JIncToBKA: HHPOpPMALHH 32 ANHENHTA

Knonazenam TZF 1 mg/ml nnxexunonen/undysznonen pa3TBop
Clonazepam TZF 1 mg/ml solution for injection/infusion
Kitonazenam (Clonazepam)

HPO‘IETETB BHHMATEJIHO LSJIAaTA JIMCTOBKA, Ipean Aa 3al0o4YHeTe 1a U3M0JI13BaTe TOBA JEKAPCTBO,

ThH KaTO TH ChAbpPKa BaxHa 3a Bac undopmanus.

- 3ana3sere Ta3u JUCTOBKA. Moe /1a ce HAJIOXH 14 IIPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOIBJIHUTEIHH BBIPOCH, TIOMHUTalTe Bamms JieKap WM (papmanesT.

- ToBa nekapcTBo € npeanucano nuuHo Ha Bac. He ro npeorcTsnsaiite Ha npyru xopa. To Mmoxe na
UM HaBpeIH, HC3aBHCHMO Y€ IIPU3HALIMTE HA TAXHOTO 3a00JIsIBaHE ca CHIMTE KaTo Bammure.

- AKO TOJTyYUTE HAKAKBU HEXEJIAHH JIEKAPCTBEHH pe€akuuy, yBeaoMeTe Bamus nexap wim
¢apmanenT. ToBa BKIHOUBA M BCHYKH BB3MOXHH HEXEJIaHH PEaKIMH, HEOITHCAHHU B Ta3H JUCTOBKA.

BuxTe Touka 4.
KakBo cbabpika Ta3m JHCTOBKA:
Kak na npuemare Kinonasenam TZF

BB3MOXXHM HEeXENaHU peakIuu
Kak na cexpansBare Kionasenam TZF
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1. Kakso npeacrapiasBa Kionazenam TZF u 3a kakBo ce H3M0.13Ba

Knonasenam npunamiexu ksM rpynara Ha 6eH3oquasenunaute. Tol MMa 3HAYHMO AHTUKOHBYJICHBHO
JICHCTBHE, T.€. IPEJOTBPATSABA MOSBATa Ha IIPHNAIBLH, CITA3MH Ha CKEJIETHUTE MYCKYJIM M 00JIeK4aBa

I'bPYOBETE.

Enuwnencus

EnunentuyeH craryc, 1e4eHHe Ha BCHYKHM (GOPMHU Ha CIWIETICHS [IpH BB3PACTHH U Jela: 0cobeHo
abcaHCH (IITH MaJ1), BKJIFOYHTETHO aTHIIHYHH a6caHCcH (curapoM Ha Jlenokc-T"'acTo), mbpBUYHH WIH
FCHEPATU3HPAHH TOHHYHO-KJIOHHYHH NPHMAIBIH (TPaH/] MaT), TPOCTH WM KOMIUIEKCHHU TapIUaHH
(OTHHILHH) MPUCTHIIH, MHOKJIOHHYHH NPUNANBIH U aTOHHYHH NpHUIIaAbIH (CHHAPOM Ha MajaHe),

ENUJIENCUs ¢ MHPAHTHIHYU cria3Mu (cHHApoM Ha YecT).

Ilanuyecko pazcmpoticmeo

Kionasenam TZF e nokasan chIlo 3a ie4eHHe Ha OCTPH MTaHWYECKH pa3cTpoucTBa (BHE3aITHH
HCOYaKBaHH MPUCTBIIH HA TPEBOXKHOCT M CTPAaX C MHTCH3HBHU BETETATHBHU CHMIITOMH (HAIp. rajeHe,
MOBpBIIAHE, THAPHS, 3aIIEK, U3MOTABaHE, OJICHOCT, 3a4epBIBaHe, ChpLEOHERE), PSI3KO BIIONIABAHE HA
CUMIITOMHTE NPH MaLMEHTH C XPOHHYHA TPEBOXKHOCT). Clle/1 KaTo ce OBMNajiee OCTPOTO ChCTOSHUE, T10-
HAaTATBUIHOTO JIEYCHHUE C KIIOHA3enaM TpsOBa 1a 6b/e nepopanHo (¢ TaGNeTKH WIH KarkH).

2. Kakso Tps0Ba 1a 3HaeTe, npeau 1a npueMete Kionazenam TZF

He npuemaiite Knonazenam TZF:

- dKO CTC aJICPTHYHH KBM AKTUBHOTO BELIECTBO MUJIIK KbM HAKOS OT OCTAHAJIUTE CbCTABKHM Ha TOBa

JICKapCTBO (M30POEHH B TOYKA 6) MIIM KbM APYTH JIEKAPCTBA OT IPyNaTa Ha GeH30H
- aKo MMaTe 3a00/IABaHe, HAPEYEHO MHACTEHHS IPaBHC (HEBPOMYCKYIIHA GOJIECT, B

MYCKYJIHa c1abocT U ymopa);

- aKO MMaTe TeXKa AUXATe/IHA HEA0CTaAThYHOCT;
- aKO UMAaTe TeXKa YepHOAPOOHA HEJOCTATHYHOCT.

[IpenynpexaeHus U MpeIna3Hu MepKH
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l'oBopete ¢ Bawma nexap wiu dapmauest, npeau 1a npueMere Kironasenam TZF.

TpabBa na uMa MHOTrO CEpHO3HH NIPHUMHK 32 ynorpebara Ha Knonasemam TZF mo BpeMe Ha OpeMeHHoCT,
tIpHl JINIIA, TPUCTPACTCHU KBM ATKOXON, HAPKOTHYHY BELUCCTBA WM JickapcTBa. ChIlo Taka, Tpsbsa 1a
MM HEMPEONOIUMH NPUYKHY 32 ynoTpebata Ha KitoHazenaMm TZF npu mauuenTy ¢ YEPHOAPOOHH HITH
6x0peunn npobneMu, MycKyiHa ciabocT, IBUraTEIHY HapYUICHUS U HAPYILIEHHA HA PaBHOBECHETO,
[IPHAPYXEHH OT YCEIAHE 32 HECTAOWITHOCT ¥ TPENEPEHe UIIH 3aTPYAHEHHA ¢ IHLAHETO.

[auyenTH, KXOUTO ca UMaTH JeNpecHs H/UITH OIIHT 3a CaMOYOH#CTBO e 6BJAT BHUMATEHO
HabMOgaBaHM OT JIEKaps.

[Ipu kbpmadera u Manky aena Knonazenam TZF Moxe Ja npeAu3sBuKa TORHILIEHO OTACNAHE Ha CIIFOHKA H
OpoHxuarneH cekpet. 3aToBa TpaGBa 1a ce 0GbPHE ClIENUATHO BHHMAHHE Ha MOAABPAKAHETO HA
MPOXOAHMOCTTA HA NUXATEITHUTE ITbTHIIA.

[IpuemMaHeTo Ha GeH30AMA3CIHHN MOXKE [a IOBEAE 710 pa3BHTHE Ha $U3NIeCcKa U TICHXUYECKA
3aBUCHMOCT OT TC3H BEILLECTBA. PUCKLT OT 3aBHCHMOCT Ce yBE/IHYABA ¢ J034Ta H NPOABIKUTENHOCTTA Ha
nedennero. (el Kato ce passue GU3NUeCcKa 3aBHCHMOCT, PA3KOTO [IpeKpaTaBaHe Ha JEYEHHETO me Oblae
HMPHAPYXEHO OT CHMITOMHU HA OTHEMAHE. T'BH KaTO PUCKBT OT CHMITTOMM HA OTHEMAHE € TIO-TONISM CJIeT
PA3KO MIPEKBCBAHE HA ICUCHUETO, ICYCHUETO TPAOBA A ce MPEKPATH YPe3 MOCTENEHHO HAMATABAHE HA
JHEBHATa J03a.

Crobmana ce 3a MabK 6pOH MALMEHTH, ICKYBAHM C AHTHEHNETITHLY MpH pazIMYHY [IOKA3aHUA, KOUTO
WMAT CAaMOYOHHCTREHH MHUCITH U TIOBeIEHHE. AKO MIMaTe TaKUBa MHCIIH, He3aGaBHO ce CBBpKeTe ¢ Baius
nekap.

T'Bi1 KaTO ANKOXONBT caM Mo ceGe CH MOXeE 14 TIPEIM3BHKA eNMIIeNTHHH NPHNATBIM, HE3aBHCHMO OT
TCPANMATA, NAUHEHTHTE C EMUIETICUSA HE TPAOBA IPH HHKAKBH 0GCTOATENCTRA 14 KOHCYMHPAT AIKOXOJT.
B xombunaius ¢ Kionaszenam TZF, ankoxonsT Moxe na NPOMEHU €EKTa OT JIEKAPCTBOTO, J1a HAMAIIH
€(UKACHOCTTA HA TEYEHUETO HIIH [ JOBEJIE /IO HEOUAKBAHH HEXENaHu peakun.

lNaunenTrTe C pAnKo HACTEACTREHO HAPYIUEHHE Ha KPBBTA, HAPEYEHO "nopgpupus"”, me 6naar
BHHMATEIIHO HAabJII0JaBaHH OT JIeKaps.

Apyru gexapcrra u Knonasenam TZF

HericTuero Ha Knonasenam TZF u Ha 1pyru eHOBpeMEHHO NpHeMH NEKapCcTBa MOXKE B3aHMHO 14 CE
nosnuast. Uudopmupaiite Bamns sexap unu dapManerr, ako Bue wiu Bamero nete [IpHEMATE,
HAaCKOpO CTE MMPHEMANH HITH € BE3MOXKHO 11a IPUEMETE APYTH JIEKapCTBa, BKIIOYHTENTHO M TAKHEBA,
OTITyCcKaHM Oe3 peliernTa.

Knonasenam TZF Moxe lia ce mpuiara efHOBPEMEHHO € eAHO WM NIOBEYe aHTHeNMWIENTHYHM JIEKapCTBa.
Bvopexy ToBa, BUHaru € Heo6X0AMMO 1a ce NIPaBH BHUMATENIHA OlleHKa Ha OTrOBOpA Ha KOMOHHHpaHaTa
Teparus, ThH KaTO HEXKENAHH PEakLMU KATO CENALHS 1 araTHS € 0-BEPOATHO J1a HACTHIAT ITPH
KoMOuHHMpaHa Tepanus. KoMOuHaUMATA Ha KJIOHA3EAM C BaNnpoeBa KUCEIIMHA MOXE NOHAKOra aa
[PEAH3BHKA CITHJIENTHYEH CTATYC ¢ abCaHCH.

Hsxou nexapctea, npueMann ¢ Kinonasenam TZF, moraT 1a HaMalsT WIH yBenudar edpekrta My. Tesu
JIEKapCcTBa BKIIOYBAT. aHTHKOHBYJICMBHH (aHTHETTHIIENITHYHH ) TEKAPCTBA KATO (PEHUTOUH,
$penobapbuTan, kapbaMa3enHH U BANNpPOAaT, IEKapCTRA 3a ChH, ICHXOAKTHRHH BEIIECTBA, HAKOH
obe3bonsBaImM, pudaMIHLMH (AHTHOHOTHK), IMMETHIMH (M3I0/13BaH 32 JCYCHUE HA CTOMALIHM SI3BH) U
Apyru. Axo KinoHasenam TZF ce xoMGHHEpa ¢ €IHO OT Te3M JIeKapcTBa, OGHKHOBEHO € HeoOXOaMMO Aa
CE KOpHTHDA 1103aTa, 3a Ja CC MOCTHTHE ONTUMATHHA e(eKT Ha JleKapcTBaTa.

EaxospemenHara ynotpe6a va Kiionasenam TZF u onuounm (cunHKu 06e300a9BAIIH, T

3AMECTHTEIIHA TEPATTHA M HAKOH JIEKAPCTBA 33 KANUTHLA) YBEIMYaBa PHCKA OT ChHITUE / AfiMenny 3% \:
AMIIAHCTO (PECIMPATOPHA AETIPECHS), KOMA U MOXE a 611e XKUBOTO3acTpainaBama,| :' | \ % \
€/HOBPEMEHHATA YNIOTpeba TpA6Ba Ja ce OGMHUCIA CaMO KOTATO APYTH Bh3MOKHOCTH| 3R TEape ¥ 2w - RE
MPUTIOKNMH. TRREEN T / o,




Brnpeku ToBa, ako Bawmsr nexap npeanume Knonasenam TZF 3a€HO C OMMTHOUOH, 03ATA H
NPOAB/DKUTEIHOCTTA Ha ChIIBTCTBAILOTO JICYEHHE TpAOBa Aa 6bAaT orpaHuyesH oT Baluus nexap.

Mons, ungopMmupaiite Bamms nekap 3a BCHIKH ONHOMIHH JIeKapCTBa, KOUTO TIpHeMaTe, U clieaBaiite
CTPHUKTHO NIPEIOPBKUTE 33 A03WpaHe Ha Baiwuus nexap. Moxe aa e mone3Ho aa HHGOPMHPATE NMPHATENH
WIIH POAHHHH, 32 Jla 3HAAT 34 PU3HALNTE U CUMITTOMHTE, IOCOYEHH no-rope. CBBpxkeTe ce ¢ Barlius
JIEKap, KOTATO UMATE TAKWRA CUMITTOMH.

bpemMeHHOCT, KhbpMeHe H GepTHINTET

AKo cTe OpeMEHHa WM KbPMUTE, CMATATE, Y€ MOXKE Ja CTe OpeMeHHa WIH wiaHHpaTe GpeMeHHOCT,
MOCHBETBAHTE ce ¢ Baums nexap unn dapMalest npeam ynorpebara Ha Tosa JIEKapCTRO.

Ako 3abpemeneeTe fokato npueMate Kionasenam TZF, yeegomeTe Hasza6asno Barus Jekap,
Knonaszenam TZF He ce npunara npH jkeHH, KOUTO KbPMAT. KbpMmenero TpsabBa na ce npeycTaHOBH, ako
TpAOBa aa ce npuinoxu Knoxaszenam TZF.

lilopupane u padora ¢ MalIHHK

B saBucumocT ot Bamus unnuBiayanen orrosop, Kinonazenam TZF Moxe Na IMORIHSE HeOIaronpusaTHO
Bairara ciocobnoct 3a wodupate, pabora ¢ MammHy, paboTa HA BUCOYHHA 1 T.H. Teju NEHHOCTH TpsOBa
J1a CE U3BBPIUBAT CAMO C H3PHYHOTO CHIVIACHE Ha JeKaps.

Baxxa vHPOPMAIHA 32 HAKOH OT MOMOLIHUTE BELIECTBA

Kionazenam TZF cnawpxa 6ensnior anaxoxoa (31 mge 1 ml).
beH3unoBHAT AMKOX0/1 MOXE 1 NPEAUIBHKA ATIEPIHYHH PEAKLHH.

BEH3HITOBHSAT ATKOXOI Ce CBBP3aH C PUCK OT TEXKKH HEXETAHU PEAKLMH, BIUTIOYHTENHO pobiieMu ¢
JUIIAHETO (HAPEYeHO “CHHAPOM Ha 3aayluaBaHe”) IpH MalKy Aela.

[a He ce mpuiiara npu HOBOPoAeHH (Ha Bb3pacT 0 4 CCAMHLIH), OCBEH KO HE € NPEnopbyaHo oT Ballus
neKap.

[la He ce H3MON3Ba 32 NOBEYE OT €HA CeIMUIIA IIPH MAJIKH Jeua (Ha BB3pacT nol 3 roAxHU), OCBEH aKo
HE € ImpenopsYaHo oT Bamus nexap nnu gapmanenr.

O6npHete ce xbM Bamus nekap unm papManerT 3a chBeT, ako cTe bpeMeHHa UK KBPMHUTE, 3a1LOTO
FOJIEMH KOJIHYECTBA OEH3UIIOB AlIKOXONI MOTAT Ja C€ HATPYNaT B opranx3Ma Bu U Moxe f1a IIPAYMHAT
HeXellaHa peakLus (HapeueHa ,,MeTaboNnuTHa alu103a*).

Ob6npHete ce kbM Bammg nexap win dapManesT 3a cbBeT, ako MMaTe 3a607I9BaHE Ha 6nOpenyTe M
YEPHHA ApOoO, 3aII0TO rONEeMH KOJIHYECTBA OEH3UIOB AIKOXON MOTaT 14 Ce HaTpyInar B oprainsMa Bu u
MOXC Jla NPUYMHAT HEXKETAHa peaklus (Hapeyena ,,MeTaboNHTHA alia03a™).

Knonazenam TZF cpabpaxa eTunos aaxoxo. (158 mg 8 1 m), eksyBaneHTHH Ha 4 ml O6upa unu 1,6 ml
BHHO).

Manko BepoATHO € KONTHYECTBOTO ATKOXOJ B TORA IEKAPCTBO 73 WMA €(eKT NpH BB3PacTHH H IOHOMIM:
MpH A€1A HETOBHTE ePEeKTHTE BEPOATHO HAMA Ja 6naat 3abenenumu. [Ipu mo-Manku Aena Moxe 12 HMa
HAKOM €(deKTH, KaTO MPUMEP ChHIUBOCT.

AJIKOXOJ'BT B TOBA JIEKAPCTBO MOXE JIa IPOMEHH epeKTHUTE Ha APYTH JiekapeTsa. I oBopeTe ¢ Bammus
Jiekap UM ¢papMalleBT aKo PHEeMaTe APYTH JIEKApCTRa.

TwH kaTo TOBa NIeKapcTBO OGMKHOBEHO ce JaBa 62aBHO B MPOABIDKEHUE Ha 24 aca, ede
aJIKOX0J1a MOTaT Ja ObJIaT HaMalleHH.

3. Kak na npuemare Knonazenam TZF




Bunaru npuemaiite ToBa eKkapcTBO TOYHO KakTo BH e xasan BamusT lekap. AKO He CTE CHTYPHH B
HElO, nonuTanTe Bamms nexap wnu papmaresr.

YKa3aHHus 32 NapeHTEPATHO NPHIOKEHHE

3a neyeHHEe Ha CANENCHS, TBPBOHAYANHO TPA6BA 14 e MPHIOKH - ClIe] paspexIaHe C pasTBOpHTEI -
TIpH KbpMaicTa ! Aela NONoBHH ammnyia (0,5 mg) 4 1pu Bb3pacTHH eaHa ammyna (1 mg), 3a
[TPENMIOYNTAHE IpE€3 UHTPaBCHO3HA HH(Y3UA. Ta3n 03a MOXe []a ce MOBTOPH, aKO € HEOHXOIMMO (1-
4 mg 0OGHKHOBEHO ca IOCTAThYHM, 33 [a Ce OBJIaJee eNUNeITHIHUS npunanek). IIpu peapacthy,
CKOpOCTTa Ha HHKEKTHPaHe HE TpAOBa Na naxsHwasa 0,25 10 0,5 mg (0,5 a0 1,0 ml oT npuroTBEHHS
pa3Tsop) Ha MuHyTa. Ob1iara 103a oT 10 mg He TpsiGBa Ja ce HALBHIIABA.

3a neveHune Ha MAHUYECKO Pa3CTPONCTRO, N03aTa TpA6Ba 1a ce afanTHpa KbM HEMOCPEACTBEHOTO
CLCTOSAHME Ha MAlHEeHTa. MakcuManHara nNpenopbYKTENHA 1033 € 2 Mg ABA IIbTH JHEBHO (4 mg/nen) n
MOXC J1a CC Ipuyiara caMo B M3KILIOYHTENHH CITyyaH. JIekapcTBEHHAT MPOXYKT MOXeE 1A ce MpUIara 4pes
0arHa MHTPAaBEHO3HA HHXEKINS HITH WHTPaBEHO3HA HHPY3HS. [Ipn BB3pacTHH CkOpOCTTa Ha
HHXXEKTHpaHe He TpsidBa na Haasuiuaea 0,25 - 0,5 mg (0,5 - 1,0 ml or TIPHTOTBECHHUA Pa3TBOP) HA MHHYTA.

IIp1 0CTpH CHCTOSHUA MHTPAMYCKYITHOTO NPUIIOKEHHE, NOPaIH GaBHATA abcopbuus, Tpa6Ra na ce
M3NOI3BA CAMO B M3KIIIOYHTEIHH CITy4aH, KOTATO HE € Bb3MOXHO HHTPABEHO3HO MPHIOXEHHE (Clien
UHTpaMyCKynHO npHiroxeHue T, e 3 yaca).

3a ILAroCpPOYHO JIEYEHHE Ha eNWIENCHA € NOAXOAALIO Aa ce u3non3Ba Kionasenam TZF non ¢opmara Ha
TabNeTKH MITH KaNKH 32 NEPOPATHO MPHNOKEHHE.

Ha4yun HA npHIoKeHHE

Pa3TBOP®T B aMITyniata, ChbABPKALL | Mg OT aKTHBHOTO BELIECTBO, TpA0OBa Ja ce npuIara camo clien
no6apgHe Ha 1 ml pasTBopuTen, 3a 1a ce NPENOTBPATH JOKATHO APa3HEHE Ha KPBBOHOCHHUTE ChJOBE.
HHXeKUMOHHUAT pasTBOp TpAOBA Aa ce MPUTOTBH HENOCPEACTBEHO IIpeay NpUarauHe.
MHTpaBeHO3HOTO HHXKEKTHPaHe TpaOBa J1a ce npwiara 6aBHO, C NOCTOSHHO npocnenssane Ha EET,
JMILIAHE U KPBBHO HAIATAHE.

Hma nokasarencrsa, ye KioHa3enaM Moxe Aa 6blie afncop6UpaH B MIacT™MacoBH HH(}Y3IHOHHU CaKOBe U
HHY3HOHHH CHCTEMH, ChABpXkawM PVC, koeTo BoaM 10 HaMaslsBaHe Ha KOHLICHTpAaLIUATa Ha
kiloHasenaM Jio 50%, ocobGeHo KOraTo IPHTOTBEHUTE CAKOBE CE ChXPAHABAT 3a 24 Yaca WITH NOBEYC, Apy
TOIUIK yCJIOBUSA Ha OKOJIHATA CPENA, MITH KOTATO CE M3IOJI3BAT JBJITH KOMILUIEKTH TphOH WK 6aBHa
CKopocT Ha uH(Y3Hua. KoraTo ce BiHBa kioHasenam Tps6Ba aa ce u3barsaT cakoBe HHY3IHOHHH
CUCTeMH, Chabpxamu PVC. IIpu BiuBaHe Ha kloHazenaM TpsafBa Aa ce BHMMaBa IPH NPEBKIIOYBAHE
MEXAY ceabpxatii PVC u Hecsanpxkamu PVC cakose # MHDY3HOHHYU CHCTEMH.

IlpuroTesiHeTo Ha pa3TBOpa € ONMCAHO B Kpas Ha Ta3u TMCTORKA B painena "IlocoyenaTa [10-1001y
HH(OpMaLKs € NIpeIHA3HAYEHA CAMO 33 MEIULMHCKH CIIELHATACTH".

Axo BamuaT ekap Br f1ajne nopaan HAKAKRa NPHYWHA ITO-BHCOKA /1032, MOXKE @ ce IOIBAT
CHMNTOMH HA MPeJo3HpPaHE.

Cumnmomu
BensoauazenuuuTe 06HKHOBEHO NPHYHHABAT CHHIUBOCT, RapylIeHHUs B JIBDKCHHETO, HAPYLIEHHS Ha
FOBOpa M HEBOJICBH JIBIDKCHHSA Ha 0YHTe. Bh3MOXHM ca CBINO KOM2, HUCKO KPBBHO HaJISraHe U
3aTPyAHCHO OMIIZHE, HO T€ PAJKO Ca TEXKH, KOraTo 6¢H30IHa3EeIIMHUTE CE U3MON3BAT CAMOCTOSTEIIHO.
KoMa, ako ce nosiBH, 0OMKHOBEHO TIPOABIDKARA HAKOJIKO qaca, HO MOX€ J1a € NO-TTpOIBKHTEIIHA U
MKITHYHA, 0COOEHO TTPH NTAITHEHTH B CTAPYECKA BB3pacT. beH3oanaszennHOBHTE e(heKTH Ha IOTHCKAHE Ha
AHMILIAHETO Ca [TO-CEPHO3HH IPH MALHEHTH ¢ PECIIHPATOPHH 3a60NABAHHA.

BKJIIOYHTECIIHO aNKOXQJI,

Jeuenue
HeobxonuMo e jJa ce HabmoaasaT KU3HEHUTE TOKA3aTenH Ha MalueHTA.




[MauuenTHTe, KOUTO ca 63 CHMNTOMM O 4-Us Yac e MaJIKo BEPOSATHO Ja pa3BUAT CHMIITOMM Ha
MpeRo3upane. JIoMeAHHTENeH MOAABPXall IPEryie MOXKE 1a Ce HanpasH crnopel KJIHHHYHOTO ChCTOAHHE
Ha MalUMEeHTA.

AXO IIOTHCKAHETO Ha LEHTPATHATA HEPBHA CHCTEMA € TEXKO, MOXKE 13 Ce OGMHUCIIN ynorpebara Ha
hrymaseHmnn, GeH30/IMA3ETHHOR aHTAaTOHUCT. DNyMaseHuT ¢ POTHBOTIOKa3aH NPH NpIiIarade Ha
JICKapCTBCHH ITPOAYKTH, KOUTO HAMAJIABAT I'bPUOBMSA MIPar (HANpHMED TPHUHKIHIHH AHTHACIIPECAHTH).
HonbnuuTenHa uHGOpMaumsa 3a yrorpebara Ha ¢prymMaseHHN € pegocTaBeHa B Kparkute
XapaKTEPUCTHKH Ha IPORXYKTHTE, ChABPKAUIH (BITyMa3eH.

Hpeoynpexcoenus

®ryMaseHwI He € NOKa3aH NPH NALUMEHTH C SHHNENCHS, TOTYYABANLH GEH301HA3ETIHEN AHTaroHM3MbT
Ha OeH30AHA3ENHHOBHA eEKT NIPH TAKMBA MALMEHTH MOXE 13 [IPOBOKHKpA NPUINAABIIH.

AKO MMATE HSKAKBH JOTIBITHUTEIHY BBIPOCH, CRBP3aHH C YIIOTPe6aTa Ha TOBa JIEKapCTBO, NOMUTAATE
Baiumsa nexap unu dapMauesr.

4. Bn3M0XKHH HeXkeIAHH peaKIun

KakTo BcH9kH ekapcTBa, TOBA 1EKApCTBO MOXeE Ja NPEAM3BHKA HEXKEITAHH PEAKIMY, BRIIPEKU UE HE
BCEKH TH MOJTYYaBa.

Moxke na ce mosiBM yceiane 3a CHHIMBOCT MIIH YMOPa, 0cOBEHO B HAYATIOTO Ha JICUEHHETO, KAKTO U
yCEUIaHE 3a MYCKYJIHA CaboCT U 3aTPyIHEHO XOAEHE, BKITIOYNTETHO NANAHHA U ¢pakrypy. Chobmasa ce
34 [MOBHILIEH PUCK ITPH MAUHCHTH, MPHCMALLH €JHOBPEMEHHO YCIIOKOUTENHH (BKTIOUUTETHO aANKOXOIHH
HAITUTKH) M IpM MaLMEHTH B CTAPYECKa BH3pacT. Morar Jia HacTBIST [IPOMEHH B [TOBEJICHHUETO, OCOOEHO
MpH A€la, BKAKYHTENHO B30y 1A U pasapasHuTennoct. OCBEH TOBa MOTAT a Bh3HMKHAT 3aTPYXHEHHSA B
[IHIIIAHETO, HCBB3IMOXKHOCT 32 33]IbPXKAHE HA YPHHA, HAPYLIECHHS Ha 3PEHHETO H HAPYIICHHUS HA
koopauHauuaTa. Ilpn xepmayeTa ¥ MalKH ena € Bb3MOKHO NIOBUILEHO CIIOHOOTASIIHE ¥ MOBHIIEHA
cexpenna Ha 6eante ApOGOBE, KOETO MOXKE 1A IPHUMHH 3ATPYIHEHUS [IPH AHILAHE WIH TEXhK 3a]yX U
KalUTHIa. 110BeYeTo OT TE3U HEXETaHH PEaKUKK Ce MOABABAT BPEMEHHO H M34E3BAT I10 BpEME Ha

JedeHUueTo. Te MoraT 1a 6v0aT H3berHaTu upe3 6aBHO W NpeANaINiBo YBEJIHYaBaHE HA 034Ta HA
Knonasenam TZF.

CrofuaBaHe Ha HeXETAHH PeaKLMH

AKO MOy4HTE HAKAKBH HEXCIAHU NIEKAPCTBEHH PEAKLMH, yBeaoMeTe Bamus NEKap WK QapMaLeBT, Wiu
MEIHLMHCKa cecTpa. ToBa BKIIOUBA BCHYKM Bh3MOXXHH HEOITHCAHM B Ta3H THCTOBKA HEXKENaHH PEAKLHH,

MoxeTe cHmo Aa CLOOINATE HEXEMTAHN PeaKIuH JUPEKTHO Ype3 HAIIHOHAITHATA CHCTEM 32 chobmagane:
M3mbasuTeNHA areHIMA 110 IeKapcTBaTa

ya. ,,JJamsia I'pyer” Ne 8, 1303 Codus

Ten.: +35 928903417

yeOcaiT: www.bda.bg

KaTo cho01aBate HeXeENaHH PEaKIUH, MOXETE N2 JafeTe CBOS [IPHHOC 32 NOTyYaBaHe HA HOBEYE
HHGOpPMAIIK OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTRO.

s, Kak na cuxpanasare Knonazenam TZF

Ja ce cbxpaHsaBa Ha MACTO, HEIOCTBITHO 34 JIEllA.

He u3nonseaiite TORa N1eKapCTBO CIEN CPOKA HA TOQHOCT, OTOENA3aH BEPXY KapTOHEHATA
ammynuTe cien ..l oneH 5o:”. CpoKsT Ha rOAHOCT OTTOBAPSA HA MOCIEAHHA JeH OT [I0CO

Ha ce coxpanssa noa 25°C. ChxpaHsBaiiTe aMITy/IHTE B OpPHTHHATHATA OMAaKOBKa, 3a
CBETIIHHA,



AKoO He ¢ HeoOxoaumo, He H3Baxpaiite amnynute KiiodazenaMm TZF oT onakoBkaTa, KOATO IpeAna3Ba
NpOAYKTa OT CBETAMHA.

He u3xBBpasiiTe ieKapcTBaTa B KAHANM3ALMATA WM B KOHTEHHEPa 32 AoOMalIHK oTniaablM. [lonuraiTe
Baina dapMalieBT KakK Aa U3XBbLPIATE JCKapCTBaTa, KOUTO BEUE HE U3NOoN3Bare. Te3n MEepKH e
CIMOMOTHAT 34 ONAa3BaHE HA OKOJIHATA cpefa.

6. CobabppkaHHe HA ONAKOBKATA H AOUWBJIHHTEIHA HHGOpMaN A

Kakso ceaspka Knonazenam TZF
AKTHBHOTO BELLIECTBO € KIIOHA3eIaM.
Hpyrure ¢beTaBky (MOMOILLHU BELIECTRA) ca O€3BOAECH €THIIOB JIKOXO0J, GEH3HIIOB alKOXO, JeACHA
OlIETHA KHMCENWHA, [MPOMUIICHITHKO.

Kax uirnexna Knonazenam TZF u KakBo ChAbpAKA ONIAKOBKATA
BesnBeTeH WM JIEKO XXbITCHHKABO-3CNICHHKAB Pa3TBOP.

Pazmep Ha OnaKoBKaTa
10 aMITyJIH B KapTOHEHA KyTHs

IIpurexaTes HA pa3pelieHAETO 32 yoTpebda 1 MPOH3BOAHTEI
Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street
03-176 Warsaw

ITonua

HaTa Ha nocJieTHO npepa3riekKaaHe HA JUCTOBKATA cenTeMBpH. 2025
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IlocoyenaTa mo-nony nHQopManusa e NpeHATHAYEHA CAMO 38 MeTULMHCKM CHICLHATHCTH
Mons, npoderere Kparkata XapakTepHCTHKa Ha IPOAYKTA 3a IThHA HHPOpMAIIH.

basna unmpasenosna unsicexyusn

Pa3TBOpBT OT eiHa amMmyna OT npoAyKTa, ChaspXkan| 1 mg 0T AKTHBHOTO BEUIECTBO, MOXE JIa CE HU3MO0N3Ba
CaMo criell paspexiiane ¢ 1 ml pasTeopuTen, 3a a ce MPeAOTBPATH NOKATHO APA3HEHE Ha MACTOTO Ha
HHKEKTHpaHe. MHKEKIIHOHHUAT pa3TBOp TpAOBA J1a CE IPUTOTBH HETIOCPEACTBEHO TIPEAH TIPHIIATaHE.

Humpaeenoszna ungpyzus
HH}Y3HOHHUAT pa3TBOp Tpa6Ba la ce MPHIOTBU HEMOCPEACTBEHO NIPEIH npunara-e.

HHXeKUHMOHHUAT pa3TBOp TpAOBa a CE PHIOTBH HEMOCPEACTBEHO npeau npuiaarade. UHTpaBeHO3HOTO
HHXEKTHpaHe TpAOBa Jia ce npuiara 6aBHo, ¢ MOCTOAHHO Npocieaasane Ha EEL, nuurane u KPBBHO
HaJATaHe.

HNMa nokasaTencrea, ue ioHa3enam Moxe aa 65e ancopGUpaH B ITACTMACOBHY MH]Y3UOHHH CaKOBE U
HHPY3HOHHH CUCTEMH, Chabpxauy PVC, koeTo Boau 40 HaMansBaHe Ha KOHUEHTPAILIMATA Ha KIIOHA3ernam
710 50%, 0coBEHO KOraTo MPUIOTBEHUTE CaKOBe CE ChXPAHABAT 33 24 Jaca WM MoBeYe, NIPH TOILTH YCIOBHS
Ha OKOJIHATA CPeNia, WIIH KOTaTo C¢ U3NOM3BAT JBITH KOMIUIEKTH Tph6H UK 6aBHa cKopocT Ha HHY3us.
Korarto ce rn1uBa k1oHa3zenaM TpabBa aa ce M3GArBaT CAKOBE H HH(}Y3HOHHH CHCTEMH, Chabpxkamm PVC.
IIpu BnuBaHe Ha KNoHa3enaM TpA6Ba fa ce BHMMABA NPH [IPEBKIIOUBAHE Mexny ceaspkamy PVC u
HechraABpXKAM PVC cakoBe 1 HHPY3IHOHHU CHCTEMH.,

CpoK Ha roAHOCT:
Pa3TBOp B aMmynara npenu oTrapaHe
3 TOIHHH

Pa3TBOp cne oTBapsAHe Ha amMnynara

Pasropu Ha nexapcTeennsa npoayxt Kionasenam TZF 1 mg/ml MHDXCKIIMOHEH/MHDY3HOHEH pasTBOP,
MPUrOTBEHH 33 NHTPAMYCKYTHO U UHTPABEHO3HO HHXEKTHPaHE BhB BOJA 332 HHXEKUHUH (KOHUeHTpauus 0,5
mg/ml) u 32 uHTpaBeHO3HA HHDY3MA B 0,9% pasTBOp Ha HATpHER xnopua, 0,45% pa3TBOp Ha HATPHEB
xnopul + 2,5% pasTBop Ha TMoKo3a, 5% pasTBop Ha TIoko3a U 10% Pa3TBOp Ha I'TIOK03a (KOHUEHTpALMS
0,012 mg/ml), cexpansasanu 24 yaca nipu cTaitHa Temnepatypa (25 + 2°C), KakTo ¥ B XJTATHIHHK (2 - 8°C),
OTTOBAapAT Ha CTAHAAPTHHTE U3UCKBAHHUA 32 KAYECTBO 332 CTCPUIIHOCT H 0aKTEpHANHH €HIOTOKCHHH 32

[TApEHTEPANIHM NperapaTH, HO BCE MAK TE3W PA3TBOPH TPsOBa Na ce MpUIaraT BEJHAra CI¢ IPUTOTBAHETO
UM,

Besika noteHuManHa MpoMsiHa B LIBETa HA Pa3TBOPHTE 33 HHKEKTHpaHe U HHTpaBeHO3Ha HHY3HA Ha
NiekapCTBeHUA NpoayKT Kinonasenam TZF | mg/ml umxekunones/uudy3HoHeH pa3TBop, He 0KA3Ba BIHAHHE
BbPXY aKTHBHOCTTA HJIH CBOMCTBATA HA MPOAYKTA.

He ce npenopwuba ynorpebara Ha 0nakoBky 32 MHOY3IMOHHH TEUHOCTH U HH(}Y3UOHHU cucTeMH OoT PV 3a
MPUTOTBAHC HA PA3TBOPH Ha JICKapCTBCHHA NMpoAyKT Kionasenam TZF 1 mg/ml urkexumoneH/maby3uouen
PA3TBOp TT0pAM 3HAIHTENHOTO HAMAIBAHE Ha CHABPKAHHETO HA KIIOHA3€NaM B MMPOLECA HA ChXPaHEHHUE.
Pa3rBopu Ha nexapctsenus npoaykt Kinonaszenam TZF 1 mg/ml MHXXEKLHOHCH/MH(Y3HOHEH pa3TBop B (,9%
Pa3TBOp Ha HaTpHEB xJopuJ, 0,45% pa3TBop Ha HaTpHeB XJ1opux + 2,5% pasTBOp Ha IIIOK034, 5% pa3TBOD
Ha rimoko3a U 10% pa3steop Ha riwoxo3a, npesiHa3sHaYeHH 3a HHQY3HA M ChXPAHABAHH IIPY CTAlHA
TeMmneparypa (25 + 2°C) B onakosky, ceabpxaiu PVC, Tpa6Ba 1a ce H3non3sar B paMkuTe Ha | yac
Topaj 3arybara Ha akTHBHOTO BELIECTRO B Pe3yiITaT Ha abcopbuus My ot PVC.

HecnBMecTHMOCTH
He npurotesiite pasteop Ha Knonaserm TZF 3a undy3uu ¢ pa3rsop Ha HaTpueB bu
He cuxpansBaiite pazrsopa B PVC cakoBe, akTHBHOTO BELIECTBO KIOHAZENAM CE a6



