Bu Ja wodmpare Win na
M3MOA3BAaTE HHCTPYMeHTH M MawinHH. Cnen neueHuero Tpabpa na ObAeTe OTBEACHH BKBIIH OT
Bb3pacTeH, KOHTO MOJKe J1a C€ I'DH)KH 32 Bac.

MnagazosaM xaMeJiH ChALPXKA HATPHHE
ToBa JEKAPCTBO ChABPXA No-Mako oT 1 mmol Hatpui (23 mg) Ha mi, T.e. Ha MPAKTHKA ,,He CHABPXKa

HaTpHA™.

3. KAK OIE B BB/E IIPHJIOKEH MHAIA30JAM XAMEJIH

Mupazonam xaMenH e Bu 6bae mpuiokeH OT JieKap WIH MEAMIMHCKA cecTpa. ToRk me Bu 6nne
IPWIOXKEH HA MACTO, KOETO pasmonara ¢ ofopynBaHero, HEOOX0AUMO 3a HADMIOACHHE H NieYeHHE Ha

HEXEMaHH peakuuu. ToBa Moxe aa e GonHWLa, KIMHHKA WM XHpyprusa. [lo-cneumanHo ine ce
HabMIoAaBaT MUILIAHETO, CHPLIETO H KpbBooOpaileHHeTo Bu.

Mua3zonaM xaMesTH He ¢e Mpenopbysa 3a ynorpeba npu kbpMayera H 6ebeTa Ha pB3pacT noz 6 Meceua.
Ako obade NeKapsAT NpELCHH, 4e € HeoOXOAUMO, TOl MoXe J1a ce NpHIoXKH Ha Oebe M Oebe noa 6
MECeLld, KOeTO € B pecaHHMaluA.

Kax me Bu 0nne npanoxes Mraazonam xaMens
[1le Bu 6bae npuitoxkeH MuaazonaMm xaMesH 1o €IHH OT CJICAHHTS HAYHHHK:

. Upes HaBHO HEDKEKTHPaHE BbB BeHAa (MHTPABCHO3HO HIDKEKTHPAHE).
¢ [To KanKoB ITHT B €AHA OT BEHUTE (MHTPaBeHO3HA HHPY3HA).

. Upe3s HHKEKTHpaHE B MYCKYJ1 (MHTPaMYCKYJIHO HHIKEKTHPaHE).

. B npaBoTo 4epso (pexryma).

Koaxo Muaaazonam xamenn me Ba 6pae npraoxen
Josara Ha MunasonaM XxaMenH Bapupa NMpH OTAC/IHHTE NaliMeHTH. JlekapAT e onpeaeiu KOJIKOo
npwioxu. Topa 3aBHcH oT Balnara Be3pacT, Terio H 00O 3ApaBOCIOBHO CheTOSHHME. C
3aBACH OT TOBAa 33 KAKBO C€ HYXHACTe OT JIeKapCTBOTO, KAK pearHpare Ha JieueHH
eNHOBpeMeHHO wie By 6b1aT fafieHH Ipyry J1eKapeTaa.




Cnen xaro Bu e npanoxen Muaasonam xamen

Cnen nederuero Tpa6sa na ObaeTe npuOpaHy BKBIIHM OT BH3PACTEH, KOHTO MOXe j1a Ce rpikH 3a Bac.
Tosa e Taka, 3amoro MHAa30/1aM XaMenH MOXKeE Zia Bu HanpasH ChHIHBH WM Ja 3a0pasdTe noseue.
ToBa MOXe CBILIO Aa NoBauAe Ha Bainara KOHUEHTpaUKUAd B KOOPAWHALIHA.

Axo Bu ce npunara MuaasosiaM XxamesTH 3a IbJIr0 BpeMe, HanpuMep B HHTCH3UBHO OTIEICHHE, TAIOTO
Bu MoXe aa 3arouHe Aa CBHKBA € JISKApCTBOTO. TOBa 03HA4YaBa, Y€ TO MOXKE M /12 He JeHCTBA.

AKO cTe BOJY9RJAE noBeue oT HeoOxoaamarTa A03a Mujaazonam xaMeJin

BaweTo jiexapcTso 1e Bu 6bae npunoxkeHo oT fekap WM MEZHLIMHCKA cecTpa. ToBa 03Ha4aBa, 4e ©
MAJIKO BEPOATHO Ja B 6b1e npunokeHo TBLpAe MHOro. AKo obaye B Obe NpuiioxeHo TBbPAC MHOTO
MO rpeiika, Moxe Aa 3a6eeXkKHTe CIEIHOTO:

. YyBcTBaTe Ce€ CHHIMBH H ryOHTE CBOATA KOOPAHHALMA H PEIIEKCH.

. [IpobneMu ¢ rOBOPEHETO H HEOOHUAMHH ABIDKEHHSA HA OYHTE.

. Hucko kppBHO HanaraHe. ToBa moxe Aa Bi Hakapa a NoYyBCTBaTe 3aMaHBaHE WIH BHEHE
HA CBAT.

v 3abaBsiHe WIM ClIHpaHe HA JHIOAHETO WIH Ha chplieOHeHeTO M M3nanaHe B Oe3ch3HaHKe
(koMa).

Huarocpouna ynorpeba aa MagaszonaM xaMesiH 33 CCAANHS B BHTCH3IHBHO OTAC/ICHHE
Axo Bu ce npunara MugazonaM XaMeJtH 3a ABJITO BpeMe, MOXKE J1a CC CJTYUH CI€QHOTO:
. Mo3xe n1a 3anovHe aa aekicTea no-cnabo.
¢ Moxe Za CTaHeTe 3aBHCHMH OT JIEKAPCTBOTO H Ja MOJXYUYHMTE CHMITTOMH HAa OTHEMAHE,
KOr'aTo CIIpeTe a ro npHemMare (Buxre ,,Cniupane Ha MuaasonaM XaMenH™ no-goiy).

Axo npanaragero aa MEna3onaM xaMelIH € NPpEeKPATEHO
Axo Bu ce npunara Muaazonam xamens 3a Abiro BpeMe, HANPUMEP B HHTEH3UBHO OTAC/IEHHE, MOXKE
2 NONYYHTE CHMITTOMM Ha OTHEMaHe, KOraTo CrpeTe fa Mojyy4apare JeKapcTBoro. Te BKIMOYBAT:

. IIpoMeHH B HACTPOCHHETO.

. [Tpumnaabiy (KOHBYJICHH).

. I"'narobonue.

. Huapus.

. MyckynHa Gonka.

. [Ipobnemu cbe crHA (be3chHHE).

. YyBCTBATE C€ MHOTO NPUTECHEHH (TPEBOKHHM), HANTPETHATH, HECMOKOHHK, 0DBpPKAHH MU
RIIOHIEHH (pa3fpa3HHUTENIHH ).

. BrkaaHe H €BEHTYATHO YyBaHE Ha HEllla, KOHTO BCHIHHOCT W HsMA (XAMOLMHALHH).

BawmaT nekap ine NoHwkasa no3ata Bu nocrenexHo. Tosa ilte nOMOrHe Aa He ce NOABAT CHMIITOMH Ha
oTHeMaHe npH Bac.

4. Bh3MOXXHH HEXEJIAHH PEAKIUH

KakTo BCHUKM J€KapcTBa, TOBA JEKAPCTBO MOXE /ia MPEAN3BHUKA HEXKEIAHH pPeaKlMH, BBIIPEKM H€ HE

BCEKH ' f10JTy4aBa.
ChOoOLIABAT Ce CHCAHHUTE HEXEJIAHH PeaKliMH, HO Ca C HEU3BECTHA YECTOTA H OT HAIMYHWTE NAHHH He

MOXe Aa ObJe HalpaBeHa OLCHKA Ha YeCTOTara.

Cupere Muaa3onaM xaMelH B BeJHara ce ofnprere Kbm Bamns nexap, ako 3abesiekHTe HIKOS

OT ClIeABHTE Hexenann peaknan. Te Modxe Aa €A KHBOTO3ACTPAMABAINE H MOXKE /12 HMATE HYXK/AA
OT COEmHO J¢YeHHE:

. Texka anepruudHa peakuus (aHadpunaktvueH wok). CHMNOTOMHMTE MOXe Ja BK/IIOYBAT

BHE3aNHO NOABWI c€ o0pHB, chpOex WK ypTUKapHd (KOMPHBHA TPECKa) M MOIYB

NHLETO, YCTHHTE, €3HKa WIH IpYTH HaCTH Ha TA0To. Mojke 1a KMaTe CBILIO 3ayX,

WK npoGieMH ¢ QullaHeTo, UM 6neaa koxa, cinad ¥ yCKOpeH MyJic, WIH ycell

sarybute cp3nanne. OCBEH TOBa MOXe J1a H3NMTBATE DONKA B FBPAHTE, KOATO

MPH3HAK HA MOTEHLMAIHO CEPHO3HA AJICPTHYHa PEaKUHa, HapeueHa CHHAPOM H




. Cnupase Ha chpaeuHaTa AefHocT (cbpaeueH apect). CHMNTOMHTE MOXe Ja BKITIOYBAT

Oonkxa B rbpAMTE.
. [MpobneMu ¢ aUILIaHETO, IOHAKOra MPUYMHABAILM CIIHPEHC HA IULIAHETO.
. MycKyJieH ca3bM Ha MPbhIUISHA (JIapHHKCa), KOETO BOAM A0 3ayLUaBaHe.

YKHBOTO3ACTPALIABALIM HEKETAHM PEAKIMH € NI0-BEPOATHO Jia HACTHIAT NPH BL3PACTHU Haj 60 roauHK
M [IPH XOpa, KOMTO BE4E MMAT AUXATEITHH HIH cbpaeqHu npobneMn. Tesu HexenaHy peakiH CHUIO €
[10-BEPOSTHO J1a HACTHLIAT, AKO MHXKEKLIHATA CE MPaBH MHOIO OBP30 HIH Ce npunara BUCOKa 103a.

A Bb3IMOXHE HEOXKENAHH DEeAKIHHA

HeppHa cHCTEMA H ICHXHIHH BPodJieMH

. C HaMalieHO BHUMaHHE CTE.

. YyscTBare ce 00bpKaHu.

. YyBCcTBATE C& MHOTO IIACTIMBH WIH Pa3phIHyBaHH (eypopud).

. [IpomMeHH B NHOHAOTO.

. YyBcTBAaTE C& YMOPEHH HIH CBH/IMBH WIH ABINO BPEME 3aMasiHH.

. BsokiaHe HJIH €BEHTYaTHO YyBaHe Ha Hellla, KOHTO BCHIIHOCT MM HAMA (XaMOUHHALIHK).

. Hapyimenne Ha Cb3HAHHETO (ACTIMPHYM).

. I'naBobonme.

. YyBcrBaTe ce 3aMadHH.

’ 3aTpyAHEHO KOOpAHHHpPAaHE HA MYCKYJIHTE.

. [Tpunaapiy (KOHBYJICHH) IPH HEAOHOCEHHM M HOBOPOJIeHH Ocbera.

. Bpemenna 3aryba va namerra. Konko speMe npoib/kasa TOBA 32BHCH OT TOBA KOJIKO
Muaaszonam XaMent cre noayurii. [lonskora ToBa NpOARDKABa OAWIFO BpEME.

. YyscTBO HA BB30yAa, HECOKOWCTBUE, THAB MK arpecus. Bu3MOXKHO € ChIllo a2 HMmare

MYCKYJIHH CIasMH HWIH TpenepeHe Ha MYCKYJIHTE, KOMTO He MOXETe Ja KOHTpOnHpare
(tpenepenre). Tean peakUHH ca M0-BEPOATHH, KO CTe FIOMYYH/IH BUCOKA A03a Muaazonam
XaMEJtH WM aKko € Oiia npuioxeHa Tspae 65p30. Chillo Taka € No-BepOATHO NPH Aelia H

BBIPACTHH XOpaA.
Cynpne B kpnBoobpamenne
. Ipunamask.
. baseH nync.
. 3aueppaBaHe Ha MHLETO H IHATA (3aUEPBABAHE).
. Hucko xpbBHO HangraHe. ToBa Moxe Ja By Hakapa fia ce novyBCTBaTe 3aMasHH WM 1a Bu
Ce BHE CBAT.
Aamane
. XBIILAHE.
. 3aayX.
Yera, CTOMAX H 9epBa
. CyxoTta B ycTara.
. 3anex.
. ['anene WK NOBPBILAHE.
Koxa
. YyscTBO Ha chpbex.
. O6puB, BRTIOUHTENHO 0OpHB HAa OyUKH (KOMPHBHA TPECKA).
. 3aueppaBane, 00JIKa, KPbBHH CBHCHPCLM WM TMOLYBaHE HA KOXKATa, KbJACTO € HAlpaBcHa
HHXKEKLIHATA.
O6mn
- AJIEprYHM PeaKLHH, BTIOYHTEIHO KOXEH OOPHB H XPHIIOBE.

. [Toxysaxe Ha KOXaTa / TMraBHLATA (AHTHOEAEM).




. PUcKBT OT nafaHus K PpaKkTypH c€ yBEIMYasa MpH Te3H, KOHTO MPHEMAT €JHOBPEMCHHO
YCIIOKOMTEMHH (BKIIOYHTE/THO ANKOXO/IHH HAITHTKH).

. CumrrroMH Ha oTHeMane (Brkre ,,CniHpade Ha Mua3zonam xamenH™ B pasgen 3 no-rope).
. 3noynorpeda ¢ JekapcTsa.
Xopa B cTapuecKa BLIPACT
. Br3pacTHHTE XOpa, KOHTO NpUEMaT OeH30AHAa3eMHHOBHM JIEKAPCTBA, KATO Mmupasonam
XAMEJIH, HMAT T0-BHCOK PHCK OT MafjaHe U CUYTIBAHE HA KOCTHTE.
. JKuBoTO3acTpalaBali  HEKE/AHM PEAKUMH CBHINO € TO-BEpPOATHO [a CE€ MOABAT IIpH

BBb3pacTHH Hajl 60 roauHH.

CrobmaBane Ha HEXKE/IAHR peakKnHH

AKO NOJyudTe HAKAKBY HEXENaHH JIEKAPCTBEHH PCakilMK, yBeAOMETe Bailivs Jiekap WK MEMIHHCKA
cectpa. ToBa BKIIOYBA BCHMYKH Bb3MOXKHH, HEOMHMCAHU B TA3H JIMCTOBKA HEXeEaHM peakuuHn. MoskeTe
ChINO A8 CHOOIHTE HEXKENAHH PEAKLIMH JUPEKTHO Ype3:

HMambanuTe/HA areHLMA 1o J1eKapcTBata

yiI. ,,Jlamas ['pyeB” Ne 8

1303 Codus

Ten.: +35928903417

yebcaliT: www.bda.bg

Karo crobuiaBare HeXellaHR PeakliMi, MOXKeTe Ia JaneTe CBoA NPHHOC 3a MOJyvaBaHE Ha noBeue
uHOopMaLHA OTHOCHO 0€3011aCHOCTTA HA TOBA JIEKAPCTRO.

5. KAK IA CbXPAHABATE MMJA30JIAM XAMEJIH

e Baumsr Jexap WM (apMaLeBT € OTTOBOPEH 3a ChXxpaHapaHeTo HA MuaazonaM xamenH. Te cbio
TAKA ¢4 OTFOBOPHH 3a NPAaBWIHOTO H3XBbP/IAHE Ha HEH3NOA3BAHHA MHa30/1aM XaMeJTH.

e Jla ce chXpaHABa Ha MACTO, HEAOCTBITHO 33 ACLA.
e He u3nonssaiiTe TOBA JEKAPCTBO CNIEH CPOKA HA MOJHOCT, 0TOENA3aH BbPXY €THKETA/ KAPTOHEHATa
onakoBka cneln ,,J oaeH 10:%. CpOKBT Ha FOAHOCT OTroBaps Ha MOCHCHHHA ACH OT NOCOYEHHA MECEL,
e He usnomspaifTe TOBa /IEKapCTBO, 8KO Ma/lkaTa CTBKJICGHA aMIlyJsia/(pJakoH MM OMakKoBKATa €
NOBPEACHA.
CrxpaHsBaifTe aMmiTy/iaTa/(pnakoHa B KApTOHEHATa ONaKoBKa, 3a /1a Ce NPEANAa3H OT CBET/IHHA.
Ia He ce cexpansBa Haa 25°C. [la He ce 3amMpa3sBa.

6. CbABPXAHHE HA OIIAKOBKATA H JOTBJIHUTE/JHA HHOOPMAITUA

Kakpo ceanpxka MuaasonaM xamMeH

e AKTHBHOTO BEIllECTBO € MHAa30JIaM (K&TO MHJA30J1aM XHAPOXJIOpHUA).
B MupgazonaMm xaMend | mg/ml, Bceku 1 ml or teuHoctTa chabpka 1 mg MHAa3losaM (KaTo
MHZA30N1aM XHPOXIOPHA).
B MugaszonaM xamens 2 mg/ml, Bceku | ml or TeyHoCcTTa CHABPXKA 2 mg MHIa30naM (KaTo
MHA30JIaM XHAPOXIOpUn).
B Munasonam xamenad 5 mg/ml, Bcexn 1 ml or TeuHocTra ChHABpKA 5 mg MMAa3onaM (KaTo
MHIa30J18M XHIAPOXJIOPHA).

e Jlpyrure ChCTaBKH ¢a HaTPHEB XJIOPHJ, XJIOPOBOROPOAHA KUCE/IHHA H BOAA 32 HHXKEKLIMH.

Kax m3riexia Maaa30/iaM SAMETH H KAKBO ChABPKA ONAKOBKATR
MuaazonaM XaMelH ce fpeAnara B Oe3UBEeTHH CTBHKIEHH aMmmysad/¢pnakoHH (Manku OYTHIKH).
IIpeacrabnsBa mpo3payHa Oe3UBETHA TEYHOCT (MHKEKLIMOHEH/HH(Y3HOHEH pasTBop).

Buaose onaxosky 32 Muaazonam xamens 1 mg/ml, vxeKiMoHeH/MH(Y3IHOHEH pa3TBOp:
e 2 ml CTBKICHH aMIIYJIH: ONIAKOBKM OT 5, 10, 25, 50 wau 100
* 5 ml cTeriIeHH aMnyIM: ONaKoBKH ot 5, 10, 25, 50 wm 100




10 ml cThkneHu aMnyH: onakoBku ot 5, 10, 25, 50 unu 100

e 50 ml creraenu QUIaKOHH, 3aTBOpEHH ¢ O6poMOOYTHIOBA ryMeHa 3anmyualika: ONakoBKH OT 1, 5 HaH
10

Bunope onakosxu 3a Muaasonam xamens 2 mg/ml, urxeKuHoHeH/MHHPY3HOHEH pa3TBOP:
e 5 mlcTeEKIEHM aMITYTH: ONAKOBKM OT 3, 10, 25, 50 nim 100

e 25 ml cTeKiIEHM aMITyJIH: ONAakoBKH ot 5, 10, 10x5, 5x10.

e 50 ml cTekneH ¢pnakoH: onakosku ot 1, 5 wiu 10

Brpose onaxoBkH 3a Myga30n1aM XxaMenH 5 mg/mi, HDKeKLIMOHEH/MH(PY3HOHEH Pa3TBOP.
1 ml cTexneny aMIyM: onakoBKH ot 5, 10, 25, 50 wiu 100

2 mi cTeXIEeHH aMAyNH: onakoBkH or 3, 10, 25, 50 unu 100

3 ml cTBEKNEHH aMAYJIH: ONAKOBKH Ot 3, 10, 25, 50 win 100

5 ml cTekIeHH aMmynH: onakoBkH ot 3, 10, 25, 50 wau 100

10 ml cTekneHu amnyau: onaxosku ot 5, 10, 25, 50 wiu 100

18 ml cTekneHu aMiyng: onakoBku ot 5, 10, 25, 50 uau 100

He BcHukH BHAOBE OMAKOBKM MOTaT Aa OBAAT MyCHATH B Mpoaax0a.

IIpaTexkaren Ha pa3pemesHEeTo 3a ynorpeba
hameln pharma gmbh
InselstraBe 1

31787 Hameln
['epmanus

IIponisoaaTEN
Siegfried Hameln GmbH

Langes Feld 13
31789 Hameln
['epmanus

HBM Pharma s.r.o

Sklabinska 30
03680 Martin
CroBakus

hameln rds s.r.o.
Horna 36

900 01 Modra
CnopakHsa

Zakiady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19

83-200 Starogard Gdanski

[lomma

To3u JeKapcTBen NPOAYKT € paipemien 3a ynorpeba B xppxkaniTe-wienkn aa EHII noa cieaanre
HMeHA:

Aac?pua [ Midazolam-hameln 1 mg/ml, 2 mg/ml, 5 mgml Injektions- /Infusionélﬁs-u_ng
Bm?apm | Munazonam xamens | mg/mi, 2 mg/mi, 5 Eyml H}DKGI{HHDHEII-I/HH}'JYBHOHEH
| PA3TBOD - -

| Uemka Midazolam hameln
PenrybGnuka

l—— i wliknliiralil



["epmanun ~ [Midazolam-hameln 1 mgfml 2 mg/ml, 5 mg!ml Injektions- /Infusmnslﬁsung
Tlanus | Midazolam “hameln” - )
OuHnanuaud Midazolam hameln 1 mg'/ml, 5 mg/ml injektio—/infuusione-éte, liuos

XbpBaTud Midazolam hameln 1| mgmf;nITZ mg/ml, 5 mg/m! otopina za injelaﬁﬂfiﬁziju i
Midazolam hameln 1 tTlg}ml, 2 mg/ml, 5 mg/mi oldatos -ill_.i-l;kciﬁﬁ;lﬁhié

.Hmepnaﬂnm Midazolam-hameln 1 n:ng/ml_,-img/ml, 5 mg/ml oplossing voor i.nj;ctié / infusie

il .

Hopserus Midazolam hameln

[Tommna Midazolam hamein T T
PymbHus Midazolam hameln 1 mg/ml, 2 m; mg/ml 5 mg/m} solutie mjectabllﬁlperﬁlzabllﬂ
HIBeums Midazolam hameln | mg/ml, 5 mg/ml injektions-/infusionsvitska, lbsnmg
CnoseHus Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml raztopina za injiciranje/infundiranje
Cnosakus Midazolam hameln 1 mg/ml, 2 mg/ml, 5 mg/ml injekény/infGzny roztok
‘Obenuneno | Midazolam 1 mg/ml, 2 mg/ml, 5 mg/ml, solution for injection / infusion
Kpajactso

(CenepHa

Hpnanaun)

JaTa Ha mocaeAHO Npepasriaexkaane Ha Jacroskara 03/2024
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MocovueHaTa NO-A0JaY HHPOpMANHS € DPeAHAIHAYCHA CAMO 32 MEAHRHEHCKH CHeNHAJIHCTH:

PBKOBOACTBO 3A IIPHI'OTBSIHE HA:
Muaasoaam xamean 1 mg/ml, 2 mg/ml, S mg/ml, smxexknaouen/AH(py3Iaonen PAITBOP

ToBa e pestome Ha HHGOPMALIHATA OTHOCHO MPHIrOTBAHETO Ha MHaazonam xamend 1 mg/ml, 2 mg/mi,
5 mg/ml, mpkexiHOHeH/ MHPYIHOHEH Pa3TBOP.
BaxHo € 1a npouereTe LWIOTO ChABPKAHME Ha TOBA PBLKOBOACTBO MpeAd MOATOTOBKATa Ha TO3H

JIEKApPCTBEH NPORYKT.
Mo, HanpaseTe crpaska ¢ KpaTkara xapakrepucTHKa Ha MpOJYKTa 3a IThHaTa MHQOpMaLHKi 3a

NPEAMCBaKe M apyra HHGopMaLms.
1. POPMA

Mugazonam xamenH | mg/ml ce nmpepnara xarto OHCThp H O€3LBETEH HIDKCKIIHOHEH Pa3TBOp B
MpO3padly CThKIeHK aMnyis ot 2 ml, 5 ml, 10 ml 1 npo3paues cTbKIeH ¢nakon oT 50 mi.

Mugazonam xamenH 2 mg/ml ce npepnara karo OMCTHp M Oe3LBETEH HIDKCKLMOHEH pa3TBOp B
NpO3PAYHH CTHKICHH aMIyu oT 5 ml wnu 25 ml u npospaven cTbriIeH duiakol ot 50 ml.

Mupaszonam xamesrH 5 mg/ml ce npepnara kato SucTbp M O€3LBETEH HHKEKIHOHEH Ppa3TBOp B
[IpO3PaYHK CThKIEHH aMmmysid ot 1 ml, 2 mi, 3 ml, S ml, 10 m] ysm 18 ml.

2. IIPHT'OTBAHE

HrcTpyknnn 3a pa3rsapane

To3H nekapcTBeH NPOAYKT He TPAOBA Aa ce pa3pexaa ¢ ApYrH pa3TBOPH 3a NapeHTePATHO NPUIOXKEHHE,
C U3KTIO4UECHUE Ha Te3d, NOCOUEHH NO-JOJTY.

[Tpu nenpekbCcHaTA HHTpaBeHO3HA MH(QY3MA Pa3TBOPDLT 3a MHKCKTHpaHe Ha MHIA30J1aM MOXE Ja C¢
paspeXkia B choTHOHIEHHe 15 mg muaazonam go 100 - 1000 ml ¢ eauH ot cneaHuTe HHPY3HOHHH
paztBopH: 0,9% NaCl, 5% u 10% nekcTposa u pasTsop Ha PuHrep.

PaspeneHHAT pasTBOP € XHMHHMEeCKH H ¢u3udeckd cTabHineH B MPOABL/DKCHME Ha 3 NHH MPH CTafiHa
Temreparypa go 25°C.

Ot MUKPOOHOJIOrHYHA [JIeIHA TOYKA, OCBEH KO METOABLT Ha OTBapAHE/pa3pekiaHe He H3KIIOYBa PHCKa
OT MHKpOGHO 3aMbpcsBaHe, MPONYKTHT TpAGBA fa ce W3MOM3Ba He3abaBHO. AKO He Ce H3MOJ3Ba
BEJHAra, BPEMETO W YCIIOBHATA HA ChXPAHECHHME Ca OTTOBOPHOCT Ha MoTpebuTei.

3. HECBbBMECTHMOCTH

CneMecTHMOCTTa TpaOBa 1a ce mMpoBepH Npeau NMPHIOKEHHE, aKO C& CMECBA C IPYTH JICKapCTBa.

MHa30/1aM c€ YTasBa B Pa3TBOPH, chaAbpxally OuxapOoHart. TeopeTHUHO Pa3TBOPHT 38 HHKCKTHpaHe
Ha MUAA30/1aM BEPOATHO € HecTaOHNEH B pa3TBOPH € HEYTPANIHO WK ankanHo pH. Axo Muaaszon
CMeCH ¢ aI6yMHH, AMOKCHUWIHH HaTpui, aMIMUMIMH HATpHH, OyMeTaHHI, OeKcaMeTasoH
docar, JTHMeHXHAPUHAT, (UIOKCALWIHH HaTpHi, Qypo3eMH], XHIPOKOPTH30H HATPHEB C
neHTodapOyTan HaTpHii, nepdeHasuH, NPoXaopnepa3suH eIH3HIAT, PAHHTHIWH WIH THOTICHT
WIH TPHMETONPUM-CYyiaMeToKcasod, BefiHara ce o0pa3ysa 6ana yralka.




C HaTpueB HadLWIHKE BEAHara ce 00pasyBa 3aMBI/IABaHe, MOC/IeABaHO OT 6ana yraika. C uedrasuaum
ce oOpa3yBa 3aMbI/IsBaHe.

C MEeTOTpeKcaT HaTpHii ce 00pa3yBa xbiITa yTalika. C KIOHHAMH XHAPOX/IOPHS ce 00pa3yBa OpPaHKEBO
obesuserssaHe. C oMenpason HarpHii ce oOpasyBa kadaso obesLBeTABaHE, MOCAEABAHO OT Kadsisa
yraiika. C HarpHeB dockapHeT ce Mory4yaea ras.

OcBeH ToBa MMIa3onaM He TpaOBa Ja ce CMECBA C AlMKIOBUp, alOyMHH, arrensiala, AHHATPHEB
alleTa3onaM, AMa3ernaM, cHOKCHMOH, GnekadHMA auerar, (uyopoypaiiil, UMHIECHEM, ME3JOLWIHH
HaTpuii, peHoGapOuTan HaTpuii, peHUTOUH HAaTPHii, KATIHEB KAHPEHOAT, Cy16aKTaM HaTpHi, TEOPIIHH,
TPOMETAMOJ, YPOKHHA3A,




