BHATPEIINHO YIIATCTBO: HH®OPMAIIUJA 3A ITAITMEHTH

Ilpen ynorpe6a Ha J1eKOT BHHMATE/JIHO NPOYHTAjTE I'O YIATCTBOTO.

e Uygsajme 20 ynamcmeomo. Mooicebu ke mpeba 0a 20 npouumame nOSMOPHO.

®  Ako umame OONOTHUMENHU NPAUAFLA, COGEMYBAjMe ce CO BAUUOM NeKap unu apmayeem.

e (goj n1ex 6u e npenuwian am JUYHO U He mpeba 0a um 20 dasame HA OPY2u AuYd, 3amoa uimo
Modice 0a um Hawmemu OypU U aKO HUBHUME CUMNIMOMU CE UCIU KAKO U auiume.

o Jlokonky Hekoe 00 Hecaxkanume Oejcmea cmane Cepuo3HO UNU aKo 3abenexcume HeKoe HeCaKaHo
dejcmeo koe He e HaBeOeHO 60 08a YNAMCMEO, COGeMy6égjme ce CO 8awWUOm Jexap un
papmayesm.

Bo opa ynatcTBo:

IITo npetcraByBa siekoT dny3enam | 3a ITO ce ynotpedysa
illTo Tpeba na 3HaeTe npen jJa ro 3eMete jJekoT Daysenam
Kako na ro 3emare nexot dnysenam

MoxxHH HecakaHH JiejcTBa

Yypame 1 pok Ha ynorpeba Ha nekor Omysenam

Al I S

Fluzepam - ®ay3enam 15 mg TBpan Kancy/iv
Fluzepam — ®ay3enam 30 mg Tepan Kancyiau
Flurazepam hydrochloride

- Axmuena cyncmanyuja: dnypazenam xuapoxiopua. Cekoja TBpaa karcyia coapxu 15 mg unu
30 mg ¢nypazenaM XUAPOXJIOpHI, INTO € eKBUBaneHTHO Ha 13,71 mg u 27,42 mg ¢dnypazenam,
COOJIBETHO.

- Ilomownu cyncmanyuu 8o jadpomo Ha Kancyrama: 1akTo3a MOHOXHJIPAT, MMIEHKapeH cKpob, Tallk
(E553b) u marnesuym creapat (E572).

Homowmnu cyncmanyuu 6o obguskama na xancyimume 00 15 mg: turanuym nuokceun (E171), upn
sxkene3o okcua (E172), sxenatun, kunonut xonto (E104) u sunset yellow 6oja (E110).

Iomownu cyncmanyuu 6o obsuskama Ha kancynume 00 30 mg: turanuyM auokcun (E171), upH
xkene3o okeua (E172), xxenatvn u 6punujanT upHa 6oja (E151).

Tepau kancynu 15 mg: TenoTro Ha Karcyjara uma >konta 0oja, a karmayero cupa 60ja; KarcyyauTe
coapxat Oest A0 npubIIKHO O Mpaliok.

Tepau xancynu 30 mg: TenoTo Ha Kancynata WMa HpHa 6oja, a kamaueto cHuBa 60ja; KarcyyuTe
cozapxar 6en 10 npubivkHO 6ed NMpaniok.

Jlexot ®iy3enam e noctaneH Bo Nakysama ofl 10 TBpau kancynu of 15 mg win 30 mg Bo GiucTepH.

Hme n anpeca Ha HOCHTEIOT HA 0100PEHHETO 32 CTABaK-€ BO NPOMeET
KPKA-®APMA JOOEJI Ckomje, yn. Xpucro Tarapues-1, 6poj 101, 1000 Ckomje, PemyGnuka
CesepHa MaxkenoHuja
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3acNuBame 1 OBO3MOXKYBA [OJIECHO i €Te M Jla UMaTe HOPMAJIHO BPEMETPACH:E Ha CITHEHETO.
Jlexor dny3enam ce 3eMa MpH:
® CHTE BUIOBH Ha HECOHHIIA KOM Ce KapakTepH3HpaaT CcO OTEKHATO 3aclMBambe, YECTH OyAema BO
HOKTa W/WJIM IPEMHOTY paHo OyAere HayTpo;



® BHUCTHHCKaA HCCOHHIIA,
® JIOIIHN HAaBUKH 34 CITUCHHC,
® CUTC aKyTHU U XPOHUYHHU 3a60nyBaH>a MPHUAPYKEHHW CO HCCOHULIA.

2. IOTO TPEFBA JIA 3HAETE IIPEJ A 'O 3BEMETE JIEKOT ®JIY3EIIAM

Hemojte aa ro 3emare jsexor Piaysenam:
e  aKo cTe aJlepruunu (MpeoceTIMBU) Ha GiypasenaM WM Ha HEKOja Ofl HOMOLIHUTE
CyncTaHLUH Ha JiekoT Diy3enam,
aKo UMaTe aKyTeH IJIayKOM Off TECEH arojl,
aKo Umarte cJ1abocT Ha MyCKy/IuTe (MUacTE€HHja IPaBuC),
aKo MMare Tellka ciabocT Ha UPHHOT Apob unu Ha 6ybpesute,
aKO UMaTe TellKH MOopeMeTyBaba Ha AUILECHETO,
aKo UMaTe CHHIPOM Ha HOKHa arHea (3aCTOj Ha JULLEHETO MPH CIIHEHE),
aKo CTe MO/ CWJIHO BJIMjaHUE Ha JIKOXOJL.

Buaere 0co6eHo BHUMATEIHH €O jekoT Daysenam:

- aKo UMaTe HajJ 65 roguHu,

- ako umate 3a00yBarbe Ha UPHUOT Apob win GyGpesure (o notpebda, JEKapoT ke BU ja HAMaJ
Jo3aTa),

- 4KO MMATe XPOHMYHM HapyllyBama Ha AuilerneTo (mo motpeba, JekapoT Ke BH ja HaMallu
J103aTa),

- aKo MMaTe XpOHHYHA NICHX034,

- ako uMare nopgupuja (HapyuryBama Ha MeTaboIM3MOT Ha MUTMEHTOT Ha KPBTa),

- aKO CTE CKJIOHM Ha 3€Marbe Ha [ICHXOAKTUBHM CYMCTaHLUK, alTKOXO0J U 3JI0yNoTpeda Ha JICKOBH,

- ako cre nomJiagu o 18 rogunu.

ITo 3emameTo Ha jnexot Dnysenam, UMajTe BO mpeIBUA Aeka Tpeba na MMaTte HajMajky 7 mo 8 vaca
BpeMe 3a CIHEHeE.

IMonekorain ce pa3BuBa (pU3MUKa W MCUXOJIOIIKA 3aBUCHOCT, TOBPEMEHO Beke MO TPBHMTE HEJEIH O
JeKyBameTo. [lallMeHTHTe KOM 3eMajie TEpalMcKU A03M Ha OeH30AMa3enuHy MOJOIT BPEMEHCKH
nepuos, Tpeba na M3berHyBaaT Harjo NpeKUHyBakbe Ha JIEKYBaETO M C€ NPEnopaydyBa MOCTENEHO
HaMalryBame Ha JHEBHHTE JIO3H.

Be monume da ce nocogemyeame CoO Jekap U mo2aui K024 20PEHABEOCHUME YKAXCY8arbd ce
00Hecysane Ha gac, 6unO Ko2a 60 MUHAMOMO.

3eMam-€ HA IPYTH JIEKOBH ¢0 JekoT Puyzenam
Be monume 0a 20 unpopmupame sauwuom nexap unu Gapmayesm ako semame Ui ako He0OamHa cme
3emane 6uno koj opye aex, OypU U OHUe KOU He Ce HA IEKApCKU peyenm.

JlekoBHTE KOH MMAaT CMHUPYBa4YKO (MHXUOMTOPHO) A€jCTBO BP3 LIEHTPAIHHOT HEPBEH CHCTEM MOXKAT
[la ro 3rojieMaT CeIaTHBHOTO AejcTBO Ha Diry3enam.

Tyka craraar:

- aHTUIICUXOTULM (JIEKOBH 3a JICKYBatbe Ha IIMX03H),

- aHTHaenpecuBd (0co6eHO HHXHOWTOPHA MOHOAMHHO OKCH/A3aTa),

- aHKCHOJIUTHULIM (JIEKOBY _:%@ﬂc\gwa% ‘i, HEMHUPEHOCT),

2 XUITHOTHLM (Tabnern afc;ﬂ\cmc), ”‘g
E aHTHENWJIENITULH, [/ _ \ ?rn
- HAPKOTHYHH aHANTe :
- AHECTETHLIM, .
- CeJJaTUBHM AHTUXHCT ﬂph%y}u VBalhe Ha ajepruu),

Ha Telka 6oka),



- LMMETHIMH (JIEK 3a JIEKYBalbe Ha YHP Ha XKeTyJHUKOT WIH Ha JIBAHAECETNaNa4yHOTO LIPEBO),
- EPUTPOMULIMH, pUPaMULMH (aHTUOHOTHLIN),
s KETOKOHA30J1 (JIeK 3a JIeKyBatbe Ha rabuuHM UHDEKLIMHK).

BeHzoauasenuHuTe o HaManyBaaT [EjCTBOTO Ha JeBojona (JeKk 3a JieKyBame Ha IlapkuHCOHOBa
Gonect).

HcrospeMena ynorpeba Ha jekoT dy3enaM U omMouau (CHIHH JIEKOBH 3a 00JIKa, JIEKOBH 3a
3aMEHCKa TepanHja i HEKOM JIEKOBH 3a KallTHLIa) IO 3rojieMyBaaT PH3HKOT 3a IIPEKyMEpHa
MOCHAHOCT, OTEXKHATO AHUILEHe (PECTIpaTOpHa [eTIpecHja), KoMa U MOXKe Jja Ouaat XHuBOTO-
3arpo3yBaukd. Kako pesynrar Ha oBa, McTOBpemMeHa ynorpeba Tpeba 1a ce MMa BO MPEM CaMo Kora
ZpYTH OMLIMH 3a Tepalnuja He ce JOCTalHu.

Cenak OKOJIKY BallMOT JieKap BH ro npenuiue aekoT dOnyzenaM 3aeHO CO ONMHOU/IH, A03aTa U
BPEMETPAcH-E€TO Ha HCTOBPEMeHaTa TepanujaTa Tpeba qa Ouae HaMaJleHO Ol CTpaHa Ha BalIHOT JieKap.
Be MonnMe kakeTe My Ha BaILIMOT JieKap 3a CUTE ONMHOHWAHH JIEKOBH KO I'M 3€MaTe, U CIIEAETH IH
BHHMATEJTHO TIPENOPaKUTEe Ha BAIIMOT JIEKAP BO OHOC Ha JO3UpamheTo. Moxe /la Ouae o KOPUCT a
rv uHopMHUpaTe BalllUTe NPUjaTeNId WIN POJHUHH A2 OHJAT CBECHH 32 3HALMTE U CUMIITOMUTE
HaBefieHu norope. CoBeTyBajTe ce CO BALLIMOT Jiekap Kora ke 3a0e/ieKuTe BAKBU CUMITTOMH.

3emame Ha gexoT Puay3enam co XpaHa H MHjaIoK
HeMojTe na muveTe alkoXOJl 3a BPEME Ha JIEKYBaWETO 3aTOA LITO IO 3roJIeMyBa J1ejCTBOTO Ha JIEKOT
Qurysenam.

Bpemvenoct u goeme
Cosemyeajme ce co eauuom nexap uiu Qapmayesm npeo 0a sememe 6uN0 KaxKoe jex.

Jlekor ®ny3enam ce npenopavyBa 3a BpeMe Ha GPEeMEHOCT caMO BO UTHH CJIyYaH; CErak, COBETYBajTe
Cce CO BALIMOT JieKap Mpel [a 3aMo4HeTe CO 3eMakbe Ha JIEKOT.
Jlekot ®dny3enam He ce MpenopavyBa Kaj MajKi KOU J10jaT.

Binjanue Bp3 cnoco0HOCTA 32 BO3eH-€¢ UIIH 32 PAKYBAIbe CO MAIIHHU

HemojTe na ynpaByBaTe CO MOTOPHM BO3WJIA KM [la paKyBaTe CO MaIllMHM W HEMOJTE Aa BPLIKTE
ONacHHM 3aJ1a4M ce JoJieka He TIOMHUHAT HajManky 8 yaca of 3emarero Ha jexkoT ®nysenam. OBoj nek
ja HamaJlyBa BallaTa NcHXogu3nyKa crocoOHOCT, OCOOEHO aKO €€ 36Ma 3a€IHO CO AJIKOXOJI HJIM HEKOU
JpPYTH JIEKOBH.

Baxkuu nHdopmMalHH 32 HEKOH O]l MOMOIIHHTE CYNCTAHIIHE Ha JeKkoT Puysenam

Jlexot ®ny3enam coAp KM JakTo3a. AKO BAlMOT JieKap BU KaXall ieka He TOJIepHpaTe HEKOM IIEKepH,
COBETYBajTE C€ CO HEro MpeJ /1a 3anoYHeTe CO 3eMamke Ha OBOj JIEK.

Azo 6oute sunset yellow Goja (E110) u Gpunujant upra 6oja (E151) moxar na mpenusBHKaaT
aJIepPriucky peakuuy (MOXKHO U OJUIOKEHH).

3. KAKO JATI'O 3EMATE JIEKOT ®JIY3EIIAM

Cmpozo npudpoicysajme ce KoH ynamcmeama na aexapom. [lozume ne cmeeme 0a 2u MeHysame unu
JleKkyearsemo 0a 20 npexuneme 6e3 0a ce nog: co Jziexap.
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- F,Qmaxa Mopke nageNonenmi 1 1o 60 mg.

Jlexor ®ny3enamM € HAMEHET camo 3 RﬁTx@pmmﬁlomtﬁ (He moBeke of1 4 HeAeNH, BKIyUyBajKu




Ynorpeba kaj nena
Jlexor ®dny3enam He € HaMEHET 3a ynotpeba kaj Aeua U afoNecleHTH Ao 18 roauiiHa Bo3pact.

Axo umame uyscmso oexa 0ejcmeomo Ha NeKom e NPemMHO2Y CUIHO UMY NPpeMHo2y cabo, cogemyeajme
ce co eauiuom aexap unu ghapmayesm.

Ako cTe 3emMaJle orojiemMa 103a oa Jekot ®jiy3zenam oTKOJIKY IITO Tpeda

Axo cme 3emane nozonema 003a o0 nexkom Dryzenam, 6eOHauL cosemysajme ce co 8AUUOM EKAD WIU
gapmayesm.

3HanuTe Ha npepo3upame co ¢urypasenam ce MaHU(ecTHpaaT Kako MOTeHIHUpaHW (papMaKo/OIIKH
JlejcTBa, NPETEXKHO KAKO 3rojieMeHa IMOCMaHoCT, a PETKO Kako 30yHETOCT, aMHe3Uja, HEKOOPAUHUPAHH
JBIDKEHa, ocabHaTH pedrekcH, HapyllyBawa Ha nullemeTo U koma. Ce mpenopadyBa racTpudHa
JaBaka, afiCOpIILHja Ha aKTUBEH jaryieH W BHUMATeHO Clle/iehe Ha BUTAIHUTE QyHKLHH.
CrneumuyeH aHTHAOT 3a cuTe 6eH30MAa3eMUHCKH POU3BOAHU € yMa3eHUI.

Axo cte 3a0opaBniie aa ro 3emerte Jjekot Onyzenam
He 3emajme 0sojna do3za 3a 0a ja Hadomecmume nponywmeHama,
IIponomxkere co 3emMame Ha jiekoT Diy3enam BO COrJIaCHOCT CO NPENopakuTe o JIEKapoT.

AKo mpecTaHeTe co 3eMame Ha jJexkoT Dayzenam

Jlokonky Harno ro npekuHere JiekyBamwero co ®iysenam, ocobeHo no gonrorpajHa ynorpeba, Moxe
Jla ce T0jaBH MOBTOPHO HECOHHMLA M CHHAPOM Ha MOBJIEKyBamwe oA Teparndja (rinaBobonka, MycKyJiHa
6onka, CTpaB, BOZHEMHUPEHOCT, pa3[pa3iMBOCT, 30yHETOCT, JAerpecuja, HEMHp, MPEOCETIUBOCT Ha
3BYLIM U CBETJIMHA). 3aT0a, MOTPEOHO € MOCTENeHO NMPEKHHYBAke Ha JIEKYBaETO.

Axo umame OononrHumenHu npawiarea 60 8pcka co ynompebama HA 080j ek, cogemysajme ce co
sawuom aexap wiu papmayesm.

4. MOXHHU HECAKAHH JEJCTBA

Kaxro u cume nexosu, marxa u nexom Dnyzenam moodice 0a UMdA HeCakawu Oejcmea Uako He Kaj cume
bonnu.

I[To nonrotpajua ynorpeba, MOXe a ce pa3BHe 3aBUCHOCT WM KaKO U O Apyrute GeH30[Ha3eruHu,
TOJIepaHLHja.

Yectn (ce jasyBaar kaj 1 mo 10 ma 100 nmuma): 3ameMeTeHOCT, BPTOIVIaBHLIA, MajlaKCaHOCT,
TeTEPaBEIbE U HEKOOPAMHUPAHH IBHXKEHA.

Ilomanxky uectH (ce jaByBaaT kaj 1 no 10 ona 1 000 nuua): rimaso6onka, ryOUTOK Ha MAMTEHETO
(aMHe3Hja), HepBO3a, BO3HEMHPEHOCT, pPa3Apa3iMBOCT, JKETaBWla, MOBpakame, rajiewe, AMjapea,
3ameK, 6ojka BO CTOMAaKOT, ryOeme Ha ameTUTOT, HEMpaBWIHO YyKame Ha CpUeTo (MalUTauuu),
rpajgHa 6oska.

Perkn (ce jaByBaat kaj 1 xo 10 na 10 000 smna): HapylyBatba Ha BUAOT, OTEXKHATO (HOKycHparbe,
MYCKYJIHA ¢1a60CT, TELIKO 3all04HYBabe Ha MOKPEH:ETO.
e W MEg

Muory perkH (ce jaByBaaT Kaj nﬁﬁiannf‘bﬁ‘b}’f‘& 000 uua): HU30K Opoj Ha ONpPEAEHH KPBHH
Kietku (leykorneuja, rpaHynounTonqnuyi) HEBO HO 3roJieMeHO pacronoxkenue (eydopuja),
AenpecHja, 30yHETOCT, XalyHHALHH, HOKHH K@ 'Mapu 3 aTHja, HaMalleHa PeakTHBHOCT, [IPOMEHH BO
1U6UI0TO, HECOONBETHO OjIHECYBatLE, napa,u“__' m;@ KLMH, HECBECTHLIA, HEjaCeH TOBOp, HEMHP,
HH30K KPBEH [PUTHCOK, HeJocTakok fig 3/ig ¥a ygra) rofieMeHo Jlauyetbe Ha IUIyHKa, HapylIyBamba
Ha CETWIOTO 3a BKYC, JKONTHLA. ‘ﬁﬂ'l’cu,e Heuia‘haq.” O)KHH HCHIM, KOXXHM HMCHIM KOM Yellaar,

NnoKadyBaw€ Ha OAPEACHHU CH3UMHU H




Jlokonxky Hekou 00 Hecaxawume Oejcmea CMAHAM CePUO3HU UMM OOKONKY 3abenedcume Hexou
Hecakanu Oejcmea Kou He ce HABedeHU 80 06a YNAmCMeo, 6e MOAuMe cosemyeajme ce CO 6auiuom
nexap unu apmayeem.

HecakanuTe peakuuu o] JIEKOBUTE MOKe Jia I'H NpujaBuTe BO HallMOHATHHOT LeHTap 3a
(hapMakoBHrHNAHIA MPH AreHUMjaTa 3a JIEKOBU U MeanLuHcku cpenctsa (yn.Ce.Kupun n Metoay;
6p.54 kaT 1) MK N0 eNEKTPOHCKM Nat npeky Be6 cTpaHara Ha AreHumjata http://malmed.gov.mk/.

5. YYBAILE U POK HA YIIOTPEBA HA JIEKOT ®JIY3ENNAM

Hauun Ha uyBame
Jlexom uysajme 20 na mecma HedocmanHu 3a deya!.
Jla ce uyBa BO OPUTHHAJTHOTO MaKyBawe Ha TemnepaTypa a0 25°C.

Pox Ha ynorpe6a

Jlexom He cmee Oa ce ynompebysa no Oamymom Ha UCMEKOM HA POKOM HA ynompeba wmo e Hageoe
Ha NAKy8areemo.

PokoT Ha ynotpeba ce ofHecyBa Ha MOCIEIHUOT JIEH O/l HaBeICHUOT Mecell.

Jlexosute He Tpeba ja ce dpnaar co oTnagouure of AoMakuHcTBOTO. COBETYBajTe Ce CO BALIKOT
(apMaLeBT Kako /ia 'd OTCTPaHUTe JICKOBHTE KOM IoBeke HE BY ce moTpeOHU. OBHe MepKU nomaraar
BO 3aUITHTATa Ha XKMBOTHATa CPEAMHA.

HaunH Ha H3gaBame HA JIEKOT
JlexoT MOKe Aa ce h3/1aBa BO anTeKa caMo Ha peuerr.

Janyapn 2021

Bpoj Ha ono6penne 3a craBame HA JIEKOT
10 x 15 mg: 15-10553/14

10 x 30 mg: 15-10552/14




